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To3u TeKCT CIy:KH caMo 32 HH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiictBue. UHcTuTyunute Ha ChIo3a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTEIHO TEXHUTE NpeaMoloJiu,
ca BepcumTe, nyoaukyBanu B O¢puuuanen BectTHuk Ha EBpomneiickusi cbio3 u Hanuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH Ype3 BPb3KHTE, MYOIHKYBAHH B HACTOSIIIMS A0KYMEHT

> B PEIJIAMEHT (EC) 2017/745 HA EBPOIIEMICKHUS IAPJAMEHT U HA ChbBETA
ot S anpua 2017 roauna

3a MeJUIMHCKHUTe wu3deaus, 3a u3MeHeHue Ha JIupextuBa 2001/83/EO, Peraament (EO) Ne
178/2002 u Permament (EO) Ne 1223/2009 u 3a ormsina Ha aupektuBu 90/385/EMO wun
93/42/ENO na CbBeta

(Teker ot 3Havyenue 3a ENII)

(OB L 117, 5.5.2017 r., cTp. 1)

ITonpaseH che:

»Cl1 IMomnpaska, OB L 117, 3.5.2019 r., ctp. 9 (2017/745)
> C2 IMompaska, OB L 334, 27.12.2019 r., ctp. 165 (2017/745)
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PEI'JIAMEHT (EC) 2017/745 HA EBPOINEMCKUS
MHAPJIAMEHT U HA CBBETA

oT S anpua 2017 ronuna

32  MeQMUUHCKUTe W3eaus, 3a H3MeHeHume Ha JlupekTHBa

2001/83/EO, Peraament (EO) Ne 178/2002 u Pernament (EO) Ne

1223/2009 u 3a ormsina Ha aupextuBu 90/385/EUO u 93/42/EMO
Ha CbBera

(Texer or 3HavyeHue 3a EUNII)

I'IABA 1
OBXBAT M ONPEJEJIEHUA

Ynen 1

Mpeaver u o6xBaT

1. C HACTOAIUA PETIIAaMCHT C€ YCTAHOBABAT IIpaBHJla 11O OTHOILICHUEC
Ha IMYCKaHETO Ha Iazapa, NpeaoCTaBsAHCTO Ha Iazapa WKW IIYCKAaHCTO B
HeﬁCTBHe Ha MCOUIMHCKW H3OCIHA 3a XyMaHHa yHOTpe6a U npuHana-
JICKHOCTU 3a TaKuBa HU3ACIIHA B Cero3a. Hacrostmust periiaMeHT ce
Inpuiara M MO OTHOHNICHHUE Ha IIPOBCKIAHUTEC B Cpr03a KIIMHWYHU
W3INUTBAHUA HAa TaKMBa MCAULWHCKHU HU3ACIUS U ITPUHAAIICIKHOCTH.

2. Hacrosmmsar periaMeHT ce Npujara W 3a rpyluTe NpoayKTH 0Oe3
MEIUIIMHCKO TpeIHa3HaYeHne, KOUTO ca n30poeHu B mpuinoxenne X VI,
CYMTAHO OT HayallHAaTa JlaTa Ha MpWiaraHe Ha oOumre crenuuKaim,
MPHUETH CHITIACHO WIeH 9, KaTo Ce B3eMaT MPEIBHJ JOCTIIKCHUSATA Ha
TEXHUYECKHUS MPOrpec U B YAaCTHOCT CHIIECTBYBAIIUTE XapMOHH3HPAHU
CTaHJAPTH 3a AHAJOTMYHH W3JCIHS C MEIUIMHCKO TpeJIHA3HAuYCHHE,
OCHOBaBallld ce Ha MOA00Ha TexHoiorus. OOmmTe crenuduKanuu 3a
BCSIKA OT TpPYyNUTE OT MPOAYKTH, W30poeHH B mpuioxenue XVI,
BKJIFOYBAT HAW-MaJKOTO TMpHIAraHe Ha YIpaBICHHE Ha pHUCKa,
MOCOYCHO B TNpWIIOKeHHE [, 3a chOTBETHAaTa Tpyrna OT NPOIYKTH H,
aKo € HeoO0XOaWMO, KIWHHYHA OIlEHKa II0 OTHOIIEHHWE Ha Oe3omac-
HOCTTA.

Heo6xomumure o0y crenudukannu ce mnpuemar ao 26 mai 2020 r.
Te 3amouBaT Ja ce mpujaraT LIECT Mecela Cliej AaraTa Ha BIM3aHETO
UM B cuia wiad ot 26 maii 2020 r., B 3aBUCHMOCT OT TOBa KOC CHOUTHE
HACTBIIU TO-KBCHO.

HezaBucumo ot unen 122, MepkuTe Ha ABbpKaBUTE WIEHKH IO
OTHOIICHHE Ha KBATU(PHUIMPAHETO HA MPOAYKTHTE, OOXBaHATH OT
npunoxkenue XVI kaTo MeTuMIUMHCKM u3Jenus cbriaacHo Jlupektusa
93/42/EMO, ocraBar B cuiia JI0 IOCOYEHATa B II'bpBa AJIMHEs] HavaHA
Jara Ha MpuiaraHe Ha oOmMTe crenu(UKAU, KOUTO Ce OTHACST 3a
Ta3u Tpyma OT MPOIYKTH.

HacrosimusaT persiiameHT ce mpujara M 3a KIMHUYHUTE W3IUTBaHMA,
u3BbpuiBaHd B ChblO3a 10 OTHOLICHHE HA MOCOYCHUTE B II'bpBA aJMHEs
TIPOAYKTH.

3. Wznenuss ¢ MEAUIIMHCKO U C HEMEIUIIMHCKO IpeaHa3Ha4YCHNUEC
OTroBapsAT CBBKYIIHO Ha W3UCKBAHUATA, MNPUIOKHUMHU 3a HU3ACIUATA
CHOTBETHO ChC HIIH O€3 MCIUIIMHCKO IMPpEaHa3HAYCHUEC.

4.  3a uenuTe Ha HACTOSIIUA PEriJaMeHT MEIULMHCKUTE W3Jeius,
MPUHAMJICKHOCTUTE 32  MEAWIMHCKUTE  M3JeNHsA,  HPOJIYKTHUTE,
n30poeHn B mnpuioxenue XVI, 3a KOMTO ce mpuiara HAaCTOSLIUAT
periaMeHT ChIVIacHO Taparpad 2, ce Hapuyar Mo-HaTaTbhK ,,U3JCHsTa.
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5. Koraro ToBa € 000CHOBAaHO MOPAIM CXOJICTBO MEXKIY IIyCHAaTO Ha
masapa M3/elrne ¢ MEAWIMHCKO NpefHa3HaYeHHe M MPOIYKT 0e3 Meu-
LIUHCKO IPEJHA3HAUCHUE BBB BPb3KA C TEXHUTE XAPAKTCPUCTUKU U
puckoBe, Ha Komucusara ce npenocraBs NIPaBOMOIIMETO Ja IIpUEMa
JelerupaHyl aKkToBe B CBOTBETCTBUE ¢ wieH 115, 3a na u3MeHs
cnuchbka B npuiaoxeHne XVI, xkato no0aBs HOBH I'PYHNH OT MPOLYKTH
C IIeNl 3aKpHjIa Ha 3APaBeTO M OE30IacCHOCTTa Ha MOTPEOUTEIHTE MM
JpYyry JIMLA WIK Ha JPYrH acleKTU Ha OOILIECTBEHOTO 37paBe.

6. Hacrosust PETJIaMCHT HE CC Ipujara 3a:

a) MEIUIMHCKUATE H3IeNHs 3a WHBUTPO IHACHOCTHKA B 00OXBara Ha
Pernament (EC) 2017/746;

0) JeKkapCcTBEHUTE NPOAYKTH CBIVIACHO ONpEIeNeHueTo B wWieH |,
touka 2 ot JupextuBa 2001/83/EO. Ilpm B3emaHe Ha pelIeHHE
Tl JajJeH NpoAyKT momana B oOxBara Ha Jupektusa 2001/83/EO
WY HAa HACTOSILUS PErJaMeHT, CIeLUalHO BHUMAHUE ce 0Opblla Ha
OCHOBHMS HAauuH Ha JNEWCTBHE HA MPOILYKTa,

B) JIEKapCTBEHUTE TPOAYKTH 3a MOJepHa Tepamusi B 00XBaTa Ha
Pernament (EO) Ne 1394/2007;

I) dYOBeWmIKATa KPbB, KPBBHHUTE IPOAYKTH, IUIa3MaTa WIA KPHBHUTE
KJICTKM OT YOBEHIKA TPOW3XOJ WM W3JCNUATa, KOUTO HPHU
MycKaHe Ha Masapa WM ITycKaHe B JCHUCTBHE BKIIOYBAT TaKHMBa
KPBBHH TIPOAYKTH, IUIa3Ma WM KICTKH C H3KIOYCHHE Ha
uzgenusaTa 1no naparpad 8 ot HacTOSIIUS YIIeH;

) KO3METHUHMTe INpoaykTh B oOxBara Ha Permament (EO)
Ne 1223/2009;

e) TpaHCl'IJ'[aHTaHTHTe, TBKAHUTC N KJIICTKUTEC oT JKNUBOTUHCKH
MIPOM3XO0/ WM TEXHUTE MPOM3BOJHHU HIH MPOIYKTHTE, ChIBPIKAIIN
WIH CHCTOSIIH CE OT TSIX; HACTOSIIUST PerJIaMeHT 00ave ce mpuiiara
3a W3JENUATa, IMPOM3BEIECHM 4Ype3 W3IMOJA3BAHE Ha THKaHW WIIH
KJIETKH OT KHUBOTHHCKHU l'[pOI/l3XOZ[ UJIIN TCXHU l'[pOI/l3BOI[Hl/I, KOUTO
ca HEXKU3HECTIOCOOHU MJIM Ca HAIlPaBEHH HEKU3HECIIOCOOHHU.

) TPAHCIUIAHTAaHTHUTE, THKAHUTE WIN KIETKUTE OT YOBELIKH NPOHM3XOJ
WIM TEXHUTE NpOou3BOIHM, oOxBaHaTH oT [mpektuBa 2004/23/EO,
WIA TPOAYKTHTE, CHIbPKAIIM WIM CBCTOSIIM CE€ OT THX;
HACTOSIIMAT perjaMeHT obade ce TMpwiara 3a H3JeHATa,
NPOM3BENICHH Ype3 H3IOJA3BaHE HAa THKAHW WIM KICTKH OT
YOBEIIKH IPOM3XOJ, KOHUTO Ca HEKH3HECIIOCOOHM WIM ca
HaIpaBeHU HEXKH3HECIIOCOOHH;

3) NPOIYKTUTE, DPA3IUYHU OT IIOCOYEHUTE B OYKBH TI), €) H X),
CBHIBPKALIM WM CBCTOSIIIM C€ OT JKM3HECHOCOOCH OMOJIOTHYCH
Marepuan WIH JKH3HECIIOCOOHHW OPraHW3MH, BKIIOUHTENHO IKUBHU
MHUKPOOPTaHU3MH, OaKTepuH, I'bOMYKH WM BUPYCH, C IIeN Ja ce
MIOCTUTHE WM TIOANIOMOTHE MpeIHa3HAaYeHHETO Ha MPOIYKTa;

u) xpanute B oOxBara Ha Permament (EO) Ne 178/2002.

7. Uzpmenmara, KOWTO TpU IIyCKaHE HA T[a3apa WM IIyCKaHe B
JeCTBUE BKJIIOYBAT KAaTO HEpas3/eiHa 4acT MEIUIMHCKO H3JeiHue 3a
MHBHUTPO JAMArHOCTHKA 110 CMHUCHJA Ha wieH 2, Touka 2 oT Permamenr
(EC) 2017/746, ce ypexnmaT OT HACTOSIIMS periaMeHT. V3uckBaHUsTa
Ha Permament (EC) 2017/746 ce mpunarat 3a 4acTra OT HW3ZICIHETO,
KOSITO TIPEJCTABIISIBA MEAMIIMHCKO M3/ETHE 32 MHBUTPO TUATHOCTHKA.
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8. Besxo usmenue, KOeTo Npu IMyCKaHE Ha Ia3apa WIM IIyCKaHe B
JelicTBHE BKIIFOUBA KAaTO HEpasjellHa YacT BEIIeCTBO, KOSTO NPU CaMo-
CTOSITEJIHA YNOTpeba MOXe Ja ce CueTe 3a JIEKapCTBEH HPOAYKT II0
cMHchiIa Ha wieH 1, Touka 2 ot Jupektusa 2001/83/EO, BKIHOUUTEITHO
JIEKapCTBEH IPOAYKT, HOIYyYEeH OT YOBELIKA KPbB MM YOBELIKA ILIA3Ma
[0 CMHCBJIa Ha ompejesleHuero B ujaeH 1, Touka 10 or chbjara
JUPEKTHBa, KOMTO ¥Ma CIIOMaraTelHO HAeificTBHE MO OTHOIICHHE Ha
JIEeHCTBUETO Ha U3JEIHMETO, CE OLEHABA U pas3pellaBa B CbOTBETCTBHUE C
HACTOSIINS PETJIaMEHT.

Ako obaue neifcTBHETO Ha TOBA BELIECTBO € OCHOBHO U HE € CIIOMa-
TaTeJHO TI0 OTHONICHWE Ha HEHCTBHETO Ha W3/EIUETO, IITIOCTHHUST
mpoaykT ce ypexnaa ¢ Jupekrusa 2001/83/EO mmu ¢ Permament (EO)
Ne 726/2004 na Espomeiickus mapmament u Ha Cobeera (1), B 3aBH-
CHMOCT OT TOBa KOW ¢ NMPHIOKHMUSAT aKkT. B To3m ciy9ail choTBeTHHTE
o0IIM M3UCKBaHUS 3a OE30MACHOCT M JCHCTBUE MO MpUiIokeHue | KbM
HACTOSIINS PErJIaMEeHT ce IpPHIIarar, JOKOIKOTO ce Kacae 3a Oe3omac-
HOCTTa M JEHCTBUETO Ha WM3IEIHETO.

9. Bcsko wu3menue, KOETO € MpeIHA3HAYEHO 3a NPUIIOKEHHE Ha
JIEKapCTBEH MPOJYKT IO CMHCHIAa OT wieH 1, Touka 2 ot upekTuBa
2001/83/EO, ce pernameHTHpa OT HACTOSILIMS pErjiaMeHT, 0e3 la ce
3acsraT pa3nopepOuTe Ha BBHIPOCHATA JUPEKTHBA, HUTO Ha PeriameHT
(EO) Ne 726/2004 1o oTHOLIEHWE HA JEKAPCTBEHUS MPOLYKT.

Ako 00aye U3AeIMeTO, MPEIHA3HAYCHO 3a MPHJIOKCHUE HA JICKAPCTBECH
MPOJIYKT, W JICKAPCTBEHUAT MPOIYKT ca IIyCHATH Ha Ia3apa I0 TaKbB
HauWH, 4ye 00pa3yBaT €IMH Hepas3zescH MPOAYKT, U3KIFOUUTEIHO Mpe-
Ha3HaueH 3a ynorpeba B JajeHara KOMOMHAIMs M KOHTO He € 3a
MHOTOKpaTHa yHoTpeda, TO3M EIWHEH IBUIOCTEH MPOAYKT C€ peria-
mentupa ¢ [upektuBa 2001/83/EO wmm ¢ Permament (EO) Ne
726/2004, B 3aBUCHMOCT OT TOBa KOM € NPHIOKUMHUAT akT. B To3m
ciydail ChOTBETHHTE OOIIM M3MCKBaHHs 3a OE30MacHOCT W JICHCTBHE
no mnpwiokeHue | KbM HacTOSIIMS perjaMeHT ce Ipuiarar,
JIOKOJIKOTO Ce Kacae 3a Oe30MacHOCTTa W JICHCTBHETO Ha H3JCIHETO,
KOETO € 4acT OT €JAWHHMSA ISUIOCTeH MPOIYKT.

10.  Bcesko m3nmenme, KOETO MPH IMycKaHe Ha TMa3apa WM IyCKaHe B
JIeficTBUE BKJIIOUBA KaTO HEpas/ellHa YacT HEKU3HECIIOCOOHU YOBEIIKH
TbKaH! WJIN KJIETKW WK TCXHU MPOU3BOAHH, KOUTO UMAT CrioMaraTeino
JEWiCTBHE IO OTHOILICHHE Ha JEWCTBHETO HAa W3/EINETO, Ce OLEHSIBA M
pasperniaBa B CbOTBETCTBHE C HACTOSIIMS periamMeHT. B To3u ciyuail ce
npuiaraT pasnopenduTe 3a JapsBaHETO, JOCTABIHETO M KOHTPOJA,
npensuaenn B Jupextusa 2004/23/EO.

Axo obade nmeificTBHETO HAa THKAHUTE WM KICTKUTE WIM Ha TEXHHUTE
[IPOM3BOJHM € OCHOBHO M HE € CIIOMaraTeJHO II0 OTHOILUEHUE Ha
JIEUCTBUETO Ha M3JEIMEeTO W MPOAYKTHT HE ce ypexnaa oT PermameHt
(EO) Ne 1394/2007, npoayktsT ce ypexaa ot Jupekrusa 2004/23/EO.
B To3u ciywaif CbOTBETHUTE OOMIM HU3MCKBaHMS 3a O€30HACHOCT U
JeficTBUE MO NpWIOKeHHE | KbM HACTOAIIMS PErVIaMEeHT ce Ipujarat,
JIOKOJIKOTO c€ Kacae 3a 0e30MacHOCTTa U AEHCTBUETO Ha U3JENUETO.

11. HacrosmmsT periamMeHT € CHelfajJieH 3aKOHOJATEeNeH aKT Ha
Cpro3a o cMuchiIa Ha wieH 2, naparpad 3 ot Hupekrusa 2014/30/EC.

(") Pernament (EO) Ne 726/2004 wa Esponeiickus mapiamedt 1 Ha ChBeTa OT

31 wmapr 2004 r. 3a ycraHoBsiBaHe Ha mnpoueaypu Ha OOmHOCTTA 3a
paspeliaBaHe ¥ KOHTPOJI Ha JICKAPCTBEHM MPOIYKTH 3a XyMaHHa W BeETe-
puHapHa yrmotpeba W 3a Ch3laBaHe Ha EBporeiicka areHIus 10 JIeKapcTBaTa
(OB L 136, 30.4.2004 r., ctp. 1).
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12.  W3nenus, KOUTO ca CHIIO TaKa U MAITMHU 10 CMUCHJIA HA YJIeH 2,
Bropa anuHesi, OykBa a) ot JupekruBa 2006/42/EO na EBpomeiickus
napiament u Ha Coeera (1), TpstOBa, KOraTo ¢ HajWIle ChOTBETEH PHCK
M0 CMHUCBJIAa Ha Ta3u JMPEKTHBA, ChIIO Ja OTTOBAPST HA ChIECCTBCHUTE
W3MCKBAHUS 110 OTHOIIEHHE Ha 0e30I1acHOCTTAa M 3JIPAaBETO, OIPEeSICHH
B NpUJIOKeHHE | KbM AMPEKTHBATA, JOKOJIKOTO TE€3M M3UCKBAHHUS Ca I10-
KOHKPETHH OT OOINMWTEe HW3UCKBaHHUS 3a OE30MacHOCT W JIeiCTBHE,
u3noxkeHu B rinaea I ot mpusnoxenue | KbM HaAcTOSIIIUS PErJIAMEHT.

13.  HacrosmmsT periiaMeHT He 3acsra MpuiaraHeto Ha J{MpeKTHBa
2013/59/EBpatom.

14. Hacrosust PETJIAaMEHT HE 3acsra MpaBOTO Ha AbpiKaBa 4YJICHKaA
Ja OorpaHn4vaBa H3I0JI3BAHCTO Ha KOWTO W Ja € KOHKPETCH THIT U3ACITUE
110 OTHOLICHHME Ha AaCIICKTH, HEOOXBaHATH OT HaCTOAIIMA PETIIAMEHT.

15. Hacrosmmsr permaMeHT HE 3acsira HAIMOHAIHOTO IMPaBO
OTHOCHO OpraHu3alysiTa, JIOCTaBKaTa WM (UHAHCHPAHETO Ha 3/IpaBHU
yCIyrM W MEAUIMHCKO  OOCIIy)KBaHe, HampuMep HU3HCKBAHETO
OmpeJiesieHH HM3JeNusl Jla MOoraT Jila c€ JOCTaBAT EJUHCTBEHO II0
JIEKapCKO MPEeANHCAHUEe, W3UCKBAHETO CaMO ONpPENETICHH MEIUIHUHCKU
CTEIHAINCTH WM JieueOHH 3aBEACHHs Ja MOrar Ja MPeAOCTaBsT WA
U3IO0JI3BAT ONpENETICHH H3IEIMs MIM W3UCKBAHETO Ja Ce MOJi3Bar
KOHKPETHH CIICIMATM3UPaHU ChBETH NPH yroTpedaTa nMm.

16. Huxos pasmopenba OT HACTOSIIMS PErJaMEHT HE OrpaHHYaBa
cBoOojaTa Ha Te4yara HIM CBOOOJaTa Ha H3pa3siBAaHE B MEJAUUTE,
JOKOJIKOTO Te3u cB0OOJM ca rapaHTupanu B Cbhl03a M B IbPKABUTE
YICHKH, TO-CIIENHMaTHO Mo cwiata Ha wieH 11 or Xaprara Ha
OCHOBHHTE TIpaBa Ha EBpomnenckus chbio3.

Ynen 2

Onpenenenus

3a HOCJIUTC Ha HACTOANIUA PErjIaMCHT CE IMpujiarat CJICIHUTE OIIpeac-
JICHUA:

1) ,,MemumuHCKO Wu3Aenue’ oO3HauaBa WHCTPYMEHT, amapar, ypeo,
coryep, UMIUIAHT, pEareHT, Marepuan WiH JPyr apTUKYJ, Npei-
Ha3Ha4YeH OT MPOW3BOJMTENS 3a CaMOCTOSTENHA YNoTpeda WM B
KOMOMHAIMg TIIpd XOopa C €JHa WIM I[IOBeYe OT CICIHUTE
KOHKPETHH MEAMIMHCKH LENH:

— JMarHoCTHKa, NpOQUIAKTHKA, HAOJIIOJCHUE, IpEABIKIAHE,
MPOTHO3HpaHe, JeUueHNue WiIn oOJeKJYaBaHe Ha 3a00JSIBaHUS;

— JWArHOCTHKA, HAOMIOACHHE, JICUYeHHe, OOJIeKUYaBaHe WU
KOMITEHCHpaHe Ha TPaBMH WM WHBAIHIHOCT,

— HU3CJICABAHC, 3aMsHa WKW KOPCKIHA Ha aHATOMHWYHA 4aCT WK Ha
(I)I/ISI/IOJIOFI/I‘ICH WJIN MaTOJIOTUYCH Mpouec HUJIn ChCTOAHUC,

— TNpenocTaBsiHe Ha MHpOpManus 4ype3 MHBUTPO H3CIIEIBAaHE Ha
poOu OT YOBEIIKOTO TsUIO, BKIFOUUTEIHO Ha JapeHH OpraHw,
KPbB M THKaHH,

(") Hupexrusa 2006/42/EO na EBporneiickus napnament u Ha CbBera oT 17 maif

2006 T. oTHOCHO MammHHWTE W 3a mW3MeHeHwe Ha J[lupektusa 95/16/EO
(OB L 157, 9.6.2006 r., ctp. 24).
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2)

3)

4)

5)

U KOETO HE IMOCTUTa OCHOBHOTO CH JICHCTBHE IO ITIpEIHA3HAuYCHHE
BbB WM BBPXY YOBEHIKOTO TSUIO MO (papMaKoJIOTHUeH, HMYHO-
JIOTMYEH WM MeTabOJIMTeH IbT, HO KOETO MOXE Ja ce
MOJIIIOMara Mpu CBOETO AEHCTBHE OT CPEICTBA C TaKbB €(eKT.

CrnenHure IMPpOAYKTH CBIIO CC€ MIpUEMAT 3a MCIWOUHCKH H3ICITNA:

— UW3JENUITa 32 KOHTPOJI WIIM TOJNOMAarane Ha mpoiieca Ha 3a0pe-
MEHSIBAHE;

— NPOAYKTHUTE, NPEAHA3HAYCHHU CIEIMAIHO 3a OYNUCTBAHE, JC3HH-
(ekus WK CTepUIIU3AIMs HA WU3/CIUSITa, TOCOYCHU B WiICH 1,
naparpad 4, KakTo U Ha HM3JENHATA, IOCOUYCHH B ITbPBA AJMHES
OT HACTOSIIAaTa TOYKa;

HIIPUHAICKHOCT 3a MEIHUIMHCKO M3[eine” O3HauaBa apTHKYIL,
KOWTO BBIIPEKH Y€ caM II0 ceOe CH HEe ¢ MEIMIMHCKO HU3JelHe, ¢
NpeIHa3Ha4YeH OT MPOU3BOIUTEISI My 3a M3IOJI3BaHE 3aCIHO C CIHO
WIN HSAKOJNKO KOHKPETHH MEJUIMHCKH H3JENHs, 332 Ja I03BOJIABA
ynorpebara Ha MEAULMHCKOTO(UTE) u3zaenue(s) no nperHa3HaueHue
WM KOHKPETHO U TPSIKO Ja MOANIOMAara MeJUIMHCKaTa (DYHKIHUS Ha
BBIIPOCHOTO(MTE) MEAMIUHCKO(M) M3aenue(s) ¢ Orjie] Ha IpeaHa3-
HaveHueTo(sta) My(um);

LA371enre, u3pabOTeHO MO TOpBhYKA™ O3HA4YaBa BCSIKO H3JCIHE,
CIELUAIHO MPOM3BEIEHO 10 MEIUIMHCKO NpEANUCaHNe, W3a/IeHO
OT JIMIE C TAaKOBA MPABO ChITIACHO HAIIMOHAIHOTO 3aKOHOATEJICTBO
nopajy npodecuoHarHaTa My KBaTH(pUKALHUs, KOSTO ONpenels, Ha
OTTOBOPHOCTTA Ha TOBA JIMIE, KOHKPETHUTE TPOCKTHU XapakTe-
PHCTHKH Ha W3JCIHMETO, a MPEJAHA3HAUYCHHETO MY € 3a H3I0JI3BaHEe
CaMO OT KOHKPETEH MaIlMeHT, WU3KIIUYUTEIHO 3a Jia OTTOBOPU Ha
WH/IMBUYAIIHOTO MY 3/IpaBOCIIOBHO ChCTOSIHUE U MOTPEOHOCTH.

ChUIEBPEMEHHO MAaCOBO MPOM3BEKIAHUTE H3CIHs, KOUTO TpsiOBa
Jla ce aianTupar, 3a Ja OTroBapsAT Ha CHCHU(DUYHUTE M3UCKBAHUS
Ha TpOQEeCHOHANCH IMOTPEOUTEN, W H3JCIHUS, KOUTO Ca MacoBO
MIPOM3BEXKIAHU Upe3 MPOMHUIILICH MPOU3BOJICTBEH MPOLEC MO MEIH-
[IUHCKUTE TPEAMUCAHNS Ha JIUIE C TAKOBa MPaBO, HE CE CUMTAT 3a
n3zenus, U3pabOTeH! MO MOPBYKa;

,,dKTUBHO I/I3,H6J'II/I€“ O3Ha4YaBa HU3ACIUEC, YHETO d)yHKHI/IOHI/IpaHe
3aBHUCHU OT HM3TOYHUK Ha CHEPrus, pasjingyHa OT I'€HCpHUpaHaTa OT
YOBCIIKOTO TAJIO 3a Ta3dW LEJI HWIKX OT 3C€MHOTO IIPUTCTIIAHC, U
KOC€TO (l)yHKHI/IOHI/Ipa, KaToO MPOMCEHS IJIBTHOCTTA Ha Ta3u CHCPIUsA
WM KaTo s Hpeo6pa3yBa. I/I3Z[€JII/IHT3, npe€aAHa3HA4YCHU Oa MpeaaBaT
CHEprusi, BCLICCTBA WU JPYyrud CJIEMEHTH MEXKIAY aKTUBHOTO
U3ICIIUC W IaIUCHTa 0e3 3HAYUTEITHO U3MCHCHHUEC, HC CC CUHuTar
3a aKTHUBHH U3ACIIHA.

CO(i)Tyep’BT CbIIO CC€ CUYHMTA 3a AaKTUBHO H3ACIIHE,

LAMIUITAHTUPYEMO H3JeTHe’ O3HauyaBa BCSAKO U3JCIHE, BKIIIO-
YUTEIHO TAaKOBa, KOETO YaCTUYHO WJIM HM3IUIIO ce abcopbupa, u ¢
[PeIHA3HAYCHO:

— Ja 6’[)[[6 U3L05J1I0 BBBECACHO B YOBCUIKOTO TAJIO, HUIIN
— Jla 3aMCHHU CTIUTCJIHA MOBBPXHOCT WUJIK IMOBBPXHOCTTAa Ha OKOTO

gpe3 KIMHHUYHA MHTCPBCHUUA U KOCTO € MPCAHA3HAYCHO Jda OCTAaHC
B TAJIOTO CJIICO WMHTCPBCHIMATA.
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6)

7)

8)

9)

10)

11)

12)

13)

14)

15)

16)

17)

Besiko u3nenue, mpenHazHaueHO ga ObJIe YaCTUYHO BBBEICHO B
YOBEIIKOTO TSJIO Ype3 KIMHMYHA WMHTEPBEHIMS W Jia OCTaHe B
TAJIOTO CJIe[, MHTEpBeHUUsATa MoHe 3a 30 JHH, CHLIO ce Npuema
32 UMIUTAHTHPYEMO H3JIeIIHe;

LMHBAa3UBHO H3JCiME” O3HAuaBa M3JIeJINE, KOETO ISJIOCTHO WU
YACTUYHO TMPOHUKBA B YOBEIHIKOTO TSJIO TPE3 TEJIIECEH OTBOP WM
1pe3 NOBBPXHOCTTA Ha TSIIOTO;

,,TEHEepUYHa Tpyra M3JeNus’ O03HayaBa CBBKYNHOCT OT M3JENus C
€/IHAaKBO HJIM TOAOOHO TpeJHa3HAUYCHHE WM CXOJHA TEXHOJOIHS,
KOETO TO3BOJsIBAa KIACH(DUIMPAHETO MM B 0OIIa rpyna H3IemHs,
0e3 Ja ce OTYMTAT KOHKPETHUTE UM XapaKTePHUCTHKH,

,A3JCIINE 3a C€AHOKpaTHa yHOTpeGa“ O3HavaBa H3ACIKEC, NPEaAHA3-
HAYCHO 3a M3MO0JI3BAHC IpU €IHO JIMIC B PAMKHUTC Ha CJUHHUYHA
Tpoesypa;

LHhanmumbuuupano uzenue’ o3HayaBa M3JCIHE C HEBSPHO MpE-
CTaBsHEe Ha HEroBaTa WICHTHYHOCT W/WIIM Ha HETOBHS H3TOYHHK
u/unu Ha HeroBuTe cepTudukaru 3a Mapkuposka ,,CE* umu moky-
MEHTH, CBBpP3aHH C TMpoUeaypuTe 3a MapkupoBka ,,CE®.
HacrosimoTro ompejesicHHe HE BKJIIOYBA HEHPEJHAMEPEHOTO HECh-
OTBETCTBHE M HE CE€ OTHACS N0 HapyIICHMATa HA IIpaBaTa BBHPXY
MHTEJIeKTyallHaTa COOCTBEHOCT;

,,Ha0op* 03HaYaBa KOMOMHAIMS OT NMPOAYKTH, OMIAKOBAHH 3a€IHO H
IyCHATH Ha T1a3apa, 3a Jla Ce M3I0J3BaT C KOHKPETHa MEIMIIMHCKA
e,

,CUCTEeMa" 03HayaBa KOMOWHAIIMS OT MPOJYKTH, ONMAKOBAHU 3aE/IHO
WIM HE, KOUTO Ca TpPEJHA3HAYCHH 32 CBHP3BaHE MJIM KOMOWHHpaHE
C OrJieJl IOCTUTAHETO Ha KOHKPETHA MEIHMIMHCKA IIeT;

»Ipe/IHa3HaueHHe O3HauaBa yrorpebara, 3a KOSTO € IpeaHa3-
HAUCHO JaJIeHO M3JEeJMEe CBIJACHO INPEJOCTaBEHUTE OT IPOU3BO-
JUTENS] TaHHU BBPXY E€THUKETa, B MHCTPYKLUMHUTE 3a yrnoTrpeda Wiu
B PEKIIAMHHUTE WJIM THPTOBCKHTE MaTepUald WU TBBPIACHUS, U
CHIVIACHO MOCOYEHOTO OT MPOM3BOJIUTENSI B KIIMHMYHATA OILICHKA;

,,CTI/IKGT“ O3Ha4YaBa IKMCMC€HAaTa, OTII€HaTaHaTa WA Fpa(bI/I‘IHaTa
PIH(i)OpMaLII/IH Ha CaMOTO HU3JCIMC MM Ha OIlaKOBKaTra Ha BCsiKa
CIUHUYHA 6p01‘/'11<a WM Ha OIIaKOBKAaTa Ha HAKOJKO H3ACIIHSA;

LAHCTPYKIIMH 3a ymnoTpeba“ o3HayaBa WHQPOpMAIHSTA, TPEIOC-
TaBeHa OT MPOU3BOJUTENS, 32 J1a HHYOPMHUpPaA MOTPEOUTENS 32 MPe-
HA3HAYCHHETO M TOYHATA YyHOTpeda Ha AaJCHO M3JeiHe, KAKTO U 3a
HEOOXOIUMHUTE IPEIITa3HH MEPKH;

»yHUKaneH unaeHtudukarop Ha uzgenusra (UDI) o3nauaBa cepust
oT 1M(poBU MK OyKBEHO-LU(POBH 3HAIM, KOATO € Ch3Ja/ieHa upes3
MEKIYHAPOIHO MpUeTa WACHTU(HUKALMS Ha U3CTIUATa U CTaHAapTH
3a O3HAUaBaHE M KOSTO JaBa BH3MOXKHOCT 3a SICHA MICHTH()UKALIUS
Ha ChOTBETHHUTE U3JEJIUs Ha I1a3apa;

,,HE)KI/ISHECHOCO6GH“ O3Ha4YaBa CBHCTOAHUC, B KOCTO HE MNpOoTHUYAT
METaOOIUTHH U PasMHOXKUTEIHU MPOLECH;

,,[IPOM3BOJHO O3HA4YaBa ,,HEKJIETHYHO BELIECTBO, M3BICUEHO OT
YOBEIIKM WM JKUBOTMHCKM TBKaHM WM KIETKH TOCPEICTBOM
TPOU3BOJCTBEH Tporec. [Ipm TOBa OKOHYATEITHOTO BEIIECTBO,
U3M0JI3BAHO 32 MPOM3BOJCTBOTO HAa M3JIENIIUETO, HE ChIbPKA HUTO
KJIETKH, HUTO THKaHU;
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18)

19)

20)

21)

22)

23)

24)

25)

26)

,HaHOMaTepuana  oO3HauyaBa  €CTECTBEH, CBIBTCTBAIl MU
MIPOM3BEAECH MaTepHall, ChIbPXKAall YacTHId B HEOOBBP3BAHO
ChCTOSIHME WM ToJ (opmara Ha arperat Wid arjiomepar, Hpu
KOETO BBHIIHHAT pa3Mep B €IHO WM MOBEYe M3MEPEHHs Ha IIOHE
50 % ot obuwms Opoii wactunm e B ooxBara 1-100 nm;

Oynepenute, Tpa)eHOBUTE JHCTOBE U €IHOCIOHHUTE BBHIIEPOIHU
HAHOTPHOM C BBHIIECH pa3Mep B €IHO WITH TIOBEYE M3MEPEHHS IO
1 nm chlIO ce mpueMaT 3a HaHOMaTepUaIH;

,,4acTUIA®, 3a LEJUTE Ha ONIPEJACICHUETO 3a HaHOMaTrepual B
Touka 18, O3HauaBa MHOro MajkKa 4acT OT Marepuan ¢ jgolpe
orpeseneHn (pU3NIECKH TPaHHIH;

arnoMepar’, 3a LeJIMTe Ha OIpEACIICHUETO 3a HaHoMaTepual B
Touka 18, 0o3HauaBa CHBKYMHOCT OT CcIa00 CBBP3aHM YaCTHLU WIH
arperatd, KaTo IIOMy4eHATa BBHINTHA IUIOMI HAa IIOBBPXHOCTTA
IpUOIM3UTEIHO CHOTBETCTBA HAa CyMaTa OT IIOBBPXHOCTUTE Ha
OTJCTHUTE KOMIIOHCHTH;

»arperat™, 3a IeJuTe Ha OMPEICICHHETO 32 HAHOMATEpHal B TOYKA
18, o3Ha4yaBa yacTulla, KOSTO C€ ChCTOM OT CHJIHO CBBP3aHH WJIH
CJIETH YaCTHIIN;

,,JIEMCTBHE" HA M3JEIMETO O3HAYaBa CIIOCOOHOCTTA Ha U3JEIMETO 1A
M3IIBJIHU TIPEHA3HAYEHUETO CH, 3asIBEHO OT MPOU3BOJUTEIIS;

,,pI/ICK“ O3Ha4aBa ChUCTAHUCTO OT BEPOATHOCTTA 34 BB3HUKBAHC Ha
Bp€aa U CCpHUO3HOCTTa Ha Ta3du Bpela,

,OTpPEIeNITHE Ha CBHOTHOIICHHETO MEXAYy pHUCKa U IOJI3HTE™
O3Ha4yaBa aHaJM3 Ha BCEKM Cllyyail Ha OIICHSBaHE Ha IIOJI3UTE U
pucka, KOUTO Ouxa MOIJM Ja ObJAaT OTHOCHMH 3a H3II0JI3BAHETO
Ha W3IEIHMeTO IO TpeTHa3HAaueHHe, KOraTro Ce HM3IOJI3Ba B CHOT-
BETCTBHUE C IIPEAHA3HAUECHUETO, ONPE/IEICHO OT IIPOU3BOIUTEIIS;

,,CbBMCCTHMOCT O3HauaBa CIIOCOOHOCTTa Ha M3JEIHE, BKIIIO-
YUTENHO co(Tyep, KOraTo C€ H3IO0J3Ba 3aeMHO C CAHO WIIH
MoBeYe JPYTH H3IENHs B CHOTBETCTBHE C IPEJIHA3HAYCHHETO CH:

a) Ja neiictBa, 0e3 na ce u3ryOu WiM Ja Hapyllu ClocoOHOCTTa J1a
JIeiicTBa CHIVIACHO MPEIBUICHOTO, W/WIN

0) ma ce wuHTerpupa wu/wim na pabotu 0e3 HEoOXOJUMOCT OT
MPOMSIHA WJIM aJalTHpPaHe Ha KOs Jla € YacT OT KOMOMHUpPAHHUTE
W3JIeNNsS, W/UITU

B) Jla ce M3moyi3Ba ¢ apyro(u) uzzaenue(s) 0e3 KoH(IMKT/Hameca
WM HEXCIAHH PEaKIn;

,,OlIEpaTHBHA CHBMECTHMOCT O3HAuaBa CIIOCOOHOCTTa HAa J[BE WIIU
MoBEYE W3JCIHs, BKIIOYHTEIHO COPTyep, OT €AWH U ChIIU
MIPOU3BOJUTEN WM OT PA3IMYHM IPOU3BOAUTEIN:

a) ma oOMeHsT wuWHpOpMAalMs W H3M0I3BaT  OOMEHEHaTa
uHopMaIys 3a MPABIIHOTO HW3MBJIHCHHE HA OMpeesieHa
¢byHKuuMs, 6€3 1a ce MPOMEHS ChABPKAHUETO HA JaHHHUTE, U/HITN

0) 1la KOMYHHKHpAT TIOMEKIY CH, W/HIU

B) na (yHKIMOHHpPAT 3aeIHO IO NpeIHa3HAYCHUE;
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27)

28)

29)

30)

31)

32)

33)

34)

35)

36)

37)

38)

39)

,TIPEIOCTaBsIHe Ha TMa3apa’ 03HavyaBa BCSAKA JOCTABKA Ha H3JIEJHE,
pa3IMYHO OT W3JCNHE 33 KIMHWUYHO M3MUTBAHE, 33 TUCTPHOYIHS,
notpedseHre WK U3MojI3BaHe Ha mazapa Ha Chio3a B mpolieca Ha
ThProBCKa JICWHOCT, CpEIly 3aIulaliaHe WK Oe3IUIaTHO;

,IIyCKaHe Ha Ta3apa‘’ 03HavaBa IMPEIOCTAaBSIHETO 3a MBbPBU IBT HA
W3JeNue, Pa3IMyHO OT M3JeNre 3a KJIMHUYHO M3IUTBAHE, Ha Ia3apa
Ha Cblo3a;

,IIyCKaHe B JeWcTBHE O3HAYaBa €TambT, NMPU KOWTO H3IEIHE,
Pa3InYHO OT W3JCHE 3a KIMHUYHO HM3IMHUTBAHE, Ce MPEIOCTaBs Ha
na3apa Ha Cbro3a 3a IbPBU BT HA KPAaCH MOTPEOUTEN KaTO rOTOBO
3a ynorpeba 1o MpeaHa3HaYCHNuE,;

,TIPOM3BOAMTEN O3HAa4YaBa (PU3MYECKO WM FOPHIUYCCKO JIHUIIE,
KOETO TPOM3BEXk/Ia WM HAIBJIHO IpepadoTBa U3/AEIHe WM KOETO
BB3JIara NPOEKTHPAHETO, MPOM3BOACTBOTO WIIM ITBJIHATA MpepaboTka
Ha M3/eNMe W Ipejjiara ToBa M3JeNIe Ha Ia3apa ChbC CBOETO HME
WJIN THProBCKa MapkKa,

,IIbIIHA HpepaboTKa®, 3a LEIUTe HA ONPEICICHHETO 3a IHPOH3BO-
JNTEN, O3HA4YaBa ISUIOCTHO MPEYCTPOiBaHEe Ha H3/eJHe, KOeTO e
IIyCHATO Ha Ila3apa WIM B JACHCTBHE, WM CH3JaBaHETO HAa HOBO
u3Jiene OT W3MOJI3BaHU U3JEUs C Led MPUBEKIAHETO MY B ChOT-
BETCTBUE C HACTOSIIUS PErIaMEHT, ChUCTAHO C ONPEJCIIHETO Ha
HOB EKCIUIOATallIOHEH CPOK Ha IpepabOTEeHOTO U3JeNue;

,»YI'BJIHOMOIIIEH IPEACTaBUTEN"  O3HAa4aBa BCAKO (M3MUECKO HIIH
IOPUIMYECKO JinIe, ycraHoBeHO B C(Cbro3a, KOETO € MOMY4YHJIO H
IpPUETIO0 MUCMEHO ITBJIHOMOIIME OT IIPOU3BOAUTEN C MECTOHa-
xoxeHne u3BbH Cbhro3a J1a JeiicTBa OT MMETO Ha MPOM3BOJHUTEINS
BBB BpPbB3Ka C OINpEJIeNICHH 3a/1a4ul, CBbP3aHU ChC 33bJDKCHUATA Ha
MOCJIe/IHUS TI0 HACTOSIINS PErIaMeHT;

,»BHOCHUTEJ O3HauaBa BCSKO (PM3MYECKO HWIIM FOPHIUYECKO JUIIE,
ycraHoBeHO B Cbr0o3a, KOETO ITycka Ha ma3apa Ha Cpro3a uzaenue
OT TpeTa IbpXKaBa;

,»JJUCTPUOYTOP® 03Ha4YaBa BCSIKO (PU3MYECKO MIIM FOPHIUYECKO JIUIIC
BbB Bepurara Ha [OCTaBKa, paslMYHO OT IPOU3BOAUTEIS WIIH
BHOCHUTEJIS, KOSTO MPEOCTaBs ONpPEICIICHO M3JeNINe Ha Ia3apa, JI0
MOMEHTa Ha MyCKaHETO B ACHCTBHUE;

,AKOHOMHUYECKH OIepaTrop’ o3Ha4aBa MPOU3BOAUTEN, YITBJI-
HOMOILIEH T[PEJICTABUTEIN, BHOCHTEN, JUCTPUOYTOp WIM JIMILE,
mocoueHo B wieH 22, naparpadu 1 u 3;

,JIe4e0HO 3aBeJIcHNe  03HaYaBa OpraHM3alHs, YUSATO OCHOBHA IIEI €
rprKaTa 3a MalueHTH WIW JICYCHHETO WM WM MOA0OpSIBaHETO Ha
OOIIECTBEHOTO 3/IPaBe;

,,TIOTpEOUTEN O3HauaBa MEIMIMHCKH CICHUAINCT WM HeCIe-
LHAJIKCT, KOWTO H3II0JI3BA U3JCIIHE;

,,HECTIEIIMAINCT  03HaYaBa JIMIe, KOETO HIMa HEOOXOoIuMOTO 0bOpa-
30BaHKE B 00JlacTTa HA CHOTBETHUTE 3PABHH I'PHIKU MIIM 10 MEJH-
[IMHCKA JTUCIMIUINHA,

,IIOBTOpHAa 00pabOTKa™ 03HauaBa TPOIEC, HA KOWTO ce Mojyiara
W3IIOJI3BAHO M3JIEJIME C OrJie[l Ha Heropara Oe3onacHa IOBTOPHA
ynorpeda, BKIIOUUTEIHO TTOYUCTBAHE, Ne3UH(GEKINUS, CTePUIIN3ans
7 CBBP3aHUTE NPOLENYPH, KaKTO U HM3IUTBAHE M BBH3CTAHOBSIBAHE
Ha TeXHMYeckaTa U (yHKIMOHAIHATA OE30MacHOCT Ha U3IOJ-
3BaHOTO W3JENNE;
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40)

41)

42)

43)

44)

45)

46)

47)

48)

49)

50)

,,OLEHsIBAaHE Ha CHOTBETCTBUETO™ O3HAyaBa IpPOIEC, KOHTO J0Ka3Ba
Jani ca W3MBIHEHH W3MCKBAHMATA [0 HACTOSIIMSA pETJIaMEHT,
CBBP3aHU C JIAJIEHO U3JIETIHE;

»OpTaH 3a OIICHSABaHE HAa CBOTBETCTBUETO O3HAyaBa OpraH,
OCBILECTBsIBAL] JACHHOCTH IO OLIEHSBAaHE HAa CHOTBETCTBUETO KaToO
Tpera CTpaHa, BKIIOYHTENHO KaIHOpHpaHe, W3NHTBaHE, CepTH(U-
LUpaHe U MPOBEPKa;

,,HOTI/I(I)I/ILII/IpaH opraH“ O3HavYaBa OpraH 3a OLCHABAHC Ha CHOTBET-
CTBUCTO, ONPEACJICH CBIVIACHO HACTOSAILIUS PETJIaMCHT,

,MapkupoBka 3a cwoTBercTBHE,,CE“ wmmm ,mapkupoBka ,,CE®
O3HayaBa MapKHPOBKA, 4pe3 KOSTO TNPOU3BOJAMTEINSAT YKaszBa, de
JIAJICHO M3JICINC € B CHOTBETCTBUE C TMPHIOKHUMUTE HU3UCKBAHUS,
YCTaHOBEHH B HACTOSIIMS PETJIAMEHT M JIPYrOTO NPHIIOKUMO 3aKO-
HomarencTBo Ha Cpbro3a 3a XapMOHHU3AIMS, MPEIBIKAANI0 HEHHOTO
HaHaCsHE;

,KIMHAYHA OLIEHKA™ O3HA4YaBa CHCTEMATHYCH W IUIAHUPAH MPOLEC
Ha HENpPEeKbCHATO TEHEpUpaHe, ChOUpaHe, aHAIW3 U OLEHKA Ha
KIMHUYHUTE JAHHM 33 JaJeHO H3JeNHe C OIyie]] Ha IpoBepKara
Ha HeroBaTa OE30IIACHOCT M JCHCTBUE, BKIIOYUTEIHO KIMHHYHHUTE
HOJI3M, KOraTO CE H3II0JI3Ba, KAKTO € IPEJBHACHO OT IIPOU3BO-
JIATEIIST;

,KITMHIYHO U3MUTBaHE  O3HAayaBa BCAKO OPraHU3WPAHO M3MHUTBAHE,
BKJIFOYBAIIO €IMH WJIM TOBEYE WHINBUAN, KOETO CE IPOBEKIA C
orjiea OleHsSBaHE Ha Oe30macHOCTTa WM JICUCTBHUETO Ha JaJICHO
531 (S3) 1% (o

,A3CTINEC 3a KIMHHUYHO M3MUTBAaHE* O3HAYaBa HU3aACINE, KOCTO CC
OLICHABA B PAMKHUTEC HAa KIIMHUYHO HU3IHUTBAHE,

,»IUIAH Ha KIMHAYHOTO W3MHUTBAaHE O3HAa4yaBa JAOKYMEHT, KOMTO
omucBa OOOCHOBKATa, IEJIUTE, 3aMHUCHJIA, METOJUKaTa, HaOIIoJIe-
HHETO, CTATHCTUYCCKUTE ChOOPAKCHUS, OPTaHU3AlMATA U TPOBEXK-
JTAHETO Ha KIMHWYHOTO W3IHMTBAHE;

,,KITMHIYHU JaHHA® 03Ha4YaBa MH(POPMAIHSA OTHOCHO 0E30MacHOCTTa
nny AefCTBUETO Ha JaJeHo u3Jenue, chOpaHa npu ynorpebara my
1 IIOJIyYeHa OT:

— KIMHAYHO(M) M3NHUTBaHE(Ms) Ha BBIIPOCHOTO M3JIEINNE,

— KIMHAYHO(M) wW3nuTBaHe(Ms) WM APYTH TPOyYBaHHS, MyOin-
KyBaHU B Hay4yHaTa JIUTEpaTypa, 3a H3JeiHe, 32 KOSTO CKBHBA-
JICHTHOCTTA C BBIPOCHOTO H3JEIHE MOXKE [a Ce JOKaKe,

— JoKJagy, IyONMKyBaHM B EKCIHEPTHO IpOBEpEeHaTa HaydHa
JUTEpaTypa, OTHOCHO JpYr KIMHWYEH ONUT Ha BBIPOCHOTO
U3JeNIMe WIN Ha CXOJHO HU3JEIHE, 33 KOETO €KBMBAJIEHTHOCTTA
C BBIPOCHOTO H3JIENIME MOXKE Jla Ce JOKaxKe,

— I/IH(I)OpMaI_[I/IH C KJIMHUYHO 3HA4YC€HUEC, IIOJYUCHU IIPpU HaA30pa
CIICa ITyCKaHEe Ha Tasapa, O-CIICIIHATTHO KIIMHUYHOTO
npocieasaBaHe CJ€ IIyCKaHE€ Ha Ia3apa,

,,CIIOHCOP™ O3HauaBa (U3MUYECKO JHIE, APYKECTBO, HHCTHTYIHS
WIM OpraHu3alysi, KOUTO OTrOBapsT 3a 3all04YBAHETO U yIpaB-
JICHUETO Ha KIIMHAYHOTO M3MHMTBAHE M OCUTYPSBAT (DMHAHCHUPAHETO

My,

,,y‘IaCTHI/IK“ O3HavaBa JIMIEC, KOCTO YJacTBa B KIIMHUYHO M3IIUTBAHEC,
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51)

52)

53)

54)

55)

56)

57)

58)

,»KJIMHUYHU JI0KA3aTeJCTBA' O3HAYaBa KIMHUYHUTE JaHHH U Pe3yJl-
TaTUTe OT KIMHUYHATA OILEHKA, B JOCTATBYHO KOJIMYECTBO U
Ka4eCTBO, OTHACSIIM C€ 3a JaJICHO U3Jellue, KOUTO MO3BOJISABAT Ja
ce HanpaBy KBaJM(HUIMPAHO OLEHSABAHE HA TOBA JAJH H3JEIHETO €
0e30macHO M TMOCTHra KenaHaTta(ure) KIMHWYHA(M) Tnon3a(u),
KOraTo Ce M3II0J3Ba, KAKTO € MPEABUACHO OT IIPOM3BOIUTEINS;

»KJIMHUYHA e(EeKTUBHOCT oO3HauaBa CIOCOOHOCTTa HAa JaJICHO
u3Jiene, B PEe3yNTaT HA BCHYKH TMPEKH WM HEMPEKH MEIUIIUHCKU
BB3ICHCTBUSI, TPOM3TUYAINA OT HETOBUTE TEXHUYECKH  WIIH
(YHKIMOHAHH, BKJIIOYHATEIHO JUATHOCTUYHH, XapaKTEPUCTHKH,
JAa H3IBJIHU TB'Lp}lﬂHOTO oT l'lpOl/I?)BO}:[I/ITC.]'lﬂ l'[pC}lHa?;Ha‘{eHI/le u
[0 TO3M HAa4yuH Ja JOHece KIMHMYHA I[10J13a 3a IIallMEHTHUTE,
KOTaToO Ce M3IO0J3Ba, KAKTO € MPEJABUACHO OT MPOM3BOIUTEIIS,

LKIMHUYHA 110133 O3HayaBa IOJOKUTEIIHOTO BB3JACHCTBHE Ha
n3ere BhpPXY 3[paBeTO Ha IAJIeHO JIMIE, KOeTO ce H3pas3siBa B
3HaYUM(¥), U3MEpUM(H), MOIXOAANI(M) 32 MAlMEHTa KIMHUYCH(HH)
pe3ynTar(u), BKIIOYUTEIHO pe3ynTar(v), CBbp3aH(M) ¢ JAMarHosa
WIN TOJOXUTEITHO BB3ICHCTBHE BbpPXY TIpHKATa 32 MAIUCHTHTE
WM OOILIECTBEHOTO 3/IpaBe;

,,I/I3C.IIC,I[OBaTeH“ O3HavyaBa JHMIEC, OTTOBApPAMIO 3a IMPOBCKIAHETO Ha
KIIMHUYHO M3MNUTBAaHC B LEHTHP 3a IMPOBCKIAAHE Ha KIWMHUYHHU
W3NTUTBAHUA,

»AHQOPMHUpPAHO ChINIacHe” O3HA4YaBa CBOOOJHO W JTOOPOBOJIHO
n3passBaHe OT CTpaHa Ha JaJeH yYaCTHHK Ha HErOBOTO JKEJIAHUE
Ja y4acTBa B KOHKPETHO KIMHHYHO W3IHUTBAaHE, CJICA Karto ¢ Omi
“HOPMHpPAH 32 BCUYKU HETOBH aCIEKTH, KOMTO Ca OT 3HaYCHHUE 3a
PCIICHUCTO HAa Y4YaCTHHKA Ja YydacTBa, WKW 3a MAaJIOJCTHU WJIHU
HCIBJIHOJICTHH ~ JIMId WM  HEICECIIOCOOHM  yYacTHHIH —
pa3pelieHe MM ChIVIACHE OT TEXHUsS 3aKOHHO OIpEIeNeH Mpej-
CTaBHTEN 32 BKIIOYBAHETO UM B KIIMHHYHOTO H3IUTBAHE,

»KOMHCHA 110 eTHKAa“ O3HauaBa HE3aBHCHM OopraH, CB3AaJACH B
AbpKaBa YWICHKa B CBHOTBETCTBHC C IIPaBOTO Ha Ta3u ObpiKaBa
YWICHKa #W OIPaBOMOIICH Ja JaBa CTAaHOBHWIIA 3a ICIUTEC Ha
HaCTOAIUA PETJIaMEHT, KaTo C€ B3eMaT MNpCABUA MHCHHUATA Ha
HECNICHUATIMCTH, IO-CICIHUAIHO MMAIMEHTH WKW OpraHru3alyyu Ha
HalMCHTH,

,HOKEIIAaHO ChOuTHE O3Ha4yaBa BCSAKO HEOJIArONMpUSATHO MEIH-
LIMHCKO SIBJICHUE, HCOYAKBAHO 3a00JIIBaHE WJIM YBPEXKIAHE WIIH
HEXKEJIaHW KIMHUYHU CHUMIITOMH, BKIIFOUMTEIHO OTKJIOHCHHUS B
J1a00paTOPHUTE H3CJICIBAHMS, NPU YYaCTHHIIM, TIOTPEOUTENN WU
JOpyrd JIMI@, B paMKUTE Ha KIMHUYHO M3IMTBAaHE, HE3aBHCHMO
JIalld ca CBBP3aHM C M3JCIHETO 3a KJIMHUYHO W3MHUTBAHE,

»CEPHO3HO HEXKENAaHO ChOMTHE O3Ha4aBa BCSIKO HEKEIAHO
CHOUTHE, KOSTO BOJIU JO:

a) CMBPT,

0) CepHO3HO BIIOIIABAHE HA 3/IpaBETO HA YYAaCTHHMKA, B PE3yJTaT Ha
KOETO HACTBIIBA:

l) JKMBOTO3acTpaliaBamio 3a00JIIBaHE WJIH yYBpeKKAaHE,

il) MOCTOSIHHO YBpEX/JaHe Ha TeJeCHaTa CTPYKTypa WM Ha
TenecHa (QyHKIHS,

iil) XOCHHUTANM3AIUS WIH YAbDKABAHE HA XOCIUTATHM3AIMATA Ha
MAIUCHT,

V) MEOULUHCKA WIM XUPYpPrUuHa HWHTEPBEHNHUS 3a MPEAOTBpa-
TSABaHE Ha OKMBOTO3aCTpallaBailo  3a0oJiiBaHE WM
YBPEXKAAHE WINM IIOCTOSHHO YBPEXIAHE Ha TelecHaTa
CTPYKTypa WJIM Ha TelecHa (QYHKIHSA,
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59)

60)

61)

62)

63)

64)

65)

66)

67)

V) XpOHHMYHO 3a00JIsIBaHe,

B) ¢eraneH auctpec, erarHa CMBPT WM BpoJieHa (uznyecka mim
YMCTBEHA HEJOCTATHhYHOCT HJIM BPOAEH AC(PEKT;

,,HEIOCTaThK Ha M3JEJIMETO” O3HayaBa BCAKO HECHOTBETCTBHE IO
OTHOIIIEHHE Ha WJIEHTUYHOCTTA, KayeCTBOTO, TPAMHOCTTA, HAaJEXK-
HOCTTa, O€30MacHOCTTa WJIM NEWCTBHETO Ha [aJeHO H3AeIHe 32
KJIMHUYHO M3IHMTBaHE, BKIIOYNTEIHO HENPABUIHO (PYHKIMOHHpAHE,
IPELIKH IpH yHnoTpedaTa WM HECHOTBETCTBUE B MPEIOCTaBeHaTa OT
MIPOM3BOUTEINST HHPOPMALHS;

,HaJI30p cie] IycKaHe Ha Ma3apa™ O3HauaBa BCHUKM [EHHOCTH,
W3BBPIIBAHU OT IIPOU3BOAUTENIUTE B CBTPYJHHUYECTBO C JPYIH
WKOHOMHYECKH OIIepaTOpH 3a YCTAHOBSBAHETO M AKTyaJM3HUPAHETO
Ha CHUCTEMHA Ipoleqypa 3a aKTHBHO CBbOMpaHe M Iperjes Ha
HaTpyNaHWs ONUT OT W3JeNus, KOUTO Te IyCcKaT Ha Tasapa,
IpefoCTaBIT Ha Ia3apa WIM IycKaT B JeifcTBHE C Len Ja ce
YCTAaHOBH [l € HY)KHO HE3a0aBHO IpuiIaraHe Ha EBEHTYaJ HH
HEOOXOAUMM KOPUTHpAIlY WU IPEBAHTUBHU AEHCTBUS;

,HaI30p Ha Mmasapa™ o3HayaBa M3BBPIICHUTE NCHHOCTH U Mpe-
MPUETHTE MEPKH OT KOMIICTEHTHHUTE OPraHu C IeN [a Ce HPOBEPH
W J]a Ce TrapaHTHpa, 4e M3IeNUsITa ChOTBETCTBAT HAa M3MCKBAHUITA,
OIPE/ICIICHH OT CHOTBETHOTO 3aKOHO/ATENICTBO Ha ChI03a 3a XapMo-
HH3alMsl, ¥ 9¢ HE MPECTAaBIsIBAT OMACHOCT 3a 3[paBeTo, Oe3omac-
HOCTTa WJIM 3a JPYrH acIeKTH, CBBbP3aHH ChC 3allUTaTa Ha
OOIIECTBEHUSI UHTEPEC;

,A33eMBaHe O3HayaBa BCsAKa MspKa, IeNslla BpbBIIAHETO Ha
M3JeNIHe, KOETO Beue € OMJI0 TPEJOCTaBEHO Ha KpaWHHs MOTpe-
ourer,

,»M3TErNIsAHEe 03HauaBa BCAKAa MspKa, LeJAlla IpeloTBpaTsBaHe Ha
M10-HATATBIIHOTO MPEJOCTaBsIHE HA Ta3apa Ha U3ZeJHe, KOETO € BbB
BEpUrara Ha JIOCTaBKa;

»UHIUJCHT O3Ha4yaBa BCSKO HENPABWIIHO (YHKIHMOHUpPAHE WIN
BJIOIIABAHE HA XapaKTEPUCTUKHUTE WJIM JEHCTBHETO Ha MH3JeIue,
KOETO € TMpPEedOoCTaBeHO Ha [a3apa, BKIIOYUTEIHO TpEIlHa
ynorpeba, AbDKalla ce Ha EpProHOMUYHHUTE XapaKTepPHCTHKH,
KaKTO U BCSKO HECHOTBETCTBHE B IPEJOCTaBEHaTa OT IPOU3BO-
auTenst MHGOpManys, a ChIO0 U BCEKU HEXKENaH CTpaHW4eH e]eKT;

,»CEPHO3€H HMHIMIACHT O3HauaBa BCEKM WHIUACHT, KOWTO TMPSIKO
WIM HETPSKO € JIOBEJ, MOXE Jia € JIOBEJ MJIM MOXKE Jia JO0BEJe 10
HIKOE OT CJIEIHUTE CHCTOSHHS:

a) CMBPT Ha MAIHMEHT, NOTPEOUTENl WIH JPYro JIHIIE,

0) BpEMEHHO WJIM TpalHO CEPUO3HO BIIONIABAHE Ha 3J[PABOC-
JIOBHOTO CHCTOSTHHE HAa MALMEHT, TIOTPEOHUTEN WM JPYro JIHIE,

B) CCpHUO3Ha 3alliaxa 3a 06IHGCTB€HOTO 31paBE;

,,CEPHO3Ha 3ariaxa 3a OOIIECTBCHOTO 3/paBe’ O3HauaBa ChOUTHE,
KOETO OM MOIJIO J1a JIOBE/C /10 HEMOCPEACTBEH PHCK OT HACTBIIBAHE
Ha CMBPT, CEPHO3HO BJIONIABAHE HA 3IPABOCIOBHOTO CHCTOSIHHE Ha
JILETO WM TEXKKO 3a00JsiBaHE, 32 KOETO MOXE [a C€ HaJOKU
npeanpueMaHe Ha He3a0aBHO O3/IPAaBHUTEIHO JCHCTBHE, M KOETO
MOXKE [ia JIOBEIC JIO 3HAYUTENHA 3a00JICBACMOCT HIIM CMBPTHOCT
3a YOBEKa, WM KOCTO ¢ HCOOMYallHO MIIM HEOYaKBAaHO 3a CHOT-
BETHOTO MSICTO U BPEME;

, KOpUrrupamo HGP‘ICTBI/IG“ O3Ha4YaBa HeﬁCTBHe 3a OTCTPAaHABAHC Ha
IpuyrHaTa Ha NMOTCHUUAJIHO WJIU IlGﬁCTBHTCJ’IHO HECBHOTBECTCTBUE C
M3UCKBAHUATA WA Apyra HEXCIaHa CUTyallus,
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68) ,,KOpHTHpaIlo JCHCTBHE BBB BpB3Ka C 0E30MacHOCTTA™ O3HAYaBa
KOpUTHpAIIO JEWCTBHE, MPEANPUETO OT TNPOU3BOAUTET  IIO
TEXHUYECKH MM MEIUIMHCKA ChOOpa)XXCHHUS 3a IMPEJOTBPATSBAHE
WM HaMajsiBaHE Ha PHCKAa OT CEpHO3eH HWHIUJICHT, CBBP3aH C
MIPEJOCTABEHO Ha Ia3apa W3JIeIHe;

69) ,,ipenynpexaeHue BbB Bpb3Ka C 0€30MaCHOCTTA™ 03HauaBa ChOO-
[IEHHETO, HM3MPaTeHO OT MPOU3BOJMTEN JO IOTPEOUTEIHUTE WU
KJIMEHTUTE OTHOCHO KOPUTHPAIO IeHCTBHE BHB Bpb3Ka ¢ Oe3omac-
HOCTTA,;

70) ,,XapMOHHM3UpaH CTaHAApPT O3HA4YaBa CBPOICHCKH  CTaHIApT
cbriacHo wieH 2, Touyka 1, OykBa B) ot Permamentr (EC)
Ne 1025/2012;

71) ,,00mm crnemupukanmu” (OC) o3HauaBa HAOOp OT TEXHHYECKH
W/ KIMHUYHE W3UCKBAHMA, pA3jIMYHM OT CTaHAapT, KOUTO
JaBaT BB3MOXKHOCT 32 W3ITBJIIHEHHE Ha NMPaBHHUTE 3abDKCHUS] BHB
Bpb3Ka C U3JENUE, IIPOLEC UM CUCTEMA.

Ynen 3

HN3MeHeHne HA HIAKOU onpeaeacHus

Ha Komucusra ce mpemoctaBsi MpaBOMOIIMETO Jia MPHEMa JIeIerupaHu
aKTOBE B CHOTBETCTBUE C WieH |15 3a u3MeHeHHe Ha ONpeJelIeHHETOo 3a
HaHOMAaTepHal, ChABPIKAIIO C€ B WICH 2, TOUKA 18 M CBBP3aHUTE C HETO
ompezeneHus B wieH 2, Touku 19, 20 u 21 ¢ oryen Ha TEXHUUYSCKUS H
Hay4YeH TIpOrpec M Karo OTYHTA OINPEJCICHUATA, JIOTOBOPEHH Ha
paBuuiiero Ha Chr03a U HA MEKIYHApPOTHO HUBO.

Ynen 4

HopmaTuBeH craTtyc Ha NPOAYKTHUTE

1.  Be3 na ce 3acsira wien 2, naparpad 2 ot Hupextusa 2001/83/EO,
110 HAJUIKHO OOOCHOBAaHO HCKaHEe Ha JbpkaBa wieHka, Komwucusra,
cien KoHcynrtauus ¢ KoopauHalMOHHATa Tpyna MO MEIUIMHCKUTE
muaemuss mo wien 103 ot wHactosmmus permament (KI'MU), upes
aKTOBE 3a W3IBJIHCHUE ONpeAeis [alld KOHKPETEH TPOJAYKT WU
KaTeropusi WIN rpylna MpoXyKTH Momajaa B oOXBaTa Ha ONpENeNICHUSITA
32 ,,MEOUIIMHCKO W3JeNue” WIN ,,IPUHAUIKHOCT 33 MEIUIMHCKO
uzgenue”. Te3n akToBe 3a M3NBIHEHUE CE€ IpUEMAT B CbOTBETCTBHUE C
mporeiypara mo pasriexkaaHe, mocoueHa B wieH 114, maparpad 3 or
HACTOSIIIUS PErJIaMEHT.

2. Kowmmcusara MoXKe CBIIO Taka, M0 cOOCTBEHA MHHUIMATHBA M CIIE
koHcynTanms ¢ KI'MU, na B3ema upe3 akToBE 3a M3M'bJIHEHUE pPEIICHHUs
10 BBIPOCUTE, MOCOYEHH B maparpad 1 or HacTosmms uieH. Te3u
AKTOBE 3a M3MBJIHEHHE CE€ MpPHUEeMaT B ChOTBETCTBHME C MpOLEAypara Io
pasriexaane, mocodyeHa B wieH 114, nmaparpad 3.

3.  Komwucusara rapanTupa oOMeHa Ha EKCIIEPTHH 3HAHUS MEKIY
IbP)KaBUTE WICHKH B 00JacTTa HAa MEAWIMHCKUTE W3NS, MeIu-
OUHCKUTE M3JENUS 32 HWHBUTPO JIMATHOCTHKA, JIEKAPCTBEHUTE
MPOAYKTH, YOBEUIKMTE TbKAHW M KIETKH, KO3METHMYHMTE NPOJIYKTH,
OouonMauTe, XpaHWTe M aKo € HeoOXOOUMO, APYrM INPOJYKTH, 3a Ja
ompeJiesisi  NPWIOKUMHS ~HOPMAaTHBEH CTaTyC Ha TPOAYKT WU
KaTeropusi Wi rpyna MpoIyKTH.
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4. Ilpm pasuckBaHuATa Ha BB3MOXKHUSI HOPMAaTHUBEH CTaTyC Ha
MPOAYKTHUTE, BKIIOYBAIIM JICKAPCTBEHU HPOJIYKTH, YOBEIIKM THKAaHH U
KJIETKH, OMOLMAN WIN XPAHUTEIHU NPOAYKTH, KaTo usnenue Komucusra
rapaHTHpa MOJXO0JAII0 HUBO Ha KOHCyNaTauuu ¢ EBpomneiickaTta areHius
o nekapcrBata (EMA), EBporneiickara arennus no xumukanu (ECHA)
u EBporneiickus opran 3a OeszomacHoct Ha xpanute (EOBX), cropen
ciryyasi.

I'IABA 11

MPEJOCTABSIHE HA TA3APA U INYCKAHE B JIEMCTBUE HA

U3JIEJNUSA, 3AABJIKEHUA HA UKOHOMUYECKUTE OIIEPATOPH,

INIOBTOPHA OBPABOTKA, MAPKHUPOBKA ,CE“ W CBOBOJHO
JABUXKXEHUE

Ynen 5

ITyckaHe Ha ma3apa W myckaHe B JeiicTBHe

1. Wznenusta morart Ja C€ IIyCKaT Ha IHasapa WJIW Jda C€ IIyCKaT B
HCﬁCTBHe CaMO aKoO OTroBapsaT Ha H3UCKBAHUATA TII0 HACTOAIINA
PEeriIaMeHT, KOrato ca JAOCTAaBCHHU IO HAJIC)KHHA pE€a U Ca IPaBHUIIHO
MOHTHUPpAHU, NOAABPIKAHU W H3IOJ3BAHU CBHIJTIACHO IPEAHA3HAYCHUCTO
cH.

2. Uspenuara oOTroBapsAT Ha INPWIOKUMHUTE KbM TAX 0OOIIHK
W3UCKBaHMA 32 0€30MacHOCT M JICHCTBUE, YCTAHOBEHU B MPUIIOKEHHE I,
Karo ce OTYMTa NPEeJHA3HAUYECHHETO M.

3. Jloka3BaHETO Ha CBHOTBETCTBHETO C OOIIMTE H3UCKBAHMSI 3a
0€30MacHOCT W JIEHCTBHE BKIIIOYBA KIMHUYHA OIEHKA B CHOTBETCTBHE
¢ wieH 61.

4, HBZ[GJ'II/I?IT&, KOUTO C€ IMPOM3BECIKAAT U HU3IOJI3BAT B JIeucOHHN 3aBe-
JACHUs, C€ CUMUTAT 3a IMMyCHATU B HCFICTBPIG.

5. C u3KIIOYEHHE Ha CHOTBETHHUTE OOIIM M3MCKBAHMS 3a 0€30MMaCHOCT
¥ JICUCTBHE IO MPHUIIOKEHKE |, N3NCKBAHUSATA HA HACTOSIIHS PETIIAMCHT
HEe Ce Mpuiarat 3a H3Jeus, MPOU3BEKIAHH W H3MOI3BAHH CaMoO B
neyeOHM 3aBefeHus, ycraHoBenn B Cbio3a, B ciaydail dve ca
U3IIBJIHCHU BCHYKHU yCJ'IOBI/IH HO-}IOHy:

a) M3JeNUATA HE ca MPEXBbPJICHU Ha APYT MpaBeH CyOeKT,

0) MPOM3BOJACTBOTO W yNOTpebara Ha H3JENUATA CE H3BBPIIBAT B
pPaMKUTE Ha MOAXOJAIIM CHCTEMH 3a YIpaBJICHHE HA KaueCTBOTO,

B) JIe4eOHOTO 3aBelicHHE O0OCHOBaBa B JIOKYMEHTAlUsTa CH, 4Ye
ocobeHHTE TOTPEOHOCTH HA IieeBara Ipyna MAlWeHTH HE MOraT
na ObJaT 3aJI0BOJICHM WM HE MOraT Ja ObJaT 3aJ0BOJICHH IpU
MO/IXO/ISIIIA CTEIICH HA JICHCTBUE OT CKBUBAJICHTHO H3JEIHE, KOCTO
€ TPEeIOoCTaBeHO Ha Ta3apa,

r) JIedeOHOTO 3aBEJCHHME TIPEIOCTaBs MPH IOUCKBAaHE Ha CBOS
KOMIIETCHTEH OpraH HWH(OpPMAmus OTHOCHO H3IOI3BAHETO HA TE3U
M3eNus, KOSATO BKJIIOYBA OOOCHOBKA 32  MPOU3BOJCTBOTO,
MpoMsIHATa U yrnoTpedaTa um;

I1) J1Ie4eOHOTO 3aBEJICHUE M3TOTBS JACKIApaIys, KOSTO MpPaBU IMyOJIMYHO
JIOCTOSIHAE M KOSITO BKJIFOUBA:

1) HaUMEHOBAHUETO U ajpeca Ha JIeyeOHOTO 3aBEACHHE IPOU3BO-
JIATETT;
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ii) HEoOXOJUMHTE JaHHU 33 MICHTU(PHUIMPAHETO HA H3JCIUATA;

iil) Jekapaius, 4e U3/IeusATa OTTOBapsAT Ha OOIINTE U3UCKBAHUS 32
0e30IaCHOCT W JICHCTBHE, YCTAHOBCHH B MPWIOKEHHE | KbM
HACTOSIIUS PErJIaMEeHT, U, KOraTo € MPHI0KUMO— uHpopmarus
3a W3MCKBAHUATA, KOUTO HE Ca CIIA3CHH H3IBUI0, ¢ MOTHBHpAHA
00OCHOBKA 3a TOBA,

€) JIe4eOHOTO 3aBEJCHUE M3TrOTBS JIOKYMEHTAIMs, ITO3BOJISBAILA 3aI103-
HABAaHETO C TIPOM3BOJCTBEHHUTE CHOPBKCHUS, MPOU3BOJCTBECHHS
IIpoIiec, MPOSKTHPAHETO W JaHHUTE 3a JEHCTBUETO Ha W3/EIUTA,
BKIIFOYMTEJIHO  TPEJHA3HAYCHHETO, M  KOSITO €  JIOCTAaThYHO
mojpoOHa, Taka dYe Ja ce JiajJe BB3MOXKHOCT Ha KOMIIETCHTHHS
OpraH Ja ce yBepH, Y€ ca M3IbJIHCHU OOIIUTE M3UCKBAaHUS 3a
0e30MacHOCT W JIGHCTBHE TIO MPWIOKEHHE | OT HaCTOSIIUS
periaaMeHT;

) JICYeOHOTO 3aBEJCHHE B3eMa BCHYKM HEOOXOIMMM MEpKH, 33 Ja
rapaHTHPa, Y€ BCHYKH HM3JCIUS CE MPOU3BEKIAT B CHOTBETCTBUC C
JIOKyMEHTAIHUATa, OCOYeHa B OyKBa €),

3) J51e4eOHOTO 3aBEJCHHME IpaBH IIperyie[; Ha OMNHTa, MPUIOOUT OT
KIMHUYHATa yHnoTpeOa Ha M3IenuATa, U MpeArnpreMa BCUUKU HEeoO-
XOZAMMHU KOPUTHpALH JICHCTBUSL.

JIbpKaBUTE WICHKA MOTAT Jla M3UCKBAT OT TE3W JIeUeOHH 3aBeeHUs a
NPE/ICTaBAT HAa KOMIICTCHTHHUSI OpraH BCSKAKBa JOMBIHUTEIHA Ba)KHA
HHpOPMALUS 32 M3IEIHs, MPOU3BEIEHN W M3MOJI3BaHU Ha TIXHA TEpPH-
Topusi. JIbp)KaBUTEe 4YICHKM 3ama3BaT MPaBOTO CH Ja OrpaHHyYaBar
MPOM3BOJACTBOTO M YIMOTpebaTa Ha BCEKM KOHKPETEH THIT TaKWBa
u3fenusT W WMaT JIOCTBI 32 WHCHGKTUpaHe Ha JeHHOCTTa Ha
JICYCOHUTE 3aBEACHHUS.

Hacrosimmsit mnaparpadp He ce npwiara 3a U3JEIUs, KOUTO ce
IIPOU3BEXK/IAT B IPOMHUIILICHA MaIaOw.

6. C umen na rapaHTHpa €IHAKBOTO MpHJIAraHe Ha IPUIOKEHHe I,
Komucusta Moxe Ja mpremMa akTOBE 3a M3MBJIHEHHE, JOKOJIKOTO TOBa
¢ HeoOXOIMMO 3a pa3pelnaBaHe Ha MPOOJICMH, CBBP3aHM C PA3IHYHOTO
THIKYBaHE W MPHUIAraHEeTO Ha MPAaKTHKA. Te3u aKTOBE 3a M3MBIHEHUE Ce
OpHeMaT B ChOTBETCTBHE C IPOLEAypara IO pPasriieKAaHe, MOCOYCHa B
uwieH 114, naparpad 3.

Ynen 6

IIpoxa:x0u oT pascTrosiHHe

1. Uspenwusarta, mpeylaraHd dYpe3 YCIyrd Ha HMH(OPMAIMOHHOTO
o0IIecTBO MO CMUChIa Ha wieH 1, maparpadp 1, OykBa 0) or
Hupextua (EC) 2015/1535 Ha ¢usnmyecko WiM IOPUIMYECKO JIUIE,
ycranoBeHo B Cbro3a, TpsOBa [a OTroBapsiT HA H3UCKBAHUATA MO
HACTOSIIIUS PErJIaMeHT.

2. be3 ma ce 3acsra HaIMOHATHOTO MPaBO, CBBP3AHO C YIPAXKHI-
BaHETO Ha JIeKapckaTa mpodecusi, U3LeNuiTa, KOUTO HE Ce ITycKaT Ha
masapa, a ce M3II0JI3BaT CpPelly 3allIallaHe MK Oe3[UIaTHO B PaMKUTE Ha
TBProBCcKa JACHHOCT 3a IPEeIOCTaBsiHE HA MAarHOCTHYHA WJIM Tepa-
MEeBTHYHA yCIyra MOCPEACTBOM YCIYyTM Ha HH()OPMAIMOHHOTO
obmecTBo 1O cMuchla Ha uineH 1, maparpag 1, OykBa 6) or
HupextuBa (EC) 2015/1535 wmm uype3 JApyro KOMYHHUKAIMOHHO
CPEICTBO, MPSAKO WIM 4Ype3 TIIOCPEHHMIM, HA (PU3MUECKO MM
IOPUANYECKO JIMLEe, ycTaHOBeHO B Cblo3a, TpsOBa Ja OTroBapsAT Ha
M3UCKBAHUATA HA HACTOSIIMSA PErIaMeHT.
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3. Ilpu nmouckBaHE OT KOMIETEHTEH OpPraH BCAKO (U3NYECKO HIIH
IOpUIMYECKO JIMLE, KOETO Ipejlara HU3Aelus B CbOTBETCTBUE C
naparpad 1 wim mpegocraBst yCIyTd B CbOTBETCTBHE ¢ maparpad 2,
npenoctasst komme ot EC nekmapamusita 3a CHOTBETCTBHE Ha
BBIIPOCHOTO H3JEIIHE.

4. Ot cpoOpakeHHsI 3a Oma3BaHe HA OOLIECTBEHOTO 3/paBe JbpiKaBa
YIeHKa MOXKE Ja HM3HMCKa OT JOCTABYMK Ha YCIYyrH Ha HH(OpMaIlu-
OHHOTO OOIIECTBO MO CMHChIAa Ha uieH 1, maparpad 1, Oykea 0) or
HupextuBa (EC) 2015/1535 na npeycTaHoBH CBOsITa JACHHOCT.

Ynen 7

TBbpaenust

[lpu erTuKeTHpaHETO, HM3TOTBSAHETO HA MHCTPYKIMUTE 3a YHOTpeda,
MPEJOCTABSIHETO, IYCKaHEeTO B JIGWCTBHE M pEKIAMHPAHETO Ha
u3zenust € 3a0paHeHO M3IMOJI3BAHETO Ha TEKCTOBE, HAaWMEHOBAHMS,
TBPrOBCKM MAapKu, H300pakeHus, (GUTypaTUBHU WM JAPYTH 3HAIH,
KOMTO MOTaT Ja BBbBEJaT B 3a0JIy)IeHHE MOTPEOUTENs] WM TalHeHTa
[0 OTHOILEHHE HAa NPeJHAa3HAUCHUETO, OE30MaCHOCTTa U JEHCTBUETO HA
W3]ICNINETO, KaTo:

a) MPUIKMCBAT Ha M3JEIMETO (YHKUMM M CBOICTBA, KAaKBUTO TO HIMA;

6) Cb3J1aBaT HCBAPHO BIICYATIICHUC IO OTHOLICHUE Ha JICYCHHUCTO WIIHU
JUATHOCTUIIUPAHETO W 34 (1)yHKIII/II/I W CBOﬁCTBa, KaKBHUTO
U3CIUECTO HsAMaA,

B) HC NOPpeAOCTaBAT I/IH(i)OpMaHI/Iﬂ Ha HOTpe6I/ITeJ'I$I Wiy IIaluMcHTa 3a
BB3MOXXHHUA PHUCK, CBBbP3aH C U3MOJ3BAHCTO Ha U3ACIUETO B CHOT-
BETCTBUC C IMPCAHAZHAYCHUCTO MY,

F) npepiarat IMpUuJIOXKCHUA Ha HU3ACIUCTO, KOUTO C€ pasjindyaBaTrT OT
MMOCOYCHUTE KaTO 4YaCcT OT TMpeAHa3HA4YCHUCTO, 3a KOCTO €
H3BBPIHICHO OLCHABAHC HA CHOTBETCTBHETO.

Ynen 8

H3non3BaHe Ha XapMOHM3HPAHU CTAHIAPTH

1.  HM3penusarta, KOUTO OTroBapsAT Ha CBOTBETHUTE XapMOHU3UPAHU
CTaHJAPTH WM NPUWIOKUMHUTE YacTH OT TE3M CTaHJApTH, JAHHHUTE 3a
KOUTO ca Omnu nmyonukyBanu B Oguyuanen eecmuux na Eeponeiickus
ChbI03, C€ CYHUTA, Y€ CHOTBETCTBAT HAa HM3UCKBAHMATA I10 HACTOSIIUA
pernamMeHT, o0XBaHATH OT TE€3M CTAHAAPTH WM YacTH OT TAX.

[TbpBa anuHess ce mpwiara ¥ 3a H3UCKBAHUSTA 32 CUCTEMUTE WU
HPOLIECHTE, KOMTO HKOHOMHYECKHTE OIEPAaTOPH HJIM CIOHCOPUTE
TpsiOBa 1a Crma3BaT B CHOTBETCTBHE C HACTOSIIHS DPEIJIAMEHT, BKIIO-
YUTEJIHO CBBP3AHUTE ChC CHCTEMHUTE 3a YNPABJICHHE HAa KauyecTBOTO,
YIPaBICHHETO HA PHCKA, CHCTEMUTE 3a HAA30p CJeA IyCKaHe Ha
nazapa, KIMHUYHUTE W3MUTBAHUS, KIMHUYHATA OLCHKA U KIMHUYHOTO
npocieisiBaHe cies myckane Ha masapa (KITIIIT).

[To3oBaBaHMsITA B HACTOSIIMS PETTIAMEHT HA XapMOHHM3UPAHU CTAHAAPTH
Ce TBJIKYBAT KaTO [1030BaBaHUs HAa XaPMOHU3MPAHH CTaHJAPTH, JAHHUTE
3a KOMTO ca nyOnukyBaHu B Oguyuanen eecmuux na Eeponeiickus
CBI03.
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2. TlozoBaBaHWsiTA B HACTOALIMS pErVIAMEHT Ha XapMOHHU3HUPAaHU
CTaHJapTH BKIIOYBAT M MOHOrpaduute Ha EBpomeiickata dapmaxomes,
npuetu B choTBercTBUE ¢ KoHBeHmusra 3a paspaborBanero Ha EBpo-
nelicka Qapmaxones, MO-CHEHUATHO 38 XUPYPIUUYECKUTE KOHIM U B3aH-
MOJICHICTBHETO MEXIYy JIEKApCTBEHUTE TMPOAYKTH U MaTepHanTe,
W3MOJ3BAaHU B W3JCIHATA, ChIbPIKAIIM TAKMBA JICKAPCTBEHH MPOIYKTH,
pu yCJOBHE Y€ IaHHHUTE 3a Te3W MoHorpaduu ca mNyOJIHKyBaHU B
Oduyuanen eecmnux na Eeponeiickusi cvios.

Ynen 9

O0mu cnenuduranuu

1. bes na ce 3acara wien 1, maparpa¢ 2 u wien 17, maparpad 5,
KakTO M TPEIBHIACHUAT B IOCOYCHUTE DPA3NOpeaOdH CPOK, KOraTto He
CBIIECTBYBAT XapMOHM3MPAHU CTAaHAAPTH WM CHOTBETHUTE XapMOHH-
3MpaHM CTAHJAPTH HE ca JOCTAThYHH, WJIM KOraTo € Heo0XoauMo ja
Ce pelraBaT BBIIPOCH, CBBP3aHU C OOIIECTBEHOTO 3apaBe, Komucusra,
cien koHcynraus ¢ KI'MU, moxe mocpecTBOM akTOBE 3a M3IBIHEHHE
ma npuema o6mum crnemudukanun  (OC) BBB Bpb3Kka € OOIIUTE
W3MCKBaHUS 3a 0e30MacHOCT W JeHCTBUE MO MNpHIoXKeHWe I, TexHu-
yeckara JokyMeHTauus no npuioxenus I m III, xnuHnunara oneHka
W KIMHUYHOTO NIpOcCie/siBaHe cie]l IyCKaHe Ha Ias3apa 110 IPHIIOKEHHE
XIV wunmm ¢ uW3MCKBaHUATa OTHOCHO KIMHUYHHUTE W3MHUTBAHUS IO
npunoxenne XV. Te3um axkToBe 3a M3IBIHEHHE C€ IpUEMaT B ChOT-
BETCTBHE C TMpolleypara IO pasriiexjaaHe, NmocoyeHa B wieH 114,
naparpad 3.

2. Cuura ce, ue uzgenusaTa, kouro orropapsar Ha OC no maparpad 1,
CHOTBETCTBAT HA M3UCKBAHUATA 1O HACTOSININS PETJIaMEHT, O00XBaHATH
or te3u OC WM OT CbOTBETHUTE YACTH OT TAX.

3.  TIIpoumsBomurenure cmaspar OC mo maparpad 1, ocBeH Koratro
HAJUTE)KHO MOTAT Jia JIOKaXaT, 4e ca BB3IPHENTH PEIICHHs, OCUTYPSIBaIlN
HUBO Ha 0€30MacHOCT U JCHUCTBHE, KOETO € Hal-MaJKOTO PaBHOCTOHHO
Ha TtoBa ot OC.

4.  HeszaBucumo ot maparpad 3, NpOM3BOAUTENUTE Ha MNPOAYKTUTE,
u3dbpoenn B npuioxkenue XVI, cmaszeatr cporBetHuTe OC 32 Te3m
HIPOIYKTH.

Ynen 10

OO01mu 3a1bJKeHHUs] HA TPOU3BOIMTEINTE

1. Korato IIyCKaT Ha Ia3apa WKW IIyCKaT B ,HeﬁCTBPIe usjgeinusaTa Ccu,
MPOU3BOAUTECIIUTE rapaHTHpaT, Y€ TC Ca NPOCKTUPAHNU U IPOU3BCACHU B
CBOTBCTCTBUE C M3HMCKBAHUATA 110 HACTOAIIHUA PETIIAMCHT.

2.  IlpomsBomurenure Cb3AaBaT, JOKYMEHTUPAT, BbBEXKIAT U
MOJUIbPXKAT CHCTEMa 3a YINpaBlIeHHME Ha PUCKA, KAKTO € OIMCaHO B
paszzen 3 or npunoxenue L.

3. IlpomsBoaurenure U3BBPLIBAT KJIMHUYHA OLIEHKA B CHOTBETCTBHE C
U3UCKBaHUATA O wieH 61 u npunoxenue XIV, Bxmounrtenno KIIIIIT.

4. TIpow3BOAUTENNTE HA WU3CIUS, PA3THMYHH OT M3JENHs, U3pabOTECHH
[0 TOpbHYKA, M3TOTBAT U TOATBPIKAT aKTyallHa TEXHHYECKa JOKY-
MEHTAIMs 32 Te3W M3Jenus. TeXHuueckara JOKyMEHTalusi TpsiOBa ja
M03BOJIIBA OLIEHSIBAHETO HAa CHLOTBETCTBHETO HA H3JEINETO C H3HCK-
BaHUsATA HA HACTOSALIUA pernaMeHT. Ta:m TCXHUYECCKaA IlOKyMCHTaLU/Iﬂ
BKJIIOUBA €JIEMEHTHTE, npeasuaeHu B npminoxkenus 11 u 111
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Ha Kommucusita ce npenoctaBsi MpaBOMOIIUETO Ja IMpHUeMa JeJernpaHu
aKTOBE B CHOTBETCTBHE ¢ wieH 115 3a n3meHenue Ha npunoxenus Il n
III ¢ oryen Ha TeXHUYECKUS TPOTPEC.

5. TlpoumsBoxuTenure Ha M3PaOOTEHU MO MOPHUYKA W3CIUS M3TOTBSAT,
aKTyaJllM3upaT W TPEJOCTaBAT Ha pAa3MOJOKEHHE Ha KOMIIETEHTHUTE
OpraHu JOKyMEHTallUsTa ChIVIACHO paszen 2 oT npuiokeHue XIII.

6. Koraro ChOTBETCTBHETO C TPHIOKHMHUTE W3MCKBAHHSA € JOKA3aHO
4ype3 TMPHIOKHMATa TMpOIeaypa 3a OlEHABAaHE Ha ChOTBETCTBUETO,
TPOM3BOUTENIUTE HA W3ICIHs, Pa3IUIHH OT HW3JCNUATa, M3pabOTEHH
[0 MOPBYKA, WIM M3JCTHATA 332 KIMHHUYHO HM3MUTBaHe, U3roTBAT EC
JeKIapands 3a ChOTBETCTBHME CHIVIACHO wieH 19 W HaHAcAT MapKu-
poskara ,,CE* 3a chorBeTcTBHE 1O uieH 20.

7.  IlpomsBomuTenurTe Cla3BaT  3aIbIDKCHUSTA, CBBP3aHH  CBC
cucremara 3a UDI, nocouenu B wieH 27, U 3aIb/DKEHUATA 3a PETUCT-
pamusi, mocoueHu B wieHoBe 29 u 31.

8.  IIpomsBomguTenuTe CBHXpAaHABAT HA PA3MONOKEHHE HA KOMIIE-
TEHTHUTE OpraHu TexHu4YeckaTa jaokyMmeHtauus, EC nexmapauusrta 3a
CBHOTBETCTBHUE U, aKO € MPUI0KHUMO, KOTIHE OT BCUYKU CHOTBETHHU CEPTH-
(ukaTH, W3MaACHU CBITACHO 4ieH 56, BKIIOUHUTEIHO BCHYKU TEXHU
W3MEHEHUs! U JONBJIHEHUS, B NMPOAbDKeHHE Hal-manko Ha 10 roauHu
ciell Karo IociefHoTro u3znenue B obOxBarta Ha EC nexnapanusita 3a
CHOTBETCTBHE € ITyCHATO Ha Ia3apa. 3a HMMIUIAHTHPYEMHUTE H3ENHns
CPOKBT € Hail-mManko 15 roaWHu ciej MyCcKaHETO Ha TMas3apa Ha
MOCJIETHOTO H3JIeNHe.

HpI/I IIOUCKBAHE OT KOMIICTCHTCH OpraH IIPOU3BOAUTEIIAT HNPEACTaBs,
CbIJIaCHO MOCOYCHOTO B MCKAHCTO, IIbJIHATA TEXHUYCCKA NOKYMCHTAIUA
Wi pe3roMe OT HeEs.

3a ;ma naje BB3MOXKHOCT HAa YITBJIHOMOIICHHS CH TPEICTABUTEN Jia
M3ITBJIHSABA 33/1a4MTe, 1ocodyeHu B wieH 11, maparpad 3, mpousBoauren
C PEruCcTpHpaHO MSCTO Ha CTONAHCKa JeiHocT M3BbH ChlO3a B3eMa
HEOOXOJUMHUTE MEPKH YIBIHOMOIICHHUST MPEJICTaBUTENl [a HWMa Ha
MOCTOSIHHO Pa3MOJI0KEeHUEe HeoO0XoauMara JOKYyMEHTAIIUSI.

9.  IlpousBoguTrenuTe rapaHTHpaT, 4€ ca BBbBEICHHU IPOLELYpHU, Upe3
KOUTO CEPUHHOTO MPOU3BOJCTBO JIa OCTaHE B CHOTBETCTBUE C H3UCK-
BaHUATA HA HACTOAINUS periaaMeHT. IIpoMeHUTe B NPOEKTa WU Xapak-
TEPUCTUKUTE HA W3JCIMETO U H3MEHEHUATAa B XapMOHU3UPAHUTE
craggapty win OC, ype3 1030BaBaHE Ha KOMTO € JEKJIApPUPAHO CbOT-
BETCTBHETO Ha M3JEIHETO, CE B3eMaT NPEIBHUI CBOEBPEMEHHO M II0
noxxoxaan] HauuH. IlpowsBojurenute Ha W3AENUS, pPasIMUHUA  OT
u3fenuATa 3a KIMHUYHO M3MUTBaHE, Cb3[JaBaT, [JOKYMEHTHUpAT,
BBBEXJAT, MOJABbPKAT, AaKTyaln3upaT M HENPEeKbCHATO I0J00psBaT
cHCTeMaA 3a YIpaBIEHUE Ha KAueCTBOTO, KOSITO OCUTYPsIBA CbOTBETCTBUE
C HACTOSIIMS PErjaMeHT MO Hal-e()eKTHBEH HAYMH, CHOTBETCTBAI] HA
THUIIA HAa M3JEJIUETO U Kjaca Ha U3IEIMETO B 3aBUCUMOCT OT PUCKA.

Cucremara 3a yrpasjieHHE Ha KadecTBOTO OOXBalla BCHYKHM YacTH U
€JIEMEHTH Ha OpraHM3alOHHATa CTPYKTypa Ha JaJeH IPOU3BOIUTE,
OTroBapsila 3a KaueCTBOTO Ha IPOLECUTE, MPOLEIYPUTE U HU3JCIUATA.
Ts ypexxga CTpyKTypara, OTTOBOPHOCTHUTE, MPOLEAYPHUTE, MPOLECUTE U
YIPaBIEHCKUTE pecypcH, HEOOXOIUMH 3a MpHJIaraHe Ha MPUHLUNNTE U
JNEWCTBUATa 3a TIOCTHTaHE Ha CHOTBETCTBHE C pasnopendnTe Ha
HACTOSIIIUS PErJIaMEHT.

Cucremara 3a ymnpaBJieHME Ha KayecTBOTO OOXBalla Hal-MajKo
CIICTHUTE aCICKTH:
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a) CTparerust 3a ChOTBETCTBUE C HOPMATHBHHUTE H3UCKBAaHMSA, BKIIO-
YUTENTHO CITa3BaHe Ha TPOIEAYPUTE 3a OIEHABAHE HA CHOTBETC-
TBHETO W MPOICAYPUTE 32 YIPABICHUE HA MPOMEHHUTE Ha M3CIHATA,
oOXBaHATH OT CHCTEMATa;

0) ompexnensHe Ha MPUIOKHUMHTE OOLIM M3UCKBAHUS 3a 0€30IaCHOCT U
JIefiCTBUE M MPOYYBAHE HA BBH3MOXKHOCTUTE 332 BBHBEXKIAHE Ha TE3U
W3UCKBaHMUS;

B) OTTOBOPHOCT Ha PBKOBOJCTBOTO;

I) yIOpaBleHHE Ha PECypCHUTE, BKIIOUMTEIHO MoAOOpa UM KOHTpOJa Ha
JIOCTaBYULUTE ¥ TOAU3IBIHUTEIIUTE;

1) yOpaBleHHE Ha pHCKa CBIVIACHO IIOCOYEHOTO B pasfgen 3 oT
npunoxenue I;

€) KJIMHHYHA OLIEHKa B CHOTBETCTBHE C wieH 61 u npuioxenue XIV,
prirounTeano KIIIIIT;

JK) pealu3anysi ~— Ha  OPONYKTHTE,  BKJIIOYHTEIHO  IUIAHUpAHE,
IPOEKTUPaHe, pa3paboTBaHe, NIPOU3BOJCTBO U OOCIIyKBAHE,

3) mpoBepka Ha UDI, onpexnenenn B cbhoTBeTCTBHE € wieH 27,
naparpad 3, 3a ChOTBETHHTE M3JENHs, Taka 4e Ja Ce TapaHTupa
CBIVIACYBAHOCT Ha HMH(pOpMalusATa, MPeIoCTaBsiHa B ChOTBETCTBHE
¢ uien 29;

I/I) Cb3J1aBaHC, BBBCKAAHEC W MOAAbPKAHC Ha CHUCTEMaA 3a HaA30p CIIEH
IIyCKaHC Ha I1a3apa B CbOTBETCTBUC C YJICH 83,

i) KOMYHUKalUsl ¢ KOMIIETEHTHUTE OpPraHH, HOTH(UIMPAHUTE OpPraHH,
JpYT UKOHOMHYECKH OMepaToOpH, KIMEHTH W/WIM APYTH 3aWHTEpe-
COBaHU CTpPaHH;

K) MpOLECH 3a JOKJIaJBaHE 3a CEPUO3HM HHIMICHTH M KOPHUTHpAIld
JIeWiCTBHSI BBB BPB3Ka ¢ OE30IIaCHOCTTAa B KOHTEKCTa Ha IMPOCIE.s-
BaHETO Ha 0€30MacHOCTTA,;

J) yOpaBlICHHE HAa KOPUTHPAIIWTE M NPEBAHTUBHUTE NEHCTBUS U
IpOBEpKa Ha TAXHATa e()eKTHBHOCT;

M) npouecuTe 3a Ha6J'IIOH€HI/I€ 1 OLICHKAa Ha pE3YJITATUTC, 3a aHAJIU3 Ha
JAHHUTEC U 3a YCBBBPUICHCTBAHC Ha MNPOAYKTUTE.

10.  IlpomsBoauTenute Ha H3ACTUS BBBEXKIAT U aKTyaJu3upar
cucTeMaTa 3a Haa3op Clel IyCKaHe Ha Ma3apa B CHOTBETCTBHE C
uneH 83.

11.  IIpousBoguTenar rapaHTupa, 4e H3AEIMETO € MPUIPYKEHO OT
nHpopManuITa, TOCOYeHa B pasaen 23 oT mpuioxeHue I, Ha odpununa-
neH(uun) e3uk(uu) Ha Chro3a, ompeaeneH(M) OT Jbp)KaBaTa 4ICHKA, B
KOSITO M3IEIHMETO Ce IMPEAOCTaBsl Ha IMOTPEOUTENs WIM Ha MalWeHTa.
EnemenTnTe Ha eTukera TpsAOBa na OBJAT HE3aIMYUMH, JIECHO YSTUMHU
U SCHU 3a pa30upaHe 3a LeJeBUs MOTPEOUTEN WIIM TMAIHCHT.

12.  IIpousBoguTenu, KOUTO CUMATAT WIM MMAT OCHOBAaHHE Jla CUMTAT,
4ye JaJeHO H3JeMe, KOeTo ca IyCHAJIM Ha Ia3apa WIM ca IMyCHalId B
JeWCTBHE, HE CHOTBETCTBA HA HACTOSIIMS pErJiaMeHT, He3a0aBHO Ipen-
npuemMar HeoOXOIMMHTE KOpUTHpAllM JeHCTBUs, 3a Ja IpHUBeaar
U3JIJIMETO B CHOTBETCTBUE, Ja 'O M3TEINIAT WM J1a TO M33eMart, B 3aBH-
CHMOCT OT ciiydas. Te HH(POpPMHpAT NUCTPUOYTOPHUTE Ha BBIPOCHOTO
U3JeNMEe U, aKo € MPUIOKHUMO, YITBJIHOMOIICHUS TIPEACTaBUTEN U
BHOCUTEJIUTE 110 CHOTBETHHUS HAYWH.
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Koraro wu3nenuero MHpenCTaBiIsABa CEPHO3CH PHUCK, IPOU3BOJUTEIIHTE
nHpOpMHUpaT He3a0aBHO KOMIICTEHTHHTE OpraHd Ha IbPXKaBUTE
YJIEHKH, B KOUTO Ca TNPENOCTABUIIM H3JCIUETO U, aKO € MPUI0KHAMO,
HOTHUIMpPaHHUs OpraH, M3Jal cepTH(UKAT 3a H3AETHETO B CHOT-
BETCTBHE C WieH 56, IMO-CHEeIHaTHO 3a HEChOTBETCTBHETO C H3UCK-
BaHMSTA U 32 BCHYKHU IMPEINPUETH KOPUTHPAILU JICHCTBUS.

13.  IlpousBogurenure U3MOI3BAT CHUCTEMA 3a perucrpauus u
JIOKJI/IBAHC 3a HWHIMJICHTH M KOPUTHpAIH JICHCTBUS BBB BpB3Ka C
0e30IacHOCTTa B CHOTBETCTBHE C ujicHOBE 87 u 88.

14.  TIpousBoxurenute, NpU MOUCKBAHE OT KOMIETEHTEH OpraH, My
TIPEIOCTaBAT IsnaTa MHGOPMAIMA M JOKyMEHTAIWs, HeoOXoamMma 3a
JIOKa3BaHE Ha CHOTBETCTBUETO HA W3JEJIUETO, Ha O(PUIMATIECH €3UK Ha
Cpro3a, ompezielieH OT CbOTBETHATa AbpaBa ujieHKa. KoMnereHTHHAT
OpraH Ha Jbp)KaBaTa 4WICHKA, KBAETO IPOU3BOIUTENAT HMMa PETHUC-
TPUPAHO MACTO Ha CTONAHCKa JEMHOCT, MOJKE [a IOUCKA IPOU3BO-
JUTENAT Ja OCUrypd Oe3IIaTHO oOpasuu OT U3AEIUETO WU, aKo TOBa
HE € OCBILIECTBUMO, J1a MPEIOCTaBU JOCTBI A0 usaenuero. IlpousBoau-
TEIUTE OKa3BaT CbICHCTBME Ha KOMIETEHTHHMsS OpraH, I10 HEroBO
UCKaHe, MPU BCAKO KOPUTHPALIO AEHUCTBHE, NPEANPUETO 3a OTCTpa-
HSBAHE WIM — aKO TOBAa HE € BB3MOXKHO — 3a OIpaHMYaBaHE Ha
PHCKOBETE, CBBbP3aHM C HU3/EIMATA, KOUTO T€ ca IyCHAJIM Ha Iasapa
WIn B JEUCTBHE.

AKO TpPOM3BOAMTENAT HE OKa3Ba ChHACHCTBHE WIHM MPEIOCTaBEHATa
uH(OpPMANKST ¥ JOKYMEHTAIUS € HeIIbJIHA MJIA HETOYHA, KOMIICTCHTHHUST
OpraH MOXe, C LeJl OCHI'ypsiBaHE Ha OIAa3BaHETO Ha OOLIECTBEHOTO
3apaBe W 0OE30MacHOCTTa Ha MAIMCHTHTE, Ja TNpeArpueMe HeoOXo-
JUMUTE MEpKH, 3a Ja 3a0paHd WM OrpaHH4YM IPEJOCTaBSIHETO Ha
U3/ICJIMETO Ha CBOS HALMOHAJICH M1a3ap, Ja M3TCrNIH M3JCIUETO OT TO3M
rasap Wi J1a TO M33eMe, JIOKATO IPOM3BOIUTENSAT HE OKaXe ChICHCTBHE
WM HE NPEeAoCTaBU IbJIHA U TOYHA l/lHq)OpMa]_lI/lﬂ.

AKO KOMIIETCHTCH opraH CyuMTa HMJIM HMa OCHOBAHHUA Jda CMATa, Y€
OTIpe/IeNIeHO HW3JENne € MPUINHWIO BPEIH, TOM YJIeCHsSBa MpemocTa-
BSHETO HAa MOCOYEHATa B MBbPBA ajMHEs MHPOpMANUS U JOKYMEHTAIUS
NpPU MOMCKBAaHE OT TAIMEHTA WM OT TOTPEOHMTENs, Ha KOTOTO EBCH-
TyalHO ¢ Owila NpUYMHEHA Bpela, U aKo € TPHIOXKHAMO, OT HETOBHS
[IPaBOIIPUEMHUK, 3JIPABHOOCUTYPUTEIIHOTO MY JPYKECTBO WM JPYyru
TPETH JIMIa, 3aCETHATH OT BPEIWTE, NMPUYNHEHH Ha TMalHWeHTa WX OT
noTpebutens, 6e3 ga ce 3acsArar MpaBUJIaTa 3a 3alllUTa HA JAHHUTE H,
OCBEH aKO IThbPBOCTENEHEH OOINECTBEH HHTEpEC HE Hajara OIoBeC-
TsBaHe, 0e3 TOBa Ja 3acsra 3allMTaTa Ha MpaBaTa BbPXY HHTEICKTY-
ajgHaTa cOOCTBEHOCT.

KoMIeTeHTHHAT opraH He € IIBXKEH Aa ce ChoOpasy ChC 3aIbIDKCHUETO,
MPEABUICHO B TpeTa alMHes, B CIydYail de pa3KpuUBaHETO Ha HHQOP-
MalMaTa W JOKyMEHTalusTa TI0 [bpBa ajuHes oOudvailHO ce
pasriexaa B paMKuTe Ha ChIeOHHM IPOU3BOJICTBA.

15.  Korato mNpOM3BOJUTEINTE Ca BB3IOKWIA MPOCKTUPAHETO WU
MPOM3BOJCTBOTO Ha M3JICIMATA HA JPYro FOPHIMYECKO WM (PU3HYECKO
nuie, WHpopMalmaTa 3a CaMOJIMYHOCTTa Ha TOBAa JIMIE € YacT OT
uHpOpMaIusATa, KOATO TpsibBa J1a ce MpeJCTaBU ChIVIACHO wieH 29,
naparpad 4.

16.  @usuueckutre M IOPUIUYECKHUTE JIMIIA MOTaT Ja MpeasBsIBaT
HCKOBe 3a oOe3leTeHHe 3a Bpena, HaHeceHa OT Ae(EeKTHO W3Aenue, B
CHOTBETCTBHE C MPHIOKHUMOTO mpaBo Ha Cblo3a M HAIMOHAIHOTO
IpaBo.
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ITo naumH, cbOOpa3eH ¢ Kjlaca B 3aBUCHMOCT OT PHUCKa, THUIA Ha
M3/eIMeT0 M Mamada Ha HPEANPHSITHETO, MPOM3BOAUTEIIMTE MPe-
BIDKJIAT MEPKU 32 OCHUTYPsSBaHE Ha JOCTATHYHO (DHMHAHCOBO IOKPHTHE
[0 OTHOIICHHE Ha MOTEHIHAIHA OTFOBOPHOCT CBIVIACHO JIMpeKTHBa
85/374/EVIO, 6e3 nma ce 3acArar IO-CTPOTHTE MEpKH 3a 3alluTa
CBIVIACHO HAIL[MOHAIHOTO IPABO.

Ynen 11

YnbanomouieH npeacraBuTel1

1. Koraro POU3BOAUTECIIAT HA HAaJACHO U3JACIHNC HC € YCTAHOBCH B
AObpXXaBa 4YJICHKA, H3ICIHUECTO MOXKE 1a 6’L,He IIyCHAaTO Ha I1a3apa Ha
Cpr03a caMO aKo MPOU3BBOAUTEIAT ONpEeACIn CANH-CAUHCTBCH YIIbJI-
HOMOIIICH NPEACTAaBUTCII.

2. OHpCZ[eHﬂHCTO npeacTaBsiBa IMMbJIHOMOIIUCTO Ha YIIBJIHOMOUICHUS
MPEACTAaBUTEI, TO € BAJIMAHO CaMO IPU MHUCMEHO CBhIJIaCUE OT CTpaHa Ha
YII'BJIHOMOLICHUS TIPEACTAaBUTE]I W € B CHJIA Hal-MaJKoO 3a BCHUYKH
U3CIIMsA OT €AHa W Chlla ITCHCPHUYHA TI'pyna HU3OCIIUA.

3. YH’LJ'IHOMOHICHI/IHT MpeaACTaBUTEIL U3I'BJIHABA 3aJ1a4uTe,
ONPEACIICHU B ITBJJHOMOIOUETO MEXKIAY HETO W NPOU3IBOIUTCIIA. HpI/I
IMOUCKBAHC YIIBJIHOMOIICHUAT MNPEACTABUTCII MNPEAOCTaBs KOIIME OT
IIBJIHOMOINUETO Ha KOMIICTCHTHHA OpPIaH.

[IbnHOMOIIMETO M3UCKBA  OT YOBJIHOMOLICHUA  NPEACTABUTCI, a
OPOM3BOAUTECIIAT MY JaBa BB3MOXKHOCT Oa H3BbpPIIBA Haii-MaJKko
CJICAHUTC 3a/laid BHB BpPb3Ka C HU3ACIIHMATA, IIOIIaJallu B oOxBaTa Ha
IIBJIHOMOIIHUETO:

a) na nposepu, ye EC neknapanusra 3a CbOTBETCTBUE U TEXHHYECKaTa
JOKYMEHTAIMsI Ca OWIIM HM3rOTBEHH M, aKO € MPHIOKHMO, CBOT-
BETHATa IMpOLEAypa 3a OLCHABaHE Ha CHOTBETCTBHUETO € MPOBEICHA
OT MTPOU3BOOUTEIIA;

0) &a cbXpaHsABa Ha pasIOJIOKEHHWE Ha KOMIIETEHTHUTE OpraHu 3a
cpoka o wieH 10, maparpad 8 komme OT TEXHHYeCKaTa JOKyMEH-
taiust, EC nexiapanusirta 3a CbOTBETCTBUE U, aKO € MPHIOKUMO —
KOMe OT CBOTBETHUS cepTH(UKAT, BKIIOYATETHO BCHUKH
W3MEHEHHUS U JIONI'BJIHEHHUS, U3JaJIeHH CBhIJIACHO 4JieH 56;

B) Ja cma3Ba 3aJb/DKEHUsTA 3a perucrtpamus mo wieH 31 u ga
opoBepsBa Jalu IPOM3BOAUTENAT € CIAa3Wl 3aJbJDKEHHATa 3a
peructpauus no wieHose 27 u 29;

I) INpH MOMCKBAaHE OT KOMIIETEHTEH OpraH Ja My IpeloCcTaBs Lsjara
nHdopManyst 1 JOKyMEHTaLuUs, HeoOX0oIMMa 3a JI0Ka3BaHEe Ha CHOT-
BETCTBHETO Ha W3IeNHeTo, Ha odunuaireH e3uk Ha Cbrio3a,
oIpezieieH OT CHOTBETHATa AbPXKABa WICHKA,

,Z[) Jla rpe€aaBa Ha MPOU3SBOAUTEA BCAKO UCKAHE OT KOMIIETECHTCH OpraH
Ha JAbpiKaBaTa YICHKA, B KOATO YII'BJIHOMOIICHHUAT TMPECACTABUTEIL
HnMa perucTprupaHo MsACTO Ha CTOIIaHCKa HeﬁHOCT, 3a 06pa3u1/1 i
JOCTBII N0 MU3ACTIUEC U Ja MPOBEPsABa Aald KOMIICTCHTHUAT OpraH €
MOJTy4nJI 06pa3uHTe i My € IpeaAoCTaBCH AOCTHII A0 U3ACIIHUCTO,

€) Ia ChTPYAHHUYM HA KOMIIETCHTHUTE OPTaHH IPU BCSKO NPEBAHTUBHO
WIA KOPUTHPALIO JeHCTBUE, MPEAIPUETO 3a OTCTPAHSBAHE MU —
aKo0 TOBa HE € BB3MOXKHO — 32 OlPaHHYaBaHE HAa PHUCKOBETE,
CBBP3aHU C U3JICIUATA;
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k) He3ab0aBHO Ja MHGOPMHUPA MPOU3BOAUTEINS 38 CUTHAIU U AOKJIAIU OT
MEAMLUHCKN CIELUAJINCTH, MAalUeHTH M HOTPeOMTENH OTHOCHO
Hpe/IIojaracMi MHIMACHTH BbB BPB3Ka C M3JIENNE, 32 KOCTO TOH ¢
YI'BIIHOMOILEH TIPE/ICTaBUTEI;

3) Jla TMpEeKpaTh MIBIHOMOIIHUETO, aKO IPOU3BOAUTEIIAT JeiictBa B
MIPOTUBOPEYHEC CHC 3aABJDKCHUATA CH IO HACTOAIIHUA PETIIaMEHT.

4. ITpaHOMomMeTo no naparpad 3 OT HAacTOSALIMS YWICH HE BKIHOYBA
JENIeTUPaHeT0 Ha 3aIbDKeHHATa Ha mpousBomurtens no wied 10,
naparpadu 1, 2, 3, 4, 6, 7, 9, 10, 11 u 12.

5. bBe3 ma ce 3acsra maparpad 4 OT HACTOSIIMS YICH, B CIy4YauWTe
KOTaTO MNPOM3BOJMTENAT HE € YCTAaHOBEH B Jbp)KaBa 4YJICHKA U HE €
W3IBJIHUI 3aJb/DKCHUSTA, NpeABUACHH B wieH 10, yIBIHOMOIIECHHAT
MPEeJCTaBUTENl HOCH IIpaBHa OTIOBOPHOCT 3a Ae(EeKTHUTE H3JeNus Ha
CBIIOTO OCHOBAHUE KaTO NPOM3BOAUTENS M COMUIAPHO C HETO.

6.  YII'BIHOMOIICH IIPEICTaBHUTEN, KOHTO MpeKpaTsBa IIHIHOMOIINETO
CH Ha OocHOBaHue mnaparpad 3, OykBa 3), He3a0aBHO HH(OPMHUPA KOMIIE-
TEHTHHSI OpraH Ha Jbp)KaBaTa WICHKA, B KOATO € YCTaHOBEH, U aKo €
HPHUIOKMMO, HOTH(OUIUPAHHUS OpraH, KOWTO € y4acTBal B OLCHSIBAHETO
Ha CBHOTBETCTBHETO HA M3/CIMETO, 3a MPEKPaTsBAHETO HA IIBJIHO-
MOIIMETO ¥ 33 NPHYMHHUTE 33 TOBA.

7. Beska mpenpaTka B HACTOSIIMS PErJaMeHT KbM KOMIIETCHTHUS
OpraH Ha Jbp)KaBaTa 4YJICHKA, B KOSTO IMPOM3BOJUTENAT HMa pPEruc-
TPUPAHO MSCTO Ha CTOIIAHCKA JEHHOCT, ce pa3dupa KaTo Npemparka
KbM KOMIICTEHTHMS OpraH Ha JbpKaBaTa WIEHKa, B KOATO OIpeje-
JICHUAT OT MPOM3BOIMTENS YITBJIHOMOIIEH MNpPEACTaBUTEN IO maparpad
1 WMa permcTpupaHo MSCTO Ha CTOMAHCKA JEWHOCT.

Ynen 12

Cvsina Ha YIObJIHOMOIICHUSA NMPEeACTaBUTE

IMogpoOHuTe mpaBWiaa 3a CMsSHA HAa YIBIHOMOLICHUS NPEACTAaBHTEIN
SICHO C€ ONPEJENAT B CIOpa3yMEHHE MEXIy IPOU3BOJUTENSI, KOraTo €
BB3MOXHO — JEWCTBAIIMsl YITBIHOMOIIEH NMPEICTaBUTEN, U CIIECBAIINS
YIOBITHOMOIIEH TpeACTaBUTEN. ToBa CIOpasyMeHHE ChIbpKa KIay3u
Hall-MaJIKO 3a:

a) jaTara Ha NPEKpaTsABaHEe Ha IThJIHOMOIIMETO HA JCUCTBAIUS YITbI-
HOMOILIEH IPEACTaBUTEN M JlaTaTa Ha HayaJlo Ha IThJIHOMOIIMETO Ha
ClIeIBAIMSl YII'BJIHOMOIIEH MPEICTaBUTEl;

0) narara, 0 KOATO NEHCTBALIMAT YIBIHOMOIICH MPEACTABUTET MOXE
na Obje mocouBaH B HMH(pOpPMALUATA, NMPEIOCTaBSHA OT MPOHU3BO-
JIATEIIS, BKIFOUUTEITHO PEKIAMHUTE MaTepHAaIH;

B) NPEXBBPIAHETO Ha MOOKYMCHTHUTC, BKIIOYHUTCIHO acCICKTUTE BBB
BpBb3Ka C MOBCPUTCIIHOCTTA U IIpaBaTa Ha CO6CTB€HOCT;

I) 3aIBJDKEHHETO Ha JCHCTBAIIMs YIIBIHOMOIIEH MNPEICTaBUTEN CIeN
Kpasi Ha IIBJIHOMOLIMETO Ja TMpenaje Ha I[POU3BOAUTENS MU
Cle[Balllksl yITbJIHOMOILEH IPEICTABUTENl BCUYKHM CHUTHAIM MIIU
JOKJIaIM OT MEJUIMHCKY CIEIMAIMCTH, MAllUeHTH WK TOTpednuTenn
OTHOCHO TMpeNrojaracMd HWHIMJICHTH BBbB Bpb3Ka C H3JIENHUE, 3a
KOeTo € OMJI OIpeseNeH KaTo YIBIHOMOILIEH MpPEeICTaBUTEN.
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Ynen 13

O0mM 3aIbJIZKEHUSI HA BHOCUTEJIUTE

1. Buocurenute IMyCcKaT Ha Ia3apa Ha Cpro3a camo usneius, CboT-
BETCTBAIIM HAa M3WCKBAHHUATA HAa HACTOAMIWUA PETIIaMCHT.

2. 3a na IIyCHAT Ha Masapa U3JACJINC, BHOCUTCINUTC IPOBCPABAT HaJIu:

a) Ha U3JeJIUETO € HaHeceHa Mapkuposkara ,,CE“ u e msrorsena EC
JeKTapanusTa My 3a ChbOTBETCTBHE;

0) MPOM3BOAUTENAT € HIACHTH(GUIMpPAH M ChINIACHO wWieH 11 mpousso-
JUTEIJISIT € OTNPENeNil YIIBIHOMOIIECH MPEACTaBUTE;

B) M3/EJHMETO € €THMKETUPAHO B CHOTBETCTBUE C HACTOSILIUS PETJIAMEHT
U € IPUIPYKEHO OT HeoOXOMUMHUTE MHCTPYKLHH 3a yrnorpeda;

I) ako € NPWIOKHUMO, Npom3BoauTenar e onpenenun UDI cwriacuo
uieH 27.

Koraro BHOCHTEN cuWTa WJIM HMa OCHOBAaHME Ja CUYMTa, 4e JAaJeHO
u3ieJMe He CbOTBETCTBA HA W3UCKBAHMATA HA HACTOSILUS PETJIAMEHT,
TOH He IyCcKa M3JEIMeTO Ha Ia3apa, JOKaTo TO He ObJe MPUBEJECHO B
CBOTBETCTBHE, U MH(GOPMHUPA TPOU3BOAUTENSA M YIIBIHOMOIICHHS Mpef-
CTaBUTEN Ha ImpousBoAuTens. Koraro BHOCUTENSAT cudTa WIM HMa
OCHOBaHUE []a CYMTA, Y€ M3JEIMETO NPEJICTABIIABA CEPUO3EH PUCK WU
e Qammdunupano, Toi WHPOPMHpPA U KOMIICTEHTHHS OpraH Ha
IbpKaBaTa WICHKA, B KOSITO € YCTAHOBEH BHOCHUTEIIIT.

3. Buocurenure mocouBat BBpXY MU3JACIHUCTO WU BBPXY HEroBaTa
OIIaKOBKa, WJIM B HOOKYMEHT, HNpUApYKaBall HU3ACIUCTO, CBOCTO HME,
perucTpupaHo THProBCKO HanMCHOBAHHEC W perucrpupaHa
TBhProBCKa Mapka, aapeca Ha pEruCTpupaHoTo UM MACTO Ha CTOIIaHCKa
HeﬁHOCT H aapeca, Ha KOWTO MOXXe Jla C€ OCBHIICCTBU BPB3KaA C TAX, TaKa
4€ Ja € Bb3MOXHO Jla C€ YCTaHOBU MCCTOHAXOXJACHUETO HUM. Te rapaH-
THpAaT, 4€ OONBJIHUTCIHUTC C€TUKCTU HEC 3aKpuBaT I/IHCI)OpMaHI/IHTa Ha
€TUKETA, NPEeAOCTaBE€HAa OT MPOU3BOAUTEIIA.

4.  Buocurenute NpOBEpABAT Oald H3AETHUETO € pPETUCTPUPAHO B
eJIEKTPOHHATA CHCTEMa B CbhOTBEeTCTBME ¢ wieH 29. BHocutenure
J00aBAT CBOMTE JaHHH KbM PETHCTpAlMATa B CHOTBETCTBHE C WieH 31.

5. Baocurenure rapaHTupar, 4e JOKaToO OTroBapsAT 3a JaJeHO
W3JeNINe YCIOBUATA Ha CbXpPAHEHHE WM TPAHCIOPTHpPaHE HE 3acT-
paraBaT HErOBOTO ChOTBETCTBHE C OOIINTE U3UCKBAHMA 32 O€30MacCHOCT
U JeHCTBHE 1O MpUIIOKeHHe I, ¥ cmas3Bar ycioBuATa, ONPENEICHU OT
MIPOU3BOJUTENSI, aKO MMa TaKUBa.

6. Brocurenute noaabp)KaT PETHCTbP HAa CUTHAINTE, HA HECHOT-
BETCTBALIUTE HA WM3MCKBAHUATA HM3/EIHS U Ha M33€MBAHUSATA U M3TEr-
JSHMATA HAa M3JeJIUS U TPENOCTaBAT Ha IPOU3BOJIUTENS, YIBIHO-
MOIICHHS TPEICTABUTENl M IUCTPUOYTOpPHTE BCSKakBa HH(MOPMAIHS,
MOMCKaHa OT TAX, 3a Ja MM JaJaT BB3MOXHOCT Ja pascieBar
CUTHAJIUTE.
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7. KoraTo BHOCHTEN CUMTa WM UMa OCHOBAHME Ja CUMTA, 4Ye JAJCHO
W3/IeTre, KOeTO € IyCHaJl Ha Ta3apa, He ChOTBETCTBA HA M3UCKBAHUSTA
Ha HACTOSILIUS perjiaMeHT, TOW He3abaBHO MH(OpPMHUpaA MPOU3BOAUTEIS
Y HEeTOBUS YIIBIIHOMOIIECH MpeACcTaBuTeN. BHOCHTENNTE CH ChTPYAHAYAT
C TIPOU3BOAMTENS, YI'BIIHOMOIIECHHS MPEACTABUTEN HA IPOU3BOJUTENS U
KOMIIETCHTHUTE OpraHu, 3a Ja rapaHTHpar, 4e € TPEANPHUETO HEeoOXo-
IUMOTO KOPWUTHPAIIO JEHCTBHE 3a MPUBEXKIAHE HA H3IACITUETO B CHOT-
BETCTBHME, 3a HErOBOTO H3TEIVISIHE WM H33eMBaHe. KoraTo usnenuero
MPEJICTaBIsIBA CEPUO3CH PUCK, BHOCHTENIHUTE HH(POPMHpAT He3a0aBHO
KOMIIETEHTHUTE OpPraHdW Ha JIbpXKaBUTE UJIEHKH, B KOUTO ca Iperoc-
TABWIN HM3JICTUETO M aKO € MPHIOKHMO — HOTHU(DUIMPAHUS OpraH,
u3Jall CepTU(QUKAT B CHOTBETCTBUE C WiIeH 56 3a JaJCHOTO HU3Jenue,
KaTo TMpEIOCTaBAT NOAPOOHH JaHHH, TIIO-CIIEIMATIHO 33 HEChOT-
BETCTBUETO C W3MCKBAHUATA U 33 BCAKAKBU MPEINPUETH KOPUTHPAILHA
JIEHCTBUS.

8. BHocuTenmure, KOUTO Ca MOJIYYWJIH CHTHAIMA WIH JOKIagd OT
MCIHMIMHCKH CHICHUAJINCTU, IMAIIMCHTH WA l'IOTpe6I/ITC.]'[I/I OTHOCHO Ipena-
nojiaraéMy MHIUACHTH BBbB BPB3Ka C HM3JENHE, KOETO ca MyCHAJIM Ha
naszapa, Heza0aBHO mNperparnar Ta3d HHGOPMAIHs Ha MPOU3BOIMUTEINS
U YIIBJIHOMOIIEHHST My HPEICTaBUTEIL.

9.  3acpoka no wieH 10, maparpad 8 BHOCHTEIUTE ChbXPaHSABAT KOIHE
or EC pmexnapanusara 3a cbOTBETCTBUE U, aKO € IMPUIIOKHMO, KOIUE OT
BCUYKH CBHOTBETHU CEPTU(PUKATH, M3JaJCHU CBIVIACHO WIEH 56, BKIIO-
YHUTETHO BCHYKH M3MEHEHUS M JIOTBIHCHHSI.

10. Buocurenwte cu CHTPYJHUYAT C KOMIIETEHTHHTE OpTaHH, IO
WCKaHe Ha Te3W OpraHu, BbB BpPB3Ka C BCSIKO JCHCTBHE, NPENNPUETO
3a OTCTpaHsBaHE WM, aKO HE ¢ BB3MOXKHO, OrpaHMYaBaHEe Ha
PHUCKOBETE, CBBP3aHU C M3/EIHATA, KOUTO TE€ ca IYCHAJIW Ha Iasapa.
IIpu mouckBaHe OT KOMIIETCHTEH OpraH Ha /Abp)KaBaTa UJICHKA, B
KOSITO BHOCHTEINISIT MMa PETHCTPUPAHO MSCTO Ha CTONAHCKa JEHHOCT,
TOH ocurypsiBa Oe3IUIaTHM 0OpasLy OT WU3AENUETO WM, aKo TOBa €
HEOCBIIECTBUMO, MTPEAOCTaBs JAOCTBII A0 U3/CIUETO.

Ynen 14

O0mm 3a1b/KeHHsT HA TUCTPUOyTOpHTE

1. Koraro mpemocraBsaT u3leNHME Ha Ta3apa, IUCTPUOYTOpHTE
JieficTBaT, B KOHTEKCTAa HAa CBOMTE JCWHOCTH, C JbJDKAMATa IpHka Io
OTHOLICHUE Ha MNPHUIOKHUMHUTEC HU3UCKBAHUA.

2. Tlpemm na mpenocTaBAT JaJeHO M3€NUe Ha Tasapa, JUCTpHOY-
TOPUTE IPOBEPABAT N CAa U3IBIHEHU BCUYKU M3UCKBAHUS I10-I0JIY:

a) Ha u3IenueTo ¢ HaHeceHa mapkuposkara ,,CE“ u e wmsrorBena EC
JIeKJIapanusaTa My 3a ChOTBETCTBHUE,;

0) u3AeIMeTo ce TpHUApPYXkaBa OT HMH(POPMALHUATA, KOSATO IPOU3BO-
JUTENAT TpsOBa Ja TPEeIoCTaBd B ChOTBETCTBHE ¢ wieH 10,

naparpad 11;

B) 32 BHOCHUTC M3/ICIUSI — BHOCHUTEIAT € CHAa3W M3UCKBAHHUSTA IO
uieH 13, maparpad 3;

I') aKo € MPHIOKUMO, Mpou3BoauTeNsT ¢ onpeaenwa UDI.

C men a ce M3IMBbJIHAT U3UCKBAaHUITA N0 MIbpBa aNuHes, OykBU a), 0) u
r) AucTpuOyTOPHT MOXKE Ja HpHiara METOJ Ha B3eMaHe Ha Ipodwu,
KOWTO € MpEJCTABUTENEH 3a W3[CNHATA, JOCTABSIHH OT TO3H JUCTPH-
oyTop.
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Koraro nuctpuOyTopbT cMsTa WM MMa OCHOBAHHUE J1a CMATa, Ye JaJeHO
u3leIMe He CbOTBETCTBA HA W3UCKBAHMATA HA HACTOSILMUS PErJIAMEHT,
TOH He MpeiocTaBsl M3JEIMETO Ha Ia3apa, JOKAaTo TO He Oble
HPHUBEICHO B CBOTBETCTBHE, W HH(MOPMHpPA TPOHM3BOJUTENS H, aKO €
[PUIOKUMO, YIBIHOMOILEHUS HPEACTaBUTE] HAa I[POU3BOAUTENS,
KakTo ¥ BHocurens. Korato amctpubyTophT CcMATa WM MMa
OCHOBAaHUE Ja CMATA, Y€ M3JEIHETO IPEACTaBIsABAa CEPUO3EH PUCK WU
e ¢amuuduupano, Toi HHPOPMHUpPA U KOMIICTEHTHHsS OpraH Ha
IbpKaBaTa WICHKA, B KOSITO € YCTAHOBEH.

3. JuctpubyTopuTe rapaHTHpar, 4e JOKATO OTTOBApST 3a M3IEIHUETO,
yCIOBUSATA Ha CbXPAHEHME WINM TPAHCIOPTUPAHE OTrOBapsAT Ha YCIIO-
BUATA, ONPEAETICHU OT MPOU3BOANUTEIIS.

4. JIuctpuOyTOpUTE, KOUTO CUMTAT WJIM MMAT OCHOBAaHHE Ja CUMTAT,
ye JaJIeHo0 U3JeNine, KOETO ca MPEeOCTaBWIM Ha Ma3apa, He ChOTBETCTBA
Ha M3MCKBAHUATA HA HACTOSIIUS PErjaMEHT, He3a0aBHO WH(OPMHUpAT
MIPOU3BOJUTEINS U, aKO € MPHJIOKHUMO, YI'BIIHOMOIIEHHS IPEICTaBUTEN
Ha NpPOU3BOJWTENS, KakTo M BHocuTens. Jluctpubyropure cu
CBTPYIHUYAT C MPOWU3BOIUTENST W, aKO € IMPHIOKHAMO, C YITBIHO-
MOILIEHUS TIPEICTAaBUTENI Ha TPOU3BOJUTEINS, C BHOCUTENSA M C KOMIIE-
TEHTHUTE OpPTaHW, 3a Ja TapaHTUPAT, Ue € MPEANPUETO HEOOXOIMMOTO
Kopurnpamo LlCﬁCTBI/IC 3a anBemaaHe Ha M3ICJIIMETO B CHOTBCTCTBUC,
3a HETOBOTO W3TETVIIHE WM H33€MBaHe, B 3aBUCHUMOCT OT Ciydas.
Koraro muctpuOGyTopbT cuumTa WIM MMa OCHOBaHHME Ja CYUTA, 4Ye
M3JICITMETO TPEJCTABIIsIBA CEPUO3CH PUCK, TOM HHPOpMHUpa He3abaBHO
KOMIIETEHTHUTE OpraHu Ha AbpP’KABUTE YJICHKH, B KOUTO € MPEIOCTaBUI
W3JICITUETO, KAaTO MPEJOCTaBsl MMOJAPOOHU JaHHU, MO-CHEIUATHO 32 HECh-
OTBETCTBHETO C W3MCKBAHMATA W 3a BCUYKH MPEANPHETH KOPUTHPAIIN
JICHCTBUSL.

5. JuctpuOyropurte, KOUTO Ca MOJYYMIM CUTHAIM WM JOKJIAaId OT
MEIUIMHCKA CHENUANHCTH, NAalUeHTH WIH TOTPEOUTETH OTHOCHO
MOJI03MPaHN HWHIMJCHTH BBB BpPB3Ka C M3JEIHE, KOETO ca INpeIoc-
TaBWJIM, He3a0aBHO Ipemnpamar HHGOPMAIMATa Ha MPOU3BOJUTENS H,
aKo € MPWIOKHMO, Ha YI'BIHOMOLICHHUS IPEJICTaBUTENl HA IPOU3BO-
JUTENISI, KAKTO ¥ Ha BHOCHTENS. Te MOAIbpKAT PETUCThP HA CUTHAIINTE,
Ha HECHOTBETCTBAILUTE Ha M3MCKBAHMATA M3JENH U Ha M336MBaHUATA U
M3TETJISIHUATA Ha W3JeNusi, MHQOPMHUpAT TPOMU3BOAMUTENS U, aKO HMMa
TaKWBa, YI'BIHOMOILCHUS MPEACTABUTEN U BHOCHUTEINS, 32 TOBAa HAOIIO-
JICHHEe, KaTO IpH IIOMCKBaHE MM IIPEJOCTaBAT BCAKakBa MH(OpMaIus.

6.  JucrpuOyropure, MO HCKaHE OT KOMIIETEHTEH OpraH, My
NpefoCTaBAT IsulaTa HMHGOpPMAIMsA W JOKyMEHTamus, C  KOSTO
pasmonaraT M KOATO € HeoOXoJuMa 3a JO0Ka3BaHE Ha ChOTBETCTBHETO
Ha JaJIcHO H3Jelue.

JluctpubyTopure ce CUMTAT 3a M3MBJIHWIN 3aJbKEHHETO, TOCOYEHO B
I'bpBa AJIUHES, KOraTo yI'bJIHOMOLIEHUSAT IPEJICTaBUTEIN 3d CbOTBETHOTO
u3zenue, ako € MPUJIOKUMO, NPEJOCTaB HeoOXxonumaTa MHGOpMaIys.
JuctpubyTopure cu ChTPyAHHYAT C KOMIIETEHTHHTE OPTaHH, MO TIXHO
UCKaHE, IIPU BCSKO JEHCTBUE, MPEANPUETO 3a OTCTpaHABaHE Ha
PHCKOBETE, CBBP3aHH C M3ICNUATa, KOHTO TE Ca TPENOCTABHIN Ha
nazapa. IIpy noHCKBaHE OT KOMIIETEHTEH OpraH AUCTPUOYTOpUTE
OCHTYpSIBaT OE3MIaTHM 00pasIy OT M3JEIHeTO MIIH, aKO TOBA € HEOCh-
IIECTBUMO, NPEJOCTABAT JOCTBI A0 HErO.

Ynen 15

.HI/ll.le, 0OTroBapsio 3a CbOTBECTCTBUHETO c HOPMAaTHUBHHUTE
HU3UCKBAaHUA

1. B pamkuTe Ha OpraHW3alMOHHATA CH CTPYKTypa MPOH3BOJUTEINTE
pasmonarat Hai-Mallko C €IHO JIMIe, OTTOBOPHO 3a CHOTBETCTBUETO C
HOPDMaTHBHHTEC  M3UCKBAHMs, KOETO IPUTE)KaBa  HEOOXOAUMHUTE
eKCIICPTHH 3HAHWs B 00JacTTa Ha MEIMIMHCKUTE m3uenus. Heobxo-
JMUMHUTE SKCTIEPTHU 3HAHUS C€ JO0KAa3BaT upe3 elHa OT CICAHUTE KBAITU-
(ukaum:
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a) JMIUIOMa, CBHUJCTEICTBO WIIM JPYr YyJOCTOBEpsBAIl JOKYMCHT 3a
odunmaiHa 00pa30BaTEIHO-KBATH(PUKAIMOHHA CTEICH, MPUA00UTa
clie]] 3aBbpIIBaHE Ha BHCIIC OOpa3oBaHWE WIH Kypc Ha oOydeHHe,
NpPH3HAT KAaTO CKBUBAJICHTCH OT CHOTBETHATA AbP)KABa UICHKA, 110
MpaBo, MeIUIWHA, (apManus, WHKEHEPCTBO HJIM JPyra ChOTBETHA
Hay4yHa AUCHUIUIMHA W TIOHC CIHOT'OJUIICH l'IpO(beCI/IOHaJ'IeH OIIUT
[0 HOPMATHBHHTE BBIIPOCH WIIH II0 CHCTEMHUTE 3a YIpABJICHHEC Ha
Ka4eCTBOTO 10 OTHOIICHHE HAa MEJUIMHCKHUTE HM3CIHS,;

§

=

YETUPUTOJHUIIEH MPO(ECHOHAICH OMHUT M0 HOPMATHUBHUTE BBIPOCH
WIA TI0 CHCTEMHTE 3a YyIpaBlIEHHE Ha KayeCTBOTO I10 OTHOIIEHHE
Ha MEAUIMHCKUTE U3ICIIHS.

be3 ma ce 3acsarar pasnopenOuTe OT HAIMOHAIHOTO 3aKOHOIATEJICTBO
BBbB Bpb3Ka ¢ MpodeCHOHANHUTE KBaaH(UKAINK, MPOU3BOIUTEIIUTE Ha
u3genusi, n3pabOTeHH IO MOpBhYKA, MOTaT [a JOKaKAT HEOOXOIUMHUS
eKCIIEPTeH OMUT IO IWbPBa AJWHEs 4Ype3 HaIWYMe Ha Hai-Maiko
JBETOJIMIIEH  Npo(decHoHalleH ONMT B  ChOTBETHA cdepa Ha
[IPOU3BOJICTBO.

2. OT MankuTe NpeanpUATHS U OT MUKPOIPEANPUITUSATA [10 CMUCHIA
na Ilpemoprska 2003/361/EO na Komucusra (1) He ce M3KMCKBa J1a UMaT B
OpraHM3allMOHHATA CH CTPYKTYpa JIMIE, OTTOBAPSIIO 32 JCHHOCTHTE 10
CHOTBETCTBHETO C HOPMATHBHUTE W3UCKBAHUS, HO T€ TPSIOBA MOCTOSIHHO
7 HENpeKbCHATO JIa UMAT Ha CBOE Pa3IONIOKEHHE TaKOBa JIUIIE.

3. Jluuero, oTroBapsmio 32 ChOTBETCTBUETO C HOPMAaTUBHUTE M3UCK-
BaHUsI, OTrOBaps Hal-MaJKO 3a CIICJHOTO:

a) Ja € IHIPOBEPCHO CBHOTBETCTBUCTO Ha HU3ACIUATA MO MNOAXOAANINS
Ha4YMH CIIOpEd M3HWCKBAaHHATA Ha CHCTEMaTa 3a YHOPABJICHHUC Ha
Ka4eCTBOTO, IIO KOATO HU3ACIUATA Ca MPOU3BCACHU, TPEIU 0CBOOOXK-
JaBaHCTO Ha CHOTBCTHOTO HM3ICIIMC,

0) texHuyeckaTa gokymeHTauus u EC nekiapanusita 3a CbOTBETCTBHE
Jla ca U3rOTBEHU U INOJIbP)KAaHH aKTyaJlHU;

B) Jla ca U3IBJIHEHU 33BbJDKEHUATA 10 HAJ30pa clell IycKaHe Ha ra3apa
B choTBeTCTBHE ¢ wieH 10, maparpad 10;

r) Ja ca W3MBIHCHH 3aJb/DKCHUSITA 3a JIOKJIaJBaHe, IIOCOYCHU B
yjaeHoBe 87—91;

1) 3a U3JENuATa 32 KIMHUYHO M3MUTBAHE Ja € W3JaJieHa JeKJIapalusiTa
o riasa Il, pa3zgen 4.1 ot npunoxenne XV.

4. KoraTo HSKOJKO JHIIAa CH TOJAETSAT OTTOBOPHOCTTA 32 CHOTBETC-
TBHETO C HOPMATHBHHUTE HM3UCKBAaHUS B CHOTBETCTBHE ¢ maparpadu 1,
2 W 3, CbOTBETHHTE HM 00JacTH Ha OTIOBOPHOCT C€ OIPEACHAT
MHCMEHO.

5. Jluuero, oTroBapsio 3a ChbOTBETCTBUETO C HOPMATUBHHUTE HM3MCK-
BaHMs, HE TpsOBa Ja cpelna 3aTpylHEHUS B PaMKUTE Ha OpraHM3aIM-
OHHATa CTPYKTypa Ha IpPOU3BOJUTENS BBB BpB3Ka C J100OPOTO
W3IBJIHCHUE Ha 3aJbJDKCHUSATA CH, HE3aBHCHMO OT TOBa Jalld €
CIIy’)KUTEJl Ha OpraHu3alusATa WIN He.

6.  YIOBIHOMOIICHUTE MPEACTABUTENIM paslojaraT IOCTOSHHO U
HENPEeKbCHATO Hal-MaJKO C €IHO JIMIIE, OTTOBAPSILO 32 CbOTBETCTBUETO
C HOpPMAaTHUBHMTE W3UCKBaHMA, KOETO IPHUTEXKaBa HEOOXOIUMHTE
eKCIIEPTHM 3HaHWA B oOyacTTa Ha AelcTBamuTe B Chblo3a HOPMATHBHU
W3MCKBAaHUS 3a MeIMUMHCKHTE wu3aenusd. HeoOxoaumuTe ekcnepTHH
3HAHMS CE JIOKa3BaT CE JOKa3Ba upe3 €Ha OT CIEAHUTE KBATU(DUKALUU:

(") Mpenopwka 2003/361/EO na Komucusita ot 6 mait 2003 T. 0THOCHO Ornpee-

JICHUETO 3a MHUKPO-, MaJKH U cpexnu npexnpustus (OB L 124, 20.5.2003 1.,
ctp. 36)
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a) IUIJIOMa, CBHUAETEICTBO WM Jpyr YIOCTOBEpsBAIl INOKYMEHT 3a
odurmanna 00pazoBaTeTHO-KBATU(HUKAIIMOHHA CTETeH, NPUI00HUTa
clle/l 3aBbpIIBaHE Ha BUCLIE OOpa3oBaHUE WIM Kypc Ha OOydeHue,
[IPU3HAT KAaTO EKBUBAJIEHTEH OT ChOTBETHATA Ibp)KaBa UIEHKA, IO
MpaBo, MeIUIWHA, (apManus, WHKEHEPCTBO HJIM JPyra ChOTBETHA
Hay4YHa JUCLIMIUIMHA M TIOHE EIHOTOJMIICH MPO(ECHOHANICH OIUT
[0 HOPMATUBHHUTE BBIIPOCH WJIN II0 CUCTEMHUTE 3a YyIpaBlICHHE Ha
Ka4yeCcTBOTO 1O OTHOILICHHE HAa MEIUIMHCKUTE H3JIEIINs;

§

~

YETUPUTOAUIIICH l'[pO(i)eCI/IOHaIIeH OIUT IO HOPMATUBHUTE BBIIPOCH
WINM IO CHUCTEMUTEC 3a YHNPABJICHHC Ha Ka4C€CTBOTO IIO OTHOMICHHEC
Ha MCIHULMUHCKUTC U3CIIUA.

Ynen 16

Ciayyau, npM KOHMTO 3aJb/UKEHHMSITA Ha NPOM3BOJUTENHTE Ce
NPUJIAraT 4 KbM BHOCUTe/IHTE, JUCTPUOYTOPUTE MJIM JPYrd JIMLA

1. JAuctpuOyTop, BHOCHTEN WIH Ipyro (pU3MUecKo WM IOPUITIECKO
JHIE TToeMa 3abJDKEHUATA Ha MPOU3BOJUTENINTE, aKO M3BBPILIBA HIKOE
OT CIEHUTE:

a) MpefocTaBs Ha TIazapa H3JelHe ChC CBOETO HME, PETUCTPUPAHO
THPrOBCKO HAaMMEHOBAHWUE WM PErUCTpUpaHa THPrOBCKAa Mapka,
OCBEH B ClyyauTe, KOTaTo AUCTPHUOYTOPBT WM BHOCUTENAT
CKJIIOUBAT CIIOpasyMEHHE C TPOM3BOAUTENS, NMPU KOETO TPOU3BO-
JUTENIST € 0003HAYEH KAaTO TaKbB BbPXY €THKETa U € OTIOBOPEH 3a
M3IBIHEHHETO Ha W3UCKBAHMATA, HAJATAHU Ha MPOU3BOJIUTENUTE IO
HACTOSIIIUS PErJIAMEHT;

6) u3MeHs NpelHAa3HAYEeHMETO Ha U3JEIHe, KOETO Beue € IIyCHATO Ha
raszapa MM IyCHaTo B JeHCTBUE;

B) NPOMEHs M3/e1He, KOETO Beye € IyCHATO Ha Ia3apa WIM IyCHAaTo B
JICCTBUE 110 TaKbB HAYWH, Y€ TOBA MOJXKE JIa CE OTpa3u Ha CHOTBET-
CTBHETO C NPHJIOKUMHUTE N3UCKBAHUSL.

ITepBa amuHesl HE ce Mpuiara 3a JIMIATa, KOWUTO, Oe3 Ja ce cuurar 3a
MIPOM3BOUTEIN CHITIACHO OMpPEACICHHETO B wieH 2, Touka 30, criobssar
WM aIANTHPAT 33 OTJACICH MAIMCHT M3/CNIHe, KOCTO Beye ¢ Ha Iasapa,
6e3 1a IPOMEHST TPEIHA3HAYCHUETO MY.

2. 3a menure Ha maparpad 1, OykBa B) cleIHHUTE JICHCTBUS HE ce
CUHMTAT 32 IPOMSHA Ha U3JENue, KOETO MOXKE Jla Ce OTPa3H Ha ChOTBET-
CTBHETO MYy C IPHJIOKUMHTE M3HCKBAHMS:

a) MPeJOCTaBSIHETO, BKIIOYHTETHO MIPEBOJ, HAa HHGPOPMAIHATA OT
IIPOU3BOJUTEIIST ChITACHO pa3zes 23 oT mpuiioxeHue | BbB Bpb3Ka
C U3Jesde, KOeTO Beue € IyCHATO Ha Ia3apa, U Ha JOIbJIHUTEIHATa
uHpopmalys, KosITo € HeoOXouMa 3a MpeJlaraHe Ha U3/eJIMeTO Ha
nasapa B ChOTBETHATa JbP)KaBa UJICHKA,

0) IpoMEHHUTE BBHB BBHIIIHATA OIAKOBKA Ha H3JENIME, KOETO Beye ¢
MyCHATO Ha Ta3apa, BKJIIOYUTEIHO TMPOMSHA Ha pasMepa Ha
OIIaKOBKaTa, ako € HeoOXOAMMO IIpeornaKoBaHe, 3a Ja ce mpejjara
M3/JICITUETO Ha MMa3apa B ChOTBETHATA JbpKaBa WICHKA, U aKO TO CE
M3BBPIIBA NPU TAKWBA YCIOBHS, Y€ TOBA HE MOXE Jla CE OTpa3H Ha
IbPBOHAYATIHOTO ChCTOSHHUE HA HM3JCIUETO. 3a W3/eiHs, KOUTO ca
[yCHATH Ha Ia3apa CTEpWIHH, CE€ MpUeMa, Y€ IIbPBOHAYAIHOTO
ChCTOSIHHE Ha W3JCIHETO CE IOBIHUSIBA HEOJIAromnpHsTHO, aKo
OIMaKOBKaTa, KOSITO ¢ HeoOXoauMa 3a MOJIbP)KaHe Ha CTEPUIIHOCTTA,
€ OTBOpEHa, YBpEICHAa WM HEeOJAaronpusTHO 3acerHara Io Jpyr
HAYMH BCJICJCTBUC HA MPEONAKOBAHETO.
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3. JuctpuOyTtop WIM BHOCHTEN, KOWTO W3BBpIIBA HSIKOS OT
neiHoctuTe 1o maparpad 2, OykBu a) U 0) MOCOYBa BBPXY H3JCIHETO
WM, aKO TOBa € HEOCHIIECTBHMO, BBPXY OIAKOBKaTa My, WJIH B
JOKYMEHT, TPHUIpPYKaBall H3JEJIHeTO, M3BbpIIBaHATa JEHHOCT, CBOETO
UMe, PETHCTPHPAHO THPrOBCKO HAUMEHOBAaHHE WM perHCTpUpaHa
ThPrOBCKA MapKa, PETHCTPUPAHO MSCTO Ha CTOMAHCKA IEHHOCT W
ajzipeca, Ha KOWTO MOXKE J]a C€ OCBIIECTBH BpB3Ka C HEro, Taka 4e Ja
¢ BB3MOXKHO JIa C€ YCTaHOBH MECTOHAXOXICHHETO MY.

JlucTpuOyTOpUTE W BHOCHTEINTE OCHTYPSBAT HATMYHETO Ha CHCTEMa 3a
yIpaBICHHE Ha KaYeCTBOTO, KOSATO BKIFOYBA MPOLEIYPHU, FAPaHTHPALIIH,
4e TPEeBOABbT Ha MHPOPMAIUATA € TOUCH U aKTyalieH, 4e JICHHOCTHTE MO
naparpad 2, OykBu a) U 0) ce WU3BBPIIBAT MO HAYWUH M IIPH YCIOBHS,
KOMTO 3alla3BaT ITbPBOHAYAIHOTO CHCTOSHHE Ha W3JCIHETO, U 4e
OIIAKOBKAaTa Ha MPEONAKOBAHOTO H3/eiHe He ¢ Je(eKTHa, HHCKOKa-
YeCTBeHa MM 3ambpceHa. CHcTeMaTa 3a YOpaBjiICHHE HAa KAuecTBOTO
oOxBata, inter alia, npoueaypu, ¢ KOUTO C€ rapaHTHUpa, Y€ JUCTPH-
OyTOpPBT WM BHOCHUTEIST € WH(GOPMHpPAH 3a BCSIKO KOPHIHPAIIO
NEWCTBHE, TPEIPUETO OT MPOU3BOAUTENS BBB BPB3Ka ChC CHOTBETHOTO
U3Je]Me B OTFOBOP HA NPOOJEeMH, CBbP3aHU ¢ OE30IMaCHOCTTA, HIIH 33 Ja
Ce MPHUBEJEC U3MCIHETO B ChOTBETCTBHE C HACTOSIIHUS PETJIAMCHT.

4. Haii-manko 28 1mHH IpeAd NyCKaHe Ha MPEETUKETUPAHOTO HIIH
MPEONaKoOBaHO H3JENIMe Ha Ia3apa AUCTPUOYTOPBT WM BHOCHUTEJIST,
W3BBpILIBAIL JIeHHOCTH 1Mo maparpad 2, OykBu a) u 0), uHPpoOpMupa
MPOU3BOJUTENST M KOMIIETCHTHHSI OpraH Ha Jbp)KaBaTa 4YICHKa, B
KOSITO BBb3HAMeEpsBa Jla MPEA0CTaBs M3JCIUETO, 32 HAMEPEHUETO CH /A
MIPEIOCTaBsl MPEETUKETUPAHOTO WIIM MPEONAaKOBAHO H3JIEJIHe, KaTo MpU
IMOUCKBAHC NpPCACTaBsd Ha IPOU3BBOAUTECIIA KW KOMICTCHTHHUA OpraH
oOpazenl WIM MakeT Ha NPEETHKETHPAHOTO WIIM IPEONaKOBAHO
u3JieNe, BKJIIOYMTENHO NPEBOJU HAa €THKeTa M Ha WHCTPYKLHUHUTE 32
ynotpeba. B chius cpok oT 28 AHU AUCTPUOYTOPHT WIIM BHOCHTEIIST
MPEICTaBs Ha KOMIICTEHTHHs OpraH cepTH(UKaT, W3ajeH OT HOTH-
¢unupan opraH, OIpeAeNeH 3a THUNa HU3AENus, KOUTO ca OOEKT Ha
JIeWHOCTUTe, TIOCOUeHH B maparpad 2, OykBu a) u 0), KOWTO yJOCTO-
BepsiBa, Y€ CHCTEMara 3a YIpaBICHUE HAa KaueCTBOTO Ha AUCTPUOyTOpa
WJIM BHOCHTEJSI OTTOBapsi Ha M3WCKBaHMATA 1Mo maparpad 3.

Ynen 17

H3peausi 3a eaHokpaTHa ynoTpe6a W NOBTOPHa o00padoTka Ha
TaKMBAa M3/eUs

1. TloBropHaTa 00paboTKa M MocieBalIaTa ynorpeda Ha U3JEIHs 3a
eIHOKpaTHa yrotpeba MOXKE Ja Ce M3BBPIIBa CaMO KOraro TOBa €
pa3penieHo OT HAMOHAIHOTO IMPaBO U EIUHCTBEHO B CHOTBETCTBHE C
HaCTOALIUSA YJICH.

2. Bcesko (¢u3Muecko WM HOPUAMYECKO JIMIE, KoeTo o0paboTBa
MMOBTOPHO H3JIEJIME 3a CJHOKpaTHa yrorpeba ¢ Orie[ Ha IOCIe/IBalia
ynotpeba B Cblo3a, ce cCuMTa 3a MPOM3BOJMUTEN HA TOBTOPHO 00pado-
TEHOTO M3JeJIMe W T0oeMa 3aIbJDKCHUSATA Ha TMPOU3BOAUTEIUTE IO
HACTOSIIIUSI PErJIaMEHT, KOMTO BKJIIOYBAT 3aJbJDKCHUs, CBBP3aHH C
MPOCIIEIMMOCTTAa Ha MOBTOPHO 0OpabOTEHOTO H3/ENue, B ChOTBETCTBHE
¢ rnaBa III or Hacrosums permament. Jluiero, W3BBPIIBAIIO
MOBTOpHAaTa 00paboTKa Ha M3JENIMETO, Ce CYHMTA 3a MPOM3BOJUTEN 32
nenute Ha wieH 3, nmaparpad 1 ot dupexrusa 85/374/ENO.
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3.  Upes geporaums or maparpad 2, 1Mo OTHOLICHHE Ha W3JCIHs 3a
€IHOKpaTHa yrnoTpeda, KOUTO ce 00padOTBAaT MOBTOPHO M W3IIOJI3BAT B
JaJeHo Je4eOHO 3aBeAeHUE, IbPKaBUTE WICHKM MOraT Jia pellar jaa He
IpuiaraT MpaBuiiaTa, OTHACSIIM CE JI0 3aJb/DKCHUSITa Ha IPOU3BOIM-
TEJUTE TI0 HACTOSIUS pErJaMeHT, INpH YCJIOBUE Y€ TrapaHTHpar
CJICIHOTO:

a) 0e30MacHOCTTA U JICHCTBUETO HA MOBTOPHO 00pabOTEHOTO HU3JEIUe ca
PaBHOCTOMHHM Ha TE3W HA MMHPBOHAYAIHOTO M3ICIHE U Ca CIa3eHH
W3HCKBaHMSTA MO WieH 5, nmaparpad 5, Oyksu a), 0), T), 1) €), K) u 3);

0) noBTopHara 00paboTka ce u3BbpuBa B choTBeTcTBUE ¢ OC, B KOUTO
nOPOOHO Ca OIKMCAHU M3WUCKBAHUSATA OTHOCHO:

— YyOpaBICHHETO Ha  PHUCKA, BKIOYATCIHO  aHauW3a  Ha
KOHCTPYKLIUSITA W MaTepuana, ChOTBETHHTE CBOMCTBa Ha
n3nenuero  (oOpareH  MHXCHEPUHT) W NpOILEAypHTe 32
OTKpUBaHE Ha TIPOMEHH B TMPOEKTA HA MTBPBOHAYAIHOTO
U3JeNMe, KaKTO M 3a HErOBOTO IUIAHMPAHO INPUIOKEHHE CICH
MOBTOpHATa 00paboTKa,

— BaJIMAUPAHCTO Ha MPOUCAYPUTE 3a LCIUA IMPOUEC, BKIIOUYUTCIHO
CTAIIMTEC I10 IMOYUCTBAHE,

— OCB060>KZ[aBaHeTO Ha MOPOAYKTa W M3IUTBAHETO Ha )Ief/'ICTBI/IeTO,
— CHCTCMaTa 3a yHnpaBJICHUEC Ha Ka4dCCTBOTO,

— JIOKJIQJIBAHETO HA WHUMWICHTH, BKIIOYBAIIM HU3ICJIMsA, KOUTO ca
OWIM TIOBTOPHO 00pabOTeHH, U

— TPOCIEIUMOCTTa Ha MOBTOPHO OOPAOOTCHUTE HM3/CIHS.

JlbpkaBUTC WICHKH HAchbpYaBaT M MOrarT Ja W3HCKaT JieueOHHTEe
3aBeJieHHs] Ja NPEeJOCTaBAT HWHGOpPMAaNus Ha TAMUEHTHTE OTHOCHO
M3MOJ3BAHETO HA TIOBTOPHO OOpabOTeHHM Wu3ACIHS B pPAMKHUTE Ha
7e4eOHOTO 3aBEACHHE W, KOraro € Melecho0pa3sHO, BCSKaKBa apyra
UHpOpPMaIUs OT 3HAYEHHE 3a I[IOBTOPHO OOpabOTCHUTE W3ACIHA,
OPHIOKCHH BBPXY MAIUCHTUTE.

JbpxkaBute uieHkH yBenomsABarT KomucusTa M OCTaHaIUTE IbpPHKABU
WIEHKHM 32  HAlMOHAJIHUTE  pasnopeadu, BbBEIEHH  CBIJIACHO
HacTosIMs maparpad, W 3a OCHOBAaHMATA 32 BBBEKAAHETO HM.
Komucusra npaBu Tazum uHGOpPMAIHS ITyOIUIHO JOCTOSIHHUE.

4. JIppKaBUTE WICHKH MOTaT [la PEIIaT Ja IPUIarar pasmnopenoure,
HOCOYCHH B maparpad 3, U IO OTHOLICHHC Ha W3/CNIHS 33 eIHOKpaTHa
ynotpeba, KOUTO ce 00paboTBaT TIMOBTOPHO OT BHHIIHH JIKIIA,
M3BBPIIBAIIM [TOBTOPHA 00paboTKa MO HMCKAaHE Ha JICYEOHO 3aBEICHHE,
OpH yCJIOBHE Y€ MOBTOPHO O0OPabOTEHOTO M3JEIHE B CBOSTA IPUIOCT CE
BPBINA Ha TOBA JICYCOHO 3aBEJICHHE M Y€ TOBA BBHINHO JIMIE Cla3Ba
W3UCKBaHMATA, TIOCOYeHN B maparpad 3, OykBu a) u 0).

5. Komwucusara npuema B chOTBETCTBUE C WieH 9, maparpad 1 HeoO-
xoaumute OC, mocouenu B maparpad 3, Oyksa 0), 1o 26 wmait 2020 .
Te3su OC ca B CbOTBETCTBUE C Hail-HOBUTE HAy4yHM J0Ka3aTelCcTBa U
BKIIFOYBAT MPWJIAraHETO Ha OONIMTEe M3UCKBaHUs 3a O€30MacHOCT M
JeicTBHe, MpPEeABUACHM B HACTOSINUS peryiaMeHT. B ciywail ye Te3u
OC He ca mpuetn g0 26 maii 2020 r., moBTOpHaTa 00paboTKa Cce
W3BBPIIBA CHIVIACHO CHOTBETHUTE XApMOHHM3UPAHH CTAHAAPTH U
HAaLMOHATHU PA3NopendH, ¢ KOUTO ce TapaHTUpa CNa3BaHETO Ha U3HUCK-
BaHHATA, IMOCOYeHU B maparpad 3, Oyksa 0). Cmazanero Ha OC wim,
npu sunca Ha OC, Ha CHOTBETHUTE XapMOHU3UPAHU CTaHAAPTH U HA
HAIMOHATHHUTE Pa3nopendy, ce YAOCTOBEpsBa OT HOTH(MHUIMpPAH OPTaH.
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6.  Morar ga ce 00paboTBaT MOBTOPHO €IWHCTBEHO M3ICIHS 3a €IHO-
KpaTHa yrnoTpeba, KOMTO ca IyCHaTH Ha Ma3apa B CBOTBETCTBUE C
HACTOSAIMS perjlaMeHT wuiu npeau 26 wmail 2020 1. cbIiacHoO
HupexrtuBa 93/42/ENO.

7. W3pmenus 3a eqHOKpaTHa ynorpeba MOrar Ja ce Mojjarar eIfH-
CTBEHO Ha IOBTOpHa 00paloTKa, KOATO ce cuuTa 3a Oe3omacHa B ChOT-
BETCTBHE C HAil-HOBHUTE HAYYHHU JI0KA3aTEJICTBA.

8. Hmeto u azpechT HAa (PU3NYECKOTO WM IOPUANYECKOTO JIULE 110
naparpag 2 W Apyrara mmaiia OTHOIICHHE WH(OpMAIHs, MOCOYCHA B
paszmen 23 OT HpHIOXKEHHE I, ce MocoYBaT BBPXY CTHKETa M, aKO ¢
MPUIOKAMO, B HHCTPYKLMUTE 32 yrnoTpeda Ha MOBTOPHO 00OpabOTEHOTO
n3JeIre.

VMeTo W afpechT Ha MPOM3BOIHUTEIS HA ITbPBOHAYAIHOTO H3/CIHE 33
e/IHOKpaTHa yrnotpeba HsiMa Ja ce I0COoYBa ITOBEYC BBPXY CTHKETA, a Ce
yKa3Ba B MHCTPYKIIMUTE 3a yrnorpeba Ha TMOBTOPHO 00pabOTEHOTO
U3JIeTIHe.

9.  IwppxaBa 4YIeHKa, KOATO IO3BOJISIBA MOBTOpHAaTra oOpaboTKa Ha
M3/eNHs 3a €IQHOKpaTHa yrnortpeba, MOKEe Oa MPOAB/DKH [a Ipuiara
WK []a BbBEJC HALMOHAIHU Pa3nopendd, KOUTO €a MO-CTPOTH OT Mpej-
BUJICHUTE B HACTOSIIHS PErJIaMEHT U C KOWTO Ha HeiHa TepUTOpHUS ce
orpaHMYaBa WM 3a0paHsBa CICIHOTO:

a) moBTOpHaTa 00pa0OTKa Ha HW3JENUs 3a €JHOKpaTHa yrorpeba u
NPEeXBBbPIITHETO Ha M3JENHs 3a eJHOKpaTHa yrnoTpeba B Jpyra
JbprKaBa WiICHKAa WITH TPETa JbpkaBa C Iell TAXHATa MOBTOPHA 00pa-
0OTKa;

0) TpeOCTaBIHETO WM TOCIHIE/IBaIaTa yrnoTpeda Ha IOBTOPHO o0Opa-
0OTeHM W3JeHs 3a eIHOKpaTHa yrorpeoda.

JIbp)KaBUTEe 4IEHKH yBeAoMsBaT KommucusTa M OCTaHAIHUTE IbPXKaBU
YICHKH 32 TE3W HAIMOHAJHHU pasmopendbu. Komucusita mnpaBu Tasu
uHpopManus MyOJIUYHO JOCTOSHUE.

10.  Jo 27 wmait 2024 1. Kommcusita H3TOTBS JOKJIaJ OTHOCHO
JICCTBUETO Ha HACTOSIIMS WIEH M Tro TMpeiacTaBs Ha EBponeickus
napaamedT n Ha CobBera. B3 ocHoBa Ha To3m mokian Komwucwsra
BHAacs, akKo € HeoO0XOAMMO, NPEAIOKEHHUS 3a HU3MEHEHHEe Ha
HACTOSIIIUS PErJIaMEHT.

Ynen 18

KapTa 3a UMIUIAHTA U HH(l)OpMal.ll/lﬂ, KOATO TpﬂﬁBa aa ce aajae Ha
MNAalUEeHT ¢ UMIUVIAHTUPAHO HU3Jae/Ine

1. HpOI/ISBO,HI/ITBHSIT Ha  UMIUIAHTUPYEMO  HM3ACIUEC MPCAOCTaBA
CJII€AHOTO 3a€aHO C U3JICIUCTO:

a) uH(opMalys, No3BOIABAIIA WACHTH(DUKAIUATA HA U3/EITHETO, BKIIO-
YUTEJIHO HAUMCHOBAHMETO Ha W3JCIUETO, CEpUHHMS HOMEp,
MapTUAHUSA KOJ WM HoMepa Ha maprupara, UDI, mozena Ha wu3ne-
JIUETO, KaKTO M HaWMMECHOBAHMETO, ajpeca M yeOcaliTa Ha MPOM3BO-
JIATETIS;

0) BCSKAKBU MpPEAYNPEXKICHUS, NPEANasHd MEPKH HIH MEPKH, KOUTO
TpsiOBa Ja ce mnpeanpueMar OT IalUeHTa WIA MEIUIHUHCKUS
CHELMAIUCT 10 OTHOIIEHHE Ha pPELUIPOYHO B3aUMOJEHCTBUE C
pa3yMHO NpEABUIMMH BBHIIHU BIUSHHSA, MEAMLUHCKH Iperienu
WIN YCJIOBHSI Ha OKOJIHATa Cpena;

B) Bcska HH(OpManus 3a OYAaKBAaHMS EKCIUIOATAllMOHEH CPOK Ha
U3/ICIIIETO W BCSKAKBH HEOOXOIVMHE IIOCIIEIBAIIN JCHCTBHUS;
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I) BCsAKakBa Apyra MHGoOpMmauus, Taka 4e Ja ce rapaHTupa 0e30IacHOTO
M3MION3BaHE HA W3JEIMETO OT MamHeHTa, BKIIOYUTENHO HHDOp-
Mmanusta B pasznen 23.4, Oyksa ¢) ot mpunoxenue I

[Tocouenara B mbpBa anuHes: HHPOPMALIUS CE MPEJOCTaBs C IeN OCHUTY-
PSIBaHETO i HA KOHKPETHHUS MALMEHT, HAa KOHTO € MMIIAHTHPAaHO H3je-
JMETO, 10 HAa4MH, KOHTO JaBa BB3MOXHOCT 3a OBbp3 AOCTBI 1O Ta3u
uHpOpMaIus, U Ha e3uk(un), onpeneneH(u) OT ChOTBETHATA JIbp)KaBa
uynenka. Madopmanusara e HammcaHa Taka, 4e J1a € JISCHO pa3oupaema 3a
HECIEUATINCT, U CE aKTyaJu3upa, KOraro € MPUIOKHMO. AKTyau3H-
panata mHQOpMaLUs ce TMPEIOCTaBs Ha PA3MOJIOKEHHE Ha MalUeHTa
rocpesicTBOM yeOcaiita, TOcOYeH B OyKBa a) Ha I'bpBa ajJuHEsl.

OcBeH TOBa MPOU3BOAUTEIAT NPENOCTaBs [IOCOYEHATa IbpBA aJMHEs,
OykBa a) uH(poOpMalMs Ha KapTaTa 3a UMIIIAHTA, KOSATO CE JOCTaBs C
U3JEIUETO.

2. JIppxaBUTE UIEHKM H3UCKBAT OT JIe4eOHHMTE 3aBelCHHA [a
IPEIOCTaBAT IOocoYeHaTa B maparpad | mHbopMamms — 1o HaumH,
KOWTO JaBa BB3MOXKHOCT 3a OBP3 JOCTBII O HESI — Ha IANUCHTHUTE,
Ha KOUTO € UMILIAHTHPAHO U3JEIMETO, 3a€[HO C KapTara 3a UMILIAHTA,
Ha KOSATO € HAHECEHa TAXHATa CaMOJIMYHOCT.

3.  CraegHuTe MMIUIAHTH Ca M3KIIIOYEHU OT 3aJbJDKCHMSATA, MOCOYCHU
B HACTOSIIMS WICH: XUPYPIHYECKA KOHIM, CKOOH, CTOMATOJOTHMYHH
3aIpJIBAllld  MaTepUalld, CTOMATOJNOTMYHH CKOOM, 3BOHHU KOPOHKH,
BHHTOBE, KIMHOBE, IUIACTUHH, MPOBOJHUIM, IIUPTOBE, KIMIICOBE H
koHekropu. Ha Komucusita ce mpenocrassi mpaBOMOIIMETO Jia MpHEMa
JIeJIETUPAaHN aKTOBE B CHOTBETCTBME ¢ WwieH 115 3a n3MeHeHue Ha TO3U
CIIMCBK, KaTo J00aBst KbM HErO JPYT THIT UMIUIAHTH WM KaTO 3aJIn4aBa
OT HCro UMILIIAHTH.

Ynen 19

EC pekaapanusi 3a cbOTBeTCTBHE

1. B EC nexkmapauusita 3a ChOTBETCTBHE CE€ IIOCOYBA, Y€ H3HMCK-
BaHMATA O HACTOSIIMS PETJIAMEHT Ca HM3IIBIHEHH MO OTHOLICHHE Ha
00XBaHATOTO OT JCKJIapanusra usaenue. [IPOU3BOAMUTEISIT MOCTOSHHO
aktyanusupa EC gexmapamusita 3a cbotBeTcTBHe. EC nekmnaparusita 3a
CHOTBETCTBHE ChAbpKa Hal-Malko uWHQoOpMamusTa, I[OCOYEHA B
npuwioxkenue [V, m ce mnpeBexaa Ha oduuuaneH(Hu) e3uk(iM) Ha
Cwh1o3a, U3MCKBaH(M) OT JbpkaBara(uTe) uwieHKa(u), B KOATO(KOHUTO) ce
MPEJOCTaBs M3/CIHUETO.

2. Koraro no oTHOIIEHHE Ha acCIEKTH, KOUTO HE IONaaar B oOxBara
Ha HACTOSILUS PErJIaMEeHT, KbM H3JeNUsTa Ce MpHIaraT APYrd 3aKOHO-
nareiqHu akToBe Ha Chro3a, xouto cbiio usuckBar EC peknmapanms 3a
CHOTBETCTBHE OT NPOM3BOAMTENS 3a JOKAa3BaHE Ha W3MBIHCHHETO Ha
W3MCKBAaHUATA O JaJCHHUS 3aKOHOJATENIeH aKT, Ce M3rOTBSl CaMO €IHa
EC neknmapanust 3a CbhOTBETCTBHE BBB Bpb3Ka C BCHYKH aKTOBE Ha
Cpro3a, MPWIOKHUMH KBM H3IeNHeTo. Jleknmapanusra chIbpka IisuiaTa
HeoOXxoauma HMH(OpMalMs 3a yCTaHOBSIBAHE HA 3aKOHOJATEIHHS aKT
Ha Cpro3a, ¢ KOWTO € CBbp3aHa ChOTBETHATa JEKJIapariusl.

3. Karo wsrorBs EC gexmapamusita 3a ChOTBETCTBHUE, IPOU3BO-
JUTEISIT TI0eMa OTTOBOPHOCTTA 332 CHOTBETCTBHUETO C HM3HMCKBAHUATA Ha
HACTOSIIIUS PErJIaMEHT M BCHYKH OCTaHaJM 3aKOHOJATEIHHM aKTOBE Ha
Cpro3a, MPWIOKHMH KbM H3IEIHETO.
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4. Ha Kommucusta ce mpeaoctaBsi NMpaBOMOIIMETO Ja HpueMa Jele-
TUpaHU aKTOBE B CHOTBETCTBHE ¢ wieH 115 3a M3MeHeHHe Ha MHHH-
MaJIHOTO ChIabpkaHue Ha EC gexnmapanusita 3a CbhbOTBETCTBHE I10
npuinoxxkenue [V ¢ ornen Ha TeXHUUECKUs MPOTpec.

Ynen 20

MapkupoBka 3a croTBeTcTBHE ,,CE*

1. Cunra ce, e U3AENHUATA, PA3TUYHH OT M3AENUATA, H3PAOOTEHH IO
OpbhYKa, WIM OT M3JENMATa 3a KIMHUYHO M3MUTBAHE, ca B CBOT-
BCTCTBUEC C HU3HUCKBAHHUATA HA HACTOALINA PETIIaMCHT, KOIraTO BBPXY
TAX € HaHeceHa MapKHpoBKaTa 3a choTBercTBHe ,,CE®, ommcana B
npuioxkeHue V.

2. K»m wmapkupoBkara ,,CE“ ce mnpumarar oOmmre IpUHIMIN,
onpenenenu B wieH 30 or Permament (EO) Ne 765/2008.

3. MapkupoBkara ,,CE®“ ce HaHacs BbpPXy CaMOTO H3JEIME WIU
HeroBaTa CTEpHJIHA OMAKOBKA IO TAaKbB HA4YMH, 4e 1a ObAe BHANMA,
yeTiuBa U He3anuuuma. Korato ToBa He € BB3MOXHO WM HE MOXE
Ja ObJe rapaHTUPAHO TOPaH €CTECTBOTO HA M3JEIHETO, MapKHPOBKATA
,,CE® ce HaHacsl BbpXy omakoBkaTa. Mapkuposkara ,,CE* e Hamu4uHa u
B MHCTPYKLHUHUTE 3a ynoTpeda U BbPXY THProBCKaTa OMAaKOBKa.

4.  MapkupoBkara ,,CE“ ce HaHacs mnpeau u3JIenueTo aa Obje
MyCHATO Ha maszapa. Ts Moxe Ja ObJe cielBaHa OT MHUKTOTpaMa WIIN
HSIKaKbB JIPYT 3HAK, yKa3Ball CIICLHANeH PUCK WM YHOTpeoOa.

5. Koraro e mpunoxumo, mapkupoBkara ,,CE*“ e cienBana ot uaeH-
TU(QUKAIMOHHUS HOMEp Ha HOTU(QUIMPAHMUS OpraH, OTroBapsl] 3a
MPOLIEAYPUTE 3a OLEHSIBaHE HA CHOTBETCTBUETO MO ujeH 52. Vnentu-
(hUKAIMOHHUAT HOMEP Ce TMOCOYBAa M BBPXY BCEKH PEKIAMEH MaTepual,
KOWTO yKa3Ba, 4e M3ICIMETO OTroBaps Ha H3UCKBAHHUATA 3a MAapKH-
poBkarta ,,CE®.

6. Koraro xpM H3aenmsATa Ce IpHUiIaraT Jpyru 3aKOHOAATEIHN aKTOBE
Ha Cbl03a, KOUTO CHILIO NMPEABMKIAT HAaHACSIHE HA Mapkuposkara ,,CE®,
MapkupoBkara ,,CE®“ yka3pa, 4e u3genusiTa OTroBapsT Ha W3MCKBAHHUATA
7 Ha JIPyTUTE 3aKOHOIATENHH aKTOBE.

Ynen 21

HN3penanst ¢be crenuaaIHo npeaHasHaAaYeHUue
1. I[T:p)KaBI/ITe YJIICHKHU HE Cbh3JaBaT IMPCYKU 3a:

a) M3enus 3a KIMHUYHO W3NHWTBaHE, TOCTaBSIHM HA H3CJIENOBATeN 3a
LEeJINTe Ha KIMHUYHO HM3NMTBAaHE, ako T€ OTTOBApST Ha YCIOBHUSATA,
ycTaHOBEeHH B uieHoBe 62—80 u wuneH 82, B aKTOBETE 3a H3IBJI-
HEeHHWe, NMPUEeTH ChIIIacHO WwieH 81, u B mpmiokenne XV;

0) M3pabOTeHU 10 MOPBYKA M3JIENNsS, KOUTO CE MPEJOCTABST Ha IMasapa,
aKo ca CIa3eHd W3MCKBaHHWATA Ha wWieH 52, maparpadp 8
npunoxenue XIII.

Bppxy uzgenusara, mocoueHH B IbpBAa aJIMHEs, HE CE HAHACSH MapKH-
poBkata ,,CE®, ocBeH BBpXy HM3AENHITA, IOCOYCHHU B WieH 74.

2. U3penwusara, u3pabOTEHU MO MOPHUKA, CE MPHIPYKABAT OT JCKIa-
pamusta no pasmen 1 ot mpunokenue XIII, kosto ce mpemocraBsi Ha
OTJCJTHHS TTALMEHT WM OTPEOUTEI, TOCOUEH 10 UME, ChKPALICHUE WU
nu(ppoB KOJI.
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ll’bp)KaBl/ITe YJICHKHW MOoraT Ja M3HUCKBAT OT IIPOU3BOAUTECIIA HA HU3CIINEC,
I/I3pa6OTeHO 110 IMOPBYKa, Ia IMPEACTaBu HAa KOMICTCHTHHA OpraH CIIHUCBHK
Ha TakKuBa U3ACJIHsA, KOUTO Ca oumn NPpeAOCTaBCHU HA TCPUTOpPUATA UM.

3.  Ha TbproBckn NaHawpH, H3JI0KOH, AEMOHCTPALMM WM CXOAHHU
MEPONPUATHA JbpP)KaBUTC WIECHKH HE Cbh3/aBaT IPEYKH 3a JIEMOH-
CTpalysaTa Ha M3JIeJIUsl, KOUTO HE OTIOBapsAT HA HACTOALIMS PErIaMEHT,
TIpU yCJIOBHE Y€ BUJIWM 3HAK SICHO yKa3Ba, ye TE3W W3JeNHs ca Ipe.-
Ha3HAUYEHM CaMo 3a IPEACTaBsSHE WU C LeJl JEMOHCTpalUs U He MOorar
Ja ce MPeJOoCTaBsT, AOKaTo He ObJaT NPUBEICHH B CHOTBETCTBUE C
HACTOSIIIUS PErJIaMeHT.

Ynen 22

Cucremu U HaGoOpH

1.  ®usnyeckuTe WIN IOPUINYECKUTE JIMIA U3TOTBAT AEKIapaiys, ako
KOMIUIEKTYBaT M3JeNusi ¢ HaHeceHa MmapkupoBka ,,CE“ cbc crennute
JpYTU W3JEIUsl WIK NPOJYKTH, [0 HAYMH, KOHTO € CbBMECTHM C Ipel-
Ha3HAUYEHHETO Ha M3JENUATa WINA JPYTUTe MPOAYKTH M € B PaMKUTE Ha
ynorpebara, MocoyeHa OT IIPOM3BOJUTENUTE MM, 3a Ja I'M IyCcKaT Ha
razapa KaTto CHCTeMa Wi Habop:

a) Ipyru U3Jenus ¢ HaHeceHa MapkupoBka ,,CE®;

0) MEIUIIMHCKM M3JIeNUs 32 WHBUTPO JIMATHOCTHKA C HaHECCHa
mapkupoBka ,,CE“ B ceorBercTBre ¢ Pernament (EC) 2017/746;

B) IPYTH MPOAYKTH, KOUTO Ca B CHOTBETCTBUE ChC 3aKOHOIATEIICTBOTO,
OPHJIOKHUMO KbM TE3HM MPOAYKTH, CAMO KOTaro T C€ M3I0NI3BaT B
paMKUTe Ha MEJHUIUHCKA TPOIEeypa WIA HATHYHETO UM B CHCTeMaTa
Wi Habopa € 00OCHOBaH IO JIPYTr HAauuH.

2. B pnexmapanmsta mo maparpad | ChOTBETHOTO (DHU3MYECKO WIIN
IOPUJIMYECKO JINIE ACKJIApHpa, 4ue:

a) € IPOBEPHJIO CHBMECTUMOCTTA HA M3JEIHATA U, aKO € MPHIIOKHUMO,
Ha JIPyTuTe MPOAYKTH B ChOTBETCTBHE C MHCTPYKLUHUTE Ha IPOU3BO-
JUTEIUTE M € M3BBPIIMIO TE3H JACHHOCTH CBIVIACHO MOCOYCHUTE
HHCTPYKLUHY;

0) e omakoBajio cucTemara Wid Habopa M € NMPeaoCTaBUIO Ha MOTPeOH-
Tenute HeoOXxoauMaTa wuH(MOpMalMs, BKIOYBama HHoOpMaImsTa,
MPEJOCTaBsiHa OT IPOW3BOJAUTENIUTE Ha W3JCNUATa WM JPYTUTe
MIPOIYKTH, KOUTO ca OWIIM KOMILUICKTYBaHH;

B) KbM KOMIUIEKTYBAaHETO Ha M3JEIMATa M, aKO € IPUIOKUMO, Ha
JIpyruTe NPOAYKTH KaTo cHUCTeMa WIM Habop ca ce Ipuiaraiu
MOAXO/IINTE METOIH 3a BBTPEIIHO HAOMIOAEHNE, IPOBEPKa 1 BaIH-
JIpaHe.

3.  Besko Qu3MUECKO WM FOPHIUYECKO JIMIE, KOETO CTEePHIN3Upa
CHCTeMH WJIM HAaOOpH, MOCOYeHU B maparpad 1, ¢ men mycKkaHeTo MM Ha
nasapa, Ipujara o cBoit u300p eaHa oT mpoLexypuTe B mpuiokenue IX
uinu mporeaypara B yact A ot npunoxenue XI. Ilpunmaranero Ha Te3m
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IpOLEeIypH M y4acTHETO Ha HOTH(UIMpaHHUs OpraH ce OrpaHuyaBa 10
aCIEeKTUTE Ha MpoLeNyparTa, CBbP3aHM C ITIOCTUTaHE HA M3MCKBAHUATA 32
CTEPUIIHOCT O MOMEHTAa Ha OTBApsAHE Ha CTEPHUIHATA OIAKOBKA WIIA
HOBPEXJaHeTo M. (DU3MYECKOTO MM IOPUIMYECKOTO JIMIE H3TOTBS
JIeKIapanus, B KOATO JEKJIapupa, 4e CTEpUIM3alHAaTa € U3BLPIICHA B
CBOTBETCTBUE C MHCTPYKIMUTE Ha IPOU3BOIUTEIIA.

4. KoraTo cucTeMUTe WIN HAOOPHUTE BKITIOYBAT U3JCNHUS, KOUTO HE ca
¢ HaHeceHa MapkupoBka ,,CE®, wim korato m30paHaTa KOMOMHAIHMS OT
M3JIeHsl HE € ChBMECTUMA C TAXHOTO IThPBOHAYAIHO INpeIHA3HAYCHUE,
WM KOrato CTCpuin3anusaTa HE € 6I/IJ'[3. H3BBPIICHA B CBHOTBCTCTBUE C
WHCTPYKIMUTE HA MPOHM3BONUTENS, CHUCTEMaTa WIH Ha0OpbT ce
pasriexja KaTo OTIENIHO M3[elHe U KbM HEero ce Ipujiara cbOTBETHaTa
MpoIeAypa 3a OLEHsBaHE HAa CHOTBETCTBHETO ChITIAcHO wieH 52. dusu-
YECKOTO WJIM IOPUINYECKOTO JIHIE MOeMa 3aIb/DKCHUSITA Ha POU3BOIH-
TEIHTE.

5. Cucremute wiau Habopute no maparpad | oT HacTosus 4ieH
HsSMaT HaHECeHa JOMBJIHUTeNHa MapkupoBka ,,CE“, a Bbpxy Tsix ce
[I0COYBAT HMETO, PETUCTPUPAHOTO THPrOBCKO HAMMEHOBAHUE WU
peructpupaHara ThProBcka Mapka Ha JuneTo mo maparpadu 1 u 3 ot
HACTOSIINS YIEH, KaKTO M aJpechT, Ha KOMTO MOXeE J]a ce OCBHIIECTBH
BpB3Ka C JIMLETO, Taka ue Aa ObJe BB3MOXKHO J1a CE YCTAHOBU MECTO-
HaxokaeHneto My. CructeMuTe U HaOOpHTE ce MPUAPYKABaT OT HHOOP-
MauusTa 1o paszeln 23 or npunoxenue l. JlexnapauusTa no naparpad 2
OT HACTOAIIUS UJIEH Ce ChXPaHsABA Ha Pa3MoNIOKEHNEe HAa KOMIIETEHTHHUTE
OpraHu ciej KOMIUIEKTYBaHETO Ha cUcCTeMaTa WIM Halopa 3a Cpoka,
NpUIOKAM cbritacHo wieH 10, maparpad 8 KbM KOMIUICKTYBaHUTE
n3genus. Koraro Te3u cpokoBe ca pa3jiMuHM, € Ipuilara Hai-IbITUsT
OT THX.

Ynen 23

YacTu M1 KOMIIOHEHTH

1.  Bcesko (U3HUYECKO WM IOPHAMYECKO JIMIIE, KOCTO IMPENOCTaBs Ha
nasapa apTUKYJ, CICHUANHO IPEeJHA3HAYCH Ja 3aMEHM HJCHTHYHA WIH
CXORHA Hepa3JlelHAa YacT WIM KOMIIOHGHT Ha W3JeNHe, KOiTo e
nedexTen mam m3xabeH, 3a Ja 3ama3sd WIM BB3CTAHOBU (pyHKUUMATA Ha
n3zennero, 06e3 @ MPOMEHs] HEroBHTE XapaKTePHUCTHKH BHB BPB3Ka C
JeiicTBeTo WM 0OE30ImaCHOCTTa MIIM  HEroBOTO IIpEJHAa3HA4CHUCE,
rapaHTupa, 4e apTUKYJIbT HE OKa3Ba OTPULATENHO BB3JCHCTBUE BBHPXY
OesomacHOoCTTa M JCHCTBHETO Ha wm3genuero. Ha pasmonokeHue Ha
KOMIICTCHTHUTE OPraHd Ha JbP)KABUTE WICHKHM CE ChXPAHABAT J0Ka3a-
TEJICTBA B MOJKpENa Ha TOPENoCOYEHOTO.

2. ApTHKyJ, KOMTO € CHenuagHO MpeJHa3Ha4deH /a 3aMEHU YacT WIH
KOMIIOHEHT Ha HW3JIeNIMe M KOHTO CBHIIECTBEHO MPOMEHS XapaKTepuc-
THKHTE BBB BPB3Ka C JEHCTBHETO WJIM OE€30IaCHOCTTa WM IpeJHa3Ha-
YEHHETO Ha M3JIeNTUeTO, Ce CUMTA 3a M3JeNne W TPsAOBa Ia OTroBaps Ha
W3HCKBAHMATA, ONPEJCIICHH B HACTOSIIUS PErJIAMEHT.

Ynen 24

CB0001HO JBHKEHHE

OcBeH KOraro € TMpeJBUIEHO Jpyro B HACTOSIIMS pErjiaMeHT,
Obp)KaBUTE WICHKH HE OTKa3BaT, He 3a0paHsBaT M He OrpaHHyYaBar
MPEJOCTABsIHETO Ha I1a3apa WM IIyCKaHEeTO B JIEHCTBUE HA TEPUTOPHSTA
CH Ha U3ACNHs, KOMTO OTrOBapsT HA M3MCKBAHUATA I0 HACTOSIIUS
periIaMeHT.
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T'JIABA 11T

HUIEHTU®UKALIUA MW TIPOCIEIUMOCT HA M3IEJIMATA,

PETMHCTPAIIMAA HA  U3JAEJNUATA WU  UMKOHOMMUYECKHUTE

OINIEPATOPH, PE3IOME OTHOCHO BE3OIIACHOCTTA H"

KJIUHAYHATA E®EKTUBHOCT, EBPOINENICKA BA3A JTAHHM 3A
ME/JUIUHCKUTE U3JAEJIUA

Ynen 25

HUnentudukanus mo BepUraTta Ha J0CTaBKa

1. ILI/ICTpI/I6yTOpI/IT€ U BHOCUTCIIUTE CU CHTpyAHHYAT C MPOU3BOAU-
TCIUTC WIN YIIBTHOMOIICHUTE NPEACTABUTCIIN C ILCIT OCUTYPABAHCTO Ha
MoAXOAsAII0 HUBO Ha MNPOCICAMMOCT Ha HU3ACIIUATA.

2. VxoHOoMH4YecKHTE OIleparopu TpsOBa Ja Morar Ja I0co4aTr Ha
KOMITETEHTHHSI OpraH 3a mepuoaa mo wieH 10, maparpad 8 ciemHOTO:

a) BCEKM HKOHOMHYECKH OIepaTrop, Ha KOTOTO MPSKO ca JTOCTaBUIIN
u3JeIne;

0) BCeKM HMKOHOMUYECKH OIEepaTop, KOWTO NPSKO WM € JOCTaBHI
U3JeNue;

B) BCSKO JICUeOHO 3aBEJCHUE WJIM MEIUIIMHCKH CIEIHAINCT, Ha KOTOTO
MIPSAKO Ca JTOCTABUIIU H3JIEITHE.

Ynen 26

HOMeHKJIaTypa HAa MCIUIUHCKHUTE HU3Ae/IUs

C ornen aa ce ynecHu (yHKIMOHUpaHeTo Ha EBporeiickata 6a3a JaHHU
3a  MmeauuuHckure wu3nenus  (Eudamed), mnocouena B unen 33,
Komucusra rapantupa, e MeXIyHApOIHO NMPU3HATa HOMEHKIATypa Ha
MEIUIMHCKUTE U3JEHs Ce MPEJOCTaBs Oe3MIaTHO HA TPOU3BOIUTEIIHTE
W JApyTH (DU3HYECKM WIH [OPHAWYECKH JIHIA, OT KOHTO ChITIACHO
HACTOSIIIUSI PErJIAaMEHT Ce M3KMCKBA Jia M3IMOJ3BAT Ta3h HOMEHKIATYpaA.
Komucwusta ce cTpeMu ChINO Ja rapaHTHpa, 4e Ta3u HOMEHKIATYpa € Ha
pa3noioKeHHe W Ha IPYrH 3aMHTEPECOBaHU CTPAaHU OE€3IIaTHO, KOTraTo
TOBa € Pa3yMHO OCBIIECTBHMO.

Ynen 27

Cucrema 3a YHHUKaTHA H}IeHTHq)HKﬁIH/Iﬂ Ha u3aeausta

1. Cucremara 3a yHUKaJIHa WACHTH(UKAIUS HA u3enusTa (,,cucreMma
3a UDI), onucana B wact B ot npunoxenue VI, 1aBa Bb3MOXHOCT 3a
WICHTU(DUKALMSA U YJICCHSIBA MPOCICIUMOCTTA HA U3ACIHATA, Pa3IHIHH
OT W3AeNHATa, N3pa0OTEHH MO MOPBYKA, U OT H3JCIUATA 32 KIMHUYHO
H3MUTBAHE, U C€ ChCTOM OT CIIETHOTO:

a) cwp3gaBane Ha UDI, koeTo BkiIOUBa:

1) KOHKpETeH 3a CHOTBETHHUS NPOM3BOAUTEN W H3JACIUE HICHTHU-
¢ukarop Ha uznenuero (UDI-DI), koiito npemoctaBsi JOCTBIT 110
uHpopmanuaTa 1o yact b or mpunoxenune VI,
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il) ugentudukarop Ha npousBopctBoto (UDI-PI), xoiito naeHTH-
¢umpa mponsBejeHaTa eJWHHIA OT AAJCHO M3IENHE M, aKo €
HOPUIOKHUMO, OIAKOBAHUTE M3JEIHs, CBIJIACHO IOCOYEHOTO B
yacT B ot mpunoxenue VI

0) mocraBsHe Ha UDI BBpXy eTHKeTa Ha U3JCIUETO WIH BBPXY
HEroBaTa OIaKOBKa;

B) cbxpaHeHne Ha UDI 0T HWKOHOMHYECKH OIEpaTopH, JieueOHU
3aBEIEHUS U MEIULMHCKU CHELUAINCTH B CHOTBETCTBHE C YyCIO-
BUSTA, NPEIBUICHU CHOTBETHO B maparpadu 8 u 9 OT HACTOSIIUA
YJIEH;

I) Ch3/aBaHE Ha EJEKTPOHHA CHCTEMa 32 YHHKalTHA MACHTH(UKALIUS Ha
u3aenusra (,,0a3a ganau 3a UDI®) B choTBeTcTBHE C 4iieH 28.

2. TlocpenctBoM akToBe 3a m3mbiaHeHHe Komucusita ompenens eauH
WIN HKOJIKO CyOeKTa, KOMTO Jia YIpaBJIsiBaT CUCTEMa 3a OIpeJelsiHe Ha
UDI cbriacHO HaCTOSIIMS periaMeHT (,u3aasaiy cyoekt™). Tozu(Tesn)
cyOekT(u) TpsOBa J1a OTroBapsi(T) Ha BCHYKH IIOCOYEHH I10-J0JTY
KPUTEPHHU:

a) cyOeKThT € OpraHM3alusl C FOPUANYECKA MMPABOCYOCKTHOCT;

6) cucremara My 3a omnpexnensne Ha UDI e moxxoxasma ¢ ornen Ha
WACHTH(DUKALMATA HA M3JENUATa 110 BpEeMe Ha IUCTPUOyLHUsATa U
ynoTpebata WM B ChOTBETCTBHC C HM3HCKBAHUATA HA HACTOSIIUS
perjlaMeHT;

B) cucremara My 3a ompenensine Ha UDI orroBaps Ha ChOTBETHUTE
MEXJIyHapOJHU CTaHJIapTH;

r) cyOeKkThT MpenocTaBsi AOCTBHI 10 CHUCTEMaTa CH 3a ONpeiessiHe Ha
UDI Ha BCHYKM 3aMHTEPECOBAHM MOTPEOHMTENM B CHOTBETCTBUE C
MIPEIBApPUTEIHO YCTaHOBEHU MPO3pPAyHH YCIOBUS,

I1) CyOeKTBT C€ 3aJbJDKaBa Jla U3BBPIIBA CIEIHOTO:

i) ympaeisiBa cucremara cu 3a onpenensHe Ha UDI 3a cpok ot Haii-
Manko 10 roawHu ciex KaTto € OWII OIpeneseH;

ll) IIpU INOUCKBAHC IPEAOCTaBsI Ha Komucusita u Ha AbPIKABUTE
YJICHKH I/IHQ)OpMaHI/Iﬂ OTHOCHO CHUCTEMaTa CH 3a ONPECAC/IAHC Ha
UDI;

iil) IpoxbJDKaBa J1a OTrOBApsl HA KPUTEPUUTE U YCIOBUATA 3a OLpEa-
eINsHe.

[Ipn ompenensine Ha m3gaBamuTe cyoekTn Komucusita ce ctpemu naa
rapantupa, 4de Hocuteaute Ha UDI mo cmucena wa wact B ot
npunoxkenue VI, ca yHuBepcaliHO YeTHMH HE3aBHCHMO OT CHCTEMaTa,
WM3MOJI3BaHa OT W3JaBalius CyOeKT, Taka de Ja ce CBeAe 0 MHHUMYM
(uHaHCOBaTa ¥ aJMHHUCTPATHBHATa TEXKECT 34 WKOHOMHYECKHTE
OTepaTopu U JICUCOHUTE 3aBEICHMS.

3. Ilpenu na mycHe Ha maszapa WU3Jeliue, Pa3IUuHO OT W3JeNue, U3pa-
00TEHO MO MOPBYKA, MPOU3BOAUTEIAT ONMPEAETS 332 U3AEIUETO H, aKO €
MPUJIOKKMMO, 32 BCHYKH CJeJBally HUMBa Ha omakoBaHe, UDI, kosro e
Ch3JaJieHa IIpU Clla3BaHEe HA MPABUJIATa HA M3JaBall CyOeKT, ONpeaeieH
ot Komucusita B croTBeTcTBHE ¢ TIaparpad 2.

Ilpenn Ha mazapa Ja ObJe IyCHATO M3JENHUE, PAa3IMYHO OT H3JENUE,
u3paboTeHO 1O MOPBUKA, MIM OT H3JeNHe 332 KIMHUYHO H3IHTBAHE,
[IPOU3BOMUTENIAT IAPAHTUPA, Y€ MOcodyeHaTa B 4yacT b oT mpuioxeHue
VI unpopmanus 3a CbOTBETHOTO M3JENHME € NPABWIHO IMOJAJCHA U
npexBbpiicHa B Oazata manuu 3a UDI, mocouena B wieH 28.
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4. Hocutenure Ha UDI ce HaHacAT BBpXY €THKETa Ha M3JEJIHETO U
Ha BCUYKM ClIeIBAllld HUBA Ha omakoBaHe. CuuTa ce, 4ye cieIBaLIUTE
HUBA Ha ONAKOBAHE HE BKIIIOYBAT TOBAPHUTE KOHTEHHEPH.

5. UDI ce usnons3sa mnpu AOKIaJBaHE 3a CEPHO3HU HHLUICHTH U
KOPUTHpAIIN JEeHCTBHSA BBB BPb3Ka C OE30ITaCHOCTTa B CHOTBETCTBHE C
unieH 87.

6.  bazoBusar UDI-DI nmo cMuckia Ha ompenesieHHeTo B 4acT B oT
npunoxkenue VI ce mocouBa B EC pgexmapammsita 3a CHOTBETCTBHE,
1oco4yeHa B wieH 19.

7. Karo wuwact OT TexHHYecKaTa JOKYMEHTalusl, IIOCOYEHA B
npunoxkenue II, mpous3BoAMTENAT MOIABPKA aKTyalleH CIHCBHK Ha
Beruku UDI, xouto e ompememn.

8. MKoHOMHUECKHTE OnepaTopu CbXpaHABAT U IMOJABPKAT, 3a MpeJ-
MoYHTaHe 4pe3 eJeKTpoHHH cpencrBa, UDI Ha wu3nenusita, KOUTO ca
JOCTaBIJIM HJIM KOHMTO Ca MM OWJIM JOCTaBEeHH, aKO TEe3W M3IEHs ca:

— UMITIaHTHpyeMu u3genus ot kiac 11

— U3JeNHATa, KAaTETOPUUTE WM TPYNHTE H3JCTHSA, ONpEACTeHH C
Mmspka no naparpag 11, Oyksa a).

9.  JleueOHuUTe 3aBeleHUS CbXpaHABAT U MOJAABPXKAT, 3a Ipea-
MoyuTaHe upe3 enaekTpoHHH cpenacrsa, UDI Ha wusnenusrta, xouro ca
JOCTaBMIIM HMJIM KOUTO ca MM OWIM JOCTAaBeHW, aKO TE3M H3JENHs ca
UMILTaHTUpyeMH u3zenus ot kinac III

3a wu3genus, pasiMyHU OT UMILIaHTUpyemuTe wusjenus ot knac lI,
Ibp)KaBUTE WIEHKHM HAChpYaBaT M MOTaT Ja M3UCKBAT OT JieuyeOHUTe
3aBeIeHMs Jla ChXpaHsABaT U MOIIbPIKAT, 3a MPEIIOYUTaHEe Upe3 eleK-
TpoHHM cpenactBa, UDI Ha u3genusra, KOUTO ca UM OWJIM JOCTaBCHH.

JIbp)kaBuTe WICHKH HAChpyaBaT M MOTaT J1a U3UCKBAT OT MEIULUHCKUTE
CHELMAINCTH Jia CbhXpaHSABAaT M MOJNIbPXKAT, 3a MPEIINOYUTaHE dYpe3
enekTpoHHu cpenctBa, UDI Ha wu3penusara, kouto ca uM Owin
JIOCTaBEHU.

10.  Ha Komwcusita ce mpeaocTaBs MpaBOMOIIMETO Jia rpreMa Jelie-
TUPAaHU aKTOBE B CHOTBETCTBME C uieH 115:

a) 32 H3MEHEHHWe Ha chouchbka ¢ uHopmamusta mo 4acT b or
npuitoxkenue VI ¢ ornen Ha TEXHUUYECKUS MPOrpec; U

0) 3a U3McHEeHHEe Ha mpuiokeHue VI B 3aBUCHMOCT OT Pa3BUTHETO B
MEXJIYHApOJeH IUIaH W TEXHUYEeCKHs mporpec B oOnacTra Ha
YHUKQJIHaTa WJICHTU(GUKAINS Ha H3IEIUSITA.

11.  TlocpenctBom akToBe 3a wu3mbIHeHHe, Kommcuara moxe aa
ompenens TNOAPOOHWTE TpaBWjia W TNPOLEAYPHUTE AacleKTH Ha
cucremara 3a UDI, 3a ga ce rapanTipa XapMOHU3UPAHOTO U IIpUJIaraHe,
KaKTO W BBB BPB3Ka CHC CIIETHOTO:

a) ONpeNesIHETO Ha M3IeNUsTa, KaTEeTOPUHUTE WM TPYNUTe U3JIeNus, 3a
KOUTO Jia ce Tpuiiara 3aJbDKCHHETO Mo naparpad 8;

0) MoCcOYBaHETO Ha JaHHUTE, KOMTO Aa Obmat BkiaroueHn B UDI-PI na
KOHKPETHH M3CTIHs I TPYIH W3ICITHS;
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AxTOBETE 3a U3I'BJIHEHUC, ITOCOYCHU B IIbpBa aJIMHEA, CC€ IIpUEMaT B
CHOTBETCTBHE C MPOIEAypara MO pasriexIaHe, ocoucHa B wieH 114,
naparpad 3.

12.  Ilpu mnpuemMaHeTo Ha MEpKHUTE, IOCOUYeHHM B maparpad 11,
Komucusara B3ema npenBujl CIE€AHOTO:

a) TIOBEPUTEIHOCTTa M 3allTaTa Ha JaHHUTE, KAKTO € MOCOYCHO
cboTBETHO B wieHosBe 109 u 110;

0) moaxo/ja, OCHOBAaH Ha PHUCKa;
B) MKOHOMHYECKAaTa €(PEKTHBHOCT Ha MEPKHTE;

r) cOmmkaBaHero Ha cucremute 3a UDI, pa3paboTeHM Ha MexnIy-
HapOJHO HUBO;

J1) HEOOXOJUMOCTTa OT M30srBaHe Ha JyOJIMpaHETO B CHCTeMara 3a
UDI;

e) HYXIWUTE Ha CUCTCMUTE 3a 3/IpaBCONa3BaHC Ha ABPIKABUTEC YJICHKH, U
KOorato € Bb3MO>KHO, CbBMECTUMOCTTA C APYyru CUCTEMH 3a UACHTHU-
(I)I/IKaL[I/I}I Ha MCIUIIMHCKH H3ACIHA, KOUTO CC H3IIOJ3BAT OT 3aHMHTC-
peCcoOBaHU CTPaHHU.

Ynen 28

baza nannm 3a UDI

1. Kowmwucusra, cnen xoncynrauust ¢ KI'MU, ce3naBa u ympasissa
6a3a mannu 3a UDI ¢ uen Banmumaupane, cpOupane, oOpaboTBaHe W
MPEeIOCTaBsiHe Ha OOIIECTBEHOCTTa Ha HH(OpMammsTa, IIOCOYEHA B
yacT b ot nmpunoxkenue VI

2. Tlpm pazpaborBaneTo Ha 0a3zara manuu 3a UDI Komucusra B3ema
npeABua oOMmHMTEe NPUHIWIH, yCTAaHOBEHH B dacT B, pasmen 5 or
npunoxxkenue VI. bazara mannm 3a UDI e cnenmanHo mpoekTupaHa
Taka, 4ye B Hes Aa He Moxke na ce BkimouBaT UDI-PI u moBepurenna
THProBCKa MHPOpPMALUS 3a MPOJYKTA.

3. OcHOBHHUTE €JEMCHTH Ha JaHHHUTE, KOMTO CE BBBCXKIAT B Oa3ara
nauau 3a UDI, mocouena B wact b ot mpunoxkenue VI, ca moctemHu
0e31IaTHO 3a OOIIECTBEHOCTTA.

4.  Texumyeckara paspabotka Ha 6asara mamuum 3a UDI ocurypssa
MaKCHMaJIHa JIOCTBITHOCT Ha ChXpaHsBaHAaTa B Hesl MH(OpMALUs, BKIFO-
YHUTEITHO €HOBPEMEHHHS JOCTBII Ha MHOTO IIOTPEOHTENH, KaKTO U aBTO-
MaTHUYHOTO KayBaHE M M3TErJsHe Ha Ta3u uHPopmanus. Komucusra
OCHUTYpsIBa T€XHHYECKa M aJMUHHCTPATHUBHA IOJIKpPENa Ha MPOU3BOIM-
TEJUTE M APYrUTE IMoj3BaTeNnu Ha 0aszara manHu 3a UDIL

Ynen 29

PechpaumI Ha U3aeaudATa

1. Ilpenm myckaHeTo Ha Ma3apa Ha M3J€IHUE, Pa3IMYHO OT W3JEIHE,
n3paboTeHO IO MOPBYKA, INPOU3BOAUTEISAT — B CHOTBETCTBHE C
IpaBujaTa Ha U3/aBallius CyOEKT, IOCOYeHU B uieH 27, maparpad 2,
onpenens 6azoB UDI-DI Ha u3zmenueTo chriacHo NMpuiiokeHHe yact B
ot VI u ro npenocrasst Ha 6Ga3ara mannu 3a UDI 3aemHo ¢ ocraHamute
CBBP3aHM C TOBa M3JEJIN€ OCHOBHM JaHHM, MOCOUYEHU B INPUIIOKEHUE
ygact b or VL
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2. Ilpemm myckaHeTo Ha Ias3apa Ha cHcTeMa WIM Habop B CBOT-
BercTBHE ¢ wieH 22, maparpadu 1 u 3, KouTo HE ca W3IeNue, u3pa-
00TEeHO TO IMOpPbBYKA, OTTOBOPHOTO (DU3MYECKO WIIM FOPHUIMYECKO JIMIIE
oIpesesNs 3a cucTeMaTa Wid Habopa — B CHOTBETCTBHE C ITpaBUIIaTa HA
n3nasamus cyoekr, u 6azoB UDI-DI u ro npenocraBs Ha 6a3ara jaHHU
3a UDI 3aenHO ¢ ocraHaiauTe CBBpP3aHM ChC CHUCTEMaTa WM Habopa
OCHOBHM JIaHHHM, ITOCOYEHU B yacT b or mpunoxenue VI.

3. Ilo oTHOlICHHE HA HM3/ENHS, KOUTO MOJUIEKAT HA OLEHSBAHE Ha
CBHOTBETCTBHETO, KAKTO € IIOCOUEHO B ujeH 52, maparpad 3 u uieH 52,
naparpad 4, BTopa W Tpera ainuHes, onpenensHero Ha 6a3oB UDI-DI,
TIOCOUCH B maparpad 1 oT HACTOSIIUS WiIeH, ce IPaBH, IPEAN MIPOU3BO-
JMTEJST 12 TI0/1a/ie 3asBJICHHE 33 OLCHSIBAHE 10 HOTU(UIMPAHUS OpraH.

3a um3genusATa MO MHpBAa AIWHEs HOTU(QUIMPAHUAT OpraH I0COYBa
6azoBuss UDI-DI B ceprudukara, wu3gajgeH CbIIaCHO TrhaBa |,
pasznen 4, OykBa a) or mpuioxkenue XII, W morBppxmaBa B 0Oasara
nmanan Eudamed, ye uHdopmanmsTa, mocodeHa B uvact A, pasmen 2.2
or mnpuioxeHue V, e TtouHa. Ciea W3aBaHETO HAa CHOTBETHHUS
cepTudUKAT M Tpead IMyCKaHeTO Ha HW3AEIUEeTO Ha Iaszapa IPOU3BO-
JTUTENAT TpenoctaBs B 6azara nanHu 3a UDI Gazosus UDI-DI 3aenno
C OCTaHAJHWTE CBBP3aHU C TOBA W3JEJHE OCHOBHM [AaHHH, TIOCOUEHU B
yact b or nmpuioxenue VI.

4. Tlpenm myckaHeTO Ha Ta3apa Ha W3JENWe, Pa3IUdHO OT U3JeNue,
n3paboTEeHO O MOpbYKa, MPOU3BOIUTENAT BbBeXaa B Eudamed nnu —
KOTaTO BeYe € BBbBEJCHA — MpoBepsiBa MH(pOpMAIMATA, TOCOYCHA B
gacT A, pasgen 2 or mpwiokenue VI, ¢ u3kimoueHue Ha pasmen 2.2
OT HEro, a CJIeJ] TOBA PEJIOBHO 51 aKTyallM3Hpa.

Ynen 30

EnexTponna cucTremMa 3a permcrpanuss Ha HKOHOMHYECKHTE
omepaTopu

1.  Kowmwucusta, cinen xoncynramus ¢ KI'MU, cp3maBa m ympaBisiBa
€JIEKTPOHHA CUCTEMa 32 Ch3/1aBaHE HA €JUHHUS PETHCTPALlUOHEH HOMED,
nocoueH B wieH 31, maparpad 2, u 3a chOupaHe u oOpaboTka Ha
rHpOpMaNHUITa, KOSITO € HeOOXOAMMa U JIOCTAThYHA 33 UICHTU(DUKAIHS
Ha TPOW3BOJMTENS W, aKO € MIPHIOKUMO, Ha YI'BIHOMOIICHHUS Ipea-
cTaBuTen W BHocuTess. [loapoOHOcTHTE 3a uWH(OpMamusTa, KOSITO
MKOHOMHYECKUTE OIEepaTopyd TpsOBa Aa IPEAOCTaBIT Ha Ta3H CJeK-
TPOHHA CHUCTEMa, Ca TIOCOYEHH B 4acT A, pasmen | ot mpuiioxenue VI.

2. JlppxaBuTe UJIEHKM MOraT Aa NpOABIDKAT Aa IpuiaraT Wi Ja
BBbBEIAT COOCTBEHM HALIMOHAIHU Pa3nopeZdu OTHOCHO pPErucTpanusTa
Ha TUCTPpUOYTOPHUTE Ha M3JEIHs, KOUTO ca OWIIM IPEeOCTaBEeHH HA TEPH-
TOpUSTA WM.

3. B cpok 10 JBe CeAMUIM Ciel ITyCKaHeTO Ha a3apa Ha H3JIele,
pa3IMYHO OT W3jeiHe, U3PabOTEHO 10 IOPbYKA, BHOCHTEIIHTE
[POBEPSIBAT Al NPOM3BOJUTEIAT WM  YIBIHOMOLICHHSAT —IIPE/-
CTaBUTEN € MPEJOCTaBUJI Ha EIIEKTPOHHATa CHUCTeMa HH(POPMAIUATA,
nocoueHa B naparpad 1.

Korato e mpuioXnmo, BHOCHUTENUTE HH()OPMHPAT CHOTBETHHS YITBI-
HOMOIICH IPEJCTABUTE WM IPOM3BOIWMTEN, B Ciydail 4e wH(pOpMa-
usTa, MocoueHa B maparpad 1, He e BKIIOUEHA WM € HeTOYHA. BHOCH-
TenuTe T00aBAT CBOUTE JaHHH B ChOTBeTHaTa(ute) rpada(u).
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Ynen 31

PerHCTpnpaHe Ha NMPOU3BOAMTEINTE, YO'bJIHOMOIICHUTE
NnpeacTaBuTe/IM U BHOCHTEJIUTE

1. Ilpemm myckaHeTo Ha Ta3apa Ha W3JAETHE, PA3IMYHO OT H3JAETHE,
u3paboTeHo 10 MOPbBUKA, HNPOU3BOJUTEIIUTE, YIBIHOMOILEHUTE IPEeA-
CTaBUTENN M BHOCUTEIHTE, 3a Ja Ce PEerucTpupar, MOAaBaT B EJeK-
TpPOHHATa CHUCTeMa, TmocodeHa B wieH 30, mHpOpMANHMATA, TTOCOUCHA B
qacT A, pazzen 1 or npunoxenue VI, ako Beue He ca ce perucTpupanu
B CHOTBETCTBHE C HAcTOsIIMA wieH. Koraro mpouenypara 3a OleHsSBaHE
Ha ChOTBETCTBUETO Hajlara yyacTHETO Ha HOTH(ULIUPAH OpPraH ChIIacHO
uiieH 52, uHpopmanusaTa, OCoYeHa B 4acT A, paszes | OT NpUIIoKeHHE
VI, ce mpegaBa Ha €JIEKTPOHHATa CHCTEMa MpPEAU IOJABaHETO Ha
3asBJIEHHE [0 HOTHU(UIMPAHUsS OpraH.

2. Cnen mpoBepka Ha BBBEJCHHTE NAaHHU IO maparpad 1 komrre-
TEHTHHUAT OpraH IojlydaBa eiauHeH peructpauuoner Homep (EPH) or
€JIEKTPOHHATa cucTeMa 1o wieH 30 M ro u3gaBa Ha IMPOM3BOAUTEIN,
Ha YI'BJIHOMOILIEHHUS NPEICTABUTEN MIM HAa BHOCHUTEJIS.

3. IIpowmssomurenst u3nonzsa EPH mpu nmonmaBane Ha 3asBieHue 10
HOTHU(UIMPAaH OpraH 3a OLCHsSBAaHE HA CHOTBETCTBHUETO W INPH JOCTBII
1o Eudamed, 3a ma u3mbiaHu 3aabDKEHHASTA CH 1O 4ieH 29.

4. B cpok OT efHa CeJMHIA CIeJl BCIKAa €BEHTyalHa MPOMsSHA BBHB
Bpb3Ka ¢ uHpopManuaTa 1o naparpad 1 oT HacTOSAIUS WICH UKOHOMHU-
YECKUAT OIEpaTop akTyalu3upa TaHHWTE B €JEKTPOHHATA CHCTEMA,
nocoyena B uiaeH 30.

5. He no-xbCHO OT e[Ha TOAMHA CieJ MOJaBaHe Ha MH(OpMAaNUsATa
cpriacHo maparpad 1, a cieq ToBa Ha BCEKH JBE TOJUHH, MKOHOMH-
YEeCKUAT ONepaTop MOTBbpKIaBa TOYHOCTTA HA JAaHHUTE. AKO TOBa HE
Ob/ie HAlPaBeHO B PAaMKHTE HA IIECT Mecela CJIe] M3THIaHEeTO Ha Te3d
CPOKOBE, BCSIKa JbpKaBa WICHKAa MOXE Jla B3e€ME IMOIXOASLIM KOPH-
THpalld MepKH Ha CBOS TEPUTOPHS, HOKAaTO HMKOHOMHYECKUST
OIlepaTop HE U3IBJIHU TOBA 3aJbJIKECHUE.

6. bes ma ce 3acsara OTTOBOPHOCTTA Ha MKOHOMHYECKHs OIEpaTop 3a
JaHHNTE, KOMIICTCHTHHSAT OpraH IIpoBepsBa IOTBBPACHUTE aHHU,
MOCOYEHH B YacT A, paszen 1 ot npunoxenue VI.

7.  JauHuTe, BbBEICHH B MOcodYeHaTa B wicH 30 eIeKTpPOHHA CHCTEMa
chIVIacHO maparpad 1 OoT HACTOSIIMS YEH, ca JOCTBIIHU 3a 00IIecTBe-
HOCTTA.

8. KomnereHTHHAT opraH MOXe Ja M3M0JI3Ba JaHHUTE, 32 Ja HAJIOKHU
Takca Ha [POU3BOIUTENS, YIBIHOMOIICHUS TPEACTABUTE]  WJIH
BHOCHUTEJIS ChrylacHO wied 111.

Ynen 32

Pe3roMe 0THOCHO 0€30IACHOCTTA U KJIMHUYHOTO JelCTBHE

1.  3a uMmmnadTupyeMuTe u3nenus u uznenusrta ot kiac I, pasnuunu
OT M3IENHATA, U3PAO0OTEHH IO TOPBYKA, MM OT M3JENHUsITa 32 KIMHHYHO
U3INUTBAHE, TPOU3BOAUTEIIAT U3IOTBSA PE3IOME OTHOCHO 6630H3CHOCTT3. n
KIIMHUYHOTO JieiicTBHE.
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Pe3tomeTo oTHOCHO 6€30MacHOCTTa U KIMHUYHOTO IeHCTBHE Ce ChCTaBs
TaKa, 4e Ja € SCHO 3a IIEJICBHS IOTPEOHTEN U aKo e IenechoOpasHo —
3a MalMeHTa, U € JIOCTBITHO 3a obmecTBeHocTTa upe3 Eudamed.

ITIpoekTbT Ha PE3IOMETO OTHOCHO O€30MacCHOCTTa U  KIMHUYHOTO
JeficTBHE € YacT OT JOKYyMEHTAIMATa, KOATO TpsOBa Ja ce MPEACTaBH
Ha HOTH(UIUPAHUS OpraH, yd4acTBAlll B OLCHSABAHE HA CHOTBETCTBHETO
ChbIVIaCHO 4WijeH 52, ¥ ce Banmuaupa OoT cbiuus oprad. Ciex Banuu-
paHeTO My HOTH(UIMPAHMAT OpraH BBBEeXIa pe3fomMero B Eudamed.
TIpou3BOAUTENSAT TOCOYBA BBPXY CTHUKETAa WIM B HHCTPYKIMHTE 3a
yrnoTtpeba KbJe MOXke Ja ObJile HAMEPEHO PE3FOMETO.

2. Pes3iomMeTo OTHOCHO 0€30MacHOCTTAa M KIMHMYHATA €(PEKTHBHOCT
CHIbpXKA HA-MaJKO CIEJHUTE SIICMEHTH:

a) uIeHTU(QUKAIMATA Ha W3JCIUETO W Ha IPOU3BOJUTENS, BKIIIO-
gutendo 6aszosus UDI-DI u, ako Beue e m3manen, EPH;

0) mpeaHA3HAYEHHETO HA M3CIHUETO, MOKA3aHUs, MPOTUBOMOKA3AHHS U
LIEJIEBU MTOTPEOUTEIH;

B) OIMCaHWE Ha W3/ENUETO, BKIIOYUTEIHO MOCOYBAaHE Ha IPEIXOIHO-
TO(MTE) MOKOJICHUE(s1) WM BapUaHTH, aKO UMa TaKMBa, U OIHCAHUE
Ha Pas3IM4MATa, KAKTO M, KOTaTo € OTHOCHMO, OTNIMCAHUE Ha MPUHAI-
JISKHOCTUTE 32 W3JENUETO, NPYTd U3ACIHsS U MPOAYKTH, KOUTO ca
IIpefHa3HAYeHH 3a M3MOJ3BaHE B KOMOMHALUS C U3/EIUETO;

F) BB3MOKHHU JUArHOCTUYHU WM TCPATNICBTUYHH AJITCPHATUBH,

II) TOCOYBAHE HAa BCHUYKU IPWIOKEHHM XapMOHHU3HPAHU CTAHIAPTH H
OGC;

C) PE3IOMETO Ha KIIMHUYHATA OLCHKa II0 MNPHUIIOKCHUC XIV u cbot-
BE€THaTa I/IH(i)OpMaLll/lﬂ 3a KIIMHUYHOTO TIIPOCJICAABaHE CJICA ITyCKaHE
Ha Iasapa,

K) TpeUIOKEHUs] TpoPua U oO0ydeHHe 3a MOTPEOUTENNTE;

3) uH(oOpMaluUs 3a OCTaThbUYHUTE PUCKOBE W BCSKAKBH HEKEIaHU
e(eKTH, MPEIYIPESKACHHS U MPEANa3HH MEPKH.

3.  Upe3 axroBe 3a wu3NbIHEHHE KomucusaTa MOXE JAa ONpeness
(¢opmara M TpEACTABSIHETO Ha JaHHUTE, KOUTO Ja C€ BKJIHOYAT B
PE3IOMETO OTHOCHO 0e30macHOCTTa M KIMHUYHATa edeKTHBHOCT. Te3n
aKTOBE 3a U3IBJIHEHUE CE NPUEMAT B CHOTBETCTBUE C IPOLEaypaTa 10
KOHCYJITUpaHe, npeaBujieHa B wieH 114, maparpad 2.

Ynen 33

EBponeiicka 0a3a JaHHU 32 MeIMIUHCKUTE H3/IeTUsI

1.  Kowmucusita, cnen koncynramus ¢ KI'MU, cp3gaBa, mogabspka u
ynpaBisBa EBponeiicka 0a3za JaHHUM 32 MEAMUUHCKHUTE HW3ZICIHS
(Eudamed) cbc creaHuTe 1ETH:

a) J1a T03BOJIsIBA HEOOX0AMMOTO MH(pOpPMHpaHE Ha OOIIECTBEHOCTTA 3a
W3JICNHATA, IyCHATH HA T[a3apa, 3a CHOTBETHHTE CEPTU(HUKATH,
u3gaacHu oOT HOTI/I(i)I/IIJ,I/IpaHI/ITC opraiv, U 3a CHOTBETHHUTC HKOHO-
MHYECKH OIEpPaTopH;
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0) I1a MO3BOJISIBA YHUKAJHATa UACHTU(GUKAIMSA HA U3JEJIUATA B PAMKHUTE
Ha BBTPEIIHUS [a3ap M Ja yJIecHsBa TSAXHATa MPOCICAUMOCT;

B) Jia TI03BOJIsIBA HEOOXOAMMOTO MH(pOPMHpaHE Ha OOIIECTBEHOCTTA 3a
KJIMHUYHATE W3NUTBAaHUS M Ja T[O03BOJISIBA Ha CIIOHCOPUTE Ha
KIMHWYHA ~ W3NUTBAaHMA  Ja  ClasBaT  3aJb/DKEHHSTa 110
yieHoBe 62—80, uneH 82 M akTOBETEe, NPUETH B CHOTBETCTBHE C
yneH 81;

I') J1a TI03BOJISIBA HA MIPOM3BOJAMTEIINTE Jla U3IBIHIBAT 33/IbJDKCHUATA 32
uHpOpMUpaHe, TpeABHAcHM B uieHoBe 87—90 wuimM B aKToBe,
MPUETH B CHOTBETCTBUE C ujieH 91;

Z[) Jla MIO3BOJIsIBA HA KOMIIETCHTHUTE OPraHd Ha AbPIKABUTC YJICHKH U
Komucusita Jla U3NBJIHABAT 3aJa4YUTEC CH IO HACTOAIIUA PCTIIAMCHT
Bb3 OCHOBA Ha AOCTaTb4yHa I/IH(i)OpMaIII/DI u aa HOIIO6p${Ba CbTPYAHHU-
YECTBOTO MEKAY TAX.

2. Eudamed BxitouBa cieIHHMTE €JIEKTPOHHH CUCTEMH:

a) eJCKTPOHHATA CHCTEMa 3a PErucTpalys Ha M3JeNusTa 1o wieH 29,
naparpad 4;

0) ©Oazara manuu 3a UDI mo unen 28;

B) CJNEKTPOHHATA CHCTEMa 3a pPErucTpalusi Ha HKOHOMHYECKHTE
oneparopu 1o uieH 30;

I) EJICKTPOHHATa CHUCTeMa 3a HOTH()UIUPAHWTE OPraHd W 3a CepTU(H-
KaTuTte 1o wieH S57;

Z[) CJICKTPOHHATa CUCTEMaA 3a KIMHUYHHUTC U3IMUTBAHUA IO YJICH 73,

€) eJIeKTpOHHaTa CHUCTeMa 3a [pocieAsBaHe Ha O€30IacHOCTTa U
HaJ30p cled MycKaHe Ha masapa mo wieH 92;

) CJICKTPOHHATa CHUCTeMa 3a Haj3opa Ha maszapa 1o wieH 100.

3. TIlpu pazpaborBanero Ha Eudamed Komucusita HapiexHo B3eMa
[0/ BHUMAHHE ChbBMECTHMOCTTA C HAIIMOHAIHHUTE 0a3d JaHHU U HAIHO-
HanmHuTe yed uHTepdeiicH, 3a Ja MMa BH3MOXKHOCT 3a UMIOPTUPAHE U
SKCIIOPTHPaHE Ha JaHHH.

4.  Jlanuute ce BbBexaaT B Eudamed oT abpikaBuUTE YICHKH, HOTH-
(unmpaHuTe OpraHu, MKOHOMUYECKUTE ONEPAaTOPH M CIIOHCOPUTE, KaKTO
€ TOCOYEHO B pa3nopeaOUTe OTHOCHO CJCKTPOHHUTE CHCTEMH,
nocoueHu B maparpad 2. Komucusita ocurypsiBa TEXHHYECKa W aJMH-
HHUCTpaTUBHA roMoll 3a norpeburenure Ha Eudamed.

5. Ianara undopmauusi, crOupana u obpaborsana or Eudamed, e
JOCTBIIHA 3a abpkaBuTe wicHKH U Kowmwucusta. Wubopmanusra e
JOCTBITHA 32 HOTHU(HIMPAHUTE OPraHd, MKOHOMHUYECKHTE OINEepPaTOpH,
CIIOHCOpHTE ¥  OOIIECTBEHOCTTa B  CTCNCHTA, OMNpEICiICHa B
pasmnopen0uTe OTHOCHO ENIEKTPOHHUTE CUCTEeMHU Mo maparpad 2.

Komucusita rapanTupa, 4e JOCTBIIHUTE 3a OOLIECTBCHOCTTA YaCTH OT
Eudamed ca mpeacraBeHu B ya00€H 3a MOJ3BATEIMTE WU IO3BOJISBALL
JIECHO ThpceHe (opmar.
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6. Eudamed cbabpka JWYHM JaHHH CamoO JIOTOJIKOBA, JOKOJIKOTO
TOBa € HEOOXOMMMO 3a EIIEKTPOHHWTE CHUCTEMH Mo Taparpad 2 or
HACTOSIMSL 4YJIeH 3a LeJIuTe Ha chOupaHeTo W oOpaboTkata Ha
uH(OpPMAIsT B CHOTBETCTBHE C HACTOSIIMS periamMeHt. JInaHurte
JIAHHU C€ ChXPaHsABAT BBB (opMa, KOSITO TO3BOJISIBA HACHTU(DUIUPAHETO
Ha CyOeKTHTe Ha JaHHUTE, U 38 CPOKOBE, HE MO-IBJITH OT MIOCOUYCHUTE B
wieH 10, maparpad 8.

7. Kowmmucusta M Ibp)KaBUTEe WICHKH TapaHTHpAaT, 4e CyOeKTHUTE Ha
JMaHHUTE MOTaT Jia yNpaKHsBaT e()eKTHBHO MpaBaTa CU Ha HHPOPMHU-
PaHOCT, MOOCTbHII, TIONPAaBIHC W BB3PAKCHUC CBIVIACHO CBHOTBETHO
Pernament (EO) Ne 45/2001 u dupexktuBa 95/46/EO. Te rapantupar
CBIIO TaKa, 4e CyOeKTUTE Ha AAHHHUTE MOraT e()eKTUBHO Ja YIPaKHIBAT
MIPaBOTO Ha JIOCTBII A0 JAHHUTE, KOMTO TH KacasT, KaKTO M IPaBOTO Ha
KOpUTHpaHC U 3aJIM4aBaHC Ha HCTOYHU WJIM HEIIBJIHWA HaHHU. B PaMKUTE
Ha CBOTBETHHTE CH OTTOBOPHOCTH KommcusTa M Ibp)KaBHTE UICHKH
rapaHTHpaT, Y€ HETOYHHUTEC M HEIPaBOMEPHO O00pabOTCHUTE NaHHH Ce
3aJM9aBaT B CBHOTBETCTBHE C TNPHIOKHMOTO 3aKOHOJATENICTBO.
Kopeknuure u 3amuyaBaHHATa Ce HM3BBPLIBAT BBH3MOXKHO Hai-O0bp30,
HO HE MO-KbCHO OT 60 IHU cJex OTHPaBeHO HCKaHE OT CTpaHa Ha
cyOeKTa Ha JIaHHHTE.

8. Upes axToBe 3a m3mbiHeHHe Komucusta ompenens MmoapoOHUTE
mpaBuiia, HEOOXOIMMH 3a Ch3IaBaHETO M MOJIbpkaneTo Ha Eudamed.
Te3n akTOBE 32 U3MBJIHEHUE CE IIPUEMaT B CbOTBETCTBHE C IIpOLEAyparTa
1o pasriexaane, nocodena B wieH 114, maparpad 3. ITpu mpuemanero
Ha TE3M aKTOBE 3a M3NbJIHeHHue Komucusara rapaHTupa, ye JOKOJKOTO €
BB3MOXKHO CHCTEMara ¢ pa3pabdoTeHa Taka, 4e Ja ce M30erHe HeoOXo-
IUMOCTTa OT JIBOIHO BBBEXJAHE Ha eIHAa M ChlOla HHOOpPMAIHI B
paMKUTE Ha €IWH W CbhIIM MOAYJ WIM B pasjIdndyHu MOAYJIH Ha
cucTeMara.

9.  Ilo oTHOLICHHE HA OTTOBOPHOCTHTE CH CHIJIACHO HACTOSIIHS WICH
7 Ha oOpaboTkara Ha JIMYHHM JaHHH, CBBbP3aHA C TE3W OTTOBOPHOCTH,
Komucusita ce cuura 3a xoHTposupany opran 3a Eudamed u HeiiHuTE
CIICKTPOHHU CHCTEMH.

Ynen 34

®ynknnonannoct Ha Eudamed

1.  Kowmmucusra, B chrpyaauuectBo ¢ KI'MU, wusrorss ¢GyHKIHO-
HanHuTe crneuuukanun 3a Eudamed. Kommucusita u3rorsst IuiaH 3a
M3MBJIHEHUETO Ha Te3u cnenupukanuu a0 26 mait 2018 r. Tosu mnan
uMa 3a 1en ja rapanrupa, e Eudamed e HambiiHO (yHKIMOHATHA KM
nara, KosTo naBa Ha KomucusaTa BB3MOXKHOCT Ja IyOnmkKyBa oOsBiie-
HHUETO, TOCOYeHO B maparpad 3 OT HacTosmMs WieH a0 25 wmapr
2020 r., KaKTO M Y€ ca CHa3eHU BCHUYKH JAPYTU CPOKOBE, ONpeAeieHU
B wieH 123 ot Hacrosust peryiiamenT u B wieH 113 ot Pernament (EC)
2017/746.

2. B®3 ocHOBAa Ha HE3aBUCHM OIWTCH JoKian Kowmwmcusita
undopmupa KI'MU, cien xaro ce e ysepuna, ye Eudamed e HanmbiaHo
(yHKIIMOHAIHA W OTroBaps Ha (QYHKIHOHAIHUTE CrHenu(UKAINH,
M3rOTBEHU ChIJIacHO maparpad 1.

3. Kowmmucusra, cnen koncynrauusi ¢ KI'MU n koraro ce e yBepuia,
4e ca M3ITBJIHEHH YCIIOBHATA 1O maparpad 2, myOnukyBa choOIlIeHHE 32
toBa B Oguyuanen secmuux Ha Eéponetickus cvlos.
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I'IABA IV
HOTH®UIHUPAHU OPTAHU

Ynen 35

Oprany, oTroBapsiliM 3a HOTU(QUUMPAHUTE OPraHU

1. Bcska nppkaBa 4jeHKA, KOATO Bb3HaMepsiBa Jla ONpEeAEId OpraH
3a OIICHSIBAaHE HA CHOTBETCTBUETO KaTO HOTH(UIMpPAH OpraH WM KOSTO
€ ompeaennia HOTU(GUIMPAH OpraH, 3a Ja M3BBpLIBA JEHHOCTUTE IO
OLICHSIBAaHE Ha CBOTBETCTBUETO CBIVIACHO HACTOSIIMS pErJIaMeHT,
nocousa opraH (,,oprad, OTroBapsl] 3a HOTU(GUIUPAHUTE OPraHu™),
KOMTO MOXE Ja Cce ChCTOM OT OTHENHHM CYOeKTH CBITACHO HAIHO-
HAJIHOTO MPaBO M KOHTO OTroBapsl 3a YCTAQHOBSIBAHE U W3BBPIUBAHE HA
HEOOXOANMHTE TIPOLIEIYPHU 3a OLCHSIBAHE, ONpeIesITHe 1 HOTU(HIIPaHe
Ha OpraHUTE 3a OLCHSABAHE HAa CHOTBETCTBHETO U 3a HAONIOJECHHE Ha
HOTHQUIMPAHUTE  OpPraHW, BKIIOYUTETHO  MOAM3IBIHATEINTE U
[OJEICHUATa Ha T€3U OPraHU.

2. Opranbr, OTroBapsi] 3a HOTU(UIMPAHUTE OpPraHH, CE Ch3/aBa,
opranusupa ¥ (GYHKIMOHUpPA MO TaKbB HAuYMH, Y€ Ja 3ama3Ba 0OCKTHB-
HOCTTa W OE3NPHCTPACTHOCTTA IpH JEHHOCTUTE CH M Ja u30srBa
KakbBTO W Jla € KOH(JIMKT Ha WHTEPECH C OPraHMTE 3a OIICHSBaHE Ha
CHOTBETCTBHETO.

3. OprausT, OTroBapsll 3a HOTU(GUIUPAHUTE OPraHy, € OpraHU3UpaH
[0 TaKbB HA4YMH, Y€ BCSKO PELICHHE BHB BPB3Ka C ONPEACISIHETO WIN
HOTH(HIMPAHETO Ja Ce B3eMa OT JIMNA, Pa3IHYHMA OT TEe3H, KOHTO Ca
U3BBPLIMIN OLICHSIBAHETO.

4. OpranbT, OTTOBapsIl 32 HOTU(GHULIUPAHUTE OPraH{, HE M3BHPIIBA
JNEWHOCTH, OCBILIECTBSIBAHU OT HOTH(OUIMPAaHUTE OpPraHH C THPrOBCKa
LeJl WIM Ha KOHKYPEHTHa OCHOBA.

5. Opranbr, OTroBapsil 3a HOTH(UIMpAHUTE OpraHH, CHOJIO/IaBa
[OBCPHUTEIHUTE ACIeKTH Ha wuH(OpMamusTa, KOSITO IOilydaBa. Toii
obaue oOMeHs uHpopmanys 3a HOTUGHULUUPAHUTE OPraHU C IPYTHTE
ObpKaBH wieHKH, Komucusita ¥ KOrato € HEoOXOOUMO — C JApYyrH
peryJIaTopHH OpTaHM.

6.  OpraubT, OTroBapsll 3a HOTUGHULUUPAHWUTE OpraHu, pasnojara C
JIOCTaTh4e€H Ha OpOoW KOMIIETCHTEH IIEPCOHAN, KOWTO € BHHAIM Ha
Pas3MosIoKEHNEe 38 M3IBIHEHHE Ha 3aJauuTe CH.

Koraro opransT, OTroBapsi 3a HOTH(GUIMPAHUTE OPraHH, € Pa3IndeH
OT HAIMOHAJHHUA KOMIIETEHTEH OpraH 3a MEAMLUUHCKHUTE W3AENHs, TOU
rapaHTHpa, 4€ ¢ HAUMOHATHUS KOMIETEHTCH OpraH, OTroBapsil 3a
MEIMLUMHCKUTE U3/EHs, Ce M3BBPIIBAT KOHCYJTALUHU 10 CHOTBETHUTE
BBIIPOCH.

7.  JIpp>kaBUTE WIEHKH OMOBECTABAT oOma MHGOpPMAIMS 32 TEXHHUTE
MEpKH, YPeKIalld OLEHSIBAaHETO, ONMPEACISTHETO H HOTH(UIIMpaHeTO Ha
OpraHuTE 32 OLICHSIBAHE HAa CHOTBETCTBUETO U 3a HAOMIOJECHUE HA HOTH-
¢unupaHuTe OpraHW, KAaKTO W 3a NPOMEHUTE, KOUTO OKa3BaT
CBIIECTBEHO BB3JCHCTBUE BBHPXY H3IIBIHEHUETO HA TE3U 3a7ayH.

8. OpraubT, OTroBapsll 3a HOTU(UIMPAHUTE OPraHM, ydyacTBa B
JIEHHOCTUTE TI0 MAPTHBROPCKUTE MPOBEPKH, MPEABUACHU B wWieH 48.
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Ynen 36

W3uckBaHysi, CBbP3aHH ¢ HOTH(UIMPAHUTE OPraHU

1.  HorudunupaHure opraHd U3NBIHABAT 3aJaduTe, 32 KOMTO ca
OIIPEZIC/IEHH B CBOTBETCTBUE C HACTOSAMIMA pernamMeHT. Te oTroBapsT
Ha OpraHU3allUOHHUTE U OOIIUTE M3UCKBAHUS U HAa W3UCKBAaHUATA 3a
yIpaBleHHe Ha KaueCTBOTO, 3a PECYPCHTE U TIPOLECUTE, HEOOXOIUMH
32 U3IIBIHEHHETO Ha Te3W 3amadn. [lo-crenuanHo, HOTH(OHIMPAHHUTE
OpraHy crasBaT M3UCKBAaHUATA Ha npuioxeHue VIIL

3a na ObJaT M3MBJIHEHH W3UCKBAHMATA, TOCOYEHU B IIbpBa aJlMHEs,
HOTU(UIMPAHUTE OPTraHK pasMoyiaraT C IOCTOSIHHA HAJIMYHOCT Ha
JIOCTaTh4€H aJAMUHUCTPATUBEH, TEXHUYECKNA M HAyYEeH MEPCOHAN B ChOT-
BercTBUEe ¢ pazzgen 3.1.1 or mpunoxkenue VII u mepconan cbe ChOT-
BETHHS KIIMHUYEH OMHT B CHOTBETCTBHE C pa3nen 3.2.4 OT ImpuiioKeHne
VII, korarto e Bb3MOXKHO, HA€T OT CaMUsi HOTU(HUIMPAH OpraH.

[Tepconanst, mocoueH B pasnenu 3.2.3 u 3.2.7 ot npuiokenue VII, e
ChCTAaBCH OT CIYXKHUTEIM Ha HOTHU(QHIUPAHUS OpraH W HE MOXKeE Ja
BKJIFOYBA BBHIIHUA €KCIICPTH WM IMOJU3IIBIHUTEIIH.

2.  HoruduuupaHute OpraHd CbXpPaHSBAT HAa pPA3IMOJIOKCHHE Ha
oprana, OTroBapsI] 3a HOTU(HIMPAHWUTE OPraHd, W THPHU ITOUCKBAHE
MYy MNOpEeAoCTaBAT LsiaTa HCO6XO}II/IMa JOKYMCHTAIUs, BKIIIOYUTCIIHO
JNOKYMEHTAIMsATa Ha TPOU3BOJMTENS, 3a Jla OCHTYpSAT Ha TO3M OpraH
BB3MOXKHOCTTA Jla M3BBpIIBA JEHHOCTUTE CH MO OLEHSIBAHE, ONpE/-
eysiHe, HOTH(UIMpaHe, HaOMIOZEHHEe W Hag30p M Jla YJIECHH OLCHS-
BaHETO, OMMCAHO B HACTOSILATA IJIaBa.

3. C men jma ce rapaHTHpa €IHAKBOTO NpWJIAraHe Ha M3HCKBAHUATA,
ycranoseHu B npuiioxkenue VII, Komucusara Moke a npuema akToBe 3a
W3IBIHEHHE, JOKOJKOTO TOBAa € HEOOXOAMMO 3a paspeliaBaHe Ha
BBIIPOCH, CBBP3aHU C PA3IMYHOTO ThIKYBAaHE U IPUIAraHETO Ha
IpakTHKa. Te3u akToBe 3a M3MBIHEHHE Ce IpHeMaT B ChOTBETCTBUE C
nporielypara 1o pasriexjaaHe, nmocoueHa B wieH 114, maparpad 3.

Ynen 37

HO}ICJ’IGHI/IH U NOAU3IbJIHUTECIH

1. Koraro HoTH®UIMpaH opraH Bb3jIara KOHKPETHH 3ajadd,
CBBpP3aHU C OICHABAHETO Ha CBHOTBETCTBHUCTO, HA TIOAWU3IBIHUTCIN
WM W3M0J3Ba IIOJCICHHE 338 KOHKPETHH 3ajlaud, CBBP3aHH C OLCHS-
BAaHETO Ha CHOTBETCTBHETO, TOW MPOBEpsBA Al MOAM3ITHIHUTEIST
WA TOCICHUETO OTroBapsl Ha MPHJIOKHMHUTE H3UCKBAHHS, MOCOYCHU
B npwioxenne VII, u mHpOpMHpa CHOTBETHO OpraHa, OTrOBapsll 3a
HOTU(UIUPAHUTE OPraHH.

2.  Horudunupanure opraHud MoeMaT IIbJIHATa OTFOBOPHOCT 3a
3a[a4uTe, M3IBIHABAHM OT TAXHO MME€ OT HOAU3NBIHUTENN WIH
HOJEIEHHUS.

3.  HortupuumpaHute OpraHd OMNOBECTSABAT MYOJMYHO CIUCHK Ha
CBOUTE MOJEICHHUS.

4.  JleWiHOCTUTE TO OLICHSBaHE HAa CHOTBETCTBHETO MOraT 1a ObIatr
BB3JaraHd Ha IMOAW3IIBIHATEIN WIH W3IIBJIHABAHU OT IMOJCICHUE, TPU
yCJIOBUE Ye (PU3UYCCKOTO WIIM FOPUAMUYCCKOTO JIMIE, KOETO € IMOJAio
3asBJICHHE 32 OLICHSABAHE HAa ChOTBETCTBHETO, ¢ OMJIO CHOTBETHO MH(OP-
MHEPaHO.



02017R0745 — BG — 05.05.2017 — 000.002 — 46

5. Hotudunmpanure opraHu ChXpaHsSBAT Ha Pa3MOJOKECHHE Ha
opraHa, OTrOBapsll 3a HOTU(GHULIUPAHUTE OPraHW, BCUYKU CHOTBETHHU
JIOKYMEHTH OTHOCHO MpOBEpKaTa Ha KBalH(UKAIMSATa Ha IOJIU3ITBI-
HUTENS WIM TOAETEHHETO W OTHOCHO padoTaTa, M3BBPIIEHA OT TSIX
CBITIACHO HACTOSIILUSI PErJIAMEHT.

Ynen 38

3asiBjleHHe OT OpPraHUTe 3a OlEHsBaHe Ha CHOTBETCTBHETO 3a
ompejesiHe

1. OpFaHI/ITe 3a OIICHABAHC Ha CBOTBCTCTBUECTO ITOJABAT 3asABJICHHUC 3a
Ompeac/IsIHE 10 OpraHa, OTroBapsIl 3a HOTI/I(bI/IHI/IpaHI/ITC OpraHu.

2. B 3asBieHHETO Ce MOCOYBAT JACHHOCTHTE IO OLICHSBAaHE Ha CHOT-
BETCTBHETO, KaKTO Ca ONPEJCIICHN B HACTOSIIMS PETJIAMEHT, U TUIIOBETE
n3ens, 32 KOUTO OPraHbT MCKa Ja ObJe OmpeiesieH, 3aeIHO C JIOKY-
MEHTaIVsl, J0Ka3Ballla cra3BaHeTo Ha npuiioxenue VI

ITo oTHOIIeHME Ha OPraHMU3AIMOHHUTE U OOIIUTE H3UCKBAaHWA WU HA
W3MCKBAaHUATA 3a YIPABIEHHUETO HA KayecTBOTO, OIpEJEeNIeHH B
paznenu 1 u 2 ot npunoxenue VII, Moxe na ce mpencTaBsAT BaJIHJCH
cepTU(UKAT 3a aKPEAUTALMS ¥ CHOTBETHHAT JOKJIAJ 33 OLIEHKA, N3aJeH
OT HallMOHAJIEH OpraH IO aKpeIuTaluaTa B CbOTBETCTBUE ¢ PermameHt
(EO) Ne 765/2008, u ce B3emMaT MpeABUA NPH OLEHABAHETO MO 4ieH 39.
Ilpu momckBaHe obadye 3asBUTENAT MPEAOCTaBs IiUIaTa IOCOYCHA B
I'bPBA aJMHEs JOKYMEHTALMs, 3a Ja JOKa)Ke CIIa3BaHETO Ha TE3U U3HUCK-
BaHUsL.

3. OprabT 3a OLEHSBaHE HAa CHOTBETCTBHETO AaKTyaIH3Hpa IOCO-
yeHarta B maparpad 2 JOKyMEHTalus IpU HACTHIIBAaHE Ha CHOTBETHUTE
MPOMEHH, 3a Ja ce JaJe BB3MOKHOCT Ha OpraHa, OTTOBapsIl 3a HOTH-
¢unupanuTe opraHd, Jjga HaOmIOJaBa W Ja TpPOBepsBa Jalld  Ce
U3IIBJIHSBAT HEMPEKbCHATO BCUUKM M3MCKBaHMS Mo mpusoxenue VII.

Ynen 39

OneHsiBaHe Ha 3asiBJIEHUETO

1. Opranbt, OTroBapsil 3a HOTH(QHUIUPAHUTE OpraHH, MPOBEPsSBa B
cpok g0 30 AHM manu 3asBICHHETO MO WieH 38 € MBJIIHO U WU3HCKBAa OT
3asiBUTEJIS JIa TIPEJCTABU €BEHTYyallHaTa JurncBamia napopmanus. Korato
3asIBIICHUETO € IThJIHO, TO3W OpraH ro msmpamia Ha Komucwusra.

OpranbT, OTroBapsil 3a HOTU(QHIMPAHUTE OpPTaHH, Nperyiexia 3asB-
JICHHETO M MpUApY’KaBalara JOKyMEHTALUsI B ChOTBETCTBUE ChC COOCT-
BEHUTE CH TMPOLEAYPU W H3rOTBS NpEIBAapUTENIEH JOKJIaj OT OLEHs-
BaHETO.

2. Opranbr, OTroBapsll 3a HOTH(QHUUUPAHUTE OpraHH, IpPEICTaBs
NpeIBapUTENHUsT JOKIag OT oueHsBaHeTo Ha Komucusara, KOsTO
HezabaBHO To mpenasa Ha KI'MU.

3. B cpok or 14 mHH OT mpencTaBsiHETO, MOCOYCHO B maparpad 2 ot
Hactosums uneH, Komwucusra, 3aegno ¢ KI'MU, ompenenst rpyma 3a
CBHBMECTHO OIICHSBaHE, ChCTAaBEHA OT TpPHMa EKCIIEPTH, OCBEH aKo
KOHKPETHHTE OOCTOSITEJICTBA HE M3HMCKBAT pa3JIM4eH OpOil eKcrepTH,
n3bpanu ot crnuchka mno uieH 40, maparpad 2. Emun ot Tte3m
eKCHepTH € rpeacraBuTesl Ha Komucusara M KOOpAMHHpA IEHHOCTHUTE
Ha Tpymara 3a CbBMECTHO OILleHsBaHe. J[pyrure nBaMa €KCIepTH ca OT
Ibp)KaBH WICHKH, Ppa3IMuHH OT Jbp)KaBaTa WIEHKAa, B KOATO €
YCTaHOBEH OpraHbT 3a OLEHSIBAHE HAa CHOTBETCTBUETO, KOHTO € IMojall
3asIBIICHUETO.
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I'pynmata 3a CBBMECTHO OLEHSBAaHE C€ CBbCTOM OT EKCIEepTH,
KOMITETEHTHH JIa OLEHSBAT JEHHOCTHTE IO OICHSBaHE HAa CHOTBETC-
TBUETO M TUIOBETE U3JENUS, KOUTO ca IpeIMeT Ha 3asBICHUETO,
WIN — 0COOCHO KOraTo MpolenypaTa IO OLEHsIBaHE € MpeAnpuera B
CBOTBETCTBHE C wieH 47, naparpad 3 — ocuUrypsiBa Bb3MOXHOCT Jla ce
HalpaBy NpaBUJIHA MPEIeHKa Ha KOHKPETHHs MpoOieM.

4. B cpok or 90 mHM cien ompeneNsiHeTO Ha rpyrnaTa 3a ChbBMECTHO
OLICHSIBAHE TS pa3Miiekaa JOKYMEHTAIMATa, MpPEIACTaBeHa ChC 3asiB-
neHnero cwerimacHo wieH 38. [pymara 3a chBMecTHa OLEHKAa MOXE 1a
npefocTaBu oOpaTHa HH(OpManMs WIM Ja TOWCKa pPa3siCHEHHE OT
opraHa, OTTOBapsIl 32 HOTU(GHLIUPAHUTE OPTaHH, OTHOCHO 3asBICHHETO
7 TUIAHUPAHOTO OIICHSBAaHE Ha MSCTO.

OprausT, OTroBapsill 32 HOTUGHULUPAHUTE OPraHy, 3aeHO C TpymaTa 3a
CBBMECTHO OIICHSABAaHE, IIAHUPA M M3BBPINBA OICHABAHE HAa MACTO Ha
opraHa 3a OIeHsBaHE Ha ChOTBETCTBHMETO, KOITO € Mojan 3asBIEHHETO,
M aKo e IIenechoOpa3sHo, Ha TOJENCHHE WIH TIOJU3ITBIHHUTE,
pasnonoxed B Cblo3a WM M3BBH HEro, KOMTO Ille yuyacTBa B Ipoleca
Ha OLCHABAHC Ha CBHOTBCTCTBHETO.

OHeHHBaHETO Ha MACTO Ha noAaIvd 3adBJICHUE OpraH €€ pbKOBOAU OT
oprasa, OoTroBapsIl 3a HOTI/I(i)I/ILII/IpaHI/ITC OpraHu.

5. Koncraranmm OTHOCHO Hecma3BaHe OT CTpaHa Ha oOpraH 3a
OLICHSIBAaHE Ha CHOTBETCTBHETO, KOMTO € 1Mojaj 3asBICHHETO, HA M3HMCK-
BaHusATa Mo mpuioxkenue VII ce um3maraT mo Bpeme Ha mporeca Ha
OLICHsSBaHEe M c€ OOCHKIAT MEXIy OpraHa, OTrOBapsi] 3a HOTH(UIH-
paHHTEe OpraHu, W Tpyrnara 3a CbBMECTHO OLICHSBAHE, 33 Ja CE MOCTHTHE
KOHCEHCYC M Ja Ce HaMepH peIIeHHe B Cllyyall Ha pasjidyaBalld ce
CTaHOBHIIA 10 OTHOILIEHHE HA OICHSBAHETO Ha 3asBJICHUETO.

B kpas Ha OLEHSBAaHETO Ha MSCTO OPraHbBT, OTrOBAPSII 32 HOTH(UIHN-
paHUTE OpraHW, M3TOTBS 3a OpraHa 3a OLICHSBaHE Ha CHOTBETCTBHETO,
KOKMTO € 1Mojai 3asBJICHNUETO, CIHUChK Ha HEChOTBETCTBHUSATA, YCTAHOBCHU
MIpYU OLICHSBAHETO, U PE3IOMUpA pe3yJTaTa OT OLICHSABAHETO Ha Tpymnara
32 CbBMECTHO OLICHSBaHE.

OpI‘aH'BT 3a OLCHABAHC HAa CHOTBCTCTBHUCTO, KOWTO € moJiajl 3asABJICHUC,
NpeacTaBs B OINPEACIICH CPOK Ha HAallMOHAJIHUA OpraH IUJIaH 3a KOpU-
TUpamy U NMpEeBaHTUBHU HGI\/’ICTBI/I}I C [eJI OTCTpaHsABaHEC Ha HCCHOTBCTCT-
BUsATA.

6. B cpok or 30 aHM ciex NPUKIIOYBAHE HA OIEHKATA Ha MSCTO
rpymara 3a CBBMECTHO OICHSBaHE J[JOKYMCHTHPA BCHYKH OCTaHAIH
pa3nMyaBalid Cce CTAaHOBHWINA [0 OTHONICHHE Ha OICHSBAHETO W THU
U3Ipala Ha OpraHa, OTrOBapsiil 3a HOTH(MHIMPAHUTES OPTraHU.

7. Cmexm Kkaro mTONyYH IUIaH 3a KOPUTHpAIId W TPEBAaHTUBHU
JIEUCTBUS OT MOJANMS 3asBJICHUE OpraH, OPraHbT, OTTOBapsl] 3a HOTHU-
(unMpaHuTe OpraHW, TMpeleHsBa Jadd € HaMEePeHO MOJXOJIAII0
pelIeHne 32 HECHOTBETCTBUSTA, YCTAHOBEHM 110 BPEME Ha OLICHSBAHETO.
B mmana ce mocouBa OCHOBHaTa MPHYMHA 32 YCTAaHOBEHHWTE HECHOT-
BETCTBUS U ce JaBa rpadWK 3a M3IIBIHCHUETO HA BKIIOYCHHTE B HETO
NIEHCTBUS.

CJ'IE,Z[ KaTo NpUEME IUIaHa 3a KOpUIrHpaliyd W NPEBAHTUBHU ,HefICTBI/IH,
OpraHpT, OTroBapsIl 3a HOTI/I(l)I/IIlI/IpaHI/ITe OpraHu, usnpaiia TO3U IJIaH
U CBOCTO CTAaHOBHIIC IO HEro Ha rpymnara 3a CbBMECTHO OIICHABAHE.
prnaTa 3a CBBMCECTHO OICHsIBAHE MOXKE Ja HU3UCKa OT OpraHa,
OTroBapsIl 3a HOTI/I(l)I/II.[I/IpaHI/ITC OpraHv, AOON'BJIHUTCIHHU IMOACHCHUA H
HU3MCHCHUA.

OpraubT, OTroBapsil 3a HOTUGHULUUPAHUTE OPraHU, HM3TOTBSI OKOHYA-
TEJHMA CU JOKJIAJ OT OLEHSIBAHETO, KOMTO ChIbPIKA:
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— pe3yJaTaTuTe OT OLEHSBAHETO,

— TOTBbP)KJCHUE, Y€ KOPUTUPALIUTE U NPEBAaHTUBHUTE JEHCTBUA ca
pasriefaHd IO TMOAXOMAN HAYMH M, TIPH HEOOXOIMMOCT, ca
U3ITBIIHEHH,

— BCHUYKH OCTaHaJd pas3jiudyaBaliyn Cc€ CTaHOBHUIIA C TIpynaTta 3a
CbBMCCTHO OIICHABAHE M, KOTaToO € IMPUIIOKUMO,

— TpenopbuaHusi 00XBaT Ha NEHHOCTHUTE.

8. OprausT, OTroBapsll 32 HOTUGULUUPAHUTE OPTraHM, NIpeJaBa OKOH-
YaTeNHUsl CU JIOKJIAJ OT OLEHSABAHETO U, aKO € IIPUIOKHMO, IIPOEKTa Ha
akta 3a omnpenensiHe Ha Komwucusara, KIMU u rpynara 3a cbBMECTHO
OLICHsABAHE.

9. I'pynmara 3a cbBMecTHO OleHsBaHe mpenactaBs Ha Komwucwusra
OKOHYATEJIHO CTAHOBMIIE OTHOCHO JOKJaJa OT OLIEHSBAHETO, M3TOTBEH
OT OpraHa, OTroBapsil 3a HOTH(QUIMpAHUTE OpraHd, M axKo e
MIPUJIOKMIMO — OTHOCHO MPOEKTa Ha akKTa 3a ompeneinsHe, 10 21 nHu
OT IIOJIy4aBaHETO Ha Te3M JOKyMeHTH, a KoMmucusara HezabaBHO npenaBa
okonuatennoto cranosuiie Ha KI'MU. B cpok ot 42 gam oT moiy-
yaBaHE Ha CTAHOBMILIETO Ha Tpyrara 3a cbBMecTHO oneHsBaHe KI'MU
u3In3a C Mpenopbka IO MPOEKTa Ha akTa 3a OMNpeAeNsHe, KOSITO
OpraHbT, OTroBapsll 3a HOTU(QHUIMPAHUTE OpPraHH, HAJJICKHO B3eMa
IPEIBU C OTJIE] Ha PELICHUETO CH 32 ONMpEACIsiHEe HAa HOTU(HLIUPAHUSI
OpraH.

10.  Upes akroBe 3a u3mbiHeHne KomucusTa MOXe [1a IIprueMa MEpPKH
C MOJPOOHM IpaBMia 3a OIpENEsTHE Ha MPOLEAYPUTE M JOKIIAJUTe
OTHOCHO 3asIBJICHHETO 3a OMNpEICIsHEe MO WieH 38 W OICHSIBaHETO Ha
3asBJICHHETO IO HACTOAIIMS wWieH. Te3n akToBe 3a M3MbIHEHHE Ce
OpHeMaT B ChOTBETCTBHE C IPOLEAypara IO pPasriieKAaHe, MOCOYCHA B
wieH 114, maparpad 3.

Ynen 40

IlocouBaHe Ha eKcnepmu 3a Cb6MECHIHO OUCHAGAHE HA 3asiBJICHUS 32
HOTH(UUIHPaHe

1. ObpxaBure wieHkH U Komucusra nocoyBar eKCHepTu, KBaIu(u-
LUpaHU 32 OLICHSABAHE HAa OPraHUTE 3a OLCHABAaHE HA ChOTBETCTBUETO B
o0JylacTTa Ha MEIUIMHCKUTE U3/IeJIUsl, KOUTO J]a y4acTBaT B JICHHOCTUTE,
IOCOYEHH B ujieHOBe 39 m 48.

2. Kowmucusita momabppxka CHHUCBK Ha E€KCIEPTUTE, IOCOYEHU
chriuacHo maparpad 1 OT HacTosIIIMs WieH, 3aeAHO ¢ MHpOpMamus 3a
TAXHaTa KOHKpETHa 00JacT Ha KOMIIETEHTHOCT M EKCIEPTHH 3HAHWUS.
To3n cImUChK ce TNperocTaBs Ha pPas3MoiOKEHHE Ha KOMIICTEHTHHUTE
OpraHu Ha JAbP)KaBUTE YJICHKH Ype3 eJeKTPOHHATa CHCTEMa, MOCOYeHa
B WieH 57.

Ynen 41

E3ukoBH M3HCKBaHUA

Benukn  nokyMeHTH, W3HWCKBaHHM chriacHO wieHoBe 38 u 39, ce
CBCTaBAT Ha e3MK(IM), KOWTO(KOWUTO) ce ONpeAessT OT ChOTBETHATa
Jbp)KaBa 4JICHKA.

[Ipu mpunaraHero Ha IbpBa alMHEs AbPKABUTE WICHKH pa3IiIeKaar
BB3NPHEMAHETO M H3IOJI3BAHETO Ha 00MOpa30dHpaeM e3WK B obyiacTTa
Ha MeJMIMHATA 3a [sjaTa ChbOTBETHA JOKYMEHTAIMs WM 3a 4acT OT
Hesl.
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Komucusita mpenocraBs TNpeBOAM Ha JIOKYMEHTALUSTa  CHIVIACHO
wieHoBe 38 ® 39 wiM Ha 4YacTM OT Hes Ha O(QUIMAJICH €3MK Ha
Cbl0o3a, KOMTO ca HEOOXOAMMHM, 3a Jla MOXE JOKyMEHTalusATa Ja €
JecHO paz0mpaeMa 3a TpynaTa 3a ChBMECTHO OICHSBAaHE, OIpe/esieHa
B ChOTBETCTBHME ¢ wieH 39, maparpad 3.

Ynen 42

IIpoueaypa 3a onpeiesisiHe U HOTH(OUKAMSA

1.  JIppkaBUTE YICHKHM MOTAaT Ja ONPEAENIAT €IMHCTBEHO OpraHd 3a
OLICHSIBAaHE HA CHOTBETCTBUETO, 32 KOMTO € MPUKIIOYMIO OLEHSIBAHETO
mo uieH 39 ¥ KOWTO OTroBapsT HA W3MCKBaHUSTA 1O mpuiaoxkenue VI

2.  JIbpxaBuTe 4WICHKH YyBelAoMsBaT KOMHCHSITA W OCTaHAIUTE
IObp)KaBH WICHKH 32 OpraHUTe 3a OLEHSBAaHE Ha CBOTBETCTBUETO,
KOWTO Ca ONPEIeITIIIN, KaTO M3MO0JI3BAT SEKTPOHHATA CUCTEMA 32 HOTH-
(¢unmpane B paMKuTe Ha 0a3ara JaHHM Ha HOTH()HUIUpPAHUTE OpPraHu,
pazpaborena u ynpasisBana ot Komucusara (NANDO).

3. B HoTuuKanmsTa sICHO Ce M0COYBa, KaTO CE M3IMOJ3BAT KOJIOBETE,
rnocoueHn B maparpad 13 or Hacrosmms uieH, O0OXBaThT Ha
JIEHHOCTUTE, KAaTO Ce yKa3BaT JEHHOCTHUTE IO OLEHSBaHE Ha ChOTBETC-
TBUETO, OMPEICICHU B HACTOAIIMS PETJIAMCHT, W THIIOBETE H3/CIHS,
KOMTO HOTHU(HULIMPAHUSAT OpPraH MMa NpaBO Ja OICHsBA, KakTo M, 0e3
Ja ce 3acsira 4wieH 44, BCHUKU YCIIOBHS, CBBP3aHU C ONPEICISHETO.

4. Horudukanusara ce mnpuapyxkaBa OT OKOHUATENIHUs [OKJIan OT
OLICHSIBAaHETO, M3TOTBEH OT OpraHa, OTrOBapsll 3a HOTHOUIHMpaHHTE
OpraHd, OKOHYAaTEJHOTO CTaHOBMIIE Ha TIpymnaTa 3a CbBMECTHO
OlICHSIBaHe, MocoueHa B wieH 39, maparpad 9, W mpenoppkata Ha
KI'MU. Koraro HoTHdUIMpaIiaTa AbpKaBa WieHKa He ce choOpasu ¢
npenopbkata Ha KI'MU, 14 mpemoctaBs HaajaexkHa OOOCHOBKA.

5. Be3 ma ce 3acara wien 44, HoTH(UIMpamIaTa AbpiKaBa UICHKA
undopmupa Komucusita u oCTaHAIUTE IbPXKABU WICHKH 32 BCHUKH
YCIIOBHUS, CBBP3aHH C ONPEACNSHETO, W MPENOCTaBs JOKyMCHTHH JOKa-
3aTeNICTBA OTHOCHO BBBEJCHUTE IIPAaBUJIA, KOUTO IAPAHTUPAT, Y€ HOTU-
(GUIMPaHUAT OpraH TOJICKHM Ha PEJOBHO HAOMIOACHHWE W Ue TOH Ie
HOPOIB/KY J1a U3IIBJIHABA M3UCKBAHUATA N0 mpuioxkenue VIL

6. B cpok mo 28 aHu oT HOTH(UKAIMITA, TOCOYEHA B maparpad 2,
IbpKaBuTe WieHKH win Komucusata Morat Ja OTIPaBAT MUCMEHU
BB3PaKCHUS, KaTO M3THKHAT apryMEHTHUTE CH 110 OTHOIICHHWE Ha HOTH-
¢unupanus opraH WM HaONIOAEHHWETO My OT CTpaHa Ha Oprasa,
OTroBapsll 3a HOTU(UIMpAHUTE OpraHu. AKo He OBbJaT OTIpPaBEHU
Be3pakeHus, Komucusra mnybnmukyBa B NANDO HoTudukanusra B
pamkure Ha 42 1HU OT Jarata Ha YBEJAOMSBAHETO U CBIJIACHO
naparpad 2.

7.  Koraro nbprkaBa uieHka wiu Komucusita noBaurue Bb3paxeHus B
choTBeTCTBHE ¢ Taparpad 6, Komwucusta orHacst Bbrnpoca 10 KITMU B
cpok or 10 muu cien u3tMyaHe Ha cpoka o maparpad 6. Cuep
KOHCYJNTanms cbe 3anHTepecoBanute crpann KI'MU naBa cranoBumiero
CH Hail-kbCHO B cpok oT 40 JHM cieJl OTHACSHETO Ha BBIIPOCa J0 Hesl.
Koraro KI'MU cwmsTta, e HoTH(UKauusTa MOXe Aa ObAe NpHeTa,
Komucusita s nmyonukysa B NANDO B cpok ot 14 nHu.
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8. Koraro KI'MU, cnen xato e Ouiia KOHCYJITHpaHa B CbOTBETCTBHE C
naparpad 7, TOTBBPAM CBHIIECTBYBAIIO BB3PaKEHHE WINA IOBIUIHE
JIpYro Bb3paKeHHEe, HOTU(HULUpAIATa IbpikKaBa WICHKA IPEACTaBs
nucMeH otroBop Ha craHoBumeTo Ha KI'MU B cpok ot 40 nuu ot
nojydaBaHeTo My. B oTroBopa ce pasriexnaT IOBIUTHATUTE B CTaHO-
BUILICTO BB3PAKCHUA WU CE€ H3JIaraT MOTHUBHUTC 3a PCHICHUETO HA HOTHU-
¢unmpamara Japp)kaBa WICHKa Ja ONpeleld WIM Aa He ONpenesn
OpraHa 3a OLICHSBAHE HAa ChOTBETCTBUETO.

9.  Koraro HOoTM]uUHMpamiaTa aAbp)KaBa 4WICHKa PElIM Jia TOTBbPAU
PELICHHETO CH Ja ONpENeNId OpraHa 3a OLCHSIBAaHE Ha CHOTBETCTBHETO,
KAaTo M3JI0OKH CBOHMTE OCHOBAaHHS B CBOTBETCTBHE ¢ maparpad 8,
Komucusra nyonukysa Hotudukamusta B8 NANDO B cpok ot 14 nHm
OT YBEJOMSIBAHETO CH.

10.  Ilpm mybmmkyBarero Ha HoTH(uKamuaTa B NANDO Komwucusra
n00aBsi B €JEKTPOHHATA CHcTeMa Mo wieH 57 u uHdopmaiusara 3a HOTH-
¢ukanmaTa Ha HOTHOUIUPAHWA OpraH 3aefHO C JTOKYMEHTHTE,
nocoueHu B maparpad 4 OT HAcTOAIIUS WICH, U CTAHOBHUILETO U
OTroBOpa, MOCOYCHU B maparpadgu 7 ¥ 8 OT HACTOSIIIUS YJICH.

11.  OnpexenstHETO cTaBa BaJUAHO B JICHS Cie] IYOJUKYBaHETO Ha
votudukarmsata B NANDO. B nyOnumkyBaHara HOTHGUKAaIUs ce
IOCOYBa OOXBATBHT HAa 3aKOHHATa IEHHOCT 3a OLIEHSBAaHE Ha CBHOTBETC-
TBHETO Ha HOTH(GHUIMPAHHS OpraH.

12.  CpOTBETHHAT OpraH 3a OICHSIBaHE HA CHOTBETCTBHETO MOXKE Aa
M3MBIHABA (DYHKIMUTE Ha HOTU(HULIMpPAH OpraH camo cjeJl Karo Orpe-
JICNISTHETO € CTaHAJIO BAJIWAHO B ChOTBETCTBUE ¢ maparpad 11.

13. Mo 26 moemBpu 2017 r. Komwmcusara, upe3 akToBe 3a H3MbI-
HEHHE, ChCTaBs CIHCHK Ha KOJOBETE M CBHOTBETCTBALIUTE THIIOBE
u3enus ¢ Lel Aa ce ompelenu o0XBaThT Ha AEHHOCTUTE HAa HOTU(U-
UpaHuTe opraHd. Te3w akToBe 3a M3MBJIHEHHE CE€ INpUEMAaT B CHOT-
BETCTBHME C IMpolleypara IO pasriiexjgaHe, NocoyeHa B wieH 114,
naparpad 3. Komucusra, cien koncynramus ¢ KI'MU, moxe na akrya-
JM3Hpa TO3U CIUCHK BH3 OCHOBA, HAaped C APYroTo, Ha HMHPOPMAIUATA,
MOJy4eHA OT KOOPJMHAIMOHHHUTE JIEHHOCTH MO 4jeH 48.

Ynen 43

HUnentudukanuoHeH HoMep U CMHCHK HA HOTH(UIMPAHUTE OPraHu

1. Komucusra onpeneins UASHTU(DHUKALUMOHEH HOMEP HA BCEKU HOTH-
¢umpaH opraH, 3a KOWTO HOTH(HKAIMATA CTaBa BAIMAHA CBITACHO
uned 42, naparpad 11. Tsa ompemens caMo €IUH HUIECHTU(DUKALUOHEH
HOMEp, JIOpPH KOTaTo OPraHbT € HOTH(HIMPAH CHITACHO HAKOIKO aKTa
Ha Cpro3a. Korato ca ompeneneHu B CHOTBETCTBUE C HACTOSIIUS
permaMeHT,  OpraHWTe,  HOTU(GWIMPAHW  CBIIACHO  JUPEKTHBH
90/385/EMO u 93/42/EMO, 3ama3BaT HICHTH()UKAIMOHHHTE HOMEpa,
KOMUTO Ca OIPEENICHH 32 TSAX B CHOTBETCTBUE C TE3U AUPEKTHUBU.

2. Komucusra npasu mybOnuuno poctbiieH B NANDO cnucbka Ha
OpraHuTe, HOTH(GUIMpPAHW CBHIIIACHO HACTOSIIUSA PETIAMEHT, BKIIO-
YUTEJIHO OIPENCICHUTe UM UASHTU(PUKANMOHHU HOMeEpa, NeHHOCTUTE
MO0 OIIeHABaHE HA CHOTBETCTBHETO, KAKTO € ONpPEAENICHO B HACTOSIIHS
periTaMeHT, W THUIOBETE W3JENHs, 3a KOHTO ca HoThuduiupanu. OcBeH
TOBA Tsl OIIOBECTSIBA TO3U CHHCBK U B €JIEKTPOHHATA CUCTEMa, IIOCOUCHA
B wrieH 57. Komucusita moagppika TO3M CHUCHK aKTyalsleH.
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Ynen 44

Ha0mioneHne ¥ MoOCJeIBAIIO ONEHsIBAHE HAa HOTH(HUIMPaHUTE
opraHu

1.  Hortuduiupanure opraHu yBeqoMsBaT 0e3 3a0aBsiHe U HA-KbCHO
B Cpok OT 15 nHu oprana, oTroBapsiiy 3a HOTH()UIMPAHUTE OpPraHu, 3a
CHOTBETHUTE MPOMEHH, KOUTO MOraT Aa OKaXKaT OTPaXCHHUE BBPXY
ChOTBETCTBHETO C HW3HCKBaHWsATA MO mnpuwiokenne VII wim Bbpxy
CMOCOOHOCTTa MM Jia U3BBPIIBAT JCHHOCTHTE MO OICHSIBAHE Ha CHOT-
BETCTBUETO BBB BPB3Ka C HM3/CIHUSTA, 32 KOMTO Ca OWIM OIPEICICHH.

2. Oprasure, OTrOBapsIM 33 HOTU(HUUUPAHUTE OpPraHH, U3BHPIIBAT
HaOITIo/IeHNe Ha HOTH(UIIMPAaHNUTE OpTaHM, YCTAHOBEHM HA TAXHA TEPH-
TOpUs, W Ha TEXHUTE MOJENIEHUs U MOAU3NBIHUTENH, 3a Ja Ce
rapaHTupa, 4Ye T€ NpOAb/DKABaT Ja CHa3sBaT MW3UCKBaHMATA M J1a
W3IIBJIHABAT 3ab/DKEHMATa CH 10 HacTosmmusA periameHt. Ilpu
TOMCKBAHE OT CBOSI OpPraH, OTTOBApsIl 3a HOTU(QUIMPAHUTE OPTaHH,
HOTHGHIMPAHUTE OPTaHU TPETOCTABAT IAJIaTa CHOTBETHA MH(MOPMAITHS
U JIOKYMEHTH, KOUTO ca HeoOXonumu Ha opraHa, Komucusara u octa-
HaJINTE ABP)KaBM YICHKH C II€J NPOBEPKA HAa ChOTBETCTBUETO.

3. Koraro Komucusta unu opranbT Ha JbpKaBa 4jeHKa IoJajxar a0
HOTH(WIMMPAH OpraH, yCTaHOBEH Ha TEPUTOPHATA HA Ipyra Ibp)KaBa
4JIEHKA, WUCKAaHEe, CBBP3aHO C OLEHABAHETO Ha CBOTBETCTBUETO,
U3BBPIICHO OT TO3M HOTH(UIMpaAH OpraH, OpPraHbT HA OTIPaBHIATA
HCKAHETO AbpiKaBa YIEHKA H3Ipallla KOIMe U O OpraHa, OTTOBapsill
3a HOTUGMLUPAHWTE OpraHu, Ha JApyrata AbpxkaBa wieHka. CboT-
BETHHAT HOTHU(UIMpAH OpraH OTroBaps Ha HMCKaHETO Oe3 3a0aBsHE U
Hal-KbCHO B CpOK OT 15 nuu. OpransT, OTroBapsii] 3a HOTU(GUIUPAHUTE
OpraHH, Ha Abp/KaBaTa WICHKA, B KOATO € YCTAHOBEH HOTH()UIMPAHUST
OpraH, OCUTypsiBa PasrieXkJIaHEeTO OT CTpPaHa Ha HOTH(UIMPAHUS OpraH
Ha MCKaHHUATA, MPEJICTAaBEHM OT OPTaHWTe Ha JApyra AbpikaBa dYIeHKa
nmn ot KommcusaTa, OCBEH KOTraTo CHINECTBYBAa 3aKOHHO OCHOBaHHE
TOBa Ja HE ce HampaBH, B KOWTO cilydail BBIPOCHT MOXKE Ja ce
orHece 1o KI'MMU.

4. TloHe BEOHBXK TOJMIIHO OPraHUTE, OTrOBApALIM 3a HOTH(HUIU-
paHUTe OpraHH, OLEHIBAT OTHOBO JalW HOTH(UIMPaHUTE OPTaHHM, yCTa-
HOBEHHM HAa CBHOTBETHATA MM TEPUTOPHs, M KOraro TOBa € LEJIeCh-
00pa3HO — TOJENCHUATAa U TOTU3IBJIHUTEINTE, 32 KOUTO TE3H HOTH-
(unmpaHu oOpraHd OTrOBapsT, MPOABIDKABAT Jia M3IIBJIHABAT HM3HUCK-
BaHUATA M 3aabDKeHUsITa cu no npuinoxenue VII. To3m mnpernmexn
BKIIFOYBA OJUT Ha MSCTO HAa BCEKH HOTH(HUIMPaH OpraH W mpu HeoOXo-
JUMOCT — Ha HETOBUTE MOJEJICHUS W TOAM3IIBIHUTEIIH.

OpranbT, OTroBapsll 3a HOTU(HIMPAHUTE OPraHU, W3BHPIIBA CBOHTE
JeHHOCTH 1O HAOJIOAEHHME U OLICHSABAHE CBIVIACHO TOIUIIEH IUIaH 3a
OLICHsABaHe, 3a [Ja TapaHTHpa, 4Ye MoXKe e(EeKTUBHO Ja M3BBPIIBA
HaOJIIOZIEHHE Ha HENPEeKbCHATOTO Clla3BaHe OT CTpaHa Ha HOTU(U-
IUpaHusl OpraH Ha M3MCKBAHUATA IO HACTOSIIUS periamMeHT. Tosu
IUTaH ChIbpXKa MOTHBUpaH TpadUK 3a YecToTara Ha OLEHSIBAHETO Ha
HOTU(UIMPAHUS OpraH M TO-CICHMATHO HAa CBBP3aHUTE C HEro
noxeneHust u noam3mbiaHUTENH. OpransT npexacras Ha KIMU wu nHa
Komucusta rogumHusg cu IuiaH 3a HaONIOJEHHE WM OILICHSBaHE 3a
BCEKH HOTHU(HIMPaH OpraH, 3a KOHTO OTrOBaps.

5. HabmonenueTo Ha HOTU(GUIMPAHUTE OPTaHU OT CTPaHa Ha OpraHa,
OTroBapsll 3a HOTH(QHULMpPAHUTE OPraHM, BKIIOYBA OAUTH 4pe3 HPEKH
HaOJIOJICHHs] Ha INepCOHAa HA HOTU(HIMPAHUS OpraH, BKIIOYHTEIHO
IpU HEOOXOJMMOCT Ha MEPCOHala Ha IOACNCHMATA M IOAW3IBIHH-
TejuTe, 10 BpeMe Ha Ipoleca Ha OLEHSBaHE OT CTpaHa Ha TO3M
IEepCOHall Ha CHCTEMara 3a yNpaBICHHE Ha KayeCTBOTO B OOCKT Ha
[IPOM3BOANTEIIS.
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6.  Ilpu nHaGmogeHHeTo Ha HOTH(UIMPAHUTE OPraHH, OCHIIECTBIBAHO
OT OpraHa, OTTOBApAIN 32 HOTU(QUIMpPAHUTE OPTaHHU, CE€ B3EMAT HPEIBUJ
JlaHHH, TIOJy4YeHH OT HaJ30pa Ha Masapa, MmpociejsBaHeTo Ha Ge3omac-
HOCTTa W Ham30pa Cie] IyCKaHe Ha Ia3apa, 3a Ja ce CIIOMOTHE 3a
JaBaHETO HA HACOKU IO JeHHOoCTTA.

OpranbT, OTroBapsi] 3a HOTU(UIMPAHUTE OPraHH, OCUTYpSiBA CHCTE-
MaTUYHO TpOCIesIBaHe Ha yKajlOu u apyra nHGopManus, BKIIOYHTEITHO
OT JIpyTd JIbpKaBHU WICHKH, B KOUTO MOXKE Jla € MOCOYCHO HEeCIa3BaHe
Ha 3adBJDKEHHATA OT CTpaHa Ha JaJcH HOTU(HLUpAH OpraH WIH
OTKJIOHEHHE OT yTBBPJECHA WM J00pa MpaKTHKa.

7. OpraubT, OTroBapsl] 3a HOTU(QUIHUPAHUTE OPraHH, MOXKE B
JOTTBITHEHNE KBM PEJOBHOTO HAOINIOJCHHE M OICHSBAaHE Ha MACTO Ja
IOpaBU Iperyiefid € KpPaTKo MpPEeAU3BECTHE, BHE3allHHM WIM HapoO4yHU
mpernaeqy, ako TOBa € HEoOXOAMMO 3a paspellaBaHe Ha KOHKPETCH
po0sieM WM 3a NPOBEPKa Ha ChOTBETCTBUETO.

8. OprausT, OTroBapsIl 3a HOTU(GUIUPAHUTE OPTaHHU, IIPABU HIPErIe]
Ha HAIpaBeHOTO OT HOTH(HIMPAHUTE OPTaHM OICHSIBAaHE HAa TEXHH-
yeckaTa JOKYMEHTAalUs Ha IPOMU3BOJUTENUTE, M IO CHELUATHO — Ha
JOKYMEHTAlMATa BbB BPb3Ka C KIMHUYHHUTE OLIEHKH, KaKTO € IMOCOYEHO
O-TIOAPOOHO B wieH 45.

9.  Opranbt, OoTroBapsul 3a HOTH(UIMpPAHUTE OPTraHH, JTOKYMEHTHpA
W perucTpupa BCUYKMA KOHCTATHPAHH CIy4aW Ha HECIa3BaHE OT CTpaHa
Ha HOTU(UIMPAHUS OpPraH Ha H3MUCKBaHUATA Mo mpuioxkeHue VII u
CJIEZIM 32 HABPEMEHHOTO M3IBbJIHEHHUE HAa KOPUTHPAIIM U MPEBAaHTHBHU
ENCTBUSL.

10. Tpu romunu cien HOTH(UKANMATA HAa HOTU(HIUPAH OpraH MU
CJIe[l TOBA Ha BCEKH YETUPH TOJMHU OpraHa, OTroBapsll 3a HOTH(UIU-
paHUTE OpraHd, HA Jbp)KaBaTa WICHKA, B KOATO € YCTAaHOBEH HOTH(U-
UPAHUAT OpraH, M Ipyrarta 3a ChbBMECTHO OLICHSBAaHE, OIpelelieHa 3a
[eJUTe Ha Tporenypata mo wieHoBe 38 u 39, W3BBpPHIBAT ISLTOCTHO
MOCJIEBAILO0 OLCHSBAHE, 3a Ja YCTAaHOBAT Jad HOTU(QUIMPAHUAT
OpraH TpOaBDKaBa Ja M3MBIHSIBA M3WCKBaHMATA 1O mpuiokenne VI

11.  Ha KommucusTta ce mpemoctaBs MpaBOMOLIMETO Ia MpHeMa Jele-
TUpaHd aKTOBE B CBOTBETCTBME C 4ieH 115 3a u3MeHeHHEe Ha
nmaparpad 10 ¢ 1men mpomsiHAa Ha YeECTOTaTa HAa HW3BBPIIBAHE HAa
[SUTOCTHOTO TIOCIISBAIIO OLCHSBAHE, MOCOYEHO B CHINUs maparpad.

12.  TloHe BeAHBK TOAMIIHO IbP)KABUTE UICHKHA JOKIagBAT Ha
Komucusita u wma KI'MU 3a geliHoctuTre cu 1o HaOMIOAEHUE |
OLICHsIBaHE Ha MSICTO Ha HOTU(HIUPAHUTE OPTaHU M aKO € MPUIIOKHUMO,
Ha TEXHUTE TMOJCNCHUS U MNOAMIBIHATENH. JIOKIAQABT ChABPKA
nHpOpMaLUs 3a pe3yNTaTUTe OT TEe3H JSHHOCTH, BKIIOYHTENHO OT
neiiHoctuTe mo maparpad 7, u ce tperupa or KI'MU n Kommucusra
Karo mnoBepuTeliHAa HHPOpPMALUSA; TOW obaue BKIOYBA PE3FOME, [0
KOETO Ce TPENOCTaBsl MyOIUUeH TOCTBIIL.

Pestome Ha J10KNaza ce BbBEKAA B CICKTPOHHATA CUCTEMA, ITOCOYCHA B
ujieH 57.

Ynen 45

l'[pernezl Ha M3BBPUHICHOTO OT HOTI/lq)I(lI.ll/lpaHPlﬂ OpraH ouUcHsiBaHe
Ha TEXHHYECKATA JOKYMEHTAMA MW Ha [JOKYMCHTalusdATa BbB
BPpb3Ka ¢ KIIMHUYHATa OLCHKaA

1.  Oprawbr, oTroBapsil 3a HOTUQUIHMPAHWUTE OpraHH, MpPaBU
Ipernea, KaTo 4YacT OT TEKYLIIOTO HaOMIoJeHHe Ha HOTH(UIHMpaHHUTE
OpraHd, Ha MOIXOJSN] OpOil OLEHKH, M3BHPUICHH OT HOTHU(HIUPAHUS
OpraH IO OTHOLICHHE Ha TEXHUUYECKaTa JOKYMEHTALMs Ha IPOU3BOIU-
TEeJINTE, MO-CIEHUATHO Ha JIOKYMEHTAIUsATa BbB Bpb3Ka C KIMHUYHATA
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omeHka mo paszzgen 6.1, OykBu B) u T) or mnpwioxenue I, ¢ umen
[POBEpKa Ha 3aKJIIOYCHMSATA, HANPABEHH OT HOTHU(UIMpPAHUS OpraH
Bb3 OCHOBa Ha wuHpOpManusTa OT mpousBomuressi. Opravsr,
OTroBapsiiy 3a HOTH(MHIUPAHHTE OpPraHW, H3BBPIIBA TE3HM MHPCTIICIH
KaKTO OT pa3CTOsHHE, TaKa U Ha MSCTO.

2.  UM3BagkaTta OT mocuera, KOWTO TOJIEKAT HA TpETNIe] B CHOT-
BeTcTBHE C maparpad 1 ce miIaHupa W € MPEICTABUTEHA 33 BCHUYKH
TUTIOBE M3JICJINS, W IMO-CICHHAIHO BHCOKOPHUCKOBUTE W3JCIHS, H
PHCKOBETE, CBBpP3aHM C TAX, CEPTUPHUUUPAHU OT HOTU(DHUIMPAHUS
opraH, ¥ € Ha/UIeKHO OOOCHOBaHa M JOKYMCHTHpaHa B IUIaH 3a
OIIEHKA IO HW3BaJKH, KOWTO TPH IMOMCKBaHEe ce ocurypsea Ha KI'MU
OT OpraHa, OTTOBapsill 32 HOTH(UIUpPAHUTE OpraHU.

3. OprausT, OTroBapsml 3a HOTH(GUIMPAHUTE OPTAHHM, TPABU MPETIe]
Ha TOBA JajM OLEHSIBAHETO € OMJIO M3BBPUICHO MPABUJIHO OT HOTHU(H-
LUPaHusl OpraH M NpOBEpsBa HPHIOKEHUTE NMPOLEIYPH, CBbpP3aHaTa C
TOBa JIOKYMEHTALUsl M 3aKJIIOUEHHATA, HAIPABEHU OT HOTU(HUIMPAHUS
opraH. [IpoBepkara oOxBaia TeXHUYECKATa JIOKYMEHTAIUS ¥ JIOKYMEH-
TalusATa BHB BPB3Ka C KIMHUYHHUTE OLEHKH Ha MPOM3BOAUTENS, BHPXY
KOMTO C€ OCHOBaBa OICHABAHETO Ha HOTH(QUUUpaHUs oprad. [lpu
npernenute ce n3non3sat OC.

4. Tlpernemurte ca yacT W OT IMOCJIEABAIIOTO OICHSIBAHE HA HOTHU(U-
LUpaHUTE OpraHu chriacHo wieH 44, maparpad 10 u pmeiiHocTHTE 32
CHhbBMECTHO OIICHSIBaHE, IMOco4eHU B wieH 47, naparpad 3. Ilpernenure
ce MPaBAT, KaTo CE W3MOJI3BAT MOAXOMSAIIN EKCIEPTHH 3HAHMS.

5. Bpb3 ocHOBa Ha JIOKJIAIUTE OTHOCHO MpPETJIEANTE U OLEHKHUTE Ha
opraHa, OTroBapsil 3a HOTH(GUIUpPAHUTE OpraHW, WM Ha TPYNUTE 3a
CBbBMECTHO OIIEHSBaHE, Ha JIAHHUTE OT omnMcanure B riaaBa VII
JIEHHOCTH TIO HAJ30p Ha Ta3apa, INpociie/isBaHe Ha Oe30MacHOCTTa U
Hag30p cCien TyckaHe Ha Ta3apa, B KOHTEKCTa Ha MOCTOSHHOTO
ClIEJICHe Ha TEXHUYECKUsl TMpOorpec MM Ha Ha0ens3BaHETO Ha
OMaceHHWss W HOBOBB3HMKBAIIM BBIPOCH OTHOCHO 0€30MacHOCTTa W
neiicrBuero Ha MeauuuHckure minenus, KITMU moxe na mpenopbua
W3BAJIKUTE, U3BBPIIBAHM CHIJIACHO HACTOSIIUS YJIEH, Ja 00XBalaT Io-
TOJISIM WJIM TIO-MaJTbK [T OT TeXHUYeCKaTa JOKYMEHTAIUs U JOKYMEH-
TanysTa BbB BpPb3KAa C KIMHUYHHUTE OICHKH, OLICHSBAaHU OT HOTU(H-
[UPAHAS OpraH.

6. IlocpenctBoM akToBe 3a m3nbiHeHHe Komucusta Moxe z1a nmpueme
MEpKH 32 OmIpejesisiHe Ha TMOAPOOHH INpaBmia 3a Mperyiefa Ha OLEHs-
BAaHETO HA TEXHHUYECKaTa JOKYMEHTalUs U Ha JOKYMEHTAaLUsTa BbB
BPB3Ka C KIMHUYHHUTE OLEHKH, IOCOYCHO B HACTOSIIMS 4WIEH, KaKTO U
CBBP3aHUTE C TOBAa JOKYMEHTH M KoopAauHauus. Te3u akroBe 3a
M3IBIHEHHE C€ [pHeMaT B CBHOTBETCTBHE C Mpolexypara IO
pasriexaane, mocodeHa B wieH 114, maparpad 3.

Ynen 46

IIpoMeHnu B ompeneissHeTO U HOTH(PUKALUATA

1. OpraubsT, OTroBapsil 3a HOTUGHULUHUPAHUTE OpPraHu, HHPOPMHUpA
Kommucusara u apyrute IbpXKaBH WICHKH 3a BCSKA IPOMSHA, CBBP3aHA
C ONpEJENIHEeTO Ha HOTH(HIMPAH OpraH.

[Iponenypure no uieH 39 u unen 42 ce mpuiaraT 10 OTHOIICHHE Ha
pasimupsiBaHeTo Ha o0xBaTa Ha JEHHOCTUTE Ha HOTUGHULUPAHUTE
OpraHw.

3a nmpoMeHH, pa3iMyHU OT pa3lIMpPSIBaHETO Ha 00XBaTa Ha JNEHHOCTHUTE,
ce TpuiaraT IpoLeIypHTe, MIOCOYSHU B CIEABAIIUTE Maparpadmu.
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2. Komucusata He3abaBHO IyOJIMKyBa HM3MEHEHaTa HOTU(HKALMS B
unHpopmanmonHara cucrema NANDO. Kowmucusita He3a0aBHO BBBEk/Ia
MHPOpMaIUATa 32 NPOMEHUTE, CBBbP3aHH C OIpPEIENISTHETO Ha HOTHU(H-
[UpPaHUs OpPraH, B €JIeKTPOHHATa CHCTEMa, MTOCOYeHa B 4WieH 57.

3. Axo HOTHOWIHMpAH OpraH Pelr Ja MPEeKpaTH IeHHOCTUTE CH II0
OLICHSIBAaHE HA CHOTBETCTBHETO, TOH YBEIOMsBAa OpraHa, OTrOBapsll 3a
HOTH(OUIMPAaHUTE OpPTaHH, M 3aCETHATHUTE NPOM3BOAUTEIH BBH3MOYKHO
Hali-0bp30, a B Cilyyail Ha IUIAHUPAHO NpEKpaTsBaHe — €JHa TOJMHA
npeay TpeKpaTsBaHeTo Ha jaedHocTra. CeprudukaruTe Morar jaa
OCTaHAT BaJHMIHU BPEMEHHO 32 CPOK OT JIEBeT Mecela Cliell MpeKpa-
TABaHE Ha JEHHOCTTA Ha HOTU(UIMPAHUS OpraH, MpPU YCIOBHE Ye
Ipyr HOTHQUIMPAH OpraH MUCMEHO € MOTBBPIAMI, Y€ IIe IOoeMe OTro-
BOPHOCTTa 3a M3/eiuATa, 00XBaHATH OT Te3u cepruduxaru. Hosusar
HOTH(UIMpPaH OpraH TpsAOBa Ja W3BBPIIM IIBJIHO OLECHSABAaHE Ha M3[e-
JHATA, 3aCETHATH OT M3THYAaHETO Ha TO3U CPOK, MpEeNd M3JaBaHeTO Ha
HOBU cepTuduKatu 3a Te3u ycTpoiictBa. Korato HOTHUUMpaHUAT
OpraH € IPEeKpaTWJ JEHHOCTTa CH, OpraHbT, OTrOBAPALI 32 HOTH(UIH-
paHHUTE OpraHW, OTMEHS aKTa 3a ONpeiessHE.

4.  Korato opranbT, OTroBapsil 3a HOTUGHULUPAHUTE OpPraHU, €
KOHCTaTHpal, 4Ye AaJeH HOTHOHUINPAH OpraH Bede HEe OTroBaps Ha
U3UCKBaHMATA, YCTaHOBEHM B npuiokenue VII, mnm He u3mbiHsABaA
3a0BIDKCHUATA CH, WM HE € M3MBIHWI HEOOXOAWMHTE KOPHTHpAITH
MEpPKH, OPraHbT CIIUpa AEHCTBHETO HA aKTa 3a ONpEJeNsgHEe, OTPaHNYaBa
r0 WIM M3LAIO WIM YaCTUYHO IO OTMEHs, B 3aBHCUMOCT OT CEpHO3-
HOCTTAa Ha HApYyLUIEHMETO Ha M3UCKBAHUATA WM HA HEU3IIBIHEHHETO
Ha 3agbkeHusTa. CpokbT Ha CIOUPAaHETO Ha JEHCTBUETO HE
HaJIXBbpJIA €HA TOJMHA, KaTO TOW MOXKE Jla C€ YABJDKU €IHOKPATHO C
olle €[HA T'OJUHA.

OpranbT, OTroBapsAl] 3a HOTH(QUUIUpPAHUTE OpraHd, He3abaBHO
undopmupa Kommucusita u ApyruTe Ibp)KAaBH WICHKH 33 BCIKO
crypaHe Ha JCWCTBHETO, OrpaHUuYaBaHE MJIM OTMSIHA HAa aKTa 3a ONpej-
eJIsHe.

5. Koraro geiicTBHEeTO Ha aKTa 3a ONPEAEISIHETO € OMIIO CIPSHO WIN
OTPaHHYEHO WM aKTBHT € OMJI OTMEHEH M3IIO0 MM YaCTHYHO, HOTH(HH-
LUPAHUST OpraH YBEIOMsBA 3aCETHATHTE MPOU3BOJIUTENN HAH-KbCHO B
pamkute Ha 10 gHA.

6. B cmyuait Ha orpaHnyaBaHe, CIIMpaHEe Ha JACWCTBUETO MM OTMSHA
Ha aKTa 3a OINpEJACIsiHE OpraHbT, OTroBapsll 3a HOTH(UIUpaHHTE
OpraHy, IperpreMa MOAXOASIIM MEPKH, 3a J1a OCHTYPU CHhXPaHEHHETO
Ha JIOCHETaTa Ha ChOTBETHHS HOTH(ULUPAH OpraH, U M MperocTaBs Ha
OpraHduTe HA APYTUTE IbP)KaBU WICHKH, OTrOBapsAIld 3a HOTH(UIM-
paHUTe OpraHd, KakTO M Ha OpraHWTe, OTrOBapsIld 3a Haa3opa Ha
nasapa, Ipu MOMCKBAaHE OT TAXHA CTpaHa.

7. B cmyuail Ha orpaHMuyaBaHe, CIMpaHEe Ha AEWCTBUETO MM OTMSHA
Ha aKTa 3a OINpeIeisHe OpPTraHbT, OTroBapsll 3a HOTHU(GHIMPaHUTE
OpraHu:

a) OLEHSABA MOCIEIULIUTE 3a CepTU(UKATUTE, U3AAACHU OT HOTU(U-
IIUpaHHs OPraH;

§

=

npezacTaBs Ha Komucusta W ApyruTe Obp)KaBH WICHKH JOKIAn C
KOHCTaTallMUTEe CH B CPOK J0 TPHU Mecela OT HOTU(PHUIHPAHETO 3a
MIPOMEHHUTE, CBBP3aHU C OINPEACISHETO;

B) M3MCKBa HOTHU(UIMPAHUAT OpraH Ja cIpe AeHCTBHETO WIM Ja
OTHEME B paMKUTE Ha pa3yMEH CpOK, OIpeJelieH OT Oprasa,
BCUUKH CEPTHU(PUKATH, KOUTO Ca HU3/AaJAECHU HEOCHOBATEIHO, C ILIEN
Jla ce ocurypu 0e30MacHOCTTa Ha M3JENUATa Ha Ia3apa;

T) BBBE&XAAa B CEJIEKTPOHHATA CHCTEMa, IIOCOYeHA B WIeH 57,
uHdopmanyss BbB Bpb3Ka CbC CEPTUPUKATUTE, 3a KOUTO € OmiIo
M3HUCKAHO CIHpaHEe Ha JEHCTBHETO MM OTHEMAaHE,
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1) uHGOpPMHUpAa KOMIIETGHTHMS OpraH 3a MEAUIMHCKUTE M3IeIus Ha
Ibp)KaBaTa UICHKA, B KOSATO MPOU3BOMUTEISIT HWMa PETHCTPUPAHO
MJCTO Ha CTONAHCKAa JEHHOCT, upe3 eJEeKTPOHHATa CHCTeMa,
mocoueHa B wieH 57, 3a ceprudukature, 3a KOUTO € OHIIO
M3UCKAHO CIHMpaHe Ha JEHCTBUETO WM OTHeMaHe. KOMIETeHTHHST
opraH B3eMa CHOTBETHHTE MEPKH, KOraTo € HEOOXOAMMO J1a ce
n30CeTHE TMOTCHIMAICH PHCK 33 3PaBeTO MM OE30IIaCHOCTTa Ha
MAIUeHTH, OTPpeOuTeNn u Jp.

8.  C M3KIOYCHHE HA HEOCHOBATEIHO M3JQJICHUTE CepTU(UKATH U B
CIIy4anTe, KOrato € OWJIO CIPSIHO MIIM OTPAHUYCHO NEHCTBHETO Ha aKTa
3a ompefensHe, CepTH(GUKATATE OCTaBaT BAIWIHW TIPH CIIEAHUTE
00CTOsITEIICTBA:

a) KOrato OpraHbT, OTTOBApsIIl 32 HOTU(HUIMPAHUTE OPraHHU, OTBBPIIH,
B paMKUTE Ha €IWH Mecell OT CIUPAHETO Ha JCHCTBHETO MM Orpa-
HUYABAaHETO, Y€ HE ChINECTBYBa MpoOJieM ¢ O€30MacHOCTTa IO
OTHOIICHHE Ha cepTH(UKATUTE, 3acerHaTh OT CIUPAHETO Ha
}IeﬁCTBHeTO WINW OIpaHUYaBaHETO, W KOIraTO OpPraHbT, OTIrOBapPSIL
3a HOTH(HUUpaHUTe OpraHu, Habenexku rpaduK W ICHUCTBUS, OT
KOUTO CE€ O4YakBa Ja JOBeJaT [0 OTMsHA Ha CIIMPAHETO Ha
JCHCTBHETO WM OrPaHHYaBAHETO;UITH

6

~

KOT'aTO OPraHbT, OTTOBAPSI 32 HOTU(GUIMPAHUTE OPTaHU, TOTBBPIIH,
Ye HAMa Ja Ce M3[aBaT, M3MEHAT WIM Npen3aaBaT cepTHdukary,
KOHTO MMaT OTHOUIEHHE KbM CIIMPAaHETO WM OrpaHMYaBaHETO Ha
JeWCTBHETO, AOKATO Tpae TOBAa CIUpaHE WM OrpaHHYaBaHE Ha
JIEVCTBHETO, ¥ OOSIBH JaNu HOTH(UIMPAHUAT OpraH € CrocoOeH Ja
HPOABIDKY J1a HAOJI01aBa U Ja OTroBapsi 3a ChLICCTBYBALINUTE CEPTHU-
(uKaTh, U3MaNCHN 3a CPOKa Ha CIIUPAHETO WM OTrpaHM4YaBaHeTo. B
cllydail d9e OpraHbT, OTrOBapsml 3a HOTU(HIMPAHUTE OpTraHH,
KOHCTaTHpa, Y€ HOTH()UIMpPAHUAT OpraH HE € CIOCOOCH Ja
HOAIBpKA HM3JaJCHUTE JeHCTBAIlM CEepPTHOHUKATH, B CPOK IO TPH
Mecella OT CIHPAHETO WIM OrPaHHYaBAHETO IPOHM3BOJUTEIAT
npesocTaBs Ha KOMIIETEHTHHSI OpraH 3a MEIWIMHCKHUTE W3/eNUs Ha
JbpKaBaTa WICHKA, B KOSTO € PErHCTPUPAHOTO MSCTO Ha CTOMAHCKA
JICHHOCT Ha MpPOM3BOJUTENST HAa OOXBAaHATOTO OT cepTHdHKara
U3/ieNie, MHCMEHO IMOTBBPXKACHHE, Ye IPYr KBATM(UIUpaH HOTH-
(unupan opran BpeMEHHO moeMa (PyHKUIUHTE Ha HOTHOUIMPAHUS
opraH Ja HaOJllogaBa M OTroBapsi 3a cepTH(UKATUTE MO BpeMe Ha
CpOKa Ha CIMpaHe Ha JCHCTBHETO WIIM OrpaHWYaBaHETO.

9.  C m3KIIOYCHHE Ha HEOCHOBATEIHO HM3/AJCHHUTE CEPTU(HUKATH U B
cllydauTe, KOraTo akThT 3a OIpeJelisiHe € Ol OTMEHEH, cepTU(HUKATUTE
OCTaBaT BAaIMAHHU 3a CPOK OT JEBET Mecela IPH CIEAHHTE O00CTOS-
TEJICTBA:

a) KOraTto KOMIICTCHTHHAT OpraH 3a MCAWIUHCKUTE UW3ACIUA Ha
AbpKaBaTa WICHKA, B KOATO € PpCerucCcTpupaHo MACTOTO Ha
CTOTNIAHCKAa JEHHOCT Ha MMPOU3BOAUTEIIA Ha H3ACIIUETO, 00XBaHATO
oT CepTI/I(bI/IKaTa, MOTBBPAHN, Y€ HsAMA np06neM ¢ 0e3omacHOCTTa IO
OTHOLICHHUE Ha BBIPOCHOTO H3IACINEC; U

§

=

Apyr HOTI/I(l)I/IL[I/IpaH OpraH NUCMEHO MOTBBPAHU, Y€ IIEC MMOEME HCIOC-
peacrBeHaTta OTrOBOPHOCT 3a TE3W U3ACIHUA U IIC MPUKIIIOYN OLCHSA-
BaHCTO MM B PAMKHMTC Ha JABAHAACCET MECCla, CYMTAaHO OT OTMsAHATa
Ha aKTa 3a OIIPCACISTHETO.

[Ipu ycnoBusiTa, NOCOYEHH B I'bpBa ajJHMHEs, KOMIETEHTHUAT OpraH 3a
MEINIMHCKUTE U3AEHs Ha IbpXKaBaTa WICHKA, B KOSITO € PErUCTPHPAHO
MACTOTO Ha CTONAHCKa JEHHOCT Ha MPOU3BOAMTENS Ha H3ZEIHETO,
o0xBaHaTO OT cepTHdUKaTa, MOKE Ja YABIDKM CpPOKa Ha BpEMEHHATa
BAJIUJHOCT Ha CEPTUPHUKATUTE 3a JOMBJIHUTECIHH CPOKOBE OT TpHU
Mecela, KOUTo OO0 He MOraT Ja HaAXBBPJAT JBaHAIECET Mecela.
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HaunoHamHuAT opraH, OTroBapsll 3a HOTUGHULUPAHUTE OpPTraHH, WIN
HOTHU(GUIHUPAHUIT OpraH, KOUTO € moeN (pyHKUUUTE Ha HOTH(HIUPAHUS
opraH, 3acerHaT OT IPOMsSHATa, CBbP3aHa C ONPE/ENITHETO, He3a0aBHO
yBenomsiBa Kommucusira, appKaBuTe WICHKH M APYTUTE HOTU(GHIHPAHU
OpraHu 3a IpoMsHaTa.

Ynen 47

OcnopBaHe HAa KOMIIETEHTHOCTTAa Ha HOTl/I(l)I/ll.ll/IpaHI/lTe OpraHu

1.  Komucusara 3aegqno ¢ KI'MUM npoyuBa BcUUKM Cilydau, B KOUTO
TIpesI Hesl ca M3Pa3eHU OMACeHHs] OTHOCHO HEMPEKhCHATOTO M3IThIHEHUE,
OT CTpaHa Ha HOTH(UUUpPAHUs OpraH WIM Ha €JHO WJIM IOBEYEe OT
HETOBHUTE IIOJICJICHUS WJIM TOAW3IBJIIHUTCIM, HAa W3MCKBAaHUATA IO
npunoxxkenne VII WM Ha BB3IOKEHUTE UM 3abJDKEHUA. T MpaBU
HEOOXOJIMMOTO CBOTBETHHSIT OpraH, OTrOBapsil 3a HOTH(UIMpaHHUTE
opranu, ja Obae WHPOPMHUpPAH U Ja TOIYyYHd BB3MOXKHOCT Ja MPOyYH
TE3U OIACCHUSI.

2. Tlpu nouckBaHe HOTHU(UIMpAIIATA AbpiKaBa YWICHKA MPEJICTaBs Ha
Komucusara msutata mH(OpMamys 1Mo OTHOLIEHHE Ha ONPEeSTHETO Ha
CHOTBETHUSI HOTU(UIIMPAH OpraH.

3. Komwucusara 3aeqno ¢ KI'MU moxe nga 3amodHe criopej cirydas
npolleypara Ha OlCHsBaHEe, omucaHa B wieH 39, maparpadu 3 u 4,
KOraTo MMa OCHOBATEJIHM ONAaceHUs 3a MPOJbJDKABAIIOTO CHOTBETCTBHE
Ha JaJieH HOTH(UIMpPaH OpraH WM IOACICHHE WM MOAU3IBIHUTET Ha
HOTH(UIMPaHUs OpPraH ¢ M3MCKBaHMATA 1m0 npuioxenne VII m xorarto
CUUTa, Ye B MPOYYBAHETO HA OpraHa, OTrOBapsl] 3a HOTH(UIHMpPAaHHUTE
OpraHd, Te3W ONACeHHsi He ca pasriefaHd IUIOCTHO, WIA TpH
MOWCKBAaHE OT OpraHa, OTroBapsll 3a HOTU(QUIMPAHWUTE OpraHU.
JlokmazBaHEeTo W pe3yiTaTUTe OT TOBA OIEHSBAHE CIEIBAT NPUHLUIIUTE,
u3noxeHu B wieH 39. KaTo apyra Bb3MOXKHOCT, B 3aBUCHMOCT OT CEpH-
o3HOCTTa Ha BBIpoca, Komucusrta 3aeano ¢ KI'MU moxe na mouncka ot
oprana, OTroBapsiil 32 HOTU(QHUIMPAHUTE OPTaHH, Ja JOIYyCHE ydacTHe B
OLICHABAHETO Ha MACTO Ha Hal-MHOT'O JABaMa CKCIICPTH OT CIHCHKA,
CbCTaBeH ChriuacHo wieH 40, Karo yacT OT IUIAHUPAHUTE IEHHOCTH TI0
HaOJIIOIGHNE U OLICHSBAHE B CHOTBETCTBUE C WieH 44 U CBITACHO MOCO-
YEHOTO B TOJMIIHMS TUIaH 3a OLCHSBaHE, OMUCaH B maparpad 44,
naparpad 4.

4. Koratro Komucusara KOHCTaTHpa, ue HafeH HOTHU(UIMpaH OpraxH
Beue HE OTroBaps Ha H3UCKBAaHMATA 3a ONPENEISHETO My, T
undopmupa HOTUULUpAIATA Ibp)KaBa 4YICHKA 32 TOBA U OTIpaBs
HCKaHe bp)KaBaTa WIeHKa Ja MpeAnpHeMe HeoOX0IUMHUTE KOPUTHPAIIN
MEpKH, BKIIIOYUTEIHO, aKO € HeOOXOAMMO, CIHMpaHe Ha JEeUCTBUETO,
OrpaHMYaBaHE WM OTMSHA Ha aKTa 3a OINpPEAEIsHE.

Korarto mappxaBara 4ieHKa He NpeArnpreMe HeoOXO0IUMHUTE KOPUTHpaIll
MEpKH, 4Ype3 aKkToBe 3a wu3nwiHeHne Komucusra Mmoxe Jna crpe
JICHCTBUETO Ha aKTa 3a ONpejAeisHe, Ja IO OTPaHWYM HJIM OTMEHH.
Te3u akTOBe 32 M3MBJIHEHHE CE NMPHEMAT B ChOTBETCTBUE C IIPOIleyparTa
o pasriexiane, mocodyeHa B wieH 114, maparpad 3. Komwucusra
uH(OpMHpa CHOTBETHATA IbpKaBa WICHKA 3a PEIICHUETO CH M aKTya-
mu3upa NANDO u enexTpoHHaTa cucTeMa, OCOYEHA B WieH 57.

5. KowmwucusaTa ciemy 3a TOBa IpUiata MOBEPUTEIHA HH(pOpMAIWS,
HOJNyyeHa [0 BpeMe Ha IpoydyBaHETO, nAa OblJe TpeTupaHa Io
TOIXO/IAI HAYUH.

Ynen 48

[MapTHLOPCKM NPOBEPKH W OOMSIHA HA ONHUT MEXIy OpraHuTe,
OTroBapsiliy 32 HOTH(GUUIMPAHHUTE OPraHH

1.  Kommucwusra ocurypsiBa HeoOXoauMaTa OpraHu3alus 3a oOMEH Ha
ONMUT ¥ KOOPAMHALMS HAa AJMHHUCTPATHBHUTE MPAKTHKA MEXIY
OpraHuTe, OTrOBapsIIM 3a HOTU(UIUPAHUTE oOpraHu. Tozu oOMeH
oOXBala CIeTHUTE EIEMEHTH:
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a) paspaboTBaHE Ha JOKYMEHTH 3a Hal-I0OpUTE MPAKTUKH, CBBP3aHU C
JIEWHOCTTA Ha OpPTaHWTE, OTTOBAPSIIN 33 HOTU(GHIMPAHUTE OpPTaHu;

6) paszpaboTBaHe Ha JOKYMEHTH C HACOKH 3a HOTH(UIMpAaHUTE OpraHu
BbB Bpb3Ka C MPHUJIAraHETO Ha HACTOSIIHS PErJIAMEHT;

B) oOydeHHe U KBaIU(UKAIMA Ha EKCHEPTUTE, IocoueHH B uieH 40;

r) HaOmofeHHe Ha TEHACHIMUTE, CBBbP3aHW C INPOMEHH B OIpele-
JSHETO ¥ HOTH(UKAUMUTE HAa HOTU(QHUIMPAHWUTE OpraHu, U
TEHJCHIMNUTE B OTHEMaHETO W NPEXBBPISHETO Ha cepTU(UKATH
MEXIY THX;

J) HaOJIONeHWE Ha MpPWIaraHeTo M HPHIOXKHUMOCTTAa Ha KOZOBETE 3a
o0xBara Ha JeWHOCTUTE, ocoueHu B wieH 42, maparpad 13;

€) pa3paboTBaHe Ha MEXAaHM3bM 32 IAPTHBOPCKH IPOBEPKH MEXKIY
opranute u Komucusra,

k) METOIM 3a MH(POPMHpaHE Ha OOIIECTBEHOCTTa OTHOCHO AECHHOCTHUTE
10 HAOJIIOJCHUE W HA/N30p HAa HOTH(UIMpPAHUTE OpPraHH OT CTpaHa
Ha opranute u Komucusra.

2. OpraHure, OTrOBapsIIM 32 HOTU(QHIUPAHUTE OPraHd, ydacTBaT B
MapTHHOPCKA MPOBEPKM Ha BCEKM TPU TOJIUHHM 4Ype3 MeEXaHH3Ma,
pa3paboTeH B chOTBeTCTBHE ¢ maparpad 1 ot Hacrosimus uieH. Te3u
MPOBEPKH OOMKHOBEHO C€ W3BBPIIBAT YCHOPEIHO CBhC CHBMECTHOTO
OLIEHsIBaHE Ha MsACTO, omucaHo B uiueH 39. Karo npyra BB3MOXKHOCT
JaJeH opraH Moke na m30epe Te Ja ce MPOBEeXKAAT KaTo YacT OT
JNEHHOCTUTE MYy IO HaONIOJIeHHEe, TOCOYCHH B WiieH 44.

3.  Komucusara ydacTBa B OpraHM3MPaHETO W OKa3Ba IOAKpena 3a
MpUJIaraHeTo Ha MEXaHW3Ma 3a MAPTHBOPCKU MPOBEPKU.

4.  Kowmmcusita M3roTBs TOIUIIEH 0000IIaBall J0KIag 3a JCHHOCTHTE
M0 MApTHHOPCKHUTE MPOBEPKH, JO KOHTO ce mpenocraBsi MyOIHUYCH
JIOCTBHII.

5. Upes akToBe 3a u3nbiHeHue Komucusra Moxe 1a npueme MepKu ¢
HOAPOOHW MpaBWia M NPWIOKAMH JOKYMEHTH 3a MEXaHH3Ma Ha
TAPTHBOPCKU ITIPOBEPKH, OOYYEHHETO M KBATH(HUKANUATA, MOCOYCHH B
naparpag 1 oT HacTosmus uneH. Te3n akTOBE 3a M3IBIHEHHE Ce
TpHeMaT B CHOTBETCTBHE C NPOLEIypaTa MO pasriexkaaHe, ITOCOYeHa B
uned 114, naparpad 3.

Ynen 49

Koopaunanusi Ha HOTHGHUUMPAHUTE OPraHU

Komucusita ocurypsiBa Ch3JaBaHETO M OCBIIECTBSIBAHETO Ha HEOOXO-
JUMaTa KOOPAUHALUS W CHTPYIHUYECTBO MEXKAY HOTH(QHUIHUPAHUTE
opranu noj ¢opMaTa Ha KOOPJMHAIHMOHHA Tpyna Ha HOTHOUIHMpPaHHUTE
OpraHu B 00JlacTTa Ha MEIUIMHCKUTE HM3/ENHs, BKIIOUYUTEIHO U MEIH-
LIMHCKUTE M3JeNus 3a MHBUTPO JAMAarHocTuka. Tasu rpymna 3acenasa
PEIOBHO U HAN-MaJIKO BEIHBX TOJUIIHO.

HOTI/I(l)I/ILU/IpaHI/ITC OpraHy CbhIVIACHO HACTOSAIIHUSA PETJIaMCHT y4dacTBaT B
paboTaTa Ha Ta3u rpyrna.
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Komucusta Moke Ja OIpeAenu cHelualHWuTe MpaBumia 3a padorara Ha
KOOpJHMHAIMOHHATA TPyNa HAa HOTH)UIMpPAHUTE OPraHd.

Ynen 50

Cnucbk Ha CTAaHIAPTHUTE TAKCH

Hortudunupanure opranu ChCTaBAT CIUCHIM HA CTAHAAPTHUTE TAKCH 32
U3BBPIIBAHUTE OT TAX ACHHOCTU IO OLEHSABAaHE HA CHOTBETCTBUETO U
HPEeNOCTaBAT MyOIUYEH JOCTBII JO TE3U CIUCBIIHU.

T'JIABA V
KIJACUPUKALIUA U OUEHSAIBAHE HA CbOTBETCTBHUETO

PA3NET 1

Knacugukayua

Ynen 51

Kunacudukanusa Ha u3geausaTa

1.  Uspenusra ce pasaensat Ha kinacose I, Ila, IIb u II1, kato ce B3emar
MpeaBUI NPEAHA3HAYEHUETO HA M3JENUATA U NPUCHUIUTE UM PHUCKOBE.
Knacudukarusira ce u3pbpiiBa B choTBeTCTBUE ¢ npuioxkenue VIIIL

2. Bceku cnop MexIy IPOU3BOAUTEN M CHOTBETHHS HOTH(OHIUPAH
opraH, Mpou3THYall OT mpuiaaraHero Ha npuioxenue VIII, ce orHacs
3a pemaBaHe Mpejl KOMIETEHTHHS OpTaH Ha AbP)KaBaTa YICHKA, B KOSTO
MPOU3BOJUTENAT MMa PErMCTPUPAHO MACTO Ha CTOMAHCKa JEHHOCT. AKO
TIPOU3BOAUTEINAT HSMa PETHCTPHPAHO MACTO Ha CTONAHCKA JEHHOCT B
Cpro3a M Bce OlIe HE € ONpeNeNu YIBIHOMOLIEH IpPEACTaBUTEN,
BBIIPOCHT C€ OTHAacAd Tpel KOMIETCHTHHS OpraH 3a MEIUIIMHCKHUTE
u3lenus Ha JIbpiKaBaTa WIEHKA, B KOATO YI'bJIHOMOLIEHHAT Ipel-
CTaBHUTEN MO pa3zaen 2.2, Bropa ainuHes, OykBa 0), MOCIETHO THpPE OT
npunoxkerne IX mMa perHcTpHpaHO MACTO HA CTOMAHCKA JEHHOCT.
Koraro HoTH(UIMPAaHUAT OpraH € YCTAaHOBEH B IbpXKaBa UWIEHKa,
pa3IMYHa OT Ta3W Ha NPOM3BOAMTEINS, KOMIICTCHTHHST OpraH HpHeMa
pELIEHHETO CH, CJeJ KaTo Ce KOHCYITHpA C KOMIIETCHTHMS OpraH Ha
IbpKaBaTa dJIEHKa, KOSATO € Ompefennna ChOTBETHHS HOTH(GUIMpaH
opras.

KomnerentHusar Opral Ha AObp)KaBaTa 4YJICHKa, B KOATO € PCTUCTpH-
pPaHOTO MSCTO HAa CTOMAHCKA NEWHOCT Ha IPOHM3BOAMTENS, CHOOIIaBa
Ha KI'MU u Ha Komucusta B3eTOTO OT HEro peuieHue. Pemenuero ce
MIPEZIOCTaBsl TPU MOUCKBAHE.

3. Tlo uckane oT abpkaBa 4jeHka Komucusara, ciies KOHCYJITAIUs C
KI'MU, B3ema 4pe3 akT 3a U3MBIHEHUE PEIICHUE M0 CIETHUTE BBHIIPOCH:

a) 3a npuiaraHero Ha npwioxenue VIII kpM naneHo wusnenue wim
KAaTeropusi WM Tpyla H3JENIUs C LeJ OINpelesisHe Ha Kiacu(u-
KalysTa UM,

0) ue mageHO M3MeNHe WIM KaTeropus WM Tpyna M3IeiHs ce Npekia-
cudunupar upe3 geporamms oT npwiokeHue VIII mo mnpuunnwm,
CBBP3aHU C OOIIECTBEHOTO 3[paBe Bb3 OCHOBA HAa HOBU HAay4HH
JIOKA3aTeJICTBA WM BB3 OCHOBA Ha HMHGOpMANus, MOIydeHa MpPH
MIPOBEKIAHETO Ha JIEWHOCTH IO IpocieisiBaHe Ha 0e30MacHOCTTa U
HaI30p Ha Inaszapa.

4.  Komwmcusata MOXe CbBIIO, MO COOCTBEHa WHHUIMATHBA H CIIEJ
koHcynrauun ¢ KI'MM, na B3ema upe3 axkToBe 3a M3IIBIHEHHE
pellieHHs 10 BBIPOCUTE, MMOCOYeHH B maparpad 3, Oyksu a) u 0).



02017R0745 — BG — 05.05.2017 — 000.002 — 59

5. C umen ga ce rapaHTupa €IHaKBOTO IIpUJIaraHe Ha IPUIIOKEHUE
VIII u xaro B3ema npeaBuj NpUI0KUMUTE HAYYHU CTAHOBULIA HA CHOT-
BETHUTE Hay4yHM KomuTeTH, Komucusara Moke 1a IpHeMa aKTOBE 3a
U3IIBIIHEHUE, JIOKOJKOTO TOBa € HEOOXOAMMO 3a paspelllaBaHe Ha
poOJeMH, CBBP3aHH C Pa3IMYHOTO THJIKYBaHE M C IPHUJIAraHeTo Ha
MpaKTHKA.

6. AKToBeTe 3a W3IBIHCHHE, MOCOYeHHW B maparpadu 3, 4 u 5 or
HACTOSIIUSL YJIEH, CE INpHEeMaT B ChOTBETCTBHE C IMpoleaypara Io
pasriexaane, mocodyeHa B wieH 114, maparpad 3.

PA3JIEJT 2

0uem1mme Ha cvbomeemcmeuemo

Ynen 52

Ipouenypu 3a ouneHsiBaHe HA CHOTBETCTBHETO

1. Ilpenm na mycHaT Ha ma3zapa HM3JeJHe, NPOU3BOJUTEINTE OLICHIBAT
CHOTBETCTBHETO HA TOBA M3JIEJIME CHIIIACHO MPHIOKHMUTE MPOLELYPU
3a OIIEHSBAaHE HAa CHOTBETCTBUETO, MOCOYeHH B mpminoxenus [X—XI.

2. Ilpemm pa mycHaT B JelcTBUE M3JeNME, KOETO HE € IIyCHaTO Ha
nasapa, IPOU3BOAMUTEINTE OLICHABAT CHOTBETCTBMETO HA TOBA M3JEIHE
CBIVIACHO NPUIIOKUMUTE MPOLEAYPU 3a OLIEHSIBAHE HA ChOTBETCTBUETO,
nocoueHu B npunoxkenus 1X—XI.

3.  IpowmsBomgurenute Ha m3genus ot kimac IIl, pazmumaam ot m3menws,
n3pabOTeHH MO0 TOPBYKA, WM OT HW3ACIHsS 32 KIMHUYHO M3IUTBaHE,
MOJIJICKAT Ha OICHSIBAHE HA CHOTBETCTBHETO CBHIVIACHO ITOCOYCHOTO B
npunoxenue [X. Kato npyra Bb3MOXXHOCT NPOU3BOJIUTEIAT MOXKE Ja
n3zbepe MpuaraHeTo Ha OICHSABAaHE HAa CHOTBETCTBHETO CBHIVIACHO
npuiokenne X B ChUETAaHWE C OICHSBaHE HA CHOTBETCTBHETO
CBIIacHO npuiioxeHue XI.

4.  IlpousBoaurenute Ha u3aeiaus ot kiac IIb, pasnuunu oT M3genus,
n3pabOTeHH IO TOPBYKA, MM OT HW3AEIHS 32 KIMHUYHO M3IUTBAaHE,
MOJIJICKAT Ha OICHSIBAHE HA CHOTBETCTBHETO CHIVIACHO ITOCOYCHOTO B
rnaBu [ u Il or mpunoxenue [X, BKIIOUNUTETHO OLEHSBAHE HA TEXHU-
Yyeckara JOKYMEHTAllMsl Ha Hali-MaJIKo €IMH MPEJICTaBUTeNIeH o0pasel] 3a
BCsSIKA T€HEpHUYHA TpyIa HW3AENHs ChIIIACHO MOCOYEHOTO B pasznen 4 oT
CBILOTO MPUIIOKEHHE.

Bwopekn ToBa mpH  HUMIDIAHTHpyeMuTe wu3nenusi ot kiac Ilb, ¢
WU3KIIIOYEHHE Ha XHUPYPrUYeCKH KOHIM, CKOOM, CTOMAaTOJOTMYHH
3aMpJIBAllld  MaTepUalld, CTOMATOJNOTMYHH CKOOM, 3BOHH KOPOHKH,
BHUHTOBE, KJIMHOBE, IUIACTHHH, INPOBOJHHILM, IIU(TOBE, KIUICOBE H
KOHEKTOpH, TEeXHMYeckara JOKyMEHTAllMs Ce OIEHSBAa CBHIVIACHO
paszen 4 ot mpunoxkenue [X 3a BCsko mzaenwe.

Karo npyra Bb3MOXKHOCT IPOU3BOAUTEIISAT MOXKE J1a n30epe Aa U3BbPIIN
OLICHSBAaHE Ha CBHOTBETCTBHUETO BB3 OCHOBA HA H3CJIEABAHE HA THIA
CBIIIACHO MPHJIOKeHHe X B ChUETaHUE C OLCHSIBAaHE HA CHOTBETCTBHETO
Bb3 OCHOBa Ha IPOBEPKAa Ha CHOTBETCTBUETO Ha MPOJIYKTa CHIVIACHO
npunoxkenne XI.
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5. Koraro e 000cHOBaHO OT IJIe[Ha TOYKA HA M3IOJI3BAHETO B JIPYTH
AMIUTaHTHpYeMH u3genusi or kimac IIb Ha yTBBpPAEHM TEXHOJIOTHH,
CXOJHU C TE3H, U3NOJI3BAaHM B M3KIIIOUEHHUTE M3[EIHsS OT CIHCHKA I10
naparpad 4, BTOpa ajquHEs OT HACTOSIIMS WICH, WJIM KOTaTo TOBa ce
H3UCKBA OT ChOOPa)KEHMs 3a 3aKpuila Ha 3[paBeTo U 0e30MacHOCTTa Ha
HNAalMEeHTUTE, MOTPEOUTEeNUTe WIM APYTMTe JUIAa WM 3a 3alluTa Ha
JIPYTH acleKTH Ha OOIIeCTBEHOTO 3/paBe, Ha KommcusrTa ce mpenocTass
IPaBOMOILUETO Jla IpHeMa JeJIeTUPAaHU aKTOBE B CHOTBETCTBHUE C UIEH
115 3a m3MeHeHHe Ha BBIIPOCHUS CIUCHK, KaTO J00aBsi B TO3U CIIUCHK
WIM 3ajiiuaBa OT HEro MMIUIaHTUpyemu u3nenus ot kiac IIb.

6. IlpomsBonutenure Ha uzgenus or kiac lla, paznuynu ot usge-
THATa, HM3pa0OTEHH 1O MOPBYKA, WIM OT H3IENUATa 32 KIMHUYHO
U3IMTBAHE, MOAJEKAT HA OLICHSABAHE HA CBOTBETCTBUETO CBIJTIACHO
nmocouenoto B riaBu | w Il or mnpunoxenme IX, BrIOUUTENTHO
OLICHABAaHE Ha TEXHMYECKaTa JIOKYMEHTAallUs Ha IIOHE €IUH IIpeAcTa-
BUTENEH 0oOpasel] 3a BCSKA KAaTerOpusi M3MENUsl CBIVIACHO paszfen 4 oT
CBLIOTO IPHJIOXKEHUE.

Karo npyra Bb3MOMKHOCT NPOU3BOAUTENAT MOXKE Ja u30epe Ja M3roTBu
TeXHUYECKaTa JOKyMeHTauus, nocodeHa B mpuioxkenus I u III, B
ChUCTAHUE C OLCHSIBAHE HA CHOTBETCTBHETO ChIJAcHO paszen 10 wim
18 ot mpunoxenne XI. OneHsABaHETO Ha TEXHHUYECKATa JOKYMEHTAIUs
ce Impujara KbM Hali-MaJKO €JHO IPEICTaBUTEIHO H3/EIHE 3a BCsAKa
KaTeropusi U3ICIHsL.

7. IlpomsBoguTenute Ha WU3AENUs OT Kiac [, pasnuyHu OT U3AENuUsTa,
n3pabOTEeHH 10 TMOpbhYKA, WIM OT M3JENUATA 33 KIMHUYHO H3IHUTBAHE,
JeKJIapupaT ChOTBETCTBUETO Ha HPOLYKTHTE cU upe3 u3naBaHe Ha EC
JIeKJIapanusaTa, MocoyeHa B ujeH 19, cien kato ca M3rOTBWIM TEXHH-
yeckaTa JoKyMeHTauus no npuinoxenus II u III. Ako Te3u uszmenus ce
IMycKaT Ha Ta3zapa CTepHJIHM, UMAT U3MepBarelHa (YHKIUS WINA Tpel-
CTaBJIABAaT XUPYPIUYECKH MHCTPYMEHTU 3a MHOIOKpaTHa ymnorpeoa,
MPOM3BOAUTENAT mpwiara mnponexypute mno tmasu | m III ot
npunoxenue [X winm mo wact A or npuioxkenue XI. Yuactuero Ha
HOTH(ULIMPaHUI OpraH B TE3W Mpolenypu obaue ce orpaHudaBa:

a) TIpM  M3IENUs, MYCKaHW Ha TMaszapa CTEPUIHM —JI0 AaCIEKTHUTE,
CBBP3aHU C YCTaHOBSIBaHE, 3alla3BaHE M MNOJIbpXKAHE Ha CTEPUII-
HOCTTA;

0) Tpu m3aenus ¢ u3MepBaTenHa (QYHKIMS — 0 aCHEeKTHUTE, CBhP3aHU
ChC CHOTBETCTBHETO HA HM3JENHATA C METPOJOTUYHHUTE H3MCKBAHWS,

B) MpU XUPYPTUUECKH HHCTPYMEHTH 32 MHOTOKpaTHa yrnotpeba — 10
ACIICKTUTE, CBBP3aHM C IOBTOpPHATa yHoTpeda Ha H3MICIHETO, II0-
CIEUHATIHO MMOYKUCTBAHE, NE3MH(PEKIMUS, CTePHIH3ALMS, HOAIPHKKA
U (YHKIMOHAIHO M3IOMTBAHE M CBBP3AHUTE HMHCTPYKLUHH 32
yroTpeoa.

8. IlpomsBomuTenure Ha M3JENUs, U3PAOOTEHU MO MOPbBYKA, CIIEABAT
npoueaypure mno npwioxkenue XIII w  wmsrorBar nekmaparusTa,
ChIbpIKAIIA Ce B pa3zien 1 OT ChIIOTO NPUIIOKEHHE, MPEIu IyCKAHETO
Ha M3JenusTa Ha nas3apa.

B nombiHeHHe KbM NPHIOKAMHTE CBITIACHO ITbPBa aHHES MPOLELypPH
3a MPOU3BOJUTENNTE HA UMILIAHTUPYEMHU W3JIENHs 110 MOpbhYKa OT KIIac
III ce mpunara u orneHsIBaHETO HA CHOTBETCTBUETO, TOCOYEHO B IiaBa |
ot npmioxkenne [X. Kato npyra Bb3MOKHOCT MPOM3BOAUTENIAT MOXKE Ja
u3depe Oa M3BBPIIM OLECHABAHE HA CHOTBETCTBHETO CBHIVIACHO IOCO-
49eHOTO B WacT A ot npuioxenune XI.
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9. B oponbiaHeHHWe KbM IPOLEAYPUTE, MPHIOKHMU  CBIVIACHO
naparpad 3, 4, 6 wim 7 OT HACTOSINMS YIEH, 33 H3JCIHATa [0
wieH 1, maparpadg 8, mbpBa anuHes ce mNpuiara W IpoLeayparta,
mocoyeHa B pazgen 5.2 or mpunoxkenue [X wiam B pasgen 6 otT
npuiioxkenue X, coopes ciaydas.

10. B [fombiaHeHHE KbM MPOLEAYPHUTE, TMPHIOKUMU CBIJIACHO
naparpad 3, 4, 6 waum 7 OT HACTOAIIMSA WICH, 3a W3JCIHATA,
O6XBaHaTI/I OT HaCToAlHUA PEriaMEHT B CBOTBCTCTBUE C HIICH 1,
naparpad 6, OykBu €) win k) U wieH 1, maparpad 10, mbpBa anuHes,
ce mpuiiara M nporenypara, mocodena B pasnen 5.3 oT npuioxenue [X
WK B pazfen 6 oT MpuiIokKeHne X, CIopen Ciydas.

11. B JombiHeHWE KbM TPOLEAYPUTE, TNPHIOKUMU ChIIACHO
naparpad 3, 4, 6 wmnam 7 OT HACTOSINMS ICH, 33 W3JEIUATA,
CBCTaBEHH OT BELIECTBA MJIM KOMOMHAIIMU OT BEUIECTBA, KOUTO ca Mpe-
Ha3HAuCHM Ja OBJAT BBBEJICHH B YOBELIKOTO TSJIO MPE3 TEJIECEH OTBOP
Wik 1a ObJaT MPUIOKEHH BBPXY KOKaTa M KOUTO ce abcopOupar or
YOBEHIKOTO TSUIO WJIM CE Pa3lpPbCKBAT JIOKAIHO B HEro, ce Ipuiara u
mpoleaypara, mocoueHa B pazznen 5.4 ot mpuioxkenue [X wim B
pazzen 6 oT mpHIOKeHHe X, CIIOpe] Cirydasl.

12.  [IppxkaBaTa 4iIEHKa, B KOATO € YCTAaHOBEH HOTU(GHULUPAHUAT
OpraH, MOXK€ Ja W3UCKBAa BCUYKM WJIM OIPEIEICHH JOKYMEHTH, BKIIIO-
YUTEJIHO TEXHUYEcKaTa JOKyMEHTaIus, JOKJIAJUTE OT OJUT, OLCHSBaHE
W TPOBEpKa BBB BpbB3Ka C mporenypure no maparpadpu 1—7 u 9—I11,
na Opgar HanuyHM Ha oduuuaneH(Hn) esuk(um) Ha Cpro3a, ompen-
eJieH(M) OT TasW IbpKaBa WICHKA. AKO HsAMa TaKOoBa M3UCKBaHE, MOCO-
YEeHUTE NOKyMEHTH TpsOBa Ja ObIAT HAIMYHM Ha OQHIHUAJICH €3HMK Ha
Cpbro3a, IPUEMIIMB 33 HOTU(QUIIMPAHUS OpraH.

13. 3a m3genusTa 3a KIMHAYHO W3MHUTBaHE CE MpUJaraT W3HWCKBa-
HUATA, NPEABUACHH B ujeHOBe 62—S81.

14.  Upe3 akroBe 3a um3mbaHeHne Kowmucusra Moxe ma ompenerns
noJpoOHUTE TMpaBHja ¥ TPOLEAYPHUTE acleKkTH C IeJd Ja ce
rapaHTHpa XapMOHH3UPAHOTO NpHIaraHe OT HOTH(UIMpaHUTE OpraHd
Ha TPOIEJypUTe 3a OLEHSBAaHE HA CHOTBETCTBUETO IO OTHOIICHHE Ha
CJIC[IHUTE aCHEKTH:

a) 4yecTtoTaTra M B3eMaHETO Ha M3BAJKH MPH OIICHSBAHE HA TEXHUYECKaTa
JIOKYMEHTAIMsi Bb3 OCHOBA Ha IIPEJICTABUTEIHU 00pas3ly ChIVIACHO
pazmen 2.3, Tpera ammHess W pasfen 3.5 ot mpunoxkenue IX 3a
m3aenuara ot kimacose Ila u Ilb, a 3a m3penusara ot kmac Ila —
ceraacHo paszen 10.2 ot mpunoxenue XI,;

0) MMHMMaJIHaTa YECTOTa Ha BHE3AIHUTE OJUTH HAa MACTO B 3aBOJAMTE U
HU3IIUTBAHUsATA Ha O6p3.3]_ll/l, KOUTO CC€ U3BLpHIBAT OT HOTI/I(i)I/IIlI/I-
paHuUTEe OpraHdM ChIIACHO pasgen 3.4 ot mpuioxenne [X, xato ce
OTYMTAT KJIACHT B 3aBUCUMOCT OT PUCKa M THUIIBT H3JIEIIHUE,;

B) ¢usuueckure, 1a0OpATOPHUTE WIH APYTHUTE H3MUTBAHHUSA, KOUTO
HOTU(UIMPAHUTE OPraHU TPsiOBa Ja M3BBPIIBAT MPH HU3IUTBAHUATA
Ha 0Opa3ly, OICHSBAHETO HA TEXHHYECKaTa JOKYMCHTAllus H
W3CIeBAHETO HAa TUma cbrtacHo pasgenmu 3.4 uw 4.3 ot
npunoxenue IX, pazgen 3 or npunoxkenue X U pasgen 15 ot
npunoxkenue XI.
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AxTOBETE 3a U3I'BJIHEHUC, ITOCOYCHU B IIbpBa aJIMHEA, CC€ IIpUEMaT B
CHOTBETCTBHE C MPOIEAypara MO pasriexIaHe, ocoucHa B wieH 114,
naparpad 3.

Ynen 53

Yyactne Ha HoTHGHIMpPAHHTE OPraHM B NpOUEIypUTEe 32
OlleHsIBaHE HA CHOTBETCTBHETO

1. Koraro mpomenypata 3a oOIeHsIBaHE Ha CHOTBETCTBHETO Halara
YYaCTHETO Ha HOTU(HIHUPAH OpraH, MPOU3BOAMUTEISIT MOXKE Ja MOAaJe
3asiBICHHE [0 HOTH(MIMpPAH OpraH Mo CBOW HM300p, MpHU YCIOBHE 4Ye
M30paHUAT HOTH(UIUPAH OPTaH € ONpEeNieH J1a 3BbPIIBA JEHHOCTUTE
IO OLCHABAHC HAa CHOTBETCTBUCTO BBB BPH3Ka CbC CHOTBCTHUTE TUIIOBC
n3genus. [Ipom3BOAMTENST HE MOXeE Ja ToAaBa eIHOBPEMEHHO
3asBICHME W JIO Jpyr HOTUQUIMPAH OpraH 3a eAHa W Chlla
mpoleaypa Mo OLEHsIBaHEe Ha CHOTBETCTBUETO.

2. CbOTBETHUSAT HOTU(QHUIMPAH OpraH HWHPOpPMUpA Upe3  eJIeK-
TPOHHATA CHUCTEMa MO WieH 57 OCTaHANUTe HOTH(GUIMPAHU OpraHH 3a
BCEKH MPOU3BOIUTEI, KOUTO OTTEIJIN 3asBICHUETO CH IPEIH B3EMAaHETO
Ha pelIeHHe OT HOTH(UIMpPAHHs OpraH BHB BPB3Ka C OLEHSIBAHETO Ha
CBbOTBETCTBUCTO.

3. Koraro mojaBar 3asBiCHHE A0 HOTU(GHIMPAH OPraH ChIIIACHO
maparpad 1, HPOM3BOAWTENHMTE 3asBSIBAT [Oajdd Ca OTTEIJIMIN 3asB-
JICHHETO CH J0 JpPYr HOTH(QUIMPAaH OpraH Mpemd B3EeMaHETO Ha
pelICHHEe OT BBIPOCHUS HOTH(GUIMpPAH OpraH ©  I[IPEHIOCTABST
uH(OpMAIs 32 BCSKO MPEIXOTHO 3asBICHHE 33 CBUIOTO OICHSIBAHE
Ha CHOTBETCTBHETO, 110 KOETO € OMJI MOCTAaHOBEH OTKA3 OT APyl HOTH-
(dunmpan opras.

4.  HortuduuupaHUsT OpraH MOKe Ja H3UCKBa BCSKAKBa HH(POPMAIIUsI
WIA JIJaHHM OT TPOU3BOJUTENS, HEOOXOJMMH 32  IPABUIHOTO
M3BBpIIBAHE Ha H30paHaTa NpoLenypa 3a OLEHSIBaHE Ha ChOTBETC-
TBHUETO.

5.  HortupunupaHute OpraHd U TEXHUSIT MEPCOHAT OCHIIECTBIBAT
JIEHHOCTUTE IO OLEHSBAaHE HAa CHOTBETCTBUETO C Hal-BHCOKA CTEIEH
Ha TNpoQecHoHaTHa IOYTEHOCT W C HEeoOXOoJuMaTa TeXHHYecKa U
HayYyHa KOMIICTEHTHOCT B CHOTBETHaTa oOJacT M He TpsAOBa jga ca
00eKT Ha HUKaKbB HATHCK, HHWTO Ja I[OJyYaBaT KAaKBUTO H Jia €
oOmnaru, 0co0eHO (PMHAHCOBH, KOMUTO MOTaT Ja MOBIHSAT Ha TSAXHATa
MperieHka WM Ha Pe3yJNTaTHTE OT TEXHWTE ICHHOCTH IO OICHSABAHE
Ha CHOTBETCTBUETO, MMO-KOHKPETHO O OTHOIICHHE HA JIUIA WJIH TPYITH
C MHTEpPEC OT PEe3yNTaTUTe OT TE3W NEHHOCTH.

Ynen 54

[pouenypa mo KoOHCYJTAHMs OTHOCHO KJIMHHYHATA OLEHKAa 3a
onpenaeneHu usaeans ot kjaacose IIb u III

1. B nombiHEHHE KbM NPUIOKHUMHTE CHIJIACHO 4YiIEH 52 mpouenypu
HOTHQUIMPAHUAT OpraH cjelIBa M Mpolexypara IO KOHCYJITalus
OTHOCHO KJIMHMYHATA OIEHKA, YCTAHOBEHA B pa3jien 5.1 oT mpuiiokeHne
IX nnmm B pasmen 6 ot mpuitoskenne X, CHOpen Ciydas, KOraTo OILEHsIBa
CHOTBETCTBUETO HAa M30POCHHUTE IMO-I0JIy H3ICIIHSL:

a) uMIUTaHnTupyemMu m3aenus ot kiac Il n

0) akTUBHM MeNUIMHCKH wm3fenus oT kiac IIb, mpemnazHadeHu 3a
IPWIOKEHUE W/WIHM OTICNSHE HA JIEKAPCTBEH NPOAYKT, IOCOUYCHHU B
pasaen 6.4 (mpaBwio 12) ot npunoxenue VIII.
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2. Ilpouenypara no nmaparpad | He ce U3UCKBa 3a IIOCOUCHUTE B HETO
M37ICIHS:

a) MpM TOJHOBSIBaHE Ha CEPTUHKAT, H3OaJCH B CHOTBETCTBHE C
HACTOSIIUS PETJIAMEHT;

0) KoraTo W3/EIMETO € IMPOEKTHUPAHO 4Ype3 BHACSAHE HA NPOMEHU B
u3Jenue, KOETO Beuye Cce I[peajara Ha [asapa OT ChblIMs
MIPOU3BOJUTEN ChC CHIIOTO IpPEJHA3HAYCHUE, AaKO IMPOU3BOIUTEIST
€ JIoKasall IO 3aJ0BOJIMTENICH 32 HOTU(GULUPAHUS OPraH HA4dMH, 4e
IIPOMEHUTE HE OKa3BaT OTPHLATEIHO BB3ICHCTBHE BBPXY CHOTHO-
LICHUETO MEX[Y IOJI3UTE M PUCKOBETE Ha M3JIEJIMETO; WIN

B) KOraTo MNPHHUUINTE HAa KIMHUYHATA OLIEHKA Ha THUIIA WJIM KaTe-
ropusita u3zgenus ca pasriaenanu B OC, nmocoueHa B wieH 9, a HOTH-
(unupaHuAT opraH MOTBBPIM, Y€ KIMHWYHATA OLEHKA Ha IPOHM3BO-
JITEJIs 32 TOBA M3JelMe € B ChOoTBeTCTBHE ¢ npmioxumara OC 3a
KJIMHUYHA OIIEHKA Ha TO3M THIl H3JEIIHe.

3.  Horupuumpanust opraH yBeAOMsBAa KOMIICTEHTHHTE OpTaHH,
opraxa, oTrosapsml 3a HoTH(UUupaHuTe opraHu, u Komwucusita upes
eJICKTPOHHATA CHUCTEMa, TIOCOYCHA B WICH 57, 3a TOBa Jaiu TpsiOBa Ja
ce mpuiara mpouexypara no maparpad 1 ot Hacrosmus wieH. ToBa
yBEOOMJICHHE C€ TNpHIpYy’XkaBa OT JOKIax OT OLEHABAHETO Ha
KIIMHAYHATa OICHKA.

4.  Komwucusra mpaBW TOAMIICH Iperyie[ Ha M3JENHsiTa, 3a KOHTO ce
npuiiara mpoueaypara, onucana B paszein 5.1 ot npunoxenue IX umu B
pazgen 6 ot mpunoxkenne X. ['OOUIIHUAT mperien BKIIOYBA YBEAOM-
JEHHATA CHITACHO Maparpad 3 oT HacTOSMMS WIeH U paszmern 5.1, Oyksa
o) ot npunoxeHue IX, kakTo u n30posiBaHE Ha CiydyauTe, B KOUTO
HOTU(GUIHUPAHUAT OpPraH He € CJeABal NPENOpPbKUTEe Ha eKCIepTHaTa
rpyna. Komucusita mpeacrass mperiena Ha EBpomneiickust mapiaMeHT,
Ha CpBera u Ha KI'MU.

5. Jo 27 wmait 2025 1. Komucuara wu3rotBs [IOKJIaJ OTHOCHO
JEeHCTBUETO HAa HACTOAIIMS WIEH U ro IpeiacraBs Ha Epomnelickus
napiaMeHT U Ha CbBera. B fokiaza ce B3emaT mpenBuj M3BbPIICHUTE
TOMUIITHY TIPETIean U IpunoxumuTe mnpernopska Ha KI'MMU, xoraro nma
TakuBa. Bb3 ocHoBa Ha TO3u Jokian Komwucusra BHacs, ako € HeoO-
XOJMMO, TPETIOKEHUS 32 U3MCHEHHE Ha HACTOSIINS PETJIaMEHT.

Ynen 55

MexaHu3BbM 32 KOHTPOJ Ha OLEHSIBAHETO HAa CHOTBETCTBHETO Ha
onpenaeneHu usaeaus ot kjaacose IIb u IIT

1. HorupunmupaHuar opraH yBeIOMsBa KOMIICTCHTHHTE OpraHH 3a
cepTuUKATUTe, KOUTO € H3Jal 3a H3AENUS, YUETO ChOTBETCTBHE €
Omw1o OLEHEHO chIVIacHO wieH 54, maparpad 1. YBemomsiBaneTo ce
U3BBPIIBA Ype3 €JIEKTPOHHATa CHUCTEMA 0 wWieH 57 M BKIOYBA PE3I0-
MHUpaHaTa WH(OpMalys BHB Bpb3Ka C 0E30IMACHOCTTa M KIMHUYHOTO
JIeHCTBHE CBIVIACHO wieH 32, AOKJIAIbT OT OLEHSBAHETO OT HOTU(U-
LUpaHUsl OpraH, MHCTPYKIMHUTE 3a ymnorpeba mo pasmen 23.4 or
npuiioxeHue I, ¥, Koraro € MIpPUIOKHMO, HAydyHOTO CTAHOBHUILE HA
TPyIUTe €KCIepTH, MocodeHu B pasaen 5.1 ot mpunokenue IX wmm B
paznmen 6 OT mpmiIokeHne X, cropen ciydas. B ciydail Ha pa3nmuyHH
MHEHMS Ha HOTHU(ULIMPAHHUS OpraH U IPYNUTE €KCHEePTU Ce BKIIIOYBA U
IbJIHa 000CHOBKA.
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2. KowmmerentHure opraHu u, Korato e mpuioxumo, Komwucusra
MoraT TpH OCHOBaTCJIHHM OIACeHHWs Ja TMpuiaraT IOMbJIHUTEIHN
NpoLeaypH B ChOTBETCTBUE C wieH 44, 45, 46, 47 nwiu 94 u axo ce
CMETHE 32 He00XO0JIMMO, JIa B3eMAT MOAXOMISIIN MEPKU B ChOTBETCTBHE C
wieHose 95 u 97.

3. KI'MHM u — xoraro e npunoxumo — Komucusita morar npu
OCHOBATEJIHU OIIACEHMs J1a II0MCKAT HAyYHO CTAHOBHUILE OT €KCIEPTHUTE
Tpynu 3a 06e30macHOCTTa M JEHCTBHETO HA JAJCHO H3ZeNHe.

Ynen 56

Ceprudukaru 3a cbOTBETCTBHE

1.  Ceprudukarure, U3AaJeHU OT HOTH(PULUUPAHH OPraHU CHIIIACHO
npunoxkenust 1X, X wu XI, ca Ha odunmanen e3uk Ha Cplo3a,
olpeseNieH OT Ibp)kaBaTa WICHKA, B KOSTO € YCTaHOBEH HOTH(UIM-
PaHUST OpraH, WIM Ha oduiuanieH e3uk Ha Cbro3a, IPUEMIIUB 3a HOTU-
¢unupanus opran. MUHHMAIHOTO CBIBP)KAHHE HA CEPTH(UKATHTE €
yCTaHOBEHO B mpuioxenue XII.

2. CeprudukaTuTe ca BaJMIHU 33 YKa3aHUS B TSIX CPOK, KATO TOH HE
HaaxBbpIIA ner roguHu. Ilo uckaHe Ha MPOU3BOAUTEINS BAIMJHOCTTA Ha
cepTuduKaTa MOXKe Ja ce YABILKH 3a JIONBIHUTEIHH CPOKOBE, BCEKU OT
KOMTO HE HaAXBBPJA IeT TOAMHH, Bb3 OCHOBA Ha IOCIEIBAIIO
OLIEHABAHE CBIVIACHO NPUJIOKMMUTE NPOLELYPU 33 OLCHABAHE HA ChOT-
BETCTBUETO. BesAKko mombiaHeHHE KBM CepTH(HUKAT OCTaBa BaTHAHO MO
U3THYAaHE Ha BAJIUJHOCTTA HAa CHOTBETHUS CEpPTU(UKAT.

3.  Hortuduumpanure opraHm Morar Ja HajaraT OrPaHUYCHUS BBHB
Bpb3Ka C IPEIHA3HAUYEHUETO Ha [JAJEHO M3JeIHe OO0 OIpEAe/ICHU
rpyny mnanueHTH WK AJa U3UCKBAT OT IMPOU3BOJUTCIIUTE Aa HU3BbpHIAT
koukpetHu mnpoyuBanus 3a KIIIIII B cworBeTcTBHE ¢ uact b ot
npunoxkenne XIV.

4.  Koraro HOTHGHIHMPAaH OpraH yCTaHOBH, 4YE HPOU3BOIUTCISIT €
mpecTaHaj Ja OTroBapsi Ha WM3MCKBAHMATA IO HACTOSIIMS PETJIAMEHT,
BB3 OCHOBA Ha MpHUHIMUIIA HA TTPOTIOPHHUOHATTHOCT TOM cripa HeﬁCTBI/ICTO
WM OTHEMa W3[aJeHHs CepTU(UKAT WIM Halara OTPAaHHYCHHS BBPXY
HEro, OCBEH KOraTo ChOTBETCTBHETO C M3HMCKBAHHUSITA CE OCUTYPH Upe3
MOAXOMIIO KOPHIHPAIO JCHCTBHE, KOETO MPOU3BOMUTEISIT —Ipe/-
npueMa B paMKHUTE Ha TOAXOJSIN CPOK, OMpPEAeieH OT HOTU(HUIIUPAHNUS
oprad. Hotudunupanust opran o00OCHOBaBa PEIICHUETO CH.

5.  HorudwumupaHuAT OpraH BBBEXAA B EIEKTPOHHATA CHCTEMa IIO
ynen 57 Beska uHGOpManus 3a M3AaJCHUTE CepTH(UKATH, BKIIIO-
YUTETHO TEXHUTE W3MCHEHMS W JONBIHEHHSA, KaKTO M 3a CepTudhHu-
KaTuTe, 4UucTO ﬂCﬁCTBMe € CIIPsAHO WJIM KOUTO Ca BB3CTAHOBCHHU WJIHU
OTHETH, WJIM YMETO W3J[aBaHe € OTKAa3aHO, KAaKTO M 3a OTrpaHHYCHHATA
Ha ceprudukaru. Tazu unpopManus € AOCTbIIHA 3a OOIIECTBEHOCTTA.

6. Ha Kowmucusita ce mpemoctaBs MpaBOMOIIUETO Jla MpHEMa Jeje-
TUpaHy aKTOBE B CHOTBETCTBHE C wieH 115 3a M3MeHeHHe Ha MMHU-
MaJHOTO ChIbpKaHue Ha ceprudukatuTe no npuiaoxenue XII, kato
OTYUTA TEXHHYECKUS IPOrpec.

Ynen 57

Enexkrponna cucrema 3a HoOTH(UUHMpPAHWUTE OpPraHd W 3a
ceprudukaruTe 32 CHOTBETCTBHE

1.  Kowmucusita, cnen xato ce xoncynrtupa ¢ KI'MU, cw3maBa wu
yOpaBisiBa €JIEKTPOHHA CHUCTeMa 3a cbhOupaHe u o0paboTka Ha
cieaHata uH(GoOpMarys:
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a) CIUCHKA Ha IMOJENEHUsATa 1o wieH 37, maparpad 3;
0) crnucbka Ha ekcreprute mo wieH 40, naparpad 2;

B) uH(pOpManMATa OTHOCHO HOTH(UKanMATa, MOCOYEHAa B wWieH 42,
naparpad 10, ¥ n3MeHEHUTe HOTU(DUKAIMH, MTOCOYCHH B uieH 46,

naparpad 2;
I) CHMCbKAa Ha HOTM(ULIMPAHUTE OpraHu no wieH 43, maparpad 2;
JI) PEe3OMEeTO Ha JIoKiana mo uwieH 44, maparpad 12;

e) HoTH(UKalUHUTE 3a OICHSBAHETO HAa CHOTBETCTBHETO W CEPTU(H-
KaTuTe 1o wieH 54, maparpad 3 u wnen 55, maparpad 1;

JK) CIly4aWTe HA OTHEMAHE WIJIM OTKa3 IO 3asBJICHUSTA 338 CCPTU(GUKATH
o uieH 53, maparpad 2 u pazzgen 4.3 or npunoxenue VII;

3) wuH(poOpMaluATa OTHOCHO cepTh(UKaTHTE MO wWieH 56, maparpad 5;

M) PpE3OMETO BBB Bpb3Ka ¢ 0€30MaCHOCTTAa ¥ KIMHUYHOTO JCHCTBHE TIO
yiaeH 32.

2. CnOpanata wu o0paboTeHa 4upe3 EJICKTPOHHATA  CHCTEMa
uH(OpMaIs € JOCThIIHA 32 KOMIIETCHTHHTE OPraHH Ha JIbp)KaBHTE
uneHky, Komucusita, Koraro e meinecbo0pasHo — 3a HOTH(OHIMPAHHUTE
OpraHd , KOrato TOBa € MpPEABUACHO B JpPyrH pasnopeadu Ha
Hactosiusi persiamedt win B Pernament (EC) 2017/746, 3a obmiectse-
HOCTTA.

Ynen 58

CMmsiHa Ha HOTl/l(l)I/ll_ll/IpaHI/lﬂ OpraH I10 KeJIaHUuE€ Ha NMPOU3BOAMUTE/IA

1. B ciayyauTe, KOrato IpoOU3BOAUTEI NMPEKPATH JOTOBOPA CH C HOTH-
(dunpaH opraH ¥ CKJIIOYH JIOTOBOP C JPYr HOTH(HIMpaH OpraH BbHB
Bpb3Ka C OIICHSBAHETO HAa CHOTBETCTBHETO HA ChHIUIOTO HU3JEIHeE,
noJpoOHUTE TMpaBHiia 3a CMsSHATa Ha HOTU(QUIMPAHUS OpraH SICHO ce
OTIPEJICNIAT B CIIOPa3yMEHHE MEXIY MPOM3BOAMTEIIS, CIICIBAIINAS HOTH-
¢uuupan opraH Hu, KOrato € BB3MOXHO, HOTH(UIMpaHHS OpraH ¢
W3THYAIM TIpaBoMmolus. ToBa cropasymMeHue oOXBala Hal-MaiKo
CJCAHUTE ACIICKTH:

a) Jjarara, Ha KOATO CepTI/I(l)I/IKaTI/ITC, U3JaZICcHu OT HOTI/I(i)I/IIII/IpaHI/IH
Oopran C M3THYalld IPaBOMONIWA, CTaBAT HEBAJIWUIHU,

0) marara, 70 KOSATO HJICHTU(DUKAIIMOHHUAT HOMEP HAa HOTHU(HIIUPAHUS
OpraH ¢ U3THYAIIM MPABOMOIIMS MOXeE Ja ObJe MocouBaH B UHMOP-
MalysaTa, [PeAOCTaBsHA  OT  HPOHM3BOAHUTEIS,  BKIFOUYHMTEIHO
pEeKJIaMHHUTE MaTepHad;

B) MNPEXBBPIAHCTO Ha HJOKYMEHTUTC, BKIIOYUTCIIHO ACIHEKTHUTC BbBB
BpPB3Ka C IMOBCPUTCIIHOCTTA U IIpaBaTa Ha COGCTBGHOCT;

F) Jarara, CJICJ KOATO 3aJa4YuMTC II0 OLCHABAHC HAa CBHOTBCTCTBHETO Ha
HOTI/ICI)I/IL[I/IpaHI/ISI OpraH ¢ M3THYAIIXd MPAaBOMOIIHUA CE€ MPEAOCTABAT HA
BCTbhIIBAIIMs HOTI/I(i)I/IIlI/IpaH Opras;

II) TIOCIEJHUSI CEPUEH HOMEp WM HOMEp Ha NapTHjara, 32 KOUTO HOCU
OTTOBOPHOCT HOTH(GHUIMPAHUAT OPraH ¢ M3THYAIIH ITPABOMOIIHSI.
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2. HoruduuupaHUsT OpraH ¢ M3TUYALIH PABOMOILIUS OTHEMA CEPTH-
(dukaTuTe, KOUTO € W3AAT 32 CHOTBETHOTO M3ZENHNE, Ha JaTaTa, Ha KOsTO
T€ CTaBaT HEBaJIUIHMU.

Ynen 59

Jleporamusi oT MpoUeIypHTe 32 ONEHsBAaHe HA CHOTBETCTBHETO

1. UYpes nmeporanust OT WieH 52 ¥ NMPU HaUIGKHO 0OOCHOBAHO HCKAHE
BCEKH KOMIICTCHTCH OPTraH MOJKE [1a Pa3pellr MIyCKaHEeTO Ha Ia3apa HiH
[IyCKAHETO B JCICTBAC HA TEPUTOPUSTA HA CHOTBETHATA [bpP)KaBa
YICHKa Ha [aJCHO H3/CNIHE, 3a KOCTO MPOIEAYPHUTE IO MOCOYCHHS
YJICH HE ca MPOBEICHH, HO YMATO yrmoTpeba ¢ B MHTEepec Ha o0miecT-
BCHOTO 37IpaBe MJIM 0E30IIaCHOCTTA HMJIM 3/PAaBeTO Ha IAIMCHTHTE.

2. wpxaBata wieHka wuHopmupa Kowmucusita u ocraHamure
IObPKaBU WICHKU 3a BCAKO PELICHHE 3a pas3pellaBaHe Ha IIyCKAaHETO
Ha Ta3apa WIM IyCKaHeTO B JEHCTBHE Ha H3JeNie B CHOTBETCTBHE C
naparpad 1, KoraTto paspelleHHeTO ce IpelocTaBs 3a ymnorpeoda,
pasnuuHa OT ynortpebara NMpU €AWH ITaIlHeHT.

3.  Cnen ysenomsBaHe mo maparpad 2 OT HAcTOSILIMS 4WIEH, B
M3BBHPEIHU CIydYau, CBBP3aHU C OOILECTBEHOTO 3[paBe Miu Oe3orac-
HOCTTa WJIM 3/IpaBETO Ha MalueHTuTe, KoMucusara Moxxe 4pe3 akToBe 3a
M3BIHEHHE J1a Pa3LIMpU 3a OTPAaHWYEH CPOK BAJMIHOCTTA Ha paspere-
HHUETO, NMPEOCTABEHO OT JbprKaBa 4JICHKa B ChOTBETCTBHE C maparpad 1
OT HACTOSIIIMA WICH, Taka ye ga oOxBaHe TepuropusaTa Ha Chio3a, U Ja
olpezeNs YCIOBHSTA, TPH KOUTO H3JEIUETO MOXKE Ja ce ITycKa Ha
nazapa uiau B jaedictBue. Te3u akToBe 3a U3IBJIHEHUE CE IMpPUEMAT B
CBOTBETCTBHE C MPOLEAypaTa Mo pasriexaaHe, mocoueHa B wieH 114,
naparpad 3.

B cmemmm crmydam W OpH  HAmIeXKHO OOOCHOBAaHM HAIIOXKUTCIHH
IPUYUHA BbB Bpb3KAa CBbC 3ApaBeTO U OE30IIACHOCTTA Ha XopaTa,
Komucusara mpuema akToBe 3a M3MBIHEHHE C HEe3a0aBHO IMPHIOKCHHE
B CHOTBETCTBHE C IpOLeAypara, MocouyeHa B wieH 114, maparpad 4.

Ynen 60

CepTudukar 3a cBo6ogHa npoga:kda

1. 3a menure Ha U3HOCAa M IO HCKAaHE HAa MPOU3BOAUTEN WJIH YITbI-
HOMOIICH MNPEACTAaBUTC AbpiKaBaTa 4YJICHKA, B KOATO MPOU3BOAUTCIIAT
WIM YIOBIHOMOIICHUAT NPEACTAaBUTE]I HMMa PETUCTPHPAHO MACTO Ha
CTONAHCKa JefHOCT, u3naBa cepTUHKAT 3a CBOOOIHA mponaxba, c
KOHTO c€ YIOCTOBEpsBa, Y€ IPOU3BOJUTEISAT WU YITBIHOMOIIECHHST
NpPEACTAaBUTEN, CIOpelN Ciydas, HMa perucTpupaHo MsACTO Ha
CTOMAHCKa JIeHHOCT Ha HEWHaTa TEPUTOPUS M Y€ CHOTBETHOTO
n3nenue ¢ MapkupoBka ,,CE®, HaHeceHa CBITIACHO HACTOALIMA
peryiaMeHT, MOXe Ja ce Ipeiara Ha nasapa B Coloza. B cepruduxara
3a cBoOojmHa mpojaaxkba ce mocouBa Oazousar UDI-DI Ha uzgenuero,
npenocTaBeH Ha 6a3ata naHuu 3a UDI ceriacHo uien 29. Korato HOTH-
¢unmpan opraH e u3gan ceprudukat no wieH 56, B cepTudukara 3a
cBOOOMHA Tponaxba ce MOCOYBa YHHKATHHUAT HOMEpP 32 WACHTU(H-
[UpaHe Ha TO3M CepTU(HKAT, KOHTO ce M3daBa OT HOTU(GHLIUPAHUSL
opraH, Kakro e mnocodeHo B riasa II, pasgen 3 or mpunoxenue XII

2. Upes aktoBe 3a wu3mbaHeHne Kommcuara Moke Ja yCTaHOBH
oOpazery Ha ceprudukatuTe 3a cBoOOmHA Mpoaaxba, Karo B3eMe
HpeIBU MEXIyHapoAHATa MPaKTUKa [0 OTHOIICHHE HA H3MOJI3BAHETO
Ha cepTrUKaTUTe 32 cBOOOIHA Mponaxda. Te3n akToBe 3a M3MIbIIHEHHE
ce mpueMaT B CBOTBETCTBHE C HpolexypaTra IO KOHCYJITHpPaHE,
mocoueHa B wieH 114, maparpad 2.
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I'IABA VI
KIIMHUYHA OLEHKA U KIIMHUYHU U3IIUTBAHUA

Ynen 61

Kannuyna onenka

1.  TloTBBpKIaBaHETO Ha CHOTBETCTBHETO C NPHIOKHMHTE OOIIN
MU3UCKBAHUS 32 0€30I1aCHOCT U JEHCTBUE, YCTAHOBEHU B MPUIOKEHUE I,
Py HOPMAaJIHM YCJIOBHSA Ha yHoTpeba Ha H3AENUETO IO IMpeAHa3Ha-
YeHHe, KaKTO W OLEHKaTa Ha HeXeJaHUTe CTPaHHYHM e(peKTH W Ha
IPUEMIIMBOCTTA Ha CBHOTHOIICHUETO MEXIY IOJI3UTE€ M PHUCKOBETE,
mocoyeHo B paszmenn 1 m 8 oT mpuiokeHue I, ce ocHoBaBaT Ha
KIIMHUYHU JaHHHW, OCUTYpsABAIIXA AOCTATHYHO KIMHUYHHU JOKA3aTCJICTBA,
BKJIFOYMTEIIHO, KOTaTO € IPHUII0KHMO, CHOTBETHHUTE IAHHU CBITACHO
npunoxenue I11.

HpOI/ISBO,HI/ITeJ'ISIT YTO4YHABa U 000CHOBaBa HMBOTO Ha KIIMHHUYHHTE JIOKa-
3aTCJICTBA, HCOGXOHI/IMI/I 3a JOKa3BaHC Ha CHOTBCTCTBUC C MPUIIOKHUMUTE
O6IIII/I HM3MCKBAHUS 3a 0€30IaCHOCT U neiicteue. HUBOTO Ha KIMHUYHUTE
JI0Ka3aTeJICTBa Tpf[6Ba Jla € NOAXOAAII0 IPEABUA XapaKTCPUCTUKUTE Ha
MU3ACIIUETO U HEIOBOTO NPEAHAZHAYCHHUC.

3a Ta3W 1en NPOU3BOJMTENNTE TUIAHUPAT, U3BBPIIBAT M JOKYMEHTHPAT
KJIMHUYHA OLIEHKAa B CHOTBETCTBHE C HACTOSALIMA WIEH M 4yacT A oOT
npuioxkenue XIV.

2. 3a Bcwuku um3genus oT kiac Il um 3a m3genmsta ot kmac IIb,
mocoueHu B wieH 54, maparpad 1, Oykea 0), mpeau W3BBPIIBAHETO HA
KJIMHAYHA OLEHKAa W/WIM W3NUTBAaHE IPOU3BOIUTEIAT MOXE Jia ce
KOHCYNITHUpa C Tpymna eKcmepTH cbhriaacHo wieHn 106, ¢ mem ma ce
HampaBHM IperyieJi Ha CTpaTerusita Ha IMPOU3BOAUTENS 32 THPCEHOTO
KIMHUYHO Pa3BUTHE M TPEAIOKEHHSATa 3a KIMHUYHO W3IHTBAHE.
IIpousBomuTeNsAT HAAJISKHO B3EeMa MPEIBUA MHEHHUSATA Ha Tpynara
excriepti. ToBa ce JOKyYMEHTHpa B JOKJIaJga 3a KIMHHUYHATA OLICHKA,
nocoyeH B naparpad 12 or HacTosAIIUS 4YJIEH.

[IponsBoguTensT He MOXKE Ja 4YeplH IpaBa OT MHEHMATA Ha Tpynara
€KCIIEPTH BbB BPb3Ka ¢ ObJelIa IpoLeaypa 3a OLCHSABAaHE Ha ChOTBET-
CTBHETO.

3. Knuananara OIICHKa cJjieaBa OIpEAcICHa U ,I[06p6 000CHOBaHA B
MCTOAOJIOTMYHO OTHOIICHUE TIIpoucaypa BB3 OCHOBa Ha CJICOHHUTC
ACIICKTH!

a) KpUTHYHA OLIEHKa HA CHOTBETHATA Hay4Ha JIUTEPaTypa, HATMYHA KbM
MOMEHTa, OTHOCHO 0€30IaCHOCTTa, JICHCTBUETO, MPOEKTHUTE Xapak-
TEPUCTUKH W TPEJAHA3HAUYCHHETO Ha M3JEIMETO, KOraro ca
U3IIBJIHEHU CJIETHUTE YCIIOBHUS:

— JIOKa3aHO €, Y€ M3/CIHETO MOUICKKANI0 Ha KIMHHYHA OICHKA 3a
HErOBOTO IIPe/HA3HAYCHHE € CKBHBAJICHTHO HA W3JCIHETO, C
KOETO Ca CBBP3aHH JaHHUTE CBHIVIACHO Paszied 3 OT MPHIOKCHUE
X1V, u

— JlaHHWUTE B 3aJ0BOJIMTEIHA CTENEH I0Ka3BaT ChOTBETCTBUETO C
HNPUIOKHUMHUTE OOIIY M3UCKBAHUSA 3a 0€30IacHOCT U AEHCTBUE;

0) KpUTHUYHA OIICHKA Ha pE3yJTATUTC OT BCHYKH HAJIMYHHM KIMHUYHU
M3IHUTBAHUSA, B KOSTO CE€ OTYMTA HAJUIEKHO Haji¥ H3MUTBAHHATA Ca
M3BBPIICHU CBIJIACHO 4jieHOBe 62—80, akToBeTe, MPUETH CHITACHO
anen 81, u npunoxenne XV; u
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B) pasrieKaaHe Ha HAJIUYHHUTC 3a Tasu LCJIT aJITCPHATUBHU METOAM 3a
JICYCHUEC, aKO MMa TaKHuBa.

4. 3a wuMIoiaHtapyeMuTe wuznenus u m3uenusaTa ot kmac I ce
M3BBPUIBAT KIIMHUYHKU W3MHUTBAaHUs, OCBEH KOTraTo:

— HU3ACJIMETO € IMPOCKTUPAHO YpE3 BHACAHC Ha NMPOMEHHU B U3JACIHC,
KOC€TO BCYE CC mpeljiara Ha mnasapa OT CbhbIIUA ITPOU3BOAUTEIL,

— 3a IPOMEHEHOTO M3Jelue € OMI0 JOKa3aHO OT IPOU3BOAUTENS, Ue €
€KBHMBAJICHTHO Ha MPEe/ATaraHoTo Ha Ta3apa H3fieNne, B ChOTBETCTBHE
¢ paszgen 3 ot mpunoxkenue XIV u Te3u pokaszaTenacTsa ca IPUETH OT
HOTH(UIMPaHUsL OpraH; U

— KJIIMHHUYHaTa OLCHKa Ha MpeUlaraHoTO Ha I1asapa U3JACIuc € J0CTa-
ThYHA, 3a J1a C€ TOKa)XE€ CbOTBCTCTBUETO HA IIPOMEHECHOTO HU3CIINE C
MPUITOXHUMHUTE HU3UCKBAHHUA 3a 0E€30IMacHOCT U JICHCTBUE.

B rte3u ciyuam HOTHQUUUpPAHUAT OpraH MPOBEpsBa AW IUIAHBT 3a
KIIIIT na mpoMeHeHOTO H3AENUe € MOAXOMASII U BKIIIOUBA MPOYYBAHUS
cliell TyCKaHe Ha Iazapa ¢ Lell JOoKa3BaHe Ha O0e30MacHOCTTa U
JNIECTBUETO HA M3JICJIMETO.

OcBeH TOBa B CllydauTe, MOCOYCHH B Taparpad 6, He € HeOOXOIUMO Jia
Ce MPOBEKAAT KIMHUYHU U3MHUTBAHUSL.

5. Ilpou3BoAMTENAT Ha U3JENUE, 332 KOETO € JO0KAa3aHO, 4e € €KBUBA-
JEHTHO Ha Bede MpEeJJaraHo Ha I1a3apa H3JelHe, KOeTo He ¢
[IPOM3BEAECHO OT ChIUUS IPOU3BOJAMUTEN, MOXE [a Ce I1030BaBa Ha
naparpag 4 c oriex NPOBEXIAHETO HA KIMHUYHO H3IHUTBAHE, aKO
OCBEH W3HCKBAHHATA Ha IIOCOUCHHWs Taparpad ca W3OBIHEHH H
CJIEIHUTE YCJIOBHUS:

— JABaMaTta IpOU3BOJAUTEIIN UMAT AJOTrOBOP, KOUTO HU3PUYHO TIPEAOCTaBsA
Ha TMPOU3BOUTEIIA HAa BTOPOTO MU3ACIHUEC IIBJICH U IMOCTOAHEH NOCTBIT
J0 TeXHHUYECKaTa NOKYMCHTAUUs; U

— II'bpBOHA4Ya/IHaTa KJIMHHUYHA OLCHKA € H3BLPIICHA ITPU CHAa3BaHC Ha
HN3UCKBAHUATA HAa HACTOAIIUA PETIIAMCHT,

Y TIPOU3BOAMTEILIT HA BTOPOTO H3JENHe NPEICTaBH HA HOTU(HIUPAHUS
OpraH sSiCHU JI0Ka3aTeJICTBA 3a M3IbJIHEHUETO Ha TOPHHUTE YCIIOBHS.

6. I3uckBaHeTo 3a TNPOBEXKJAHE HA KIMHUYHU W3IHUTBAHUS I10
naparpadp 4 He ce mnpwiara 3a UMIUIAHTUPYEMHUTE W3JCIUS U
u3nenuaTa ot kiac I, kouro:

a) ca 3aKOHHO IMyCHATH HA Ma3apa Wid B JSHCTBHE B ChOTBETCTBUE C
JupektuBa 90/385/EMMO  wnmu  {upexktuBa 93/42/EMO u  yusito
KIMHAYHA OLICHKA:

— C€ OCHOBaBa Ha AOCTAaTb4YHO KIMHWYHU AJaHHHU KU

— CBOTBCTCTBA Ha IIPUJIOKHUMaTa IIPOAYKTOBaA OC 3a KIMHHAYHA
OIICHKA Ha TO3W THII U3ICITUEC, KOrarto € HaJlidHa TaKaBa OC, i

0) Tpe/ACTaBISABAT XUPYPTrHUECKH KOHIM, CKOOM, CTOMATOJIOTHYHU
3aIbJIBAIM  MaTEPUaM, CTOMATOJIOIMYHU CKOOHM, 3bOHHM KOPOHKH,
BUHTOBE, KJIIMHOBE, TUIACTHHH, NMPOBOJHUIIM, HIM(TOBE, KIUIICOBE H
KOHEKTOpPH, YHUSTO KJIMHHYHA OIICHKA CE OCHOBaBa HAa JIOCTATHYHO
KIIMHWYHU JaHHU W CBOTBETCTBA Ha HpI/lJ'lO)KI/IMaTa HpO)lyKTOBa
OC, xoraro e HanuyHa takaBa OC.
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7. Cuyuawure, koraro mnaparpad 4 He ce mpuiara ChbriacHo naparpad
6, ce 000CHOBaBaT OT MPOM3BOAUTEIS B JIOKIIA/A 32 KIMHIMYHATA OL[CHKA
U OT HOTH(UIMpaHHUS OpraH B JOKJaJa 3a OLICHSBAaHE HA KJIMHUYHATA
OLICHKA.

8. Koraro e 000cHOBaHO OT IJI€[HA TOYKA HA U3IOJI3BAHETO B JPYrd
M3eNusl Ha YTBBPIACHU TEXHOJOTHMH, CXOAHH C TE3H, W3MOJI3BaHH B
M3KITIOUCHUTE HW3JeTHsl OT CIHChbKa mo maparpad 6, OykBa 0) ot
HAaCcTOAIIMA YJICH, WJIMW KOraro TOBa CC€ M3HUCKBA OT C"bO6pa)KCHI/IH 3a
3aKpWia Ha 3/JpaBeTO M 0E30IaCHOCTTAa Ha IMAIMEHTHTE, TOTPEOUTEeNUTe
WIN JpYTH JIMIa WIM 32 3aluTa Ha APYTH acleKTH Ha OOIIEeCTBEHOTO
3npaBe, Ha Komucusra ce mpenocTaBsi IPaBOMOIIHETO Jla IIprueMa Jielie-
TUpaHU aKTOBE B CHOTBETCTBHE ¢ wieH 115 3a n3MeHeHHEe Ha CIUCHKA
Ha M3KJIFOUCHHUTE M3JIENHUs 10 WwieH 52, maparpad 4, BTOpa aluHes U 1o
naparpad 6, OykBa 0) OT HACTOSALIMA WIEH, KaTo [00aBs WK 3ajMyaBa B
CIHCHbKA JPYIH THUIOBE HMMIUIAHTHPYEMH HW3ICIHS WIM HU3AENUs OT
ximac 111

9. Tlpu mpoayktu 0€3 MEIUIMHCKO MpeJHa3HAYCHHE, H30pOCHH B
npunoxenne XVI, u3nckBaHeTo 3a J0Ka3BaHe Ha KIMHMYHA I0J3a B
CHOTBETCTBUE C HacTosdmaTa TiaaBa u npuwioxkeHus XIV u XV ce
THIKYBa KaTO M3MCKBAaHE 3a JIOKa3BaHE Ha JICHCTBHETO Ha H3IEIHETO.
KinuHuyHMTE OLEHKM Ha TE3M MPOAYKTH C€ OCHOBAaBaT Ha OTHOCHUMH
JaHHU 3a Oe30MacHOCTTa, BKIIOYMTENHO MJaHHM OT Haa30pa Ciej
nmyckane Ha maszapa, ot KIIIII u, xorato e mpuiIokUMO, KOHKPETHH
KIMHUYHA M3MNUTBaHUA. 3a TE3H NPOAYKTH C€ MNPOBCKAAT KIMHUYHH
M3MUTBAHUS, OCBEH aKO HE € HaJUIe)KHO OOOCHOBAHO M3IOJI3BAHETO HA
CBLICCTBYBALIUTE KIMHUYHY JaHHU 32 aHAJIOTHYHU H3ICIHS.

10.  be3 pa ce 3acara maparpad 4, Koraro He ce CuuTa 3a LEJIeCh-
00pa3HO [OKa3BaHETO Ha CHOTBETCTBHETO C OOIIUTE H3UCKBAaHHS 32
0e30ITacHOCT M JIeHCTBHE BBH3 OCHOBA Ha KIMHUYHH JIaHHH,
nojxosara 000CHOBKAa 3a MOJOOHO M3KIIIOYCHHE CE TPEAOCTaBs Ha
0a3ara Ha peE3yJNTaTUTE OT YIMPAaBICHHETO Ha pHCKA OT CTpaHa Ha
MPOM3BOJUTENS U Bb3 OCHOBA Ha crenudukara Ha B3aHMMOJCHCTBHETO
MEX/y M3/ICIIMETO U YOBEUIKOTO TSJIO, OYaKBAHMS KIMHUYEH PE3yJTaT u
TBBPJACHUATA HA TPOU3BOAMTENsS. B TakbB ciydail TPOU3BOAMTEIST
000CHOBaBa HA/JIGKHO B TEXHHYECKATa JIOKYMEHTAllMs, MOCOYCHA B
npunokenne II, 3amo cmsaTa 3a OCTaTPYHO CHOTBETCTBHETO C
0o0IIKMTe HW3MCKBaHUSA 3a 0€30MacHOCT M JACHCTBHE Oa ObJe J0Ka3aHO
Bb3 OCHOBAa CaMO Ha pE3yJNTaTUTE OT METOJUTE 3a HEKIUHUYHO
M3IMTBAHE, BKJIIOYHMTEIHO OICHKA Ha JEWCTBUETO, W3IUTBAHE Ha
CTCHO U Hpe)IKJ'II/IHI/IqHa OLICHKA.

11. KiuHuuyHaTa OneHKa M JOKyMEHTAalMsATa BbB BpPb3Ka C HeEs ce
aKTyalqu3upar Ipe3 LeNus eKCIJIOaTallMOHEH CPOK Ha ChOTBETHOTO
u3JeNe ¢ KIMHUYHUTE JaHHU, MOJIyYeHH OT M3IIBJIHEHHETO Ha IIaHa
Ha npoussoautens 3a KIIIIII B ckoTBeTcTBHE ¢ "acT b oT mpunoxenue
X1V, u 3a Hag30p cied MyckaHe Ha masapa mo wieH 84.

3a mzgenuara ot knac Il u mMmmmanTupyemurte u3nenusl AOKIAABT 3a
ouenka Ha KIIIIII u, ako e mpeaBHUAEHO, pe3foMeTo 3a 0e30MacHOCTTa U
KJIMHUYHATa €(QEKTHBHOCT MO 4IEH 32, ce aKTyajau3upaTr Hal-MajKo
BEAHDBK TOIUIIHO C TE€3W TaHHH.
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12.  KnuHn4HaTa OLIEHKA, PE3YJITAaTUTE OT Hes M IMPOM3TUYALIUTE OT
Hesl KIIMHUYHM JJOKA3aTeNICTBa ce JOKYMEHTHPAT B JOKJIA[ 3a KIMHUYHA
OLIEHKa, MocoueH B pazzen 4 ot npuwioxkenue XIV, KOHTO, OCBeH npu
u3zenys, u3pabOTeHH MO MOPBUKA, € YacT OT TEeXHHYecKaTa HOKy-
MEHTalusl ChIIacHO mpuioxkeHue II BB Bpb3Ka CbC CBHOTBETHOTO
u3JIeIme.

13.  KoraTto e He0oOX0AMMO Ja ce rapaHTHpa eHaKBOTO IpWJIaraHe Ha
npunoxkenue XIV, Komucusra, kaTo oT4nTa HAAJIEKHO TEXHUUYECKUS U
Hay4YHUS MPOTPEC, MOXKE Jla IpUeMe aKTOBE 3a M3ITBIHEHHE, JOKOJIKOTO
TOBa € HEOOXOJUMMO 3a paspeliaBaHe Ha MpoOJIeMH, CBBP3aHU C
pa3IMYHOTO THIKYBaHE W IMPUIATAHETO HA TMPaKTHKa. Te3u akToBe 3a
U3IBJIHEHWE C€ TNpueMar B CHOTBETCTBHE C Ipoueaypara 10
pasriexiaane, nocouena B wieH 114, maparpad 3.

Ynen 62

O61mm H3UCKBaHUSA OTHOCHO KIMHUYHHUTE HU3IUTBAHUSA 3a
JOKa3BaHe¢ HA CHOTBETCTBHETO HA HU3JACJIUATA

1.  KiMHWYHMTE W3NHUTBAHUS ce IUIAHUPAT, paspelaBaT, MPOBEXIAT,
JOKyMEHTUpAT M JAOKJIAJBaT B CHOTBETCTBUE C pas3loperduUTe Ha
HACTOSALIMS wieH M wieHoBe 63—80, mpuerure B CHOTBETCTBHE C
uieH 81 akroBe M mpuioxeHue XV, ako ce MPOBEXJAT KaTo 4acT OT
KIMHUYHATa OLECHKA 3a OLEHSIBAaHE Ha CHOTBETCTBHETO C €AHA WU
1oBe4e OT CJIEIAHUTE LEIIH:

a) J1a ce YCTAaHOBM M TOTBBPJAM, Y€ NpPU HOPMAIHH YCIIOBHS Ha
yroTpeba H3JenusATa ce MPOCKTHPAT, MPOU3BEKIAT M ONAKOBAT IO
TaKkbB Ha4yMH, Y€ Ja ChOTBETCTBAT HA €JHA WM MOBEYE KOHKPETHHU
1IeJI, U30pOCHU B 4iieH 2, TOYKa 1, ¥ UMaT MPEJBUICHOTO MOCOYCHO
OT MPOU3BOAUTENS UM JEHUCTBUE;

0) Ta ce YCTaHOBAT W TOTBBPAAT KIMHUYHUTE O3 OT JaJCHO
U3JIeNINe ChITIACHO IOCOYEHOTO OT IPOU3BOJAUTEINS MY,

B) Jla ce€ yCTAHOBHU M MOTBBPJM KIMHUYHATA OE30IaCHOCT Ha U3EIHETO,
Jla ce ONpeNeNAT HEeXENaHWTEe CTPAaHUUHM e(pEeKTU IPU HOPMAIHU
YCIIOBHUSI Ha ymoTpeba Ha M3IEIHeTO W Ja Ce NPELEHH JOKOIKO Te
ca B PaMKUTE Ha NPUEMJIMBUS PHUCK CIPSAMO IOJI3UTE OT Ipel-
BUJICHOTO JEHUCTBHE Ha M3JIEJIUETO.

2. Koraro crnoHCOpbT Ha KJIMHHUYHO HW3MUTBAHE HE € YCTAHOBEH B
Cpro3a, TOH TrapaHTHpa, Y€ UMa (PU3MYECKO WM FOPHIUYECKO JIUIIE,
ycraHoBeHO B Cbro3a, 3a CBOW mpeacTaBUTEN. TakbB IPEICTaBUTEIN
OTroBapsl 3a CIA3BaHETO Ha 33JB/DKEHHATa HA CIIOHCOPA CBITIACHO
HACTOSIIIMSL perJaMeHT M € ajpecaT 3a BCHYKH CHOOIICHHS 3a
CIIOHCOpA, MPEIBUACHU B HACTOSIIUS periaMeHT. Besko choOuieHue
JI0 TIPEACTAaBUTENS, Ce CUHMTA 32 CHOOILIEHHE IO CIIOHCOPA.

IL’I)p)KaBI/ITe YJICHKH Morar Ja I/ISGCpaT Jla HE IpujaraT ’bpBa aJluHEs 110
OTHOMICHUE Ha KIIMHUYHW HU3IUTBAHWA, KOUTO MIC CC ITPOBEKAAT CaMO
Ha TdaXHa TCPUTOPHUA WM HAa TAXHA TCPUTOPHUSA U HA TCPUTOpUATA Ha
Tpe€Ta AbpiKaBa, aKO rapaHTHpAT, Y€ IO OTHOLICHUE Ha TOBA KIIMHUYHO
U3NUTBAHE CIIOHCOPBHT HMa Hal-MaJKo €JHO JIMIE 3a KOHTaKT, yCTa-
HOBCHO Ha TAXHaA TCPUTOPUs, N0 KOCTO Ja CC aapecupar NpeABUACHUTC
B HACTOAIIMUA PEIIIaMEHT C’b06H.[€HI/I}I 3a CIIOHCOpa.
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3. KHI/IHI/I‘{HI/ITC U3IIUTBAHUA CC€ l'IJ'laHI/lpaT u l'IpOBC)KZlaT II0 TaKbB
HAuWH, dYe TMpaBara, OE30MAaCHOCTTa, MIOCTOWHCTBOTO MW OJIaroche-
TOSHHETO Ha YYaCTHUIMTE B TE3W KIMHUYHM W3MUTBAHUS ca
3alIATEHN W UMaT MPUOPHUTET MPEJ BCIKAKBH APYTH HHTEPECH, a TMOITY-
YeHUTE KIWHUYHU JaHHH Ca HAayyHO W3IbpKaHU, HAISKIHU U
CTaOMITHH.

KbM KIMHMYHUTE M3NUTBAaHMA CE IIPUIAraT HAyYHUTE U €THYHUTE CTaH-
naptu. IlpersienbT Ha CHOTBETCTBHETO C E€THYHUTE CTAHAAPTH ce
MU3BBPIIBA OT KOMHUCHUS II0 €THKAa CBIJIACHO HAIMOHAJIHOTO IIPaBO.
JbpxkaBuTe WICHKM TapaHTHpAT, 4Ye IPOLENypUTe 3a Iperien or
KOMHUCHAATA IO €THKAa Ca ChbBMECTUMHU C IPOLEIYPUTE, YCTAHOBEHH B
HACTOAIIUS PErjJaMeHT 3a OLEHsBaHE Ha 3asBJICHHETO 3a pas3pelleHHe
Ha KIMHUYHO HM3NUTBaHe. B mpernexa Ha ChOTBETCTBHETO C €TUYHHUTE
CTaHJapTH yyacTBa Hal-MaJIKO €JMH HECHELUAIMCT.

4.  Kinunuuno usnurBane no maparpad 1 moxe na ObJe IpOBEAEHO
CaMO aKO Ca M3MBJIHEHW BCHYKH YCIOBHUS I10-A0TY:

a) KIMHUYHOTO HM3IUTBAHE 3aBUCH OT paspelleHre OT AbpiKaBaTa(uTe)
yiieHKa(1), B KOSATO(KOUTO) i€ c€ MpOBeAe KIMHUYHOTO W3IMHTBAHE,
B CHOTBETCTBHE C HACTOSIIMS PETJIAMEHT, OCBEH aKO HE € IOCOYCHO
ApYTO;

0) KOMHUCHSI IO €THKa, Ch3IaJeHa B CHOTBETCTBUE C HAIIMOHATHOTO
[paBo, HE € Jaja OTPUIATEIHO CTAHOBHUINE IO OTHOIICHHE Ha
KIIMHUYHOTO W3MHUTBAaHE, KOETO € BaJWJHO 3a IisjiaTta JbpiKaBa
YJIeHKa CHIVIACHO HAI[MOHAIHOTO M TPaBo;

B) CIIOHCOPBT HJIM HETOBUAT MPEACTABUTENl WM JIMIE 32 KOHTAKT
cbriacHo maparpad 2 e ycraHoBeH B Cblo3a;

I') YA3BHMHUTE TPy OT HACEIICHHMETO W WHIUBHUIYaTHH YYACTHHIM ca
MOJXO/SII0 3allUTEHH B CHOTBETCTBUE C WIEHOBE 64—68;

JI) OYaKBAaHUTE IOJ3M 3a YYAaCTHULUTE WIM IOJ3UTE 32 OOLIECTBEHOTO
3[paBe ONpaBAABaT NMPEIBHINMHUTE PHCKOBE M HEyI0OCTBa, KaTo ce
W3BBPIIBA IOCTOSHHO HaOJIOIEHHEe Ha CHOTBETCTBHETO C TOBA
YCIIOBHE;

€) YYaCTHHKBT WM, aKO TOW He MOXKe Ja Aaje HHPOPMHUPAHO ChIIIACHE
— HETrOBHAT 3aKOHHO OINpEIEIeH MpPEeACTaBUTEN, € Oail HHOp-
MHpPAHO CBIJIACHE B CHOTBETCTBHE C WieH 63;

’K) Ha YYaCTHHUKA HJIH, aKO YYaCTHUKBT HE MOXeE Ja Jajie HHHOPMUPAHO
ChIIIacHe, Ha HETOBUS 3aKOHHO OMPEICNCH MPEACTABUTEN Ca OMIH
NPEIOCTABEHH JAHHHUTE 3a KOHTaKT Ha 00pa3yBaHWE, KBICTO MOXKE
na Objie MoJydeHa JOMBbJIHUTEIHA WHPOPMANUS B Clydail HA HEO0O-
XOJIUMOCT;

3) MpPaBOTO HA yYacTHHKA HA (PU3MUYCCKA M IICUXHUYCCKA HEIPHKOCHO-
BC€HOCT, HA JIMYCH KMWBOT U HA 3allMTa HA JAHHUTEC, OTHACAIOU CE N0
Hero, B choTBeTcTBUE ¢ JlupekrtuBa 95/46/EO, e rapaHTHpaHo;

1) KIMHUYHOTO U3MUTBAHE MMa 3a LieN Ja CBele A0 MUHUMYM OoOJKara,
quckoM(popTa, cTpaxa ¥ BCAKAKbB IPyr INPEIBHIUM DPHUCK 3a
YYaCTHUKA, a MPEJNCIHUAT pHCK U CTENCHTa Ha NPHYMHEHHS
¢usnueckn AUCKOMGOPT ca M3PUYHO ONpENeNieHH B IUIaHA Ha
KIMHAYHOTO W3IIHTBAHE W Ce HAONIONABaT HENPEKbCHATO,

W) MEIUIMHCKUTE TPUXKH, MOJIATaHU 3a YYACTHHUIIUTE, Ca OTTOBOPHOCT
Ha MOJXOJSII0 KBATU(UIMPaH JIeKap WM, KOraTo ToBa € IeJIecho0-
pa3Ho, Ha KBaNH(UIMpPaH JIeKap MO JeHTalHa MEIUIUHA WU JPYTO
JIMLE, OMPAaBOMOILEHO CBIVIACHO HALMOHAIHOTO IPaBO [Ja Ioyara
NMOZOOHH TPIDKH 3a MAIMEHTH B YCIOBHATA HAa KIMHUYHO U3IHTBAHE,
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K) Ha YYaCTHUIMTE WM, KOTaTo € NPHUJIOKUMO, Ha 3aKOHHO OIpele-
JICHUTE UM IIPEICTABUTEIM HE € OKa3BaHO HEIPABOMEPHO BIMSHMUE,
BKJIIOUUTENTHO OT (PMHAHCOBO €CTECTBO, 3a Jia ydyacTBaT B
KJIMHUYHOTO M3IUTBAHE;

I

~

3enueTo(sTa) 3a KIMHWUYHO W3MUTBAHE OTroBaps(T) Ha IIPHIIO-
KUMHUTE OOIIM M3MCKBAHMS 32 OE30IIACHOCT M JICHCTBUE, YCTAaHOBEHH
B TpWIOKEHHe [, ¢ M3KIIOUEHHE Ha acleKTHTe, OOXBaHATH OT
KIIMHUYHOTO H3MUTBaHE, W [0 OTHOUIEHWE Ha TE3M AacleKTH ca
B3€TH BCHYKH NPEINa3Hu MEPKHU 3a 3aKpuia Ha 3IpaBeTo u Oe3omac-
HOCTTa Ha y4acTHHIHUTE. TOBa BKIIOYBA MPH HEOOXOAUMOCT TECTOBE
3a TeXHUYECKa U OMOJIOrHYHA 0€30MacHOCT M MPEIKINHUYHA OLICHKA,
KaKTO W pasnopendu B obiiacTTa Ha OE30MACHUTE YCIOBUS HA TPYI U
MIPEOTBPATABAHETO HA 3JIONOIYKH, OTpa3sBalli Hali-HOBUTE HAYYHH
JOCTHIKEHHUS;

M) U3IIBIHEHN Ca W3WUCKBAHMATA IO MPHIIOKEeHHE XV.

5. Bcekm y4acTHHK MIHM, aKO YYaCTHHKBT HE MOXKe Ja Jane HHpOp-
MHPAHO CBIJIACHE, HETOBUSAT 3aKOHHO ONPENENICH MPEACTaBUTE, MOXKE,
0e3 ToBa Jla My HaBpEIM IO KaKbBTO M Jia OMJIO HauuH U 0e3 ja My ce
Hajara Ja JaBa KakBOTO M Ja € OOsCHEHWe, Ja ce OTTEerNId OT
KJIMHUYHOTO M3MUTBAHE IO BCAKO BPEMeE, KaTo OTTEINIM CBOETO MH(OP-
MHpaHo cbriacue. bes na ce 3acsara Jupexrusa 95/46/EO, orrerisiHeTo
Ha MH(QOPMHUPAHOTO CHITACHE HE 3acsira Beue M3BBPIICHUTE JCHHOCTH,
HHUTO W3MIOJI3BAaHETO Ha JAHHUTE, MOJNyYeHH BB3 OCHOBA Ha HH(OPMHU-
PaHOTO CBIJIACHE IIPEAU HETOBOTO OTTEIJISHE.

6. MscnenoBarenar € JMLE, YHOPaXHABALIO Hpodecus, KOITO €
TpU3HATA OT CHOTBETHATA AbpkaBa WICHKA KAaTO JaBalia My IIPaBO Ja
U3IbJIHABA (DYHKIMUTE HA M3CIIENOBATEN, Thil KaTO MpUTEXkaBa HEOOXO-
JVMHATE HAyYHH 3HAHHS U OIUT B 00JACTTa HAa TPIKUTE 3a MAIEHTHUTE.
OcraHanusaT IEpCcOHAN, ydyacTBalll B IPOBEKIAHETO HAa KIMHHUYHO
HU3IIUTBAHC, HMa 10oAXoAsIla KBaJ'Il/Iq)I/IKaHl/Iﬂ 3a MU3IBJIHCHHUEC Ha
BB3JIOKEHUTE My 3a/laud, IPEJBUJl HEroBOTO oOpa3zoBaHME, 00yueHUE
WIN ONUT B CHOTBETHAaTa O0JAacT Ha MeAMIMHATA M B o0yacTTa Ha
METOIOJIOTHATa Ha KIMHAYHNATE W3CICABAHUSL

7. Mecrata 3a [pPOBeKIAaHE HAa KIMHUYHOTO H3IHMTBaHE Ca
HOJXO/SIIN 332 Ta3W LEJ W Ca CXOJHM C MECTaTa, B KOMTO H3/CIHETO
¢ TpeAHAa3HAYCHO 3a ynoTpeoa.

Ynen 63

HNudopmupano cwbriaacue

1. HWudopmupaHOoTO chriuacue € B mucMeHa (popma, ¢ JaTa U MOJIIINC
Ha JIMIETO, MPOBEKAALI0 Pa3roBopa, MOCOo4YeHO B maparpad 2, Oyksa B)
W Ha yYaCTHHKa, WM, KOTAaTO YYaCTHHKBT HE € CIOCOOCH ja jaane
UH(POPMHUPAHO CBHIVIACHE, HA HEroB 3aKOHHO OIPEACNICH IPEACTABHTEI,
ciell Karo TOW € Ouil HaJJIe)KHO HWH)OPMHUpaH B CHOTBETCTBHE C
maparpad 2. AKO YYaCTHHUKBT HE € B CBCTOSHHE Ja IHIIe, TOBa
ChIJIacHe MOXKE Ja ObJe JaJCHO M 3alMCaHO Ype3 MOAXO/IIIN ajiTep-
HATHUBHHU CPEACTBa B IPUCHCTBHETO HAH-MaJKO Ha €IWH HE3aBUCHM
cBuaeTeN. B TO3M citydail cBHIETENAT MOANKMCBA M cllara jara Ha
JNOKyMeHTa 3a WH(GOpPMHpPaHO chriacue. Ha ydacTHHKa WM, KOraTo
YYaCTHHKBT HE € CII0OcOOCH naa nane WHGOPMHPAaHO ChIIIacHe, Ha
HErOB 3aKOHHO OIPECIICH IPEACTABUTEI CC MPEJOCTaBs, B 3aBHCHMOCT
OT ciydasi, KOMHe OT JOKYMEHTa WM 3aluca, ¢ KOWTO € OWIIo JaJeHo
UHPOPMUPAHOTO cbriacue. HMHpOpMUpaHOTO ChIVIacHEe ce JIOKY-
MeHTHpa. Ha ydYacTHMKA WM HErOBHs 3aKOHHO OIpEIC]eH Mpej-
CTABHUTEJ] CE MPEJOCTaBs JOCTaThYHO BpEMe, 3a Ja OOMHCIH CBOCTO
pCIICHHE 33 yYacTHE B KIMHUYHOTO H3IUTBAHE.
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2. Wudopmamusra, mpefocTaBeHa Ha y4YacTHHKA WM, KOTaTo
YYaCTHHKBT HE € CII0coOeH ma nane WHGOPMHPAHO ChIIAcHe, Ha
3aKOHHO ONPEJENIEHUs] My NPEJICTaBUTEIl 33 LEIUTE Ha II0Jy4yaBaHE Ha
HEroBOTO MH(OPMHUPAHO CHIIACHE:

a) MO3BOJISIBA HA YYACTHHKA MJIM HA HETOBHS 3aKOHHO OIPECIICH Mpe/-
craBuTelN Jia pazdepe:

1) €CTECTBOTO, LCIUTE, IMOJIBUTE, MOCICAUINTE, PUCKOBETE U HEAOC-
TaThIUTC HA KIIMHUYHOTO HU3IMUTBAHC,

11) MpaBaTa Ha Y4YaCTHHKa M TapaHIUUTE 110 OTHOILICHUE Ha
HETOBAaTa 3allUTa, ¥ B YaCTHOCT HETOBOTO IPaBO Ja OTKaXC Oa
ydacTBa U MpaBOTO Ja €€ OTTCIVIM OT KIIMHUYHOTO U3NUTBAHC IO
BCAKO BpPEME H 0e3 TOBa Ja My HaBp€Iu II0 HAKaKbB HA4YWH, U
0e3 Ja My C€ Hajlara Aa JaBa 065ICHCHI/IC;

iil) ycioBusiTa, MpU KOHMTO TpsiOBa Ja ce TMPOBEJAC KIUHUYHOTO
M3MHUTBAHE, BKJIIOYMTENHO OYaKBaHATa MPOJBDKATEIHOCT Ha
y4YacTHEeTO HA YYACTHUIUTE B KIMHAYHOTO HM3IHMTBAHE; U

iV) BB3MOXHHUTE AJIITCPHATUBU HA JICUCHUECTO, BKIKOYUTCIHO IOCIICI-
BallUTe MCPKU, B cnyqaﬁ g€ Yy4daCTUETO Ha Y4YaCTHHKa B
KIIMHUYHOTO H3IMMUTBAHE CC NPCYCTAaHOBH,

0) ¢ wu3uepmartesHa, KparTka, sCHa, OTHOCMMa M pasz0upaema 3a
YYaCTHHKA WM 332 HErOBUSI 3aKOHHO OINpECICH MPEICTaBUTEI,

B) Ce NpPEIOCTaBs B NPEABAPUTEIECH pPa3rOBOp C WIEH Ha M3CIIEl10Ba-
TEJICKUSI €KHII, KOHTO € TMOAXOSNI0 KBaTH(DUIIMPaH CHIITACHO HAIUO-
HaJIHOTO IPAaBO;

) BKJIOYBA HHPOPMALHS 32 IPHIOKMMATa CUCTEMa 3a OOC3IIeTCHIE Ha
BpeIlU, IOCOYEeHA B WiieH 69; u

1) BKIIIOYBA €MHHUS, YHHKAJICH MICHTU(QUKAIIMOHEH HOMEp 3a LeIHs
Cpl03 Ha TOBa KIMHUYHO M3IMUTBaHe, IocoyeH B uwieH 70,
naparpad 1, kakto u UHPOPMALUS OTHOCHO HAJMYHOCTTA Ha pe3yl-
TAaTUTE OT KIMHUYHOTO M3MUTBAHE B CHOTBETCTBHUE C maparpad 6 ot
HACTOSIIUS YJIEH.

3.  HHudpopmanusta, nmocoueHa B maparpad 2, ce W3rOTBS B IHUCMEHA
(dopMa 1 e Ha PasMoNOKeHNEe Ha YIACTHUKA MM, KOTaTO YYaCTHUKBT HE
€ B CBhCTOSIHHE Ja jAajae MHGOPMHPAHO CHIVIACHE, HA HErOBHs 3aKOHHO
OIpe/ieNieH TPEeICTaBUTEll.

4. B pasroBopa, mocoueH B maparpad 2, Oyka B), ce 0OpbIIa
CIELMaTHO BHHUMaHUE Ha MOTpeOHOCTHTE OT HHpOpMauus Ha
KOHKPETHHTE TPYMH OT MAIEHTH W Ha OTACNHHUTE yYaCTHHIH, KaKTO
U Ha METOAUTE, U3IOJI3BAaHU 3a JaBaHe Ha MH(OpMarus.

5. Tlo Bpeme Ha pasroBopa, Moco4yeH B maparpad 2, OykBa B) ce
MpOBepsiBa JAJId YYaCTHUKBT € pazOpan uHpopManusTa.

6. YyacTHUKBT OHMBa YBEJIOMEH, Y€ B €JCKTPOHHATA CHCTEMa 3a
KJIMHAYHUATE W3NUTBAaHUs, IOCOYEHAa B 4ieH 73, e ca JOCTBIIHH,
ChIVIacHO wieH 77, maparpad 5, IOKJIaa OT KIMHUYHHUTE W3MUTBAHUS
W pe3loMe, TPEICTaBeHO Mo pa3dbupaeM 3a LeleBHs NOTpeOuTen
Ha4yuH, HE3aBUCUMO OT PE3YJITATUTC OT KIMHUYHOTO HU3IMUTBAHC, U
JOKOJIKOTO € BB3MOXKHO, C€ YBEJOMsIBA, KOraTO T€ CTAaHAT JOCTBITHHU.
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7.  Hacrtosmmsar perjaMeHT He 3acsira pasnopenduTe Ha Haluo-
HAJTHOTO IIPaBO, KOWUTO HM3HCKBAT, B JOIBIHEHHE KbM HH()OPMHUPAHOTO
ChITIaCHE, JTAJIEHO OT 3aKOHHO ONpEJENeHUs] MPECTaBUTEN, MaJOJIeTHO
WM HENBIHOJETHO JIHIE, KOETO € CIIOCOOHO 1a CH ChCTaBM MHEHHE M
Ja OLIEHM IpeJocTaBeHaTa My HMH(pOpMauus, CbIIO Ja JaBa 0100-
PEeHHeTo cH, 3a Aa ydacTBa B AAACHO KIMHUYHO W3IHUTBAHE.

Ynen 64

KiuHn4yHu M3NUTBaHUA BBPXY HeleecloCOOHH YYACTHHULHU

1. Koraro HemeecnmocoOHM y4YaCTHHIM HE ca Jald HWIM HE ca
OTKa3aJlM Jia Jagat WHPOPMHUPAaHO ChIIache NMpeau HayaloTo Ha Hele-
€CIIOCOOHOCTTAa CH, KJIMHUYHO M3IUTBAHE MOXeE Ja ObJe IPOBEACHO
CcaMo ako B JONBJIHEHHE KbM YCJIOBHATA, OINpPEAENeHH B 4ieH 02,
naparpad 4, ca M3II'BJIHEHH BCHYKH YCJIOBHUS I10-J0JY:

a) MOoNy4YeHO ¢ WHOOPMUPAHOTO ChIVIACHE HA TEXHHS 3aKOHHO
OIpe/iesieH PEACTABUTEIL,

6

~

HEJ/ICECIIOCOOHUTE  YYaCTHHIM ca NOJIy4YWiau  HHPOpMaLusTa,
rmocoueHa B wieH 63, maparpad 2, 1O MOJAXOMAII OT IJICJAHA TOYKa
Ha TSAXHATa CrocoOHOCT na pasbepaT Ta3u MH(OpMalMsi HAYUH;

B) M3PHYHOTO >KEIaHHE Ha HENEeeCrOCOOHHsS YYAaCTHUK, KOWTO € B
CBhCTOSIHME Jla CH ChCTaBM MHEHHE W Jia NpeleHd HHPopMauusTa,
mocoueHa B wieH 63, maparpad 2, Aa OTKaxke ydyacTHE WM Jia Ce
OTTErJIM OT KJIMHUYHOTO M3IUTBAHE IO BCSKO BPEME, € YBAXKEHO OT
M3CIIeI0BATEIIS,

F) Ha YYaCTHUIUTC WM Ha 3aKOHHO OIPCACICHUTEC UM NPEACTaBUTCIIU
HE € MPEe/IOCTABeH HUKAKbB CTUMYJI, HUTO (DHHAHCOBA M3r0Jd, OCBEH
obesleTeHNEe 32 Pa3HOCKUTE U IPOIyCHATUTE MOJ3H, MPSKO
CBBP3aHM C YYaCTHETO B KJIMHUYHOTO WM3IUTBAHE;

Il) KIIMHUYHOTO HM3NHUTBAHC € OT CBIICCTBCHO 3HAYCHHC 110 OTHOLICHUEC
Ha HeﬂeeCHOCO6HI/I yYJaCTHUOU W JaHHUTC CBC CBhIIOCTaBUMa
BaJIMJHOCT HE Morar aa 6’[;}13.T MOJIY4YCHU OT KJIMHUYHU U3NIUTBAHUA
BBpXY JHIa, KOUTO Ca B CBCTOAHUC Ja [danar I/IH(i)OpMI/IpaHO
Chbrjlacue, Wi 4Ype3 Apyru METOAU Ha MU3CJICABAHC,

€) KIMHUYHOTO M3IUTBAHE € CBBbP3aHO IPIKO CbC 3a00JsIBaHE Ha
YYaCTHHKA;

)K) Hajuie ca HayYHHM OCHOBaHUS Ha C€ O4YakBa, Y€ Y4YaCTUCTO B
KIIMHUYHOTO M3IMUTBAHC IIC JOHECE IMPsAKa I10JI3a 3a HCI[CGCHOCO6HI/I}I
YYaCTHHK, KOSATO HAaAXBBPJISA CBBP3aHUTEC PHUCKOBE U Hey,HOGCTBa.

2. Y4YaCTHHKBT, JOKOJKOTO € BB3MOXKHO, B3eMa y4YacTHE B IIPOILe-
Jypara 3a JaBaHe Ha MH()OPMHPAHO ChIJIACHE.

Ynen 65

KiauHuyHu mM3nuTBaHUs BBPXY MAJI0OJIETHU H HENIbJHOJETHH JIHIA

KnuHu4yHO W3nMTBaHE BBPXY MAJIOJIETHH WM HEI'BJIHOJETHH JIMIA
MOJKE Jla Cc€ IpOBEXIa CamMO aKo B JONBIHEHHE KbM YCIIOBHUATA,
ompejesneHd B wieH 62, nmaparpad 4, ca M3MBJIHEHH BCHYKH YCJIOBHUS
0-710J1y:

a) TOJly4eHO € MWH()OPMUPAHOTO ChIJIACHE HA TEXHHS 3aKOHHO
OIpe/esieH PEACTABHUTEIL,
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0) MaJIoJIeTHUTE WINM HENbIHOJETHUTE JMLA ca MOMyduwiId HHpopma-
UsTa, MOCoYeHa B wieH 63, maparpad 2, Mo aJanTHpPaH KbM
TSAXHATa Bb3pAcT M IICUXMUYECKA 3PEJIOCT HAUMH U OT U3CIEeJ0BATEIU
WIN YICHOBE Ha H3CIIENOBATENCKHS EKHUII, KOHUTO ca OOydYeHH 3a
pabota ¢ Jema WiIM UMaT ONUT B Ta3W 00JIACT;

B) M3PHYHOTO JKEJIaHHE Ha MAJIOJETHOTO WM HEIBJIHOJETHOTO JIHIE,
KOETO € B ChCTOSIHME J]a CH ChCTaBM MHEHME U Jia IpeleHdu HHPOp-
MalusTa, mocoueHa B wieH 63, maparpad 2, 1a OTKaxe ydyacThUe WM
Jla ce OTTerJM OT KIMHUYHOTO H3IUTBAHE II0 BCAKO BpeMe, €
YBaXXEHO OT HM3CIEIOBaTes;

I') Ha Y4YaCTHMKA WJIM Ha 3aKOHHO OINpPEICNICHHS MY NpPEACTAaBUTE] HE €
IpeocTaBeH HUKAaKbB CTUMYJI, HUTO (PMHAHCOBA M3rofa, OCBEH 00e3-
LIETEHHE 32 PA3HOCKHTE M NPOITyCHATHTE IOJI3U, MPSIKO CBHP3aHU C
Y4acTHETO B KIMHUYHOTO H3IUTBAHE;

1) KIMHUYHOTO M3IUTBAHE UMa 3a LeJ Ja U3cleBa METOIU 3a JIeUEeHHE
Ha 3a0oJisiBaHEe, KOETO Ce Cpella CaMoO MpPU MalOJeTHH WIN HEIrbJI-
HOJIETHU JIULA, WM KIMHUYHOTO M3IUTBAHE € OT CBbILECTBEHO
3HA4YEHUE I10 OTHOLICHHWE Ha MAJOJETHUTE WJIH HEIbIHOJETHUTE
JUIa 33 BaJIMJUPAHETO HA JAaHHUTE, IIOJIyYE€HH OT KIWHUYHU
U3NHUTBAHUS BBPXY XOpa, KOUTO ca B CHCTOSIHUE Ja Jajnar uHbop-
MHUPAHO ChIJIACHE, WIH 4pe3 JIPyrd METOAM Ha M3CIE/IBaHE;

€) KIMHUYHOTO W3MHUTBAHE WIH € MPSKO CBBP3aHO ChC 3a00JIIBaHETO, OT
KOETO CTpaja MaJlOJETHOTO MJIM HEI'bJIHOJIETHOTO JIUIE, WM € OT
TakoBa €CTECTBO, Y€ MOXKE Jla Ce IPOBEJE CaMO BbpPXY MaJlOJETHU
WIA HEI'BJIHOJIETHH JIUIIA;

’K) HAJWIE ca HAaydHH OCHOBAaHMS Ja CE OdYaKBa, Y€ yJacTHETO B
KJIMHUYHOTO U3IHUTBAaHE LIe JOHEcCe IpsKa 032 3a HEeIeeCIOCOOHUs
YYaCTHHK, KOSITO HAIXBBPJS CBBP3aHUTE PUCKOBE M HEYIOOCTBa;

3) MaJIOJIETHOTO WJIM HEIM'BJIHOJETHO JIMLE B3eMa y4yacTHe B IIpolle-
aypaTa 3a JaBaHe Ha HWH(OOPMHpPAHO ChIVIACHE TIO HA4MH,
cbhOOpa3eH ¢ Herorara BB3PACT U INCHUXHYECKa 3PEJIOCT;

M) aKO IO BpeMe Ha KIMHUYHO M3IUTBAHE MAIIOJECTHOTO HJIM HEITBIIHO-
JIETHOTO JIUIIE HABBPIIU BH3PACTTA, HA KOSTO CHOPE] HAIMOHAITHOTO
MpaBO CTaBa JEeCrocoOHO aa Jane HWHOOPMHUpPAHO ChIJIacHe,
HEroBOTO HW3PUYHO HWH(OPMHUPAHO ChIJACHE CE MONydaBa, MPEIH
TO3M YYaCTHHK Jla MOYKE Ja MPOAB/DKH [a ydacTBa B KIMHHYHOTO
W3IHTBaHE.

Ynen 66

KiuHMYHH M3NUTBaHUA BBPXY OpeMeHHHM KeHH WJIH KbpPMadKu

KnuHmYHO M3NMTBaHE BBPXY OpPEMEHHH KeHH WIIM KBPMAYKH MOXKE /1
ce MpOBEXJa CaMO aKO B JIOIIBJIHEHHE KbM YCIIOBHSTA, ONpPEACICHU B
uwieH 62, naparpad 4, ca M3IBJIHEHH BCHYKH YCIIOBHUS IMO-JONTY:

a) KIMHUYHOTO M3MUTBAaHE MMa MOTEHLHMA Jla JJOHECE NPEeKH MOJ3H 3a
3acerHatara OpeMeHHa »JKeHa WM KbpMauka, WIM 32 HEeWHHA
eMOpHOH, 3apOJHUII WIH JIeTe CJe PaXKIaHEeTO, HaJXBBPJISALU CBBp-
3aHUTE C W3MUTBAHETO PHCKOBE M HEYJI00CTBa;

0) KoraTo Hay4yHUTE H3CJEIBAHUS C€ M3BBPIIBAT BbPXY KbPMAuKu, ce
B3eMaT CHELHWaHW MpeAna3Hu MEpKH, 3a Jna ce m3berHe HeOnaro-
MPUATHO BB3JIEHCTBUE BBPXY 3/PABETO HA JIETETO;

B) Ha y4JaCTHHKa HC € NMPEAOCTABCH HUKAKHBB CTUMYJI, HUTO (bHHaHCOBa
usrojga, OCBCH O6€3H_ICTCHI/IC 3a Pa3HOCKUTEC U MPOITYCHATUTE I10JI3U,
IIPAKO CBBP3aHU C YYACTHECTO B KIIMHWUYHOTO M3IIUTBAHE.
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Ynen 67

HOHBJ'IHI/ITQJIHPI HAIIUOHAJIHHA MEPKH

JIbpkaBUTE UJICHKM MOTaT Ja TWOAIBPKAT JONBIHUTEIHA MEPKH
OTHOCHO JIMIaTa, OTOMBAIIM 3aJbJDKHTEIHA BOCHHA CIy)k0a, JHIATa,
JUIIEHH OT CBOOOAA, JIMIATa, KOUTO TOPagd ChAECOHO pelIeHHE He
MOTaT Jia y4JacTBaT B KJIMHWYHU W3MUTBAaHUS, WIM JIUIATa, HaCTAaHEHU
B CHEIUATN3UPAHA UHCTHUTYIIHH.

Ynen 68

KAMHUYHM M3NUTBAHHUSI B CHENIHH CUTyaluu

1.  Upes gmeporauusi ot wieH 62, maparpad 4, Oyksa ¢), wieH 64,
naparpad 1, OyxBu a) u 6) u uieH 65, OykBu a) u 0), MHGOPMUPAHO
ChITIacHe 3a yJacTHe B KIMHHYHO M3MUTBAaHE MOXKeE JAa ObIe MOIydeHO,
a uH(pOpMaIH 32 KIHHHYHOTO M3MUTBaHE MOXKe Ja OBbJe MpeJocTaBeHa
Cllell PELIEHHETO 3a BKIIOYBAHE HA YYAaCTHUKA B KIMHUYHOTO
W3NHATBaHE, NPH YCIOBHE He TOBAa pEIICHHE € B3eTO II0 BpeMe Ha
IbpBaTa MHTEPBEHIMSA BbPXY YUacTHMKAa B ChOTBETCTBHME C IUIAaHA HA
KIMHUYHOTO M3MHUTBAHE, U Ca M3IIBIHEHM BCUYKU YCIOBHS MO-JOIY:

a) Mmopagy CIEIIHOCTTAa Ha CUTyallUsATa B pE3ylTaT Ha BHE3AIHO
HACTBIIMJIO KMBOTO3AaCTPAIIABALI0 CHCTOSIHME WM JAPYrO BHE3AITHO
HACTBIIMJIO CEPHO3HO 3a00JIIBaHE YYACTHUKBT HE € B CHCTOSHHUE Ja
MPEOCTaBN IPEABAPUTEIHO MHPOPMHUPAHO ChHIIIACHE M Jla TOJNY4H
npeBapuTeaHa UHGOpMaLns OTHOCHO KIMHMUYHOTO H3MUTBAHE;

0) HamMIle ca HAy4YHH OCHOBAaHHUS Ja C€ OYaKBa, 4Ye YYacTHETO Ha
yYacTHHKAa B KJIMHAYHOTO H3IUTBaHEe IIe HMMa IOTEHIHana Ja
JIOHECe MpeKd 3HaYMMH OT KIMHWYHA TJIEAHA TOYKa MOI3H 32
yYacTHHKA, BOJACIIM JIO H3MEPHMO, CBBP3aHO CBC 3/PaBETO
noo0peHre, HamalsBallld CTPAJaHUETO W/WIKM  MONo0psBaln
3[0paBeTO Ha YYaCTHUKA, WIM JO JHAarHOCTHIMPAHE HA HETrOBOTO
CHCTOSTHHE;

B) HEBB3MOXKHO € B paMKHUTE Ha TEpaleBTUYHHUS IpOo30per] Ja ce
JIOCTaBM Ls1aTa MpeBapuTesHa HHPOPMALUS U J]a e MOJIyYHd Tpeji-
BapUTEIHO MH(GOPMHUPAHO CHIVIACHE OT 3aKOHHO OIPEENIeH NpeJcTa-
BUTEIT;

I') M3CIIEA0OBATENAT YJIOCTOBEpsiBA, Y€ HE Ca My H3BECTHH HHUKAKBU
BB3PAKECHUST 32 YydYacTHE B KIMHUYHOTO M3IHUTBAHE, H3Pa3CHU
IIPeau TOBA OT YYaCTHHKA;

1) KIMHUYHOTO H3MUTBAHE € MPSKO CBBP3aHO ChC 3a00JISIBAHETO Ha
yYacTHHKA, BCJIEJCTBHE Ha KOETO B PAMKHTE Ha TEparleBTHIHHUS
HPO30pEI] ¢ HEBB3MOXKHO Ja CC IONyYH MpeIBapuUTENHO HHDOP-
MHPAHO CBIVIACHE OT Yy4YacTHWKA WM 3aKOHHO OIpeJeNieH Mpel-
CTaBUTEI M Ja C€ IPeJOCTaBH IIPeABapUTENIHA WH(MOpMAmus, H
KJIMHUYHOTO M3IHUTBAaHE € OT TakoBa €CTECTBO, 4e MoOXe aa Oble
W3BBPIICHO M3KIIOYUTEIHO B CICITHH CHUTYallUH;

e) KIIMHUYHOTO M3MUTBAHC TPCACTABIAIBA MUHUMAJICH PUCK W BOAW OO
MHUHHMAJIHO HeyZ[OﬁCTBO 3a Yy4JaCcTHHKa B CpaBHCHHC CBHC CTaH-
JapTHOTO JICYECHHUC Ha 3a00/15BaHETO Ha Y4JaCTHHKaA.

2. Cnen uHTEepBEHUHMs ChIVIACHO maparpad 1 OT HacTOSAMIMS YIEH e
HEOOXOJIMMO Jia Ce IMOMCKa MH(POPMHUPAHO ChIIACHE B CHOTBETCTBHE C
wieH 63 3a NpOoJb/DKaBaHE HA YyYaCTHETO HA yYaCTHUKA B KIMHHUYHOTO
M3MUTBaHE, a HHPOPMaIUATA 32 KIMHUYHOTO M3IHMTBAHE C€ MPEIOCTaBs
B CHOTBETCTBHME CHC CICTHUTE M3MUCKBAHUS:
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a) MO0 OTHOIICHHE Ha HEICEeCIOCOOHN YYACTHHUIM W MAJOJNCTHH U
HEITBJIHOJICTHH JIMIA M3CJICAOBATEIIT ThPCH 0e3 HEHYKHO 3abaBsiHe
MH(OPMHUPAHOTO CHIJIACHE OT 3aKOHHO ONpPEICNICHUS MM IPE/CTa-
BuTEN, a MH(oOpMalmsara, rmocoueHa B wieH 63, maparpad 2, ce
MPEeIOCTaBs BE3MOXKHO Hal-0bp30 HA yYaCTHUKA M Ha 3aKOHHO OIpe-
JACJICHUA MY NPCIACTAaBUTEIT,

0) Mo OTHOLIEHWE HA APYI'M YYacTHHULM, HM3CIEIOBATENAT ThpcH 0e3
HEHY)KHO 3a0aBsiHe HH()OPMHPAHO CBIVIACHE OT YYacTHHKA WIIH
HETOBUsI 3aKOHHO OIIPEAENIEH IMPEACTaBUTEN, B 3aBUCHMOCT OT TOBA
KOE € OCBIIECTBUMO TM0-0bp30, a HHPOpPMALHUATA, I[OCOYCHA B
wieH 63, maparpad 2, ce mpenocraBs BB3MOXKHO Hai-Obp30 Ha
yYacTHMKA WM Ha HETrOBHs 3aKOHHO ONPENENICH MpPEeACTABUTEN, B
3aBUCHMOCT OT CITydasl.

3a nenurte Ha OykBa 0), ako € OWIJIO TMOJyuYeHO WH(POPMUPAHO CHIIACHE
OT 3aKOHHO ONPEIENICHUS IPEICTaBUTEIN, HHPOPMUPAHOTO ChIJIACHE 3
NPOIbKaBaHEe Ha YYaCTHETO B KIMHUYHOTO M3MUTBAHE CE MOTydyaBa OT
yYacTHHKa HETOCPEICTBEHO Cliell KaTo TOH ObJe B ChCTOSHHUE Ja Jaje
UH()OPMUPAHO CBITIACHE.

3. AKO y4YacTHHKBT WIIM, KOTaTO € MPHJIO0KUMO, HETOBHUSAT 3aKOHHO
ompeJiesieH MpEACTAaBUTEN He Jaje chriacue, TOW TpsOBa 1a Obje
nHQOPMHUpAaH 32 MPaBOTO Ja OTKaXe H3IMOJI3BAHETO HA IaHHHTE,
MOJYUYCHU OT KIMHUYHOTO H3MNHUTBAHE.

Ynen 69

Oo6e3ueTenne 3a Bpeau

1. JIbpaBUTE WICHKU rapaHTHpaT, 4e€ CUCTEMHTE 3a 00E3LIETCHUE 3a
BCSKA BpeZa, IIOHECEHA OT yYacTHHKA, MIPOM3THYALA OT Y4acTHETO B
KJIMHUYHO W3IHUTBaHE, NPOBEIEHO Ha TAXHA TEPUTOPHUS, CE€ MNpuiarar
nox QopmaTa Ha 3aCTPaxOBKa, TApAaHIUS WIH CXOAHA JOTOBOPEHOCT,
KOSITO € €KBMBAJICHTHA 10 OTHOIIEHHE Ha LIENTa M KOSATO CHOTBETCTBA
Ha €CTECTBOTO M CTEIEHTa Ha PHUCKA.

2. CHOHCOpPBT M HU3CIEIOBATENAT U3IOJI3BAT CUCTEMara, IIOCOUCHa B
naparpad 1, Mo HauWH, MOIXOIMII 32 JIbp)KaBaTa WICHKa, B KOITO ce
MPOBEXa KIMHUYHOTO H3MHUTBAHE.

Ynen 70

3asiBjieHHEe 32 KJIMHUYHH U3NMUTBAHHUS

1. CrooHcopbT Ha KIMHUYHO M3NUTBAHE I10JaBa 3asBICHUE O IbpiKa-
BaTa(uTe) wWieHKa(u), B KOSATO(KOUTO) II€ C€ HU3BBPIIM KIMHUYHOTO
n3NHTBaHe (HapH4YaHa 3a IEIUTe Ha HACTOSIIMSA WICH ,,ChOTBETHATA
Ibp)KaBa UIEHKA™), IPUIPYKEHO OT JOKYMEHTAlLUsTa, IOCOYeHa B
rmaBa Il ot mpunoxenne XV.

3asBICHUETO C€ IoJaBa 4Ype3 eJIeKTPOHHATa CHUcTeMa, II0COYeHa B
wieH 73, KOSATO TeHepupa 3a KIMHAYHOTO W3IUTBAHE EIMHEH,
YHUKQJICH HJISHTHU(UKAIMOHEH Homep 3a uenust Cblo3, KOWTO ciensa
Ja Ce H3MOJI3Ba 32 BCHYKU CHOOIICHUS, CBBP3aHH C TOBA KIMHUYHO
u3nutBane. B cpox or 10 qHM cien nonydaBaHe Ha 3asBICHUETO ChOT-
BETHATa Jbp)KaBa UIEHKAa YBEIOMsBAa CIOHCOpA Jald KIMHUYHOTO
W3MUTBaHE IONaja B oOXBaTa Ha HACTOALIMA pErjaMeHT M Jald
JIOCHETO Ha 3asBJICHHETO € IBJIHO B ChOTBeTCTBHE C ryaBa Il ot
npunoxenue XV.

2. B cpok nmo emna cemmuiia ciiefi BCSKa €BEHTyallHA MPOMSHA BBHB
Bpb3Ka C JOKyMEHTaluATa, nocoueHa B riasa Il or npunoxenne XV,
CIIOHCOPBT aKTyalIM3Upa ChOTBETHUTE JAHHHU B €IEKTPOHHATA CHCTEMA,
moco4yeHa B wWieH 73, U sicHO 0003Ha4YaBa Ta3u MPOMSHA B JIOKyMEHTa-
musta. ChbOTBETHATA JIbPKAaBa WICHKA CE YBEJIOMSIBA 33 aKTyaJIn3alysTa
gpe3 eIeKTPOHHATa CHCTEMA.
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3. AKO CbOTBeTHaTa JIbp’kKaBa YJEHKA 3aKII0UM, Y€ KIUHUYHOTO
M3MHUTBAHE, 32 KOETO € MOAaJeHO 3asBJieHHe, He Momnajga B oOXBaTa Ha
HACTOSIIIUS PErIaMEHT WJIM Y€ JIOCHETO Ha 3asiBICHHETO HE € IBJIHO, TS
YBEZIOMsBa CIIOHCOpPA 3a TOBA W OIpenaessl MakcuMalneH cpok ot 10 muwu,
B KOMTO TOW Ja mpencTaBu KOMEHTAp WM Ja JIOIBJIHM 3asBICHHETO
ype3 eJeKTpOHHAaTa CHucTema, mocoueHa B ujeH 73. CboTBeTHaTa
Ibp)KaBa WICHKa MOXKE Ja YIBDKH TO3M CPOK ¢ He moBede or 20
JTHH, KOTaTo € IeJIechoOpasHo.

AKO CIIOHCOPBHT HE MPEICTaBH KOMEHTapH U HE JOMBJIHH 3asBICHHETO
JI0 TIOCOYCHHS B ITbPBA aJMHES CPOK, PA3TIICKIAHETO HA 3asIBIICHUETO CE
CUMTa 3a TPEeKpaTeHo. AKO CIOpel CIIOHCOpa 3asBICHUETO TOMaaa B
O6XBaTa Ha HACTOAIIHA PETIIAMCHT I/I/I/IJ'II/I € II'bJIHO, HO CHOTBETHATA
IbpKaBa YICHKA HE € ChIUIACHA C TOBA, 3asBICHHETO CC CUYMTA 3a
oTxBbpieHO. CHOTBeTHATA JbpikaBa WICHKA HPEIBIKAA MpoLexypa 3a
o0)KajJBaHE MO OTHOLICHWE HA TaKbhB OTKa3.

CnoTBeTHaTA AbpiKaBa YWICHKA YBE€JOMABA CIIOHCOpPA B CPOK OT IET JHU
OT IIOJIy4YaBaHETO Ha KOMCHTAPUTEC WM HNCKaHaTa OOMNBJIHHUTCIHA
I/IH(l)OpMaI_[I/ISI Jajid KIMHUYHOTO MU3IIMTBAHC IIoIaza B oOxBara Ha
HACTOAIIUA PETIIAMCHT WU JaJId 3asBJICHHUCTO € ITBJIHO.

4. OcBeH TOBa CBHOTBETHATA Abp)KaBa YICHKAa MOXKE Oa YAbJDKA
CPOKOBETE, IMMOCOYCHU B naparpa(bﬂ lu 3, C IO ome HIeT JHHU.

5. 3a menuTe Ha HACTOSIIATA TJaBa Jarara, Ha KOSTO CIIOHCOPHT €
YBEIIOMEH B ChOTBETCTBHE C maparpad 1 wim 3, e narara Ha Baiu-
JUpaHe Ha 3asBICHUETO. AKO CIIOHCOPHT HE € YBEIOMCH, Jarara Ha
BaJUAMPAHE € TOCICIHUAT ACH OT CPOKOBETE, MOCOYEHH CHOTBETHO B
naparpadu 1, 3 u 4.

6. B mepuoia Ha OICHSBAaHE HAa 3asBJICHHETO Jbp)KaBaTa UWICHKA
MOXXE Ja HM3MCKa OT CIOHCOpa JOIbJIHMATENHAa HH(popmarwmsi. CpoKsT,
mocoueH B maparpad 7, OykBa ©0) cmmpa 1ga Tede OT Jjarara Ha
OBPBOTO OTHPABEHO WCKaHE JO TIOJy4aBaHETO Ha OMBIHUTEIHATA
uHpopMaIus.

7. CHOHCOp’LT MOXE J1a 3al04YHC KIIMHUYHOTO M3IUTBAHC IIpH
CICAHUTEC 00CTOSITEeNICTBA:

a) 3a W3JeNHsl 3a KIMHUYHO M3MHUTBAHE OT Kiac | Win 3a HEMHBAa3MBHU
uznenus ot kiac Ila u xiac Ilb, ocBeH ako B HAaIMOHAJIHOTO TPaBO
HE € TOCOYCHO JIPYTr0, HEIOCPEACTBCHO CIICH JaTaTa Ha BajHIupaHe
Ha 3asBJICHUETO CHIVIACHO maparpad 5 W IMpHU YCIOBHE Y€ CHOT-
BETHATa KOMHCHS TO €THKa B ChOTBETHATA IbpiKaBa YJICHKA HE €
Jlajia BbB BPB3Ka C KIMHUYHOTO M3IUTBAHE OTPHIIATEIIHO CTAHOBHIIIE,
KOETO € BaJWJHO 3a IsAjara Abp)kKaBa 4ICHKAa CBIVIACHO HAIHO-
HAJIHOTO TIPaBo;

0) 3a m3menMs 3a KIMHUYHO M3MUTBAHE, PA3IMYHH OT IOCOUCHHTE B
OykBa a) — HEMOCPEACTBEHO CIieJ] KaTo CHhOTBETHATa JIbpiKaBa
YJIeHKa YBEJOMH CIOHCOpa 3a Pa3pelieHHETO M TPH YCJIOBUE 4Ye
KOMITETEHTHATA KOMHUCHS 110 €THKa B CHOTBETHATa bpKaBa WICHKA
HE € Jaja BbB BpPB3KAa C KIMHUYHOTO H3IUTBAHE OTPHUIIATEIHO
CTaHOBHIIE, KOETO € BAJHIHO 3a IiUlaTa JbpKaBa WICHKA CHIJIACHO
HAIIMOHAJIHOTO MpaBo. J[bpxkaBara YieHKa YBEAOMsBa CIIOHCOpa 3a
paspemieHueTo B paMkuTe Ha 45 AHM OT JaraTa Ha BaluANpaHe
cbrimacHo maparpad 5. JIppikaBata dWieHKa MOXe Ja YIBIDKH TO3H
cpok ¢ ouie 20 gHM 3a IEJUTE Ha MPOBEXKJIAHETO HAa KOHCYJTAIMU C
EKCIIePTH.
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8. Ha Komucusita ce mpenoctaBs NpaBOMOIIUETO Jla MpHeMa Jeje-
TUpaHU aKTOBE B CHOTBETCTBHE C ujeH 115 3a u3MeHeHHe Ha M3UCKBa-
HUsTa, 3an0keHu B riaBa Il or mpunoxenne XV, c oryen Ha TEXHU-
YEeCKHsI TPOrpec W OOLIOTO pa3BUTHE HAa HOpMATHBHATA ypenoa.

9. C men ma rapaHTHpa €IHAKBOTO TpUilaraHe Ha H3UCKBAHUATA,
3anoxkeHn B rnaBa Il or mpunoxenume XV, Komucusra moxe naa
npremMa akTOBE 3a H3ITBJIHEHHE, JIOKOJKOTO TOBa € HE00XOAWMO 3a
pasperiaBaHe Ha MNpOOJEMH, CBBP3aHH C pa3IMYHOTO THIKYBaHE H
MIPUJIaraHeTO Ha MpaKTUKA. Te3W aKToBe 3a M3MBJIHEHHE Ce Mpuemar B
CBOTBETCTBHE C TPOLEAypaTa Mo pasriekaaHe, mocoueHa B wieH 114,
naparpad 3.

Ynen 71

OunensiBane ot CTpaHa Ha NAbPKABUTE YWICHKH

1. II’I)p)KaBI/ITe YWICHKU TapaHTUpaTr, Y€ JiMHata, KOUTO BaluaupaTr U
OLCHABAT 3ajABJICHUCTO WM B3€MAT PCHICHUEC OTHOCHO HErO, HAMAarT
KOH(bJ'II/IKT Ha HUHTCPECH, Y€ Ca HE3aBUCHMH OT CIIOHCOpa, OT Yy4acT-
BalIUTEC B HEIro HM3CICAOBATCIM U OT Q)HHaHCI/IpaHH/ITC KIIMHUYHOTO
HU3IIUTBAHE (1)I/I3I/I‘IGCKI/I WM HWPUAAYCCKH JIMIAd, KAaKTO M Y€ HE Ca
H3JIOKCHU Ha KaKBOTO U Ja € APYro HEIPaBOMEPHO BJIMSHUEC.

2. II’Bp)KaBI/ITe YWICHKU TrapaHTupar, 4¢ OLCHABAHCTO CE€ U3BBHPIIBA
CBBMCCTHO OT JOCTAaTh4YCH 6p0ﬁ JiMa, KOUTO KaTO CKHUIl IPUTEKaBAT
HCO6XOI[I/IMI/ITG KBaJ'II/I(l)I/IKaHI/II/I W OIIUT.

3. JIppkaBUTe WICHKH OICHSIBAT Jald KIMHUYHOTO H3IHUTBAHE €
pa3paboTeHO TIO HAuWH, MPH KOWTO MOTEHIMAIHO OCTaBaIIUTE
pPHCKOBE 3a YYAaCTHUIMTE WIM TPETH JIMIA, CIell CBEXIAHETO Ha
PHCKOBETE JI0 MUHHMYM, Ca OINpaBJaHH IO OTHOIIEHHE HAa OYAKBAHUTE
knuHUYHY non3u. Kato B3emat npeasun npunoxumure OC i xapmo-
HU3UPAHHU CTAHAAPTH, T€ PasIIIeKJAT IO-CIEIHATHO:

a) JI0Ka3aTesCcTBaTa, Y€ M3JCNIMETO(sTa) 38 KIMHUYHO M3IUTBAHE OTrO-
BapsA(T) Ha NPUIOKUMUTE OOIIM M3UCKBAHUS 3a OE30IACHOCT U
JIEWCTBHE, ¢ M3KIIOUCHNE Ha acIEKTHUTE, 00XBaHATH OT KIMHUYHOTO
M3MHUTBAHE, U JAJIM 110 OTHOLICHME Ha TE3U aCIEKTU Ca B3ETH BCUYKH
Mpe/Ta3Hd MEPKHM 3a 3aKpuiia Ha 3[paBeTo M 0e30MacHOCTTa Ha
yuactHunute. ToBa BKIIOYBA HPH HEOOXOJMMOCT OCHTYpsIBaHE Ha
TECTOBE 3a TEXHHWYECKa W OuoJormyHa OE€30MacHOCT W Mpei-
KJIMHWYHA OIIEHKA;

0) IanM M3MOJ3BAHUTE OT CIIOHCOPA PEIICHHMS 33 CBEXKIAHETO HA PHCKA
JI0 MUHUMYM Ca OIIMCAaHM B XapMOHU3UPAHU CTAHAAPTH, a aKo
CIIOHCOPBT HE M3I0JI3Ba XaPMOHU3UPAHU CTAHIAPTH — JAJIHd U3I10JI-
3BaHUTE pELICHUS 3a CBEXJAHETO Ha pUCKA JIO MHUHUMYM
OCHUT'YpsIBAT HMBO Ha 3allMTa, KOETO € PABHOCTOMHO Ha OCHUT'YPEHOTO
C XapMOHHU3UPAHUTE CTaH/IAPTH;

B) JajJii Ca MNOAXOAAIIX IUNIAHUPAHUTE MEPKHU 3a 0e30IacHO HHCTa-
JIMpaHe, IIyCKaHE€ B JICUCTBHE U nogapbXKKa Ha H3OCIUCTO 3a
KIIMHUYHO H3IIMTBAHC,

I) HaJeKAHOCTTa M CTAaOMJIHOCTTa Ha PE3yIATAaTHTE OT KIMHUYHOTO
M3NHUTBaHE, KaTO C€ OTYUTAT CTATUCTUUECKHUTE ITOJIXOIH, Pa3padboT-
BaHETO Ha U3MUTBAHETO U METOJOJIOTHYHUTE ACIEKTH, BKIFOUUTEITHO
00eMbT Ha U3BaJKaTa, KOMIIAPAaTOpa W KPaHHUTE TOYKH;

1) Jand ca M3ITBJIHEHU HW3UCKBAHUATA MO TpuiioxeHue XV,
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€) MpH HU3JeNUs 3a CTepHiHA yrorpeda, JOKA3aTeNICTBAa 3a BaJMIH-
paHEeTO Ha CTePHIM3ALMOHHHUTE MPOLEAYPU HA IPOM3BOIMTENS HIIH
nH(OpMAIUsT OTHOCHO BB3CTAHOBUTEIHUTE U CTEPHIM3AIMOHHHUTE
NPOLIEAYPH, KOUTO TPsIOBa Jla Ce M3MBJIHABAT HA MSICTOTO Ha M3IHUT-
BaHETO;

) JIOKa3BaHETO Ha 0e30MaCHOCTTA, KAa4eCTBOTO W IIOJNIE3HOCTTA Ha
BCHYKMA KOMIIOHCHTH C XHBOTHHCKH FJIM YOBEIIKH IIPOHM3XOJ WITH
Ha BEHIECTBAa, KOMTO MOrar Ja ObJaT CMETHATH 3a JICKaPCTBEHU
poayKkTH B choTBeTcTBUE ¢ JlupekrtuBa 2001/83/EO.

4.  JIppkaBUTE€ UJICHKM OTKa3BaT pa3pelleHue Ha KIMHUYHOTO
U3MUTBAHE, aKo:

a) JIOCHETO Ha 3asBJICHUETO, MOAaAEHO chriacHo wieH 70, maparpad 1,
OCTaHe HEeIbJIHO;

6) H3CIINCTO UK MPEACTABECHUTEC JOKYMCHTH, IO-CIICHUAIHO IUIaHBT 3a
U3IMUTBAHCTO U 6pomypaTa Ha M3CJICA0BATCIIsl, HC CBHOTBCTCTBAT Ha
CbCTOSTHUETO B oOjlacTra Ha HAay4YHUTEC 3HaHUA, a CaMOTO
KIIMHUYHOTO HM3IMWUTBAHEC € HCIPUIOAHO Ja TMpeaoCTaBu [JoKasa-
TCJICTBA 3a 6630HaCHOCTTa, OIICPATUBHUTC XapaKTCPUCTHUKH WIH
MOJBUTE OT HU3ACIIMUCTO 3a YUYACTHULIUTEC WA IMAlIUCHTHUTEC,

B) HE ca CMa3eHW W3MCKBAHMATA 1O WICH 62, WU
I') HSIKOS OT OLIGHKUTE 1O maparpad 3 € oTpHIaTelHa.

JbpkaBuTe WICHKHM NPEABIDKAAT MPOLeaypa 3a o0)KalBaHE BBHB BPbB3Ka
C OTKa3 IO IbpBa aJIMHEs.

Ynen 72

HpOBemaHe HAa KJIUHUHYHO H3NUTBAHE

1.  ChooHCOpbT UM WU3CIENOBATEIAT TapaHTUPAT, Y€ KIMHUYHOTO
M3MHATBAaHE CE TIPOBEXKIAa B CHOTBETCTBHE C ONOOpEHHs IUIaH 3a
KJIMHUYHOTO U3IUTBAHE.

2. C uen jga mpoBepu 3allMTara Ha mpaBara, 0e30MacHOCTTa U OJaro-
CBCTOSHUETO Ha YYACTHUIIUTE, HAJCKIHOCTTA U CTAOMIIHOCTTA HA OTYe-
TCHUTC PpE3YyJITaTU, KaKTO W Y€ MPOBCKIAAHCTO Ha KIMHUYHOTO
U3IHATBAHE € B ChOTBETCTBHE C M3UCKBAHMAITA HA HACTOSIINS PETJIAMEHT,
CTMOHCOPBHT OCHUTYpPsiBa M3BBPIIBAHETO HA MOIXOJIIO HAOTIOJCHHE Ha
HPOBEKIAHETO HA KIMHWYHOTO M3nuTBaHe. CTEleHTa W €CTECTBOTO Ha
HAOJIOJICHUETO Ce ONpENelsiT OT CIIOHCOpa Bb3 OCHOBAa Ha OLICHSBaHE,
IpHU KOCTO €€ B3E€MaT NPCABUJ BCUYKHU XapaKTCPUCTUKU HA KIIMHUYHOTO
M3IHATBAHE, BKIFOUMTEIHO CIICIHUTE XapaKTCPHCTUKH:

a) neiara 1 METOJ0JIOTUATA Ha KIIMHUYHOTO M3IIMTBAHC, U

6) CTCIICHTA Ha OTKJIOHCHHWC Ha MWHTCPBCHLUATA OT HOpMaJiHaTa
KIIMHUYHa TPAaKTHUKa.

3. [{smata wHbOpManus 3a KIMHUYHUTE H3MUTBAHUS CE 3aIliCBa,
00paboTBa, M3MOJI3BA U CHXpaHSBA OT CIHOHCOpA MM H3CIEI0BATENS
criope] ciydvas, Taka 4e Ja MOKe Ja ObJie TOYHO JOKJIaJBaHa, WU3ThJ-
KyBaHa Y IIPOBEPEHA, KaTO B CBHIIOTO BpeMe IIOBEPUTEIHOCTTA Ha JOKY-
MEHTALMATA U JUYHUTE JaHHU HA YYACTHHULIMTE OCTaBaT 3ALLUTCHU B
ChOTBETCTBUE C IPUIIOKUMOTO IIPABO OTHOCHO 3alIUTaTa HA JIUYHUTE
JaHHU.

4.  Tlpumarat ce MOAXOISIIM TEXHUYECKH W OPTAaHW3AIMOHHH MEPKH,
3a 1a ce 3ammTIT uHopManuaTa ¥ 00pabOTBaHWTE IHYHU JaHHU
Cpellly Hepa3pelleH MM HEe3aKOHEH JIOCTHII, OMOBECTSBAHE, Pa3lIpoCcTpa-
HEHUe, TPOMSHA WM YHUIO)KaBaHE WM CIydalHO H3ryOBaHe, II0-
CIICLMAJIHO aKO O00pabOTBAHETO BKIJIKOYBA IPEAABaHE MOCPEACTBOM
Mpexa.
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5. JbpkaBuTe WIEHKHM WHCHEKTHUPAT Ha MOJIXOJIIO pPaBHHUIIE
MSCTOTO (MecTaTa) Ha WM3MHUTBAHE, 3a Ja TMPOBEPST Hall KIMHUYHUTE
U3MWATBAHUSI CE€ W3BBpIIBAT B CHOTBETCTBHE C M3UCKBAHUATA HA
HACTOSIIIUSI PErJIAMEHT U C OJI00pPCHUS IUIaH 3a M3IHMTBAHETO.

6. CrHoHCOpBT ycTaHOBsBa IMpoLEaypa 3a HU3BBHPEIHH CHUTYyalluy,
KOSITO TI03BOJIsIBa He3a0aBHOTO MICHTH(UIIMPaHE U, IPU HEOOXOAUMOCT,
He3a0aBHO M3TEIJITHE HA WM3JENUATA, M3IMOJI3BAHU MPU M3MHUTBAHETO.

Ynen 73

EHEKTPOHHa CUCTEeMa 3a KIAMHUYHUTEC U3NUTBAHUSA

1. B chTpynHUuYecCTBO C JbpkaBuTe wWieHKHM Komucusra cb3nasa,
yIpaBisiBa U MOAXbPKA €ICKTPOHHA CHCTEMa

a) 3a TeHepUpaHe Ha EIUHHUTE WICHTHU(QHUKALMOHHM HOMepa Ha
KJIMHUYHHATE M3MUTBaHUs, ocodeHn B wieH 70, maparpad 1;

0) ¢ ¢yHKUMS HA TpUEMal] TOpTal MPH TMOAABAHETO HA BCHYKHU
3asBIICHHS] WM HOTH(UKAIWS 32 KIMHUYHH W3MHTBAHUS, MOCOYCHH
B wieHoBe 70, 74, 75 u 78, KakTO W MpU MOJABAHETO HA BCHUYKH
OCTaHAIM JaHHU WIM TpU O00pabOTBAHETO HA JAaHHHUTE B TO3M
KOHTEKCT;

B) 3a 00MeH Ha MH(pOpMAIMs, OTHACAIIA Ce 338 KIMHUYHUTE W3MHUTBAHUS
CBITIACHO HACTOSIIUS PETJIAMEHT, MEXIY IbPXKABUTEC WICHKH WU
MeKIy TaX 1 KoMmucusTa, BKIIIOYATETHO 3a 0OMeHa Ha MH(pOPMAIIHS,
mocoueH B wieHose 70 u 76;

F) 3a I/IH(I)OpMaI_II/IfI, KOATO C€ MpEAOCTaBs OT CIIOHCOpa B CbOTBETCTBUC
C YJICH 77, BKIIFOUMUTC/IIHO JOKJIaga 3a KIWHWUYHOTO H3IUTBAHC H
PE3IOMETO CBIVIACHO M3KUCKBaHHATA Ha naparpad) 5 ot ChIIHA YJICH,

1) 3a JIOKJIaJIBAHC HA CEPHO3HH HEKETAHH CHOUTHS W HEIAOCTATHIM HA
U3JIENUATa U CHOTBETHOTO AaKTyalM3WpaHe Ha Ta3u HHGopManus
chriaacHo wieH 80.

2. Tlpu cw3naBaHe Ha CINEKTpOHHATAa cucTtema 1o maparpad 1 or
Hacrosmus wieH Komucusra obezneuaBa HeliHaTa olnepaTHBHA ChbBMEC-
THMOCT C 6a3aTa JAaHHHU Ha EC 3a xJIMHUYHUTE U3IATBAHUS Ha JICKap-
CTBEHH TPOAYKTH 3a XyMaHHa ynortpeba, ch3JaJeHa B ChOTBETCTBUE C
unied 81 ot Pernament (EC) Ne 536/2014 na EBponeiickus napiaMeHT u
Ha Cseera ('), mo ce orTHacs 10 CHYETABAHETO HA KIMHUYHHTE
W3NUTBAHMS HAa M3JENUSA C KIMHUYHUTE H3MUTBAHUS 0 MOCOYCHHS
peraMeHT.

3. Tlocouenara B maparpad 1, OykBa B) mHpoOpmalusi, € IOCTHIIHA
camMo 3a JbpkaBuTe wieHkH W 3a Kowmwucusara. HWudpopmanusta,
MOCOYCHAa B OCTaHAIWTE OYKBHM OT ChINUS maparpad, € myOiauyHo
JOCTBITHA, OCBEH KOraTo IislaTa MHGOPMAIMs WIN YacT OT Hesl € IOBe-
pHUTENHA 10 HAKOSA OT CIEIHUTE NPUYMHU:

a) 3amuTa Ha JUYHWTE MaHHU B choTBeTcTBHE ¢ Permament (EO) Neo
45/2001;

0) 3ammTa Ha THProBcKara WH(OpPMALMs C TOBEPHUTENICH XapakTep,
0oco0eHO B OpollypaTa Ha H3CJIEIOBATENs, IO-CHELUAIHO KaTo Ce
OTYMTA CTATYCHT HA OLECHSIBAHETO HA CHOTBETCTBUETO HA M3[ICIUETO,
OCBEH B CIIy4auTe, KOraTto ChLIECTBYBA I10-BUCII OOILECTBEH WHTEPEC
3a OMOBECTsABaHEe Ha WH(OPMALUITA;

(") Permament (EC) Ne 536/2014 na EBpomeiickus mapiameHT U Ha CbBeTa OT
16 anpun 2014 1. OTHOCHO KJIMHUYHUTE M3MHMTBAHMS HA JIEKAPCTBEHHU
IIPOIYKTH 3a XyMaHHa yroTtpeba, u 3a oTMsHa Ha Jupextusa 2001/20/EO
(OB L 158, 27.5.2014 r., ctp. 1).



02017R0745 — BG — 05.05.2017 — 000.002 — 82

B) e(peKTHBEH HAJ30p Ha TMPOBEKAAHETO HA KIMHUYHOTO M3MHUTBAHE OT
CTpaHa Ha CHOTBETHATA(UTE) IbprKaBa(¥) WiICHKA(H).

4.  JIMYHWTE MaHHU HA YYACTHHUIIUTE HE ca IMyOJHYHO JOCTBITHH.

5. TlotpeOutenckusit uHTEepdelc HAa  EIEKTPOHHATA  CHUCTEMA,
mocovyeHa B maparpad 1, e Ha Bcuuku oduimannu e3unu Ha Chrosa.

Ynen 74

KiuHMYHH M3NUTBAaHUS 10 OTHOLIEHHE HA M3/eJUsl C HAaHeceHa
mapkupoBka ,,CE“

1. Koraro Tpsi6Ba na ce mpoBeie KIMHUYHO H3IMTBaHE, C OVIe] HA
JOIIBJIHUTENIHO OLCHABAaHE, B pPAaMKUTE Ha IIPEJHA3HAYCHUETO, Ha
n3zenue, BbpXy KOETO Beue € HaHeceHa mapkupoBkarta ,,CE* B cboT-
BerctBue ¢ wieH 20, maparpad 1 (,u3murBanus 3a KIIIIII®), u koraro
M3MUTBAHETO OM OWJIO CBBP3aHO C TMOJAJAraHe Ha YYaCTHUIUTE Ha
NpoLleaypy B JIONBJIHEHHE KbM IPOBEXKIAHUTE TIPH HOPMAIHU
ycinoBHs Ha ymorpeba Ha HM3JENUETO, M TEe3H JIONBJIHUTEIHH
HpOLEIypH Ca MHBa3HBHHU WIM OOPEMEHUTEIHH, CIIOHCOPBT YBEAOMSIBA
CHOTBETHUTE ABPKaBU WIEHKHM Hal-maiako 30 JHM Tpeand HEroBOTO
Hayajo 4pe3 eNeKTPOHHATa CHUCTeMa, IocoueHa B uieH 73. CIOHCOPBT
BKJIIOYBA JIOKyMEHTAIUATa, mocodeHa B riaBa Il ot mpunoxenwne XV,
kato yacT oT ysenomuenuero. P C1 Unen 62, maparpad 4, Oyxsu
0)—xk) u OykBa M), wieHoBe 75, 76 u 77, unen 80, naparpadu 5 u 6
W CHOTBeTHUTE pasnopentu € Ha mpuwiokeHne XV ce mpuiaratr 3a
m3nutBanusTa 3a KIIIIII.

2. Koraro TpsibBa na ce mpoBele KIMHUYHO U3MHUTBAHE C OIJe[
OIICHSBaHE HAa W3JETHe C Beue HaHeceHa MapkupoBkata,,CE®“ B cbOT-
BeTcTBHE ¢ wieH 20, naparpad 1, U3BbH paMKUTE Ha HpeIHa3HAUEHUETO
My, ce mpuiarar ujieHoBe 62—~81.

Ynen 75

CopblecTBeHH NMPOMEHHU B KJIHHUYHHUTE H3NMUTBAHUSA

1. AKO CHOHCOPBT BB3HaMepsiBa Jja BHECE NPOMEHU B KIMHUYHO
W3MUTBaHE, 3a KOUTO C€ IMpeanoiara, 4e IIe OKaKaT 3HAaYUTEeNHO
BB3ICUCTBHE BHPXY O€30MAaCHOCTTA, 3/[PABETO WMJIM TIpaBaTa Ha ydacT-
HULIUTE WIA BBPXY CTAOMIHOCTTa WJIM HAJEKIHOCTTA HA KIMHHUYHUTE
pe3yiaTaTH OT M3IMHMTBAHETO, TOW YBEJIOMSBA B CPOK OT €/IHA CEeIMHIIA
ype3 eJeKTPOHHATA CUCTeMa 10 wieH 73 chOTBeTHaTa(UTE) AbpiKaBa(M)
wieHKa(), B KOATO(KOMTO) Ce€ TMpOoBeXJa WM IIe Cce€ IPOBEee
KJIMHUYHOTO W3IUTBAaHE, 3a OCHOBAaHUATA M €CTECTBOTO Ha TE3U
npomeHd. CHOHCOPBT Npwiara akTyalu3upaHa peaKkuus Ha ChOT-
BEeTHaTa JOKyMEHTalus, rnocoyeHa B riaBa Il or mpunoxenne XV,
Karo dYacT OT YyBenomJeHueTo. [IpomeHure B ChOTBETHaTa JOKY-
MeHTauus TpsioBa a ca sICHO 00O3HAUCHH.

2. IILp)KaBaTa YICHKa IIpaBM OLCHKa Ha BCHYKHU CHIICCTBCHU
MNPpOMCHU Ha KIMHUYHOTO HM3IMMUTBAHC B CBOTBCTCTBUE C IIpoLCAypara,
IMOcoYeHa B wieH 71.

3. CrnoHCOpsT MOXE Ja TMPWIOKH [OCOYeHUTe B maparpad 1
HNPOMEHH Haii-paHo 38 JHM Clel yBEJIOMIICHHETO, MOCOYCHO B CHILHS
naparpad, OCBEH aKo:

a) Ibp)KaBaTa WICHKa, B KOSATO C€ MPOBEXIa WM IIe ce IpOoBele
KJIMHUYHOTO W3MHUTBaHE, € YBEIOMMIAa CIHOHCOpa 3a OTKa3a CH BbB3
OCHOBa Ha ChOOpaKeHHSTA, NMOCOUEHH B wieH 71, maparpad 4, uiu
Bb3 OCHOBa Ha CHOOpaKEHUs, CBBP3aHH C OOIIECTBEHOTO 3IpaBe, C
0e30MacHOCTTa WM 3IPAaBETO HA YYACTHHIIUTE M MOTPEOUTENUTE, C
0OIIeCTBeHHST PEJl, UIN
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0) KOMHCHS 10 €THKa B Ta3W Jbp)KaBa 4YICHKA € Jaja OTPHLATEIHO
CTaHOBHUILE 110 OTHOIIEHHWE Ha ChHUOIECTBEHATa MPOMSHA Ha
KIIMHUYHOTO W3MHUTBAaHE, KOETO B CHOTBETCTBHE C HAIMOHAIHOTO
IPaBO € BaIUAHO 3a IIaTa JbpKaBa WICHKA.

4.  CworBerHara(ute) IabpkaBa(u) wieHKa(M) Moke(MOraT) na ybl-
xku(atr) cpoka, MocoyeH B maparpad 3, ¢ ome ceiaeM JHH C Lel
MPOBEKAAHE HA KOHCYJITAIIMU C €KCIIEPTH.

Ynen 76

Kopurupamm wmepku, KoOUTO TpsiOBa Ja ce mpeanmpueMar oT
ABbP/KABUTE YJIEHKH, 1 00MeH Ha HHPOpPMANMA MEKAY TAX

1.  Axo mbpkaBa WiIEeHKa, B KOSTO Ce MPOBEKAA WIH LI Ce MPOBEKIa
KIIMHUYHO HM3IMTBAHEC, MMa OCHOBAHMUA Ja CMATa, Y€ IIOCOYCHHUTE B
HACTOSIIIMS PETJIAMEHT HM3HUCKBAaHHS HE CC W3IIBJIHSBAT, TSI MOXE [a
npeinpueMe Ha CBOS TEPUTOPHs HAH-MaKOTO HSKOS OT CIEJAHHUTE
MEpPKH:

a) 71a OTHEME Pa3PelICHHETO 33 KIMHHYHOTO H3IUTBAHE,
0) ma crpe WM Ja NMPEeKpaTH KIMHUYHOTO M3IHMTBAHE,

B) a M3MCKAa CIIOHCOPBT [Ja MPOMEHH OIpEJCICH acleKT Ha
KIMHAYHOTO HM3IUTBAHE.

2. Ilpemm nma mpexampueMe HAKOS OT MepkuTe mo maparpad 1 cbot-
BETHATa IbpKaBa YICHKA HM3MCKBA CTAHOBUIIE OT CIOHCOpAa WIIHM OT
M3CNeoBaTeNs, WM OT JBamara, OCBEH aKo0 He € HeoOXOoAuMo
He3abaBHO neiicTBrue. CTaHOBUILETO €€ MPEACTaBs B CPOK OT CEIEM JHH.

3.  Koraro pabppxkaBa uJI€HKa € Mpelnpuesia HAKOS OT MEpKHTE,
nocoueHn B mnaparpad 1 OT HacTosIIMS WICH, WMJIM € OTKa3aia
KIIMHUYHO M3MUTBAaHEe, WK ¢ OWia yBEJIOMEHA OT CIIOHCOpa 3a MPEXK/ICB-
PEMEHHOTO TpEeKpaTsBaHe Ha KIMHUYHO W3IUTBAHE IOPaaAu ChOO-
pakeHHs BBB BpB3Ka ¢ 0E30MACHOCTTA, JIbpKaBaTa WICHKAa ChOOIIaBa
CHOTBETHOTO pELICHHEe W MOTHBHUTE 3a HEro Ha BCHYKH Jbp)KaBU
wieHKkd u Ha Komwucusita 4pe3 eJeKTpOHHATa CHCTeMa, I[0COYeHa B
ujen 73.

4.  Korato CHOHCOPHT OTTEMNIM JAJCHO 3asiBICHHE, NMPEIH Ja HMa
peleHre Ha Jbp)KaBa WICHKa, Ta3u MHPOpPMAaLUs Ce MPEeJoCTaBs upes
CJICKTPOHHATA CHUCTEMa IO 4WwieH 73 Ha BCHYKH JIbPKaBU YJICHKH U Ha
Komucusira.

Ynen 77

HNudopmanusi oT crioHcopa B Kpasi HA KIMHUYHOTO M3NMHUTBAHE WU
NpH COMpPaHe WK NMPEeKIeBPEMEHHO MpeKpaTsBaHe

1.  AKO CHIOHCOPBT CHpe WM MPEKIEBPEMEHHO NPEKPATH KIMHUYHO
W3MUTBaHe, TOH MHPOpPMUpA 3a TOBA B paMKHUTE Ha 15 nHU abpkaBara
YJICHKA, B KOSITO KIMHUYHOTO M3MHUTBAHE € OMJIO CIPSHO WM MPEXKIICB-
PEMEHHO TIpeKpaTeHo, Ype3 II0CoYeHaTa B WICH 73 eINeKTpOHHa
cucTeMa, Kato mpezicraBs O0OCHOBKa. B ciyuail ue crnoHcopbT crpe
WIH TIPESKAECBPEMEHHO MPEKpPaTH KIMHUYHOTO M3MUTBAHE TOPaH ChOO-
pakeHHs BBB Bpb3Ka ¢ 0€30MacHOCTTa, B paMKuUTe Ha 24 wyaca TOH
MHPOPMHUpPA 32 TOBAa BCHYKU IbPKAaBH YJICHKH, B KOUTO CE TPOBEXKa
CHOTBETHOTO KJIMHUYHO H3IHUTBAHE.

2. llpmema ce, 4ye KpadT Ha KIMHWUYHOTO M3MUTBaHE CHBIALa C
HOCJICIHOTO TOCEIIEHHE Ha MOCJEeIHMS yYaCTHHK, OCBEH aKko B IUIaHA
Ha KJIMHUYHOTO M3IHUTBAHE HE € OIpeJIesIeH JPpyTr MOMEHT 3a TO3H Kpail.
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3. CnoHCOpbT yBEJOMSIBA BCsSIKa Jbp)KaBa WIEHKAa, B KOSTO ce €
MPOBEXIAN0 KIMHAYHOTO H3MHUTBAHE, 3a Kpas Ha TOBa KIMHUYHO
M3MUTBAHE B Ta3W JIbpKaBa 4lieHKa. TOBa yBEJOMIICHHE CE M3BBpILIBA
B CPOK OT 15 nmHHM cren kpas Ha KIMHHYHOTO H3NMTBaHE 3a Tasu
J'bp)KaBa 4JICHKA.

4. AKO Ja/ieHO U3MUTBAHE CE MPOBEXJa B IIOBEUE OT €HA JbpiKaBa
YJIEHKa, CIIOHCOPBT YBEJOMSBAa BCUUKHU JbP)KAaBU WICHKH, B KOUTO CE €
MPOBEKJAJI0 TOBAa KJIMHUYHO W3NUTBAaHE, 3a Kpas My BbB BCUYKH
I'bp>KaBU WiIeHKH. ToBa yBeJOMJIEHHE CE€ M3BBPLIBA B CPOK OT 15 nHM
cllell Kpas Ha KIMHMYHOTO M3IUTBAHE.

5. HesaBucumo ot pesynrara OT KIMHHYHOTO H3MHUTBAHE, B CPOK OT
€Ha roanHa cjicq Kpasg Ha KIMHUYHOTO HM3INMUTBAHC WU O TPpHU MECEla
cllel TPEeKAECBPEMEHHOTO IPEKpaTsIBaHE WM CHHPAHETO, CIOHCOPBHT
IpPEACTaBs Ha JbP)KABUTE UJICHKH, B KOMTO CE € MPOBEXKIAIO
KIMHAYHOTO HW3MHTBaHe, JOKJIAJ OT KIMHAYHOTO H3MHUTBAHE CHIIACHO
rnasa I, pasnen 2.8 u rnasa Ill, pazgen 7 ot npunoxenue XV.

KbM foknaza 3a KIMHUYHOTO W3MHUTBAaHE CE MpUiIara pe3loMe, KOeTo ¢
MPEJICTaBEeHO B JIECCHO pasz0upaeMa 3a IeNieBUsl TOoTpeduten ¢dopma.
JIoKIaxbT U pe3rOMETO Ce MPEACTAaBAT OT CIIOHCOpa 4Ype3 eJIEKTPOHHATA
cHCTEMa, TTocoYeHa B 4jieH 73.

Koraro mopamu cboOpakeHHsT OT Hay4HO €CTECTBO HE € BBH3MOXKHO
JOKJIAJBT 32 KJIMHUYHOTO M3IUTBAHE Ja Ce MPEACTaBH B CPOK OT €IHA
rOAMHA CIlie] Kpas Ha W3MUTBAHETO, TOH Ce MpelCcTaBsl BeaHAra IOM
ObJe M3roTBeH. B To3m ciyuail B IulaHa Ha KIMHUYHOTO M3IUTBaHE,
nocouyeH B rnasa Il, pasmen 3 or mpunoxkenue XV, ce mocoyBa Kora
me ObAaT HAIMYHU pe3yJTaTUTE OT KIMHUYHOTO W3MUTBAHE, KAaTO Ce
u3J1araT OCHOBaHMS 3a TOBA.

6. Komucusara M3roTBs HaCOKM 3a ChABPKAHMETO M CTPYKTypaTa Ha
pe3OMETO Ha JIOKJIaja 3a KIMHUYHOTO M3IUTBAHE.

OcBeH TOBa 3a CIIy4yaWTe, B KOUTO CIIOHCOPBHT pellaBa Ja CIOJeNIH
HeoOpaOOTeHH JaHHU Ha JOOpPOBOJNIHA OCHOBa, Komwucusita MOXke ja
M3rOTBM HAcOKH 3a (opmata M oOMeHa Ha Te3W IaHHH. Te3n HacoKH
MOTar Jia e OCHOBABAaT Ha CHIICCTBYBAIIUTE HACOKH 3a CIIOACISHETO Ha
HeoOpaboTeHn MaHHU B 00JIacTTa HA KIMHUYHUTE W3NUTBAHHS, KATO TH
aJlanTUpaT, JOKOIKOTO € BH3MOXKHO.

7. PestoMeTo M JOKJIAAbT 3a KIMHUYHOTO M3IHMTBAHE, ITOCOYCHU B
naparpad 5 OT HACTOSIIMS 4JICH, CTaBaT MyOJHMYHO JOCTBHITHU Ype3
€JIGKTPOHHATA CHCTEMa, II0COYeHa B wWieH 73, HalW-KbCHO KOraTo
U3JIeNTNEeTO ObJIC PErHCTPUPAHO B CHOTBETCTBHE C wieH 29 W mpenu
IMyCKaHeTO My Ha mas3apa. B ciryuail Ha npexjieBpeMeHHO IpeKpaTsiBaHe
N CanaHe pe3}0MeT0 U OOKJaAbT CTaBaT l'ly6.]'[I/I‘{HO JOCTBIIHHU
BeJHAra Clieji MPEICTaBSIHETO WM.

Axo m3nenuero He ObJe PETUCTPUPAHO B CHOTBETCTBHE C WieH 29 B
paMKHUTE Ha eHa TOJIMHA OT BHBEXKAHETO Ha PE3IOMETO U Ha JIOKJIa/a B
CJIEKTPOHHATA CHUCTEMa B ChOTBETCTBHE ¢ Taparpad 5 OT HACTOSIIUS
YJieH, T€ CTaBaT IyOJMYHO JIOCTHIIHU B TO3U MOMEHT.

Ynen 78

Hpouenypa 3a KOOPAMHHPAHO OlEHABAHEe HAa KJIMHUYHHUTE
W3NUTBAHUS

1. Upe3 enexkTpoHHaTa cuUCTeMa 1[I0 4WiIeH 73 CHOHCOPBT Ha
KIMHUYHOTO M3MMTBaHE, KOETO IIe Ce NMPOBEXAa B TIOBEUe OT efHa
IbpKaBa UICHKA, MOXE Ja IoJaje CIWHHO 3asBICHHE 3a IINUTE Ha
yien 70, KOeTo MIpu IoJyyaBaHE c€ IpejaBa IO €JIEKTPOHEH IbT Ha
BCHYKH JIbPKABH UWICHKH, B KOUTO IIE CE€ TPOBEXKIA M3MUTBAHETO.
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2. B enuHHOTO 3asBiieHUE 1O naparpad | CIOHCOPBT mpejajara eaHa
OT [Jbp)KaBUTE WIEHKH, B KOWUTO II€ C€ INPOBEkKAA KIMHUYHOTO
W3MNATBaHE, Ja JeHCTBa KaTo KOOpAWHMpAIla JbpikaBa WwieHKa. B cpok
OT IIECT JHU CJIe/l MOJIABAHETO Ha 3asBJIECHUETO Ibp)KaBUTE WICHKH, B
KOWUTO IIE C€ MPOBEXJa KIMHUYHOTO W3MHUTBAHE, MOCTUraT CBIJIACHE
KOSl OT TsX Ja noeme (YHKIMUTE Ha KOOPIHMHHUpAIIA JbpXKaBa YJICHKA.
AKo Te He ce cropazyMesaT 3a KOOpJIUHMpAIla JbpXKaBa 4WICHKA, Ta3H
(GyHKIMA ce moeMa OT IMpeJIoKeHaTa OT CIIOHCOpa JIbprkaBa WICHKA.

3. Tlom pbBKOBOJACTBOTO Ha KOOpAMHHUpAIIaTa JbpKaBa UJIEHKA IO
naparpad 2 3acerHaTUTE IbPKABH WICHKH KOOPIAWHHPAT OILECHIBAHETO
Ha 3a4BJIECHUETO OT TAXHA CTPaHa, [10-KOHKPETHO HA JIOKyMEHTAalUATa,
nocoueHa B ruasa Il ot npunoxenue XV.

Bbnpekn ToBa mBIHOTaTa Ha JOKyMEHTalMATa, mocodyeHa B riasa II,
pazmenm 1.13, 3.1.3, 4.2, 43 u 4.4 or nmpunoxenue XV, ce oreHsBa
OTIIETHO OT BCSKAa 3acerHaTa Jbp)KaBa UICHKA B CHOTBETCTBHE C
unen 70, naparpadu 1—S5.

4. Tlo oTHOIIEHHE HA AOKYMEHTAIMSTA, Pa3iMYHa OT MOCOYCHATA B
maparpad 3, Bropa ajmHes, KOOpJAWHHpAIAaTa JIbpP)KaBa WICHKA:

a) B CPOK OT NIECT MHM CJIeA MOJyYaBaHE HAa CIUHHOTO 3asBICHHE
YBEIOMsIBA CIIOHCOpA, Y€ TSA € KOOPAWHMpAIlaTa JbpykKaBa dICHKA
(,,JaTa Ha yBemoMsBaHe");

0) 3a wmenMTE HAa BaIMIMpaHE Ha 3asBJICHHETO B3eMa MNPEABH] BCUYKU
ChOOpakeHHs, IMPEJCTaBEHH B CPOK OT CEAEeM JHM OT Jarara Ha
YBEIOMSBAaHE OT 3aCETHATUTE JIbP)KABU UJICHKHU;

B) B pamkuTe Ha 10 mHM OT Aarata Ha yBEAOMSBAaHE OICHSBA A
KIMHUYHOTO HW3IMTBAaHE IIONaja B 00XBara Ha HACTOSIIUS
perjaMeHT W Jalld 3asBJICHUETO € ITBJIHO, U YBEIOMsBa CIIOHCOpA
3a ToBa. BBB BpB3Ka C TOBa OICHSIBaHE 3a KOOPIMHHpAIIATa
Jbp)KaBa wieHKa ce npwuiara wieH 70, maparpadu 1 u 3—S5;

I) OpPEeACTaBs pe3yNTaTUTE OT U3BBPIICHOTO OICHSBAaHE B MPOCKT Ha
JIOKJIaJl OT OIICHSBAHETO, KOMTO TpsiOBa Jla Objie M3MpPATEeH JI0 3acer-
HATHUTE IBP)KABHU WICHKA B CPOK OT 26 IHU CJIEJ Jarara Ha BaJlH[IH-
panero. [Jlo 38-usi neH cnen jarata Ha BalMIUPAHETO APYTHTE
3acerHaTé Ibp)KaBW WICHKH H3IMpAallaT CBOUTE KOMEHTapu U Ipel-
JIOKEHHsI TI0 MPOEKTa Ha TOKIa] OT OICHSBAHETO M CHOTBETHOTO
3asBJICHHEC HA KOODAMHHUpAINIATa [bp)KaBa WICHKA, KOSITO B3eMa
MPeABUA Te3M KOMEHTapH M MPEAJIOKEHHsS NpPU HM3TOTBSIHETO Ha
OKOHYATEJIHMS [IOKJIAJ OT OLCHSIBAHETO, KOWTO Ce MpeiaBa Ha
CIIOHCOpAa M Ha JPYTHTe 3acerHaTH JbP)KaBH WICHKH B CPOK OT
45 nHu criep maTaTa Ha BaNUIUPAaHE.

OKOHYATEIHUAT JOKJIaJl OT OLEHSABAHETO C€ B3eMa IPEJBHJ OT BCUYKU
3aCerHaTH [bp)KaBU WIEHKH IPH B3E€MAaHETO Ha peIIeHHE M0 3asB-
JICHUETO Ha CIIOHCOpa B ChoTBeTCTBHE ¢ wieH 70, maparpad 7.

5. Tlo oTHOmeHWE HA OICHABAHETO Ha JOKYMEHTAalUsITa II0
naparpad 3, BTOpa ajiMHesl BCAKa 3acerHaTa IbpiaBa 4YJICHKA MOXKE
€IHOKPAaTHO Jla TOWCKa IOIBJIHUTENHa HWH(OpPMAIMsS OT CIIOHCOPA.
CrioHCOpBT TMpe]CTaBs IOUCKaHATa JIONBJIHUTENHa WHpOpMaUus B
paMKHTE Ha CpOKa, ONpENeNieH OT 3acerHaTara Abp)kaBa UJICHKa,
KOMTO He HaJBHIIaBa 12 JHU OT JaTara Ha MOJNydYaBaHe HA WCKAHETO.
CpoksT 1o naparpad 4, Oyksa r) cnupa Ja Teue OT JaraTa Ha MCKaHETO
O MOMEHTa Ha IOJyYaBaHE Ha JOMBIHHUTENIHATa WHOOpMANus.
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6. 3a magenusata ot kinac IIb u kimac III, xoopauHMpamaTa IbpikaBa
9IeHKa MOXeE CBII0O Taka Jda YIBIDKA CPOKOBETE, IIOCOYCHH B
naparpag 4, ¢ ome 50 AHM C LN TPOBeXJaHe Ha KOHCYNTallUU C
eKCIIePTH.

7. Komucusta MOXxe Upe3 aKTOBE 3a M3IBIHEHHE J1a KOHKPETH3Hpa
JOIBJIHUTENHO IPOLEAYpPUTE M CPOKOBETE 33 KOOPAUHUPAHOTO
OLICHsBaHe, KOHWTO Jia CE B3eMaT II0J BHUMaHHE OT 3acerHaTUTe
IbpKaBU 4YICHKU IIPU B3€MAHETO HA PEIICHUE [0 3asBIECHHETO Ha
crioHcopa. Te3n aKkToBe 3a M3IMBJIHEHHE MOTAT Ja ONPENessT W Ipole-
JIypUTE€ W CPOKOBETE€ 3a KOOPJIMHHMPAHO OICHsSBaHE B cily4yaidl Ha
CBIIECTBEHH NMPOMEHH MO maparpad 12 oT HACTOSIIMS WICH, B CIydai
Ha JOKJIaJIBaHE Ha HEKeNaHu chOuTHs 1o wieH 80, maparpad 4 u B
ciydyail Ha KIMHWYHHM W3MUTBaHWUS HA TPOJIYKTH, NPEACTaBIISBAIIN
KOMOHMHAIMS OT MEIMIIMHCKO W3/ENUe W JIEKAPCTBEH MPOIYKT, KOTraTo
MOCJIEeIHUTE ca OOEKT Ha MapajlelHO KOOPJUHHMPAHO OLEHSBaHE Ha
KJIMHUYHO u3nuTBaHe cbriiacHo Permament (EC) Ne 536/2014. Tesm
aKTOBE 3a M3IBJIHEHHE Ce NMPHEMAaT B CHOTBETCTBHE C MPOIEaypaTa 1o
pasriexjaHe, nocoyena B wieH 114, maparpad 3.

8. Koraro 3akiroueHMEeTO Ha KOOpIMHMpallaTa Jbp:KaBa WIEHKa
OTHOCHO 00JaCTTa Ha KOOPAMHHPAHO OLICHSBAHE €, Y€ MPOBEXKIAHETO
Ha KIMHUYHOTO M3MUTBaHE € MPHEMIMBO MM € TMPHEMJIMBO IPHU CTa3-
BAaHETO HA ONpPEIENCHM YCIOBHSA, TOBAa 3aKJIFOUCHHE CE CUHTa 3a
3aKJIIOUYCHUE HA BCUUYKHU 3aCETHATU IABPXKABU WICHKU.

HeszaBucumo ot II'bpBa AJIMHCA, BCAKA OT 3aCErHATUTEC ABbPIKABU YJICHKH
MOKE Oa H3pa3u HECHITIACHUE CBC 3aKIOYCHUETO Ha KOOpAWHHpaliaTa
AbpiKaBa 4JICHKa OTHOCHO o0yracTTa Ha KOOpAWHUPAHO OLECHSABAHE CaMO
Ha CJICAHUTC OCHOBAHHUA:

a) KOraTto c4yura, 4€ y4aCTUCTO B KIIMHUYHOTO U3IUTBAHC ou JOBEJIO 10
TOBa HaJ€H YYaCTHUK MOXKE Ja MojiydaBa JICYCHHUC, KOCTO € IMO-HEKa-
YCCTBCHO OT TOBa B YCJIOBHATA HAa HOpPMaJIHATA KIIMHUYHA IPAKTHUKa
B 3acCCrHaTaTa AbpiKaBa YJICHKA,

0) HapylLICHHUE HAa HAIIMOHAIHOTO IPABO; WU

B) CHOOpa)KeHUs BBB Bpb3Ka ¢ 0€30MaCHOCTTA HA YYaCTHUKA U HAJICKA-
HOCTTa M CTa0MJIHOCTTa Ha pe3ynraTute mo maparpad 4, Oyksa T).

Korato HsKOSi OT 3acerHaTuTe JbpXKaBH UICHKH HE € ChIJIACHA CbC
3aKJIIOYEHUETO BH3 OCHOBAa Ha BTOpa JMHES OT HACTOSMHs maparpad,
TSl YBEAOMSIBA 33 CBOETO HECHIVIACHE, KATO CHIIEBPEMEHHO MPEIOCTABS
noapobHa obocHoBka, Kommucusra, BCHUYKH APYIHW 3aCeTHATH ABbPIKABU
YJICHKH W CIOHCOpa 4Ype3 eJeKTPOHHATa CHCTeMa I0 WieH 73.

9. Koraro 3akiroueHnero Ha KOoOpAuHUpallara AbpiKaBa YICHKaA
OTHOCHO o00JilacTTa Ha KOOpAUWHHUPAHO OLCHABAHC €, Y€ KIMHUYHOTO
HU3MNUTBAHE € HCIIPUCMJIMBO, TOBA 3aKJIFOYCHUC CC€ CUHTA 3a 3aKIIHOYCHUC
Ha BCHUYKHU 3aCE€THATU ABbpPrKaBU YJICHKH.

10.  agena 3acerHata [JbpkaBa 4ICHKa OTKa3Ba Ja pas3perin
KIMHUYHO M3MHTBaHE, aKO HE € CBIVIACHA ChC 3aKIIOUCHHETO Ha KOOp-
JUHHUpalaTa IbpikaBa WICHKAa, Ha KOETO M Ja € OT OCHOBAHMATA,
MOCOUCHH B maparpad 8, BTOpa anuWHes, WIH aKO YCTaHOBH BB3
OCHOBAa Ha HAJUIC)KHO OOOCHOBaHU CHOOPaXKEHUsI, Y€ HE ca U3IBJIHEHU
acmekTuTe, pasrienanu B riasa I, pazmemn 1.13, 3.1.3, 4.2, 43 u 4.4 ot
npuiioxenue XV, WIM KOraTo KOMUCHATA 110 €TUKA € Jaja OTPULATEIHO
CTAQHOBHUILIE OTHOCHO KIMHHYHOTO M3MHUTBAaHE, KOETO CHITACHO HAIHO-
HaJIHOTO IIPaBO € BAJIUJIHO 3a LislaTa Abp)KaBa WIEHKA. 3acerHarara
IbpKaBa WICHKA MPEIBHXKIA NPoLeaypa 3a 00XKajlBaHEe IO OTHOLICHHE
Ha TaKbB OTKa3.
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11.  Bceska 3acerHata AbpikaBa WIEHKAa yBEAOMSIBA CIIOHCOpa 4pes
€JIEKTPOHHATA CHCTEeMa II0 4ieH 73 3a ToBa Jald KIMHUYHOTO
U3MUTBAHE € pa3pellieHo, Jajld € paspelieHO IpU CHa3BaHETO Ha
OIIpEACICHH YCIOBUS WIM € OWIO OTKa3aHO paspelleHHe 3a Hero.
VYBeIOMSIBAaHETO CE€ M3BBPIIBA UpPe3 €IHOKPATHO pELIEHHE 0 MeT JHU
OT MpeJaBaHeTo, ChriacHO maparpad 4, OykBa I'), HA OKOHYATEIHUS
JIOKJIal OT OIEHABAHETO OT CTpaHa Ha KOOpPAMHHUpAIlaTa Ibp)KaBa
uieHka. Koraro paspemaBaHeTo Ha KJIMHUYHOTO HW3MHMTBAHE €
OOBBP3aHO C OMNpeIe]eHH YCIOBHs, TOBa MoOrar Jja ObJaT camo
YCIIOBHSI, KOUTO TMOPAJX €CTECTBOTO CH HE MOrar Ja ObJaT M3IIbJIHEHH
KbM MOMEHTa Ha pa3pelIiaBaHeTo.

12. BcHYKHM CBINECTBEHH NPOMEHH TO wWieH 75 ce choOuaBar Ha
3aCErHaTUTE IbPKaBU WICHKH 4Ype3 eJIEKTPOHHATa CHCTeMa [0 4JIeH
73. Hanuumero Ha OCHOBaHHWS 3a HechIylache 1o maparpad 8, BTOpa
aJMHes] OT HACTOALIMS YJICH Ce OLEHsBa O] PHKOBOJCTBOTO Ha KOOP-
JUHMpAIaTa JbpKaBa 4JICHKA, OCBEH B CIy4alh Ha ChIICCTBEHH
TpoMeHu 1o oTHomeHune Ha rnasa II, pazmenu 1.13, 3.1.3, 42, 43 un
4.4 or npunoxenue XV, KOUTO c€ OLEHSBAT OTJCIHO OT BCSKa
3acerHara JIbp)KaBa WICHKA.

13.  Komwmcusra mpenocTaBs aqMUHICTPATHBHA MOJKpENa Ha KOOPIH-
HUpallaTa JIbpXKaBa WIEHKA NPU HU3IBIHEHWETO Ha 3aJa4uTe M 110
HacTosIaTa IiaBa.

14. Jlo 25 wmait 2027 1. ycTaHOBEHaTa B HACTOSIIHUS WIEH MpPOIeaypa
ce mpuiara caMo OT Ibp’KaBUTE€ YIEHKH, B KOUTO ILE CE€ IMPOBExkIa
KIMHAYHO W3MUTBAaHE M KOUTO Ca Jalu ChITacHe 3a IPHIIATAaHETO M.
Ot 26 maii 2027 r. mocouyeHaTa HpoLexypa ce Ipuaara OT BCHUUKU
IBPKaBU UWICHKH.

Ynen 79

IIperyen Ha mpoueaypaTa 3a KOOPAMHHUPAHO OLEHsIBaHe

B cpok no 27 mait 2026 r. Komucusara npencrasd Ha Epomnelickust
mapraMeHT ¥ Ha ChbBeTa JOKIAN 3a ONHTA, HPHAOOUT OT IIPHUIIATAHETO
Ha wieH 78 U, ako € HeoOXoIuMo, Ipeanara Iperjies Ha uwieH 78,
naparpad 14 u Ha unen 123, naparpad 3, Oyksa 3).

Ynen 80

Pernﬂpnpaﬂe U JOKJIaABaAaHE€ HaAa HEXKCJIAaHU chonTHS npu
KJIUHUYHHA HU3IUTBAHUSA

1. CrooHcopbT perucTpupa Isiiata HHGOpPMAIUA 3a:

a) BCSAKO HEXKEIaHO ChOWTHE OT BUJA, OINpEJelicH B IUlaHa Ha
KIMHAYHOTO M3IUTBAHE KaTO KPUTHYCH 3a OLCHKATA HA PE3YIITATHTE
OT KJIMHHUYHOTO HU3IIUTBAHEC,

§

~

BCSAKO CCPHUO3HO HEXKEIAHO C"b6I/ITI/le;

B) BCCKM HEJOCTAaThK HAa W3JCIHETO, KOHTO € MOXeNl Ja JoBene 0
CepHO3HO HEXKENAaHO CHOWTHE, aKo He € OWIO MpPEeANpUeTo
MOAXOMASANIO JEUCTBUE, HEe € Ouiia OCHIIECTBEHA WHTEPBEHIHS HIIH
aKko oOcTosiTeNcTBaTa ca OWJIM MO-MaJIKO OJIarONPHSITHH;

I') BCSIKO HOBO 3aKJIIOYCHHE BBHB BPB3Ka ChC CHOMTHE MO OYKBH a)—B).
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2. CroHcopbT 0e3 3a0aBsiHE JIOKJIAJBA Ype3 CICKTPOHHATA CHCTEMa
Mo wieH 73 Ha BCHYKM /JbPIKABH UICHKH, B KOUTO CE€ IIPOBEXKIA
KJIMHUYHOTO W3MUTBAHE, Is1aTa WHpOpManus 3a:

a) BCSKO CEPUO3HO HEXENaHO CBHOMTHE, KOETO MMa IMPUYHMHHO-CIIEN-
CTBEHA BPB3Ka C M3JEIMETO 33 KIMHUYHO M3IMTBAHE, KOMIIapaTropa
WM IpoLeAypaTa Ha U3MNMTBAHE WIM aKO TaKaBa IPUYUHHO-CIIEN-
CTBEHA BPB3Ka € Pa3yMHO BB3MOXKHA;

0) BCEKM HEIOCTAaThK Ha W3JCIHETO, KOHTO € MOXell Ja JoBene 0
CEepUO3HO HEXKEJIaHO ChOUTHE, aKo He € OWIO0 NPEANPHETO
MOAXOASANIO JEWCTBHE, HEe € OWila OCHUICCTBEHA WHTEPBCHIIHS WIIH
aKo oOCTosITeNICTBaTa ca OWJIM MO-MaJIKO OJIarONpPHSITHH;

B) BCSIKO HOBO 3aKJIFOUCHHE BbB BPB3Ka C BCSIKO ChOUTHE 10 OYKBH a) U 0).

le/l OINpEACIAHEC Ha CpOKa 3a JOKJIaABAHC CC B3C€Ma MNPCABUJ] TCIKECTTA
Ha cpOuTHETO. AKO € H€06XOIII/IMO, 3a Hda C€ TrapaHThupa CBOCBpPC-
MCHHOTO JOKJIaIBAaHC, CIIOHCOPBHT MOXKE Ja IMpPEACTaBA IIbPBOHAYaJICH
JOKIana, KOWTO € HCIIBJICH, IMOCJICABAH OT IIBJICH JOKJIalI.

le/l HCKAaHC OT AbpiKaBa YWICHKA, B KOATO C€ MPOBEKAAa KIMHUYHOTO
U3NUTBAHE, CIIOHCOPBHT NPEAOCTaBsA LdjIaTa I/IH(I)OpMaIII/IH, IIoCco4YcHa B

naparpad 1.

3. OcseH TOBa CIIOHCOPBT JOK/IAABA HAa AbPXKABUTE WICHKH, B KOUTO
ce TpOoBeXAAT KIMHUYHM M3MNTBAHMSA, Upe3 eNeKTPOHHATA CHCTEMa IO
uwieH 73, BCSIKO €QHO cbOMTHE IO maparpad 2 OT HAcTOAIIUS WIEH,
HACTBIIUIO B TPETH MABPKABH, B KOHTO C€ TIPOBEXKOA KIMHUYIHO
M3NATBAaHE CHC CHINWS IUIAH Ha KIMHUYHOTO HW3INTBAaHE KaTo TO3W,
KOWTO ce Impwiara 3a KIMHUYHUTE W3MUTBAaHMSA, OOXBaHAaTH OT
HACTOSIINS PETJIAMEHT.

4. llpm KIVHUYHO HW3MHUTBaHE, 32 KOETO CIIOHCOPHT € W3MOI3Bal
€IMHHOTO 3asBJICHWE 1O WieH 78, TOW JOKiIaJBa BCAKO CHOUTHE IO
naparpad 2 OT HACTOSIIUS WIEH 4pe3 eNCKTPOHHATa CUCTEMa IO WIEH
73. Ilpu mosyyaBaHe NOKJIQABT CE IIpeiaBa IO EJNEKTPOHEH IbT Ha
BCUYKH JOBbpKaBU WICHKH, B KOHUTO C€ MPOBEKIAa KIUMHUIHOTO
M3MHUTBAHE.

Ion ppKOBOICTBOTO Ha KOOPAMHMpALIATa AbPKaBa WICHKA 110 4WieH 78,
naparpad 2 Abp:KaBUTE WICHKA KOOPIMHHUPAT OLICHSIBAHETO Ha CEpU-
O3HHTE HEXENAaHM CHOWTHA M HENOCTATHIMTE HA M3AENHETO, 3a Ja
YCTAaHOBAT Jalud € HEoOXOAUMO KIMHUYHOTO U3IMTBaHE Ja ce
TPOMEHH, CIIPe MIM TPEeKpaTH MM Ja Ce OTHEME pPa3pelIeHHeTo 3a
IIPOBEXKJAHETO Ha TOBA KIMHUYHO HU3IHUTBAHE.

Hacrosmusr maparpad He 3acsira mpaBaTa Ha OCTAHAIHUTE JbPKABH
YJIEHKH Jia W3BBPIIBAT COOCTBEHA OLEHKA M Jia TOpHUeMaT MEpKH
CBIIACHO HACTOSIIIMS PEIJIaMeHT, 32 Ja OCUTYpPST 3allUTaTa Ha OOLIeCT-
BEHOTO 3/]paBe M 0e30MacHOCTTa Ha mauueHTure. Ha koopauHupamara
IbpkaBa uieHka U Ha KoMucusara ce cpoOmaBar pe3yiaTaTuTe OT BCSKa
e/lHa TakaBa OIeHKa M NPHEMAaHeTO Ha TaKUBa MEPKH.

5. B cnyuvaii Ha m3nutBanus npu KT no unen 74, maparpad 1,
BMECTO HACTOSIIUS YICH CE IpuiaraT pasrnopeaduTe 3a MpocieisBaHe
Ha Oe3omacHOCTTa, MpenBujacHH B wieHoBe 87—90 u B axTOBETE,
TPUETH CHIITACHO wWieH 91.

6. HesaBucumo oT maparpad 5 HACTOSIIMAT WIEH ce MpHiara, Korato
€ YCTaHOBEHAa IPUYMHHO-CIEACTBEHA BPB3KAa MEXKIY CEPHO3HOTO
HEeXXellaHO ChOMTHE W IpeJIIecTBamara npoueaypa Ha U3IMHTBaHE.
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Ynen 81

AKTOBE 32 U3IbJHEHHE

Upe3 akroBe 3a u3mbiIHeHHe Kowmucusita Moxe Ja ompenens
OJPOOHUTE MpaBUIIa U MPOLEIYPHUTE aCIEKTH, HEOOXOIMMH 32 MpHIIa-
raHeTo Ha HACTOsAIIATa TJIaBa 110 OTHOLICHHE Ha:

a) XapMOHH3UPAHUTE EJEKTPOHHM O00pasly Ha 3asBJICHUE 32 KIMHUYHU
M3MUTBAHKUS M TAXHOTO OlLeHsBaHe 1o uwieHoBe 70 m 78, karo ce
B3eMaT IpeABH] KOHKPETHUTE KAaTErOpUH WM TPYNU H3JEIus;

0) (QYHKIMOHMpAHETO Ha EJIEKTPOHHATA CHCTeMa IO 4ieH 73;

B) XapMOHHU3UPAHUTE EJIEKTPOHHU OOpas3ly 3a YBEIOMIIEHHE OTHOCHO
m3nutBanus npu KIIIIIT mo unen 74, maparpadp 1 W OTHOCHO
CBIIIECTBEHU MPOMEHU 10 4ieH 75;

r) oOMeHa Ha HHpOpPMALUS MEXIy NbP)KaBUTE YICHKH 110 4ieH 76;

1) XapMOHMU3UPAHUTE EISKTPOHHH OOpasiu TMpu IOKJIaJBaHe Ha
CEpHO3HM HEXeTaHW CBHOWTHS W HEJOCTATHIM Ha W3IEIUATA TI0
yiaeH 80;

e) CPOKOBCTC 3a NOKJIaABaHEC HA CCPUO3HU HEKECIIaHU CHLOUTHS K HE10C-
TaTbIUM Ha H3ACIINUATA, KaTO CC€ B3€Ma IPCABU] TCKCCTTAa Ha Ccrou-
THETO, KOCTO Tpf{6Ba Ja C€ JOKJiaJiBa ChIJIaCHO 4YJICH 80,

)K) CIHAKBOTO IIpUJlaraHC Ha M3HUCKBAaHHUATA IO OTHOIICHHUC Ha
KJIMHUYHHATE JI0Ka3aTeJICTBA WM JIAaHHU, HEOOXOJMMH 32 JOKa3BaHE
Ha CBOTBETCTBHETO C OOIIUTE U3UCKBAaHUA 3a OE30MACHOCT U
JIEHCTBUE, YCTAHOBEHHW B MpHiIokeHue I.

AKTOBETE 32 H3IBJIHCHHE, IMOCOYCHH B IIbPBa AlMHEs, C¢ IIpPUCMAT B
CBHOTBETCTBHE C TPOIeypaTa MO pasriiexaaHe, mocoueHa B wieH 114,
naparpad 3.

Ynen 82

HN3uckBaHUsI OTHOCHO APYrd KJIUMHUYHU H3NUTBAHUSA

1. TIlo orHOmeHWe Ha KIMHUYHATE W3NHTBAHUSA, KOHTO HE ce
W3BBPIIBAT B M3MBIHEHHE HA HHUKOS OT H30pOeHHTe B 4ieH 02,
naparpad 1 menu, ce mpuiarar pasmnopendoure Ha wieH 62, nmaparpadu 2
u 3, wien 62, naparpad 4, OykBu 0), B), I'), €), 3) U JI) U WieH 62,
naparpad 6.

2. C men jga ce 3amuTAT mpaBarta, 0€30MaCHOCTTA, JOCTOWHCTBOTO U
0JIaTOCBCTOSHMETO HA YYaCTHUIUTE W HAYYHHUAT W CTHYHHAT
MHTETPUTET HAa KIMHUYHHUTE W3MUTBAaHUS, KOUTO HE CE H3BBPIIBAT C
HUKOsI OT u30poeHHMTe B wieH 62, maparpad | menu, Bcska IbpikaBa
YJICHKA OHpC}ICHﬂ JOMbJIHUTCIIHUTE HU3HMCKBAHUA 3a TC3W U3IMTBAHUA,
KOUTO ca IeJIeChoOpa3HH 3a ChOTBETHATA JbpiKaBa UICHKA.



02017R0745 — BG — 05.05.2017 — 000.002 — 90

I'TABA VII

HAJ3OP CJIEJ] IIYCKAHE HA TIIA3APA, NPOCJ/IEJABAHE HA
BE3OIIACHOCTTA U HAJ30P HA ITA3APA

PA3NET 1

Hao3op cneo nyckane na nazapa

Ynen 83

CucremMa Ha MPOM3BOAMTE/SI 32 HAA30P CJiel MyCKaHe HA ma3apa

1.  3a Bcsko W3Ienue MPOM3BOMUTENUTE IUIAHMPAT, Ch3AaBaT, JIOKY-
MEHTHpAT, MpuiIarat, MoJAbpKaT M aKTyaJIM3UpaT CUCTEMa 3a HaJa30p
cJies MyCcKaHe Ha rasapa [0 HauuH, ChoOpa3eH C Kiaca Ha M3IeIHeTO B
3aBUCHMOCT OT pHCKa W TOAXOMANI 32 THIIA Ha wu3xenuero. Taszm
cucTeMa € HepasJellHa 4YacT OT CHUCTeMara Ha IIPOM3BOIUTENS 3a
yIpaBJieHHEe Ha Ka4yecTBOTO, mocoueHa B wieH 10, maparpad 9.

2. Cucremara 3a HaA30p Cllel IyCKaHe Ha Masapa TpsiOBa ga Obae
MPUroJHA 32 aKTHBHO M CHCTEMAaTHYHO ChOMpaHEe, PErHCTpHpaHe WU
AQHAIM3MPAaHE HA CHOTBCTHHTE JAHHHM 3a KadeCTBOTO, JICHCTBHETO H
0e30MacHOCTTa Ha M3JIEINETO [0 BPeMe Ha LIeNIHsl My eKCIUIOAaTal[MOHEH
CPOK, 32 M3BIHMYAHE Ha HY>KHUTE U3BOAU U 3a ONpEJeisHe, IpUiIaraHe 1
HaOII0/ICHHe Ha CHOTBETHHUTE IPEBAHTHBHHM M KOPUTHPALIM JEHCTBUS.

3. Jauaure, chOMpaHH upe3 CHCTEMATa Ha MPOM3BOJUTEIS 32 HAIA30P
Clie]] IyCKaHe Ha Masapa, Ce M3I0J3BAT MO-CICHHAHO 3a:

a) aKTyaJu3HpaHEe Ha ONPEAEISIHETO Ha CHOTHOIICHUETO MEXIYy PHCKa
U TIOJIBUTE W MOJ0OpsIBaHE YIpaBlIeHHWE HAa PHCKA CHITACHO TiaBa |
OT TpuIoKeHue I;

0) akTyanu3upaHe Ha MHpOpMALMATA 32 LEIUTE HAa NPOSKTUPAHETO U
MIPOU3BOJCTBOTO, HAa HMHCTPYKIHMHUTE 3a ymnoTpeba M Ha ETUKETH-
paHero;

B) AKTyaJIM3UpaHC Ha KIIMHUYHATa OLICHKA,

I) aKTyaJu3upaHe Ha pE3OMETO 3a OEe30MacHOCTTa W  KIUHHUYHOTO
JelcTBUE O wWieH 32;

JI) YCTAQHOBSIBAHE Ha HyXJaTa OT IPEBAHTUBHU WU KOPUIHpaIlU
JeWCTBHSl WM Ha KOPUI'MpAllM ACHCTBUS BBB Bpb3Ka C Oe3omac-
HOCTTA;

€) YCTaHOBSBaHE Ha BB3MOXKHOCTHTE 3a IOJOOpsIBAaHE Ha H3IMOJ3Bac-
MOCTTa, JICHCTBUETO M 0OE30I1aCHOCTTa Ha W3/EIHETO;

’K) TOJIIOMAaraHe Ha Haa30pa CJeA IyCKaHe Ha Ia3apa Ha Ipyrd
W3JIeITHs, KOTaTo € MOAXOJIIO; U

3) YCTAaHOBSIBAHEC HA TEHJCHIMUTE M TSIXHOTO JIOKJIAJABAHE CHIJIACHO
yiaeH 88.

TexHuueckaTa JOKyMEHTAIMsI C€ aKTyaJlU3upa ChOTBETHO.
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4.  Axo B XoJa Ha Haa3opa ciej ITyCKaHe Ha Mas3apa Ceé yCTaHOBH
HEOOXOIMMOCT OT TPEBAHTHBHH WM KOPUTHPAIIN ACHCTBHS, WIH H
JBeTe, IMPOM3BOAUTENAT MpuUiara IHOAXOAAINM MEpKU U HH(poOpMuUpa
CHOTBETHHTE KOMIICTCHTHH OPTaHH, W aKO € MPHIOKHMO — HOTH(OH-
nupaHus oprad. Koraro e ycTaHOBEH CEpPHO3€H HHLUJICHT WU Ce
NPUIOKH KOPUTHpALlo AEHCTBHE BBB BPB3Ka € 0O€30MIACHOCTTA, TOBA
ce JIOKJIa[gBa ChIVIACHO uileH 87.

Ynen 84

Ilnan 3a Hag30p cjeJ MycKaHe HA Ma3apa

Cucremara 3a HaJ30p cje[ ITycKaHe Ha Ias3apa, Ioco4eHa B wieH 83, ce
OCHOBaBa Ha IUIaH 3a HaA30p CJled IyCKaHe Ha Iasapa, YHUTO
n3ucKkBanusa ca ompenenenn P C2 B pasgen 1 or mpunoxenne III. <
ITo orHOmeHWe Ha W3/ENUs, PA3IHMYHU OT W3JEIHITa, U3PA0OTEHU MO
NOPBUKA, TUIAHBT 32 HA30p Cle] IMyCKaHe Ha ra3apa MpecTaBisiBa dyacT
OT TEXHHWYecKaTa JOKyMEHTalus, ocoyeHa B mpuioxenue 1.

Ynen 85

I[OKJI&Z[ 3a HaaA3opa cjield nmyCKaHe Ha Imasapa

[IpousBogurenure Ha U3AEIUS OT Kiac | M3roTBAT AOKIA] 3a Haa30pa
cJle[ MMycKaHe Ha Mas3apa, B KOMTO ce 0000IIaBaT pe3yiaTaTuTe U 3aKio-
YEeHUsITA OT aHAJM3WUTE HA JaHHHUTE OT HaJ30pa Cle/ IycKaHe Ha mas3apa,
cbOpaHu BbB3 OCHOBA Ha IUIaHAa 3a HAA30p Cle] IycKaHe Ha Mas3apa,
Moco4eH B wieH 84, 3aeIHO ¢ 0OOCHOBKA M ONHCAHHE HA MPEANPHETUTE
MPEBAaHTHBHU U KOPHUTUpaIiy JAeicTBus. JloKIanbT ce akTyalu3upa npu
HEOOXOIUMOCT M NpH IOUCKBAHE C€ INPEJOCTaBs HA KOMIIETCHTHUS
OpraH.

Ynen 86

Ilepuoanyen akTyaau3supaH AOK/IaJ 3a 0e30MacHOCT

1. IIpoussoaurenure Ha usgenus ot kimac Ila, xmac IIb u kmac III
M3TOTBAT MEPHOANYCH aKTyaiausupan Jokiaa 3a OeszomacHocT (ITAJIB)
32 BCSAKO M3AENUE W, KOraTo € TPUIOKHMO, 3a BCSIKA KaTerOpHUsl WU
rpyrna u3zienus, B KOWTo ce 00001aBaT pe3ysiTaTuTe 1 3aKII0UeHHUATa OT
aHAIIM3UTE Ha JaHHUTE OT HaJ30pa cjej MyCKaHe Ha Mas3apa, chOpaHu
Bb3 OCHOBA Ha IUIAHA 3a HAA30p Clie] IyCKaHe Ha Ia3apa, MOCOYEH B
uieH 84, 3aeqHO ¢ OOOCHOBKA U OMNHCAaHUWE Ha MPEANPUETUTE
TPEBAaHTUBHU W KOopurupamm aerctBus. [lo Bpeme Ha menms ekcroioa-
TallMOHEH CPOK Ha CHhOTBETHOTO m3neinue B To3u [IAJIb ce BkiouBart:

a) 3aKJIIOYCHUATA, KOUTO Ja C€ U3IOJ3BAT IPU OMPEACISITHC Ha CbOTHO-
HICHUETO MEXIY PUCKa U IIOJI3UTE;

6) ocHoBHuTe KoHcTaraiuu ot KIIIII; u

B) 00eMbT Ha MPOJAKOUTE Ha M3JEIMETO U MPHOIM3UTENIHA OLEHKA 32
Opost M IpyruTe XapaKTEepPHUCTHKA HA HACEICHHUETO, KOETO H3I0J3Ba
U3JIENTUETO M, KOraTo € Bb3MOYKHO, YECTOTaTa Ha yrnorpeba Ha u3Je-
JIAETO.

[MpousBogurenure Ha u3aenus ot kiac IIb m wiac Il akryanusupar
ITA/Ib npu HeoOXOomUMOCT H HaW-MaJKO BeIHBXK roaumHo. C
U3KIIIOUEHHE NPU HU3JeNnusTa, n3paboreHu no nopsuka, [TAJIB e uacr
OT TeXHHWYecKaTa JOKyMeHTanus, mocodeHa B mpuioxenus I u 111
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[Iponssoaurenure Ha mzgenus ot kinac lla akryanusupaT noknaga npu
HEoOXOIMMOCT U Hali-MaJKo BETHBK Ha JABe roguHH. C M3KIIOYEeHHE Ha
u3penusTa, upaborenu no nopwuka, ITAJZIB e uact oT TexHUYecKaTa
JIOKyMEeHTaIus, mocouena B npunokenns 11 u II1.

3a umzgenusta, uzpaboreHn no nopwvuka, [TAJIb e wact oT noKymeH-
TanusATa 1Mo vact 2 ot npuioxenne XIII.

2. Ilo orHomenue Ha m3nenusTa oT kiac Il miam umnnanTupyemure
W3IeIHs TPOU3BOJHUTENIUTE MPENOCTaBAT HAa HOTU(PHIMPAHUS OpTaH,
yuyacTBall] CBIVIACHO wWiIeH 52 B OLEHABAHETO HAa CBOTBETCTBUETO,
TTAJIb upe3 enektpoHHata cuctema o wieH 92. Horuduuupanust
OpraH pasriexsa JoKjIana u j00aBs CBOATA OLEHKA B Ta3H €JIEKTPOHHA
cUCTEMa, 3aeJHO C TMOApPOOHAa HHGPOpPMALUS 3a BCSIKO MPEINPUETO
neiicreue. Tesu TIAJIB u orneHkata Ha HOTH(HUIMPAHUS OpraH ce
IPEeNOCTaBAT 4Ype3 Ta3u CJNeKTPOHHA CHCTeMa Ha KOMIICTEHTHUTE
OpraHu.

3. Ilo oTHOmIEeHME Ha M3JENUATA, PaA3IMYHU OT IOCOYCHHUTE B
maparpa¢ 2, mpomsBoautenute npexoctasst [1A/Ib Ha HOTHOUIMpaHHS
OpraH, ydacTBalll B OILICHSBAHETO HAa CBHOTBETCTBUETO, KAKTO U Ha
KOMIIETCHTHHUTE OPTaHH TIPU MOHCKBAHE.

PA3JIEJI 2

Ilpocneonsane na 6ezonacnocmma

Ynen 87

I[oncﬂa)maﬂe 3a CCpUO3HM MHIUIACHTH U KOPUTHPALIH JIeliCTBUSI BbB
Bpb3Ka € 0e3omacHoCcTTA

1. IlpousBoguTenuTe Ha U3JENUsA, NPEJOCTAaBEHW Ha I[azapa Ha
Cplo3a, paslMyHU OT W3JCNUATA 3a KIMHWYHO M3MUTBAaHE, JOKJIAABAT
Ha CHOTBETHHTE KOMIIETEHTHH OPraHM B CBHOTBETCTBHE C 4JeH 92,
naparpadu 5 u 7 3a:

a) BCCKU CepI/IOSCH WHIOUACHT, BKIIKOYBAIl HW3JCIINA, Hpe[lOCTaBeHI/I HaA
nazapa Ha Cbl03a, C M3KIIOYCHHE HA OYAKBAHUTE CTPAHUYHH
e(deKTH, KOMTO ca SCHO JOKYMEHTHpaHH B HH(popMauusiTa 3a
MPOJIYKTa W OIPEJICICHH KOJMYECTBCHO B TEXHHYECKaTra JOKY-
MCHTaIlMsI W KOUTO IIOJJICKAT Ha JOKJIaJBaHe 3a HaONogaBaHU
TEHJCHILIMU CHIJIACHO 4ieH 88;

0) BCAKO KOpUTHpamo JeHCTBUE BBB BpPB3Ka C 0€30MacHOCTTA Ha
W3/IeNHs, PEIOCTaBeHH Ha masapa Ha Chro3a, BKIFOYHUTEIHO BCSIKO
KOPHTHUpAIIO JCHCTBAC BBB BPb3Ka ¢ 0E30MACHOCTTA, MPEAIIPHETO B
TpeTa JAbprKaBa Mo OTHOIICHHE HAa M3/CINe, KOCTO 3aKOHHO € MPeaoc-
TaBeHO M Ha mas3apa Ha Cpro3a, aKk0 OCHOBAaHHETO 3a KOPUTHPAIIOTO
JIEWCTBHE BHB BPB3Ka C 0OE30MACHOCTTa HE € OrPAHUYCHO JIO H3Je-
JINETO, MPEOCTABEHO B TPETATa IbPIKABA.

JloknlazuTe, MOCOYEHU B ITbPBa aJlMHEs, C€ IOAABaT Ype3 eJNEKTPOHHATA
cucTeMa 1o 4ieH 92.

2. Kato o0mo mpaBujo Hmpu OmpenessiHe Ha CPOKa 3a JOKIIAJBaHETO
mo maparpad 1, ce B3eMa MpeABUA TEXECTTa Ha CEPUO3HHS MHIHICHT.
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3. IIpousBoguTensT MOKIa/Ba 32 BCEKU CEPUO3EH MHIUJIECHT, KaKToO €
npeasuaeHo B maparpad 1, OykBa a), BeiHara IOM YCTaHOBH
MPUYUHHO-CIICACTBEHATA BPb3KA MEXIYy TO3M HMHIUJIEHT U TPOM3BE-
JICHOTO OT HEro W3JejHMe WM Y€ TaKaBa BPb3Ka € PasyMHO BB3MOXKHA,
W HE MO-KbCHO OT 15 JHM cien KaTo € y3Hajd 3a MHIIMJCHTA.

4.  bBe3 nma ce 3acara maparpad 3, B ciyd4ail Ha cepHo3Ha 3auiaxa 3a
0OIIECTBEHOTO 31paBe, MOCOYCHHAT B maparpad | mokiax ce mpencrabs
He3a0aBHO U HE MO-KbCHO OT JBAa JHH, CJie]l KaToO MPOM3BOAUTENAT €
pa30pait 3a 3araxara.

5. bBe3 nma ce 3acsara maparpad 3, B ciiyyail Ha CMBPT WM HENpE/-
BUJICHO CEPUO3HO BIOIIABAHE HA 3[PAaBHUS CTaTyCc Ha JaJCHO JIHIE,
JIOKITaAbT C€ TpencTaBs He3a0aBHO Cliel KaTo MPOU3BOIMTEIST €
YCTaHOBWJI WJIM € TPEANOJIONKMI HAIMYUETO HA NMPUYMHHO-CIICJACTBEHA
BPB3Ka MEXKAY H3ICIUETO W CEPUO3HUS MHIMICHT, HO HE IMO-KBCHO OT
10 nHu ciex narara, Ha KOSTO MPOM3BOJAUTENAT € Y3HAN 3a CEpPHO3HUSA
WHIMJICHT.

6. AKO ¢ HeoOXOIUMO Ja Ce OCHUTYpU CBOEBPEMEHHO JIOKJIAJBaHE,
TIPOU3BOJIUTEIAT MOXKE Ja IPEJCTaBU I'bPBOHAYAJICH JOKIAJ, KOWTO €
HEN'bJICH, NOCHeBaH OT IBJICH JOKJIA.

7. Ako cren Kato y3Hae 3a HWHIHJIEHT, KOWTO € BB3MOXKHO [1a
MOJUIeXKHM Ha JOKJaJBaHe, MPOM3BOJUTENAT BCE OLIE HE € CHIYpeH
Jand WHOMACGHTHT TpsiOBa Ja ce JOKIaaBa, TOW BBIPEKH TOBA
MIPEACTaBs JOKJIAJ B ONpENeNIeHUs] CPOK B CHOTBETCTBHE ¢ Taparpadu
2—S5.

8. OcBeH B CHEMHH CiIydyad, KOTaTO IPOU3BOAMUTEIST TpsiOBa 1a
npeanprueMe HezabaBHO KOPHTHPALIO JEWCTBHE BBHB Bpb3Ka ¢ Oe3omac-
HOCTTa, MPOU3BOAUTENAT O€3 M3IUIIHO 3a0aBsiHE JOKIAABA 3a KOPUIU-
pamioTo AeHcTBHE BBB BpB3Ka ¢ 0E30MAaCHOCTTa, IIOCOUEHO B maparpad
1, OykBa 0), mpeay HpeArpueMaHeTo My.

9.  3a CXOAHU CepHO3HH MHIMICHTH C €IHO U CHIIO U3/CTUE WUITH THII
M3JeIMs M 32 KOMTO OCHOBHATa NpHYMHA € OWiia yCTaHOBEHA WU €
TPENPUETO KOPUTHPAIIO ICHCTBHE BHB BPb3Ka ¢ OE30MACHOCTTA, WIIH
KOTaTO ca HaJHUIlE OOIIH U 100pe JOKYMEHTHPAHU MHIMICHTH, TPOU3BO-
JUTEISIT MOXE Jia TPENOCTaBH IEPUOJUYHU 0000IIaBaly JIOKIaIH
BMECTO JIOKJIaaM 3a OTIAEIHH CEPUO3HW HHIIUICHTH, TPH YCIOBHE Ue
KOOPJMHUPAIIUAT KOMIIETEHTeH OpraH mo wien 89, maparpad 9, B
KOHCYJTAllMsl C KOMIICTEHTHHTE OpraHW, IOCOYeHH B wWieH 92,
maparpag 8, OykBa a), ce € JOTOBOPHI ¢ IPOM3BOAUTENS 3a (hopmarta,
CBhIBPKAHUETO M  YeCTOTata Ha MEPUOJUYHOTO  0000IIaBanio
noknaaBane. Korato B wimeH 92, maparpad 8, OykBu a) u 0) e
MOCOYEH CaMO €IWH KOMIIETCHTCH OpraH, MpPOMU3BOIHUTEISAT MOXeE Ja
TPE/ICTaBs MEPHOANIHUTE 0000IIABAIIN AOKIAANH Bh3 OCHOBA HA JOTO-
BOPEHOCT C TO3M KOMIIETEHTEH OpraH.

10.  JIbpkaBUTE WICHKH TpeArpueMar HeoOXOIUMUTE MEpKH,
HarmpuMep  OpraHM3uMpaHe Ha  IeJIeHaCOYeHH  MH(OPMAMOHHU
KaMIIaHWH, 32 Hachbp4yaBaHE M IPEIOCTaBSHE Ha BH3MOXKHOCT Ha MeIu-
IMUHCKUTE CIICHUaIMCTH, HOTpC6l/lTeJ'Il/ITG U TIaIUCHTHUTE Jda CHUrHa-
JTM3UpaT Ha KOMIIETCHTHHTE OPraHd B CHOTBETHHTE IBPXKABU UICHKH
3a TIpeArnojaracMu CEpuo3HH MHIMACHTH 10 naparpad 1, Oyksa a).

KomnerentHuTe OopraHu perucTpupaT LEHTPAIU3UPAHO HA HAIIMOHAIHO
PaBHUIIE CUTHAJIUTE, KOATO MOJIY4YaBaT OT MEAMLMHCKHUTE CIICIHAIUCTH,
HOTpeOUTENNTE 1 MAlUCHTHTE.

11. Koraro KOMIeTeHTEH OpraH Ha IbpXKaBa WIEHKA IOJydd
CHTHAJM 3a TpeanoiaraeMd CepHO3HM HHIWACHTH 1o maparpad 1,
OykBa a) OT MEOUIIMHCKH CHEIUAIMCTH, MOTPEOUTETH MM MAlMCHTH,
TOW TmpennpreMa HeoOXOIUMHUTE MEPKH, 3a Jia FapaHTHPa, Y€ MPOU3BO-
JTUTEISIT Ha ChOTBETHOTO M3Zeine € nHpopmupaHn Oe3 3a0aBsHe 3a mpef-
MOJIaraeMusl CepUO3eH MHIHJICHT.
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Korato mnpou3BOAMTENSAT Ha CHOTBETHOTO H3JICJIME CMSTA, Y€ WHIIM-
JNCHTBT € CEepPHO3CH, TOW MpEJCTaBsi HAa KOMIICTCHTHHS OpraH Ha
Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAJ CEPUO3HUAT HMHLUJICHT,
JIOKJIJl 32 TO3M CEPUO3CH HWHIMJCHT B CHOTBETCTBHE C maparpadu
1—5 or HacrosMs WIEH W IpeanpueMa IMOIXOAALIM I10CIIe/(Balln
JIENCTBHSL B CHOTBETCTBHE C 4jieH 89.

AKO TIPOU3BOAMTEIST HA CHOTBETHOTO H3/ENIUE CMATA, Y€ MHLHUICHTHT
HE € CEePUO3eH WM NPEICTABIsIBA OYaKBaH HEXKENaH CTPaHUueH e(eKT,
MOJUIeKAIl Ha JOKJIAJBaHEe 3a HAOJI0JaBaHU TCHCHLMH ChIJIACHO YJICH
88, Tol mpesncTaBs OOSCHUTEIHU OCNEKKH. AKO KOMIICTCHTHHUST OpraH
HE € ChIVIACEH ChC 3aKJFOUYEHHETO B OOSICHUTEIHUTE OCNIEKKH, TOH MOXKe
Jla M3HCKa OT MPOU3BOAMTENS Ja MPEACTaBH JOKJIAX B CHOTBETCTBHE C
naparpadu 1—>5 OT HACTOSIIMS WIEH M Ja U3UCKA OT HEro Jia OCHIYpHU
MpeINpPUEeMaHeTO Ha MOAXOJAIIM MOCIEeABAIM JEHCTBUS B CBHOT-
BETCTBHE ¢ wieH §9.

Ynen 88

JlokaanBaHe 3a HAOMIOAABAHN TeHJACHIUHU

1.  IlpomsBomurenure MOKIAIBAT — YpPE3 €JNEKTPOHHATA CHUCTEMa II0
wieH 92 — BCAKO CTaTUCTUYECKO 3HAYMMO YBEJIWYCHHE Ha YeCTOTaTa
WM TEXKECTTa Ha MHLIUJICHTUTE, KOMTO HE Ca CEPHO3HM MM KOHUTO Ca
OYaKBAaHM HEXKEJaHW CTPAaHUYHU e(PEKTH C EBEHTYaJHO ChHIIECTBEHO
BB3/IeHCTBHE BBPXY aHainM3a Ha pucka u monsure, P C2 mocoueH B
pazmenu 1u 8 or mpunoxenne I, u komro « ca JOBENIM WIM MOTar
Jla I0BeZaT 10 PUCKOBE 3a 3[[PaBETO MM O€30IacCHOCTTa Ha MALMEHTUTE,
MOTPEOUTENNTE WIN JPYTHTE JIMIA, KOUTO ca HENPUEMIIMBH, KOTaTto ca
CHOTHECEHH KbM OYAKBAHUTE MOJ3U. 3HAYMMOTO YBEJIWYEHHE C€ YyCTa-
HOBSIBA 4Ype3 CpaBHEHHE C MpeIBHIMMATa 4YECTOTa HIM TEXKECT Ha
TAaKMBa WHIMJCHTH BBB BPH3KA ChC CHOTBETHOTO M3JIEJINE, KATETOPHS
WIM Tpyna W3Aeiaus B paMKHTE Ha OINPEJEICH IEpHoJ OT BpeMme,
CBIVIACHO TMOCOYEHOTO B TEXHUYECKATa JIOKYMEHTALus U MHpOpMaIusTa
3a MPOJYKTa.

HpOI/ISBOZ[I/ITCJ'IﬂT KOHKpETHU3Upa Ha4dvHa 3a YIpaBJICHUC Ha WHIU-
JCHTUTE, IMOCOYCHM B IIbpBa aJlWHEA, WU MCTOAHKATa, M3IIOJ3BaHa 3a
onpeaciisiHe Ha CTAaTUCTHYCCKU 3HAYUMMOTO YBCJIWYCHHUE Ha 4YeCTOTaTa
WM TEXKCCTTAa HAa TE3W MHUUIACHTHU, KAKTO W TCpHOOa Ha Ha6J'IIO}1€HI/IC,
B IUIaHA 3a HAJA30p CJIEA IIYCKaHE Ha Ila3dapa IO YWICH 84.

2. KoMmmeTeHTHHTE OpraHH MOTraT Ja H3BBPIIBAT CBOE COOCTBEHO
OLICHSABAHE HA JOKJIAJMTE 3a TEHACHLUHTE, MOcOoueHu B maparpad 1, u
Jla M3UCKBAT OT IIPOM3BOAUTENA [a HpeANpUEME IOAXOIAIU MEPKU B
CBOTBETCTBUE C HACTOSALIMA DPEMVIAMEHT C L€ OCUTYPsBAHE Ha OINas3-
BaHETO Ha OOIIECTBEHOTO 3JpaBe M OE30MaCHOCTTa Ha IAI[MEHTHTE.
Bcekn  kommereHTeH opraH wuH(popMmmpa Kommcusra, apyrure
KOMIICTEHTHH OpraHd ¥ HOTH(UIMPaHUs OpraH, U3jan cepTUdUKaTa,
3a pe3yJTaTUTe OT TOBA OLEHABAHE U 3a IPUEMAHETO HA TaKUBA MEPKHU.

Ynen 89

AHaau3 Ha CEPUHO3HUTE UHIUACHTH U KOPUTHUPALIIUTE JIeliCTBYSI BbB
Bpb3Ka € 0e3omacHocTTA

1.  Cnen [MOKITafBaHETO HA CEPHO3CH HMHIWACHT MO WieH 87,
naparpad 1 NpOU3BOIUTENST He3a0aBHO TIPOBEXkKAA HEOOXOAUMHUTE
pascieBaHus BbB BPB3Ka CHC CEPHO3HMS WHIUACHT U CHOTBETHUTE
u3nenusi. ToBa BKJIIOYBA OIICHSBAaHE Ha PUCKA, CBBP3aH C HMHIMACHTA,
KaKTO U KOPHUTHpAIIH JICUCTBHUS BHB BPb3Ka C OE30IIaCHOCTTA, KAaTO CE
B3€MaT MNpeaABU[ TIOCOYCHHUTEC B naparpaq) 3 or HaCcTOAIIUSA YJICH
KPHUTEPHUH, KOTaTo € IPHUIOKHUMO.
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[Ipon3BOIUTENAT CH CHTPYIHUUYU C KOMIETEHTHUTE OPraHU U, KOIraro e
Lenecbo0pa3Ho, ChC CHOTBETHHS HOTH(HILMpAH OpraH IO BpeMe Ha
pasclieIBaHUATa, IOCOUYEHU B IbPBA aJMHES, U HE NPOBEXKAA pas3ciel-
BaHMs, BKIIOYBAIIM MPOMSHA HAa W3AEIMETO WM Ha oOpasel OT ChOT-
BETHATa IapTHAa 10 HAaduH, KOHNTO MOXKE Ja 3acerHe Iocie[BallaTa
OLICHKAa HAa TNPUYMHUTE 3a MHLUHUACHTA, Npeau Oa MHGOPMHUpPA KOMIe-
TEHTHUTE OpraHM 3a TOBa JieiicTBUE.

2. JIppxaBHTE WICHKH MpEANpHeMaT HeOOXOAUMHUTE MEPKHU 3a OCHTY-
psgBaHe Ha OICHKA, H3BBPIIBAHA ICHTPATM3UPAHO HA HAIMOHAIHO
paBHUIE OT CBHOTBETHHMS UM KOMIIETEHTEH OpraH, IpPU BB3MOXKHOCT
3a€JJHO C IIPOU3BOAUTENS H, KOTATO € IeIeChoOpa3sHO, ChC ChOTBETHHS
HOTHU(UIMPAH OpraH, Ha BCSAKa CHOOIIEHAa UM CbhIJIACHO uieH 87
nHGOPMAIHA 32 CEPUO3eH MHINACHT Ha TSIXHA TEPUTOPHS MM 332 KOPH-
rupamo AeiicTBUe BbB BPb3Ka ¢ 0€30IaCHOCTTA, KOETO € IPEeIIpHETO
WIN 1e Ce MpeAnpueMe Ha TSIXHA TEPUTOPHSL.

3. B paMmkuTe Ha omeHkara mo maparpad 2 KOMIICTEHTHHST OpraH
OIIEHSIBA PUCKOBETE, MPOU3THYAIIN OT JOKJIAJBAHUTE CEPUO3HH HHIIH-
JCHTH, W OLICHSBA BCHYKU CBBP3aHU C TSIX KOPUTHUPALIUTE JCHCTBHS BbB
BPB3Ka ¢ OE30MaCHOCTTA, KaTO B3eMa IIPEJBHJ OIAa3BaHETO Ha OOIIeCT-
BCHOTO 3[paBe M KPUTEPHUH KaTO HANpPHMEp HPHIMHHO-CICACTBEHA
BpPb3Ka, BB3MOXKHOCT 3a OTKPHMBAaHE M BEPOSTHOCT 3a IOBTOPHO
BB3HUKBAHE Ha TpoliieMa, 4ecToTa Ha yHoTpeda Ha H3/EIHeTO, Bepo-
STHOCT OT HACTHIIBAHC Ha MpsKAa WIM KOCBEHa BpEa, 3HAYAMOCT Ha
Tasu Bpe/a, KIMHUYHATA T0JI3a OT M3[EIHETO, [EeJIeBU U MOTCHIHATHA
MOTPeOUTENN W 3acerHaTd Juia. KOMICTEHTHHST OpraH OLCHSBA U
JIOKOJIKO € TOJXOMSII0 KOPUTHPAIIOTO JCHCTBHE BbB Bpb3Ka ¢ Oe3omac-
HOCTTa, KOETO € IUIAHMPAHO WM MPEIIIPHETO OT MPOU3BOAUTEIS, KAKTO
U HEOOXOMUMOCTTa U E€CTECTBOTO HA BCSKO JPYro KOPHTHPAIIO
JCHCTBHE, TO-CIICIUATHO KAaTo B3eMa MPEABU/ MPUHIHMIA HA HHTEIPH-
paHeTo Ha 0E30IaCHOCTTa, YCTAHOBEH B MpHUIIOKeHHe [.

le/l IOMCKBAHC OT HAIlMOHAJIHUA KOMIICTCHTECH OpraH IPOU3BOAUTCIINTEC
HNpEACTAaBAT BCUYKU JOKYMCHTH, HeOGXOZ[I/IMI/I 3a OLCHsABAHC Ha PHUCKA.

4. KoMmmeTeHTHUST opraH HaOIrJaBa MPOBEKAAHOTO OT MPOU3BO-
JATEIsT pa3cielBaHe Ha CEpHO3HHs MHIMIEHT. Korato e HeoOXoIuMo,
B pa3CleBAHETO OT CTpaHa Ha IMPOM3BOAUTENS MOXE Ja CE€ HaMecu
KOMITETEHTEH OpraH WiIH Aa 0bJe MPEeanpHeTO HE3aBHCUMO Pa3CieiBaHe
OT KOMIIETEHTEH OpraH.

5. Ilpom3BoAMTensAT TpPeNOCTaBsi Ha KOMIIETEHTHHS OpPraH OKOH-
4aTeNeH JO0K/IaJ, B KOWTO U3jlara KOHCTaTalUUTe CU OT Pa3cielBaHETO,
ype3 eJIeKTPOHHATa CHCTEMa, TocoueHa B wieH 92. B moxmana ce mpassT
3aKJIIOYEHUS. W, KOTaTo € IPHJIOKHMO, CE€ II0COYBAT KOPUTHpAIIN
JICHCTBUS, KOUTO J1a ObJAT MPEANPUCTH.

6. Ilpu m3menumsra o wieH 1, maparpad 8, mbpBa aJUHEs W KOTaTO
CCPUO3HUAT HMHUUACHT WM KOPUTUPAIIOTO ﬂeﬁCTBHC BBB BpB3Ka C
0e30MmacHOCTTa MOXKE Ja € CBBP3aHO C BEHIECTBO, KOETO IpPU CaMo-
CTOsITeJIHa yHoTpeba Ou ce cuen 3a JEKapCTBEH MHPOJYKT, KOMIIe-
TEHTHHAT OpraH, W3BBPIIBAL] OLEHKATA, WIH KOOPIHMHUPAIIHAT
KOMIIETEHTEH opraH 1o naparpad 9 or Hacrosmus 4jieH HH(OpMHpa
32 TO3M CEPHUO3E€H MHLUACHT WIM KOPUTHPAIIO JAeHCTBHE BBB BPB3Ka C
0e30MmacHOCTTa — HAMOHAJHUS KOMIIeTeHTeH opran wim EMA, B 3aBu-
CHUMOCT OT TOBa KOM € MpHUCI HAYYHOTO CTaHOBHUIIEC BBB BPB3Ka C TOBa
BEIIECTBO ChIVIACHO wWieH 52, maparpad 9.
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[Mpu w3penusrta, momajgam B O0XBaTa Ha HACTOSIIUS PETJIAMEHT
chruacHO uineH 1, maparpad 6, OykBa ), M KOTaro CEpHO3HUSAT
MHLUJIEHT WIM KOPUTUPAIOTO AEHCTBUE BBB BpPb3Ka C 0€30MaCHOCTTA
MOJKe J1a € CBBP3aHO C MPOHM3BOJHM HAa THKAHHU MM KIETKH OT YOBCIIKH
[IPOM3XOJ, M3IOI3BAHU 3a IPOU3BOJACTBO HAa M3JEIMETO, M IPHU H3Je-
nMATa, MONajaly B 00XBaTa Ha HACTOSIIMS PEIIAMEHT ChITIACHO WICH
1, maparpad 10, KOMIICTEHTHHAT OpraH WIH KOOPAUHUPAIIHAT
KOMIIETEHTEH OpraH no mnaparpad 9 oT HacTosus wWieH UHpOpMHUpa
32 YOBEMIKUTE THKAHW WM KIETKH KOMIICTEHTHHS OpraH, ¢ KOWTO HOTH-
(unupaHUAT OpraH ce € KOHCYJITHpal ChbIVIacHO WwieH 52, maparpad 10.

7.  Crex u3BbpIIBaHE Ha OIEHKAaTa B CHOTBETCTBHE C maparpad 3 oT
HACTOSIIIUS WICH, OLEHSIBAIIMAT KOMIICTEHTEH opraH Oe3 3a0aBsiHe
nHpOpMHpa 4Ype3 eNeKTPOHHATa CHUCTeMa II0 WieH 92 ocTaHaiuTe
KOMIIETEHTHH OPraHU 3a KOPUIHPAILIOTO AECHCTBUE, KOETO € MPEANPUETO
WM TUIAHUPAHO OT MPOU3BOAMTEISI WM KOETO € OMJIO M3MCKaHO Ja ce
IPUJIOKH OT HEroBa CTPaHa 3a MAKCUMAJHO OIpaHHUYaBaHE HA PUCKA OT
MOBTAapsiHE HA CEPUO3HUS WHIWAEHT, BKIIOUUTENHO HHGpOpPMAIMs 3a
I'BPBONPUYMHHUTE U 3@ PE3YJITATUTE OT OICHSBAHETO.

8. IIpomsBomuTensT mpaBu HEOOXOAMUMOTO 3a ToBa MH(OpMamusTa 3a
KOPUTHpalloTo JAelicTBUE BBB Bpb3ka ¢ Oe3omacHOCTTa jga Obae
JoBeZleHa He3abaBHO 10 3HAHHETO Ha MOTpeOMTEeNnuTe Ha BBIPOCHOTO
n3eNNe upe3 NpeaynpekIeHHe BB BpB3Ka ¢ OezomacHoctTa. IIpeny-
HNPEKACHUETO BBB BpPb3Ka € 0OE30IaCHOCTTa €€ CBhCTaBs Ha oduIMa-
neH(n) e3mk(nm) Ha EBpomeiickust cpro3, omperdeneH(w) OT IbpkaBaTa
4JICHKA, B KOSATO € INPEANPHETO KOPUTHPAIIOTO JCHCTBHE BHB BPb3Ka
¢ 6e3omacHocTTa. OCBEH B CIIENTHHU CITy4aH, ChABP/KAHUETO HA NPOEKTA
Ha MpeIyNpexICHHETO BBB BPB3Ka C 0E30MaCHOCTTA ce MPEACTaBs Ha
KOMIICTCHTHUS OpraH, H3BBpIIBAIl OIICHKara, HWJIW B CIYy4YauTe II0
maparpad 9 — Ha KOOpAWHMpAIIWsS KOMIICTCHTEH OpraH, 3a Ja ce
noyiydn MHeHHeTo My. C WM3KIIIOYCHHE Ha CIydYauTe, HAJUICKHO 000C-
HOBAHH MOPAJN CHTYallATa B OTICNHA AbpKaBa WICHKA, ChIbPKAHUETO
Ha TNpeIyNpekAEeHUeTO BbB Bpb3ka ¢ 0Oe30macHOcTTa TpabBa na €
€IHaKBO BBB BCHUKH JHPKABH UICHKH.

[IpenynpexneHreTo BbB Bpb3Ka ¢ 0€30MaCHOCTTA JaBa BH3MOXKHOCT 32
MPaBUJIHO UACHTH()HUIMPAHE HA CHOTBETHOTO W3JCIHE MU WU3CITUS —
Mo-CIeIMaJIHO 4pe3 BKIouBaHe Ha cboTBeTHUTE UDI, kakTto M 3a
MPAaBUIHO HICHTU(QUIIMPAHE — TO-CIECIMATHO Ype3 BKIIOYBAHETO HA
EPH, axo Beue e u3ganeH, — Ha MPOU3BOIUTEINSA, HPEANPUET KOPUTHU-
pauoTo JeiicTBUEe BBB Bpb3ka ¢ Oe3omacHOCTTa. B mpemyrnpexaeHnero
BBB Bpb3Ka ¢ 0E30MacCHOCTTa — SICHO M 0€3 Jia Ce MOJIICHSBA CTCIEHTA
Ha pHUCKa, ce OOSCHIBAT MPUUMHUTE 3a KOPUTUPAILOTO JAEiCTBHE BBHB
BpbB3Ka ¢ OE30MACHOCTTA, KaTO CE MOCOYBA €CTECTBOTO HA HEMPABHIHOTO
(hyHKIMOHUpaHEe Ha W3/EIHETO U CBHP3aHUTE C TOBA PUCKOBE 3a IallH-
CHTUTE, TIOTPEOUTENIUTE WM JIPYTH JIUIA, U SICHO CE MOCOYBAT BCHYKHU
JEUCTBUS, KOUTO Ja OBAAT MPEANPUETH OT NMOTPEOUTEIUTE.

[IpousBomuTEISIT BBBEXKIA HPEAYIPEKACHUCTO BBB BPB3Ka ¢ Oe3omac-
HOCTTa B €JIEKTPOHHATA CHUCTeMa MO wWieH 92, upe3 KOsITO TO CTaBa
MyOJIMYHO JOCTBITHO.

9.  KowmmereHTHHTE OpraHM akTHUBHO y4acTBaT B MpolLeaypa C Lel
KOOpJMHHUpaHE Ha OLEHSBAHETO IO maparpad 3 B CIEAHHUTE CIydau:

a) KOraTO BB3HHUKHE OIIACCHUE IO OTHOHICHUE Ha KOHKPCTCH CEPHO3CH
WHIUWACHT WKW TIpyla CEPUO3HU HHIUACHTHU, CBBP3aHU C €JHO H
CbIIO M3JACINC WJIW TUIl MU3ACJIUE HAa €AUH U CbhbUl MPOU3BOAUTEI B
IIOBCYC OT €OHA AbprKaBa YJICHKA,
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6) xoraTo € MoJ BBIPOC MOIXOJAIIMAT XapaKTep Ha MHPEIUIOKEHO OT
MPOU3BOIUTENS] KOPUTHPAIIO JCHCTBHE BBB BPB3Ka C OE30MacHOCTTA
B [I0BEYE OT €JIHA AbpPXKAaBa UICHKA.

Tazu nponoeaypa 3a KOOpAWHUPAHE BKIIIOYBA CJICIHOTO!:

— ompenensiHe NPH HEOOXOJMMOCT Ha KOOPIMHHpAL] KOMIIETEHTEH
OpraH CIope] KOHKPETHHUS Cllydaii;

— OHNpeACIAHC Ha Iponeca 3a KOOPAUWHUPAHO OICHABAHE, BKIIIO-
YUTCJIIHO  3aa4YUTC 44 OTTrOBOPHOCTHUTE Ha  KOOpAWHUpaIIusA
KOMIICTCHTCH OpraH M y4aCTHCTO Ha APYIM KOMIICTCHTHH OpraHH.

OcBeH KOrato MeEXIy KOMIIETEHTHHTE OpraHu € JOTOBOPEHO APYTO,
KOOPJMHHUPAIIUAT KOMIICTCHTCH OpraH € KOMIICTCHTHHST OpraH Ha
m;p)xaBaTa YJC€HKa, B KOATO HpOI/ISBOﬂl/ITeHﬂT nma pCFI/lCTpI/lpaHO
MACTO Ha CTOHNAHCKa JEHHOCT.

KoopauHupamusaT KOMIETEHTEH OpraH MHGOPMUpA 4pe3 eIeKTPOHHATa
cucTeMa o 4ieH 92 mpous3BOIUTEINs, OCTAHAINTE KOMIIETEHTHU OPraHU
u Komucusra, 4e e noen (GpyHKUUSATA HAa KOOPAUHUPAILL OPraH.

10.  OmnpenensHeTo Ha KOOPIUHUPAI KOMIIETEHTEH OpraH He 3acsra
IpaBaTa Ha OCTAaHAJIMTC KOMIETCHTHU OpraHu Ja U3BBbPUIBAT COGCTBCHO
OLICHsIBaHE W Ja MpeANpUeMaT MEPKU ChIIACHO HACTOSIIUS PErJIaMEHT,
3a J]a OCHTYpSAT 3alUTaTa Ha OOIIECTBEHOTO 3/IpaBe U OE30I1aCHOCTTA Ha
nanueHTure. Ha koopauHupamiust kKoMereHTeH opran 1 Komucusra ce
CHOOIIABAT PE3yNTATUTE OT BCSKO MOJOOHO OICHSBAHE M IPHEMAaHETO
HA TAKMBa MEPKH.

11.  Komucusta nmpeaocrtaBs aAMUHUCTPATUBHA MOJKpPENa Ha KOOPIH-
HUpal¥sd KOMIIETEHTEH OpraH IpU HU3NBJIHEHUE HA 3aJauuTe My IO
HACTOSAILATA IJ1aBa.

Ynen 90

AHaJIM3 HA JaHHUTE OT npocjeassBaHeTO0 Ha 0e30macHoCTTA

KOMI/ICI/ISITa, B CBTPYAHUYECCTBO C AbPKABUTC YJICHKH, BHBEKAa CUCTCMHU
U 1Oponecu 3a aKTUBHO Ha6J'II-O}leHI/le Ha HAJIWYHUTC OaHHU B CJICK-
TpOHHATa CHUCTEMa, IIOCOYCHA B YJICH 92, C el na €€ YCTAaHOBAT B
TE3HW OAaHHW TCHACHIMHUTC, MOACIUTEC WM CHUIHAJIMTC, KOMTO MOrar naa
Pa3KpuAT HOBU PUCKOBE WJIN OIACCHUSA OTHOCHO 0e30IacHOCTTA.

Koraro 0Obae wuaeHTHGUIMpPAH HEM3BECTEH OO MOMEHTa PHCK WIH
4ecToTata Ha MPEABHACH PHUCK 3HAYUTEIHO M HEOIaronpusTHO
MIPOMEHS OMPECICHOTO ChOTHOIICHUE MEXKIY pUCKa U MOJI3UTE, KOMIIe-
TEHTHUAT OpraH MM, B 3aBUCHUMOCT OT Cly4as, KOOPIUHHMPALIHST
KOMIIETEHTEH OpraH YyBEIOMsBa NPOM3BOAMTEINS, MIM KOraro e
MPUI0KAMO — YITBJIHOMOILEHUS MPEJCTaBUTEN, KOWTO Clie/l ToBa Mpe-
rpreMa HYXXHUTE KOPUTHpAId JCHCTBUSL.

Ynen 91

AKTOBe 32 M3IbJIHEHUE

Upes axToBe 3a u3nbyiHeHue U cien koncyiaramun ¢ KI'MU Komucusra
MOJKeE Ja MpHeMa MoJIpoOHUTE TpaBHiIa U MPOIEYPHUTE ACIIEKTH, HEOO-
XOIMMHU 3a TMpuiaranero Ha uieHoBe 85—90 m wa wmeH 92 mo
OTHOIIICHHUE HA:

a) TUTIOJIOTHATA HAa CEPUO3HUTC MHIUACHTHU W KOPUTUPAIINUTE HGP‘ICTBI/ISI
BBB BPBb3Ka C 0e30IMacHOCTTa 10 OTHOIICHUE Ha KOHKPETHHU U3ACIIUA
WIN KaTCTOPUH, WIN T'PYIIA HU3OCIINS,
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0) IOKJIagBaHETO 3a CEPUO3HUTE MHIMICHTH U KOPUTUPAILUTE JEHCTBUSA
BBB BpB3Ka C 0E30IMACHOCTTa WM TIPERYNPEKACHUSATA BBB BpPB3Ka C
6e30acHOCTTa, KAaKTO M IPEJICTaBSHETO OT CTPaHa Ha IMPOU3BOMU-
TENWTe Ha TIEPHOAMYHHTE O000OIIaBaIlM IOKTAAH, NOKIAJUTE 3a
HaJ30pa clleql ITyckaHe Ha masapa, [TAJIb m moxmaaure 3a Habmoma-
BaHWUTE TCHJCHIMU CHLOTBETHO IO 4ieHoBe 85, 86, 87, 88 u &9;

B) CTaHIAPTHUTE CTPYKTYpHPaHU OOpa3Lu 3a CIEKTPOHHO U HEEIeK-
TPOHHO JIOKJIAJJBAHE, BKJIIOUUTEIHO MUHUMYM JIaHHU 3a JIOKJIABaHE
Ha IpelroaraéMyd CEpHO3HM HMHIMICHTH OT MEAMIUHCKU CIIelua-
JIMCTH, NOTPeOUTENN U HALUEHTH;

T) CPOKOBETE 3a JOKJIaJBaHEe Ha KOPHTHPAIIUTE NEUCTBUSA BHB BPH3Ka C
6e30MacHOCTTa U 3a MPEACTaBsIHEe OT CTpaHa Ha MPOU3BOAUTEINTE HA
MEPUOUUHUTE 0000IABAIN JIOKIAAd M JOKIaauTe 3a HaOJroIa-
BaHUTE TEHJCHIMM, KaTo C€ B3eMa MpPEABU TEKECTTa Ha
MOJJIEKAIMA Ha JOKJIaJBaHe MHUUIEHT ChIVIACHO 4ieH 87;

~

XapMOHU3UpaHUTe 00pa3nu 3a oOMeHa Ha WH(OpMALHS MEXIY
KOMIIETEHTHUTE OpraHu Mo wWieH &9;

a

€) MpOLEAypUTE 3a OIpEAC/IIHE HAa KOOPAUHUPAIL KOMIIETEHTEH OPraH;
Iporeca 3a KOOPJAMHUPaHa OLIEHKA, BKIIOYHUTENHO 3aJa4uTe M OTIO-
BOPHOCTHUTE Ha KOOPAMHUPAIIUSA KOMIETEHTEH OPraH M Y4acTHETO Ha
JIPYyr¥d KOMIIETEHTHH OPraHu B TO3U IPOLEC.

AKTOBETE 32 H3IBIHCHHE, MMOCOYCHH B IIbPBa AlMHEs, CC IIPUCMAT B
CBOTBETCTBHE C HpOIeAypara MO pasriexkaaHe, OCoYeHa B wieH 114,
naparpad 3.

Ynen 92

EnexkTponna cucreMa 3a mnpocieisiBaHe Ha 0e30IacHOCTTa W 3a
HA/30p cJeJ MyCcKaHe HA Ma3apa

1. B chrpyaHuuecTBO C IbpkaBuTe WwieHKH Komwmcwsita ch3aBa u
yIpaBisiBa €JICKTPOHHA CHCTEMa 3a ChOMpaHe M 00padoTka Ha cileaHara
UHPOPMAITHS:

a) JIOKJIaJUTe Ha IMPOU3BOJUTEINTE 32 CEPHO3HU WHIMICHTH U KOPH-
rHpaiy JCeHCTBUS BBB Bpb3Ka C Oe30MacHOCTTa Mo 4jieH &7,
naparpad 1 u uinen 89, nmaparpad 5;

0) nepuoAMYHKUTE 0000NIABAIIM TOKJIAJU Ha MPOU3BOIUTEINTE 110 YICH
87, maparpad 9;

B) JIOKJIAJIUTE Ha NPOW3BOJUTEIIUTE 3a HAOIIOJaBaHUTE TCHICHIUHU TI0
ujieH 88;

r) ITAJIb mo unen 86;

1) TIPEAYNPEeKICHUATA BBB Bpb3KAa C OC30IMACHOCTTA OT CTpaHa Ha
npou3BoaUTENNTE 1O WwieH §9, maparpad 8;

e) uHpopmanuara, Koo TpsiOBa Aa ce 0OOMEHs MEXIY KOMIIETCHTHUTE
OpraHu Ha JbPXKABUTE WICHKH M MEKAY TAX U Komucusra B ChOT-
BeTcTBHE ¢ wieH 89, maparpadu 7 u 9;

Ta3u enexkTpoHHa cUCTEMa BKJIIOUBA CHOTBETHHUTE BPB3KH KbM 0Oa3ara
manau 3a UDI.
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2. Hocrtbn no uHdopmanuara mo naparpad 1 oT HaCTOSLIMA YIEH ce
TIPEIOCTaBsT Ype3 eNEKTPOHHATA CHCTEMa HAa KOMIICTCHTHHTE OpTaHd Ha
obpxkaBuTe wieHkd U Ha Komucusta. Hotuduuupanure opraHu cblio
UMAaT JOCTBI 10 Ta3W MH(POPMAIHA, JOKOIKOTO T Ce OTHACS IO M3Mie-
JMATA, 32 KOMTO Ca M3ANM CEePTU(HKAT B CHOTBETCTBHE C WICH 53.

3.  Komwucusara mnpeanpuema HEOOXOAMMOTO, 3a Ja C€ OCUTYpST
HOAXOAAIINTE HUBA Ha JOCTBII 0 €JIEKTPOHHATA cucTeMa 1o maparpad 1
Ha MEJHUIUHCKUTE CIELHAIUCTH U OOIECTBEHOCTTA.

4. Bb3 ocHOBa Ha JOrOBOpEeHOCTH MexIay Komucusata W Komiie-
TCHTHUTE OpraHu Ha TPETHU AbpPiKaBU WIIN MEKAYHApPOJHH OpraHu3alvu,
Komucusita MOKe fa HpeIocTaBs HAa TE3M KOMIIETCHTHH OpPTaHH WITH
MEXKTyHAPOJHNA OPraHU3alUdK CHOTBETHO HHBO HA JOCTBI 10 CJIeK-
TpOHHATa cucrema o naparpad 1. Te3um TOroBOpeHOCTH Ce OCHOBaBAT
Ha PELUNPOYHOCT U CHABPIKAT KIay3H 3a MOBEPUTEITHOCTTA M 3allUTATa
Ha JAHHUTC, KOUTO Ca CKBUBAJCHTHU Ha IMPUIOKHUMHUTC B Cnlro3a.

5. JlokmaauTe 3a CEpUO3HM MHLUIACHTH, TOCOYEHH B ujeH 87,
naparpag 1, OykBa a), mpH TMOJIydyaBaHe C€ H3Mpamar aBTOMATHYHO
ype3 eJIeKTpOHHATa cucreMa mo maparpad 1 OT HacTosIus 4ieH Ha
KOMIICTCHTHHSI OpraH Ha [Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAI
MHIHJICHTBT.

6.  Jlokmagurte 3a HAOJIOAaBaHUTE TCHICHIIMH, TIOCOYCHU B wWicH 88,
maparpad 1, mpu MmojJydYaBaHE Ce W3MPANIaT aBTOMATHYHO UYpEe3 eJIeK-
TpOHHaTa cucTeMa o mnaparpad 1 OT HACTOSINMS YJIEH Ha KOMIIE-
TCHTHUA opraH Ha m;p)KaBaTa YJICHKA, B KOATO € BB3HHUKHAJ HHIM-
JIEHTBHT.

7.  Jokmagurte 3a KOPUTHPAIIUTE ICHCTBHS BBB BPB3Ka ¢ Oes3omac-
HOCTTa, MOCO4YeHH B wieH 87, maparpad 1, OykBa 0), mpu mnoiy4yaBaHe
Ce M3MpalaT aBTOMAaTHYHO Ype3 eJICKTPOHHATa cucTema 1o maparpad 1
OT HACTOSIIMS WICH HAa KOMIICTEHTHUTE OPTraHW Ha CIEIHHUTE JbPKAaBU
YIICHKH:

a) IbP)KaBUTE WICHKH, B KOUTO € NPEIIpHeTO WIH I ce MpeanprueMe
KOPHUTHPANIOTO JeHCTBHE BHB BPB3Ka C 0E30IMaCHOCTTA;

0) AbpKaBaTa WIEHKA, B KOSTO IIPOU3BOJAUTENSAT HMMa PETUCTPHPAHO
MSICTO Ha CTOIAHCKa JEHHOCT;

8. Tlepuommunute 00OOIIABAIIM JIOKJIAAM, I[OCOYEHH B 4ieH 87,
maparpag 9, TpH TOMy9YaBaHe Ce W3Mpamar aBTOMATHYHO dYpe3 elleK-
TpoHHAaTa cucTema Mo maparpad | OT HACTOAIIMS 4YICH Ha KOMIIe-
TEHTHHSI OpTaH Ha:

a) abpkaBara(ute) wieHka(u), ydacTBama(d) B IpoleaypaTa 3a KOop-
JIMHMpaHe B CHOTBETCTBUE ¢ wieH 89, maparpad 9, m omoOpuia(u)
MepUoUUHUST 0000IIeH JTOKIIaI;

0) IbpkaBaTa WICHKA, B KOSTO IPOM3BOTUTENSAT HMa PETUCTPUPAHO
MSICTO Ha CTOINAHCKA JIEHHOCT.

9.  Ilpu nomxydaBane uHbOpMaNUATa, IOCOYEHA B maparpapu 5—~8 or
HACTOAINMS WIEH, C€ U3Mpalla aBTOMAaTHYHO 4Upe3 eNeKTPOHHATa
cucreMa mo maparpad 1 OT HAcTOAIMS WIEH HAa HOTH(HUIMPAHUSI
opras, u3jajl cepTU(UKaTa 3a BBIPOCHOTO M3JEIHE B CHOTBETCTBUE C
yiieH 56.
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PA3JIETT 3

Hao3op na nazapa

Ynen 93

JeiiHocTn M0 HAA30p HA maszapa

1.  KoMmereHTHHTE OpraHH W3BBPIIBAT LEICCHOOPAa3HHU MPOBEPKH Ha
CHOTBETCTBHETO M JICHCTBUETO HAa W3JCIHATA, BKIIOYUTEIHO, aKO €
HEOOXOJIMMO, Tperiea Ha JNOKyMEHTalusATra W (U3M4ecKd wiu Jiabo-
paTOpHH TIPOBEPKHA BB3 OCHOBa Ha MOAXOmsmu obpasuu. Kowmire-
TEHTHUTE OpraHd B3eMaT TO-CICIUATHO MPEIBUI YCTAaHOBCHHUTE
MPUHIMIIA OTHOCHO OLICHSBAHETO M YNPABJICHHETO HA PHUCKA, JAHHHUTE
OT IPOCJIEASBAHETO Ha OE30IIaCHOCTTA M CHIHAJIHTE.

2. KoMmmeTreHTHHTE OpraHM W3TOTBAT TOAWIIHM IIAHOBE 32
JEeHHOCTUTE 10 HaA30pa M PpasnpesieNsT JOCTaThbYHO MaTE€PUATHH |
KOMIIETEHTHH YOBEMIKM PECypCH C Il OCBHIIECTBSIBAHETO HA TE3H
JeHHOCTH, KaTo ce OTYMTaT eBpolelicKara MporpamMa 3a Haa30p Ha
nazapa, usrorseHa or KI'MU cbrmacHo unen 105, u ycnosusta Ha
MSICTO.

3. 3a jga uW3NBIHAT 3abJDKCHHSTA, TNpeIBUACHH B maparpad 1,
KOMITETEHTHUTE OpTaHu:

a) Morar Ja U3UCKBAaT OT WKOHOMHYECKHTE OIEpaTOpH, Hapea ¢
JIPYTOTO, J1a MPEIOCTAaBIT JOKYMEHTAIUATa U HH(pOpMALUATa, HEO0O-
XOAMMH 3a M3BBPIIBAHE HA JCHHOCTUTE HAa KOMIIETEHTHHUTE OPraHH,
W KOTraTo MMa OCHOBATEIHHW MPHYMHHU 32 TOBAa — Ja IPEIOCTaBST
0e3MIaTHO HEOOXOANMMHTE 00pa3Iy Ha MU3JIEIHS MIIN JTOCTHIT JI0 U3JIe-
JATa; 1

0) TpoBeX/JAaT KaKTO IpEeIBApPUTEIIHO OOSBEHH, Taka M, ako € HeoO-
XOAMMO, BHE3aITHU TPOBEPKH Ha TMOMEIICHHUATA HA MKOHOMHYECKUTE
OrepaTopH, KaKTO W Ha JOCTABUHUIIMTE W/WIU TIOAM3IIBIHUTEINTE, H,
MpHU HEOOXOMMOCT, Ha MECTaTa, KOMTO CE MOJI3BAT OT CIICIIHATHCTH.

4.  KoMIeTeHTHHTE OpraHM H3TOTBAT EKETOJHO pe3loMe Ha pesyll-
TaTUTE OT JCHHOCTUTE CH 10 HAA30pa W IO MPEJOCTaBIT Ha
pas3MoJIoKeHne Ha JPYrH KOMIETEHTHH OpraHH IIOCPEJCTBOM  eleK-
TpPOHHATa cucTeMa, rnocoueHa B wieH 100.

5. KowmmnereHTHHTEe OpraHM MoraT Ja KOH(HCKyBaT, Ja YHHIIOXKaT
WM 1O JPYT HAYMH Ja HApaBsT HEU3IOI3BACMHU HM3JIEIHATA, IPEACTaB-
JSIBAlld HENPUEMIIMB DPUCK, KAaKTO W GammuduuupaHute H3IeIus,
KOTaTo cYeraT TOoBa 3a HEOOXOJMMO B HWHTEpeC Ha OINA3BaHETO Ha
OOILECTBEHOTO 3/paBe.

6. Crex Bcska TpoBepKa, W3BBPIICHA 3a Ieiurte 1mo maparpad 1,
KOMIICTCHTHUST OpraH H3rOTBSA JIOKJAJd 32 KOHCTaTallMUTe OT
MIpOBEpKaTa, KOMUTO C€ OTHACAT JI0 ChOTBETCTBHUETO C NMPABHUTE U TE€XHH-
YECKUTE M3MCKBAHUS, MPUIOKHUMHU ChIJIACHO HACTOSIIUS perjaMmeHT. B
JOKJIaga ce MOCOYBAT BCHYKHM HEOOXOANMH KOPUTHUPAIIN AEHCTBUSL.

7.  KoMnereHTHHAT opraH, KOWTO € M3BBPIIMI IPOBEpKaTa, Mperasa
CBIBPKAHUETO Ha JOKIana mo maparpad 6 OT HACTOSIIMS WICH Ha
NpoBepsiBaHUs MKOHOMHUYecku omeparop. Ilpeam na mpueme oxoHYa-
TEMHMS AOKJIAJA, KOMIIETCHTHHUST OpPraH JaBa BB3MOKHOCT Ha IIPOBE-
psiBaHMS MKOHOMHYECKM OIepaTrop Ja mpeicraBu Oenexxku. OKoHua-
TEIHUAT JOKJIAJ 3a IIPOBEpKaTa Cce BbBEXkKAA B CJIICKTPOHHATA CHUCTEMA,
npeasuneHa B wieHn 100.



02017R0745 — BG — 05.05.2017 — 000.002 — 101

8. JIpprkaBUTE YJICHKH MPABST MPETJe] U OICHSABAT U3IBIIHCHUETO Ha
JNCHHOCTUTE CH MO HAA30p Ha masapa. Te3u Mperiieid W OLCHKH Ce
M3BBPUIBAT HAW-MaJKO BEIHBXK HA YETUPU TOJUHHU M PE3YJITATHTE OT
TAX ce ChOOIIaBaT Ha OCTAHAIUTE IbpKaBU uwieHKH u Komwucusra.
Beska nbpkaBa wieHKa M3rOTBS PE3IOME Ha pE3ysTaTHTE, 10 KOETO
ocurypsiBa MyOJIMYEH JOCTBI IMOCPEICTBOM EICKTPOHHATA CHCTEMA,
nocouena B wien 100.

9.  KoMIeTeHTHHTe OpraHd Ha JAbPKABUTE YICHKH KOOPIUHUPAT
JeWHOCTHUTE CH 10 HAI30p Ha Ia3apa, ChTPYAHHYAT CH M CIIOJEIT
noMexxay cu u ¢ Kommucusita pe3yiaraTuTe OT Te3W ISHHOCTH C Lel
OCUTypsiBaHE Ha XapMOHM3UPAHO W BHCOKO PpaBHHUINE Ha HAA30p Ha
razapa BbB BCHUKH IbP)KABU WICHKH.

AKO € He00XO0JMMO, KOMIIETEHTHUTE OPTaHd Ha JABPKABUTE UICHKH CE
JOTOBapsIT 3a pa3lpeieieHne Ha paboTaTa, CHBMECTHH JCHHOCTH 3a
HaJI30p Ha Mazapa ¥ CrelHuaIn3alusl.

10.  KoraTto B abpikaBa 4ieHKa MOBEYE OT €IMH OpPraH OTroBapsT 3a
HaJ30pa Ha rasapa W KOHTPOJIA [0 BHHIIHUTE TPAHUIIM, TE3U OPraHH CH
CBTPYJIHHUYAT, KaTO OOMEHAT HH(pOpMAlUs BBB BpbB3Ka C pONsITA U
(hyHKIMUTE CH.

11.  Korato e menecb00pa3Ho, KOMIIETEHTHHTE OPTaHU Ha JIbpP)KAaBHTE
YJIEHKU CU CHTPYJHUYAT C KOMIIETCHTHUTE OpPraHH Ha TPETH JbpPKABH
3a 00MeH Ha MH(pOPMAIUs M TEXHUYECKO CHICHCTBHE U 32 HAChpUABaHE
Ha JECWHOCTHTE IO HaJI30p Ha masapa.

Ynen 94

Onenka Ha M3Je/IHs, 32 KOHMTO ce IIOf03Upa, Ye IpelcTaB/IsABaT
HelpHeMJ/INB PHCK WU APYI0 HeChbOTBETCTBHE

Korato BbB3 OCHOBa Ha JaHHUTE, MOJIYYEHH OT JEHHOCTUTE IO
npocneAsBaHe Ha O€30IIaCHOCTTA WM [0 HAA30p Ha Iasapa, WIK Bb3
OCHOBa Ha Jpyra HHGOpPMAIHsS KOMIIETEHTHHUTE OpPTraHW Ha JbpKaBa
YJIEHKa UMaT OCHOBaHMA Jia CMSATAT, Y€ JAJCHO H3JeNne:

a) MOXKe Ja MpeJCTaBlsiBa HEMPUEMIINB PHCK 3a 3ApaBeTO WM Oe3omac-
HOCTTa Ha TMALUEHTHTE, MOTPeOUTeNUTe WM APYTH JHLA, WIA 32
JIPYTH aCHEeKTH Ha OINa3BaHETO Ha OOIIECTBEHOTO 3/paBe; MU

0) mo Apyr HAaYMH HE OTrOBapsi HA MW3UCKBAHUITA, OIPEACICHH B
HACTOSIIIUS PETJIAMEHT,

TC HM3BBPUIBAT OLCHKAa Ha CHOTBETHOTO H3ACIIUC, 06XBaIJ_[aIlIa BCHUYKHU
HU3UCKBAaHUA TI0 HACTOAMIMA PETJIaMCHT, CBBpP3aHM C pHCKa OT
U3ACIIUETO WJIM C BCAKAKBB JPYI' BUJA HECHOTBCTCTBUEC Ha U3ACIHCTO.

CBOTBETHUTE HKOHOMUYCCKH oneparopu CU CbHTPyAHUYAT C KOMIIC-
TCHTHUTC OpPraHU.
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Ynen 95

IIpouenypa npu u3eansi, KOUTO NMPEICTABJISIBAT HENMPUEMJINB PHCK
3a 31paBeTo U (e30MaCHOCTTA

1. Koraro cren wu3BbpIIBaHe Ha OIEHKAaTa Mo wieH 94 kowmme-
TEHTHHUTE OPTaHH YCTAHOBST, Y€ M3/CIHETO MPEICTABIsABA HEPUEMIIUB
PHUCK 3a 37paBeTO WM 0OE30MacHOCTTa Ha MAlMEHTUTE, MOTPEOUTENNUTE
WIM JPYTH JIMIA, WIK 3a JIPYT'M acleKTH Ha OIa3BaHETO Ha o0miecT-
BEHOTO 31paBe, Te Oe3 3a0aBiHE M3UCKBAT INPOM3BOAUTENAT Ha
BBIIPOCHUTE W3S, HETOBUS YITBIIHOMOIICH MPEJACTABUTET U BCHYKH
3aMHTEPECOBAaHM MKOHOMHYECKH OIepaTopu Ja MperpueMaT BCHYKH
HEOOXOJMMHM W HAJJIe)KHO OOOCHOBAHM KOPHUTHpAIIM JCUCTBHS 32
MPUBEXK/IAaHE HAa W3JCIMETO B CHOTBETCTBHE C M3HCKBAHUSATA Ha
HACTOSIIIUS PETJIAMEHT, CBbP3aHH C PUCKA OT W3/CIHETO, U 32 OrpaHH-
YyaBaHE [0 HAYHMH, MPOMOPIIMOHAJICH Ha eCTECTBOTO HAa pHCKA, Ha
NpPEJOCTaBIHETO Ha Ta3apa Ha M3JENHeTO, 3a IpWiIaraHe Ha
crenM(UYHU  HM3UCKBAaHMS KbM IMPEJOCTABSIHETO HAa H3/CIHETO, 32
M3TETJIsIHE Ha W3ACIMETO OT Ia3apa WIM 3a H33€MBAaHETO My B
paMKHTE Ha pa3yMeH M SICHO ONpENeNIeH CPOK, KOWTO ce choOIlaBa Ha
CHOTBETHUSI NKOHOMHYECKH OIepaTop.

2. Upes enextponnara cucrema mo @wieH 100 KoMIIeTEeHTHUTE OpraHu
0e3 3a0aBsiHe yBepomsiBaT KomucusiTa, ocTaHAIUTE JbPIKAaBU YICHKH H,
KOrato € M3[ajicH cepTUu(UKaT B CHOTBETCTBHE C WICH 56 3a ChOT-
BETHOTO H3/eIHe — HOTU(UIMpaHUs OpraH, u3nan ceprudukara, 3a
pe3ynTaTuTe OT OLEHKaTa M JACHCTBHATA, YHETO MpeIlpHeMaHe ca
WU3HUCKAIH OT UKOHOMHUYECKHUTE OIEPaTOPH.

3.  HxkoHomuueckuTe oreparopu 1o mnaparpad 1 Oe3 3abaBsiHe rapaH-
THpAT, Ye ca MPEANPUETH BCHYKH MOAXOMASAININ KOPUTHPAIIU JeHCTBHS B
nesusi Chro3 [0 OTHOIICHHE HA BCHYKH 3aCETHATH M3JCIIHs, KOUTO TE Ca
MPEIOCTaBIIM Ha Ma3apa.

4.  KoraTo MKOHOMHYECKHST Omeparop, MocoueH B maparpad 1, He
npeArnpreMe TMOAXOASII0 KOPUTHUPAIIO JeHCTBUE B IOCOYCHHS B
naparpadg 1 CpOK, KOMIICTEHTHHTE OpraHH B3eMaT BCHYKH IIEJeCh-
o0pa3HH MepkH, 3a Ja 3a0paHsAT WM OTrpaHUYaT IPEIOCTaBSHETO Ha
U3JIEJIMETO HAa HALMOHAJHUS CH 1a3ap, Ja HU3TeINIAT H3JCIUETO OT
TO3M Ta3ap WIX J1a IO HU33eMar.

Komnerentaute opranu 0e3 3abaBsiHe yBemomsiBaT Komwcusita, ocra-
HAJIUTE JbPXKABM UICHKM UM HOTUQUIMPAHUS OpraH, IIOCOYEH B
naparpad 2 OT HACTOSIIHMS YICH, 3a TE3W MEPKH 4Ype3 eJCKTPOHHATa
cuctema 1o wien 100.

5. VYBemomuieHHETO, IMOCOYEHO B maparpad 4, BKIHOYBA BCHYKH
HAJIMYHU JIaHHHU, TO-CHEIHMAIHO JaHHUTE, HEOOXOAMMH 3a HICHTU(H-
[UpaHe W MpOCieAsBaHe HAa HECHOTBETCTBAIIOTO M3JENHe, MPOU3Xola
Ha M3/EIHMETO, €CTECTBOTO U NPUYMHUTE 32 IPEAIOIaraeMoTo HEChOT-
BCTCTBUEC M CBHI'BTCTBAILUA PUCK, €CTCCTBOTO U MPOABIDKUTCIHOCTTA Ha
MIPEANPUETUTE HA HAIJMOHAIHO PAaBHUIIEC MEPKH, KAKTO M apryMEHTHTE,
M3THKHATH OT CHOTBETHHUS MKOHOMHYECKH OIEepaTop.

6. JIbpkaBUTE WICHKU, PA3JIMYHU OT Jbp)KaBara 4ICHKa, 3alovHaia
npoienypara, HezabaBHo wuH(popmupar Komucusta u OcTaHAIUTE
IbPKABH WICHKH 4pe3 CICKTpOHHaTa cucrema 1o wieH 100 3a Besika
JMONBJIHUTENHA HWHPOPMANHUS, C KOATO pas3mojaraT OTHOCHO HECHOT-
BETCTBUETO HA JAICHOTO HM3/CIHC U 38 MEPKUTE, KOUTO Ca MPEIIPHEITH
BbB BpPb3Ka C BBIPOCHOTO H3JICIHUE.

[Ipu Hechriacwe ¢ HaMOHATHATa MsPKa, 32 KOSATO MMa yBEIOMJICHUE,
Te Oe3 3abaBsHe yBemomsiBaT Komucusita U OCTaHAIUTE IbPXKABU
YJICHKH 32 BB3PAKEHUATA CH Upe3 elleKTpoHHaTa cuctema mo w@wieH 100.
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7. Koraro B cpok 10 JBa Mecela cCieJ IOJy4aBaHE Ha YBEIOM-
JeHuero 1o maparpad 4 He € TOBAWTHATO BB3PAKEHHE HUTO OT
JIbp)KaBa 4ieHKa, HUTO OT KomucusiTa BbB Bpb3Ka C MEPKH, IPEANPUETH
OT IbpXKaBa WICHKAa, Te3W MEPKH Ce CUMUTAT 32 OCHOBATEIHHU.

B TakpB cny4all BCHYKH Jbp)KaBH WICHKH TapaHTUpAT, 4Ye 110
OTHOIIICHHE HAa CBHOTBETHOTO H3JENIHE Ca MpeArnpueTH Oe3 3abaBsiHE
MOAXOIM OTPAHUYKMTEIHH MEPKH WM MEPKH 3a 3abpaHa, BKIIO-
YHUTEITHO M3TETJISIHE, U336MBaHE WM OTpaHMYaBaHe Ha HAIMYHOCTTA Ha
U3/ICIIMCTO HA HAIIMOHAJHHS UM T1a3ap.

Ynen 96

IIpoueaypa 3a oueHKa HAa HAMOHAJIHMTE MePKH HAa PABHULIETO HA
Cnblo3a

1. Koraro B cpok OT aBa Meceua ciej] IMOJTydaBaHE Ha YBEIOM-

JneHuero mo wieH 95, maparpad 4 naneHa abpp)kaBa WICHKAa €
NOBAWTHANA BB3PAKEHHS Cpeuly MsApKa, INpeanpuera OT JApyra
Ibp)KaBa wWieHKa, Wi koraro Kommucusra cumra, 4e MspKara HpPOTH-
Bopeur Ha mpaBoTo Ha Cblo3a, ClIE KOHCYJITAaLUs CbC CHOTBETHHUTE
KOMITETEHTHH OPTaHH M aKO € HEOOXOIUMO — ChC CHOTBETHUTE HKOHO-
MHUYECKH omeparopd, Komucusita u3BBpIIBA OICHKA Ha Ta3u
HallMOHaJTHAa MspKa. BB3 ocHOBa Ha pe3yaTaTHTE OT Ta3W OLEHKa
Komucusta Moxe upe3 akToBe 3a HM3ITBJIHEHHE Jla B3EME pELICHHE 3a
000CHOBAHOCTTA Ha MspKaTa. Te3u akToOBe 3a M3IIbJIHEHUE ce MpUEeMaT B
CBOTBETCTBHE C IPOLEAypaTa Mo pasriexjaaHe, mocoyeHa B wieH 114,
naparpad 3.

2. Koraro Komucusita cuura, ue aajeHa HallMOHAIHA MspKa € 000c-
HOBaHa CBIVIACHO IMOCOYEHOTO B Taparpady 1 OT HACTOSIIMS WieH, ce
npunara wied 95, maparpad 7, Bropa amuses. Axo Kommucusra cuura
HaIMOHATHAaTa MSpKa 3a HEOOOCHOBaHA, CHOTBETHATA Jbp)KaBa UICHKA
OTTErJIs MsIpKara.

Koraro B cpok OT oceM Mecela OT IOJyyaBaHE Ha yBEJOMJICHUETO II0
uynen 95, nmaparpad 4 Komwmcusra He npueme pemienue mo naparpad 1
OT HACTOSIIMSI 4JICH, HAIIMOHAJHUTE MEPKH CE CUUTAT 3a 0OOCHOBAHHU.

3. Koraro mppkaBa urenka minu Kommucusta cumTa, 4e pPUCKBT 3a
31paBeTo M O€30IacHOCTTAa OT JaJCHO U3JeIUe HE MOXE Ja ce
CMEKYH B 33J0BOJIUTEIHA CTEINEH 4Ype3 MEepPKUTE, MPEeIIPHETH OT CHOT-
BeTHaTa(uTe) IbpkaBa(u) wieHKa(M), MO0 MCKaHE Ha JbplkaBa YJICHKA
WIA TO0 CcOOCTBEHAa MHHUIMATHBA M 4Ype3 aKTOBE 3a H3IIbJIIHEHHE,
Komucusara Moxe na mpeanpreMe HEOOXOOUMHUTE M HAIJIEKHO 000C-
HOBaHU MEPKHU 3a 3aKpUJia Ha 3[paBeTo M 0E30IaCHOCTTA, BKIIOUUTEIIHO
MEpKH 3a OrpaHM4YaBaHe WiIM 3a0paHa Ha IIyCKaHETO Ha Iaszapa M
IyCKaHETO B JeHCTBHME Ha CHOTBETHOTO u3Jenue. Te3n axkroBe 3a
W3MBIIHEHHE C€ TpuUeMaT B CBOTBETCTBHE C Mpoleaypara Io
pasriexaane, mocodyeHa B wieH 114, maparpad 3.

Ynen 97

Jlpyru HechOTBETCTBUS

1. Koraro cnen u3BbpiIeHa OIEHKa MO wWieH 94 KOMIETEHTHUTE
OpraHd Ha Ibp)KaBa WICHKAa KOHCTATHpaT, Y€ IaJeHO H3JIelie He
OTroBaps Ha M3HMCKBAHUATA [0 HACTOSIIMS pErJaMeHT, HO HE Mpei-
CTaBJIsIBa HETIPUEMJIMB PUCK 32 3[PaBETO MM 0€30MacHOCTTa Ha IaIy-
EHTUTE, MOTPEOUTENUTe WM APYrd JIUIA, WIK 32 JIPyTd acleKTd Ha
OIIa3BaHETO Ha OOLIECTBEHOTO 31paBe, T€ H3UCKBAT OT CHOTBETHUS
MKOHOMHYECKH OIepaTop Ia OTCTPaHU BBIPOCHOTO HECHOTBETCTBHE B
paMKHUTE Ha pasyMEH U SICHO ONpEeleNieH CPOK, KOWTO ce choOliaBa Ha
MKOHOMHYECKHS ONEpaTop W € MPONOPLUUOHATIEH Ha HECHOTBETCTBHETO.
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2. Koraro MKOHOMHYECKHAT OIEpaTop HE OTCTPaHU HECHOT-
BETCTBUETO B CpOKa 1o maparpad 1 oT HacTosmMS WiIeH, ChOTBETHATA
JIbpKaBa WieHKa IpennpuemMa 6e3 3a0aBsiHe BCUUKU MOJXOSIIM MEPKH,
3a J1a OTPAaHMYH WM 3a0paHH MPeJOCTaBIHETO Ha Ia3apa Ha MpPOAYKTa,
WY 33 J]a OCUI'YpU HETOBOTO M33€MBaHE WU U3TErJsIHE OT Has3apa. Tazu
IbpkaBa WieHKa Oe3 3a0aBsiHe yBenomsBa KomucusitTa M ocTaHanuTe
IbpKaBU WIEHKM 3a TE3d MEPKH 4Ype3 eJIEeKTPOHHATa CHCTeMa IIOo
unied 100.

3. C men nma ce OCHUTYpH €JHAKBOTO IIPWJIATaHe HAa HACTOSIIMS YJICH,
Komucusta Moxe, upe3 akTOoBe 3a M3IBJIHEHHE, Jla KOHKPETHU3Upa
HNOAXOAAIINTE MEPKH, KOMTO Ja C€ MPEANpHeMaT OT KOMIICTEHTHHUTE
OpraHu 3a CIpaBsSHE C OIPEJIEICHH BHJOBE HECHOTBETCTBHE. Te3n
aKTOBE 3a M3IBJIHEHHE CE NMPHUEMAaT B CHOTBETCTBUE C MPOLEaypaTa 1o
pasriexaane, nocodeHa B wieH 114, maparpad 3.

Ynen 98

IIpeBaHTHBHU MEPKH 3a 3aKpWJIa Ha 3PaBeTO

1. Koraro gppxaBa ujieHKa, ClieJ] KaTO M3BBPIIM OLEHKA, MOKazaja
MOTEHIMAJIeH PUCK, CBBP3aH C M3JICHe MM KOHKPETHA KaTeropHs HIIH
rpyna U3AeNus, CUNTa, Y€ 3a Ja Ce 3aIUUTAT 3APaBeTO U 0e30MacHOCTTa
Ha TAIMEHTUTe, MOTPEOWTENHUTe WIM JAPYTUTE JUIA, WIH 3a Ja ce
3alIUTAT JPYTd acleKTH Ha OOIECTBEHOTO 31paBe, IMPEJOCTaBSHETO
Ha Taszapa WM IYCKaHEeTO B JCHCTBHE Ha H3JENUE WM KOHKPETHA
KaTeropusi WIM Tpyla W3JeNus CiieiBa Ja ce 3a0paHu, OTpaHHYH HIH
KbM TAX Ja C€ MNPHJIOXKaAT Cl'[eL[I/I(l)I/I‘{HI/I WU3UCKBAHUA, UJIHM Y€ U3CITUCTO
I KOHKPETHATa KaTeropusl WIN TPyIa M3JEHs cIeBa 1a Ce U3TETIIST
OT Ia3apa WIM Jla Ce M33eMaT, TSI MOXEe Ja MpeAlpHeMe BCSKAKBU
HEOOXOJMMH ¥ 00OCHOBAaHH MEPKH.

2.  bpxaBaTa 4ieHKa, IocodeHa B maparpad 1, He3zabaBHO
yBemomsaBa Komucusta n ocraHaauTe IbpiKaBH WIEHKH, KaTO IOCOYBA
OCHOBAHUSATA 3a PELICHUETO CHU, 4Ype3 €JIEKTPOHHATA CUCTEMa IO 4IeH
100.

3.  Karo ce xoncyntupa ¢ KI'MU wu, xorato e He0OXOAUMO, ChC
CbOTBETHUTE MKOHOMUYECKM omepaTopu, Komucuara u3BbpIIBa
OllcHKa Ha MpEINpUeTHTe HAIMOHATHM Mepku. Upe3 akToBe 3a
n3nbiaHenue Komucusita Moxe Ja B3eMe pelleHHe 3a 000CHOBAHOCTTA
Ha HalWOHATHWTE Mepku. IIpu nmmca Ha pemieHHe OT CTpaHa Ha
Kommucusara B Cpok OT IIECT Mecella OT MOMEHTa, B KOHTO e Omia
yBEJOMEHA 3a HAIIMOHAIHUTE MEPKH, T€3U MEPKH ce cuuTar 3a 00oc-
HoBaHU. Te3W aKkTOBe 3a M3MBIHEHHWE CE MPHEMAT B CHOTBETCTBHE C
npouesypara o pasriexaaHe, nocoueHa B uieH 114, maparpad 3.

4. Korato mpu oreHkara 1o mnaparpad 3 OT HACTOSINIMS YICH Ce
YCTaHOBH, Y€ NPEAOCTaBIHETO Ha Ia3apa WIM ITyCKaHETO B JeHCTBHUE
Ha M3JeNnue, KOHKPEeTHAa KaTeropusl WIM Tpyla M3[eius CleaBa Aa ce
3a0paHu, OTrpaHUYM WM KbM TSX Ja C€ TPWIOKAT ClHenupuIHn
U3UCKBAaHWA WM Y€ BBIPOCHOTO M3IENHE WM KaTeropuira WIH
rpynara W3fenus cielBa Ja Cce M3TerIAT OT Iia3apa WIM Ja ce
M33eMaT BbB BCHYKH JbP)KaBU YICHKH, 32 Ja C€ 3alIUTAT 3JIPaBeTO U
0e30MacHOCTTa Ha TMAIMEHTUTE, TOTPEOUTENNTE WM JPYTHTE JIUIA W
3a J]a ce 3aLMUTAT JPYrd acleKTH Ha oOecTBeHOTO 3apase, Komucusra
MOXKE JIa IIpHeMa aKTOBE 3a M3IBJIHEHUE C LeJ NpernpueMane Ha HeoO-
XOJMMHTE ¥ HAJJIEKHO 0OOCHOBaHH MepKH. Te3n akToBe 3a M3IIbIIHEHHE
ce ImpueMaT B ChOTBETCTBHE C IPOLEIypaTa MO pasriexkaaHe, 0CoYeHa
B wieH 114, maparpad 3.
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Ynen 99

Jo6pa agMMHHCTPATHBHA NMPaKTHKa

1.  3a Bcska MspKa, MpUeTa OT KOMIIETCHTHUTE OPraHK Ha JTbp)KaBHTE
YJIEHKH CBIJIACHO 4WiIeHOBe 95—98, ce yka3BaT TOYHWUTE MOTHBH, Ha
KOUTO Ts1 ce OcHOBaBa. KoraTo MspkaTa € Haco4YeHa KbM KOHKpPETEH
MKOHOMHMYECKH OIepaTtop, KOMIICTCHTHHST oOpraH 0Oe3 3a0aBsiHe
YBEIOMSIBA CHOTBETHHUS WKOHOMHYCCKH OIEpaTOp 3a BBIPOCHATA
MSIpKa, KaTo CBIIEBPEMEHHO I'o WHPOpPMHpA 3a CpEeACTBATA 3a INpaBHA
3aIUTa, C KOUTO pasoJiara ChriacCHO MPaBOTO WM aJMHUHUCTPATHBHATA
MPaKTUKa HA ChOTBETHATA JIbPKaBa WICHKA, U 32 CPOKOBETE, CBBP3aHU C
TE3W CpejCTBa 3a MpaBHa 3ammrta. Korato mspkara € ¢ 00O Hpuio-
JKEHHUe, TS ce IMyONMKyBa MO HAJJICKHUS pejl.

2. OcBeH B cliyyauTe, KOTaTo € HEO0OXOAMMO He3abaBHO JCHCTBHE
Mopajii HENPUEMIIUB PHUCK 3a 3IpaBeTO MM Oe30MacHOCTTa Ha XopaTta,
Ha CHOTBETHHSI HKOHOMHYECKH OIEPaTop C€ MPEIOCTaBs Bh3MOXKHOCT Ja
npenctaBd OCNEKKH Tpe] KOMIICTEHTHHS OpraH B PAMKHTE Ha SICHO
OIpe/IeIeH MOAXOAAII CPOK MPEeIy MPUEMAHeTO Ha MspKaTa.

Korato ¢ npearnpueTo HeﬁCTBHS, 0e3 MKOHOMHYECKUSAT oreparop na €
HMaJl BB3MOKXHOCTTA Ja IMpEeACTaBh TIIOCOYCHHUTC B IIbpBa aJIMHEsA
66JI€)KKI/I, Ha HETr0 MYy C€ NIpeaoCTaBsd BB3MOXHOCT 1da IMPEACTaBU
OCJIC)KKUTES BBHB BB3MOXKHO Haﬁ-KpaTLK CpOK, a TMpeaArnpueToTo
I[eﬁCTBHB C€ Mpepasricxia BeaHara CJIca ToBa.

3. Becsxa npuera MsApka He3a0aBHO ce OTTEITIsI WIM M3MEHs, Cieq
KaTO MKOHOMHYECKHAT ONepaTop NOKaxe, 4e € MpeAnpuen eHeKTHBHO
KOPUTHpallo NEHCTBUE U 4€ U3/EJIUETO OTroBaps Ha M3UCKBAHUSTA HA
HACTOSILUS PETJIaMEHT.

4. Korato wMspka, mpuera cbriacHo uieHoBe 95—98, 3acsra
U3/eNue, B YHETO OIEHSIBaHE Ha CBHOTBETCTBHUETO € ydacTBal HOTH-
¢uImpaH opraH, KOMIIETGHTHHTE OpPTraHM WH(DOPMHPAT, UYpe3 eJeK-
TpoHHata cuctema mo wieH 100, cboTBeTHHS HOTH(UIMPAH OpraH U
oprasa, OTroBapsi 3a HOTHOUIMPaHHUS OpraH, 3a MpeAnpueTaTa MsIpKa.

Ynen 100
EjiekTpoHHa cucTeMa 3a HAA30p Ha ma3apa
1. B cwrpyanndectBo ¢ gppkaBure uieHkH Kommcusita cp3maBa u

yIpaBisBa €JIeKTPOHHA CHUCTEMaA 3a CbOMpaHe U 00paboTka Ha clegHaTa
uHpopmarys:

a) pe3roMe Ha pe3yNITaTUTe OT JEWHOCTUTE MO HAA30p, MOCOUYCHH B WICH
93, maparpad 4;

0) OKOHYATeNHMs JOKIAJ 3a IpoBepkara 1o wieH 93, maparpad 7;

B) MHpOpManus 3a U3AENUs, KOUTO NMPEACTABISIBAT HENPHEMIIUB PUCK
3a 37paBeTo U Oe3omacHocTTa 1O wieH 95, maparpadu 2, 4 u 6;

r) mHbOpPMANNA 3a HECHOTBETCTBHETO HAa MHPOMYKTHTE IO uieH 97,
naparpad 2;

1) uH(OpMANUs 3a NPCBAaHTHBHUTE MEPKH 3a 3aKpHIa Ha 3IPaBeTo II0
wieH 98, nmaparpad 2;

€) pe3loMe Ha pe3yiraTuTe OT MperjaeJuTe U OLEHKUTE Ha JAEHHOCTUTE
[0 HaJ30p Ha Ma3apa Ha Jbp/KaBUTE YIEHKH, [TIOCOYEHH B ujeH 93,
naparpad 8.
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2.  Uudopmamusra, mocoueHa B maparpad | OT HACTOSLIMA WICH,
He3a0aBHO ce TpefaBa 4dYpe3 ENeKTPOHHATA CHCTEMAa Ha BCHUKH
CbOTBETHU KOMIIETEHTHU OPraHU U, KOraTo € MPUJIOKHUMO, Ha HOTU(U-
IUpaHNs OpPTaH, W3Jal cepTHOHUKAT B CHOTBETCTBHE C WIEH 56 3a CHOT-
BETHOTO U3JENUE, U € JOCThIHA 3a AbpxkaBuTe wieHkH U Komucusra.

3. OOmeHeHaTa MEXAy JAbpKaBUTE WICHKH HHopmamus He ce
ornoBecTsiBa MyOJIMYHO, KOraTo TOBAa MOXKE Ja MOIpPEeYH Ha JCHHOCTUTE
[0 HaJ30p Ha Na3apa M Ha CHTPYAHHYECTBOTO MEXKIy Abp)KaBHUTE
YJICHKH.

I'TABA VIII

CbTPYJHUYECTBO MEXAY JABbPIKABUTE YJIEHKH,

KOOPAUHAIIMOHHA TPYHNA IO MEJUUUHCKHUTE W3JAEJNUSA,

CIIEHUAJIM3UPAHU JIABOPATOPUH, EKCHEPTHHUTE TI'PYIIM U
PEI'MCTPU HA U3JEJUATA

Ynen 101

KomnerenTHu OpraHu

JIbprKaBUTE YJICHKH OIPE/EIIAT KOMIIETCHTHUSI OpraH MJIM OpPTraHH, OTro-
BapsIIIM 3@ MPUIATAHETO HA HACTOSIIUS pEriaMeHT. Te mpenocTaBsAT Ha
OpraHuTE CH IIPAaBOMOLIUATA, PECYPCUTE, 00OPYIBAHETO U EKCIEPTHUTE
3HAHMS, HEOOXOIMMH 3a MPAaBWIHOTO W3IIBJIHEHHE Ha 3aJadyuTe UM
ChIVIACHO Hacrosimus peryiament. Cien KaTo JIbp)KaBUTE UICHKU
choOmT Ha Komucusta HauMMEHOBaHHSTA W JAHHUTE 32 BpPb3Ka C
KOMITETEHTHUTE OpraHd, TS NyOJIHMKyBa CIIUCHK Ha KOMIIETCHTHHUTE
OpraHu.

Ynen 102

CbTpyAHHYECTBO

1.  KoMmnereHTHHTE OpraHd Ha Jbp)KABUTE UWICHKH CHTPYAHHUYAT
KaKkTo momexxay cu, Taka u ¢ Komucusara. Komucusita ocurypsisa opra-
HU3anusATa Ha oOMeHa Ha WHQopMmanusTa, HeOOXOIMMa 3a €IHAKBOTO
MpUJIaraHe Ha HAacTOSIIMS PETIaMEeHT.

2. JlppxaBuTe wieHKHW, ¢ Tojkpemara Ha Kowmmcwusra, ydacTsart,
KOrato € Lenecho0pa3Ho, B HHHMLUATHBH, DPa3pabOTEHH Ha MEXIy-
HApOJHO HUBO C LI J1a C€ OCHT'YPH CHTPYAHHUECTBOTO MEXIY peryia-
TOPHHUTE OPraHd B 00JIACTTA HA MEIUIMHCKUTE HM3/EIHUs.

Ynen 103

KoopanHanmoHHa rpyna no MeJuUMHCKUTE H3/1eJIHs

1. Cs3maBa ce KoopmunammonHa rpymna mo MEAWIWHCKHATE W3IEITHS
(KI'MI).

2. Bcesixka peprkaBa wienka onpezens B KIMU mno enun wien u eauH
3aMECTHHK C €KCIIEPTHH 3HaHHs B 00JIaCTTa HA MEAWIMHCKUTE U3JIEIHs,
KakTO M 10 €IWH YJIeH W E€AUH 3aMECTHHMK, BCEKH OT KOHMTO HMa
eKCHEepTHU 3HaHHUA B OOJIaCTTa HA MEJUIUHCKUA HU3AEIHS 32 UHBHUTPO
JMArHOCTHKA, KaTO MAaHJAaThT Ha YJEHOBETE M 3aMECTHUIIUTE €
TPUTOAMIICH ¥ MOXE Ja ce MOAHOBHU. JlameHa abpikaBa WIEHKA MOXKeE
Jla eIy J1a ONpeseiIy caMo €UH YiIeH U €AMH 3aMECTHUK C €KCIepTHU
3HAHUSA U B JIBETE OOJIACTH.
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Unenosere Ha KI'MU ce u30upar Bb3 OCHOBAa Ha KOMIETEHTHOCTTA M
omUTa UM B 00NacTTa Ha MEAWIMHCKHTE W3JICNUS M MEIHIIHCKUTE
W3JIeNUs 32 MHBUTPO JAMAarHOCTUKA. Te MpeicTaBisiBAT KOMIIETCHTHUTE
OpraHd Ha Abp)KaBUTE WIEHKH. VIMeHaTa Ha WICHOBETE M OpraHHu3a-
LUUTE, KbM KOUTO IMpPUHA/JIEkKAT, ce OroBecTsBaT myonnyno ot Komu-
cusTa.

BaMGCTHI/IHI/ITC OpEeACTaBJIABAT YWICHOBCTE W TIJIaCyBaT OT TAXHO HUME,
KOoraTto T€ OTCHCTBAT.

3. KI'MU npomexna 3acemaHuisi Ha PEIOBHU WHTEPBAIHM, a KOTaTo
oOcTosiTencTBaTa TO Haiarart, no #ckaHe Ha Kowmwucusata win Ha
JaJeHa Jbp)KaBa WieHKa. Ha 3acemaHusATa NpPUCHCTBAT WICHOBETE,
OIpeJiesIeHH TOpaan POoJisATa U EKCHEePTHUTE CH 3HaHMS B o0JlacTTa Ha
MCIUMIIMHCKUTEC nus3acius, nim YJICHOBECTEC, OnpeacICHN nopagu
eKCHEepTHUTE CH 3HaHMA B 00JacTTa Ha MEAMLMHCKUTE H3AeIHi 3a
UHBUTPO  JAMArHOCTHKA, WM  WICHOBETE, ONPENCNICHH  IOpaau
eKCIIEPTHUTE CH 3HAHUS M B JIBETE OOJIACTH, WIN TEXHUTE 3aMECTHHIIH,
cropen ciyuvasl.

4.  KI'MU mnonara BCHYKH HEOOXOMUMH YCHJIHUS, 3a Jla TIOCTHTHE
KOHCEHCYC. AKO HE MOXe Ja ce mocTurue koHcencyc, KI'MI Bzema
pelIeHrne ¢ MHO3WHCTBO OT YJIEHOBETE CH. UYJeHoBeTe ¢ pa3audHO
MHEHHME MOTaT Jia MOUCKAT TeXHUTE MHEHHMS U MOTHBHUTE, Ha KOUTO CE
OCHOBABAaT Te, Aa ObAaT 3amucaHu B mosunusTa Ha KI'MU.

5. KI'MU ce mnpencenmartencrtBa oT mpencraButen Ha Komwucwusra.
IIpencenarensar He ydacTBa B rilacyBaHeTo B pamkure Ha KI'MMU.

6. B 3aBucumoct ot ciaygas KI'MU moske na mokaHU eKCIepTH WA
JIpYTH TPETU JIUIA Ja NMPUCHCTBAT HA 3acellaHMATa WIM J1a TPEICTaBST
MIICMEHO MHEHHE.

7.  KI'MH moxe na cb3naBa IOCTOSHHU WJIM BPEMEHHU HOATPYIU.
Korato e menecho0pa3sHO, OpraHu3alluTe, NPEACTABIABAINM HHTE-
pecuTe Ha CEKTOpa Ha MEAUIMHCKUTE M3[EIHs, MEAUIMHCKUTE Clelua-
JIUCTH, JAa0OpaTopuuTe, MALMEHTUTE U MOTPeOMTENUTE HAa HUBOTO HA
Cplo3a, ce KaHAT B Te3W MOATPYNH B Ka4eCTBOTO Ha HAOIIOAATEINH.

8. KI'MU wu3rors mnpoLeAypeH HIpPaBUIHUK, KOWTO ChIbpXKA IO-
KOHKPETHO HPOLENYPH 3a:

— HNPUEMAHCTO Ha CTAaHOBUIA WM NPEHOPBKU WKW APYrd IMO3UIUH,
BKJIFOUUTECJIHO B CIICIIHHU ClIy4dau,

— JIeJIETUPAHETO Ha 3a/laud Ha JOKIaAYMLUTE U ChIOKIAAUMIUTE;
— mnpuiaragero Ha 4ieH 107 OTHOCHO KOH(MIMKTHTE Ha MHTEPECH;
— (YHKIHOHMpPAHETO HA MOATPYTHTE.

9.  3amaunte Ha KI'MU ca ompenenenu B uinen 105 or HacTosmus
perinameHT ¥ B wieH 99 ot Pernmament (EC) 2017/746.

Ynen 104

CoaeiictBue or Komucusita

Komucusita okazBa ChICHCTBHE 32 CHTPYAHHYECTBOTO MEXIY HAIMO-
HaJIHUTE KOMIETEHTHH opranu. Ilo-crenuanHo Ts chelcTBa 3a opra-
HU3UPAHETO Ha OOMEHa Ha ONHUT MEXAYy KOMIICTCHTHHTE OpraHu u
MpelocTaBsl TeXHUYecKa, HaydHa W JoructuyHa nojakperna Ha KI'MU
U HeiiHuTe mnoarpynu. Ts opranm3mpa 3acemanusita Ha KIMU u
MOJTrPYIHUTE M, Y4acTBa B TE3M 3aCCIaHUsi U OCUTypsiBa HEOOXOIMMHTE
rocjeBaIy JecTBUs.
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Ynen 105
3agaun na KI'MHU

CewrinacHo Hacrosimust pernameHT KITMU uma cnennute 3amayu:

a) JIONpHHACS 32 OLEHSIBAHETO HA OPraHHUTE 3a OLCHSIBAHE HA ChOTBET-
CTBHETO, KOMTO Ca TIOAAM 3asBICHUS, M 3a OIICHKaTa Ha HOTH(DU-
LIUPaHUTE OpraHW CBIJIACHO pasnopendure Ha riasa IV;

0) koncyntupa Komucusra, mo HeWHO MCKaHe, 10 BBIIPOCH, CBBP3aHH C
KoopnuHanmoHnHaTa rpyna Ha HOTH(UIMpAaHUTE OpraHH, Ch3/aJeHa
ChIJIacHO 4iieH 49;

B) JIOTIPHHACS 3a pa3pa0dOTBaHE HA HACOKU 3a €(DEKTUBHOTO M XapMO-
HU3HPAHO TpWJIaraHe Ha HACTOSIIUS PErNIaMeHT, IT0-KOHKPETHO II0
OTHOILLICHHE Ha OINPEACISHETO W HaOIIOICHUETO Ha HOTU(HIIHU-
paHWUTE OpraHd, NpHIAraHeTo Ha OOMmHUTEe W3UCKBaHUA 32
0€30MacHOCT U JICWCTBHE U W3BBPIIBAHETO HA KIMHUYHUTE OICHKU
U VBNUTBAHUS OT HPOU3BOJUTENNTE, OLEHSIBAHETO OT HOTH(UIM-
paHUTE OpPraHM W JEWHOCTUTE MO Mpocie/sBaHe Ha 0Ee30ITacHOCTTA;

T) IONpHHACS 33 HEMPEKHbCHATOTO CIlIeICHe Ha TEXHUYECKHs IPOrpec U
MpeleHsiBa  Jajld  ca  MOAXOMAIM  OOIIMTE M3MCKBAaHUS 34
0e30MmacHOCT M JeHCTBHE, NMPEIBHICHN B HACTOSIIHMS PErJIaMEHT U
B Pernament (EC) 2017/746, Taka 4ye a ce OCUTYpH IO ITOJIXOJSL]
HayMH 0e30IaCHOCTTa U JEHCTBUETO HA M3AENUATA, U 110 TO3W HAUWH
Jla ce CIIOMOTHE 3a IpelieHKaTa Ha HeoOXOIMMOCTTa OT M3MEHEHHE
Ha MpuUiIoKeHue | KbM HACTOSIIMS PEriamMeHT,;

J1) JOIpHHACS 3a pa3pabOTBAHETO Ha CTaHAapTH 3a uznenusata, Ha OC u
HAa HAy4YHM HACOKH, BKJFOUUTEIHO CICIMaIHA HAaCcOKH 3a
MIPOAYKTHTE, 32 KIMHUYHUTE M3NUTBAHHUSA HA OMPE/IEICHU H3JeNus,
U TO-CIIEHUATHO HWMIUIAHTUPYEMUTE WU3IeNus W HW3IeNusITa OT
knac 111

€) OKa3Ba CBICHCTBME HAa KOMIETCHTHHTE OpPraHM Ha IbpP)KAaBHTE
9IeHKH B JEHHOCTHTE WM MO KOOPJIMHALNS, MHO-CIICIHAHO B
obiacTTa Ha KiIacUpUKAIMATa M OMNPENeNIHETO Ha HOPMAaTHUBHUS
CTaTyC Ha W3IENHiTa, KIMHUYHUTE HW3MHUTBAHUS, MPOCIEIIBAHETO
Ha 0e30IIaCHOCTTA M HaJ30pa Ha Ia3apa, BKIIOYMTEIHO pPa3paboT-
BaHETO MW MOJVIPBKKaTa Ha paMKa 3a eBpoIleficka mporpama 3a
HAJ30p Ha Ia3apa ¢ LeJl NOCTUraHe Ha €(PEeKTUBHOCT M XapMOHHU-
3upaHe Ha Haa30pa Ha ma3apa B Chio3a, B CHOTBETCTBHUE C WwieH 93;

) IpefocTaBs, MO cOOCTBEHa MHUIMATHBA WM MO HckaHe Ha Komu-
CUATA, KOHCYNTAllMM NpPU MpEleHKaTa Ha BBIPOCH BBB BPH3KA C
[IPUIAraHETO Ha HACTOSILUSA PETVIAMEHT;

3) JAOIIpHUHACA 3a XapMOHHU3HUpPAHC Ha aJAMHUHHUCTpAaTHBHATa IIpaKTHKa
BBB BPB3Ka C U3ACIHUATA B ABPIKABUTC UJICHKH.

Ynen 106

Hpenonamme Ha HAYYHH, TEXHUYCCKH U KIUHUYHHU CTAaHOBHMINA H
KOHCYJITAllUN

1. KomucusTa, 4pe3 akTOBE 3a M3IBIHEHHE U KAaTO €€ KOHCYITHpPA C
KI'MU, npensukaa MepKH 3a ONPENENSIHETO Ha EKCIEPTHU TIpyIH,
KOWTO Jla OICHSABAT KIMHWYHATA OICHKA B CHOTBETHHUTE OONACTH Ha
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MEAMIMHATA CBIVIACHO maparpad 9 OT HACTOSIIMS WiIeH H Ja
[PEIOCTABST CTAHOBHINA B CHOTBETCTBHE ¢ wieH 48, maparpad 6 or
Pernament (EC) 2017/746 OTHOCHO oOlleHKaTa Ha JACHCTBHETO Ha
HSIKOM MEIUIMHCKH H3JCNIUs 32 WHBUTPO [MArHOCTHKA M, KOTato e
HEoOXOIMMO, 3a KaTETOPHH WM TPYNH WU3CIHS WIH 32 KOHKPETHH
PHMCKOBE, CBBP3aHM C KaT€ropvM WM TPyId H3JENHs, NPU 3aYUTaHE
HAa [PUHIWIKNTE 32 HAi-BUCOKA HAydYHa KOMIICTEHTHOCT, Oe3mpu-
CTPAaCTHOCT, HE3aBHCHMOCT M Ipo3padHocT. ChIMTE NPUHIMIMN Ce
mpuiaarat U kKorato Komucusita pemd ma Ompejield Crennain3upaHu
71a00paToOpuM B CHOTBETCTBHE C Haparpad 7 OT HACTOSALIMS UICH.

2. ExcrnepTHH Tpynmu M CHElUaIM3UpaHd JabopaTopuu MoraT Ja
Obaar ompenensHu B 001acTH, B KOMTO KomucusTa, B KOHCYJNTAlMs C
KI'MHU, ycranoBn HyXaaTta OT TpEAOCTaBSIHE Ha TIOCIEIOBATEIHU
HaY4YHM, TEXHUYECKHM W/WIM KIMHWYHU CBbBETH WIM JlabopaTopeH
eKCIIEPTEeH ONUT BHB BPB3Ka C MPWJIAraHETO Ha HACTOSIIMS PETJIaMEHT.
ExcneptHn Tpynu u crenuaiu3upaHd J1abopaTopuum MoraT Ja ce
OIIPEAENAT 32 MOCTOSIHHO MJIM BPEMEHHO.

3.  EkcneprHuTe rpynH ca ChbCTaBEHH OT KOHCYJITAHTH, HA3HAYEHU OT
Komucuara BB3 OCHOBa Ha aKTyaleH KIMHUYEH, HAy4YeH MWIH
TEeXHHYECKH EKCIepPTeH ONMUT B Ta3M 00JacT, KaTo reorpa)ckoTo MM
pasmpeneneHue oTpassiBa PasHOOOPAa3sHETO Ha HAyYHM M KIMHUYHU
nonxonn B Cwroza. Komwucusta ompenens Opos Ha UJICHOBETE Ha
BCsKa C€KCIIEPpTHaA rpyra CbhIrjlaCHO CbOTBETHUTE HYXIH.

UneHoBeTe Ha EKCIEPTHUTE I'PyNU M3MNBIHABAT 33JauuTe CH Oe3mpu-
CTpacTHO U OOEKTHBHO. Te He TBHPCAT M HE IOJyyaBaT yKa3aHUs OT
HOTHGUIMPAHU OpraHH WM IPOU3BOAWTENH. Bcekum OT dieHOBeTe
TIONBJIBA JEKIapalnsl 32 MHTEPECH, KOATO CE OMOBECTSBA IyOIMYHO.

Komucusita ycTaHOBABA CUCTEMH U IIPOLEAYPH 38 aKTUBHO YIIPaBJICHUE
U IPeIOTBPATABAaHE HA BB3MOXKHHM KOH(IMKTU Ha MHTEPECH.

4. KoraTo HM3roTBST HAayYHHUTE CH CTAHOBHMIIA, EKCHEPTHUTE TIPYIH
B3eMaT TMpPEJIBUJ CHOTBETHATa HWHQOpMAIMs, IPEIOCTaBeHa OT
Pa3IMYHUTE 3aMHTEPECOBAHU CTPAHM, BKIIOYUTEIHO OPTraHM3ALMM Ha
[MalUEHTH U MEAULMHCKUA CIELUATUCTH.

5. Kowmucusra, cnen xoncynrauus ¢ KI'MMW u nyOnukyBaHe B
O¢uyuanen eecmuux Ha Esponeiickus cv03 W Ha yeOcaidTa Ha
Komucusara u cien MokaHa 3a H3pa3sBaHe HA HHTEPEC, MOXKE Ja
Ha3HAUu KOHCYJITAaHTH KbM €KCIEepPTHUTE TIpynu. B 3aBucumoct oT
BHJa Ha 33jadaTa M HyXJaTa OT CHeNU(HUYHM EeKCHEepTHH 3HAHHS B
eKCIIEPTHUTE IPYHNU Morar Ja ObJaT Ha3HAuaBaHU KOHCYITAHTU 3a
MaKCHMaJleH CPOK OT TPH TOJHMHH, KaTO MaHAaThT MM MOXKe aa Obae
[IOJHOBSIBAH.

6. Komucusara, cmex xoncynramust ¢ KI'MU, moxe npa Brimoun
KOHCYJITAaHTH B LEHTPAJU3UpPAH CIUCHK Ha HAIWYHUTE EKCIEepPTH,
KOHMTO, BBIPEKH Y€ HE ca OPHUIMAIHO HAa3HAYCHU B JaJiCHA Ipyma, ca
Ha Pa3OJIOKEHUE Jla MPEIOCTaBsIT ChbBETH M Ja Mojromarat paborara
Ha eKCIIepTHaTa Irpymna, ako € HeoOxoaumo. To3u CIUCHK ce MyOJarKyBa
Ha yebOcaiita Ha Kommucwusra.

7. Komucusata MOXe, Upe3 aKTOBE 3a W3MBIHEHHE U CJex
koHcynranus ¢ KI'MU, na ompenenu crenuanusupaHu j1abopaTopui,
Bb3 OCHOBA Ha CKCIEPTHUS MM OMHUT B OOJIACTTA Ha:

— (1)I/I3I/IKO-XI/IMI/I‘IHOTO XapakTepu3upaHe, Uin

— H3MNHMTBAHETO 3a OHOJOrHYHA CBbBMCCTUMOCT, MI/IKp06I/IOJIOFI/I‘-IHOTO,
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MCXaHUYHOTO, CJIICKTPUYECKOTO, CJICKTPOHHOTO MWJIIM HEKIMHUYHOTO
OMOJIOrMYHO M TOKCHKOJIOIMYHO W3IUTBAHE Ha KOHKPCTHU W3ACIIHAA,
KaTeropun WJu rpynu HU3JACIus.

Komucusra omnpezens camo ClIeHHATN3UPaHH J1a00paTopuu, 3a KOHTO
IbpkaBa wieHKa Wi ChBMECTHHAT H3CIIEIOBATEIICKH LCHTBD € MOl
3asBJICHUE 32 OHpE/CIIsIHE.

8.  Cneumanusupanure naboparopuu Ha EC TpsiOBa &1a oTroBapsTt Ha
CJICTHUTE YCIIOBHSI:

a) Jla pasnoJjaraTt ¢ JOCTaThUCH IICPCOHAT C NOAXOAAIIa KBaJ'II/I(I)I/IKaIII/ISI
1 aICKBATHU 3HAaHHWA U OIIMT B obiacrTa Ha U3aeciausAaTa, 3a KOUTO Ca

OIIPECIICHH;

0) ma mpuTeKaBaT HEOOXOAMMOTO OOOpy/JBaHe, 3a Jla HW3IBIHIBAT
BB3JIOKCHUTE MM 3a[a4H,

B) la IpUTeXaBaT HEOOXOAMMHTE 3HAHUS 33 MEXKIyHapOIHHUTE
CTaHAAPTH U Hai-100pu MpaKTHKY;

r) a UMaT MOAXOMAIIA AJMHHUCTPAaTHBHA OPraHU3aLMs M CTPYKTYpa;

~

Jla TapaHTUpaT, 4ye TEXHUSAT IEepPCOHANl ChONII0JaBa OBEPUTEIHOCTTA
Ha uH(OpMalysATa U AAHHUTE, IMOJIYYEHHM IPH H3IMBIHCHUETO Ha
3aJJa4UTE CH.

a

9.  ExcnepTHUTE TpyIH, ONpeleseHH 3a KJIMHWYHA OLEHKA B CHOT-
BETHUTE OOJIaCTM Ha MeIUIMHATA, W3NBJIHABAT 3aJayuTe, MOCOYECHH B
uieH 54, naparpad 1 u unen 61, naparpad 2, kakto u B paszgein 5.1 or
npunoxkenue X wmm B paszmen 6 oT mpmiokeHue X, CIOpen Ciaydasl.

10.  ExcrnepTHUTE TpynH U CHCHUAIN3UPAHUTE Ja0OpaTOpUU Morar Jia
UMaT CJEIHHUTE 33Ja4d B 3aBHCUMOCT OT NPHUCHIINUTE HYXKIU:

a) Ia MPEOCTaBsT HAy4HO, TEXHHYECKO M KIMHUYHO CHACHCTBHE HA
Komucusta 1 KI'MU BBB Bpb3Ka C NpHUIaraHeTo Ha HACTOSIIUS
perjiaMeHT;

6) 1a MONPUHACAT 3a PA3sBUTHETO M TOAIBPIKAHETO HA TTOIXOISIIN
Hacoku u OC 3a:

— KJIIMHUYHUTEC H3IMUTBAHMA,

— KJIMHUYHATa OLIEHKa M TIPOCJIEIIBAHETO CJle[l IIyCKaHETO Ha
rasapa,

— U3IIMTBAHUATA Ha HeﬁCTBHeTO,

— OIICHKaTa Ha JCHCTBUETO U poCICAABaHETO HA JIEUCTBUETO CJIC]T
IMYCKaHCTO Ha I1a3apa,

— (I)I/ISI/IKO-XI/IMI/I'-IHOTO XapakTepusupaHe, u

— U3MHWTBAHETO 3a OHOJIOrMYHA CbBMECCTHUMOCT, MI/IKp06I/IOJ'IO-
THYHOTO, MCXAaHUYHOTO, CJIICKTPUYCCKOTO, CJICKTPOHHOTO WJIN
HCKIIMHUYHOTO TOKCHUKOJIOTMYHO H3IIMTBAHC

Ha KOHKPETHH HM3ICIHA, KAaTCrOpunu WK TPYyNU HU3ACIUA WA 3a
KOHKPETHU OIIaCHOCTH, CBBP3aHU C KATCropus WIH Ipylia HU34CIIUs;

B) Ha pa3paboTBaT M MpaBAT Iperjie] Ha HACOKUTE 3a KJIMHUYHA
OLIEHKAa M HACOKHUTE 3a OlLICHKAaTa Ha JIEHCTBMETO C LE OLICHSABAHE
Ha CHOTBETCTBUETO CHIVIACHO HAl-HOBUTE HAY4YHU JOCTIIKEHUS I10
OTHOIIICHHE Ha KIMHUYHATA OLEHKA, (PU3NKO-XUMUYHOTO XapaKTepH-
3upaHe, M3MUTBAHUATA 32 MHKPOOHOJIOTHYHA CHBMECTHMOCT, MeXa-
HUYHHUTE, EJEKTPUYECKUTE, EJIEKTPOHHUTE WM HEKIMHUYHHUTE
TOKCUKOJIOTUYHH H3IUTBAHUS;
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r) Ja JOIpPHUHACST 32 Pa3paboTBAHETO HA CTAHAAPTH Ha MEXKIYHApOIHO
paBHUIIE, Taka 4ye [a ce rapaHTHpa, 4e Te3H CTaHIAPTH OTpa3siBaTr
MOCJICIHUTE HAYYHH MOCTHIKCHHUS;

}1) Jla IpeaoCTaBAT CTaHOBUILA BBB BPb3Ka C KOHCYJITAUUTE OT CTpaHa
Ha MPOU3BOJUTEIIUTE B CHOTBETCTBHE ¢ WieH 61, maparpad 2, HOTH-
¢unMpaHuTe OpraHd W JbpP)KaBUTE YJICHKH B CHOTBETCTBHE C
naparpadgu 11—13 oT HacTOSIIUS YJICH.

€) Jia JONPHUHACAT 3a HAOEJSI3BAaHETO HA OMACCHHS M HOBOBB3HUKBAIIU
BBIPOCH OTHOCHO O€30MacHOCTTa M JIEHCTBUETO HA MEAMLIUHCKHUTE
W3/ICIINS,

) Jla TIPEIOCTaBsAT CTAHOBHINA B ChOTBETCTBHE C wieH 48, maparpad 4
ot Permament (EC) 2017/746 oTHOCHO olleHKara Ha JEHCTBHETO Ha
OTpEJICIICHH MEIUIIMHCKU M3JICNINSI 32 MHBUTPO JHMArHOCTHKA.

11.  Komwucusita yiecHsiBa JOCTbIIA HA IbPKABUTE YICHKH, HOTH(H-
LUPAaHUTE OPraHd M MPOU3BOJUTENUTE IO CTAHOBHUILATA, IPEIOCTaBSIHU
OT eKCIEPTHH TPyNU U CIHEHUATH3UPAHU JabOpaTOpuu IO BBIPOCH,
BKIIFOYBAIM, Hapel C JPYroTo, KPUTEPUHTE 3a MOAXOISN] Habop OT
JaHHM 3a OLICHSABAHE Ha CBOTBETCTBUETO HA MAIECHO H3JEIHE, IIO0-
CTEHaTHO MO OTHOIICHHWE HA KIMHUYHUTE JIaHHU, HEOOXOIUMH 32
KJIMHUYHATA OILICHKA, [0 OTHOLICHHUE Ha (PU3UKO-XUMHUYHOTO XapaKTEepH-
3UpaHe W MO0 OTHOLIEHHE Ha MUKPOOMOJIOTHYHNTE W3IUTBAHUS, H3IUT-
BaHMTA 32 OMOJIOTUYHA ChBMECTUMOCT, MEXaHUYHUTE, CIEKTPUUYECKUTE,
CJICKTPOHHUTE U HEKJIMHUYHUTE TOKCHKOJIOTMYHU H3MHUTBAHHUS.

12.  Ilpu npuemaHeTo Ha HAyYHOTO CHM CTAaHOBMIIEC MO maparpad 9
YJICHOBETE Ha EKCIIEPTHHUTE TPYIH TOoJlaraT MaKCUMaJHH YCHIIUS 3a
MIOCTUTaHETO Ha KOHCEHCYC. AKO HEe MOXKE Ja Ce IOCTUTHE KOHCEHCYC,
eKCIepTHaTa Ipyna B3eMa pPELIeHHe ¢ MHO3MHCTBO OT YJICHOBETE CH,
KaTo B HAYYHOTO CTAQHOBHIIE CE€ IOCOYBAT PA3IMYHHUTE IO3UIHUA WU
MOTHBHTE, Ha KOUTO T€ CE€ OCHOBaBaT.

Komucusita nmyOinKkyBa HaAyYHHTE CTAHOBHIIA U CHBETH, MPEIOCTABCHU
B choTBeTcTBUE ¢ maparpagu 9 m 11 OoT HacTosmMs YieH, Karo ce
rapaHTHpa B3EMaHETO TOJ BHUMAaHHE Ha acIleKTHTE, CBbP3aHU C TOBE-
putenHoctTa, cbriacHo wieH 109. HacokuTe 3a KIMHUYHATA OICHKA,
nocoueHu B maparpad 10, OykBa B), ce myOIMKyBaT ciell KOHCYJITalus
¢ KI'MU.

13.  Komucusta MOXe J1a TIOMCKA OT MPOU3BOAUTEIUTE M HOTH(UIIH-
paHHWTE OpraHM Ja 3alUlaliaT TaKCH 3a MPEJOCTABEHHTE CTAHOBHINA OT
SKCIICPTHHUTE TPYIH U Crienuantu3upanute naboparopuu. CTpyKTypaTa u
pa3MepbT Ha TaKCHTe, KAaKTO M pa3MepbT U CTPYKTypara Ha
HO/UICKALMTE HA  BH3CTAHOBSIBAHE pa3XOAd, CE [pUeMar oOT
Komucusara upe3 akToBe 3a H3MBIHEHHE, KaTO Ce B3eMaT MPEIBHUI
LEJINTE 338 HA/UICKHO IPHIaraHe Ha HACTOSIIMS PErNIAMEHT, 3aKpHiaTa
Ha 3[paBeTo M 0E30MacHOCTTa, MOJKpernaTa Ha HHOBAIMUTE ¥ UKOHOMHU-
yeckaTa ¢(PEKTHBHOCT M HEOOXOJMMOCTTA Ja C€ TOCTHTHE AKTHBHO
yd4acThe B CKCIEPTHHTE TIpymd. Te3d aKkToBe 3a W3IIBJIHCHHE CC
HpHeMaT B CHOTBETCTBHE C IIpOLEAyparTa IO PasrieKAaHe, MOCOYCHA B
uieH 114, maparpad 3.

14.  Takcure, KOWUTO ce IUtamar Ha KOMHCHSATAa CBIVIACHO IIPOLe-
nypara 1mo maparpad 13 OT HacTosIMs YICH, CE€ OIPENCIAT II0
MpO3pavyeH Ha4YMH BB3 OCHOBA HA pAa3XOIHWTE 3a MPEIOCTABCHHUTE
yeayrd. IbDKUMHUTE TaKCH Ce HaMallsiBaT B CiIydaid Ha Opolenypa mno
KOHCYJTAlUsl OTHOCHO KIMHHYHATA OIICHKA, MpEIIpHera B ChOT-
BercTBUE C paszmen 5.1, OykBa B) oT mpmiokeHue IX, ¢ yuactuero Ha
MPOU3BOJUTEN, KOUTO € MHKDPO-, MAIKO WJIH CPEIHO MPEANpPHUITHE 10
cmucnia Ha [pemopbka 2003/361/EO.
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15.  Ha Komucusita ce nmpegocTtaBsi MpaBOMOIIMETO Jia IpHeMa Jele-
TUpaHU aKTOBE B CHOTBETCTBHE ¢ wieH 115 3a M3MeHeHHe Ha 3aJauuTe
Ha EKCIIEPTHHUTE TPYNH MU CHELUAIN3UPAHUTE JIA0OPATOPHH, TIOCOYCHU B
naparpad 10 OT HACTOSIIMS YJICH.

Ynen 107

Konduaukr Ha mHTEpecn

1.  UYnenosere Ha KI'MMU, HeilHWTEe nNOArpynu W UICHOBETE Ha
eKCIIEPTHUTE TPYNH M CHEHUAIH3UPAHUTE JTa0OpAaTOpUH  HSAMAT
(MHAHCOBM WM JPYTM HHTEPECH B CEKTOpa Ha MEJUIMHCKUTE
M3JeNusl, KOMTO OuxXa MOIVIM Jia TOBJIHMSAT BBbPXY TAXHATa O€3MpH-
cTpacTHOCT. Te mpuemar na paboTAT B MHTepec Ha OOIIECTBOTO W Jia
YOpaXHSBAT AEWHOCTTA CH IO HE3aBHCHM HauMH. Te nekiapupaTr BCEKH
NpAK WINK HENpsK MHTEpec, KOMTO Morar Jila uMaT B CEKTOpa Ha MeIH-
IMHCKHUTE U3AENUs, U aKTyalu3upar AeKiIapalusra CH IpH BCsSKa eIHa
MMallla OTHOLIEHHE NMpoMsHA. JlekiIapamysra 3a MHTEPECH € MyOINYHO
JIOoCThITHA 4pe3 yeOcaiita Ha Komumcusara. Hacrosmmsar wieH He ce
Mpujara CrpsiMo IpeICTaBUTEIUTE Ha 3aUHTEPECOBAHUTE OpraHM3allUH,
yuactBan B noarpynute aHa KI'MU.

2. Exkcneprute u npyrute Tpetu jauna, nokaHenu ot KI'MU 3a
KOHKPETHM CJIydad, JIeKJapupar BCSIKaKBH HMHTEPECH, KOUTO MoraT Ja
MMaT 10 OTHOILIEHHE Ha ChOTBETHHUS CIy4ail.

Ynen 108

Pel"l/ICTpH HAa u3JeJusiTa U 0a3u JaHHU

Komucusta U IbpiKaBUTE WICHKU MPEANPUEMAT HEOOXOJAUMHTE MEPKH
32 HachpUaBaHE HA Ch3JAaBAHCTO HA PErHCTPA M 0a3d [aHHH 3a
KOHKPETHH THUIIOBE H3JEHs, KAaTO YCTAHOBSBAT OOLIM MPHHIMIN 32
chOupaHe Ha cbhrnoctaBumMa HWHQopMmanus. Te3u peructpu u 0azu
JaHHW JIOTPUHACAT 32 HEe3aBHCHUMaTa OICHKAa Ha JBJITOCPOYHATA
Oe3omacHOCT M JICHCTBME HA W3JACIAMATa MM HPOCICIMMOCTTa Ha
HMIUIAHTHPYEMHUTE U3JCIHsL, WIH BCHYKUA MOJO00HU XapaKTCPHCTHKH.

I'IABA IX

MOBEPUTEJIHOCT, 3ALIUTA HA JAHHUTE, ®UHAHCHUPAHE H
CAHKIIMHU

Ynen 109

IloBepuTeanoct

1. OcBeH KOraro € npeiBUICHO APYro B HACTOSIIMS PErJIaMeHT u 0e3
Ia ce 3acsrar AeHCTBAIUTe HANMOHAIHM pA3NoOpefdM W MPaKTHKH B
JIbp)KaBUTE UIEHKM OTHOCHO ITOBEPHTEIHOCTTa, BCHUYKH CyOeKTH,
y4acTBallli B TMPHJIAraHeTO Ha HACTOSIIUS PErJIAMEHT, ChOIIo/IaBaT
MIOBEPUTEIHOCTTa Ha WH(OpManusTa M JaHHUTE, NOJYYEHH IpU
U3IBIHEHUE HAa TEXHUTE 3aJauyl, ¢ OIJIeJ 3alluTara Ha:

a) JIMYHUTE JIaHHU B ChOTBETCTBHE ¢ uieH 110;

6) moBepuTEIHATa MHPOPMAIKSA ¢ THPTOBCKH XapakTep W ThPTrOBCKHUTE
TaiHU Ha (PU3UYECKO WM IOPHIMUYECKO JIHIIE, BKIIOYUTEIHO MpaBara
HA WHTENIEKTyalHa COOCTBEHOCT; OCBEH aKO Pa3sKpHBAHETO HE € B
00IIeCTBEH MHTEPEC;

B) €()EeKTHBHOTO IpHUJaraHe Ha HACTOSIIHS PETJIAMEHT, MO-KOHKPETHO
IIPU IIPOBEPKUTE, PA3CICIBAHUATA WIH OJUTHTE.
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2. be3 pma ce 3acsara maparpad 1, unpopmanusaTa, oOMeHeHa Ipu
YCJIOBHSI Ha IOBEPHTEIHOCT MEXK/Iy KOMIETEHTHHUTE OpPraHH U MEXKIy
KOMIIETeHTHHTE opranu u KommcusTa, He ce paskpuBa 0Oe3 IperaBapu-
TEJIHOTO ChIVIACHE Ha OpraHa, KOWTO s IPENOCTaBs.

3. Tlaparpadu | u 2 He 3acsrar mpaBaTta W 3aJbJDKCHUsATa HA KoMu-
CUSTa, JIbPKABUTE WICHKA M HOTU(DUIMPAHUTE OPraHU MO OTHOLICHHE
Ha oOMeHa Ha WH(pOPMAIUS U Pa3NPOCTPAHSBAHETO HA MPEIYIPEK-
JICHHS, HUTO 33/IbJDKCHUATA Ha CHOTBETHUTE JIMILA 32 MpPEACTaBSHE Ha
rHpOpMANUs CHIIACHO HAKa3aTeNHOTO IPaBo.

4. Komucusita U Ibp)KaBUTE WICHKH MOTaT Ja OOMEHST [TOBEPUTEIHA
uH(OpMAIS C PEryJaTOPHUTE OpraHH Ha TPETH IbPKaBH, C KOHTO ca
CKJIIOUWJIM JIBYCTPAaHHM WJIM MHOTOCTPAHHHM CIIOPAa3yMEHHS OTHOCHO
HOBEPUTEIHOCTTA.

Ynen 110

3ammTa HA JAHHHUTE

1. JIbpxaBure wieHku mnpuiaarat upektuBa 95/46/EO  mo
OTHOIICHHE Ha 00pabOTBAaHETO HA JMYHU JIAHHW, W3BBPIIBAHO B
JBbPKABUTE WICHKH CBIIIACHO HACTOSIIHUS PETIIAMCHT.

2. 3a uumyHuTe OaHHU, Kouto Komucusara oOpaboTBa CHIIIACHO
HACTOSIIIUS periiaMeHT, ce npuiara Pernament (EO) Ne 45/2001.

Ynen 111

HauuciasiBane Ha Takcu

1.  HacrosmmsT perjiaMeHT He 3acsira BB3MOMKHOCTTA IbP)KaBHUTE
YJICHKU Jla HAYMCIISABAT TAKCH 33 JICHHOCTHTE MO HACTOSIIMS PETJIAMEHT,
IpH YCIOBHE Y€ pPa3MepbT Ha TaKCHUTE € ONPEACNICH IO MPO3pavcH
HAYMH U B3 OCHOBA Ha MPUHIMINTE 32 MOKPUBAHE HA Pa3XOIUTe.

2. IepxaBure wieHKH uHpopmupar Kommucusta u ocraHamure
Ibp’KaBU 4YJICHKU Hail-MaJIKo TpM Mecela Hpead Ja MpUeMaT CTPyK-
Typara M pazMmepa Ha Takcure. CTpyKTypaTra U pa3MepbT Ha TaKCUTE
CE OIOBECTABAT IIPU MOUCKBAHE.

Ynen 112

DuHaHCHpaHe HA [efiHOCTUTE IO ONpejesiHETO U HadJII0JeHHeTo
HAa HOTU(HUUUPAHUTE OPraHu

Pa3xonute, cBBp3aHM € [OEHHOCTUTE 3a CHBMECTHO OIICHSIBAHE, C€
nokpuBar ot Komwucusra. Upe3 axrtoBe 3a u3mbiaHeHue Kommucusra
ompeJelis pa3Mepa M CTPYKTypaTta Ha MOJAJICKAIIUTE Ha Bh3CTAHOBSIBAHE
pasxoaud M ApyruTe HEOOXOMUMHM IMpaBUiIa 3a TpHiaraHe. Te3u akTOBE
32 U3IBJIHEHHWE C€ NpueMar B CHOTBETCTBHE C Ipolexypara o
pasriexaaHe, mocodyeHa B wieH 114, maparpad 3.

Ynen 113

Cankuuu

JIbp)KaBUTE YICHKH YCTAHOBSIBAT CHCTEMA OT CAHKI[MH, IPUIIOKUMHU HPH
HApYIICHHE HA Pa3lopea0r Ha HACTOSIIUS PETJIAMCHT, U B3€MaT BCHUKH
MEpKH, HEOOXOANMH 3a OCHTypsiBaHE Ha mpmiaraHeto UM. CaHKIMHTE
TpsiOBa na ObAaT e(eKTHBHM, ChPa3MEPHU W BB3NUpaIiu. [IbpkaBuTe
yieHKH HoTuguuupar Ha Komwucusra Te3u pa3mopeadu ¥ MEpKH 0
25 ¢espyapu 2020 r. BKIIOUUTENHO U si HOTH(QUIMPAT He3a0aBHO 3a
BCSIKO TIOCJIC/IBAIIO M3MCHEHHE, KOCTO TH 3acsra.
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TJIABA X
SAKUIIOYUTEJHU PA3IIOPEJIBHU

Ynen 114

Ilpouenypa Ha kKomuTeT

1. Komwucusatra ce mnoamomara ot Komurer 10 MEIMIIMHCKUATE
m3ienus. To3u KOMHTET € KOMUTeT 1o cmuchia Ha Permament (EC)
No 182/2011.

2. Ilpu nosoBaBaHe Ha HacToswus mHaparpad ce mpuiara 4iaeH 4 or
Pernament (EC) Ne 182/2011.

3. Tlpu no3oBaBaHe Ha HACTOAIIMA maparpad ce mpujara 4WieH 5 oT
Pernament (EC) Ne 182/2011.

Korarto xomuteThT He Aaje craHoBHIle, KoMucHsITa HE MpHeMa MpOeKTa
Ha aKT 3a U3MBJIHEHHWE U Ce Mpuiara wieH 5, maparpad 4, Tpera anuHes
ot Pernament (EC) Ne 182/2011.

4. Tlpu mo3oBaBaHe Ha HACTOSAIIMS Maparpad ce mpuiara 4ieH 8 or
Pernament (EC) Ne 182/2011 BBB Bpb3Ka ¢ wieH 4 Wiau S OT HEro, B
3aBUCHMOCT OT CIydas.

Ynen 115

ana»ﬂmBaHe Ha JeJIerupaHeTo

1. IIpaBomomumero Ja mpueMa JelernpaHd akToBE Ce MPEJoCTaBs Ha
Komucusita mpu crasBaHe Ha MPCIBHACHUTE B HACTOSIIUS HICH
YCIIOBUSL.

2. IlpaBomommeTro aa mpueMa JeNeTUpaHu aKTOBE, MOCOYEHO B WICH
1, maparpa¢ 5, unen 3, unen 10, nmaparpad 4, unen 18, maparpad 3,
uwieH 19, naparpad 4, unen 27, naparpad 10, unen 44, naparpadp 11,
wieH 52, maparpad 5, unen 56, maparpad 6, unen 61, maparpad 8,
e 70, maparpad 8 w unen 106, maparpad 15, ce mpemocraBsi Ha
Komucusita 3a cpok or mer romwHm, cuutaHo ot 25 mai 2017 T.
Komucusata M3roTBs AOKJIAJ OTHOCHO JEJICTMPAHETO Ha IMPaBOMOIINS
HE I0-KbCHO OT JeBeT Mecela Mpeid W3TUYaHEeTO Ha MeTTOJHIIHUS
cpok. JlenerupaHeTo Ha MPaBOMOLIMS CE€ MPOJBDKABA MBIYAIHBO 32
CPOKOBE C €JHaKBa MPOABKUTENIHOCT, OCBEH ako EBpomelckust
napiaMeHT wid ChBETBT HE BB3PA3AT Cpelly MOJ00HO MpOABIDKaBaHEe
HE MO-KBCHO OT TPH Mecella Mpear M3THYAHETO Ha BCEKU CPOK.

3. JlemerupaHeTo Ha MpPaBOMOILIMS, TOCOYEHO B WieH 1, maparpad 5,
wieH 3, wien 10, maparpad 4, wien 18, maparpadp 3, uien 19,
naparpad 4, unen 27, maparpad 10, unen 44, maparpad 11, umen 52,
naparpad 5, uieH 56, maparpad 6, uien 61, maparpad 8, unen 70,
naparpad 8 u unen 106, maparpad 15, Moxe na Obae OTTEITICHO O
BCsiKO BpeMe oT EBporeiickus mapnamenT win oT CeBera. C penieHneTo
3a OTTEIVISIHE Ce MPEKPAaTsiBa MMOCOYCHOTO B HEroO JCJICrHPaHe Ha MPaBo-
momwsi. OTTErNISIHETO TOpaKAa IEHCTBHE B JEHS Cliel ITyOJMKYBaHETO
Ha peuieHuero B Oguyuanen secmuux Ha Eeponetickus cvio3 WM Ha
M0-KbCHA JlaTa, MOcOoYeHa B pemieHuero. To He 3acsra JecTBUTEN-
HOCTTa Ha JIelIeTUPAaHUTE aKTOBE, KOMUTO Bede Ca B CHIIA.

4. Ilpenu nmpuemaHeTo Ha jaenerupa akT Komwucusra ce KoHCynaTHpa
C eKCIePTH, OIpEACIECHH OT BCSKA Tbp)KaBa WIEHKA B CHOTBETCTBUE C
NPUHOUIIATE, 3aJICTHAJIA B MC)KZ[)/I/IHCTI/ITYI_II/IOHB.IIHOTO CIIOpasyMEHHUEC
ot 13 anpun 2016 r. 3a M0-700p0O 3aKOHOTBOPYECTBO.
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5. Bennara cnen kato mpueme jenerupaH akTt, Komucusra HOTH-
¢umpa akta erHOBpeMeHHO Ha EBpomeiickus mapiamenT u Ha ChbBerta.

6. JlemerupaH axT, HpUET ChIVIACHO 4ieH 1, maparpad 5, wieH 3,
wied 10, maparpad 4, unen 18, maparpad 3, unen 19, naparpad 4,
wieH 27, naparpad 10, wien 44, naparpad 11, unen 52, naparpad 5,
uwieH 56, maparpad 6, uien 61, nmaparpad 8, uien 70, maparpad 8 wu
anen 106, maparpad 15, BamM3a B CHIAa €IMHCTBEHO ako HHTO EBpo-
MEHCKUIT napJJaMeHT, HUTO CBBETBHT HE ca NpeaACTaBUIIN BB3PAKCHUSA
B CPOK OT TPH Mecena ciieJl HOTH(GUIUPAHEeTO 3a akTa Ha EBporeickus
napiaMeHT ¥ Ha CbBeTa, WIM aKo NMpeau M3THYAaHETO Ha TO3H CPOK U
EBporneiickustr mapiaament, 1 CbBeThT ca yBemomin Kowmwmcusra, de
HsMa Ja NPEJCTaBAT Bb3paKeHUs. [10COYCHMST CPOK ce YABIDKaBa ¢
TPU Mecella 1O WHHIMATHBa Ha EBpomeickus mnapiaMeHT WiIH Ha
CsbBera.

Ynen 116

OT}ICJ’]HH aeJerupanu AaKTOBE 3a PpasjinyHuTe [JdeJCerupaHu
npaBoMoIms

Komucusita npueMa OTACJICH ACJICTUPAH aKT BbB BPb3Ka C BCSAKO ITPaBO-
MOMOIUEC, KOCTO e JCICTUPAHO CBIVIACHO HACTOAIINA PEIrIaMCHT.

Ynen 117
HNzmenenne na Jupexruna 2001/83/EO

B npunoxenne I koM dupextuBa 2001/83/EO Touka 12 ot pazmen 3.2
Ce 3aMEeHsI ChC CIICIHOTO:

»(12) Koratro mpoaykr ce ypexkaa ¢ Hacrosiara JIMPEKTHBA
cbriiacHO wieH 1, maparpad 8, BTopa anuHes wid 4ieH I,
naparpad 9, Bropa anunes or Permament (EC) 2017/745 na
Esponeiickus mapnameHnt 1 Ha CbBera (¥), JTOKyMEHTAIMsTa
3a M3JaBaHE Ha Pa3pellCHUE 3a THProBHs BKIIOYBA, aKO ca
HAJIMYHM, PE3yJNTaTHTE OT 4YacTTa 3a OLEHSIBaHE Ha CHOTBETC-
TBHETO HAa W3JEIIUETO C PEJICBAHTHHUTE OOLIM M3UCKBAHUS 3a
6e30MacHOCT U JeiiCTBHE, YCTAHOBEHH B MPHIOKEHHE | KbM
CBUIMSl perjiaMeHT, chappxkamu ce B EC nexnmapanumsita 3a
CHOTBETCTBHE HA MPOM3BOMUTENS WM B CHOTBETHHS H3IallCH
OT HOTH(HIMpAaH OpraH cepTUUKAT, JaBall I[paBO Ha
MPOM3BOJUTENS Ja HaHece MapkupoBkara ,,CE® Bbpxy menu-
IIMHCKOTO H3JIETIHe.

AKO JOKyMEHTalMsiTa HE ChAbp)Ka pE3yJITaTHTE OT OLEHS-
BAaHETO HAa CBHOTBETCTBHETO IO IBbpPBAa ajMHEss M KOTraTo 3a
OLICHSIBAHETO Ha CBOTBETCTBUETO HA W3MOJI3BAHOTO CaMo-
CTOSITEJIHO H3ENHE CE M3UCKBA y4acTHETO Ha HOTU(HIMPAH
opran cwriacHo Permament (EC) 2017/745, opranbT W3UCKBa
OT 3asiBUTENISI []a IPECTaBU CTAHOBUILE 33 YacTTa 3a ChOTBET-
CTBHETO Ha HM3JEIHETO C MPHIOKHUMHUTE OOIIY M3MCKBAHMS 32
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0e30macHOCT M JIeHCTBHE, YCTAaHOBEHHM B HpuiioxkeHue [ or
TIOCOYCHHS PErIaMeHT, ONpEeieNeHH OT HOTH(HIMpaH Opras,
OmNpeJiesieH CBINIACHO CBIHUSA pErNaMeHT 3a [JaJeHus THUll
U3ZENueE.

(*) Pernmamenr (EC) 2017/745 na EBpomelickus mapiaMeHT U Ha
CeBera ot 5 ampun 2017 1. 3a MEIWIUMHCKUTE H3AETUS, 3a
n3meHenne Ha JupextuBa 2001/83/EO, Permamentr (EO)
Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a ormsiHa Ha
mupektuBu 90/385/EMO u 93/42/EVIO na CovBera (OB L 117,
5.5.2017 r., ctp. 1).”

Ynen 118
HUzmenenne na Permament (EO) Ne 178/2002

B unen 2, tpera amunes or Permament (EO) Ne 178/2002 ce mobaBs
cienHata OykBa:

M) MEIUIMHCKU m3nenus mo cMuckia Ha Permament (EC) 2017/745
Ha EBponelickus napnamenTt u Ha CbBera (¥).

(*) Permament (EC) 2017/745 na EBpomeickusi mapiaMeHT W Ha
CoBera or 5 ampun 2017 1. 3a MEIUIMHCKUTE HW3ICIUS, 32
n3meHenne Ha JupektuBa 2001/83/EO, Permament (EO)
Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a ormsiHa Ha
mupextuBr 90/385/EMO u 93/42/EMMO na Cweera (OB L 117,
5.5.2017 r., ctp. 1).

Ynen 119
HN3menenne na Permament (EOQ) Ne 1223/2009

B unmen 2 or Permament (EO) No 1223/2009 ce nmoGaBsi cieqHHST
naparpad:

4. Ilo mckane Ha JbpkaBa YJ€HKAa WM IO CBOS MHMIIMATHBA
Komucusita MoXe J1a TpHeMa HEoOXOAMMHTE MepKH, 3a Ja
orpeneNu Aajdy KOHKPETeH MPOAYKT WM Tpyla MPOAYKTH Tomnaaar
B 0o0XBaTa Ha ONpEICICHUETO Ha ,,KO3METHYCH NpoaykT:. Te3u
MEpKH Ce IpUeMaT B ChOTBETCTBHE C IpOIle/lypara 10 peryiupaHe,
npeaBuaeHa B wieH 32, naparpad 2.

Ynen 120

IIpexonnu pasmopendu

1. Ot 26 mait 2020 r. Bcsika IyOnaMKanus Ha HOTH(UKALUS BbB
Bpb3ka ¢ HoTH(UIMpaH opraH cbriacHo gupektuBu 90/385/ENMO u
93/42/EVIO ctaBa HeBalHIHA.

2. Ceprudukarute, U3JaJleHU OT HOTH(HULUUPAHU OPraHU CBITACHO
mupextuBr  90/385/EMMO wu  93/42/EMMO mpenu 25 wmaii 2017 r.,
OCTaBaT BAIUJIHU A0 U3TUYAHE HA CPOKA, I0COYEH B CHOTBETHUS CEPTU-
¢duKaT, ¢ U3KIIOUCHHE Ha cepTH(HUKATUTE, U3JaJCHH B CHOTBETCTBUE C
npunoxenue 4 kM JupextuBa 90/385/EMO wmnm ¢ npunoxenune IV
kbM JupextuBa 93/42/EMIO, KouTO cTaBaT HEBAJIMIHU Hal-KbCHO Ha
27 wmait 2022 .
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Ceprudukature, H3IaJCHH OT HOTH(GUIMPAHU OPraHU CBITACHO
mupextuBr 90/385/EMO u 93/42/ENO, cuutano ot 25 wmaii 2017 r.,
OCTaBaT BAIUJIHU /0 Kpas Ha IEPUOJA, IOCOYEH B CHOTBETHUSI CEPTU-
¢uKaT, KaTo TOH He HAAXBBPIS MET TOJWHH CIeI M3aBaHETO HA CePTH-
¢uxara. Ceprudukarure obade craBaT HeBaIMIHU Ha 27 mail 2024 r.

3. Upes3 neporanus OT 4Yi€H 5 OT HACTOSILUS periaMeHT, U3Jeiue,
Koeto e m3nenue ot kiac | cerimacuo Jupektusa 93/42/EMNO, 3a koeto e
M3rOTBEHA JeKjapalus 3a cboTBeTcTBHE mpeau 26 mait 2020r. u 3a
KOETO CBHITIACHO HACTOSIIIHS PETIaMeHT e M3UCKBA YYaCTHETO Ha HOTH-
(¢unupan opra B IIpolLieAypara 3a OLECHSBaHE Ha ChOTBETCTBUETO, WIU
u3fenue, CepTUGHUKATBT 3a KOETO € H3JaJeH B CBHOTBETCTBHE C
JupextuBa 90/385/EMMO wmm dupektuBa 93/42/EMMO u xoiito e
BaIMJICH CHIVIACHO maparpad 2 OT HACTOSIIUS 4YJICH, MOXE Ja Objae
IyCHATO Ha Ta3apa WM IycHATo B jeidcTBue mo 26 maii 2024 r., ako
kbM 26 maii 2020 r. npoabiKaBa.

bes na ce 3acsrar riaBa IV u maparpad 1 oT HacTOSsIIUS 4JICH, HOTH-
(unupaHuAT opras, u3an cepTudukara 1Mo MbpBa alruHes, IPoIbJDKaBa
Jla OTroBapsi 3a YIPaXXHSIBAHETO HA TOAXOJSI HAA30p MO0 OTHOIICHHE
Ha BCHYKHM NPWIOKHMH HM3UCKBAHUS, OTHACAIIM CE€ J0 CEepPTU(HIN-
PaHOTO OT HErO U3JENHUE.

4.  U3penusi, KOMUTO ca 3aKOHHO ITyCHAaTH Ha Ta3apa CBHIJIACHO
mupextuBr  90/385/EMO u  93/42/EMMIO mpenu 26 wmaii 2020 r.,
» C2 u usienus, KOMUTO ca IyCHATH Ha masapa oT 26 mait 2020T.
ChbIVIacHO maparpad 3 OT HACTOAMIMSA YJICH, MOTaT Ja MpoAbJDKAT Ja
ce MpEefoCTaBAT Ha TMaszapa WIM Ja ce IyckaT B JEHCTBHE 10
26 mait 2025T. 4

5. Upes geporanus ot pupektuBu 90/385/EMO u 93/42/ENO, uzne-
JHATA, KOUTO OTTOBapsAT HAa HM3HMCKBAHWATA HA HACTOSIIHS pETJIAMEHT,
Morar Jia ce myckaTr Ha mnaszapa npeau 26 mait 2020 r.

6. Upes neporamms ot aupektuBu 90/385/EMO wu  93/42/ENO
OpraHUTE 3a OLIEHSBAaHE Ha ChOTBETCTBHETO, KOUTO OTTOBAPST HA M3MCK-
BaHMATA HA HACTOAIIMS pPErjlaMeHT, Morar na ObIaT OmpeleisiHu U
votuuimpann npeau 26 maii 2020 r. Hortuduuupanute opraHw,
KOMTO Ca OIpeAe]eHM U HOTU(GUIMUPAHU CBIVIACHO HACTOSIIUS
periaMeHT, MOraT Aa IPOBEXIAT MPOLEAypUTE 3a OLEHSIBaHE Ha CBHOT-
BETCTBHETO II0 HACTOSIIMS perjaMeHT W Jla Hu3JaBaT cepTU(UKaTH
CBIVIACHO HACTOSILUS persiameHt npeau 26 mait 2020 r.

7.  Ilo oTHOIIEHHE Ha W3JENUsTa,3a KOUTO C€ Ipuiara npoueaypara
[0 KOHCyNTauus 1mo wieH 54, ce mpuiiara maparpad 5 OT HacTOSIIUS
4JieH, IPU YCJIOBHE Ye ca OWIM HampaBeHH HEOOXOIMMHUTE Ha3HAUCHHMS
B KI'MU u excnepTHUTE TpYIH.

8. Upes neporauusi ot wieH 10a, uien 100, nmaparpad 1, Oyksa a) u
uieH 11, maparpad 5 ot dupektuBa 90/385/ENO u unen 14, naparpadu
1 u 2, unen 14a, maparpa¢ 1, Oyksu a) u 0) u wien 16, maparpad 5 ot
HupektuBa 93/42/EMO, ce cuurta, 4Ye MPOU3BOIUTEIHUTE, YIIBIHOMO-
IICHAUTE MPEACTABUTEIN, BHOCHTCINTE M HOTH(GHIMPAHUTE OpraHH,
KOHWTO Ipe3 INepHoja, 3aroyBaln] Ha MO-KbCHATA OT JATUTE, IOCOYCHU
B wieH 123, maparpad 3, Oyksa r), u npukimousam 18 meceua mo-
KBbCHO, cra3BaT wieH 29, naparpad 4, wieHn 31, naparpad 1wu unen
56, maparpad 5 oT HacTOSIIMS PErJIaMeHT, Ce CUMTa, Y€ CIa3BaT 3aKo-
HOBHTC WM TIIOJ3aKOHOBUTC aKTOBE, IIPHETH OT IBPKABHTC YICHKH
chOTBeTHO chriacHO wieH 10a ot HdupektuBa 90/385/EMO wnm uieH
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14, nmaparpadu 1u 2 ot Jdupexkrusa 93/42/EMO, chOTBETHO CBITACHO
uwieH 100, maparpad 1, 6yksa a) or dupexktuBa 90/385/ENO winu unen
14a, maparpad 1, OykBu a) u 6) or Jupexrusa 93/42/EVIO u cbOTBETHO
cbritacHo wieH 11, maparpad 5 ot JupekruBa 90/385/EMO wnu uieH
16, maparpad 5 ot HupextuBa 93/42/EMO, KakTOo € IOCOYCHO B
Pemenne 2010/227/EC.

9.  Pazpemenusita, wu3NaAeHU OT KOMIICTEHTHUTE OpraHd Ha
Ibp)KaBUTE WIEHKH ChIIacHO wieH 9, maparpad 9 ot [upekrtuBa
90/385/ENIO wunu unen 11, maparpad 13 ot [dupexrtuBa 93/42/EVNO,
OCTaBaT BaJMJHU 32 CPOKa, ONpEIeTeH B Pa3perieHUeTo.

10.  Wznenusita, momagamid B 0oOXBaTa Ha HACTOSIIHMS pPErJIAMEHT
chrylacHO wieH 1, maparpad 6, OykBa k), KOUTO 3aKOHHO ca IIyCHAaTH
Ha Ta3apa WM B JICHCTBHE B CHOTBETCTBHE C JCHUCTBAIIMTE MPaBUJIa B
JIbp)KaBUTE WIeHKU npeau 26 mait 2020 1., Morar Ja npoabiDKar Jia ce
MyCKaT Ha Ia3apa M Jla ce IyCKaT B JICHCTBHE B ChOTBETHUTE IbPIKABU
YJIEHKH.

11.  KnuHWUYHHTE W3CIIeNBAHUS, KOUTO ca 3allOYHAIN CHIVIACHO HWIEH
10 or dupextuBa 90/385/ENO wim unen 15 or dupextuna 93/42/EVO
npenu 26 mait 2020 1., MoraT ga mMpoONBIDKAT na ce mposexaar. OT
26 wmail 2020 r. obaue JOKJIAABAaHETO 3a CEPUO3HUTE HEXKEJIAHU
CHOMTHSI M HENOCTaTBLUUTE Ha W3JENUATa C€ W3BBPIIBA CBITACHO
HACTOSIIIUS PErJIaMeHT.

12.  Hokxato Komwucusita He ompenenu H3IaBalUTe CyOeKTH B CHOT-
BetcTBUE ¢ wieH 27, maparpad 2, GS1, HIBCC u ICCBBA ce cuurar 3a
OTIpEJICIICHH W3/1aBallli CyOCKTH.

Ynen 121

Onenka

Jo 27 maii 2027 r. KoMmucusTta U3BbpLIBa OLIEHKA HA IIPUIAraHETO Ha
HACTOSIIUS perjaMeHT W HM3TOTBS JOKJIAJa 3a OLlEHKAa Ha HalpeabKa Io
OTHOIIICHHE Ha ITOCTUTAHETO HAa HETOBUTE IIEJM, BKJIIOUBAIL OLICHSBAHE
Ha pecypcute, HeOOXOJAMMH 3a MPUIIATAHETO HAa HACTOSAIMS PErIaMeHT.
CrienpaaHO BHUMaHHE CE€ OTIENS Ha MPOCIEIUMOCTTa HA METUITTHCKUTE
U3JIeNs Ype3 ChbXpaHeHue B cboTBeTCTBHE ¢ wieH 27 Ha UDI ot ukoHo-
MHYECKUTE OINEPATOPH, JICYCOHUTE 3aBEJICHUS U MEIUIIMHCKUTE CIIeHa-
JINCTH.

Ynen 122

OrMmsaHa

be3 na ce 3acsara wien 120, naparpadu 3 u 4 oT HaCTOSIIMS PETJIAMEHT,
3aBJDKCHUATA HA IbPKABUTE WICHKH U MPOU3BOIUTEIINTE BBB BPB3Ka C
TIPOCIIeIIBAHEeTO Ha 0E30MacHOCTTA 3aBIDKCHHATA HA MPOU3BOIUTEIIITE
BBbB BPB3KAa C NPEJOCTABIHE Ha JOKYMEHTAlUs CBITACHO AUPEKTHBU
90/385/EMO wu 93/42/EMIO, mnoOCOYeHHUTE MAUPEKTHBH CE€ OTMEHST,
cuuTaHo oT 26 mait 2020 r., ¢ M3KIIOUYEHHE Ha:

— unenoBe 8 u 10, unen 100, naparpad 1, OyxBu 6) u B), wieH 100,
naparpad 2 u uien 100, nmaparpad 3 ot Jupexrusa 90/385/ENO,
KakTO U 33JBJDKCHHATA, CBBP3aHU C MPOCIEASBAHETO Ha Oe3omac-
HOCTTa M KJIMHUYHHUTEC W3NUTBAHUS, IMPEABUACHH B CHOTBETHHUTE
NPWIOKEHUsS, KOUTO C€ OTMEHST, CYMTAHO OT IMO-KbCHATa OT
natuTte, IHocoueHM B wieH 123, maparpadp 3, OykBa TI) OT
HACTOSIIIUS PETIaMEeHT;



02017R0745 — BG — 05.05.2017 — 000.002 — 119

— wieHd 10a, wien 100, naparpad 1, Oyxsa a) u unen 11, maparpad 5
ot Jupexrusa 90/385/EVO, kakTo u;

— wied 10, unen 14a, maparpadg 1, OykBu B) u r), wieH l4a,
naparpagu 2 u 3 u uinen 15 or HdupexktuBa 93/42/EVO, kakto u
3abJDKEHUATA, CBBP3aHU C IPOCIEASBAHETO Ha 0€30I1aCHOCTTa U
KIMHUYHHATE W3NUTBAHUS, IPEIBUICHA B CHOTBETHUTE MPHIOKCHUS,
KOMTO C€ OTMEHST, CUUTAHO OT I0-KbCHATa OT JATUTE, IOCOYEHH B
uiieH 123, maparpad 3, OykBa ') OT HACTOSIIUS PETVIAMEHT; U

— unen 14, maparpadu 1 u 2, unenl4a, maparpad 1, OykBu a) u 6) u
uien 16, naparpad 5 or Jupexrusa 93/42/EMO, xakto u.

[To oTHOWIEHHE Ha M3IENUATA, TIOcoYeHU B wieH 120, maparpadu 3 u 4
OT HACTOSILMSA PErIaMEHT, AUPEKTHUBUTE, IIOCOUEHU B IIbpBA aJMHEs,
HpoIbKaBaT Ja ce mpuiarat 1o 27 mait 2025 r. 1o cremeHTa, HeoO-
XOMMa 3a TPHJIaraHeTo Ha MOCOYEHHTE maparpadu.

HesaBucumo ot mepBa amunesi, pernmamentu (EC) Ne 207/2012 u (EC)
Ne 722/2012 ocraBar B CHJIa U MPOABIDKABAT JIa CE MPHUJIAraT, OCBEH aKo
U JI0OKaTO He ObJaT OTMEHEHM C aKTOBE 3a M3IBIHEHHE, NPUETU OT
Komucusta chriaacHO HACTOSIIUS PETIaMEHT.

[lozoBaBaHMsATA HA OTMEHEHUTE TUPEKTHBH CE€ CUMTAT 3a I030BABAHUS
Ha HACTOAIIMS PErIAMEHT M Ce 4YeTaT ChOOpa3HO TabiuiaTa Ha ChOT-
BETCTBUETO B mpuioxkeHue XVII kbM HacTOSIIMSA periamMeHT.

Ynen 123

Buu3zane B cuijia M HayaJIHA jJaTa Ha npujaraHe

1. HacrosimusT pernmameHT Biu3a B CHJIa Ha JBAJECETUs JIEH CIEH
nyonukyBaHeto My B Oguyuanen éecmuux na Eeponetickusi cvio3.

2. Toit ce nmpunara or 26 maii 2020 r.

3. Upes neporanus ot maparpad 2:

a) wieHoBe 35—50 ce npumarat ot 26 HoemBpu 2017 1. Bbopeku
TOBa, OT IocodeHara jgarta a0 26 maii 2020 r. 3agb/DKeHHsSTa Ha
HOTH(UIMPAaHUTE OpPraHW ChIIACHO wWieHoBe 35—50 ce mpmiarar
caMO 3a OpraHMTe, KOMTO Ca TOJaIM 3asiBICHHE 3a ONpECIsSHE B
CBHOTBETCTBHE C 4jieH 38;

6) unenose 101 u 103 ce mpunarar ot 26 HoemBpu 2017 r.;

B) wieH 102 ce mpunara ot 26 mait 2018 r.;
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0e3 a ce 3acsaraT 3aabbKeHusTa Ha KommucusTa chriacHo wieH 34,
KOraTo IMopajgd OOCTOSTENICTBAa, KOUTO HE € MOIJIO PasyMHO Ja ce
NPEIBUAAT NpU pa3pabOTBaHETO HA IUIaHA, IIOCOYECH B wWieH 34,
naparpad 1, Eudamed He e HambiHO (QyHKIMOHATIHA KbM 26 Mail
2020 r., 3aABDKEHHMATA M H3UCKBAHUATA, KOUTO CE€ OTHACAT JIO
Eudamed, ce mpuiarar ot garara, ChOTBETCTBAIlAa HA LIECT Mecena
clel jarata Ha IyONMKYBaHETO HA CBHOOIIEHUETO, IMOCOYCHO B
yieH 34, naparpad 3. Pasnopenbute mo npeaxogHOTO U3PEUCHUE
ca, KakTo cielBa:

— ujeH 29,

— ujeH 31,

— ujieH 32,

— unen 33, maparpad 4,

— uneH 40, naparpad 2, BTOpO H3peYCHUCE;
— unen 42, naparpad 10,

— uneH 43, maparpad 2,

— uneH 44, maparpad 12, Bropa ajuHes,
— uneH 46, nmaparpad 7, OykBu T) U 1),
— ugeH 53, maparpad 2,

— uneH 54, maparpad 3,

— uyieH 55, maparpag 1,

— ujnenoBe 70 —77,

— wien 78, naparpagpu 1 — 13;

— uyjeHoBe 79— 82;

— wieH 86, naparpad 2,

— uyjieHoBe 87 u 88,

— wien 89, maparpadu 5 u 7 u uinen 89, maparpad 8, Tpera
anuHes,

— yjen 90,

— unen 93, naparpadu 4, 7 u 8§,

— uneH 95, nmaparpagu 2 u 4,

— unen 97, nmaparpad 2, mociaeaHO U3peueHHe,
— uneHn 99, naparpa¢ 4;

— unen 120, maparpad 3, mbpBa ajguMHEs, BTOPO H3pPEUCHHE.
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Hokaro Eudamed ne cTane HambiHO (YHKIMOHAJIHA, CHOTBETHUTE
pasnopenou ot aupektru 90/385/EMO u 93/42/EVIO npoabinkaBat
Jla ce mpuiarat ¢ Orjel HM3MbJIHCHHUETO Ha 3a/IbJDKCHUATA, Mpei-
BUJIEHH B pasnopeaduTe OT CHOHChbKa [0 MbpBa ajlWHes OT
HacrosmaTta OykBa, B oOnacTra Ha oOMeHa Ha MH(pOpMaNHUs, BKIIIO-
YUTEIHO TO-CNEeNUaTHO MH(pOpMAIMs OTHOCHO, JOKJIAJIBAaHETO BbB
BpB3Ka C MPOCIEASBaHETO Ha 0E30IMacHOCTTA, KIMHUYHUTE H3IUT-
BaHUs, perucTpauusiTa Ha WU3ACIUATa M Ha HWKOHOMUYECKUTE
OTIepaToOpH, M YBEIOMIICHHATA 32 CepTH(UKATHTE.

n) uieH 29, maparpad 4 u uieH 56, naparpad 5 ce mpuiarar, CYUTaHO
or 18 Mecemna cien mo-KbCHaTa OT JATHTE, MOCOYEHH B OykBa TI);

€) 3a UMIUIAaHTUpyeMuTe u3aenus u u3nenusara ot kmac Il uwmen 27,
naparpad 4 3amousa za ce npuiara ot 26 maid 2021 r. 3a u3nenusra
ot kiac Ila u or wiac IIb unen 27, maparpad 4 3anoysa na ce
mpwiara ot 26 maii 2023 r. 3a wusgenuara or kiac I uwien 27,
naparpad 4 3anodysa ja ce mpuiara ot 26 maii 2025 r.;

) 3a M3IeNMATa 3a MHOTOKpaTHa ynoTpeda, uumiito Hocuten 3a UDI
¢urypupa BbpXy camoTo n3zenue, wien 27, maparpad 4 3anousa
Jla ce Impuiara ABE TOJAMHU Cle]| JaTaTa, II0CoucHa B OyKBa €) OT
HACTOSIIMS maparpad 3a CbOTBETHHUsI KJac M3JENUsl 10 Ta3u OyKBa;

3) TmpoleaypaTa, IocoYeHa B uiieH 78, ce mpuiara, CUuTaHo OoT 26 mai
2027 r., 6e3 na ce 3acsara wien 78, nmaparpad 14;

u) uwien 120, maparpad 12 ce mpuiara, cuutano ot 26 mait 2019 r.

Hacrosmusr PEriIaMCHT € 3aabJDKUTCIICH B CBOATA IAJIOCT M CE ITpUjiara
IPsIKO BbB BCHUYKU OABPIKABU YJICHKU.
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TIPUJIOJKEHUA

OO0 M3UCKBaHUs 3a OE30IAaCHOCT U JENCTBHE

TexHu4ecKa JOKYMEHTALHS

TexHndecka MOKyMEHTAIMsI 3a HaA30pa Clie[ MyCKaHe Ha Tasapa

EC [exmapanus 3a CbOTBETCTBHUE

MapxkupoBka 3a cboTBercTBUE ,,CE®

Wndopmanust, KOATO ce MpeAcTaBst NPH PETHCTPAIMATA HA H3JCIUSATA U
MKOHOMHYECKUTE OIEpaTopH B CHOTBETCTBHE ¢ wieH 29, maparpad 4 u
wieH 31; OCHOBHM JaHHM, KOMTO C€ MNpPEIOCTaBsAT Ha 0Oas3aTa JaHHM 3a

UDI, 3aexno ¢ UDI-DI, B chorBeTcTBHE ¢ uieHOBe 28 u 29; M cucrteMa
3a UDI

W3uckBanus, Ha KOUTO TPsOBa Jia OTroBapsT HOTH()HUIUPAHUTES OPraHd
[paBuna 3a xinacudukanms

OI.[CHS[BaHC Ha CbOTBETCTBUETO BH3 OCHOBA Ha CHUCTEMa 3a YIIPABJICHUC Ha
Ka4eCTBOTO W OLCHABAHC Ha TCXHHUYCCKATa JNOKYMEHTalUs

OrieHsiBaHe Ha ChOTBETCTBHETO BH3 OCHOBA Ha H3CJIC/IBAHC HA THUIIA

OHCHHBaHC Ha CBOTBETCTBHUETO BH3 OCHOBA Ha IIPOBEpPKa Ha CBHOTBETC-
TBHUETO Ha IIPOAYKTa

Ceprudukari, u3aBaHl 0T HOTU(GUIMPAHUTE OpraHu

IMpouenypa 3a u3menus, H3pabOTEHU 1O MOPBYUKA

KinHnuYHa OLEHKA M KIMHHYHO IMPOCNIEsIBAaHE Clie] IyCKaHe Ha masapa
KiuHUYHY W3MUTBAHUS

Cnnchk Ha TpymHTe MPOAYKTH 0O€3 MEAHIHUHCKO IpeIHa3HAuYCHHE,
ocoueHu B wieH 1, maparpad 2

XVII Tabnuia Ha ChOTBETCTBUETO
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IIPUJIO)KEHUE 1

OBIIM U3UCKBAHHUSI 3A BE3OIACHOCT U JEMCTBUE

I'IABA 1
OBLIH U3UCKBAHHA

WznenusaTa uMar AEHCTBUETO, NMPEABUACHO OT TEXHHS IPOU3BOAMTEN, U
ce TPOCKTHUPAT W IPOM3BEXKJAT Taka, Y€ NPH HOPMAJIHM YCIOBHS Ha
ynorpeba Jga ca IOIXONMINM 3a IIpeJHAa3HAUYeHHETO CcH. Te ca
Oc3omacHM M e(CeKTHBHM M HE 3acTpallaBaT KJIMHWUYHOTO CHCTOSHUE
i 0e30MacHOCTTA Ha NMAlMEHTHTE WM 0e30MacHOCTTa WM 3[paBeTo Ha
MOTPEOUTENNTE WM, aKO € MPUIIOKKUMO, Ha JPYTH JIUNA, IPU yCIOBHE Y€
BCCKH €IMH PUCK, KOWTO MOXXE Jla ce CBBbpKE ¢ ynorpebara MM, mpei-
CTaBJIsIBA MPUEMIIMB PHUCK, NIPELICHCH CIIPSIMO IOJI3HTE 32 IAIUEHTa, U ue
CaMHTE M3/ENHs OTTOBapsAT HAa BHCOKO HMBO Ha 3aKpWJIa HA 3/IpaBETO U
0e30MMacHOCTTa, KaTO C€ OTYMTAT OOIIONPHUETUTE HAW-HOBU HAYYHHU
JIOCTHKEHUS.

W3nuckBaHneTo, MpEeaBUACHO B HACTOSIIOTO MPHUIOKEHHE C IeNl Hama-
JIIBaHE HA PHUCKOBETE, JOKOJIKOTO € BB3MOYKHO, O3HauyaBa HaMassiBaHe
Ha PHUCKOBETE, AOKOJIKOTO € BB3MOXKHO, 0€3 OTPHIATENIHO BB3IACHCTBUE
BBPXY CHOTHOIICHHETO MEXKIy PUCKA U TOJI3UTE.

IIpousBoauTenuTe ycTaHOBSBAT, NMPUIAraT, JOKyMEHTHUPAT U MOJABPKAT
CHCTEMa 32 YNPABJIEHHWE HA PHCKA.

YHpaBJ'IeHHCTO Ha puUCKa ce pa36npa KaTo HEHNPEKbCHAT IIPOLEC IIPE3
nejaust eKCIUIoATallMOHEH CPOK Ha HW3ACIHETO, H3UCKBall PEIAOBHO U
CUCTEMATUYIHO aKTyaJlM3upaHe. HpI/I YHOpaBJICHUETO Ha pPHUCKa MPOU3BO-
JAUTEIINUTE:

a) chb3maBaT M JOKYMEHTHPAT IUIaH 3a yIpaBIeHHE Ha PUCKa 32 BCSIKO
H3JICTIHE;

0) Habens3BaT M aHATM3UPAT W3BECTHUTE WM IPEABUAUMHTE OMACHOCTH,
CBBP3aHU C BCSKO H3JCIHC;

B) NPCUCHABAT U OLECHABAT PUCKOBETE, CBBP3aHU W BB3HUKBALIU I10
BpeMe Ha IMpeJBHICHATa yrnoTpeba W MHpH pasyMHO IMpeABHANMA
HeNpaBWIHA YHOTpeOa;

I) IpeMaxBaT WM KOHTPOJIUPAT PHCKOBETE, I0COYeHH B OyKBa B), B
CHOTBETCTBHME C M3UCKBAHUATA Ha pasjen 4;

1) OLICHSABAT BB3/CHCTBHETO HAa wWHpOpMANUsITa OT erama Ha
MPOM3BOJICTBO, M TO-CIICIHAIIHO OT CHCTeMara 3a Haja30p Cliel
MyCKaHETO Ha Ma3apa, BbPXY OMACHOCTHTE M YECTOTaTa Ha TAXHOTO
MOSIBSIBAHE, BBPXY MPELCHKATa Ha CBBP3AHUTE C TAX PHCKOBE, KAKTO U
BBPXY IUTOCTHUSI PHUCK, CHOTHOIICHHETO MEXIY PHCKA U TOJ3UTE U
MPUEMJIMBOCTTA HAa PUCKA; U

e) npu HeO6XO}IHMOCT H3MEHAT MEPKHUTE 3a KOHTPOJI B CHOTBETCTBUE C
M3MCKBaHMATa Ha pasjen 4 Bb3 OCHOBA Ha OLGHKATa Ha BB3JCH-
CTBHETO Ha MH(POPMALMATA, TOCOUYEHA B OyKBa [).

MepKI/ITe 3a KOHTPOJI Ha pPHUCKA, BB3INPUETU OT HPOU3ZBOAUTCIUTE IMPU
TIPOCKTUPAHETO U IIPOU3BOJACTBOTO Ha H3JCIHATA, OTTOBApAT Ha IIPUH-
HUIIUTE 3a 6630H3.CHOCT, KaTto C€ oT4yuTa 06Hl01'IpI/IeTOTO aKTyaJIHO
CbCTOSIHME Ha TEXHOJIOTMHTE. 3a Ja HaMaJisIT PUCKOBETE, NPOU3BOAU-
TCJIUTE T' YIIpaBJIABAT 110 TaKbB HA4YWH, 4Y€ Ja C€ CTUTHE 10 3aKJII04e-
HHETO, 4€ BCCKHU OCTATBUYCH PUCK, CBbP3aH C OTACIIHA OIIACHOCT, KaKTO U
LSUIOCTHUAT OCTAaThYCH PHUCK, Ca IPUEMIIMBU. 3a Ja I/1366paT Haii-
TOAXOAAIIUTE PCEUICHUS, IIPOU3BOAUTCIIUTE IIpujarat IrocodyeHara I10-
J0JIy IIOPEAHOCT HAa IPUOPUTETUTE:

a) OTCTpaHsABaHE WIM HaMalsiBaHE HAa PICKOBETE, JOKOIKOTO €
BB3MOKHO, upe3 0e30MacHo MPOCKTHPAHEe W IPOU3BOICTBO;
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0) Korato e nesechboOpa3sHoO, MpeanprHeMaHe Ha MOAXOAAIIN IPEIITa3Hu
MEpKH, BKIIOYUTEITHO TIPH HEOOXOIMMOCT TIPEIYIPEIUTEIIHI CUTHAIIH,
BBB BPB3Ka C PUCKOBETE, KOUTO HE MOTaT Ja OBJAaT OTCTPAHEHW; U

B) MpeaoCTaBsiHe Ha WH(pOpManus 3a 6e30macHOCTTa (MPeaynpexIcHuUs/
Mpe/na3Hi MEpPKH/TIPOTUBOIMOKA3aHMs) U aKo € IelIechoOpasHo —
ocurypsiBaHe Ha OOydYeHHE 3a MOTpeOHTeIHTE.

[MpousBomurenure UHGOPMHUPAT  MOTPEOMTENUTE 33  OCTATHUHUTE
PHCKOBE.

S. Ilpy oTcrpaHsBaHETO MM HAMAJSIBAHETO HA PHCKOBETE, CBBP3aHU C
rpemika npu ynorpedara, Ipou3BOAUTENIAT:

a) HamalsdBa BB BB3MOXKHO HAM-TOJIIMa CTEIIEH PHUCKOBETE, CBBP3aHU C
€PrOHOMUYHHUTE XapaKTEPUCTHKN Ha U3/ICJINETO U Cpejara, B KOSTO €
TIpeHa3HaYeHO Ja Ob/e M3M0NI3BAaHO (IPOSKTHpaHe Ha Oe30IacHH 3a
TIAIMEHTUTE U3JENus), U

0) mpeleHsBa TEXHUYECKUTE 3HAHUsI, OMUT, 0Opa3oBaHHe, OOyYeHHE H,
KOraTo ¢ MpPWIOKHMO, Cpefara, B KOSTO CE H3I0N3Ba H3/CIHETO,
KaKTO ¥ 3IPaBOCIOBHOTO M (YU3MUIECKOTO CHCTOSHHE HA LETICBHUTE
notpedutenu (MOJETM 3a HECIEHUHATINCTH, CHCUHATHCTH, XOpa C
YBPEKAAHHUS WM APYTH TTOTPEOUTEIH).

6. XapaKTepUCTHKHUTE U JACHCTBUETO HA M3JEIUETO HE TpiOBa Ja ce 3acsirat
OTPHIIATEIIHO, KOTAaTO M3/IEJUETO € MOJI0KEHO Ha HATOBAPBAHHsA, KOUTO
HE Cca M3KIIOYCHH NPU HOPMAJHM YCJIOBHS Ha ynorpeba, M KOratro ce
HOIbPKA TMPABIIHO CBIVIACHO HHCTPYKLHMUTC HA HPOM3BOTUTEINS, IO
CTENEH, KOSTO MOXKE [a 3acTpallld 3[paBeTO HIM OE30IIaCHOCTTa Ha
IamyeHTa, l'lOTpe6]/ITeJ'lﬂ WK, KOrarto € IMpHJI0XHUMO, Ha JAPYyru Jiunua,
pe3 MOCOYCHHS OT NMPOM3BOAUTENS CKCILIOATALHOHEH CPOK.

7. Nznenusita ce IMIPOCKTHUpPAT, IIPOU3BEKAAT U OIIAKOBAT TaKa, 4€ XapaKTe-
PUCTUKUTE UM U TAXHOTO JeicTBrE IIpu IpeaBu/icHaTa yHOTpC6a Ja HE
CC 3acdarar OTpUIATCIIHO MO BPEME Ha TPAaHCHOPTUPAHE U CHXPAaHCHUE,
HallpyuMep Mnpu IpOMsSHA Ha TEMIIEparypaTa W BJIAKHOCTTA, KOraTo ca
B3C€THU IIpe€ABHJ HHCTPYKIUHUTE U I/IH(l)OpMaHI/IHTa, IpeaoCcTaBeHu OT
TIPONU3BOAUTECIIA.

8. Beuuky M3BECTHH U MPEABHIMMH PUCKOBE W BCEKH HEXKETAaH CTpaHUUEH
eeKT ce oOorpaHWYaBaT BBB BB3MOXKHO HAil-roisiMa CTENeH © ca
MIPUEMIIMBH, KOTAaTO C€ MPEIEHSBAT CIPSIMO KOJTHMYECTBEHO OIMpPEICICHUTE
MOJI3H 32 TMALMEHTa W/ NOTPEOUTEIs, MPOU3THYAIIN OT JCHCTBHETO Ha
M3JETMETO TIPH HOPMAJHHU YCIIOBHs Ha yroTpeoda.

9. 3a m3genudra, Moco4YeHW B mpwioxkeHue X VI, oOmuTe M3MCKBaHUS 3a
6e30MmacHOCT, yCTAaHOBEHHU B pasfenu | u 8, o3Ha4aBaT, 4e mpu ymorpeba
B IPEIBHICHUTE YCJOBHUS W IO TpPEAHA3HAYCHHE H3JCIHETO HE Mpej-
CTaBIIsIBA HUKAKbB PUCK WJIM MPEJICTAaBiIsABa HAM-MHOTO MaKCHMAITHHS
IPUEMIIB PHUCK, CBBp3aH C ymoTpebara Ha HPOXYKTa, ChoOpaseHa c
BHCOKO HHBO Ha 3aKpuia Ha 0E30IacHOCTTa M 3pPaBETO HA XOpara.

I'JIABA 1I
H3HCKBAHHA 34 IIPOEKTHPAHETO U IIPOU3BO/CTBOTO
10. XuUMHYHY, QU3MYHE U OMOJIOTMYHM CBOMCTBA

10.1. M3penusTta ce MPOCKTHPAT M HPOM3BEXKAAT Taka, 4ye Ja Ce rapaHtupa
W3IBIHEHUETO Ha W3MCKBAHMATA 3a XapaKTEPHUCTHKUTE M JICHCTBHETO
o raBa . OcobeHo BHMMaHHe ce oOpbIna Ha:

a) H360pa Ha U3MOJI3BAHUTE MATEpUAIN U BEIIECTBA U 0CcO0€EHO TAXHATA
TOKCHUYHOCT M, aKO € IPHJIOKHUMO, BB3IITAMEHHUMOCT,



02017R0745 — BG — 05.05.2017 — 000.002 — 125

10.2.

10.3.

10.4.
10.4.1.

6) CbBMCCTUMOCTTAa MECXKAY MH3IIOJI3BAHUTE MaTCpHad W BCUIECTBA H
OHOJIOTUYHHUTE TbKaHHU, KJIICTKH W TCJICCHU TCHHOCTU IIpEABUJ ITIPE.-
Ha3HAYCHUETO Ha MU3ACIUCTO U, KOrato € MIpUI0KUMO, a6cop6u1/151Ta,
PpasnpoCcTpaHCHUCTO, MeTabou3Ma U OTIACIISIHETO,

B) CbBMCCTUMOCTTAa MCXKAY OTIACIHUTEC YacTU Ha H3JACIHUE, KOCTO CC
CbCTOHU OT I[OBEYC OT €Ha UMIUIAHTUpYyEMa 4acT;

F) BB3JICUCTBUETO Ha IIPpOLECUTE BHPXY MaTCpUATTHUTE CBOﬁCTBa;

1) KOraTo € IPHIIOKHUMO, pe3ylITaTuTe OT OMOMU3NYHU NIPOYUBAHUS HIIU
OT CUMYyJIALMH, YMATO BAJIUAHOCT € NPEABAPUTEIHO J0Ka3aHa,

€) MEXaHWYHMTE CBOWCTBA HA M3MOJ3BAHUTE MaTepHallk, KaTo Ce
OTYHTAT, aKO € MPUIOKHMO, aCIeKTH KaTo SKOCT, IJIaCTHYHOCT,
CBIIPOTUBIICHNE TIPH CKBbCBAHE, YCTOHYMBOCT HAa W3HOCBAHE M yCTOM-
YUBOCT Ha yMOpa;

’K) CBOWCTBAaTa Ha IMOBBPXHOCTTA; U

3) TOTBBPIKICHHE, JOKA3BAIO Y€ W3/ECIMETO OTrOBaps Ha BCHYKH yCTa-
HOBEHHM XMMHUYHH W/WIN GU3MYHN CHEUUPUKAIN.

Wznenusita ce MIPOCKTUpAT, MNPOU3BEKAAT W OIAKOBAT Taka, Y€
MaKCUMaJIHO Ja C€ OrpaHu4vd pPUCKBT OT 3aMBPCUTCIN U OCTaThbYHU
BCIICCTBA 3a IMAIMCHTUTEC (KaTO C€ B3€Ma IpEeABHU MNPECAHAZHAYCHUETO
Ha CbOTBETHOTO I/ISHCHI/IC) 1 3a Jinnara, yd4acTBalld B TPAaHCIIOPTa, ChbXpa-
HCHUCTO U yHOTpe6aTa Ha U3ACIusATa. Oco0eHO BHUMaHHE Ce 06pmua Ha
TBKAaHUTEC, HM3JIOKCHH Ha B'bSZIefICTBHeTO Ha 3aMBPCUTEIN U OCTaThb4YHHU
BCIICCTBA, KAKTO U HAa MPOABJDKATEIHOCTTA U Y€CTOTaTa HA BT:3,I[€I‘/IICTBI/IG‘

W3nenusaTa ce mMpoOeKTHpAT M MPOU3BEXKIAT Taka, 4e Ja MoraT 0e30I1acHO
Jla Ce M3IOJI3BAT C MaTEePUAIINTE W BEIIECTBATa, BKIIOYUTEIIHO Ta30BETE, C
KOMTO BIIM3aT B KOHTAaKT IIPU IpEIBHICHATa CH YHOTpeda; KOorato
W3IENMATa ca TpeJHA3HAaYeHH 3a TPUIOKCHHWE Ha JIEKAPCTBEHU
MIPOJYKTH, T€ C€ MPOEKTUPAT M MPOU3BEKAAT TaKa, Y€ J1a Ca CbBMECTHMHU
CBhC CHOTBETHUTE JIEKAPCTBEHH NPOAYKTH CBIVIACHO MNPEANUCAHUATA U
OTpaHUYCHHATA HAa TE3M JIEKAPCTBEHU MPOJYKTH, KaTO ACHCTBHETO M Ha
JIEKapCTBCHNTE TPOAYKTH, M Ha M3JCIHMATA CE 3ama3Ba CIOpe]l TEXHUTE
MIOKa3aHNA U IpeJHa3HAuYCHHE.

Bemectsa
[IpoexTrpane M MPOM3BOACTBO HA H3JCTHUATA

M3penusita ce IPOCKTUpAT U NPOU3BEKIAAT Taka, 4€ Oa CC HaMaJAdT,
JOKOJIKOTO € BB3MOXKHO, PUCKOBETC OT BCLICCTBA WJIM 4YaCTHUIH, BKIIIO-
YUTEIIHO OTIIaAbIU OT U3HOCBAHE, IIPOAYKTH OT pasrpaxXJ1aHe U OoCTaTblU
oT Hpepa60TKa, KOUTO Morart aa Cc€ OTACIAT OT HU3IACIIUCTO.

W3nenusra uiam OHE3W 4acThU OT TAX, WIKA OHE3U MaTCpuaIy, U3I0JI3BaHU
B TsX, KOUTO:

— Ca MHBA3UBHU U Ca B MNPSAK KOHTAKT C YOBCIIKOTO TsJIO,

— ciuyxaT 3a (MHOTOKDAaTHO) TIPWJIOXKEHHE Ha JIEKapCTBa, TEJIECHH
TEYHOCTH WM JAPYTH BEIIECTBA, BKJIIOYHTEIHO W Ta30BE, BBHB/OT
TAJNOTO, WIN

— CIy’XaT 3a TPAHCHOPTHPAHE WM ChXPAHCHMWE Ha TaKuBa JIEKApCTBa,
TEJIECHU TEYHOCTH WM BEIIECTBA, BKIOUUTEIHO M Tra3oBe, 3a (MHO-
TOKPATHO) NPUJIOKEHNE B TSIIOTO,

CBIBPKAT CJICAHHTE BellecTBa B KoHueHTpauust Hajg 0,1 TerioBHu %
(w/w) camo Korato ToBa € 000CHOBaHO chriacHo paszmen 10.4.2:
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a) BEIECTBA, KOMTO Ca KAaHIEPOreHHH, MyTareHHH WM TOKCHYHH 3a
pernponyknusita (,CMR Bemectsa®), or xareropus 1A wm 1B
cpriacHo 4vact 3 or mnpmiaoxeHue VI kpm  Permament (EO)
Ne 1272/2008 na Esponeiickus mapnamenT u Ha Cosera (1), mim

0) BelecTBa, KOMTO HapymiaBaT (YHKLUHUTE HAa €HIOKPHHHATA CHCTEMA,
32 KOMTO HMMa HAy4HHM [IOKa3aTeJCTBAa 3a BEPOSTHH CEPUO3HU
MOCIEANIM 32 YOBEHIKOTO 3JpaBe M KOUTO ca HICHTU(GUIMpPAHU
chrilacHO mporeaypata mo wieH 59 ot Permament (EO)
Ne 1907/2006 na Epomeiickus mapnament u Ha CbBera (?) WM,
clle]] PUEMAHEeTO Ha JeNerupaH akT oT KoMmucHsATa ChIIACHO WieH
S5, maparpa¢ 3, mppBa anuHes Ha Permament (EC) Ne 528/2012 na
EBporneiickust mapiament u Ha CbBera (°) — B CHOTBETCTBHE C TE3U
KPUTEPUH, KOUTO CE OTHACST O YOBEIIKOTO 3/[paBe, OT YCTAaHOBEHUTE
B HEro KpUTEpHH.

10.4.2. Ob6ocHoBKa 1O oOTHOIIeHHe Ha Hajguumeto Ha CMR BemiecTBa W/WiH

BEIECTBA, HAapyLIaBallM (QYHKIMHUTE HA €HJOKPUHHATA CHCTEMa

OO0Oo0CHOBKaTa 3a HAJIMYMETO HAa TaKWBaA BCIIECTBA CC OCHOBAaBa Ha:

a) aHaIM3 ¥ MPOTHO3a 3a MOTEHIMAIHATA CKCIIO3UIMS Ha TAlMeHTa WITN
TMOTpeOUTENsT HA BEMIECTBOTO;

0) aHanmM3 HA BB3MOKHU AQITEPHATHBHU BEIIECTBA, MaTepHAIN WIN
HPOEKTH, BKIIOYUTENHO MPH HAIMYHOCT MH(OpPMALHMs OTHOCHO He3a-
BUCHMHM HAy4YHU H3CJICJBAHUs, PEIECH3UPAHU MPOYYBAHUS, HAyYHU
CTaHOBHUIIIA OT CHOTBETHUTE HAyYHH KOMHUTETH, KaKTO U aHAIU3 Ha
HAJIMYHOCTTA HA MOJOOHH aJTepHATUBH;

B) apryMEHTAlMsl 3alll0 eBeHTyaJHa 3aMsHa Ha BELIECTBO W/WIU
Marepual Wil IpoMsiHa B MIPOEKTa, MaKap U Jla € Bb3MOXKHA, € HEMOJ-
XOJISIIIa 32 3aMa3BaHeTO Ha (DYHKLHOHAIHOCTTA, JEHCTBHETO M CbHOT-
HOIICHUETO MEKAy PUCKa M TION3UTE OT TPOAYKTa; BKIIOUMTEIHO
KaTo C€ OTYMTA JAIM TE3HM M3JICJMs ca NPEJHA3HAYCHU U 32 JICYCHHE
Ha Jena, OpPeMEHHHM JKeHHM WIM KbPMAuKH, WIM JICYEHHEe Ha JAPYrH
IpyNu TALMEHTH, KOMTO C€ CYUTAT 3a OCOOCHO YSI3BUMHU IIO
OTHOLIEHHE HA IOJOOHM BEIECTBA W/WIIM MaTepHaly; U

I) KOraTo ¢ HPHJIOKHMO M MMa TaKHBa, IIOCICIHHTE HACOKH Ha CBOT-
BETHMSI HaydeH KOMHUTET cbriacHo paszienn 10.4.3 u 10.4.4.

10.4.3. Hacoku oTHOCHO (hTanarure

(2

(3

-~

~

3a nemure Ha paszgen 10.4 Komwucusra, BB3MOXKHO Hal-CKOpO M 710
26 wmaif 2018 r., Bp37Mara Ha CHOTBETHHSI HayuyeH KOMHUTET MaHAaT Ja
W3rOTBM HACOKH, KOMTO Ja ca rotoBu mpenu 26 wmai 2020 r.
ManaaTbT Ha KOMHTETa BKJIIOYBA HAW-MaJIKO OIEHSIBAHE HA CBHOTHO-
LIEHHETO MEX[Iy IOJ3UTEe M PUCKAa OT HAINYUETO Ha (TajaTH, KOUTO
crajgat KbM KOSTO M Jia € OT TPYNUTE BELIeCTBa, MOCOYCHH B OYKBU a)
u 6) or pazaen 10.4.1. Ilpu oueHsBaHETO Ha CHOTHOIICHUETO MEXKIY
MOJ3UTE M PHUCKA CE B3eMa MPEIBUJ NPEIHA3HAYCHHETO M KOHTEKCTa
Ha W3MNOJI3BAaHE HA W3JIEJINETO, KAaKTO W HAIWYHUTE aITCpPHATHBHU
BCIIIECTBA H aJ'lTepHaTI/IBHI/ITe MaTepl/laJ'll/l, l'lpOeKTI/I WK JICUCHUS.
Koraro ce cumra 3a 11e1echo0Opa3HO, HACOKHUTE CE AKTyaJlU3HparT Bb3
OCHOBA Ha Hal-HOBHMTE HAay4YHM JIOKA3aTEJCTBA, HO Hal-MaJIKO Ha BCEKU
MET TOJHHHU.

(") Pernament (EO) Ne 1272/2008 Ha EBpomneiickus napiaament u Ha CbhBerta oT 16 1ekeMBpu

2008 r. OTHOCHO KIAacH(HIMPAHETO, ETUKETHPAHETO M ONAKOBAHETO Ha BEIIECTBA M
CMecCH, 32 M3MCHCHHE M 3a OTMsAHAa Ha jaupektuBu 67/548/EMO u 1999/45/EO un 3a
n3meHenne Ha Permament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., ctp. 1).
Pernament (EO) Ne 1907/2006 na EBpomneiickus mapnament u Ha CbBera ot 18 nekemBpn
2006 r. OTHOCHO perucTpainusra, OIEHKaTa, pa3pellaBaHeT0 M OrpaHMYaBaHETO Ha
xumukam (REACH) (OB L 396, 30.12.2006 r., ctp. 1).

Pernament (EC) Ne 528/2012 na EBpomeiickusi mapmamenT u Ha ChbBera orT 22 Maii
2012 r. OTHOCHO OTHOCHO MPEJOCTaBSHETO Ha mfaszapa M ynorpebara Ha OGuoumau (OB
L 167, 27.6.2012 r., ctp. 1).
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10.4.4.

10.4.5.

10.5.

10.6.

11.

Hacoku otHocHO npyrm CMR BemecTBa M BeIIeCTBA, HapyIIaBaIld
(yHKIIMHMTE HA €HIOKPHHHATA CHCTEMa

BrnocnenctBue Kommucusta Bb3gara MaHAaT Ha CHOTBETHHUS HaydeH
KOMHUTET [a M3TOTBH HACOKM cbriaacHo paszmen 10.4.3 u 3a npyrute
BEIIIECTBA, NMOCOYCHU B OykBHU a) u 0) ot pazmen 10.4.1, korato e rere-
CcHOOpPa3HO.

ETtuxernpane

AKO M3enusl, YaCTH OT TSIX, WM MaTepHallH, U3MOA3BAHU B TAX, KAKTO €
moco4eHo B pazzaen 10.4.1, chabpXkKaT BelIeCTBa, MOCOYCHH B OYKBH a) U
6) or pasmen 10.4.1 B konuenrpamus Hajg 0,1 TermoBHH % (W/W),
HAJIMYUETO HA TE3HM BELICCTBA CE CTHKCTHPA BBPXY CaMOTO H3JEHe
n/Mnm BBPXY OIIAKOBKATa Ha BCsAKA €IMHUYHA OpOMKa WM, KOratro €
MOJXO/SAIN0, BbPXY THPrOBCKaTa OIAKOBKA, 3a€JHO ChC CIHChKA Ha
Te3W BellecTBA. AKO TE3M M3ACNIHs Ca IPEAHA3HAYCHH U 3a JICYCHHE HA
nietia, OpeMEeHHH JKEHH WM KbpPMaukW, WM JICYEHHE Ha JPYrd IPpyId
IMAaIUeHTH, KOUTO CE CUHUTAT 3a OCO6€HO YA3BUMU 110 OTHOLICHHUE Ha
Noj00HK BELIECTBAa M/WIIM MaTepualii, B MHCTPYKLMHUTE 3a ynorpeba ce
naBa WHOOpMAIMs 3a OCTATHYHWUTE PUCKOBE 33 TE3W TPYNH [MAlUCHTH
U — aKo € MPHJIOKKMO — 3@ ChOTBETHHTE IPEIIIa3Hi MEPKH.

W3penusita ce MPOCKTUpAT W MNPOU3BEXKIAT Taka, 4€ Oa C€ HaMaJAT,
JIOKOJIKOTO € BB3MOKHO, PHUCKOBETE, NMPEAM3BUKAHHU OT HEIIPEABUIACHO
nonajgaHe Ha BCIIECTBA B H3ACIUECTO, B 3aBUCHUMOCT OT HM3ACIUCTO H
€CTECTBOTO Ha Cpeaara, B KOATO TO € NPCAHA3HAYCHO Jda C€ H3II0JI3Ba.

I/IBL[GJ'II/UITB_ CC MPOCKTHUpAT W MNPOU3BEKIAAT TaKa, Y€ Ja C€ HaMaliAT,
JOKOJIKOTO € BB3MOXKHO, pUCKOBETC BbB BpPb3Ka C pa3Mepa u CBOMCTBaTa
Ha 9aCTUOUTEC, KOUTO C€ OTACIAT WX MOTraT Ja C€ OTACIIAT B TAJIOTO Ha
IManueHTa WM Ha HOTpC6I/ITCJ'I$I, OCB€H aKO BJIM3aT B KOHTAKT CaMO C
HEYBpEICHA KOXKa. Oco0eHO BHUMaHHE ce 06p1,111a Ha HAaHOMATEpHUAJIUTE.

3apaszsiBaHe U MHUKPOOHO 3aMbpCsBaHE

W3nenusaTa ¥ mpouecure 3a NpOU3BOJCTBOTO UM CE€ MPOEKTHpAT Taka, ue
a ce MpeMaxHe WM, ako ToBa HE € BB3MOXHO, Ja C€ HaMalH,
JIOKOJIKOTO € BB3MOXKHO, PHCKBT OT 3apa3siBaHe Ha MAIMEHTHTE, MOTpe-
OuTenUTe U aKO € MPHIOKHMO — Ha Apyru juia. Ju3aiiHeT Ha u3ze-
JINETO:

a) HaMaJIsiBa JOOKOJIKOTO € BB3MOXKHO U HCOGXOI[I/IMO PHUCKOBETE OT
HENPEABUJCHU Topsi3BaHUst n y60)KI[aHI/I$I, KaTto Harpumep
y60>KZ[aHC C MCIUIIMHCKH WIJIH,

0) 1mo3BOJIsIBA JIECHO M 0E30I1aCHO M3IIO0NI3BaHE,

B) HaMalsiBa, JOKOJIKOTO € BB3MOXHO, BCSKO OTJEISIHE HA MHKPOOHM OT
M3/ICNUETO M/UIM MHKPOOHATa eKCIIO3ULHS MPU ynorpeda, u

F) HE JHO0ITyCKa MI/IKp06HOTO 3aMbpCIBAHC Ha U3JACIIMCTO WM HETOBUS
CbCTaB, KaTo Hallpumep Hp06PI WK TCYHOCTHU.

Koraro ¢ HE0OX0AMMO, M3ACIUETO C¢ MPOCKTHpPA Taka, 4e 1a Ce YJICCHH
HEroBOTO 0E€30MacHO MOYMCTBaHE, AC3WH(EKIUs W/UIH TIOBTOPHA CTEPH-
JIH3ALHS.

W3penusata, YMHTO €THKET ChAbpka 00O3HAYEHHE 3a CIelualeH
MHKPOOEH CTaTyc, ce MPOEKTHpAT, NPOM3BEXAAT M OIAKOBAT Taka, 4e
Jla ce rapaHTHpa 3ara3BaHe Ha MHMKPOOHHS MM CTAaTyC IIPH IyCKaHe Ha
masapa M TpPH TPAHCIOPTHPAHE M ChXPAHEHHE TIIPU  YCIOBHSTA,
OIpe/IeNICHH OT MPOU3BOJUTENIS.
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11.4.

11.7.

12.

12.1.

12.2.

13.

13.1.

I/I3[[€.]'II/I$ITa, KOUTO C€ HOCTaBAT B CTCpPUIIHA OIIaKOBKa, CC IPOCKTUPAT,
TNIpOU3BEXKAAT W OIlaKOBAT CbHIVIACHO IMOAXOIIIN MNPOUEAYypH, IapaH-
THpally, 4€ KOoraro C€ IIyCKaT Ha Ila3apa ca CTCPUIIHH U, OCBCH aKO HE
€ Hapyli€Ha [EJIOCTTa Ha OIlaKOBKaTa, moAAabpiKaiia CTCPUIHOCTTA UM,
OoCTaBaT CTCPUIIHU IIPpU CIIa3BAHC Ha YCJIOBHATA 3a TPAHCHOPTHUPAHE H
CbXpaHCHHUE, IIOCOYCHH OT IMPOU3BOAUTEIISA, A0 OTBAPSHETO HaA Ta3u
OITIaKOBKa B MOMCHTa Ha yHOTpC6a. FapaHTHpa C€, Y€ MOeIoCTra Ha
Ta3W OIIaKOBKa € sACHO BHIHMMa 3a KpaﬁHHﬂ HOTpe6I/ITeJ'I.

I/I3L[€.III/I$IT8., BBpPXY YUUTO ETUKET € 0603Haqu0, 4e ca CTCpUIIHU, CC
06pa6OTBaT, MPOU3BEKAAT, OIMAKOBAT U CTCPUIIM3UPAT 4YPE3 IMOAXOMAANINA
BaJlnAUpaHu METOAU.

I/I3[[€.III/I$IT8., [peaHasHa4YCHU 3a CTepuiau3anus, Cc€ IPOoU3BeXKAAT U
OIIaKOBAT B IOAXOAAIMN W KOHTPOJIMPAHU YCJIIOBUS U CBOPBIKCHUA.

Cucremute 3a OIAaKOBAaHE HA HECTEPUIIHM U3JEIMS 3ala3BaT LEJOCTTa U
YHUCTOTATA HAa NPOJYKTa M, aKO € IMPEIBUIEHO H3JeNHATa Jla Ce CTepH-
JIHM3UpaT Ipead ymnorpeba — orpaHMuaBaT 0 MHHHUMYM pHUCKa OT
MHKPOOHO 3aMbpcsiBaHe; CHCTEMaTa 3a OIAKOBaHE € MOAXOIsla 3a
MOCOUYEHHs OT IMPOU3BOMUTENS] METOJ HA CTEPHIIN3ALMS.

OCBEH H3IMOJI3BAHETO Ha CHUMBOJIA, KOUTO YKa3Ba, 4¢ wusaciausTa ca
CTCPUJIHU, IPU C€TUKETUPAHETO Ha H3JAC/IUATa CC IpaBU pasrpaHUYCHUC
MEXIAYy UACHTUYHN WA CXOAHU H3JCJINs, ITyCKaHU Ha I1a3apa B CTCPUIICH
1 HECTCPUJICH BUMI.

I/ISZ[CJ'II/ISI, CbAbpKAIllM BELUIECTBO, CUUTAHO 3a JICKAPCTBCH IPOAYKT, U
U3ICIHsA, KOUTO Ca CBCTAaBCHHM OT BCHICCTBA HIIH OT KOM6I/IH3LII/II/I oT
BCHOICCTBA, KOUTO CC€ a600p6npaT OT 4YOBCHIKOTO THAJIO WK CC
pasrnpbCKBAT JIOKAJIHO B HEIrO

Ipn wm3penus no unen 1, maparpad 8, mbpBa alMHEs KauyecTBOTO,
6e30macHOCTTa M I10J13aTa OT BELIECTBOTO, KOETO MPH CaMOCTOSATEIHA
ynorpeba MOXe Ja ce cueTe 3a JEKapCTBEH IPOAYKT MO CMHCHIIA Ha
yaeH 1, touka 2 ot [upexruBa 2001/83/EO, ce mnposepsBaT 110
a”ajorust ¢ meroaute 1o npunoxenue I xem Jupextusa 2001/83/EO,
KaKTO C€ M3HMCKBA I10 MPUIOKUMATA MPOLEAypa 3a OLEHSIBAHE HAa ChOT-
BETCTBUETO CBIVIACHO HACTOSIIHUS PErIaMeHT.

W3penusTa, ChCTaBEHU OT BELIECTBA MJIM OT KOMOMHALMM OT BEILECTBA,
KOMTO ca NpeJHa3HAueHH Jia ObJaT BbBEAECHN B YOBEIIKOTO TAJIO U KOUTO
ce abcopOUpaT OT YOBELIKOTO TSUIO MM C€ Pa3lpbCKBAT JOKAIHO B HETO,
OTroBapsT, KOraTo € IPUIIOKUMO M CaMO 110 OTHOIIEHHE Ha ACHEKTHTE,
KOMTO He Ionajar B 00XBaTa Ha HACTOSILMS PErJIAMEHT, HA ChbOTBETHUTE
u3uckBanus 1o npuinoxenue 1 kem  Jupexkrusa 2001/83/EO  3a
OLIEHsIBaHE Ha abcopOLus, pasnpOCTpaHEHUE, MEeTabOoIM3bM, OTIEISHE,
JIOKaJIHA TTOHOCHMOCT, TOKCHYHOCT, B3aUMOJACHUCTBHE C IPYTH H3JCIHS,
JIEKApCTBEHH NPOAYKTH WM APYTH BELIECTBA U MOTEHIMAN 32 HEXKEIaHU
peakluy, CbhIJaCHO M3HCKBAHUATA Ha IIPUIIOKUMAaTa HpoLeaypa 3a
OLICHABAHE HAa CHOTBETCTBHETO CHITACHO HACTOAIIMS PETIAMEHT.

Wznenus ¢ Marepuaiu oT OHOJIOTHYECH IIpousxonq

3a m3nenus, IPOU3BEACHH Ype3 HM3ION3BaHE Ha MPOM3BOAHM HA THKAHH
WM KJICTKA OT YOBCIIKU MPOM3XOJ, KOMTO Ca HEKH3HECIIOCOOHH WJIH ca
HAIpaBeHW HEXHM3HECTTOCOOHH, OOXBAHATH OT HACTOSIIMS DPETIaMEHT B
CHOTBETCTBHE C wieH |, maparpad 6, OykBa ), ce MpuiaraTr CICJIHUTE
W3UCKBAHUS:

a) JapsIBaHETO, JOCTABIHETO W M3MUTBAHETO HA THKAHWUTE M KICTKHUTE CE
u3BbpiBar cbriacuo Jupexrusa 2004/23/EO;
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13.2.

14.

14.1.

14.2.

6) 00pabOTBAaHETO, CHXPAHIBAHETO M APYTUTE JEHHOCTU C TE3H THKAHU U
KJICTKA WM TEXHUTE IPOM3BOAHU C€ M3BBPIIBAT Taka, 4e Ja ce
ocurypu 0e30MacHOCT 3a MAlMeHTHTE, MOTPEOMTENUTEe M, aKo €
HOPUIOKUMO, JApyruTe Juna. Ilo-KOHKpeTHo Oe30macHOCTTa 110
OTHOILIGHHE HAa BUPYCHM U JPYI'M TPAaHCMHCHBHHM areHTH ce
OCHTypsiBa 4pe3 IMOJXO/SIIM METOAM Ha ChOMpaHe Ha MaTepual U
Yype3 U3MO0JI3BaHe HA BAMIMPAHH METOIM 33 CIMMUHUpPAHE WM HHAK-
THUBHpAHE B TPOM3BOJICTBEHHUS TIPOILIEC.

B) CHCTeMara 3a HpOCICAMMOCT Ha TE3W W3JCIUs JONbIBA M €
CbBMCCTUMA C M3MCKBAHUATA 3a IPOCICIUMOCT M 3allUTa Ha
nanuute, npensuaeHn B JupextuBa 2004/23/EO wu  upextusa
2002/98/EO.

KbM n3zenusra, NpOM3BEICHN Ype3 U3MOA3BAHE HA THKAHH HMIIM KICTKU
OT JKMBOTHHCKH TIPOM3XOJ] MJIM TE€XHU TPOU3BOIHH, KOUTO Ca HEKHU3HEC-
HOCOOHM MM Ca HAaNpaBeHU HEXH3HECIIOCOOHH, Ce IpUiIaraT CICIHUTE
pasnopenou:

a) KOrato € Bb3MOXHO, C OIJIe/l Ha BH/A XKMBOTHH, THKAaHUTE U KJIETKUTE
OT JKMBOTHHCKHU IIPOU3XOJ] WIIM TEXHUTE MPOU3BOJHU Ca MOIYyYEHH OT
JKUBOTHHU, TPEMHHANIU NpPe3 BETEPUHAPECH KOHTPOJ, aJalTHPaH KbM
NpeJHa3HAuYeHHeTO Ha TbhKaHuTe. [lpoM3BoaMTENUTE CHXpaHIBAT
uHpopmalys 3a reorpadckusi IPOU3X0J HAa KUBOTHUTE;

0) cpOupaHero, 00pabOTBAHETO, CHXPAHSBAHETO, W3IUTBAHETO U
paborara ¢ ThKaHH, KJIETKH M BELIECTBA OT JKMBOTHHCKH IPOHM3XOJ
U TEXHHU l'lpOl/I3BO}1HI/I ce H3B’prJBaT Taka, 49€ Jga c¢€ OCVIprH
0e30MacHOCT 3a MalMEeHTHTE, MOTPEOUTENUTE M, aKO € MPUIOKHUMO,
npyrute juna. [10-KOHKpeTHO Ge30MacHOCTTa MO OTHOIICHHE Ha
BUPYCHM M JIDyIM TpPaHCMHUCUBHU areHTH C€ OCHUTypsiBa 4pe3
H3II0JI3BAHC HaA Ba.m/mnpal-m METOAU 3a CHI/IMI/IHI/lpaHe WJIN UHAKTHU-
BUpaHE Ha BHUPYCHTE B MPOM3BOJICTBEHHS TMpPOLEC, C M3KIIOYEHHE Ha
CllydanTe, KOraro H3IMOJI3BAHETO HA TAKWBA METOAM OW JOBEJIO /0
HEIPUEMJIMBO BIIOIIABAHE, KOETO 3acTpalliaBa KJIMHUYHATA [0JI3a OT
U3JIEJINETO;

B) KbM H3ICNHATA, MPOM3BEACHH Ype3 H3MON3BAHC HAa THKAHH HWIIH
KICTKH OT OKHBOTHHCKH MPOHM3XOA WIM TEXHH IPOH3BOJHH,
nocoyeHn B Permament (EC) Ne 722/2012, ce npumnarar cremu-
(bUYHATE M3UCKBAHMS MO TOCOYCHHS PETIAMCHT.

[lpu wm3genusi, MPOM3BEACHH dYpe3 W3MOJI3BAHE HA HEXHU3HECIIOCOOHU
OMOIOTMYHU BEIIECTBA, PA3IMYHU OT IMOCOYeHWTE B pazaenu 13.1 u
13.2: oOpaboTBaHETO, CHXpaHSIBAHETO, M3MUTBAHETO W paboTaTa C TE3n
BEIECTBA CE M3BBPIIBAT TaKa, Ye Ja Ce OCHIypu Oe30MacHOCT 3a Mallu-
EHTUTE, TMOTPEOUTEINTE W aKO € MPUIOKUMO — JAPYTUTE JIMIA, BKIIO-
YUTEITHO BBB BepHrara 3a 00e3BpekaaHe Ha OTHaabi. [10-KOHKpETHO
0e30MacHOCTTa [0 OTHOIICHHE HA BUPYCH U JAPYTH TPAHCMHUCUBHU areHTH
ce OocuUrypsiBa 4pe3 MOAXOMSIIM METOAM Ha ChOMpaHe Ha Marephail U
Yype3 M3MO0J3BaHe Ha BaIMAMPAHH METOMIM 3a CIMMHHUpPAHE WIIM MHAKTH-
BHpaHE B MPOU3BOACTBEHUsI MPOIIEC.

I/I3pa60TBaHe Ha HU3gCiIusTa U BBBHMOHCﬁCTBHG CbC Cp€liaTa, B KOATO CE€
HaMupart

Koraro m3ienueTo e mpegHa3HAueHO 3a W3IOJ3BaHE B KOMOWHAIMS C
JIPYTH U3JeNHs WM 00OpyZABaHe, LsulaTa KOMOMHAIWMS, BKJIFOYHMTEIHO
CBBp3BalllaTa CHUCTEMa, € Oe30macHa W He HapyllaBa MOCOYEHOTO
JeiicTBre Ha u3znenusaTa. Besko orpaHuueHHe Ha ynotpebaTa Ha Takapa
KOM6VIHaLlI/Iﬂ C€ II0CO4YBa BBPXY CTUKETA Vl/I/IJ'[l/I B HUHCTPYKUUHUTEC 3a
ynorpeba. CBbp3BaIlUTE CHCTEMH, C KOUTO MOTPEOMTENAT TpsiOBa 1a
paboTH, HanpUMep CHUCTEMH 3a TpaHchep Ha TCYHOCTH WM Ta3, WIH 3a
€JIEKTPUYECKO MJIM MEXAaHMYHO CBBP3BaHE, CE MPOCKTUPAT M M3pabOTBAT
Taka, Y€ Jia ce CBeJaT A0 MHHHMYM BCHYKH BB3MOXHH PHCKOBE,
HaIrpuMep HENpaBUIHOTO CBBP3BaHE.

Wsnenusita ce IMPOCKTHUPAT U IMPOU3BEIKIAAT TaKa, Y€ J1a C€ NpeMaxHaT Ui
HaMaAT, JOKOJKOTO € BB3MOXKHO:

a) PUCKBT OT YBPEKJaHE BHB BPb3Ka C TEXHHTE (DM3MYECKU XapaKTe-
PHMCTHKH, BKIIIOUYUTEITHO CHOTHOIICHUETO 00eM — HaJsiraHe, pa3MepH
M, KOTaTo € Ie’1echo0pa3Ho, eprOHOMUYHH XapaKTePUCTHKU;
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14.3.

14.4.

14.5.

14.6

14.7.

15.
15.1.

6) PHUCKOBETE, CBBP3aHU C pasyMHO IIPpEABUAVMH BBHIIHHU BB3JICHCTBUS
WM YCJIOBUsI Ha OKOJIHaTa cCpe/ia, KaTO0 MAarHuTHO IIOJIC, BBHIIHU
CJICKTPUYCCKU U CICKTPOMArHUTHU  BIIMAHUSA, CJIICKTPOCTATHYCH
3apdaa, JbYCHHUC BBB BpPb3Ka C JUArHOCTUYHU WKW TEPAICBTUYHU
npoueaypu, HajiaraHe, BJIAXKHOCT, TEMIIEpaTypa, KoJe0aHus B Halls-
TaHETO U YCKOPEHUETO WU PAJUOCMYLICHUS;

B) PUCKOBETE BBB BpPb3Ka C yHOTpe6aTa Ha U3CIUETO IIPU KOHTAKTa My
C Marepuajiy, TEYHOCTH MW BCIICCTBA, BKIIOYUTCIHO W ra30BC, Ha
KOUTO € H3JIOKCHO IIPpU HOPMaJIHU YCJIOBHS Ha yHOTpC6a;

I') PHCKOBETE BBB BPB3Ka C BB3MOXKHO OTPHIIATEIIHO B3aUMOJCHCTBHE
mexay copryepa u UT cpenara, B KOSATO (PyHKIMOHHpA U C KOSTO
CH B3aUMOJICHCTBA;

JI) PHUCKOBETE OT CIy4aifHO NMPOHHKBAHE HA BEIIECTBA B M3/ICIHETO;

€) PHUCKOBETE OT B3aMMHA HHTEP(EPCHIHUSI C APYTH H3JENHUs, KOUTO
00MYaifHO Ce M3MOJNI3BAT NPH W3MUTBAHMATA WM JICUCHUETO; H

%) PUCKOBETE OT HEBB3MOXKHOCTTA 3a IOJJIbpiKaHE HIM KaauOpupaHe
(HarpuMep HMMIUIAHTHTE) BCIIEJCTBHE HAa CTApEEHE HAa H3IIOJI3BaHMUTE
MaTepHaly WIM HaMalsBaHE Ha TOYHOCTTA Ha M3JIENUE C HU3Mep-
BaTe/IHA MM KOHTPOJIHA (DYHKLHS.

Wznenusita ce IPOCKTHUPAT W INPOU3BEKIAT TaKa, 4€ Ja CE€ HaMaJsAT B
MaKCUMaJlHa CTCIEH PUCKOBETE OT IOXKap MWW CKCIUIO3UsA I[IpU
HOpMaJlHa yl'[OTpC6a u B cnyqaf»’r Ha C¢JMHUYHA IIOBpeaa. CHCI_II/IBJ'IHO
BHUMAHHC CC€ 06p1>111a Ha u3acnus, 4YUATO [PEABUJICHA yHOTpCGa
BKJIFOYUBA CKCIIO3HMIHA WM H3II0JI3BAHC B KOMGI/IHaI_II/IH ChbC 3anajJruMu
WU B3pUBHU BELIECTBA HWJIW BCIIECTBA, KOUTO MOrar JAa IpUYUHAT
3araJiBaHe.

W3penusaTa ce NPOSKTHPAT M HPOM3BEXKAAT Taka, 4ye HACTPOWBAHETO,
KanuOpUpaHeTo M MOAAPBIKKATA Ja MOraT Jia ce M3BbpHIBAT O€301acHO
1 e(hUKacHO.

WspenusTa, npeaHasHadeHd 3a (QYHKIHOHUpPAHE C APYTH M3IENUs WU
NPOAYKTH, C€ MPOEKTHPAT W MPOM3BEKAAT TaKa, 4Ye OlepaTHBHATA
ChbBMECTUMOCT M CHOTBETCTBHETO MOMEKAY MM Jia ca HAASKIHH M
0Oe30MacHH.

Ckanata Ha u3MepBaHe, HAONIOIEHWE W MamadbT HA H300pakeHHE ce
[POCKTUpPAT W TPOU3BSKAAT B CHOTBETCTBUE C CPrOHOMHYHHTE
MPUHIUIH, KaTO Ce OTYMTAT IMPEAHA3HAYCHHUETO, IIEJIEBUTE MOTPEOUTEIN
U yCJIOBHSATA Ha CPeaTa, B KOSITO M3/CNUsTA ca MpeJHa3HauCH! Aa Obaar
H3II0JI3BaHU.

W3penusaTa ce NPOEKTHpAT M INPOU3BEXKIAT Taka, ue Ja ce yJecHsABa
TAXHOTO 0€30MaCHO YHMILOKAaBaHE M 00E3BPEKNAHETO Ha CbOTBETHHUTE
OTIAaJHH BELIECTBA OT MOTPeOUTEINs, MAlMEHTa WK JPYTH JHLa. 3a Ta3u
LeJl NPOM3BOJUTENNTE ONPENENAT U U3IUTBAT NPOLETYPH U MEPKH, Upe3
KOMTO TEXHHTE U3JeIMs 1a Morar ja ObaaT 6e301macHo 00e3BpeeHH Clle]
ynorpeba. Tesu mpoueaypu ce ONMCBAT B MHCTPYKLHUMTE 3a ymnorpeba.

W3nenus ¢ quarHoCTUYHA WITA usMepBaTeiiHa (I)yHKI_[I/ISI

HBHGJ’IHHT& C IMarHoCThu4Ha WJINW U3MEPBATEIHA d)yHKHI/ISI C€ IIPOCKTUpaT
U [pOM3BEXKIAaT Taka, Y€ Ja C€ OCUTrypiaAT [AoCTaTbyHa TOYHOCT,
TPEOU3HOCT U CTaOMIIHOCT C Oorjiel Ha MNPpCeAHA3HAYCHHUETO UM Ha
bazaTa Ha OOAXOIAIN HAYYHH U TEXHUYCCKH METOIH. HpOPBBO[[PITeJ'IfIT
TIoCoYBa OOMYCTUMHUTE I'paHUIIA HA TOYHOCT.
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15.2. U3mepBaHusTa, HAlIPAaBEHH 4pe3 W3JCIHS C U3MepBaTelHa (YHKLHS, ce
M3pa3sBaT B CTaHIAPTHH CAWHHWIN B CHOTBETCTBHE C pas3lopelOWTe Ha
Jupexrusa 80/181/ENO na Csaera (1).

16. 3ammra OT JTbYCHUE
16.1. OOmHu MOJOXKEHUS

a) M3nenusita ce MPOEKTHPAT, NPOM3BEXKAAT M ONAKOBAT Taka, 4e 1a ce
HaMaji, JOKOJKOTO € BB3MOXKHO, eKCIIO3HIMATA Ha JIbYCHHE Ha
MAlMeHTH, TOTPEOUTENN U JPYIH JIHIA [0 HAYHH, CbBMECTHM C TIpe/-
Ha3HAuYeHHETO MM, 0e3 TOBa Ja OrpaHHYaBa INPHIOKEHHETO Ha
NOAXOAAIIMTE IMMOCOYEHU HHBA HA JIBUYCHHUC 3a TCPAIIEBTUYHU U JuUar-
HOCTHYHHU LEJIH.

0) B umHCTpykuuuTe 3a ynorpeda Ha M3ACNHATA, W3IBUYBAIIN PUCKOBO
WIN TIOTEHI[MATHO pHUCKOBO JIBUCHHE, C€ ChABbpKA MOJAPOOHA
nH(MOPMALMS 32 €CTECTBOTO HAa M3IBUYEHOTO JIbUYEHHE, CPEACTBaTa 3a
3aIllUTa HA MAlMeHTa W MOTPEeOUTEeNs M HAYMHHUTE 3a HM30sArBaHe Ha
HeTpaBUIIHATA yroTpeda M 3a HaMaJsiBaHe HA PUCKOBETE MPH MHCTa-
JIMPAHETO, JOKOJIKOTO TOBAa € BBb3MOXKHO M HeoOxoaumo. [locousa ce
u uHopManus 3a INPUEMAHETO W H3MUTBAHETO Ha JAEHCTBHETO,
KPUTEPHUTE 3a TPHEMaHEe M MPOIeIypaTa 3a MOIAPBKKA.

16.2 [IpenBuzneHo apueHHE

a) Korato wszmenumsita ca TpeIHa3HAUeHH Ja H3IBbYBAT PUCKOBO HITH
MOTCHI[MATHO PHCKOBO HHMBO Ha HOHHM3HMPALIO W/WIM HEHOHU3HMPAIIO
JbYCHHE, HEOOXOJMMO 332 KOHKpPETHAa MEIHUIIMHCKA I, 38 KOETO Ce
CYMTa, Ye Moj3aTa HaJBHIABA PHUCKOBETE, CBBP3aHH C JIBUYCHHUETO,
TpssOBa Ja € BB3MOKHO MOTPEOUTENAT Ja KOHTPOJIUpPA JTBYCHUETO.
Tes3u uznenust ce MPOSKTUPAT U MPOM3BEXKIAT TaKa, Y€ JIa OCUTYPsIBAT
BB3MPOU3BOANMOCT Ha CHOTBETHHUTE TIPOMEHIMBH MapaMeTpu B
paMKUTE Ha JOMYCTHM TOJEPAHC.

60) Korato wu3zmenumsita ca mpeaHA3HAUCHH Ja HM3IBYBAT PUCKOBO HITH
MOTCHI[MATHO PUCKOBO HOHHM3MPAIIO W/MIM HEHOHU3HMPAIIO JIBYCHUE,
MpU BB3MOKHOCT T€ Ca CHAaOJCHM C BH3YalHO W/WJIM 3BYKOBO TPEIy-
TMPEeKICHUE 32 TOBA U3TbYBAHE.

16.3. Wznenusita ce IIPpOCKTHUpAT M MNPOU3BEIKAAT Taka, Y€ Ja C€ HaMally,
JOKOJIKOTO € BB3MOXXHO, CKCIIO3UWIUATA HAa IMAUCHTUTEC, HOTPCGI/ITCHI/ITG
u ApYyrure Jidla Ha HENPEABHUJCHO, CTPAHUYHO HIJIM PA3CEsIHO JIBYCHUEC.
Korato € BB3MOXKHO H IIPUIIOKUMO, CC I/I36I/IpaT METOAH, KOHUTO
HaMasaBaT C€KCIIO3UIMATA HA JIBbYCHUC Ha IMAIUCHTHUTE, HOTpe6I/ITeHI/ITe
u JApyrure Jidla, KOUMTO Morat Ja 6’I>I[aT 3aceruaru.

16.4. Vonusupamo nbueHue

a) MsnemuaTa, mpenHa3sHAUYCHW [a U3IbYBAT MOHM3HPAILIO JBUCHHE, CC
MPOCKTHPAT M MPOU3BEKAAT B CHOTBETCTBHE C M3HCKBAHUATA HA
Jupexrusa 2013/59/EBparom 3a ompezensiHe Ha OCHOBHH HOPMH Ha
0€30IIaCHOCT 3a 3allUTa Cpelly OIACHOCTUTE, NPOM3THYAIld OT
M3/1araHe Ha MOHM3HPAIIO JIbUYCHHE.

6) I/ISZICJII/IS[T&, IpeaHa3sHa4YCHU Ja Hu3JIb4BaT fIOHH3HpamO JIBYCHUEC, CC
IPOCKTHUpAT U IPOU3BEKIAAT TakKa, 4€ Ja CC€ rapaHtvpa, KOrato €
BB3MOKHO € OIVICJ Ha INpelABUJICHATA UM yn0Tp66a, Y€ KOJIMYCCTBOTO,
TeoOMETpusiTa U Ka4eCTBOTO Ha IPOU3BEACHOTO JIBYCHUE MOraT Ja ce
IIPOMEHAT U KOHTPOJIMPAT, U aKO € Bb3MOXKHO — Ja C€ IpociieasaBaT
10 BpEME Ha JICUCHUETO.

(") Hupexrusa 80/181/EMO na Cusera ot 20 nexemBpu 1979 r. 3a cOmmkaBaHe Ha 3aKo0-
HOJ/IaTeJICTBATAa HA JbP/KABHTE WICHKH OTHOCHO MEPHHTE CIMHULM W 3a OTMsHA Ha
Jupexrusa 71/354/EMO (OB L 39, 15.2.1980 r., ctp. 40).
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17.

17.1.

17.2.

17.3.

17.4.

18.

18.1.

18.2.

18.3.

18.4.

B) Mznenmusta, wW3mbuBalld HOHW3WpAIIO JTHUCHHE 32 ITHATHOCTHYHA
paxuosIorys, ce MPOEKTHpAT M INPOM3BEXKIAT TaKa, 4e Ja MOCTHTHAT
o0pa3 W/WIM KavyecTBO, MOJAXOMSIIM 38 MEIULUHCKOTO IMpeaHa3Ha-
YeHHe, KaTo Cce HaMaysiBa 0 MHHUMYM €KCIIO3UIIHATA Ha IJIbUCHHE
Ha TAlMeHTa U MOTPeOUTEeNs.

r) Msnenusita, KOUTO MPOMU3BEXKIAT HOHU3MPALIO JIBYCHHE U Ca TIPEIHA3-
HA4YCHU 3a TEPANECBTUYHA PAJNOJIOTHS, CE IPOCKTUPAT U MPOU3BEXKIAT
TaKa, 4e Jia JaBaT Bb3MOXKHOCT 3@ HAJEXHO HAOIIOAEHUE U KOHTPOI
Ha Jl03aTa, BUJA HA JIbUUTE, SHEPrusiTa M, KOraTo € LelechoOpasHo,
Ka4eCTBOTO Ha JIbYECHHETO.

IIporpamupyeMu €lEKTPOHHM CHUCTEMHM — W3JIeIHs, BKIIOYBALIM B
CbCTaBa CH HPOrPaMHUPYEMH EJEKTPOHHU CUCTeMH U codryep, KOHTO
caM 1o cebe CH NpeJCTaBiIsiBa U3/

W3penusTa, BKIIOYBAIM B CbCTaBa CU IPOrpaMUPYEMH EIEKTPOHHU
CHCTEMH, BKIIIOUMTEIHO codTyep, win codryep, KoiTo cam no cebe cu
HpeJCTaBiIsABa U3/eNIHe, Ce IPOEKTHPAT Taka, 4e Jia rapaHTHpaT MOBTO-
pseMoCT, HaJeXKIHOCT M jAeiicTBUe CbOOpa3HO IpeiBHICHATa UM
ynorpeba. B ciyuaii Ha eIMHMYHA NOBpeAa ce IpueMar HeoOXOAUMHUTE
MEpKHU 3a OTCTPaHsABAHE WM HaMajsBaHE HA MOCIEABAIIUTE PUCKOBE MIIU
HapyLIeHHUsl Ha JEeHCTBUETO, NOKOIKOTO TOBA € BB3MOMKHO.

3a wm3zenusaTa, BKIIOYBAIIM B CbCTaBa cu codTyep, wiam 3a coryep,
KOITO caM 1o cebe cH MpeicTaBisiBa U3aenue, copTyepsT ce paspaboTBa
U NIPOU3BEXKJa B CbOTBETCTBUE C Hal-HOBHTE HaY4YHU NOCTHIKCHHSA, KaTO
Ce OTYMTAT NPHHIMIUTE HA [MKbJIa Ha pa3paboTBaHe, yNpaBICHHETO HA
pHCKa, BKIIOYUTEIHO HHYOPMALHOHHATA CUTYPHOCT, IPOBEPKATa M BaJIH-
JIPaHETO.

CodryepsT 1O HACTOSIIMS pa3fiel, NPEAHA3HAYCH 3a H3IOJI3BAaHC B
KOMOHMHAIMS ¢ MOOWIHH KOMITIOTBPHH IUIaTQOPMH, CE MPOSKTHpa U
MPOM3BEXKIA, KAaTO CE B3eMAT MPEIBHA KOHKPETHHTE XapaKTEPHCTHKH
Ha MoOwmiHara Miarhopma (Hampumep pa3Mep M ChOTHOIICHHE Ha
KOHTpAcTa Ha eKpaHa) U BHHIIHATE (haKTOPU BHB BPB3KA C HU3MOI3BAHETO
My (IpOMeHsIIa Ce Cpefa MO OTHOIICHWE HA CBETJIMHATA UM IIyMa).

[IpowsBomuTenuTe yCTaHOBSBAT MHHUMAIHM WM3WCKBAHUS 3a Xapiyepa,
xapakrepuctukure Ha MUT MpexuTte n MHPOPMAIMOHHO-TEXHOJIOTUYHHUTE
MEpKH 3a CHTYPHOCT, BKJIIOYHMTENIHO 3alUTaTa CpeIly HEI03BOJIECH
JIOCTBII, KOATO € HeoOXoauma, 3a 1a Moxke copTyepbT Aa (GyHKIMOHHpA
10 TIpeJHa3HAYCHUE.

AKTHBHH U3aeinsa U CBbP3aHU KbM TAX U3ACIIHA

B cnyqaﬁ Ha ¢JUMHUYHA IOBpe€Aa IIpU HCUMIUIAHTUPYEMHU aKTHBHU
uaaeusa Ce rnpuemar H€O6X0[[I/IMI/ITB MEPKHU 3a OTCTpaHABaHEC WA HaMa-
JIABAHC Ha MOCJICABAIIUTE PHUCKOBE, TOKOJKOTO TOBAa € BB3MOIKHO.

I/Isz[ennsrra, IIpU KOUTO 0Oe3omacHoOCTTa Ha TManueHTa 3aBUCH OT BHTPCUICH
HU3TOYHUK Ha CHEprus, ca CHa6,I[eHI/I C amnaparypa 3a OIIpE€ACIsiHE Ha
CbCTOSIHUCTO Ha M3TOYHHMKA Ha CHEprus U C 1oAXoAsdIo IHpeay-
TNPEeXACHUE WU YKa3aHWE 3a TOBa KOra KalalUTEThT Ha U3TOYHHUKA Ha
CHEprust NOCTHUIHE KPUTHYHA TOYKaA. Axo e HCOGXOﬂI/IMO, Ipeaynpex-
JACHUCTO MJIM YKa3aHUETO CC€ JlaBa MNPEAU KallallUTEThT Ha HU3TOYHUKA
Ha CHEprus Ja JOCTUI'HE KpUTHUYHATa TOYKaA.

I/I3HCJ'H/I}ITa, TIIpU KOUTO Oe30macHOCTTa Ha NManueHTa 3aBUCH OT BBHIICH
W3TOYHUK Ha CHEprus, ca CHa6,ZleHI/I C ajJlapM€Ha CHUCTEMA, KOATO Ja
CUTHAJIM3Mpa 3a BCAKO HAPYHICHUE B 3aXPaHBAHCTO.

W3pnenusTta, npenHasHadeHW 3a HAONIOACHHWE HA €IWH WM TI0Beue
KIMHUYHE TIapaMeTbhpa Ha MANUEeHT, ca CHA0AE€HW C IIOJXOJSIIN
QJIapMEHN CHUCTEMH, CHTHAJIM3UpAIIN MOTPeOHTENs 3a CHTYalUd, KOUTO
OMxa MOTJIM Ja MpPEeIU3BUKAT CMBPT WJIM CEPUO3HO BIIOIIABAHE HA 3/pa-
BOCJIOBHOTO CBCTOSIHUE Ha IAIMCHTA.
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18.5.

18.6.

18.7.

18.8.

19.

19.1.

19.2.

19.3.

19.4.

Wspenusara ce NpOEKTHpAT W MPOW3BEXKIAT Taka, 4e JOKOJIKOTO €
BB3MOXHO, B IMpeIBHACHATa 3a TAX pabOTHA cpexa pPUCKOBETE OT
Ch3/IaBaHEe Ha CIICKTPOMATHHUTHH CMYIICHHUS, KOMTO MOTaT Jia MOBJIHUSIAT
Ha JICHCTBUETO Ha BBIPOCHUTE WIIM JPYTH H3JENHs WIM anapard, ja
ObIaT MUHUMAIHU.

W3nennsaTa ce MpOEKTHPAT W MPOU3BEKAAT TaKa, U J1a OCUTypsBAaT HUBO
Ha BBTPEIIHA YCTOHYMBOCT HA €IEKTPOMArHUTHM CMYIICHUs, KOETO Aa €
MOZXOJISIIO, 33 2 UM IMO3BOJIM Jia paboTAT MO MpeiHa3HAYCHHE.

Wznenuata ce MpOEKTHpaT W TPOU3BEKAAT Taka, de JOKOIKOTO €
BB3MOXHO, Jla ce M30erHe PHUCKBT OT CIy4ailHH TOKOBM YAapH Ha
nanyeHTa, MOTpeOUTeNsl WM APYro JIMIE NpU HOpMajiHa ymnotpeba u
Ipu eJUMHUYHA MOBpela Ha WU3AENMATa, KOTaTo ca HHCTAIUpaHu |
MOJUIbP’KAaHK CHOPEA MHCTPYKIMUTE Ha TPOU3BOJMTENS.

Wznenuata ce MpOEKTHpAT W TPOM3BEXKIAT Taka, dYe, JOKOIKOTO €
BB3MOXHO, J[a Ca 3allUTeHH OT HEepa3pellieH JOCTbI, KOUTO OM HUM
HONpedrs1 a (yHKIMOHUPAT 1O NpeAHa3HaYeHHe.

Cneunam—m U3UCKBAaHHUs 34 AKTHUBHUTC UMIUIAHTUPYEMHU U3ACIIUSA

AKTUBHUTE UMIUIAHTUPYEMHU H3JCIUsL CE€ IIPOCKTUPAT MW I[IPOU3BEKIAT
Taka, 4€ Ja C€ IpeMaxHaT WJIK CBeAAT A0 MHHUMYM, JOKOJIKOTO €
BB3MOXKHO:

a) PHUCKOBETE, CBBbP3aHU C MU3IIOJI3BAHETO Ha CHepFHﬁHH HU3TOYHHUIHN, KAaTO
ce 06'I>pHC CIeualHO BHUMAHUEC Ha M30JIalluATa, U3TUYAIINUTE TOKOBE
U MPETPABAHECTO Ha U3ACIHUATA MPU MU3IOJI3BAHETO HaA CJIICKTPUYCCTBO,

0) pHCKOBeTe, CBBP3aHH C JICYEHHE, OCOOCHO OHE3M, KOMTO IPOU3THYAT
or ymorpebara Ha nehUOPHIATOPH WIM BHCOKOUECTOTHA XHUPYP-
THYECKa amapartypa, 1

B) PHCKOBETE, KOWTO MOTaT Ja BB3HHKHAT, KOTAaTO WOIJIPBKKATa M
KaTHOpPHUPAHETO ca HEBH3MOXKHH, BKIIOYUTETHO:

— HNPEKOMEPHO YBEINYCHHUE Ha U3TUYAIIUTE TOKOBE,

— OCTapsIBaHC Ha M3IIOJI3BAHUTE MaTCpHAJIU,

— HNPEKOMCpHA TOIUIMHA, '€HEpHUpaHa OT U3IACIIUCTO,

— HaMaJIIBaHC Ha NPCIU3HOCTTA Ha HSIKOM U3MEPBATEJICH ypEa WU
KOHTPOJIEH MECXaHU3bM.

AKTHUBHHUTE UMIUIAHTUPYEMHU HU3JCIU CE€ IIPOCKTUpAT U IPOU3BEKIAT
Taka, 4¢ J1a €€ OCurypu:

— KOoraro € IpWJIOKHUMO, CbBMECTHUMOCT Ha H3JejuATa C BELIECTBATa,
KOUTO TE€ Ca IpeAHa3Ha4YCHU Ja npujiarar, u

— HaJACKJAHOCT Ha U3TOYHHUKA Ha CHEPIrus.

AKTUBHUTE UMIUIAHTUPYEMU H3JCIUS U, aKO € TIPUIIOKHUMO, TCXHUTE
CbCTaBHU 4YacCTH, C€ I/II[GHTI/I(bI/II_H/IpaT Taka, 4Y€ [Oda II03BOJIAABAT
B3€MAHETO Ha BCHUYKH HCO6XOI[I/IMI/I MCpKHU CJIeA OTKpUBaHE Ha IIOTCH-
UaJIeH PUCK BBB BPB3Ka C U3ACIMUATA WIIN TEXHUTE CHCTaBHU YaCTH.

Ha akTWBHHUTE MMIUIAHTHPYEMU H3/EIIHS CE TIOCTaBsi KOI, upe3 KOMTO Te
M TEXHHWAT TPOU3BOAMUTEN MOrarT aa ObIaT KaTerOPUYHO HICHTHOH-
upann  (MO-CIIENMAlHO [0 OTHOLICHHE HA BHId Ha W3ICIHETO |
rofivHata My Ha MPOHM3BOJICTBO); MPU HEOOXOIMMOCT TO3M KOJ TpsiOBa
Ia MOXe Ja ce paszumra, 0e3 da e HeoOXOmuMa XHpypruvecKka HHTEep-
BEHIINSL.
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20.

20.1.

20.2.

20.3.

20.4.

20.5.

20.6.

21.

21.1.

21.2.

21.3.

3aHlI/ITa OT MEXaHUYHU U TOIUVIMHHU PHUCKOBE

WznenusaTa ce NpOeKTUPAT U MPOU3BEKAAT TaKa, Y€ MALUEHTUTE U TOTpe-
OuTenuTe N1a ca 3allUTeHH OT MEXAaHWYHHM PUCKOBE, CBBbP3aHH HANpHMeEp
C YCTOHYMBOCTTA Ha JBM)KCHHE, C HECTAOMJIHOCT M C JBIKCIIUTE ce
YacTH.

Wznenusita ce IIPOCKTUPAT U IIPOU3BEKAAT Taka, 4€ Ja C€ HaMaJiAT 10
MHUHUMYM PHUCKOBETE OT I'C€HECpUpPAHU OT H3JACJIUsATA BI/I6paI_[I/II/I, KaTro c¢
OTUHUTAT TEXHUYCCKUAT NPOTrpeC MU CHUICCTBYBAILIUTE CPEACTBA 3a Orpa-
HHUYaBaHC Ha BI/I6]J3HI/II/ITC, 0cobeHo npu H3TOYHHUKA, OCBEH KOrato
BI/I6paI_[I/IPITe ca 4acT OT IOCOYEHOTO JIEHCTBHE.

W3penusita ce IPOCKTHUPAT U NPOU3BEKIAT TaKa, 4y€ Ja €€ HaMaJAT 10
MHUHUMYM PUCKOBETEC OT U3JIBUYCHHUA LIYM, KaTO C€ OTYATAT TCXHUYCCKUAT
nporpec u ChUICCTBYBAIIMTE CPEACTBA 3a OrpaHM4YaBaHEC Ha IIyMa,
0coOeHO IIpyU MU3TOYHHKA, OCBEH KOIaTO H3JBYUYCHHUAT IIYM € 4YacT OT
TIOCOYCHOTO HCﬁCTBHC.

TepMmuHanuTe M CBBP3BAMNTE YACTH KbM M3TOYHUIN HA EIEKTPHUYECTBO,
ras, XuApaBlIMYHA WM IHEBMAaTHYHA EHEPIUs, C KOUTO IOTPEOUTENT
WIM Jpyro june TpsOBa Ja paboTH, ce HPOEKTHPAT M KOHCTPYHpaT
Taka, Y€ BCHYKHM BB3MOXKHH PHCKOBE Ja Ca MUHHMAITHH.

rpCIHKI/ITC, KOHUTO MoOrar Jda C€ HalpaBiAT IPpH MOHTaX HJIK CMsiHA Ha
OnpeaeicHd 4aCTh, KOUTO Ouxa MOTJIH Ja ¢p31aaaT puCKoOBE, C€ IIpeaoT-
BpaTsaBaT 4pe3 HNPOCKTUPAHETO M KOHCTPYKLUATA HA TC3U 4aCTU WU, aKO
TOBa € HEBB3MOXKXHO — 4pe3 I/IHqupMaI_U/ISI, II0COo4Y€Ha BBPXY CaMHUTC
YacTH W/WJIHA KOXYCHUTE HM.

Coplinata nHGOPMALHS CC MPEIACTABS BBPXY ABIKCIINTE CC YaCTH W/WIH
TEXHHUTE KOKYCH, KOraTto IOCOKaTa Ha JIBWKCHHE TPsiOBa 1a ¢ M3BECTHA,
3a Ja ce M30erHe pUCKBT.

I[OCTT)HHI/ITG YaCcTH Ha u3gciIusaTa (C HU3KIKYCHUE Ha YaCTUTC MU
30HUTE, IIpEAHA3HAYCHU Ja M3JIbYBAT TOIJIMHA WM Ja Ce HanHBaT) u
CBbCCAHUTE UM YAaCTH NPU HOPMAJIIHU YCJIOBUA Ha yHOTpe6a HE JocTturart
TIOTCHIIUAJIHO OIIaCHU TEMIIEpaTypH.

3aLLU/ITa OT PHUCKOBE 3a TIlallMCHTA HWJIN l'lOTpeGI/ITeJ'lﬂ OT H3ACIus,
JAOCTaBsAIU CHEPIrust WU BEUIECTBA

I/ISZ[CJ'II/ISITB., KOUTO AOCTaBAT Ha IMallMEHTAa C€HEprus WJIK BeLIeCTBa, CC
IIpOCKTHUpaT U I/I3pa60TBaT Taka, 4€ CKOpPOCTTa Ha IIOTOKa Ja MOXKE Ja
C€ peryimpa u rnoaabpxa ¢ TOYHOCT, KOATO Ja rapaHTHupa 0e30MmacHOCTTa
Ha nmanucHra u l'IOTpe6I/ITeJ'IX.

Wznenusita ca cHabAeHH C MPHUCIIOCOOJICHUS 3a MPEJOTBpPATsABAHE H/UITU
CHIHAJIM3MPAHE 3@ BCSKA HEMOAXOJIIIA CKOPOCT Ha MOTOKA HA CHEPrusl
WIM Ha JIOCTaBSIHUTE BEIIECTBA, KOATO OH MoOIia Ja MpeicTaBisiBa
omacHOCT. M3xenusaTa HPUTEKaBaT MOAXOMILIM 3AIIUTHH IMPHCIOCO0-
JICHHsI, KOUTO, JOKOJIKOTO € BB3MOYKHO, MPEJOTBPATIBAT HHIMACHTHOTO
0CBOOOJKIABaHE HAa ONACHO KOJIMYCCTBO CHEPTHs WIM BELICCTBA OT
W3TOYHUK HA CHEpPrusi W/WJIM Ha BEIECTBA.

OyHKIMUTE HA KOHTPOJIUTE M MOKA3aTeIUTe ca SICHO 0003HAYECHH BHPXY
nm3aenuaTa. Korato wm3menusaTa ca NpUAPYKEHH OT MHCTPYKIMH 3a
yrnorpeba WiIn BU3yalHa cUcTeMa 3a PaOOTHUTE WJIM HACTPOMBAHUTE MM
napameTpH, Tasu MHbOpMaIMs € pazdupaema 3a MOTPeOUTENs, a aKko €
MIPUIOKHMO — M 3a TAIHEHTa.
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22.

22.1.

22.2.

22.3.

3ammTa OT PHUCKOBE, CH3MAICHH OT MEAWIUHCKH H3IeNUs, TpPEeIHa3-
HAYCHM OT NPOM3BOJUTEINS 32 YIOTpebda OT HECICIHAINCTU

W3penusata 3a  ymnoTpeba OT HECHELMAIMCTH C€ IMPOCKTHpAT |
MPOU3BEXKIAT TaKa, 4e Ja (PYHKUMOHMpAT MPABHIHO CHIVIACHO IIPEaHA3-
HAUCHHUETO CH, KaTo CE OTYMTAT YMEHHMATAa M CpEJCTBaTa, C KOHUTO
pasrmosyiaraT HECHEHHaINCTUTe, KaKTO M BB3JCHCTBHETO HAa MPOMEHHUTE,
KOMTO MOraTr 00OCHOBAaHO Jia Ce NPEABUIAT B TEXHUKATa M CpelaTa Ha
Hecrnenuanucta. Mudopmanusara U HMHCTPYKLMHUTE, TNPEAOCTABEHH OT
MPOW3BOJIUTEIS], Ca JICCHU 3a pa30upaHe M MpHjiaraHe OT HECTeLHaINCTa.

W3penusata 3a  ynotpeba OT HECHELMAIMCTH C€ INPOEKTHpAT |
MIPOM3BEXK/AT TaKa, 4e:

— J1a ce TapaHTHpa, Y€ M3ACIHETO MOXKE [a Ce M3MO0i3Ba GE30MacHO U
TOYHO OT IICJICBHS IOTPEOUTEN Ha BCHYKH CTAld OT MPOLEAypaTa,
aKO € HeoOXOAMMO — Clie/l OCHI'YpsiIBaHE Ha MOAXOAII0 o0y4eHue
w uHdopmanus,

— Jla ce HaMalu BBB BB3MOXKHO Hal-roisMa M TMOAXOJSAINIA CTEHEH
PUCKBT OT HENpPEeIBMICHM MOpsA3BaHMA W yOOXKIaHUs, KaTo
HanpuMep yOoklaHe ¢ METUIMHCKH HUIJIH, U

— Jla ce HaMalll BbB BB3MOYKHO Hal-royisiMa CTEIeH PUCKBT OT TPEIIKa
Ha IeNeBust MOTpeObuTen mpu paboTa ¢ M3AENUETO U, aKo e
MIPUIIOKHUMO, MIPU THIKYBAHETO HA pPE3yNTaTUTE.

Koraro e menecpo0pasHO, H3fenusaTa 3a ymnorpeba OT HECICLHAIHCTH
BKJIIOYBAT MPOLEAYPaA, Ype3 KOATO HECNeHUaTUCTHT:

— MOX€ Jia MpoBepH 10 BpeMe Ha ynorpebara [ainu H3JEIUEeTO
(DYHKIIMOHMPA, KAKTO € HPEIBUJICHO OT HPOU3BOJUTEIS, U

— aKko € MpPWIOKHUMO, OMBa MpeIyNpexJaBaH, aKo H3JEIUeTO He
HpeICTaBU BAIUJICH PE3YIITar.

T'JIABA III

H3HUCKBAHHA 34 HHDOPMAILIHATA, IIPE/IOCTABAHA c

23.
23.1.

HU3IJEJIHETO
ETHKeT M MHCTpYKIHUHM 3a ymoTpeba
OOy M3UCKBaHUS 32 MHOOPMALMATA OT MPOU3BOIUTEIIS

Besiko n3penue ce npuapyxasa oT MHGOPMALHS 32 UISHTUGUIMPAHE HA
U3JEIUETO U IPOU3BOJUTEINL My U OT BCsKakBa HH(OpManus 3a Ge3omac-
HOCTTa M JEHCTBUETO, OT 3HAYEHUE 3a MOTPEOMTEN UM 3a APYro JHUIE,
B 3aBHCHMOCT OT ciydasd. Tasum HHpopMamus MOXe Ia ¢ Ha CaMOTO
u3jleNiie, Ha OIAKOBKAaTa MM B HMHCTPYKLUHTE 3a ynorpeba u — aKo
MPOU3BOIUTENAT MMa yeOcaliT — ce mocouBa M Ce aKTyalu3upa Ha
yeOcaiita, KaTo ce B3eMa MPEIBHUJ CIEIHOTO:

a) HOCHUTENIST, (OpMAThT, CBHIBPKAHMETO, YCTIUBOCTTa K Pa3Ioo-
JKEHHETO Ha eTHKeTa W Ha MHCTPYKUHMUTE 3a ymnotpeba ca
HOAXOMSIIN 33 KOHKPETHOTO W3Jene, INpeAHa3HaYeHHETO My H
TEeXHUYECKUTE 3HAHUS, OIUT, 00pa3oBaHHE WM OOyYeHHE Ha IejIe-
Busi(te) morpeduten(n). [1o-KOHKpETHO HHCTPYKIHMUTE 3a yrorpeda
ca pelakTHPaHH T10 JIECHO pa30MpaeM HAuMH 3a IIEJICBUS OTpeOUTEN
U, aKO € TOJXOMAIIO, Ca JIOITbIHEHN C YEPTSKH U AUarpamu;

0) umHpoOpMarMATa, KOSATO TpsOBA 1a € IOCOYeHAa BBPXY CTHKETa, ce
TIPEACTaBs Ha CAMOTO HM3/eNHe. AKO TOBa € HEBB3MOXKHO MM HETOJ-
XOJAIII0, YacT OT MHPOPMAIMATA WIH IpU1aTa HHOPMALHS MOXKE Jia
ce MOCOYM Ha ONAKOBKAaTa Ha BCSKA €IMHUYHA OpolKa W/WiM Ha
ONAKOBKaTa HA MHOJKECTBO M3JICIIHS;
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23.2.

B) ETHKETHTE Ce MpEJICTaBAT BBHB (hopmar, pa3bupaeM 3a xopara, U
Morar jJa ce JONBIHAT ¢ HWH(OpMamus, KOATO Ce pas3dura oT
MalluHa, KaTto Hampumep paguodecrotHa uaeHtudukanus (RFID)
i 0apKoIoBe;

I') HMHCTPYKLHMHUTE 3a ynorpeba ce ocurypsBar 3aeqHo ¢ mapenusra. 1o
U3KJIIOYCHHE, HE Ce M3MCKBAT TaKMBa MHCTPYKLHMH 3a yrnoTpeba 3a
maenuss or kinac I w kmac Ila, ako Te3wm wum3menauss MoraT ga ce
n3nom3BaT Oe3omacHO Oe3 TakWBa HMHCTPYKIMH W aKO HE € Tpel-
BUJICHO JPYro B HACTOSIIMS pa3ned;

JI) KOTraTO MHOXXECTBO M3JICIIHsI CE JOCTaBSAT HAa €AMH IMOTPEOMTEN M/UIH
MSCTO, MOXKE Jla C€ TIPEeJOCTaBH CaMoO CIUH eK3eMIUIIp Ha
MHCTPYKIMHUTE 32 ynotpeba, ako KylmyBauybT € CBIVIACCH, KATO IMPH
BCSIKO TMOJIOXKEHHE TOW MOXe Ja H3MCKa Ja ObJaT J0CTaBeHH
0e3I1aTHO JIONBJIHUTEIHU CK3eMIUISPH.

€) HMHCTPYKLMUTE 3a yrnorpeba Morar Ja ce OCUIypAT Ha HOTpeduTels
Ha HEXapTUEH HOCUTEN (HApUMep eJEeKTPOHEH), HOKOJIKOTO €
pa3peleHo ¥ caMo Npu ycloBusATa, rnocoueHu B Permament (EC)
Ne 207/2012 unu B HAKOE OT HOCIEABAIIMTE MPaBUIIA 3a IPUIIATaHe,
HPHETH B CHOTBETCTBUE C HACTOSIIUS PErTIAMEHT;

’K) OCTATBYHUTE PHUCKOBE, 32 KOMTO TMOTPEOMTENAT W/WIM JPYro JIULe
TpsiOBa 1a ObJAT YBEJOMEHH, C€ BKJIIOYBAT B TIPENOCTABSHATA OT
npousBoauTelsi nHdopmanus noja GpopmaTa Ha OrpaHUYCHUs], HPOTH-
BOTIOKA3aHUsA, MPEANa3sHN MEPKHU I TPEIyIpEeKACHNS;

3) KOrato € LenechoOpa3HO, TPefoCTaBeHaTa OT IMPOU3BOAUTEIS
uHdopmanust ce mpeAcras 1mojJ Qopmara Ha MEXIYHapOIHO
NPHETH CUMBOJIM. Beekn M3mon3BaH CUMBOI WM MACHTH()UKALMOHEH
LBAT OTroBapsi Ha XapMoHM3WpaHuTe craHzaptu wim OC. B
obsacTuTe, B KOMTO HsAMa XapMoOHuM3upanu cranpaptu wm OC, B
NPe0CTaBeHATa C M3ENUETO JOKYMEHTAIUsl Ce ONUCBAT CHMBOJIUTE
U 1IBETOBETE.

Hudpopmanys BbpXy eTukera

Etnkerst ChbAbpiKa BCUYKU I/I36p06HI/I T10-10J1y HJaHHMU:
a) HUMETO WM ThPrOBCKOTO HAMMEHOBAHHWE HA M3ACIIHUETO,

0) wuHpopMmanusTa, CTPOro HeoOXOMMa Ha MOTPEOUTENs, 3a 1A MICHTH-
(uILEpa U3IEIUETO, ChBPKAHUETO B OMAKOBKATA U KOIaTO HE € SICHO
3a MOTpeOuTeNs — MNPEAHA3HAYCHUETO HA M3/ICIHCTO;

B) HAaUMEHOBAHUETO, PErHCTPUPAHOTO THPIrOBCKO HAUMEHOBAHHME MWIIU
perucrpupaHara THProBCKa MapKa Ha HPOM3BOJAMUTENS M ajpeca Ha
PErucTpUPaHOTO My MSCTO Ha CTONAHCKA JEHHOCT;

F) aKO PpEeruCTpupaHoTo MICTO Ha CTOIIaHCKa JIEMHOCT Ha IIpOU3BO-
JUTEISL € U3BbH Cpr03a — UMETO Ha YII'BJIHOMOLICHUS TIPEACTAaBUTEIT
u aapeca Ha PETUCTPUPAHOTO MACTO Ha CTOMMAHCKA HeﬁHOCT Ha yIbJj-
HOMOIIICHUS TIPEACTAaBUTECIL;

,H) aAKO € TIPWIIOKHUMO, C€ TMOoCOoYBa, Y€ MU3IOCIUETO ChAbpXKaA WA
BKJIFOYBA:

— JICKapCTBE€HO BCLICCTBO, BKJIFOUUTCIHO TMPOU3BOAHO Ha
YOBCIIKATa KPbB WK IUIazMa, WU

— TbKaHW MWW KICTKU HWIW TEXHU M[POU3BOAHU OT HYOBCHIKU
npousxon, uin

— TBbKaHM WIM KICTKA OT JKMBOTHHCKH IIPOM3XOJ WIH TEXHU
npousBosHH, nocodeHu B Permament (EC) Ne 722/2012;

€) aKo € MPWIOKUMO, MH(OpPMAIHUs BBPXY €THKETa CHITIACHO pasziel
10.4.5;
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23.3.

)K) HOMEp Ha mapTuaaTta uih CEPpUCH HOMEP Ha U3ACIUCTO, MPECAIIECCTBAH

3)

)

K)

)

M)

H)

0)

1)

p)

T)

or agymure ,,HOMEP HA TTAPTUJIA® wmm ,,CEPUEH HOMEP* nmm
€KBHMBAJIEHTEH CHMBOII, B 3aBHCHMOCT OT TOBA KOE € ITOIXOJSIIO;

nHocurensat Ha UDI mo wnen 27, mnaparpap 4um wact B or
npunoxenue VI;

SICHO IIOCOYCH Kpac€H CPOK Ha 0e301acHO M3IMOJI3BaHE MJIM MMILIAH-
THpaHE Ha U3JACIUECTO (C YKa3zaHu Hal-MaJIKO TOJWHA W MeCCI_I),
KOraro ToBa MMa 3HAYCHHE,

KOrato HE € IOCOYEeHa JaTara, J0 KOATO H3ACIHETO MOXE Ja ce
M3M0/I3Ba 0E30MMacHO, Ce yKa3Ba JaraTa Ha MpPOU3BOJCTBO. Tasu
JaTa Ha MPOM3BOJICTBO MOXKE Ja Ce BKIIOYM KaTO 4acT OT HOMepa
Ha MapTHaaTa Wik CepUHHMUS HOMEp, MPU YCIIOBUE J1a € SICHO ONpe/-
enMa;

rnmocoyBar €€ BCUYKH IPUJIOKHUMU  CIICHHUAJIHM  YCJIOBUS  Ha
CbXpaHCHUE /A pa60Ta C U3OCITUCTO,

aK0 W3/EIHETO Ce JOCTaBsi CTEPUIIHO, TOBA C€ yKa3Ba, KAKTO M
METOIBT 33 CTEePUIH3ALNS;

NpeaynperKACHU UM NPEAIIa3Hu MEPKU, KOUTO € HE00XOIUMO Jia ce
cBeAaT A0 HEHNOCPEACTBEHOTO BHUMAHHE Ha l'IOTpe6I/ITeJ'[5{ Ha
U3JCJIMETO U Ha APYro Juue. Tazu I/IHq)OpMaI.(I/Iﬂ MOKE a C€ CBCIC
A0 MUHHUMYM, HO B TaKbB CHy‘Iaﬁ B MHCTPYKLUUTE 3a yHOTpCGa ce
peacraBs HO-HOI[pO6Ha I/IH(bOpMaIII/ISI, KaTo c€ B3eMaT IpeABUI
LCJICBUTEC HOTpe6I/ITeJ'II/I;

aKo W3IENHETO € 3a CIHOKpaTHa ymotpeba, ToBa ce yKasBa.
Vka3zaHHETO Ha IPOU3BOJHUTEINS 33 CIHOKpATHATa yIoTpeda ¢ mocie-
oBarenHo B meiust Cpro3.

aKo M3JENHUETO € 33 CAHOKpaTHA ymoTpeda U ¢ OWiIo MOBTOPHO 00pa-
6oTeHO, ce 1mocouBa TO3U (PaKT, OPOST Ha Bedye M3BBPIICHHUTE LUKIH
Ha TOBTOpHAa 00paboTKa M BCAKO OTrPAaHMYCHHE 110 OTHOLICHHE Ha
Oposi Ha TE3M LIMKIIN;

aKO M3/CIHMETO € W3rOTBEHO [0 IMOPhYKa —TEKCThT ,,U3/CIHE,
M3TOTBEHO IO MOpBYKa“;

yKazaHue, 4e H3/JeIUeTO € MEAULMHCKO u3aenue. AKO H3JENIUETO €
€caMo 3a KJIMHUYHO M3MHUTBAHE — TEKCTHT ,,aMO 33 KJIMHUYHU H3IUT-
BaHUs";

3a MH3ACIUATA, CBCTABCHU OT BCUICCTBA WA KOMGI/IHaI_II/II/I oT
BCIIECTBA, KOUTO Ca MNpE€AHasHA4YCHU [Oa 6'I)Z[aT BBBCIACHHU B
YOBCIIKOTO TAJIO IIPE3 TEJIECEH OTBOp, WIM Ja 6'I>LlaT TIPpUIIOKCHU
BBPXY KOXaTa U KOUTO C€ a6cop6npaT OT YOBCHIKOTO TAJIO HIIHN C€
PpasnpbCKBAT JIOKAJHO B HETO —ISJIOCTHHUA Ka4de€CTBEH CbHCTAaB Ha
HU3CIIUCTO M KOJHUYCCTBCHA I/IH(bOpMaHI/I}I 3a OCHOBHaTra CbhCTaBKa
W CbCTAaBKHU, YpE3 KOUTO CE NMOCTUT'a OCHOBHOTO JeicTBHE TIO nmpen-
Ha3HA4YCHUC,

32 aKTHBHHUTE WMIUIAHTHPYEMH W3JENUsl Ce I10COYBA CEPUITHUAT
HOMEp, a 3a JPYTruTe UMIUIAHTUPYEMH U3JeIUs — CEpUIHUAT
HOMEp HJIM HOMEpPHT Ha MapTUAATA.

Wudopmanust BbpXy OIMAKOBKAaTa, KOSTO TMOIIbPXKA CTEPUIIHOCTTA Ha
H3IEIHeTOo (,,CTepUIIHA OITaKOBKaA™):

Bwpxy cTepunHaTa omakoBKa ce TOCOUYBAT CICAHUTE AAHHU:

a)

0)

YKa3zaHu€, MO3BOJISIBAILIO CTEpUIIHATA OIIAaKOBKa Ja 6’LHC pasno3Hata
KaTo TakaBa,

JeKIapanysi, 4e M3/ACIUETO € CTEPUITHO,
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23.4.

B)

r)

n)

°)

)

3)

H)

METO/J Ha CTEpUIIU3alusd,

HUMETO U aApeChT Ha IMPOU3BOAUTEII,

OIMUCaHNUE Ha HU3IOCIIUCTO,

aKO HU3JCIIHMETO € CaMO 3a KIIMHUYHO HM3IUTBAHC — TCKCTHT,,U3KIIIO-
YUTCIIHO 3a KIIMHUYHHU PI3HI/ITB3.HI/I$[“,

aKO M3/JEIMETO € WU3rOTBEHO II0 IMOpbUKA — TEKCTBT ,,U3JEIHue,
U3rOTBEHO 110 MOPBUKA“,

Mecell U rorHa Ha IPOU3BOACTBO,

SICHO IIOCOYCH KpacH CpOK 3a 0e30MacHO M3IMOJI3BaHE WM HUMILIAH-
THpaHE Ha U3JCIIUCTO (C YKa3zaHu Hai-MaJIko TOJMHA U MCC@LI), u

yKa3aHue B Cily4yail Ha HapylleHa CTEpHJIHA ONAKOBKA MIIM HeErpej-
HAMEpEeHO OTBAapsiHE Ha CTEPHUJIHATA ONAKOBKA Ipeau yrnorpeda na ce
HAlpaBM CIPaBKa ¢ MHCTPYKLMHTE 3a yrnoTpeoda.

Hupopmaiys B HHCTPYKLUHTE 33 yrnoTpeda

WucTpykuuute 3a ynorpeda ChAbpKaT BCUYKU JAHHH I0-J0JTY:

a)

0)

r)

1)

e)

)

)

JAHHWUTE, MOCOYCHU B paszien 23.2, OykBu a), B), 1), €), K), 1), H) U

©);

MPEAHA3HAYCHUETO HA M3EIMETO C SICHO MOCOYBAHE Ha ITOKA3aHMUS,
MIPOTUBOMNOKA3aHMsA, [IeJIeBa TPyNa WIM IPYNH Ha MAlUCHTHTE W Ha
MOTPEOUTENNTE, B 3aBHCHMOCT OT CIydasi;

KOraTto € INpruja0XKUMO, YTOYHABAHE HA OYaKBAHWUTEC KIIMHUYHH ITOJI3H.

KOTaTo ¢ MPUJIOKUMO, BPB3KH KbM PE3FOMETO 3a 0e30MacHOCTTa U
KJIMHUYHOTO JIEHCTBUE CHIJIACHO 4jieH 32;

XApPaKTECPUCTUKUTE Ha L[eﬁCTBHCTO Ha HU3OCIIUECTO,

KOTaTo € MPHIOKUMO, HHPOPMAIIKs, MO3BOJISBAIIA HA MEIUIIMHCKUS
CIIEIMAJIMCT JIa TIPOBEPH AN M3/ACIHETO € TMOAXOISIIo U Aa u3depe
CBHOTBETHHSI COPTYEep U HPHHAIICKHOCTH;

BCHYKM OCTaThYHM PHUCKOBE, TIPOTHBONOKA3AHUA W HEXEJIAHU
CTpaHHYHHM e(EeKTH, BKIIOUUTENHO HH(POpMAIMs, KOATO TpsiOBa na
ce choOIIM Ha MalKeHTa BbB BPB3Ka C TOBA;

creruKanuy, KOUTO ca HEOOXOAMMH Ha MoTpeduTess, 3a Ja
M3II0JI3Ba TIPABUIIHO M3/EIHETO; HApUMeEp, ako TO € C U3MepBaTesHa
(yHKIWMS, ce TOCOYBa TBBP/SHATA CTEIEH HA TOYHOCT;

MOAPOOHOCTH 3@ BCSAKO MOATOTBUTENHO NEHCTBHE MM MAaHUITYJIAIUS
Ha W3JIEIMETO, TPEAX TO Jla € TOTOBO 3a yrnoTpebda WM 10 BpeMe Ha
yrnotpeba, Karo CTepHIM3alis, OKOHYATEIHO KOMIUIEKTYBAaHE,
KanubpupaHe W Jp., BKIIOYHUTEIHO CTENEHTa Ha Je3UHQEKIHs,
KOATO € HeoOXoquMa 3a TapaHTHpaHe 0e30MacHOCTTa Ha TTAllMEeHTa,
KAaKTO M BCUYKU HAIMYHM METOIU 3a IOCTUTaHE HA Ta3H CTENEH Ha
ne3uHpeKIus;

BCHYKH W3WCKBAaHWS 32 CHENMATHH CBOPBKEHHUS, CHEIHATHO
o0y4eHHEe WM KOHKPETHM KBauM(UKAIMM Ha MOTpeOUTENns Ha
W3JCTMETO W/WIK JPYTH JIHIA,
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K)

)

H)

0)

1)

p)

<)

I/IH(bOpMaI_II/I}ITa, H606X0[[I/IM3 3a MpPOBEpKa Ha IMPABUIIHOTO HHCTa-
JIMpaHe Ha MU3JCJIMETO MW Ha TI'OTOBHOCTTa MYy 3a 0e3omacHo
L[CflCTBI/Ie, KaKTO € HpeABUACHO OT IIPOU3BOAUTEIIS, KOraTO € ILeie-
CT>06]33.3H0, 3a€IHO CBC ClICaHaTa I/IH(bOpMaI_II/I}IZ

— JIaHHHU 3a €CTECTBOTO U YECTOTAaTa Ha U3BBPIIBAHC Ha HpO(i)I/IJ'IaK-
TUYHaTa U pe€AoBHATA NOAAPBIKKA U Ha BCAKO MPEABAPUTEIIHO
IIOYHCTBAHC WU Z[CSI/IH(i)CKI_(I/IS{,

— IOCOYBAHC Ha BCHYKH KOHCYMAaTHMBM M HAa4YWHA Ha CMsAHATa UM,

— unHdopManus 3a BCIKO eHO HEOOX0AMMO KaauOpupaHe 3a rapaH-
THpaHE HAa IPaBUIHOTO M Oe3omacHO (YHKLHOHUpDAHE Ha
U3/Ie]IHETO 110 BPEME Ha EKCIUIOATAlMOHHUS MY CPOK; U

— METOZM 3a OTCTPaHsABAaHE HA PUCKOBETE 3a JIMIATA, yYaCTBAIM B
MHCTAJIMPAHETO, KaIMOPUPAHETO MM OOCIYKBAHETO Ha H3Je-
nusTa;

aKO M3/ICNHUETO Ce JOCTABSl CTEPUIIHO — HHCTPYKIMH B CIy4ail Ha
HapylIaBaHe Ha LEJIOCTTa WJIM HENPeAHAMEPEHO OTBapsiHe Ha
CTEepUJIHATa ONMAKOBKA MpeIu ynoTpeda;

aKO H3JCIUETO CC A0CTaBsi HECTCPUIIHO € LECJI Ha C€ CTepUIM3upa
npeau yHOTpC6a — HNOAXOAAImMN MHCTPYKIHUH 3a CTCpUIIU3alUsATA;

aKo M3JENMETO € 3a MHOroKpaTtHa ymotpeba — wuHbopmanus 3a
MOJXO/SIIIUTE  TPOLECH, JaBalld BB3MOXKHOCT 3a IOBTOPHA
ynortpeba, BKIIOYHTEIHO MOYHUCTBAHE, JE3MH(EKIMsA, ONaKoBaHE H,
KOraTo € MPHJIOKHMO, BaJIHIUPAH METOJ 3a IOBTOPHA CTEpPHJIH-
3aiust, MOJXO/AN] 32 JIbpKaBata(UTe) WwieHKa(), KbJIETO H3JICIHETO
€ mycHaTo Ha masapa. [Ipenocrass ce mHpOpMaIUs 3a TOBa Kak Aa ce
YCTAQHOBM KOTa M3/EIHETO Ja IPECTaHe Ja Ce W3IO0JI3Ba, HAlpUMep
pyM TpH3HAIM 32 YBPEXAaHE Ha Marepuaia, WIM C€ I0CO4YBa
MakcuMmaieH Opoit ynorpedwu;

yKa3aHue, aKko € MOAXOJAIN0, Y€ W3JEIHETO MOXKE Ja Obje YIoT-
pebeHo OTHOBO CaMO aKo € OOHOBEHO I10J] KOHTPOJIAa Ha TPOU3BO-
IMTENTss C Iel ChOTBETCTBHETO My Ha OOLIMTE M3HCKBAHWS 3a
0E30MaCHOCT U JIEHCTBUE;

aKO W3/ENHETO ChIbpKa yKa3aHHE, 4e € 3a €IHOKpaTHa yrnorpeoda,
uHpOpMANUS 332 W3BECTHUTE XapaKTEPUCTHKA W TEXHHUUYECKUTE
(haxTOpH, 32 KOMTO NPOM3BOAUTEIAT 3HAE, Y€ OMXa MpE/ICTABIIBAIN
pHucK mpH moBTOpHA ynorpeba. Tasm mHpOpMamms ce Chabpxa B
CreluajeH pasfen OT MOKYMEHTAalHsATa Ha IPOM3BOJMTENS 3a
yIOpaBlIeHHEe Ha PHCKA, KbICTO TAaKWBA XapPAKTEPUCTUKH U
TEXHUYECKH (paKTOpH ca pasriieaHu MoApoOHO. AKO B ChOTBETCTBHE
c pasmen 23.1, OykBa r) He ca HEOOXOAMMH WHCTPYKIHH 3a
yrnorpeba, uH(pOpPMAIMATA Ce MPEAOCTaBsi Ha TMOTPEOUTENs] IpU
MTOMCKBAHE;

3a H3jenusiTa, NPEAHA3HAUCHHM 3a M3IIOJI3BaHE 3aCHHO C JAPYTH
u3zenusi u/uinn obopyzBaHe ¢ OOIIO NpeHAa3HAUCHHUE:

— wuHdopmarms 32 HUACHTHOHIMpAHE HA TE3M W3ICHHSI WIH
obopy/iBaHe, 3a [1a ce MoJydd Oe30macHa KOMOWHALUS, W/WUITH

— uHpOopManys 32 BCHYKH M3BECTHU OrPaHUYCHUSI 32 KOMOMHHUpaHe
Ha u3/esust ¥ 00opy/BaHe,;

AKO M3CJIMECTO M3JIbYBa JIBYCHHUC 3a MCIAWIIMHCKH LICJIH:

— moapoOHa WH(pOpPMAIMs 3a XapaKTepPUCTHUKATa, THOA W, aKO €
YMECTHO, 328 MHTEH3UTETa M Pa3sIpOCTPAHECHHETO HA M3ITBYCHOTO
JTBUCHHE,
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y)

)

X)

— HOpeAnasHUuTe CpeICTBa 3a IMAIUCHTA, HOT]J€6I/ITC.II}I WA IPYTUTE
Jina OT HEIPEABUJCHO JIBbYUYCHHUC IIPU yHOTpC6a Ha H3OCIHUCTO,

nHdopManys, KOATO JaBa Bb3MOXKHOCT Ha IOTpeOHTens W/ uiu
MalkeHTa Ja ce 3alo3HasT C BCUUKH HPENyNpeXAeHUs], NpernasHu
MEpKH, IPOTUBOIIOKA3aHUsI, MEPKH, KOUTO Aa ObJaT B3€TH, M Orpa-
HUYEHHs BbB Bpb3Ka ¢ ynorpedara Ha wusjenuero. Tasu unop-
Manus, ako € IenechboOpa3Ho, JaBa BB3MOXKHOCT Ha MOTpeOUTEIs
Jla OCBEJOMM IALMEHTa 3a BCHYKU HPEIYNPExkICHUs, Ipera3sHu
MEpKH, MPOTUBOIOKA3aHMs, MEPKH, KOMTO Ja ObJaT B3ETH, U Orpa-
HUYEHHs] BbB Bpb3Ka C ynorpebara Ha msjenuero. Mudopmanusra
00XBallla, ako € yMECTHO:

— TIpeyNpeXJIeHUs, MPEANa3sHu MEpKH W/WIH MEpKH, KOUTO Ja
OblaT INpEeNNpPUeTH TPH HEMPAaBHIHO (YHKIMOHHMpaHE Ha
U3JETUETO WIM NPOMEHH B AEHCTBHETO My, KOMTO MOTrar Ja
3acerHar 0e30MacHOCTTA,

— MpexyNpexIeHus, HPEINasHd MEpPKH W/WIM MEpKH, KOMTO Ja
ObJAT MPEANPHETH IMPU EKCIO3ULHUS Ha pasyMHO MHpPEIBHANMHU
BBHIIHM BIMSIHUS WIM YCIOBHS Ha cpejaTra, KaTO MarHUTHH
MOJICTA, BBHIIHM EINCKTPHYECKH W EJIEKTPOMArHUTHH e(eKTH,
€JIEKTPOCTATHYCH pa3psijl, TbUCHNE BBB BPb3Ka C AMATHOCTUYHHU
WM TEPANeBTHYHM TPOIEAYPH, HAIATAHE, BIAXKHOCT WM TEMIIe-

parypa,

— TpeIyNpeKACHUs, NPEINa3Hu MEpKH H/WIM MEpKH, KOUTO Ja
OBJaT NPEINPHETH 0 OTHOIICHHE HAa PHUCKOBE OT CMYIICHUS
OT pPa3yMHO HPEIBUINMOTO IPUCHCTBHE HA W3JACIUETO IIPH
CHEUU(pUYHN JUArHOCTUYHM W3CJICABAHMS, OLEHKH WINM Tepa-
MIEBTUYHO JICYECHHUE WM JPYTH HPOLEIYpH, HAPUMEP EIEKTPO-
MarHuTHO CMYILICHUE, H3ThYEHO OT M3JIEIMETO U 3acAramlo APYyro
obopynBaHe,

— aKO MU3ACJIMETO € INpE€AHA3HA4YCHO 3a IPUJIOKCHUE Ha JICKap-
CTBCHHU IPOAYKTH, TbKaHHU, KJIIETKU OT YOBCIIKU WJIU JKUBOTUHCKU
IPpOU3X0a UM TEXHU NPOU3BOAHU HUIJIM Ha OHOJIOTHYHH BEIIECTBA
— BCHUYKHU OI'PaHUYCHHSA WU HECBBMCECTHUMOCT IIpU 1/1360]33 Ha
BCUICCTBAaTa, KOUTO Ja CC IoJaBar,

— TpexyNpexIeHus, NPeInasHd MEPKH HW/WIM OrpaHHYeHUs] BbB
BpBb3Ka € JIEKAPCTBEHOTO BELIECTBO MJIM  OUOJNIOTHYHMS
Marepua, BKIIOYEH B M3JIEJIMETO KaTo HepasJeliHa YacT OT M3Je-
JUETO, U

— TIpeIa3Hu MEpKU BbB BPb3Ka C MAaTepHAaM, KOUTO Ca BKIFOYCHH
B U3JCIMETO M KOWTO ChABbpXKAT wWiu mpexactaBisBar CMR
BEIIECTBA WM HapylaBamy (QYHKIHUHTE Ha CHIOKPHHHATA
CcHCTeMa BElIeCTBa, WM OWXa MOIJIM Ja JOBEeIaT JIO YyBCT-
BUTEIHOCT WJIM AJEPrUYHa PEeakiusl Ha MAlMeHTa WK T0Tpe-
oures;

32 M3JENUATa, ChCTABEHH OT BEIIECTBA WM OT KOMOMHALUHM OT
BEILIECTBA, KOUTO ca MpeJHa3HaueHu Ja ObJaT BBBEAECHU B
YOBEWIKOTO TSAJIO M KOMTO ce abcopOMpaT OT YOBEWIKOTO TSJIO MU
ce pas3NpbCKBAT JIOKAIHO B HEr0 — IPEXYNPERICHHS U HPeIra3sHu
MEpKM, KOraro € yMEeCTHO, BbB BpPb3Ka C IPUIOCTHUS Npoduia Ha
B3aMMOJICHCTBUETO HA M3/IEIUETO U HEroBUTE NPOLYKTH Ha MeTa-
Oomu3ma ¢ Jpyru M3enusl, JIEKapCTBEHU MPOIAYKTH U JAPYrH
BEILIECTBA, KAKTO U 3@ IPOTHUBONOKA3aHUATA,  HEXKEIaHUTE
CTpaHUYHH €()EeKTH U PUCKOBETE, CBBP3AHH C MPEJO3HPAHE;

32 UMIUIAHTHPYEMHTE H3JeIHs— IPUIOCTHATA KaueCTBEHAa M KOJIU-
YecTBeHa MH(OpMalus 3a MaTepHaluTe W BEleCTBAaTa, HAa KOUTO
MoraT Jia ObJaT U3JI0KEHN MALUSHTHTE;

NPEAYNPeKIACHAS WIM TPEANa3sHA MEPKH 3a YICCHsABaHE Ha
0e30MacHOTO YHHINOKABAHE Ha M3/IEIMETO, NPUHAUIC)KHOCTUTE 3a
HEr0 M KOHCYMaTHBHTE, KOHTO CE W3ION3BaT C HEro, ako HMa
takuBa. Ta3u mHpOpMalwss 00XxBaiia, ako € YMECTHO:
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1)

1)

aa)

a0)

— I/IH(I)GKHI/II/I U MI/IKpO6HI/I OIMaCHOCTH, HAIIPUMEDP CKCIUJIAHTH,
UTJIM WIK XUPYPTrUIHO 06opynBaHe, 3aMBbPCCHO C MOTCHUHAIHO
I/IH(i)eKHI/IOSHI/I BCULIECTBA OT YOBCUIKHU IIPOU3XOH, U

— (1JH3I/I‘[CCKI/I OIIAaCHOCTHU, HAIIPUMEP OT OCTPU IOBBPXHOCTU,

Ako B cpoTBeTCTBHE € paszzmen 23.1, OykBa r) He ca HEOOXOIUMHU
HHCTPYKINH 3a yrnoTrpeba, HHOOPMAIHsTa Ce MPeqOCTaBsi Ha MOTpe-
OuTens MpH MOMCKBAHE;

3a u3aeiysATa, NpeAHasHa4YCHHU 3a H3II0JI3BaHEC OT HECIICHHAINCTH,
O6CTOHTCHCTBaTa, IIpy  KOUTO HOTp€6I/ITe.II}IT cieasa ga Cce€
KOHCYJITHpa ¢ MCAUIIMHCKU CIICHUAJIUCT,

3a M3AenuATa, OOXBAHATH OT HACTOSIMS PErJaMEHT ChIVIACHO
yineH 1, maparpad 2, uHdopmaiys 3a jguncara Ha KIMHHYHA I10J13a
M 32 PUCKOBETE OT ynoTpebara Ha M3/ENUETO;

JlaTa Ha W3TOTBSHE Ha MHCTPYKIMHTE 32 yrnoTpeba i, ako ca Omin
mpepaboTeHu, 1aTa U HACHTHOHUKATOP Ha MOCIeqHaTa mpepaboTka Ha
HMHCTPYKIIMUTE 3a yrnotpeda.

YBEOMsIBAHE Ha HOTpe6I/ITeJ'[$[ u/unm TanueHTa, 4€ BCEKU CCpPUO3EH
WHIUJICHT BBB Bpb3Ka € U3ACIHMETO ClieABa Ha C€ [JOKJIaJ(Ba Ha
IPOU3BOAUTEIIE W KOMIICTCHTHUsI OpraH Ha JbpiKaBaTa 4YJICHKa, B
KOATO € YCTaHOBCH HOTp€6I/ITe.II51T W/ NMalUuCHTBHT,

uHpOpMALHs, KOATO TPsAOBa Aa ce /1ajie Ha MAIMEHT C UMIUTAHTUPAHO
M3JICIIUEe B ChOTBETCTBUE C WiIeH 18;

3a W3ENHsA, BKIIOYBAIIM B ChCTaBa CH NMPOTPAMHUPYEMHU EICKTPOHHU
CHCTEMH, BKJIIOUUTENHO codryep, 1 codryep, KoiiTo cam 1o cebe cu
MPEACTaBIsIBA M3JIEIHMEe — MHHUMAJIHH HW3UCKBAaHHUSA 3a Xapayepa,
xapakrepuctukure Ha WT Mpexure u MHPOPMAMOHHO-TEXHOJO-
THYHATE MEPKH 3a CHTYPHOCT, BKJIIOYMTETHO 3alUTaTa CpeIry
HETO3BOJICH JOCTBII, KOSATO € HeoOXoauMma, 3a Jia MOKe co(TyepbT
na QyHKIHMOHUpA IO TpeaHa3HauCHHeE.
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IIPUJIOKEHUE 11

TEXHUYECKA JOKYMEHTALUA

TexHnuueckara JOKyMEHTalus U, ako € IPUIIOKUMO, HEHUHOTO pe3toMe, U3rOTBEHU
OT IIPOU3BOAUTEIISA, CE€ IPEACTABAT 110 sSICCH, OpraHu3MpaH, JIECCH 3a TbPCCHE U
HCJIBYCMHUCJICH HA4YWH W BKJIKOYBAT II0-CIICHHAJIHO CJIEMCHTUTE, I/136pOCHI/I B
HACTOSAIIOTO IPUIIOKEHUE.

1. OIIMCAHHUE W CIEHUOUKAIIUA HA M3JEJIMETO, BKIIIO-
UYUTEJIHO BAPUAHTU U ITPUHAUIEXKHOCTU

1.1. Omucanue u crenuduKanms Ha H3ISITHETO

a) ¥MMe Ha MPOJIYKTa WIIM ThPrOBCKO HAMMEHOBAHHE W OOIIO ONHCAHWE Ha
W3/ICNTUETO, BKJIIOYUTENIHO MPEAHA3HAYCHHETO My W LEJEBUTE IOTpe-
ourenu;

6) 6azoB UDI-DI, kakto e mocodyeHo B uacT B or mnpuioxernue VI,
orpesie/ieH OT MPOU3BOAUTEINSI Ha CHOTBETHOTO H3JEJMe, BEIHAra Ipu
HaJIMYHA WACHTH(HUKAIMS Ha H3JICNIMETO Bh3 OCHOBAa Ha cUcTeMara 3a
UDI, wnmm gpyra sicHa WICHTH(HUKALMS Ype3 MPOAYKTOB KO,
KaTaJoKeH HOMep WIIH Jpyra HEJBYCMHCICHA CIPaBOYHA MH()OPMAIINS,
KOSITO JaBa BB3MOXKHOCT 3a HPOCIEANMOCT;

B) 1I€JIEBUTE NALMEHTU U 3]PAaBOCIOBHUTE CHCTOSHMS, KOUTO MOXKE Ja Ce
JMArHOCTHINPAT, JICKyBaT W/WIM HaONIogaBaT, ¥ OPYTH ChOOpaXKECHUS,
KaTO HaIpUMep KPUTEPUH 3a M300p Ha MALMEHTH, TTOKa3aHUsl, IIPOTHBO-
MOKa3aHHs, TPeayNpPEKISHUs;

I) NPUHIMINK HA JEeHCTBHE Ha M3JEIMETO W HErOBHMs HAYMH Ha JEHCTBHE,
HAy4YHO JIOKa3aHH, aKO € HEOOXOIUMO;

JI) OCHOBaHMSATA 32 KBAJIM(UIMPAHETO HA TPOJYKTAa KAaTO M3JENHE;

€) KJac B 3aBHCHMOCT OT pHUCKa W 0OOCHOBKA Ha MpaBHIIOTO(aTa) 3a KiacH-
¢ukanus, npunarado(n) B cborBercTBre npuinoxenue VIII;

k) OOSICHEHHE Ha BCHUUYKHM HOBHM XapaKTEPUCTHKH,;

3) ONMCAHHE HA NPUHAISKHOCTHTE 33 M3ACIUETO, IPYTU U3/CIHS U APYTH
NPOAYKTH, KOMTO HE ca W3JelHs, KOUTO ca IpeJHa3HaueHH 3a
U3I0JI3BaHE ChC CHOTBETHOTO M3JIEIINE;

M) ONUCAHME WM I'BJCH CIUCHK HA Pa3IMYHUTE KOH(UIYpalUH/BapHaHTH
Ha W3JIEIUETO, KOMTO ca NpEeJHA3HA4YeHU 3a NpPEeJOCTaBiHE Ha Iasapa;

1) o0Ilo omucaHWe Ha OCHOBHHMTE (YHKIMOHAJIHM EJIEMEHTH, Harpumep
YaCTH/KOMIIOHEHTH (BKJIFOUHTEIHO cO(Tyep, ako € IPHIOXKUMO),
CTPYKTypa, CbCTaB, (YHKIMOHATHOCT Ha W3ACIUETO U, aKo ¢
MIPUJIOKMMO, Ha HETOBHsI KadeCTBEH M KOJIMYECTBeH chcTaB. Koraro e
nesiecb00pa3Ho, TOBa BKIIIOYBA M300paKCHUsSI BbPXY €THKETa (Harmpumep
JMarpaMy, CHUMKH U YEPTEXkH), SICHO yKa3BaIlll OCHOBHHUTE YacTH/KOM-
MIOHCHTH, BKJIIOYUTEIHO JOCTaThYHO pa3siCHEHUs 3a pa3dupaHe Ha
YEePTeKUTE U JUATPAMHTE;

K) OIMMCAaHNUE Ha CYPOBHHUTE, BKIIOYECHU B OCHOBHHUTEC (byHKI_II/IOHaJ'IHI/I
CJIEMCHTH, U TE3U, KOUTO Ca B IPsSK KOHTAKT C YOBCUIKOTO TsIO HIIN
HCTIPSAK KOHTAKT C YOBCIIKOTO TsJI0, HAIIPUMEP IIPpHU E€KCTpakopIiopaiHa
HUPKYyJIalysg Ha TCJICCHU TEYHOCTH,

J) TEXHUYECKH CIeNU(pUKAUM, HANPUMEP XapaKTePHUCTHKH, pasMepH Hu
napaMeTpy Ha ACHCTBUETO HA M3ICNUETO M BCUYUKH BapUAHTH/KOH(DH-
rypalud ¥ NPHHAUISKHOCTH, KOUTO OOMYAiiHO ce NpeaocTaBsAT B
MPOAYKTOBaTa cHelU(UKAIMS 32 MOTPEOUTEINs, HapUMep B OpoOIIypH,
KaTano3u M JPYTd MOJOOHH H3IaHUSL.
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1.2. Tlo3oBaBaHe Ha NPpEeaAXOaHN U CXOJHU TMOKOJICHHSA Ha HU3OCIIUETO

a) mperiie Ha MPEeIXOJHOTO(MTE) MOKOJICHHE(s) Ha H3JEIHETO, MPOH3Be-
IeHO(M) OT TPOU3BOIMTEISI, aKO MMa TaKWBa M3ICITHS;

0) mpernen Ha HMACHTH(DUIMPAHUTE CXOAHM H3MCTHs, MPEJOCTABEHH Ha
nazapa Ha Cblo3a WM Ha MEXKIyHapOAHUTE MMa3zapd, ako MMa TaKuBa
W3JICITHSI.

2. HH®OPMALIMA, KOATO CE IPEAOCTABS OT IMTPOU3BOJJUTEJIA

[Tpnen Habop oT:

— eTuKeTa(uTe) BbPXY M3IENHETO M ONAKOBKAaTa My, KaTro Halpumep
€/IMHUYHA ONAaKOBKa, THPrOBCKA ONAKOBKA, TPAHCIIOPTHA OIAKOBKA, B
cllydail Ha CHEHM(UYHU YCIIOBHS 3a YIPABICHHE, HA €3HIUTE, NPHETH
B JIbPXKABUTE WIEHKU, B KOUTO € NPEJBUAEHO Ja Ce MPOJaBa U3/IENHETO;
u

— HUHCTPYKILHUTEC 3a yHOTpeGa Ha e3UlUTe, IPUCTU B AbPIKABUTEC YJIICHKHU, B
KOHUTO € IIpE€ABHUJICHO Ja Cc€ IIpoJiaBa HU3CIUCTO.

3. MH®OPMALMA 3A ITPOEKTUPAHETO U ITPOM3BOJACTBOTO

a) Mudopmanus ¢ men pasdupaHe Ha eTalmuTe Ha IPOEKTUPAHE HA H37e-
JIHETO.

6) IIpmHa MHGOpPMaNMA ¥ crienU(UKALIY, BKIIOUUTEIHO IPOM3BOJACTBEHUTE
MPOLECH M TAXHOTO BaMJMPaHEe, TEXHUTE aJIOBAHTH, HENPEKbCHATOTO
HAOJIOJEHHE W M3MUTBAHETO Ha KpaliHus npomykr. JlanHute ce
BKJIIOYBAT M3ILUIO B TEXHHYECKATa NOKYMEHTAIIHS.

B) IlocouBaHe Ha BCHYKH OOCKTH, BKJIIOYUTEIHO TOCTABUHUIIM U ITOIU3IIBII-
HUTENHN, KBJETO Ca W3BBPIIBAHU IPOCKTAHTCKH M IPOM3BOACTBEHU
JICHHOCTH.

4.  OBIIU U3MCKBAHUS 3A BE3OIMMACHOCT U JEVCTBUE

,ZlOKyMCHTaI_II/IHTa ChAbpKa I/IH(l)OpMaI_[I/ISI 3a JOKa3BaHC Ha CbOTBETCTBHUETO C
0o0IIMTe M3UCKBaHUSA 3a 0€30MacHOCT | HCﬁCTBHC, YCTaHOBEHU B
NPUITOKECHUE I, KOUTO Ca NPUIIOKUMU KBM U3IACIHUCTO NPEABUI HETOBOTO
npeaHa3HauCeHue, U BKIIIOYBA O6OCHOBKa, BaJluAUpaHe U IIPOBEpPKa Ha peliec-
HUsATA, BB3IPUCETU C LEJ1 ClIa3BaHE€ Ha TCE3U HU3HMCKBAHUSL. ﬂOKa3BaHCTO Ha
CBOTBETCTBHUETO BKIIFOYBA:

a) o0lmuMTe M3MCKBAHMS 3a OE30MACHOCT W JICHCTBHME, KOWTO CE€ IpHiarat
KBM M3JIEJIMETO, KaKTO M OOSICHEHHE 3alll0 HE Ce MpuiiaraT APYr'H U3HCK-
BaHUS;

0) merox(ute), M3MON3BaH(M) 3a JOKa3BaHE HAa CHOTBETCTBHETO C BCSKO
€/IHO TIPHIIOKKUMO OOIIO0 M3HMCKBaHE 3a OE30MaCHOCT U JICHCTBHE;

B) NPWIOXKEHUTE XapMOHU3UpaHu cTangaptd, OC WM Ipyrd peueHus; u

I) TOYEH ONHKC Ha MPOBEPEHUTE JOKYMEHTH, ChIbPIKAIIM JOKA3aTEICTBA 3a
CHOTBETCTBHETO C BCEKH TMPUIIOKEH XapMoHu3upaH cranmapt, OC wuiu
JPYT METOJ 32 YCTAHOBSABAHE HA CHOTBETCTBHETO C OOIINTE M3HCKBAHHUS
3a OesomacHocT W jeiictBue. MHpopmanmsaTa mo Hacrosmara OykBa
BKJIIOYBA MPENpPATKH KbM MSCTOTO, KBIETO C€ HAMHPa ChOTBETHOTO
JOKAa3aTeJICTBO B IIbJIHATA TEXHWYECKA JOKYMEHTAIUS H, aKo €
MPUIOKAMO, PE3FOMETO HAa TEXHUYECKATA JIOKYMEHTAIUSL.
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6.1.

Q]

AHAJIN3 HA PUCKA U IIOJIBUTE U YIIPABJIEHUE HA PUCKA

JlokymeHTanusTa chabpka HHGOpMAIHs 3a:
a) aHaimM3a Ha pUCKAa W moi3uTe mo pasmend | m 8 or mpunoxkenue I, u

0) BB3MPUETHTE PELICHHUS W Pe3yJTaTUTe OT YIPAaBJICHHETO Ha PHCKA 10
pasmen 3 ot mpuioxenue .

ITPOBEPKA HA IIPOAYKTA M BAJIMJJUPAHE

JIOKyMEHTausTa ChAbpKA PE3yJNTATUTE W KPUTHYHHS aHAIW3 OT BCHYKU
NPOBEPKH W HM3MHUTBAHWs 3a BaJWAWPAHE W/WIM HANPABEHHUTE MPOYYBAHHS
C 1€ JI0OKa3BaHE Ha CHOTBETCTBMETO HA M3JEJIMETO C W3UCKBaHMATA I10
HACTOSIIIMS PErIAMEHT M MO-KOHKPETHO C MPHJIOKUMHUTE OO M3HCKBAHUS
3a 0€30IacCHOCT U JIeiCTBHE.

HpCHKJ'II/IHI/I'-IHI/I " KIMHUYHUA JTaHHH

a) pe3yiTaTH OT M3MUTBAHUATA, HANpPUMEpP WHXKEHEPHH, JabOpaTOpHH,
CHUMYyJIUpaHa ynoTpeba M M3MMTBAHMS IPU KUBOTHH, KAKTO U OLCHKA
Ha nyOJMKyBaHAaTa HaydyHa JIMTEpaTypa BbB Bpb3Ka C H3JEIHETO,
NpeaBUJl HErOBOTO IIPEJHA3HAYEHHUE, WIM BBLB BPb3KA CbC CXOIHH
u3feNUs 10 OTHOLIGHME Ha IpeJKIMHUYHATA Oe30IacHOCT  Ha
U3/IEJINETO U ChOTBETCTBHETO MY ChC ClLU(UKALUUTE;

0) moapoOHa MH(pOPMALKsS OTHOCHO JH3aliHa HA W3MUTBAHETO, IPOTOKOIUTE
OT IIBJIHOTO HW3MUTBAHE WM IPOYYBAHHATA, METOAMTE 3a AHAIM3 Ha
JAHHUTE, 3aeHO C pE3lOMeTa Ha JAaHHUTC M 3aKJIIOYCHHUSITA OT H3IUT-
BAHETO II0-CIELUAIHO OTHOCHO:

— OuojoruyHaTa  ChbBMECTHMOCT  HAa  M3/IEJIUETO,  BKIIIOUMTEIHO
MOCOYBAHE HA BCHYKM MAaTepuUald B IPSK WINM HENpSK KOHTAKT ¢
MAlMeHTa WIN TOTPeOUTENs;

— (M3MYHM, XUMHUYHU ¥ MUKPOOUOJIOTHYHH XapaKTEePUCTHKH;
— eJeKTpUYecKa 0e30MacHOCT M eJICKTPOMAarHUTHA ChbBMECTHMOCT;

— TpoBepKa W BamuaupaHe Ha codTyepa (OMHMCAaHWE HA MPOIECHTEe Ha
MpOeKTUpaHe U pa3paboTBaHe Ha coBTyepa U JOKA3aTENCTBA 32 BajH-
IMpaHeTo Ha codTyepa BB BHIA, B KOWTO € M3MON3BAH B TOTOBOTO
m3nenne. Tasu wmHOpMaims OOMKHOBEHO BKIIOYBA 060OIICHH
pe3ynTaTd OT BCHYKH JACHHOCTH 3a MPOBEPKA, BaIHIWPAHEC |
M3MHUTBaHEe, M3BBPIICHH KAaKTO OT caMusi CyOCKT, Taka M HPH CHMY-
JMpaHa WM OeHCTBUTENHA yrmoTpeba Ha H3ETHETO TPEAH OKOHYA-
TETHOTO My myckane. Tasu WHQOpMAIHMs CHINO TakKa MPEICTABS
Pa3NHYHATE XapAyepHH KOHOHUTYPAINK |, aKO ¢ TPUIOKHMO, Orepa-
[MOHHH CHCTEMH, IMOCOYCHH B MPEACTABEHATa OT MPOM3BOAUTEIS
uHpopmays);

— CTaOWITHOCT, BKJIFOYHMTEIIHO CPOK HAa TOMHOCT; W
— JeiicTBHEe M 0E30MACHOCT.

AKO € TIpUIOXKHMO, C€ JJOKa3Ba CBOTBEICTBHE C paslopenOHTe Ha
JupexruBa 2004/10/EO na Espomeiickust mapnament n Ha Cobsera (1).

AKO He € WU3BBPUICHO HOBO W3IMTBAHE, JIOKYMEHTALUATA BKIFOUBA
000CHOBKA Ha TOBa pemeHue. [Ipumep 3a TakaBa 000CHOBKA €, Y€ M3ITUT-
BAaHETO 3a OMOJIOTMYHA CHBMECTUMOCT BBPXY HJICHTHYHH MaTEpHAIN €
M3BBPIICHO, KOraTo TE3W MaTepualil ca OWIM BKIIOUYCHH B IIPEAXOJHA
BEpCHsS Ha W3MEIHETO, KOETO 3aKOHHO € MYyCHAaTO Ha TMa3apa Wi B
JIeCTBUE;

JupexkrtuBa 2004/10/EO Ha EBpormeiickus mapmamenT n Ha CbBera ot 11 deBpyapu

2004 r. OTHOCHO XapMOHH3HpaHe Ha 3aKOHOBHTE, ITOJ3aKOHOBHUTE M aIMHHUCTPATHBHHUTE
pasnopendu, CBbp3aHH C MPHUIATAHETO Ha MPUHIMINTE Ha 100pa 1abopaTopHa MpaKTHKA
M BepH(UIUPAHETO HA TAXHOTO HPUIIATaHE NPH M3IUTBAHWS HA XMMHUYECKH BEIECTBA
(OB L 50, 20.2.2004 ., cTp. 44).
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B)

r)

IOKJTaJ 32 KIMHUYHA OLICHKA M HETOBHTE aKTyalH3HPAaHU BEPCHU U IUIAH
3a KIMHUYHA OLEHKa 110 wieH 61, maparpad 12 u yact A oT npuiIoxeHue
XIV;

mwrad 3a KIIIIT u moxnaxn 3a onenka na KIIIII B chorBeTcTBHE C¢ yacT b
or mpuioxerne XIV min 0OOCHOBKAa Ha HPUYMHUTE, MOPAAH KOUTO
KIIIIIT He e mpuiiokum.

6.2. JlonbnHuTenHa MH(GOPMAIMs, U3UCKBaHA B OCOOCHH CIydau

a)

0)

B)

r)

Koraro nageHo wu3ienue BKIIOYBA KATO HeEpas3JeiHA 4acT BEIIECTBO,
KOETO HPH CaMOCTOsITENIHA yIMoTpeda MOoXe Jia ce cyeTe 3a JICKapCTBeH
MPOIYKT 1O CMHCHJIA Ha wieH |, Touka 2 ot JupexruBa 2001/83/EO,
BKJIIOUUTEIIHO JICKAPCTBEH IIPOJYKT, MOJy4eH OT 4YOBEIIKA KPbB MM
YoBeIlIKa IU1a3Ma, 1Mo wieH 1, maparpad 8, mbpBa amuHes, To3u (axt
ce 1mocouBa. B TakbB ciydail B JIOKyMEHTAIMATA CE YKa3Ba M3TOYHHKBT
HA BEIIECTBOTO M TS ChIbPXKA JAHHM OT M3IUTBAHHATA 32 OIICHKA Ha
HeroBarta 0e30MacHOCT, Ka4eCTBO U I0JI3a, KaTO Ce B3eMa IPEABU]I Pe/-
HA3HAYCHHETO HA W3JIEIHETO.

Koraro nameHo usjenue € MpOU3BEIEHO Ype3 HM3IOJ3BAaHE HA THKAHU
WIM KJIETKH OT YOBCLIKM WIM JXUBOTHHCKH IPOU3XOJA WIM TEXHU
MPOM3BOHU M TIOMaja B 00XBAaTa HA HACTOSNIMS PETJIAMEHT CBITIACHO
uien 1, maparpad 6, OykBH €) M ’K), KAKTO U KOraTo JaJeHO U3/elne
BKJIIOYBA KAaTO HepasJiellHa YacT THbKAHM WIM KIETKH OT YOBELIKU
MPOU3XO0J WJIM TEXHU IPOU3BOAHM, UHETO JEHCTBHE € CIIOMArareiHo
10 OTHOIIEGHHE HA JEHCTBHETO Ha M3JENIMETO, M Momaja B o0XBaTa Ha
HACTOSIIMS PErJIAMEHT B CHOTBETCTBHE ¢ wieH 1, maparpad 10, nbpsa
ajnuHest, To31 (paKkT ce rnocouBa. B TakbB ciy4ail B JOKyMEHTALMATA CE
yKa3BaT BCHYKH M3IIOJI3BaHH MAaTCPHAIH OT YOBCLIKH MM JKHBOTHHCKU
MPOM3XOJ U Ce MpeJCTaBs NoapodHa uHMOpMaLKs 33 ChbOTBETCTBUETO C
pazngenn 13.1 mm 13.2 ot npunoxenue 1.

3a u3aciuaTa, CbCTAaBCHU OT BCIICCTBA HWIIH OT KOM6I/IH3.I.II/I$I oT
BEIICCTBA, KOUTO Ca NpE€AHA3ZHAYCHH Ia 6'bZIaT BBBCIACHH B YOBEIIKOTO
TAJIO U KOUTO CE a600p61/1paT OT YOBCHIKOTO TsJIO HUJIK CE PA3NPBCKBAT
JIOKQJIHO B HETO, CC TIIPeaocTaBs r[oz[po6Ha I/IH(I)OpMaI_H/ISI OTHOCHO
Ipoy4YBaHUATA, BKIIOYUTEIIHO Z[HSaﬁHa Ha HM3NOUTBAHETO, MPOTOKOJIUTE
OT MBJIHOTO H3MNWUTBAHE WM NOpOYyUYBaHHATA, METOAUTE 3a aHAJIM3 Ha
JaHHUTC H 0606IIICHI/ITG JJAaHHW M 3aKJIYCHHATA OT HM3IMTBAHCTO II0
OTHOIICHHUE Ha:

— abcopbuusi, pa3npocTpaHeHne, METaboIN3bM U OT/CIISHE;

— BB3MOXKHHU B3aUMOJICHCTBHS Ha TE3M BEIECTBA WJIM Ha TOJIy4YC€HHUTE
OT TAX NPOAYKTHU B PE3yJITaT Ha MeTaboJIi3Ma B YOBEIIKOTO TAJ10, C
Apyru yusjacnust, JICKapCTBEHU IMPOAYKTH WM JAPYTI'U BEUIECTBA, KaTO
Ce oTuuTa I1eneBarta rpyna, U CbOTBETHOTO bt 3/1paBOCIIOBHO
CBbCTOSTHHUC,

— JIOKaJIHa ITOHOCHUMOCT, U

— TOKCHYHOCT, BKJIIOYHTEIHO TOKCHYHOCT HAa CAMHWUYHATA J103,
TOKCHYHOCT MPH MHOTOKPATHO M3JaraHe, TeHOTOKCHYHOCT, KaHIEPO-
[EHHOCT, TOKCHYHOCT 32 PEMPOIYKLUHATA U 33 Pa3BHBALINS CE Opra-
HHU3BM, KaKTO € IPUIIOKHUMO ChOOPA3HO CTENEHTa WK eCTECTBOTO Ha
CKCIIO3ULHUATA Ha H3/CIHETO.

HpI/I JIMIicaTa Ha TaKuBa WU3CJIC€ABaHUs, CC IIPEACTaBs 000CHOBKA.

3a w3genmsta, cpappkamm CMR  BemecTBa WM HapylaBaiiu
(GyHKIMHTE Ha EHIOKPHMHHATa CHCTeMa BEIIECTBA CBIVIACHO pasziel
10.4.1 or npumoxenne | — obocHoBKara ceriacHo pasmen 10.4.2 ot
CBILIOTO HPHIOKECHHE.
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)

°)

3a n3aciausTa, IMyCKaHu Ha Ila3apa CTCPHIHH WM C ONPEACJICH MHUKPO-
OHOJIOTHYCH craryc, OIIUCAaHUEC Ha cpeaara 3a CBOTBETHUTC
IIPOU3BOJACTBCHU €Tallu. HpI/I uszzaenusi, nmyCKaHu Ha Ila3apa CTCpUIIHH,
OIHUCAHUEC Ha H3IIOJI3BAHUTE MCTOIU, BKIHOYHUTCIHO JOKIIAOUTE 3a BaJld-
JAWpaHe, BbB BPbH3Ka C OMAKOBAHETO, CTCPUIIM3AIIMATA U MOAABPIKAHETO
Ha CTCPUIIHOCTTA. B noxmnana 3a BajuAUpaHe CC I10COYBAT U3IUTBAHUATA
3a HaJIMYMUETO Ha OMOJOTHYHH AréHTH, MAPOTCHU M, aKO € MNPUIIOKHUMO,
CTCpUIIN3UpAIIM OCTATHbYHH BCIIECTBA.

3a w3nenus, MyCKaH! Ha Ia3apa ¢ M3MepBaTelIHa (QYHKIHS, ONMCAHUE Ha
W3MOI3BAHUTE METOIM 3a TapaHTUpaHE Ha TOYHOCTTA, IIOCOYCHA B
crenu(uKaunTe.

Axo u3zenuero e Obje cBbp3aHo ¢ Apyro(n) usgenue(s), 3a na padbotu
[0 TpeIHa3HAuYCHHE, OIMCAHME Ha Ta3d KOMOHMHAIWS/KOH(PUTYpaLHs,
BKJIFOYHTEITHO JIOKA3aTeJICTBO, YE W3ACIHETO OTroBaps Ha OOIIHTEe
M3HUCKBAHUS 3a GE30MAaCHOCT U ACICTBHE MPH CBBP3BaHE C APYroTo(ure)
u3zenne(s) o OTHOLICHHE HA MOCOYCHHUTE OT MPOU3BOJHUTEINS XapaKTe-
PHUCTHKH.
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1IPUJIOKEHUE 111

TEXHUYECKA JOKYMEHTALIUSI 3A HAJI3OPA CJIE]] IIYCKAHE
HA TIA3APA

TexHnyeckara IOKYMEHTAalIWs 3a Haja30opa clie]l NyCKaHe Ha Masapa, KOsATO
MIPOM3BOIUTEIAT M3TOTBSI B CHOTBETCTBHE C WiIeHOBe §3—86, ce mpeacrass IO
SICCH, OpraHU3MpaH, JIECEH 3a ThPCCHE W HEJABYCMHUCICH HAYMH M BKIIOYBA II0-
CIEILHATTHO EJIEMECHTHTE, OIMCAaHU B HACTOSIIOTO NPHIIOKCHHUE.

1. TIlnan 3a Hajg3op cielx MyCKaHe Ha Ia3apa, M3TOTBEH B CBHOTBETCTBUE C
ujieH 84.

B mana 3a Haa30p cie MycKaHe Ha Mas3apa MPOHM3BOAUTENAT JOKa3Ba, ue
M3ITBJIHABA 3aIb/DKEHUETO M0 WIeH 83.

a) B mana 3a HaJ30p CjlIe[ ITyCKaHC Ha Ila3apa c€ Cjleau 3a CL6I/IpaHCTO u
H3II0JI3BAHCTO HAa HaJIM4YHaTa I/IH(i)OpMaI_II/ISI, TI0-KOHKPETHO!

— uHboOpMaLKsd  OTHOCHO  CEPHO3HH  MHIMICHTH,  BKIIIOUMTEIHO
uHdopMalMs  OT TNEPUOAMYHO  aAKTyaIM3UpaHH JOKIaIu 32
6ezonmacnoct (ITA/IB) u xopurupaimy JA€HCTBUs BbB Bpb3Ka C
6e30macHOCTTa Ha MSACTO,

— uHpoOpMalKsd 32 HECePHO3HM MHLUUJICHTH M JAHHM 32 BCHYKH
HEXENaH! CTpaHU4YHU edexTn,

— I/IH(i)OpMaI_H/I}I OT OOKJIaJABAaHECTO Ha TCHIACHIIMUTE,

— OTHOCUMA CIIeLUaIM3UpaHa WK TEXHHYECKa JUTepaTypa, 0a3u JaHHU
U/UIU PETHCTPH,

— unH(pOpMalKs, BKJIIOYBAIA MHEHHUATA U CUTHAJIMTE OT HOTpeOUTeIHTe,
JUCTPUOYTOPUTE M BHOCHUTEIHTE, U

— myOnUYHO JOCThIIHA WH(OPMALUS 33 CXOMHU MEAUIMHCKH H3/CITHSL.
6) IlmanbT 3a Hag30p Cieq MycKaHe Ha rasapa oOXBalla Hai-MajKo:

— aKTHUBEH U CUCTEMEH Ipolec Ha chbOMpaHe Ha BCskakBa MHMOpMALUs,
nocoueHa B Oyksa a). IIpolechT m03BosABa MPABUIHOTO ONpeJiessHe
Ha XapaKTePUCTHUKUTE Ha JEHCTBUETO HAa M3JENusTa M OCBEH TOBa
J1aBa BBb3MOKHOCT J]a C€ HANpaBM CPaBHEHHE MEXIY H3JEIMeTO W
CXOZIHM HAJIMYHU HA Ta3apa MpPOIyKTH;

— e(eKTHBHH ¥ TOAXOASAIIM METOAM M TPOLECH 3a OIEHKa Ha
ChOpaHUTE TaHHH;

— NOAXOJAIIM TIIOKa3aTejIn W IparoBu CTOﬁHOCTI/I, KOUTO JHga c¢€
U3IIOJ3BAT MPU  HEOPEKBCHATOTO  IMOCJICABAIIO OLCHABAHE Ha
aHajln3a Ha pUCKa W MOJ3UTE W Ha YHNPABJICHHUECTO Ha PHCKOBETEC,
ChIJIaCHO IMOCOYEHOTO B pas3aci 3 ot TIPUJIOKEHUE I;

— C(i)I/IKaCHI/I 1 IDOAXOJSI METOAU U MHCTPYMECHTH 3a pas3rjiekaaHe Ha
CUT'HAJIM U aHaJIM3 Ha IIa3apCH OIIUT, HpI/IL[O6I/IT Ha MsICTO,

— METOJAU U TIIPOTOKOJIK 3a YINpaBJICHWE HAa HHOUACHTH, KOUTO CC€
oTpassiBaT B JOKJlajga 3a HaGJ’IIOZ[aBaHPXTC TCHACHIINH,

— MeTOIU M TIPOTOKOJHN 32 e()eKTHBHA KOMYHHKAIUs C KOMIIETEHTHHUTE
OpraHd, HOTU(HIMPAHUTE OPraHM, MKOHOMMYECKHTE ONEPaTopH U
HOTPEOUTEINTE;

— TpenpaTKa KbM MPOLEAYPHUTE 3a W3IMBJIHCHHEC HA 3abIDKCHHATA Ha
MIPOU3BOUTENNTE 1O WieHoBe 83, 84 u 86;



02017R0745 — BG — 05.05.2017 — 000.002 — 148

2.

— CHUCTEMAaTU4YHU TIIpoHeaAypu 3a HaOelsI3BaHe | npujiarane Ha
TIOAXO AN MEPKH, BKIIIOYUTEIIHO KOpUI'Hpalln HCﬁCTBHﬂ;

— e(eKTUBHUM MHCTPYMEHTH 3a INpOCie[siBaHe M WACHTH(DHULHMPAHE Ha
U3/ICNNSTA, 32 KOMTO MOXE Ja ObJaT HEO0OXOJMMH KOPHUIHpAIld
JIEUCTBUS; U

— twran 3a KIIIIIT B crotBeTcTBHE ¢ YacT b ot mpunoxenne XIV wmn

obocHOoBKa Ha npuunHHTe, nopaan kouto KIIIIIT He e mpuiaoxum.

TMMAZIB mo unen 86 W NOKIaa 3a Ham30p Ciel IyCKaHe Ha Tasapa Iio
ujeH 85.
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EC

10.

IIPUJIOKEHUE 1V

EC JEKJIAPALIUSA 3A CBOTBETCTBHUE

JCKJIapanysaTa 3a CbOTBETCTBUC ChbAbpiKa lsjaTa I/IH(i)OpMaLII/IS{ 110-10J1y:

. Vme, perucTpupaHo ThProBCcKO HaMMEHOBAHHE MJIH PETHCTPHPAHA ThProBCKa

Mapka ¥, ako Beue € W3[ajeH, enuHeH peructpanmnoHeH Homep (EPH) na
NPOU3BOJUTENS CHITACHO wieH 31 M, ako € MNPHIOKHMO, Ha YIBJIHO-
MOILEHHS My IpPEJICTaBUTEN, M aJPeC Ha PErHCTPUPAHOTO UM MSCTO Ha
CTOIIAHCKa JIeHHOCT, Ha KOHTO MOXKE Ja C€ OCBLIECTBH BPB3KA C TIAX U
MOXXE JIa C€ YCTAaHOBU MECTOHAXOXKICHHUETO HMM;

. I/IS}IBJ’IGHI/IC, e EC JCKIapanysTa 3a CbOTBETCTBUC € MU3J1a/lcHa €AUHCTBEHO

Ha OTrOBOPHOCTTA Ha NPOU3BOAUTEIIA,

. basos UDI-DI, xakto ¢ mocoueno B 4acT B or npuioxenue VI;

. Mme Ha mpomykTa ¥ THProBCKO HAMMEHOBAHME, NMPOMYKTOB KO, KAaTaT0KEH

HOMEp WM ApYyra HeIBYyCMHCIICHa ped)epeHIrsi, KOsATO AaBa BB3MOXKHOCT 3a
UaCHTHGHUKALHMS M [POCICIUMOCT Ha H3ICIHETO, BKIUCHO B 00XBaTra Ha
EC nekmapammsita 3a CBOTBETCTBHE, HAalpUMep CHHMKa, KOTarto e
MOIXO/III0, KAKTO W HEroBOTO mpenHasHadeHne. C M3KIIOUCHHE HAa HMETO
Ha MPOIYKTa WM THPrOBCKOTO HAMMEHOBAaHHE, WH(POPMALHATA, KOSTO 1aBa
BB3MOYKHOCT 33 MACHTH(MHKALHS U MPOCICAUMOCT, MOXE Ia CE MPEIOCTaBU
upe3 6azous UDI-DI no touka 3;

. Kmac B 3aBucumoctr ot puUCKa Ha U3ACIUETO ChIVIACHO IIpaBUiIaTa II0

npunoxkenue VIII;

. I/ISFIBJ'IeHPIC, 4ye U3CIUEeTO B 00XBaTa Ha JACKiIapanysaTa ¢ B CbOTBETCTBUC C

pasnopeOuTe Ha HACTOSIUUS PErJIAMEHT M, aKo € HPHIOXKHMMO, Ha IPYTH
HPUIOKUMH 3aKOHOJATeIHU akToBe Ha Cblo3a, KOUTO NPEABMKIAT H37a-
Baneto Ha EC neknapanus 3a chbOTBETCTBUC;

. Ilocousane Ha m3nomsBanute OC, xakto u Ha OC BBB BpB3Ka C KOUTO €

JACKIapupaHO CbOTBETCTBUETO,

. Korato ¢ INPUIIOKUMO, HAMMCHOBAHUC U HHCHTHqJHKaHHOHCH HOMEp Ha

HOTU(UIMPAHUST Oprad, ONKMCAaHHE Ha U3BBpIICHATA IpoLeaypa 3a
OLICHSIBaHE Ha CHOTBETCTBUETO M WJICHTHU(HKAIMSA HA M3JaJCHUs(TE) CepTu-
¢uxar(n);

. Koraro e npuinoxxumo, pombinuTeaHa uHGopManus;

Msicto n JlaTa Ha U3JaBaHE Ha JACKJapanusaTa, UME€ U JUIBKHOCT Ha JHUIETO,
KOE€TO s € IoANHNCAJIO0, KaKTO M YKa3aHHC 3a KOI'0O U OT 4YHUC UME € IIoAIHUCaI0
TOBa JHUIIE, TMOMAIHNC.
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IIPUJIOJKEHUE 'V

MAPKHNPOBKA 3A CbOTBETCTBMUE ,,CE*

1. Mapxkuposkara ,,CE*“ ce cbcron or mnunmamure ,,CE“ cbc cinennara dopma:

2. Axo ce HamaisBa WIM YyBelIWYaBa pa3MepbT Ha MapkupoBkata ,,CE®, ce
Cra3Bar MpONOPLHUHTE, AAJCHU I0-Tope B rpadudyHaTa Mpexa.

3. Pasnuunure enemeHTH Ha MapkupoBkarta ,,CE® TpsOBa na uMar KaTo LsIO
€IMH M Cbll BEpPTHKAIEH pa3Mep, KOWTO He TpsdBa Ja € [O-MalbK OT 5
mm. To3u MHHMMaJEH pa3Mep MOXe Ja He ce NpHiara 3a MaJKd W3/elHs.
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IIPUJIOJKEHUE VI

HNH®OPMAILIMA, KOATO CE IIPEJACTABA IIPU PEIMCTPALIUATA

HA M3JAEJUMATA W HKOHOMMUYECKUTE OIEPATOPU B

CBbOTBETCTBUE C 4YJIEH 29, HAPAI'PA® 4 W UYJIEH 31,

OCHOBHHU JAHHH, KOUTO CE HNPEJOCTABAT HA BA3ATA

JAHHHU 3A UDI, 3AEJHO C UDI-DI, B CBOTBETCTBHE C
YJIEHOBE 28 U 29 U CUCTEMA 3A UDI

YACT A

HWH®OPMALIMA, KOATO CE IIPEJACTABA IIPU PEIMCTPALUATA
HA M3JAEJUMATA W HKOHOMMUYECKUTE OIEPATOPU B
CBOTBETCTBHUE C YJIEH 29, IIAPAI'PA® 4 U YJIEH 31

HpOI/ISBOZlI/ITeJ'U/ITe WK, aKO € NPUWJIOKHUMO, YII'BJIHOMOIIECHUTC MPEACTAaBUTEIIN U,
aKO € MPUJIIOKUMO, BHOCUTCIIUTE IPCACTABAT I/IHq)OpMaI.U/IﬂTa, IocoueHa B pasaei
1, W rapaHTupar, 4€ I[ocodyeHata B paslcil 2 I/IH(l)OpMaI_[I/ISI OTHOCHO TCXHUTC
usaeiivsa € NIbJiHa, JOCTOBEPHA U aKTyaJM3dupaHa OT CbOTBETHATa CTpaHa.

1. Hudopmanys OTHOCHO HKOHOMHYECKHs OIepaTop

1.1. BUJI MKOHOMHYECKH oOIeparop (T.e. NIPOU3BOAUTEI, YI'BJIHOMOIIECH MIPEI-
CTaBUTECII UIIN BHOCI/ITCH);

1.2. UMe, aApeC U JaHHU 3a Bpb3Ka ¢ UKOHOMUYCCKHUS OIEpaTop,

1.3. axo wH(poOpManusATa ce MpeaoCcTaBsi OT JAPYro JIMIE OT UMETO HAa NKOHOMH-
YeCcKHsl ONeparop, NocoyeH B pasaen 1.1 — ume, ajgpec U 1aHHH 3a BPb3Ka
C TOBa JIHIIE;

1.4. wMe, azpec M JIaHHU 3a Bpb3Ka Ha JIMIETO(JIMLATA), OTroBapsi(#) 3a ChOT-
BETCTBUETO C HOPMATHUBHHUTE M3HUCKBAHMUS, MOCOYCHH B wieH 15.

2. WHdopmanust 0THOCHO H3JenusTa

2.1. ©6azoB UDI-DI;

2.2. THI, HOMEP U JaTa, 10 KOATO € BAIUJIEH CepTU(UKATHT, U3JaJeH OT HOTHU-
(duLMpaHus OpraH, ¥ UMe WIM MIACHTU()UKALMOHEH HOMEP Ha TO3M HOTH-
¢duLMpan opraH, KakTo W Bpb3Ka KbM HH(OpPMALMATA, ChIbpXKAlla ce B
ceprudukara M BbBEIEHA OT HOTH(MHULUHUPAHHS OpraH B EIEKTPOHHATA
cucTeMa 3a HOTU(ULUPAHUTE OpraHu U CepPTU(PHKATUTE);

2.3. nbpkaBa 4WICHKA, B KOSATO U3JEIHETO ILE ce IyCKa WM Bede € IyCHAaTO Ha
naszapa Ha Cblo3a;

2.4. 3a mapenus ot xiac Ila, knac I1Ib mnn knac 11l —abpikaBy WiIeHKH, KbAETO
U3/ICINETO Ce MPEJOCTaBs MM IIe Ce TPe/loCTaBs;

2.5. Kjac Ha U3IETHETO B 3aBUCHUMOCT OT PHCKa;

2.6. moBTOpHO 00OpaboTeHO M3zenue 3a eqHokpaTHa ynotpeda (JA/HE);

2.7. HannMYMe Ha BELICCTBO, KOCTO NMPH CaMOCTOSTENHA yrmoTpeba MOXe 1a ce
cyere 3a JIEKapCTBEH MPOAYKT, U HAWMCHOBAHHWE HAa TOBA BEIIECTBO;

2.8. HajInMuYMe Ha BELIECTBO, KOCTO NMPH CaMOCTOSITENHA yrmoTpeba MoXe 1a ce
cueTe 3a JIEKapCTBEH MPOIYKT, MOIYYECH OT YOBCIIKA KPBB WM YOBEIIKA
1a3Ma, 1 HaMMCHOBAHHE HA TOBA BELIECTBO;



02017R0745 — BG — 05.05.2017 — 000.002 — 152

2.9. HanuyuMe Ha THKAHM WJIM KICTKH OT 4YOBEIIKH I[POM3XOJ WM TEXHU
npoussonuu (JAA/HE);

2.10. HanMuWe HAa THKAHW WIN KIETKM OT JXMBOTHHCKH IPOM3XOJ WM TEXHH
npousBoyHK chriacHo Permament (EC) Ne 722/2012 (JIA/HE);

2.11. aKo € NPUIIOKHUMO, €IMHEH HMACHTHU()UKAMOHEH HOMEp Ha KIMHUYHOTO
M3NUTBAHE WM M3IUTBAHMA, NPOBEIEHH BHB BPb3Ka C M3JAEIMETO, WU
BPb3Ka KbM DPErMCTPAalUATa HA KIMHMYHOTO U3INUTBAHE B €JIEKTPOHHATA
CUCTEMa 3a KIMHUYHM W3ITUTBAHMS;

2.12. 3a w3penust mo mnpuinoxenne XVI — na ce mocoun panM IpegHa3Ha-
YEHHETO Ha M3JCIUETO € PA3IUYHO OT MEJMIMHCKO INpe/Ha3HAa4YeHHE;

2.13. 3a wm3genwsi, MPOEKTUPAHU U TPOU3BEIACHU OT APYro IOPHAUYECKO WU
¢usnuecko nuue no wied 10, maparpad 15 — wume, aapec W JaHHH 3a
BPB3Ka C TOBA IOPUIMYECKO WIH (PU3HUECKO JIULE;

2.14. 3a wm3genus ot kiac Il wnm wMIIanTHpyeMu wu3nenus — pe3loMe 3a
0e30macHOCTTa U KIMHUYHOTO JICHCTBHE;

2.15. cratyc Ha m3menueTo (T.e. Ha Maszapa, Bede HE € Ha Mma3apa, U33eTo, Ipea-
MPUETO € KOPUTHPAIIO JCHCTBHE BHB BPb3Ka C OE30MaCHOCTTA).

YACT b

OCHOBHHM JAHHH, KOUTO CE HNPEJIOCTABSAT HA BA3ATA
JAHHHU 3A UDI 3AEJHO C UDI-DI B CBOTBETCTBHE C
YJIEHOBE 28 U 29

IpousBoaurensar npegocrass Ha 6azara ganHu 3a UDI npentuduxaropa UDI-DI
U 1sIaTa uHGOpMaLMs 10-J0J1y BbB BPb3Ka C HPOU3BOLUTENS U U3/EIHETO:

I. KOJIMYECTBO B ChOTBETHATA OITaKOBKa,

2. 6azoB UDI-DI cbriacuo unen 29 u eBentyanuu ponbianurenuu UDI-DI;

3. Ha4MH 32 KOHTPOJI HA MPOU3BOACTBOTO HA M3ACIUETO (CPOK HA TOJHOCT WIIH
Jlata Ha MPOM3BOACTBO, HOMEp Ha MapTujara, CepUeH HOMeEp);

4. ako ¢ MpWIOKUMO, uaeHTH(HUKATOp Ha wu3mon3Banara eaumuuia UDI-DI
(koraTto BBpPXY H3MOJ3BaHATA CIMHUIIA OT H3JICIHETO HE € IMOCTaBeH
eruket 3a UDI, ce onpenens maeHTHGHUKATOp Ha ,,M3M0JI3BaHATA SIUHUIA",
3a J1a ce CBBpKe ymoTpeOaTa Ha M3AEITHETO C IaJCH MAIHeHT);

5. ume u aapec Ha IMPOU3BOAUTEIA (KaKTO Ca IMOCOYECHH Ha eTI/IKeTa);

6. EPH, u3naznen B chorBercTBUE ¢ wieH 31, maparpad 2;

7. ako e NPHIOKUMO, UME M aJpec Ha YI'BIHOMOIICHUS MPEICTaBUTEN (KaKTO
ca TIOCOYCHU Ha CTUKETa);

8. Ko B HOMEHKJIaTypaTa Ha MEAMIMHCKUTE M3JeNHs CBhIVIACHO uiieH 26;

9. KJlac Ha M3JCIIMETO B 3aBUCUMOCT OT pucCKa,

10. axo e TIPUIIOKUMO, HAMMECHOBAHUE WM ThPrOBCKO HAMMEHOBAHUE,
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11.

12.

13.

14.

15.

17.

18.

19.

20.

21.

22.

23.

24.

aKo © MPHIOKHMO, MOJEN Ha H3IeINHeTo, peepeHIHs WIN KaTaloKeH
HOMeEp;

aKo € MPHIOKHMO, pazMepu (BKIIOUHTENHO 00eM, IBIDKUHA, KaauObp,
IMaMEeTBP);

JIOITBJIHUTEITHO ONMCAHUE Ha MPOJYKTa (HE3aIbJDKUTEIHO);

aKo € TIIPpUIIOKHUMO, YCJIIOBHs Ha CbXpaHEHUEC W/ Wi pa60Ta C HU3OCIHUECTO
(KaKTO Ca IOCOYCHU Ha C€THUKETa WJIW B UHCTPYKIHHUTE 3a yHOTpeGa);

AKO € TIPHJIOKUMO, JONMBIHUTEIHU ThPIrOBCKM HAUMCHOBAHUSA HA HU3ICIHUETO,

.l e OWII0 eTMKETHUPAHO KaTo M3zenue 3a eaHokparHa ynorpeda (JJA/HE);

aKo € IPUIIOKHUMO, MaKCUMaJleH Opoil MOBTOPHH yHoOTpedu;

JTAJT M3JSITHETO € eTuKeTupaHo kato crepuino (JA/HE);

Jany e HeoOXxoauma crepunusanus npean ynorpeba (JIA/HE);

namn ceabpxa sareke (JJA/HE);

aKo € MPHIOKUMO, HH(pOPMAIHs BbPXY €THKeTa chritacHo pasmen 10.4.5 ot
npuioxkenue I;

URL 3a pombiauTenHa nHPOpMALKMs, HAPUMEpP MHCTPYKIMHU 3a yrnotpeda B
esleKTpoHHa (hopma (He3aabIKUTEITHO);

aKO € IPWJIOKUMO, KPUTHYHU TPEAYIIPEIKACHUSA WU IIPOTUBOIIOKA3aHUS,

CTaTyC Ha U3JCJIMCTO Ha I[1a3apa (BC‘{C HC € Ha [azapa, U33€TO, HNPCAIPUCTH
ca KOopurupaiiu JICUCTBUS BHB Bpb3Ka C 6€3OHaCHOCTTa).

YACT B
CUCTEMA 3A UDI
Onpenenenus
ABTOMaTHYHO pasno3HaBaHe M mpounTaHe Ha ganHute (AIDC)

AIDC e TexHONOrHs, KOSITO CE HM3IMO0J3Ba 32 aBTOMATHUYHO MIPOYMTAHE Ha
nannute. Texuonorusra 3a AIDC BkirouBa 0apkoJoBe, KapTH C YHUIIOBE
(smart cards), OHOMETPUYHM [JaHHM U PAJUOUECTOTHA MAEHTH(UKAIMS
(RFID).

bazos UDI-DI

bazoust UDI-DI e mbpBUYHHMST HACHTU(PHUKATOP HA MOJENA Ha H3[e-
nmueto. Toil € OCHOBHHST KJIIOY 3a 3amucure B Gasata manHd 3a UDI u
ce mocoyBa B choTBeTHHTEe cepTudukarn u EC mekigapaiuu 3a ChOTBET-
CTBHE.

DI na usnon3BaHaTa eIuHHIA

DI Ha u3non3BaHaTa eAMHMLA CIYXKH Jla CBBPXKE yroTpedara Ha M3JeIHe ¢
HALUEHT B CIIy4yauTe, KOraTo BbpPXy M3MOJI3BaHATA €IMHHIA OT U3/CIHETO
He ¢ rocrtaBeH eruker 3a UDI, Hampumep KOrato HSKOJIKO EIUHHUIM OT
€/HO ¥ CBIIO M3/IEe/IUe Ca OINAKOBAHHU 3aeIHO.

Wzpenue ¢ xondurypauus

Wznenue ¢ kOHGUrypalys € H3[elHe, ChCTOSIIO CE OT HSIKOJIKO KOMIIO-
HEHTa, KOUTO MOrar Ja ObAaT CriIo0eHH OT MPOHM3BOIAHUTENS B MHO)KECTBO
koH(purypanuu. Te3nm OTACTHH KOMIIOHEHTH MOraT camu 1o cebe cu jaa
MIPEICTABIISBAT H3/IENHS.
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Wzpenuata ¢ koHQUrypauust BKIIOYBAT CHCTEMH 33 KOMITIOTBPHA
tomorpadust (KT), ynrpa3sBykoBH cucTeMH, aHECTE3HMOJIOTHYHH CHCTEMH,
CHCTEMH 32 IpOoCieisBaHe Ha (DU3HOJOTHYHUTE TIOKA3ATENH, paIHo-
noruuHu nHpopmanuonHu cucremu (RIS).

Konduryparms

Koudurypauusira e koMOMHAIUS OT €IEMEHTH OT 000pY/BaHE, MIOCOYCHU
OT TMPOM3BOAUTENS, KOMTO (YHKIHOHHPAT 3aEAHO KAaTO W3JeiHne 3a
MOCTUTaHE Ha ONpeleNeHO mpenHazHaueHwe. KomOuHammsata oOT
€JIEMEHTH MOXeE Ja Ob/ie MPOMEHEHa, MPUCIIOCOOCHA WM HACTpPOeHa 3a
3aJI0BOJISIBaHE HA OCOOCHU MOTPEOHOCTH.

Konduryparuure BKII0YBaT, Hape] ¢ IPYroTo:

— CKaHWpAaIlW PaMKH, TPHOW, MacH, IyATOBE H JAPYTH CIEMEHTH OT
000py/IBaHETO, KOUTO MOraT ja ObaaT KOH(UTryprupaHU/KOMOWHUPAHU
3a M3IBJIHCHHC Ha (byHKL[I/Iﬂ o IMnpeaHasHAauYCHUE B KOMIIIOTbpHATa
ToMorpadus;

— amapaTy 3a BEHTHJIALWsI, JUXaTe/IHU arnapaTu, Ballopu3aTopH, KOUTO Ce
KOMOMHHUpAT 3a M3MBJIHEHHE HAa (YHKUMS [0 NpeJHA3HAuYeHUE HpH
aHeCTe3Hsl.

UDI-DI

UDI-DI e ynukanen uudpos uiau OykBeHO-LH(POB KOA, ONpeneleH 3a
JlafieH MOJIeN U3Jieue, KOWTO ce M3M0JI3Ba M KaTo ,,KJII0Y 33 JOCTBI 110
uHdopmanuaTa, cbXxpansBana B 0a3ara nanuu 3a UDI

Yernuso o6o3nauenue (HRI)
HRI o3HauaBa 4eTIMBOCT HA 3HALUTC B JAHHHUTE, 3aKOJUPAHH B HOCHTEIS
Ha UDL

HuBa Ha omakoBaHe

HuBa Ha omakoBaHe O3Ha4aBa pa3NIMYHUTE HMBA HA ONAKOBKM Ha H3Jie-
JINETO, CHIBPXKAIIM ONPEJEIICHO KOJIWYECTBO H3JENUs, KaTO HAIpHMeEp
KapTOHEHA KYTHSl WIH Karb(.

UDI-PI

UDI-PI e uudppor wumm OykBeHO-IM(PPOB KOJ, KOWTO HIACHTH(DHUIUPA
MPOM3BOCTBEHATA CANHHUIA HA W3ICIHETO.

Paznuynure Bugose UDI-PI BkimrouBar cepueH Homep WM HOMEp Ha
mapTujarta, MAeHTU(UKANusS Ha codTyepa M JaTa Ha NPOU3BOICTBO HIU
CPOK Ha TOJAHOCT WJIM M JBETE JaTH.

Pagnouecrorna unentudukanms (RFID)

RFID e TexHonorus, KosATO M3M0JI3Ba KOMYHHUKALUS 4pe3 paJUOBBIHU 3a
O0OMEH Ha JaHHU MEXJy YeTSI0 YCTPOHCTBO M EJIEKTPOHEH ETHKET,
MPUKPENEH KbM IPEIMET, ¢ Leld UAeHTH(UKaIms.

ToBapHu KoHTeiHepU

ToBapHHAT KOHTEHHEp € KOHTEHMHEp, NpPH KOUTO IPOCIEIUMOCTTa Ce
KOHTPOJIMpA Ype3 CHELHUAICH MPOLEC 3a JIOTHCTHYHATE CUCTEMH.
Yuukanen uaentuduxarop Ha usznenusata (UDI)

UDI e cepust ot tmppoBr u OyKBEHO-IU(PPOBH 3HAIHM, Ch3AaJCHA upe3
obuonpuera WACHTU(GUKALMS HA M3JCIMATA M CTAHAAPTH 32 O3HAYaBaHE.
Cucremara J1aBa Bb3MOXKHOCT 3a SICHA HACHTH(HKAIMSA Ha CHOTBETHOTO
m3nenue Ha maszapa. UDI ce cwerom ot UDI-DI u UDI-PI.

Jlymara ,,yHUKaJIeH HE BKIIOYBA CEPHHHOTO HOMEPHPAHE Ha OTICITHUTE
MPOU3BOJICTBEHH EMHUIIH.
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2.2.

2.3.

2.4.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

Hocwuren na UDI

Hocurenst wa UDI e cpexnctBoTo 3a chobuiaBane Ha UDI upes wuzmod-
3Baneto Ha AIDC mu, ako e mpuinoxumo, HeroBoto HRI.

Hocurenute wa UDI BritouBar, Hapea ¢ ApyroTo, WACHTH(GHKALUOHECH
JIMHEeH OapkoJ, [Byu3MepeH marpuueH Oapkox, RFID.

OOmM U3UCKBAHUS

Hanacsinero na UDI e nonbiHHTEIIHO HU3HUCKBAHEC, KOCTO HE 3aMCHS HUKOC
OT HM3UCKBAaHHUATA 3a MApPKHUPOBKa WK 3a C€THUKCETHUPAHEC, NPEABUICHU B
TPUIIOKEHHUE I kpM HacToAlIA PETJIaMCHT.

[IpouzBonutensaT onpenens u nmonabpka yHukanau UDI Ha u3nenusTa cu.

EnunctBeno mpousBoautensT Moxe aa Hanacst UDI BbpXy u3nenueTo nin
OTIAaKOBKUTE MY.

Morar fa ce W3MON3BAT SAWHCTBEHO CTAHAAPTHTE 3a O3HAYaBAaHE, KOHTO
ca MPeIOCTaBCHH OT W3IaBamiuTe CyOeKTH, ompeneneHu oT Kommcumsita
chriiacHo wieH 27, maparpad 2.

UDI

UDI ce ompenmenss 3a camOTO H3JeiUe WIM Heroara omakoska. Cien-
BaIllUTE HUBA HA OINIAKOBaHE pasmoiarar c¢bc codbcrBen UDI.

ToBapHHUTE KOHTEiHEpH ce OCBOOOXKAaBaT OT HM3MCKBAHMATA IO pa3iel
3.1. Hanpumep, He ce msucka UDI 3a JIOTMCTHYHH €IMHULIM; KOTaTo
JIOCTaBYMKBT HA 3APAaBHH TPWXKH ITIOpPhUYBA MHOKECTBO H3JCIUS, 3a
xonto ¢ nmocodeH UDI wiam HOMEphT Ha MOAENa Ha OTACITHUTE H3JEIHs,
1 TIPOM3BOAUTENAT IOCTaBSA TE3M W3JCIHsI B KOHTEHHEp 3a TpaHCIIOP-
THpaHe W 32 3allUTa Ha OTICITHUTE ONAKOBAaHU M3/CIH, 32 KOHTeHHepa
(TorucTHYHATA €AMHUIIA) HE ce Mpuiaratr u3uckBanusta 3a UDI.

UDI ce cberon ot ase wactu — UDI-DI u UDI-PI.

UDI-DI e ynukanen Ha BCSIKO HHBO Ha OIAKOBaHE Ha HM3/CIHETO.

AKO BBpXY €THKETa ca MOCOYEHM HOMEPBT Ha MapTUAaTa U CEPUHHHAT
HOMep, MIeHTH(MKanUsITa HAa codTyepa WM CPOKBT Ha TOAHOCT, T€ ca
yact oT UDI-PI. Ako BppXy eTuKeTa e IOCOYeHa U JlaTa Ha MPOU3BOACTBO,
HHUKOE OT M3MCKBAHMATA 3a. AKO BBPXY €THKETa € I0COYeHa CaMo JaTa Ha
MIPOU3BOJICTBO, Ts ce m3nonssa 3a UDI-PL

Ha Bcexkum KOMIIOHEHT, KOHTO ce cuuTa 3a H3Jiellde U ce Ipejanara Ha
raszapa caMmocCTOsITeNIHO, ce ompenens oraenen UDI, ocBeH ako komrio-
HEHTUTE HE Ca 4acT OT M3JelHe C KOH(UIypalus, KOeTo € 0003HAa4YeHO
c¢be cobcrBen UDIL

Ha cucremure n Habopure Mo wieH 22 ce ONpeAeNs W HAHACS TEXCH
coocreen UDI.

HpOI/I3BOZ[I/IT6J'I$[T onpeneiist UDI Ha majeHo uzzenue ChbriiacHO ChOTBETHHUS
CTaHAapT 3a O3Ha4aBaHC.

Wsuckea ce no UDI-DI, korato e Hanmile mpoMsiHa, KOSTO OM MOTJa Ja
JIOBE/IE 10 TIOTPEIIHA WACHTU(UKAIMS Ha M3JCIHETO W/WIIH J0 HESICHOTA
10 OTHOIIEHHE Ha MPOCIECIUMOCTTa MY; TO-CIICIIUATHO BCSIKA MPOMsHA Ha
€JIMH OT CIICHUTE CJIEMEHTH Ha JaHHWTe B 0a3aTta maHHM Ha UDI m3uckBa
woB UDI-DI:

a) HAMMCHOBAHUE WM THhPrOBCKO HAMMEHOBAHHE,
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4.2.

4.3.

4.4,

4.5.

4.6.

4.7.

4.8.

4.9.

6) BapyUaHT WJIKX MOJECI Ha U3ICIUETO,

B) ETHKETHUPAHO KaTo M3JENHe 3a eIHOKpaTHa ymorpeoda,

r) CTepHJHA OMAKOBKa,

1) HEoOXOIMMOCT OT CTCPUIIM3UpaHEe Npeau yHnorpeda,

C) KOJIMYECTBO M3ACIUA B OIIAKOBKAaTa,

X

N2

KPUTHYHH TIPSAYNPEKACHUS WIH [POTHBOIMOKA3aHUS, HAIPUMeEp
chabpxkamo natekc mwan DEHP.

[TpousBomuTenH, KOUTO MPEONAKOBAT W/MIN NMPEETHKETUPAT W3/CIHS ChC
coOCTBeH eTuKeT, 3ama3Bar gaHHu 3a UDI Ha mpousBoauTenst Ha OpHUIH-
HAJHOTO H3JeJHue.

Hocuren na UDI

Hocuremsar ma UDI (AIDC ¢opmar u HRI dopmar ma UDI) ce mocrass
BBPXY €THKETa WM CaMOTO H3JeNIHe U BBPXY BCHUKHU CICJBAIM HUBA HA
onaxkoBaHe Ha m3zenueTo. CleBaliuTe HUBA HA ONAKOBAHE HE BKJIIOYBAT
TOBAapHHUTE KOHTEIHEpH.

B cnywaii Ha 3HAYMTENHM OTPAaHWYCHHS Ha TPOCTPAHCTBOTO BBPXY
OIMaKOBKaTa Ha M3IOJ3BaHaTa eauHuia, Hocutenst Ha UDI Moxe nga
ObJic TOCTABEH Ha CIEIBAIIOTO HHBO Ha OMAKOBAHE.

3a w3zmenusita 3a eqHOKpaTHa ymnorpeba ot kiac | u Ila, omakoBanu u
€TUKETHPAaHU MOOTAEIHO, He ce u3uckBa HocurensaT Ha UDI na e Bbpxy
ONIaKOBKaTa, HO TOM ce MOCOYBa Ha CJIEABAIIOTO HMBO Ha ONAKOBaHE,
HanpuMep KyTHATA, CbIAbPXKALIA HAKOJKO MOOTJEIHO  OINAKOBaHU
mnenus. Korato obaue He ce oyakBa JDOCTABYMKBT HA 3/PABHU T'PUKH
Jla MMa JOCTBI, KaTo HampuMep B CIIydail Ha 3IpaBHU TPIKH B
JIOMAaIllHKA yCJIOBHs, JIO CJEJBAIIOTO HUBO HA ONAKOBAaHE HA M3JEIHETO,
UDI ce mocraBst BbpXy ONAKoBKaTa Ha OTIEIHOTO H3AEIHE.

3a w3nenusiTa, NpeJHA3HAYCHN M3KITIOYUTENTHO 3a ITyHKTOBE 3a IIpojakoda
Ha JpebHO, He ce m3uckBa UDI-PI 3a AIDC na ce mocraBsT BBPXY
OITAaKOBKATa HA CaMHUs IMYHKT 3a IPOJAaX0a.

Koraro nocurenmn Ha AIDC, pazmuaan ot HocuTen Ha UDI, ca BriroueHH
B €THKeTa Ha mpojykra, Hocutenat Ha UDI e yetnnBo mocodes.

Axko ce m3nomsat juHeliHn O0apkogose UDI-DI u UDI-PI morar na 6waat
BEPIKHO CBBP3aHW B JBa WM [OBeye Oapkoja WM Ja He Objaar
CBbp3aHH. BCHUKM 4YacTH W €JIEMEHTH Ha JIMHEWHHs 0apKoj ca pasrpa-
HUYUMH U SICHO OIpEIeTUMU.

AKO CBILECTBYBAT 3HAUUTEIIHU IPEUKU Mpe]] €JHOBPEMEHHOTO U3II0JI3BaHE
na xasara ¢opmara (AIDC u HRI) BbpXy erukera, ce HM3HCKBA I0COY-
BaHETO BBPXy erukera camo Ha Qopmara AIDC. 3a wusnenus obaue,
KOUTO ca IpeJHa3HAYCHU 3a M3MOJ3BAHE W3BBH 3/IPAaBHUTE 3aBE/ICHUS,
HaNpUMep U3JeNHs 3a 3ApaBHU Tpwxu B goMamuu yciosus, HRI ce
[I0COYBA BbPXY €THKETa, JOPU aKO BIIOCJIEACTBHE HE OCTaBa MSICTO 3a
AIDC.

®opmarsT Ha HRI ¢ choOpaszeH mpaBmiata Ha cyOekTa, W3/aBalll Koja 3a
UDL

Axo mpousBoauTeNnAT u3non3Ba TexHonorusta RFID, Bepxy erukera ce
MOCOYBA M JIMHESH WIIM JIBYH3MepeH OapKoa B CHOTBETCTBHE ChC CTaH-
JlapTa, MpelocTaBeH OT H3/1ABAIIUTE CYyOCKTH.
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4.10.

4.11.

4.12.

4.13.

4.14.

4.15.

5.2

5.3.

5.4.

5.5.

5.6.

5.7.

5.8.

3a m3genuATa 3a MHOTOKpaTHa ymortpeba Hocutenmst Ha UDI e BBpxy
camoro wuszgenue. Hocuremar na UDI 3a usgenuss 3a MHOroKpaTHa
yrnorpeba, HM3UCKBAIM I[OYHUCTBAHE, NE3MH(EKUUs, CTEPUIIM3ALMSI HIIH
OOHOBSIBAHE TIPEIM BCSKO CJICIBAIIO HW3IMOJI3BaHE OT MAIMEeHTa, OCTaBa
TpacH W YETIHWB CIeJ BCEKM MpOIleC Ha IMOArOTOBKA HAa HW3IEIHETO 3a
[IOCJIE/IBAIIO M3IIOJI3BAHE B PAMKHUTE Ha IPEIBHICHUS EKCIUIOATAllMOHECH
CpOK Ha M3Ienuero. M3ucKkBaHeTo Ha HACTOSIIUS pa3jiel He ce mpuiara 3a
U3JEHs TPU CIIEIHUTE OOCTOSTENICTBA:

a) BCEKH BHJ HEMOCPEACTBEHO MapKupaHe O ce oTpas3us Ha Oesomac-
HOCTTa WM ACHCTBHETO HA H3CIHETO;

0) u3nenueTo He MoOXke Ja ObJe HEeMOCPEICTBEHO MAapKHpPaHO, 3all0TO
TOBA HE € TEXHOJIOTMYHO OCBIIECTBUMO.

Hocurenar va UDI ocraBa uWeTnuB Inpe3 msulaTa HOpMalHAa yrorpeda u
LeNusl PEeIBUACH EKCIUIOATallUOHEH CPOK Ha U3JEIHETO.

Axo HocurensiT Ha UDI e sicHO 4eTiaMB MM — TpH M3IOJI3BaHE Ha
AIDC — Moxe Ja ce CKaHUpa Ipe3 OIaKOBKaTa Ha H3JENNEeTO, He ce
M3UCKBA mocTaBsiHeTo Ha Hocurtens Ha UDI BBpXy omakoBkara.

Korarto oTaenHu roToBH M3ENHUs C& ChCTOST OT MHOXKECTBO 4aCTH, KOMTO
TpsiOBa Ja ce criuo0sAT Mpead TsAXHATa MbpBa ymorpeda, € JOCTaThYHO
vocutensaT Ha UDI nma ce mocraBu camo BBbpXy enHa OT 4YacTUTE Ha
BCSIKO M3JEJIHE.

Hocurensat nva UDI ce mnocraBs Taka, ue ¢opmarst AIDC na Obae
JIOCTBIICH MO BpeMe Ha HOpMayHa padoTa WM ChbXPaHEHHE.

Hocurenmure nHa Oapkoma, BxmouBam UDI-DI u UDI-PI, morar na
BKJIFOYBAaT M CBINECTBCHNM JAHHU 3a (DYHKIMOHMPAHETO HA H3JCIHETO
WM JPYTH JaHHH.

O6mm mpunu Ha 0azata manHu 3a UDI

Bazara mannm 3a UDI gaBa BB3MOKHOCT 3a H3IOJ3BAaHE Ha BCHYKH
OCHOBHM €JIEMEHTH Ha JaHHWTE B Oasata gaHHu 3a UDI, mocouenu B
4acT b OT HACTOAIIOTO MpPUIIOKEHUE.

[IpounsBomuTenuTe OTroBapsAT 3a I'BPBOHAYAIHOTO II0/IaBaHE U aKTyalld-
3alMUTe Ha MICHTH(UKAIMOHHATa WH(OpMAIMs M APYrH eJIeMEHTH Ha
JIaHHUTE 3a U3JeNMeTo B 0azarta manHu 3a UDI.

[Ipumarar ce mnOAXOMIM METOAW/TPONEAYPH 3a BATMAWPAHETO HA
MIPEIOCTaBEHUTE JTAHHH.

HpOI/ISBOI[I/ITeJII/ITC TICPUOANYHO MPOBEPABAT TOYHOCTTA HA BCUYKH HAHHH,
CBBpP3aHU C MU3ACIMATA, KOUTO Ca IyCHAJIM Ha Iasapa, ¢ HU3KIIOYCHUE Ha
U3JC/IUATa, KOUTO BEYC HE C€ MPEAOCTABAT Ha Iasapa.

Hanuumero wa UDI-DI na wusgenuero B 0Oazata jganHu 3a UDI He
03Ha4aBa, ue M3/CIIMETO ChOTBETCTBA HA HACTOSIINS PEIIIAMCHT.

baszara nmaHHM naBa BBH3MOXKHOCT 3a CBBP3BAaHCTO Ha BCHYKH HHBa Ha
OIIaKOBAaHC Ha HU3JCIIUECTO.

Jlannute 3a HOBM UDI-DI ca HanuuHM KbM MOMEHTA Ha IyCKaHE Ha
H3JIEJINETO Ha Ias3apa.

[IpousBoauTenuTe axkTyaau3upaT CHOTBETHHS 3amic B 0a3ara JaHHH 3a
UDI B cpox ot 30 nmuHm cieq Karo € HampaBeHa NPOMsHA Ha JajeH
eJIeMeHT, KoiTo He m3uckBa HOB UDI-DI.
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5.10.

S5.11.

6.2.

6.2.1.

6.2.2.

6.3.
6.3.1.

bazara pamnm 3a UDI usnomsBa BHHArM KOrato € BB3MOMKHO MEXKIY-
HapoOJHO INPHETH CTAaHAApPTU 3a IOAABAHETO HA JAHHU M TAXHOTO aKkTya-
JIU3UpaHe.

[Motpedutenckust unTepdeiic Ha Oazara mannu 3a UDI e Hanuyen Ha
BCcHUKM oduumaiHd e3uiu Ha Cbhro3a. M3mon3BaHeTo Ha mojera 3a
cBOOO/IGH TEKCT obaye ce CBeX/Ja 10 MHUHMMYM, 3a Jla CE OrpaHH4ar
€3UKOBHUTE MPEBO/IH.

JlaHHUTE 32 W3JENHsA, KOMTO Beue HE Ce MPEJOCTaBsAT Ha Ma3apa, OcTaBaT B
Oaszara manau 3a UDI

IIpaBuna 3a KOHKPETHU THIIOBE W3ZENUSA

I/IMHHaHTI/IpyCMI/I U3ICITUA:

. Umnnantupyemure usnenust ce 0003HayaBaT Ha HAH-HUCKOTO HHMBO Ha

ornakoBaHe (TTAKeTHM eIMHULM) WIM MapKMpaHH, KaTo C€ W3I0J3Ba
AIDC, ¢ UDI (UDI-DI + UDI-PI);

. Xapakrepuctukure Ha UDI-PI ca naii-manko cnennure:

a) CepHUeH HOMEp 3a aKTUBHHUTE MMIUIAHTHPYEMH H3/eIHs,

0) cepueH HOMEp MJIM HOMEpP Ha MapTHIATa 3a JAPYrUTe UMIUIAHTUPYEMHU
U3J1eIHs.

. UDI Ha uMMIIaHTHpyeMOTO H3[eine ce 0003HayaBa MpEId HMIUIAHTHU-

paHeTo.

W3penus 3a MHOTOKpaTHa yHorpe0a, M3HCKBAIM IIOYUCTBAHE, IC3HH-
(dexus, cTepmwiM3auus WM OOHOBSIBAaHE IIPeAM BCsKA —ClEABaIa
ynorpeoa.

UDI Ha Te3u u3nenus ce MOCTaBsl BbPXY H3AEIHETO M OCTaBa YETIIUB CIE]

BCsIKa MPOIIEIypa 3a MOATOTOBKA HA M3ICIMETO 3a CIeABaIia ymorpea.

Xapaxrepuctukure Ha UDI-PI, manpumep Homep Ha maptujpaTa HIn
CEPHUEH HOMEP, CE ONPENEIAT OT IPOU3BOAUTENS.

Cucremu 1 HaOOpH CHITIACHO wWieH 22

DUZNUECKOTO WM IOPUIMYECKO JIUIE, IOCOUYEHO B WiIeH 22, OTroBaps 3a
00o3HauaBaHeTO Ha cucremaTa min Habopa upe3 UDI, Bximousamy UDI-DI
u UDI-PI;

. Bppxy omakoBkaTa Ha mH3zeNMe, ChABPXKALIO CHCTEMa WIH HAOOp, WIH

BBPXY CaMOTO M3aenue ce mocTtaBs Hocuren Ha UDI
N3kntouenus:

a) M3MCKBAHETO 3a Hanmyue Ha cobctBeH Hocuten Ha UDI He ce mpumara
3a OT/ICNTHUTE W3/CNHUS 33 eIHOKpaTHA yrnoTpeda, dusiTo yrnorpeda Kato
[SUT0 € W3BECTHA HA JIMIATa, 33 KOMTO Ca IpEIHA3HAUCHH, KOUTO Ca
BKJIFOUCHH B CHCTEMa WM HAOOp M KOWTO HE ca NpeIHA3HAYCHH 3a
oT/eHa yrnotpeda W3BBH CHCTeMaTa Win Habopa;

0) m3uckBaHeTo 3a Hamuuue Ha Hocuren Ha UDI He ce mpuiara 3a usje-
JHATa, OCBOOOJEHM OT M3uckBaHeTo 3a Hocuten Ha UDI Ha cbor-
BETHOTO HMBO Ha OIAKOBAHE, KOraTo TE Ca BKJIIOUEHH B CHCTEMA HJIM
Habop.

. Tlocraesine Ha HOcuten Ha UDI BbpXy cucremMuTe Wi HabOpuTe

a) Hocurensar na UDI Ha cucrema wiau HabOp 1O NPHHLMUII CE I1OCTaBs OT
BBHIIIHATA CTPaHa Ha ONAKOBKATa.

6) Hocurenst na UDI e wernus win, npu uznonssane Ha AIDC, moxe n1a
ce CKaHWpa, HE3aBHCHMO TAllM € MOCTaBeH OT BBHIIHATA CTpaHa Ha
OMIAKOBKATAa Ha CHCTEMaTa MM Habopa WM BBB BBTPEIIHOCTTA Ha
po3pavHa OMAaKOBKa.
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6.4.
6.4.1.

6.4.2.

6.4.3.

6.4.4.

6.4.5.

6.5.
6.5.1.

W3penus ¢ xoHdurypaums

UDI ce omnpenenst 3a U3AeIHeTO ¢ KOHGHUTYpalys B HEropara ILsUIOCT U CE
napuua UDI Ha uznenue ¢ koH(Uryparwus.

UDI-DI Ha u3zaenue ¢ xoH(uUrypauust ce ompenens 3a Ipymd OT KOHpH-
Typalud, a He 32 BCSAKAa KOHQUIypalys B paMKUTe Ha rpynara. ['pyma ot
KOHQHUIypaluy O3HauaBa CHBKYIHOCTTA OT BB3MOXKHH KOH(UIYypaIMu 3a
JTAJIEHO M3JIEJME CBIVIACHO TeXHHYEecKaTa JOKyMEHTAIMs.

UDI-PI Ha wu3zmenue ¢ koHpurypauusi ce ompeneis 3a BCSKO OTACITHO
u3jienue ¢ KOHQUrypauus.

Hocurenst Ha UDI Ha wu3menue ¢ KoOH(Urypamusi Ce MOCTaBS BBPXY
KOMIIOHEHTa, KOWTO HMa Hal-MajKa BEepOSTHOCT Ja Oble IMOAMEHEH
1pe3 eKCIUI0ATAlMOHHUS CPOK Ha cucTeMaTa u ce obo3HadaBa kato UDI
Ha M37eNHe ¢ KOH(Urypauus.

Ha Bcekn KOMITOHEHT, CUMTaH 3a M3JIe]He, KOMTO ce Mmpejsara Ha Iasapa
€aMoCTOATENHO, ce ompenens oraeneH UDI;

Codryep 3a uzzmenusra

Kputepuu 3a onpenensHe na UDI

UDI ce onpeenst Ha CHCTEMHOTO paBHHuIIE Ha codryepa. ToBa m3nckBaHe
ce mpuiara camo 3a coryep, KOHTO ce mpejuiara Ha rasapa caMoCTOs-
TENHO, U copTyep, KOWTO caMm 1o cede ch MPeACTABIsIBA U3/IEIHe.

O0o03HauaBaHeTO HA copTyepa ce cuMTa 32 MEXaHH3bM Ha MPOHM3BOJICTBEH
KOHTpol u ce nocousa B UDI-PIL

. N3uckBa ce wHoB UDI-DI BuHarm korato e Haiauue MpOMsHA II0

OTHOIIICHUE Ha:

a) II'bPBOHAYAIHOTO HeﬁcTBHe,

0) GesomacHOCTTa WJIM IpeABHAEHATa ynoTpeba Ha codryepa,

B) TBHIIKYBAHETO HAa JaHHHUTEC.

Tesu IIPOMEHHU CE€ OTHACAT 10 HOBU WJIM UBMCHCHHU aJI'OPUTMHU, CTPYKTYPU
Ha Oasu JlaHHH, OIlepaTHBHA rmaT(bopMa, APXUTEKTypa WJIM HOBU IOTpE-
OUTEIICKH I/IHTep(i)eI\/'ICI/I WJIX HOBU KaHa/IM 3a OIll€paTUBHA CHbBMECTUMOCT.

. Hesnauwrennu mpomenu B codryepa usmcksar camo HOB UDI-PI, a He

nos UDI-DI.

Hesnaunrtennure npoMeHd Ha codryepa OOMKHOBEHO ca CBBp3aHH C
OTCTpaHsBaHEe HA TPEIIKH, MOJOOPEHHs Ha W3IOI3BAEMOCTTa, KOUTO HE
ce BBBEXKIAT C 11el 6e30aCHOCT, POTPaMH 3a CHT'YPHOCT HJIH OTlepaTHBHA
e(eKTUBHOCT.

Hesnaunrtennure nmpomeHu B codryepa ce 0003Ha4aBaT ChC CIELHATHA
(opma Ha mpeHTUUKALMS HA TPOU3BOUTEIIS.

. Kpurepuu 3a nocrassaero va UDI 3a codryep

a) Korato copTyepbT Ce MPEAOCTaBsi Ha MaTEpPUaAJICH HOCHUTEIN, Halpumep
ype3 CD nnu DVD, Ha Bcsko HUBO Ha OMAaKOBaHE Ce MOCOYBA MIBJIHUSIT
UDI B uwernuB 3a xopara u B AIDC ¢opmar. UDI na marepuanuus
HOCHUTEJI, ChAbpIKAL codTyepa, U Ha HEroBara ONAaKOBKa, € MAEHTHYCH
¢ UDI, nprcBoeH Ha CHCTEMHOTO paBHHUINE Ha codryepa;

6) UDI ce mpenocraBsi Ha JIECHO JOCTBIICH €KpaH 3a MOJI3BATENs B JIECHO
yemnB (opmart ,,plain-text”, Hanpumep BBB (ailll ¢ ONMCAHUETO WIIH
BKJIFOYUCH B HAYaJHUS CKPaH;
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B)

r)

)

copryep, KOWTO HE pasmoiara ¢ IMOTPeOUTENICKH HHTepdeiic, KOHTo
HalpuMep MEXIUHEH HHTErpaluoHeH codTyep 3a mpeoOpasyBaHe Ha
n3o0pakeHns, Moxke aa npexane UDI upes mpuioxHO-mporpamen
uHTepdeiic;

B CIICKTPOHHMTE AWMCILIEH Ha codTyepa ce M3MCKBA CaMo YETJIMBATa 3a
xopara 4yact ot UDI. O6o3nauaBanero na UDI upe3 n3nonsBanero Ha
AIDC He ce M3HMCKBA B CICKTPOHHHUTE AUCIUICH, HATIPUMEP MEHIOTO C
nHpOpMaLMs 3a CHCTEMara, eKpaHa IpH 3apeXKIaHe U T.H.;

4eTIUBHAT 3a xopaTa ¢opmar Ha UDI 3a codryep BkIrOuBa HACHTH-
¢ukaropu 3a mpunoxenuero (Al) 3a crammapra, W3MON3BaH OT W3Ja-
BaluTe CyOeKTH, 3a Ja ce MOMOTHE Ha MOTPeOuTeNs aa uaeHTuduImpa
UDI u nma ompenenu KOl CTaHAApT € W3MOJ3BaH 3a CH3/IaBAaHETO MY.
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IIPUJIOJKEHUE VII

MN3UCKBAHMUSI, HA KOUTO TPSABBA  JIA OTT'OBAPAT

HOTU®ULHUPAHUTE OPI'AHU

OPTAHM3ALIMOHHHU 1 OBILIU M3NCKBAHHWA

[IpaBen craryc m opraHm3alliOHHa CTPYKTypa

. Bcexu HoTHdUIIUpPaH opraH ce ch3/aBa ChINACHO HALMOHAIHOTO NPaBoO Ha

JIbpKaBa 4ICHKa WM MPAaBOTO Ha TpeTaTa JbpikaBa, ¢ KOATO ChIO3BT €
CKJIIOUHJI CHIOpa3yMEHHe 3a LeNTa. 3a Heropara MpaBocyOeKTHOCT M CTaTyC
TpsaOBa Ja MMa NbJIHA AOKyMeHTauus. Ta3u JOKyMEHTallMs BKIIIOUBA
nHdopmanus 3a COOCTBEHOCTTAa M IOPHAMYECKUTE WIH (DU3HUYECKUTE
JIMI@A, YHPaXKHSABAIIM KOHTPOJ BBPXY HOTH(ULMpAHUS OpraH.

. AKO HOTU(HUIVPAHUAT OpPraH € IPaBeH CyOeKT, KOWTO € 4acT OT IIo-

rojisiMa OpraHM3alys, SICHO C€ JOKyMEHTUpaT AeHHOCTUTE M M HeliHaTa
OpraHM3alMOHHA CTPYKTYpa W YIPaBJICHUE H BPB3KATa C HOTH(UIUPAHUSL
opran. B TakbB cilyyall M3MCKBaHMATA, [OCOYEHHM B pasgen 1.2, ca
IPHIOKUMH KaKTO 32 HOTH(OHIMpPAHHUS OPraH, Taka M 3a OPraHU3allUATa,
KbM KOSATO TOH IMPHHAJUIEKH.

. Ak0 naneH HOTU(UIMpPAH OpraH M3IEUI0 WM YaCTHYHO NPHUTEKaBa

NIpaBHU CyOEKTH, yCTAaHOBEHHM B IbpXKaBa WIEHKA WM TpeTa IbpiKaBa,
WIM € MPUTEXaBaH OT JAPYr NPaBeH CyOeKT, SCHO Ce ONMpPEeNeNsT U JOKY-
MEHTHpAT AEHHOCTUTE M OTFOBOPHOCTHTE Ha Te3M CYOSKTH M TEXHHTE
NpaBHA M ONEPAaTHBHU B3aMMOOTHOLICHHS C HOTU(HLHUpAHUS OpraH. 3a
nepcoHaga Ha Te3n CyOeKTH, M3BBbPLIBAI JEHHOCTH O OLEHSIBaHE Ha
CBHOTBETCTBHETO CBIVIACHO HACTOSIIMSA PErJIaMEHT, €€ Mpuiarar CbOT-
BETHUTE M3UCKBAaHHs HA HACTOSIIUS PETIIAMEHT.

. OpraHu3anmOHHAaTa CTPYKTypa, paslpeleNICHHETO Ha OTTOBOPHOCTHTE,

HepapxuuHata JUHHS U (QYHKLUHOHUPAHETO HA HOTU(ULIMpPAHUS OpraH ce
OpraHu3Mpar Taka, 4e Jia rapaHTupar JA0BEepHeTo B paborara Ha HOTH(U-
LUPaHUsl OpraH U pe3ylaTaTuTe OT INPOBEKIAHUTE OT HEro AEHHOCTH IO
OLICHSIBAHE HA CHOTBETCTBUETO.

Hortuduuupanust opraH SICHO JOKYMEHTHpAa OpraHM3allMOHHATA CH
CTPYKTypa U (YHKLIHUTE, OTTOBOPHOCTHTE M MPABOMOIIMUATA HA BHCILIETO
CH PBKOBOACTBO M HA OCTAaHAIMs TIEPCOHAN, KOHTO MOXe Ja OKa3Ba
BJIMSIHUE BBPXY paboTaTa Ha HOTU(GUIMPAHUS OpraH M BbPXY Pe3yJTaTHTE
OT JICHHOCTUTE My IO OLICHABAaHE HA CHOTBETCTBHETO.

. Hortupuuupanusar opran onpeznenst juunata OT BHCIIETO CH PBKOBOJICTBO,

KOUTO UMAT II'BJIHKA MMPABOMOLIHNA U HOCAT II'bJIHA OTTOBOPHOCT 3a BCAKO OT
CJICOAHHUTE!

— HOPEAOCTaBsAHC Ha MNOAXOJAIIN pEeCypCHu 3a JICGHHOCTHUTE O OlICHSBAHE
Ha CBbOTBETCTBUECTO,

— pa3paboTBaHe HA MPOLEAYPU W MOIUTHKH 32 (YHKIMOHHPAHETO Ha
HOTH()UIMPAHUS OpTaH;

— HaA30p BbPXY MPUIAraHETO Ha MPOLEAYpPUTE, TOJUTUKUTE H
CHCTEMUTE 32 YNpaBJICHHE HA KAauecTBOTO Ha HOTHU(UUMpAHUS Opras;

— HaJ30p BbPXY (MHAHCUTE HA HOTU(DHILHMPAHUS OPraH;

— JIeWHOCTH ¥ pEIICHUs, B3€TH OT HOTH(UIUPAHUS OPTaH, BKIFOYUTEIHO
CIIOpa3yMeHHS;
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1.2.
1.2.1.

1.2.2.

1.2.3.

— JCJICTUPAHC Ha NPaBOMOIIHA Ha II€pCOHala W/unm KOMHUTETHUTE, KOrato
TOBa € HCOGXO,ZII/IMO, 3a U3I'BJIHCHUETO Ha OIPEACIICHU HCﬁHOCTH;

— B3aMMOJEICTBUE C OpraHa, OTroBapsll 3a HOTU(ULUPAHUTE OPraHH, U
3a/lbJDKEHHS BbB BPb3Ka ¢ KOMYHHMKALIMHTE C KOMIIETEHTHUTE OpraHHu,
Komucusta u apyru HOTHOHLUPAHU OpPraHu.

HesaBucumoct u 6e3MpHCTPAaCTHOCT

HOTI/I(i)I/II_II/IpaHI/ISIT opraH € TpeTo JIMLE, HE3aBUCUMO OT IIPOMU3BOAUTEIIA HA
U3JCJIMETO, BbB BPbB3Ka C KOCTO U3BHLPIIBA JICHHOCTH T10 OICHsIBaHE Ha
CBHOTBCTCTBHCTO. HOTI/I(i)I/II_[I/IpaHI/IﬂT opran € CbIIO TaKa HE3aBUCUM OT
JApyru MKOHOMUYCECKU ONEpaTopu € MHTEPEC KbM U3ACIHUETO, KaKTO U OT
BCHUYKHW KOHKYPCHTH Ha IMPOU3BOAUTEIIA. ToBa He H3KIIOYBA BBH3MOXK-
HOCTTa HOTI/I(I)I/II_[I/IpaHI/IHT opraH Ja H3BbpUIBaA JIEMHOCTH TI0 OIICHSIBaHE
Ha CBOTBETCTBHUETO 32 KOHKYPEHTHHU HPOU3BOAUTEIIN.

HoTtudunupanusr opran € opraHuzupaH ¥ (QyHKIMOHMpA Taka, 4e Ja
Ob/IaT 3ala3eHd HE3aBHCHUMOCTTA, OOEKTUBHOCTTa M OE3MPUCTPACTHOCTTA
Ha Herosute JeiiHocTH. HoTnduuupanusr opran JOKyMEHTHPa U BBBEXA
CTPYKTYpa M MpOIEIYpH 3a OCHUTypsBaHE Ha OE3NMPHUCTPACTHOCT M 3a
HacbpuyaBaHE€ W IpujaraHe Ha [IPUHOUIIMTE Ha 663HpI/ICTpaCTHOCT B
IsANaTa CU OPraHW3allMs, CPeJl LEeIUs CH IepCOHaN U B JCHHOCTHTE CH
1o onensBane. Te3n MpoOLEIypH MPEABIKIAT YCTAaHOBSBAHE, Pa3cie/BaHe
U HaMHpaHE Ha PCIICHUE IPU BCUYKHU CiIydau, B KOUTO MOXKE Jla Bb3BHUKHE
KOH(IIUKT Ha MHTEPECH, BKIIIOYUTCIIHO YYaCTUE HA CHOTBETHHUS CIIyXKUTEI
B KOHCYJITAHTCKH YCIYTH B chepara Ha M3IENHUATA NPCIH HA3HAYABAHETO
My Ha pabora B HoTuduUuUMpaHus opraH. M3murBaHero, pesyiraTture H
HAaMEPEHOTO PEIIeHNE Ce JIOKyMEHTHPAT.

HoTtuduuupanusar opraH, HEroBOTO BHCIIE PBKOBOACTBO M IEPCOHAIBT,
OTroBapsill 3a U3MbIHEHNE HA 33aa4NUTE 10 OICHABAHE Ha ChOTBETCTBUETO,
HE MoraT:

a) ma ObJaT MPOCKTAHT, MPOU3BOJIMTE, JOCTABUYHK, JIHIE, KOETO MOHTHUDA,
KyIlyBa4, COOCTBEHHK WM Ja W3BBPIIBAT NMOJAPBXKKA HA H3ICIUATA,
KOHMTO OICHSBAT, HUTO Ja OBJAT YITBJIHOMOIIECHH MPEICTABUTEIN Ha
HSKOE OT Te3W JHIa. ToBa OrpaHHYCHHE HE HM3KIIOYBA 3aKyITyBaHETO
u ymorpebata Ha OILEHSIBaHH W3JENUs, KOMTO ca HEOOXOAMMH 3a
JIEHHOCTHTE HA HOTH(UIMPAHHS OPraH W 3a M3BHPIIBAHETO HA OLCHS-
BaHETO HAa CHOTBETCTBHETO WIM yMOTpebaTa Ha TAaKWBa H3IENUS 3a
JINYHU TIETIH;

6) Jla B3eMaT y4dacTue B IIPOCKTUPAHCTO, IMPOU3BOACTBOTO HIU I/I3pa6OT-
BAHCTO, Mpe/UIaraHeTO Ha Ila3apa, MOHTUPAHETO U H3IIOJI3BBAHETO WJIHU
IoAApbiKKaTa Ha M3ACJIMATA, 38 KOUTO Ca HAa3HA4YCHH, HUTO Ja IIpea-
CTaBJIABaT JMlaTa, aHTa)XupaHu C TE3U [{eﬁHOCTI/I;

B) Jla c€ BKJIIOYBAT B JCHHOCT, KOSATO MOXE Jia € B IPOTUBOPEYUE C
TSXHATa HE3aBHCHUMA IIPELEHKA M TOYTCHO MOBEJICHHE 0 OTHOIICHHE
Ha JICHHOCTHUTE IO OLICHSBAaHE Ha CHOTBETCTBHETO, 3a KOMTO Ca ONpE]-
CIICHH;

r) Ja HpearaT WIM IPeoCTaBiT KAaKBaToO M Ja € yciyra, Kosto Ou
MOIJIa Jla 3acTpalld JOBEPUETO B TAXHATA HE3aBUCUMOCT, Oe3rpu-
CTPAacTHOCT MM 00eKTHBHOCT. [T0-KOHKpeTHO Te He mpejiarat, HUTO
MIPENOCTaBAT KOHCYIATAHTCKH YCIYTM Ha TPOM3BOAUTENSA, YIBIHO-
MOIIEHHs My MpPEACTABUTEN, JOCTaBUMK MJIM TBPrOBCKH KOHKYPEHT
10 OTHOIICHWE Ha MPOEKTUPAHETO, M3PabOTBAHETO, NPEAJaraHeTo Ha
naszapa WM NOAJAPBKKATA HA OLICHSBAHUTE M3IENUS WIM HPOLECH; U

) I1a ca CBBpP3aHU C OpPraHM3alus, KOSITO IPEIOCTaBs KOHCYITaHTCKH
ycayrd, mocodeHu B OykBa r). ToBa orpaHnYeHHe HE H3KIHOYBA
JIEHHOCTH 1O 0010 00yuYeHHe, KOUTO HEe KacasT KOHKPETeH KIHUCHT U
ca CBBbp3aHM C HOpPMAaTHWBHATA ypenda Ha W3ICIHATa WIH ChC ChOT-
BETHHUTE CTaHIApPTH.
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1.2.4.

1.2.5.

1.2.6.

1.2.7.

1.2.8.

1.2.9.

1.3.
1.3.1.

1.4.
1.4.1.

Vuactueto B KOHCYJITAHTCKH YCIIyI'u B C(bepaTa Ha wu3acivATa IMpeau
3aII04YBaHCTO Ha paﬁoTa B HOTI/I(i)I/II_II/IpaHI/IH opraH € Hall'bJIHO JTOKYMCH-
TApaHO B MOMCHTA Ha 3all04BaHCTO Ha pa60Ta U TOTCHHUAJTIHHUTE
KOH(i)J'II/IKTI/I Ha HUHTEpECH CC HaGJ’I}OL{aBaT n peuiaBaT B CHOTBETCTBUEC C
HaCTOAIIOTO MPUIIOKECHHUE. UneHoBeTe Ha TI€pCoHajla, KOUTO cCa OUBIIH
CIIYKUTCIIU Ha OIPEACICH KIMCHT WM Ca MPEAOCTaBsJIM KOHCYJITAaHTCKU
yciyru B cd)epaTa Ha n3aejauAaATa 3a TO3UW KOHKPETEH KIIMEHT, MpEau na
3aro4yHarT pa60Ta B HOTI/I(bI/IHI/IpaHI/IH OopraH, HE H3BBpHIBAT [[eﬁHOCTH 1o
OHEHABAHE Ha CBOTBETCTBHETO 3a TO3M KOHKPETECH KIHMECHT HWIX 3a
JAPYKECTBA, MpUHAIIC)KAIIX KbM ChIllaTa rpyra, 3a CpoOK OT TpU TI'OJAWHHU.

OcurypsiBa ce O€3IPUCTPACTHOCTTa HA HOTU(HULUPAHUTE OpraHM, Ha
TAXHOTO BHCIIE PBKOBOJACTBO W HA IEpPCOHANA, OTrOBapsl 3a OLCHS-
BaHeTo. HHBOTO Ha BB3HArpaKJACHHE HA BHCIIETO PBKOBOJCTBO M Ha
NepCcoHaja, OTroBapsil 3a OLCHSBAHETO, HAa HOTHU(UIMPAHUS OpraH,
KAaKTO W Ha IOAW3IBIHUTEINTE, Y4acTBAIlM B JCHHOCTH IO OLCHSBAHE,
HE 3aBHCH OT pPe3yJITATUTE Ha M3BBPIICHOTO oueHsBaHe. Hortnduimpanure
OpraHH OIOBECTSBAT MyOJIMYHO AEKIAPALMUTE 32 MHTEPECH Ha BUCIIETO
CH PBKOBOJICTBO.

AKO cOOCTBEHMK Ha HOTH(HULIHUpAaHHs OpraH € IMyOJMYHOIPABEH CYOeKT
WM WHCTUTYIHMSA, C€ TapaHTHpaT M JOKyMEHTHpAaT HE3aBUCHMOCTTa N
JIMIICaTa Ha KOH(IIMKT Ha MHTEPECH MEXJIY OpraHa, OTTOBapsll 3a HOTH-
(unMpaHuTe OpPraHd, W/WIM KOMIIETEHTHHS OpraH, OT €JHa CTpaHa, U
HOTHGUIMPAHUS OpraH, OT Jpyra CTpaHa.

HoTtudunupanusr opraH rapaHtupa U JOKyMEHTHpA, 4ye JeHHOCTUTE Ha
HErOBUTE IIOJEICHUS WIM HOAU3IBIHUTENM M Ha JPYr CBBP3aH OpraH,
BKJIIOUUTENIHO JEHHOCTUTE Ha TEXHUTE COOCTBEHHLHM, HE 3acsraT HE3aBH-
CHMOCTTa, OE3IPUCTPACTHOCTTA MM OOEKTUBHOCTTa MY IPH JEHHOCTHTE
My IO OLEHSBAaHE Ha CbOTBETCTBHETO.

Hortudurmpanust opraH W3BBpIIBA ISHHOCTHTE CH CBHIIACHO HAOOp OT
MOCIIEJIOBATEIIHY, CIPABSUIMBA M TNPUEMIIMBH YCJIOBHS, Karo B3eMa
NPEJIBU MHTEPECUTE HA MAJIKUTE W CPEIHUTE HPEINpPUSTHS 110 CMHUCHIA
Ha [Ipernopska 2003/361/EO BBB Bpb3Ka C TakcUTE.

HW3uckBanusATa, ONPENEICHN B HACTOSILMS Pa3fiel, He U3KII0YBaT oOMeHa
Ha TeXHHYecKa MH(OpMAlMs M HACOKM BBB BpPb3Ka C HOpMaTHBHATa
ypenba Mexay HOTHUGHULUHMPAHUS OpraH U MPOU3BOAUTENS, KOHTO MHojaBa
3asBJICHHE 3a OLIEHABAHE Ha ChOTBETCTBUETO.

[ToBeputenHocT

HoTtudunupanusar opran uMa JOKYMEHTHPAHH MPOLELYPH, KOMTO rapaH-
THPAT, Y€ HErOBUAT IIEPCOHAJI, KOMUTETH, MOJEJICHUs, NOAU3IIBIHUTEIIN
WM JpYr CBBLP3aH OpraH WM IIEpCOHAJl Ha BBHHUIHM OPraHd CrasBaT
MOBEPUTEITHOCTTa Ha UH(MOPMALMATA, IOIyYeHA IIPU HU3IIBIHEHUETO Ha
JIEHHOCTUTE 10 OLICHABaHE HAa CBOTBETCTBUETO, OCBEH KOraTo HEHHOTO
pasriacsaBaHe C€ M3UCKBA MO 3aKOH.

[TepconanbT Ha HOTH(GHULUMPAHUS OPraH Cla3Ba 3aIbDKEHHE 3a ClIy)KeOHa
TailHa TP W3IBIHEHHE HAa CBOUTE 33Ja4d CBIJACHO HACTOSIIHA
perlaMeHT WM BCsKa pasnopenda Ha HAMOHATHOTO MPaBO 3a HETOBOTO
MIpujIaraHe, OCBEH MO OTHOIICHHE Ha OPraHUTEe, KOUTO OTTOBAapsAT 3a HOTH-
(UnMpaHuTe OpraHd, OPraHUTe, KOMIETEHTHH 32 MEAMLUHCKHTE W3/eNHs
B AbpxKaBuTe uieHkH, wian Komucnsara. Ocurypssa ce 3alura Ha IpaBaTa
Ha coOctBeHocT. Horupuuupanusr opran HuMa  JAOKyMEHTHPaHH
MIPOLIEAypH IO OTHOIIEHHE HAa M3MCKBAHMATA HA HACTOSIIMS pasjell.

OT1roBopHOCT

HOTPIC])I/IHI/IpaHI/ISIT OpraH CKJIIOYBa MOAXOIAIa 3aCTPaXOBKa 3a MOKPUBAHE
Ha OTroBOPHOCTTa CH BBB BpPB3Ka C HCﬁHOCTHTe CH II0 OICHABAHC Ha
CBOTBETCTBUETO, OCBEH KOIaTO OTTOBOPHOCTTAa C€ moe€Ma OT ChOTBETHATaA
AbpiKaBa WICHKA CBIJIACHO HAIMOHAIHOTO MpaBO MWW KOrarto Ta3u
JAbpKaBa YJICHKa € MPAKO OTrOBOpPHA 3a OLCHABAHETO HA CBHOTBETCTBHUETO.
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1.4.2.

1.6.
1.6.1.

1.6.2.

2.2.

OO6xBaThT W 00MmMOTO (HUHAHCOBO TIOKPUTHE Ha 3acTpaxoBKaTa 3a
IIOKPHBAaHE Ha OTIOBOPHOCTTa CHOTBETCTBAT HA HUBOTO M Teorpadckus
o0XxBarT Ha JEHHOCTHTE Ha HOTH(UUIMpaHHS OpraH M ca ChOOpas3eHu ¢
PHUCKOBHsL TPOGUI Ha W3ICIHsTa, CEePTHOUIMPAHH OT HOTH()UIUPAHHS
oprad. 3acTpaxoBKara MOKpHBA CIIy4aWTe, B KOWUTO HOTH(OUIMPAHHST
opran MoXe Ja ObJe 3aJbDKEH Ja OTHEMe, OrpaHH4Yd WIH CIIpe
JIEHCTBHETO Ha CepTU(UKATHTE.

DHuHAHCOBU W3MCKBAHUS

Hotudumupanuar opraH pasmonara ¢ (HHAHCOBHTE DECYpCH, HE00-
XOJMMH 3a U3BBPIIBAHE HA JICHHOCTHTE 110 OLEHSIBAHE HA ChOTBETCTBUETO
B PAMKHMTE Ha ONPEJEICHHUS My MaHIAT U CBBP3aHUTE C TOBA CTONAHCKU
onepanuu. Toil JOKyMEHTHpa M IIpeJACTaBs JOKAa3aTelNCTBAa 3a (pUHAH-
COBHUTE CH BB3MOKHOCTH M CBOSATAa IBITOCPOYHA MKOHOMUYECKA >KH3HE-
CIIOCOOHOCT, KaTO OTYUTA KOHKPETHHTE OOCTOSTENCTBA IIPU €Tama Ha
IIbPBOHAYAIHOTO 3all04YBaHe Ha JEHHOCTTAa My, B 3aBUCHMOCT OT CIydas.

VYyacTie B KOOPAMHALIMOHHU JI€HHOCTH

HOTI/I(bI/II_II/IpaHI/ISIT OopraH y4dacTtBa B CBOTBETHUTC JICMHOCTH 110 cranjaap-
TU3ALMSA U JICHHOCTUTE Ha KOOpJAUWHAllMOHHATa rpyla Ha HOTI/I(i)I/II_[I/IpaHI/ITe
opraHy, Ioco4cHa B 4JICH 49, WU TapaHTupa, 4€ OTroBapsIUsT 3a OLCHS-
BaHCTO IIEpCOHAI € I/IHq)OpMI/IpaH 3a TE3U HCﬁHOCTH, a OTroBapsAIUAT 3a
OLCHABAHETO U B3EMAHCTO Ha PCHICHUA IIEPCOHAI € PIH(IJOpMI/IpaH 3a CbOT-
BCTHUTC 3aKOHOAATCIIHU aKTOBC, HACOKU U Haﬁ-[[oGpI/I IIpaKTUKH, IPUCTHU B
PaMKHUTE Ha HACTOSIIMS PETJIaMCHT.

Hotudunupannsar opraH B3emMa MNpeABHJ HACOKMTE U Haii-1o0pute
MIPAaKTHKH.

WU3UCKBAHIA 3A YIIPABJIEHUETO HA KAYECTBOTO

HOTPICI)I/IHI/IpaHI/ISIT OopraH Cb3J1aBa, JOKYMEHTHPA, U3IIBJIHABA, NOAABPKA U
PBKOBOIMA CHUCTEMA 3a YIIPABJICHHWE HA KAa4€CTBOTO, KOATO € IOoAXofsdIa C
oriuea Ha €CTECTBOTO, C(bepaTa n Mama6a Ha JCHHOCTHUTE My 10
OIICHABAHE Ha CHOTBETCTBUETO U KOATO € B CHCTOAHHUE Oa HNOIPHHECE U
Jla OO0Ka3Ba IIOCICAOBATCIHOTO HU3MBJIHCHHEC Ha H3HUCKBAHHATA 110
HaCTOALIUA PETIIaMEHT.

Cucremara 3a ynpaBjeHHE Ha KAaueCTBOTO Ha HOTU(UIMpAHUS OpraH
BKJIIOYBA Hail-MajKo CJIEJHOTO:

— CTpPyKTypa M JAOKYMEHTALlMsl Ha CHCTeMaTa 3a YINpPaBICHHE, BKIIIO-
YUTEIHO MOJUTUKUTE M LEJIUTe HA JCHHOCTUTE Ha HOTH()ULUpAHHS
opras;

— IIOJIMTUKH 3a Bb3JIaraHC Ha Jlei;lHOCTPI 1 OTrOBOPHOCTH Ha IEpCoHalia;

— [Opouecu Ha OLCHSABAaHC MW Ha B3EMaHC Ha pPCEHICHUA c1706pa31-10
3aa4YnTe, OTTOBOPHOCTUTE U POJIsITA Ha IIEpCOHATIa U BUCHIECTO PBHKO-
BOACTBO Ha HOTI/I(i)I/IHI/IpaHI/ISI opraH;

— TUJIaHWpaHe, MPOBEXIAHE, OICHSABAaHE W, MPU HEOOXOAMMOCT, ajar-
THpaHEe Ha MPOIETypHUTE 3a OLEHSIBAaHE HA CHOTBETCTBHETO;

— KOHTPOJI Ha JOKYMEHTHTE;
— KOHTPOJI Ha 3aIHCHTE;

— TIperJieid Ha YIpaBICHUETO;

— BBTPEIIHU OJUTH;

— KOPMIMpAIM U NPEBAHTHBHU JEHCTBHS;
— CHTHQJIM U XKanOu; u

— TPOABIKABAIIO O0yYCHHE.
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2.3.

2.4.

3.1
3.1.1.

Axo JAOKYMEHTUTE C€ H3I0JI3BAaT Ha HAKOJKO €3HKa, HOTI/I(bI/II_II/IpaHI/ISIT
OopraH rapaHTvpa U IpoBepsBa AaJkM T€ UMAT €1HO U CHIIO ChAbPIKAHUC.

Buciiero pbKOBOACTBO Ha HOTHQHUUUMPAHHWS OpraH rapaHTupa, 4e
cHUCTeMaTa 3a YIpaBIeHHE Ha Ka4yeCTBOTO € HAIBJIHO pa3OpaHa,
npuiaraHa M Cla3BaHa B IpUlaTa OpraHu3alus Ha HOTHOHULIHUPAHUS
OpraH, BKJIIOYMTEIHO HETOBHUTE IMOJCICHUS WIN ITIOJU3ITBIHUTEIN, KOUTO
ydacTBaT B JCHHOCTH 3a OICHABAaHE HAa CBOTBETCTBUETO CBHIVIACHO
HACTOAIINS PErIaMeHT.

HoTudunupanusar opraH M3MCKBA OT LENUS MEpPCOHAN OQHIMAIHO Ja
[0eMe aHTaKMMEHT, Ype3 MOJIMNC WM PAaBHOCTOEH aKT, Jla CIa3Ba MpoIie-
JIypuTe, ONpEIeNeHn OT HOTHQUIMPAHHUS oOpraH. To3M aHTAKHUMEHT
BKJIFOUBA acCIIEKTH, CBBP3aHM C IOBEPUTEIHOCTTa M HE3aBUCHMOCTTa OT
TBPrOBCKM M JIPyTM MHTEPECHM U BCSIKAKBU CBIIECTBYBAIIU HJIH
MIPEeAXOAHN BPB3KU ¢ KiaueHTH. OT mepcoHana ce M3MCKBAa Ja IMOMBIHU
MUCMEHa JAEKJIapalys 3a Cla3BaHe Ha MPUHIUINTE Ha TOBEPHTENHOCT,
HE3aBUCHMOCT U OE€3MPUCTPACTHOCT.

M3NCKBAHUS 3A PECYPCUTE
OOIIM TTOJIOKEHHS

HOTPIC])I/IHI/IpaHI/ITe opraHnu TpH6Ba Ja Morat Ja Hu3NObJIHABAT BCHYKHU
3a1a4y, BB3JIOKCHHW MM CBIVIACHO HACTOAIIMA PErJIaMEeHT, C Hal-BUCOKa
CTCIICH HaA IMOYTCHO l'IpOCl)eCI/IOHaJ'IHO IOBCACHUEC U HeOGXOZ[I/IMaTa KOMIIC-
TEHTHOCT B oOmNpeacicHaTta O6J'IaCT, HE3aBUCHUMO [Jajld TE3H 3aaadu Cce€
M3IIBJIHABAT OT CaMHUs HOTI/I(i)I/ILII/IpaH OpraHu HWJIA OT HETOBO MME€ M Ha
HETOBa OTTOBOPHOCT.

ITo-koHKpeTHO, HOTHU(UUIMpPAHUTE OpraHW pasHojaraT ¢ HEOOXOIUMHMS
MepcoHaa M NPHUTEekKABAT WIM HMaT JOCTBI JO IBUIOTO 00O0pyJBaHe,
CBOPBKEHUS] M KOMIIETEHTHOCT, KOMTO Ca HYKHH 3a IPaBUIHO
M3MBJIHEHUE HA TEXHUYECKUTE, HayYHHUTE M aIMUHHUCTPATUBHUTC 3a7adu
B PaMKHTE Ha JACHHOCTHUTE 110 OLCHSBAHE Ha CHOTBETCTBHETO, BB BPB3Ka
C KOHMTO Ca OINpEACICHH.

ToBa M3uCcKBaHEe Hpe/roiara, 4e no BCSIKO BPeMe, 3a BCAKa MpoLeaypa 1o
OILICHSIBAHE HAa CBHOTBETCTBHETO M 3a BCEKM THIl M3JCIHs, 332 KOSTO €
ornpesesicH, HOTU(UIMPAHUAT OpraH pasloJiara IOCTOSHHO C J0CTaThb4yHO
aJIMUHUCTPATHBEH, TEXHUYECKH M HAYYCH IEPCOHAN C OMUT M 3HAHHS B
obylacTra Ha CBHOTBETHUTE H3Jenus M TexHoimoruu. To3um mnepconan e
JIOCTaThYCH Karo Opoiika, 3a Ja Ce rapaHTHpa, Y€ ChOTBETHHUAT HOTHU-
(unmpan opraH Moke Jja U3ITBJIHSABA 33/1a4UTE 110 OLICHSIBAHE Ha CHOTBET-
CTBHETO, BKJIIOYHTEITHO HAa MEIWIMHCKaTa (YHKIUS, Ja W3BBpLIBA
KIMHUYHYM OLCHKHM, J]a OLCHsBA JCHCTBHETO M OE30IIaCHOCTTa Ha H3Jie-
JMsTa, 32 KOMTO € ONpPEJEIICH, C Orje]] Ha W3UCKBAHUATA 10 HACTOSIIHS
peryiiaMeHT, U MO-KOHKPETHO TE3W IO HpuiioxkeHue l.

O6H_IaTa KOMIICTCHTHOCT Ha HOTI/I(bI/II_II/IpaHI/ISI opraH € TakaBa, 4¢ J1a MYy
II03BOJIsIBA A OLICHsIBA TUIIOBETC H3JCJIHS, 3a KOUTO € OIPECICIICH. Hortu-
(bI/II_H/IpaHI/IfIT opraH pasnojara ¢ J0CTaTb4Ha BbTPCIIHA KOMIIETCHTHOCT 3a
KPpUTUYHO OLCHSBAaHC Ha OLCHKH, U3BBPIICHUW OT BBHIIHU EKCICPTH.
3aﬂa‘II/IT€, KOHUTO HOTI/I(IJI/H_[I/IpaHI/IﬂT opran HE€ MOXE Ja Bb3jlara Ha
NOAU3II'bIIHATEIIN, Ca IIOCOYCHU B paszicit 4.1.

IlepconanbT, KOMTO ydacTBa B YIPaBICHHETO HA JIEHHOCTHTE Ha HOTH(H-
LUPaHKs OpraH IO OLEHSIBAaHE Ha ChbOTBETCTBHETO 10 OTHOILICHHE Ha U3Jie-
JHMATA, TPUTEKaBa HEOOXOJMMHTE 3HAHHMS C OIJIe] Cbh3JaBaHETO H
(DYHKIIMOHHMpPAHETO Ha CHCTEMa 3a TMOJ0Op Ha MepcoHana 3a OlCHSIBaHEe
U TIpOBEpKa, 3a NpOBEpKaTa Ha KOMIIETEHTHOCTTAa My, 3a pa3pelaBaHe
Ha U3IBJIHEHUETO Ha 3aJaduTe My U TAXHOTO paslpe]esieHue, 3a OpraHu-
3UpaHe Ha ITbPBOHAYAIHOTO M TEKYIIOTO My OOydYeHHe, KakTo H 3a
Bb3JIAraHe HA HETOBHUTE 3aJbJDKCHHS M HAOJIOJCHHETO My, Taka 4e Ja
ce rapaHTupa, 4e MEepCOHANBT, KOWTO MPOBEkKAAa M H3BBPIIBA JCHHOCTH
10 OICHSBAaHE M INPOBEpPKA, € KOMIETCHTEH 1a HM3IBJIHSIBA BB3JIOKCHHUTE
My 3a/1auH.
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3.2
3.2.1.

322

3.2.3.

HOTI/I(bI/IHI/IpaHI/ISIT Opran omnpeaecjss IOHE €AHO JIMIEC B PaMKHUTE Ha
BUCHICTO CH PBKOBOACTBO, KOCTO J@a HOCHU ISJIOCTHA OTTOBOPHOCT 3a
BCUYKU JECHHOCTHU IO OIICHSBAaHE HA CHOTBETCTBUETO HA W3JIEIHUATA.

Hortuduuupanust opraH rapaHtupa, de [EpCOHAIBT, ydacTBall B
JICHHOCTH TIO OIIEHSBAHE HA CHOTBETCTBHETO, IMOJIbp)Ka CBOATA KBaIHU-
(UKaIMsA U eKCIIePTeH OIMT, KAaTO INpHaraT cUCTeMa 3a OOMEH Ha OIUT
U Iporpama 3a IpojabiKaBamio o0ydeHHe M 0Opa3oBaHHUe.

HoTtudunupanusat opran sICHO IOKyMEHTHpa OOXBaTa W TPAaHUIUTE Ha
3abJDKCHUSITA ¥ OTTOBOPHOCTUTE, KAaKTO M HMBOTO HA MPaBOMOINUSATA
Ha TMEepCOoHaa, BKIOUUTENHO MOJU3ITBIHUTENINTE U BBHITHUTE EKCIIEPTH,
KOMTO y4acTBa B JAEHHOCTHTE IO OILEHABAaHE HAa CHOTBETCTBHETO, N
CBHOTBETHO TH CBEXJa A0 3HAHHETO HA TO3U IEPCOHAIL.

KBanu(uKaMOHHN KPUTEPUH MO OTHOLICHHWE HA TEpCOoHaia

Horudunupanusr opran omnpenens W JOKyMEHTHpPA KBAIH(HKAMOHHU
KPUTEpUH U IPOLEAYPH 3a 1MOA00p M IPEJOCTaBsHE Ha IMPABOMOIIMS Ha
JIMIATa, YYacTBAIHM B JICHHOCTH HO OLCHSBaHE HAa ChOTBETCTBUETO, BKIIIO-
YHUTEITHO 10 OTHOLICHUE HA 3HAHWATA, OIMTA U JApyra HeoOXouMa KOMIIe-
TEHTHOCT, U KaKTO W I'bPBOHAYAIHOTO M TEKymoTo obydenue. Kpammudu-
KalIOHHUTE KPUTEPHM OOXBallaT Pa3IM4YHUTE (YHKIMH B PAMKHTE Ha
Ipoleca Ha OLEHSBaHE Ha CHOTBETCTBHETO, KAaTO HAIPUMEp OJWT,
OIIEHKAa WJIM M3IUTBAaHE HA IIPOAYKTA, IIPErje]] Ha TeXHHWYecKaTa JOKy-
MEHTAallUs ¥ B3€MaHE Ha PEIICHWE, KAKTO M M3JEIHATA, TEXHOJIOTUHUTE U
obacTuTe, Karo HampuMep OHOJIOTMYHA CHBMECTUMOCT, CTEPHIIM3ALMS,
THKAaHW M KJICTKH OT YOBCIIKM M JXMBOTHHCKM IIPOM3XOA W KIMHUYHA
OLICHKA, KOMTO ca B cdepara Ha KOMIICTCHTHOCT Ha HOTH(MHLIHMPAHUSI
opraH.

KBanupukalyoHHUTE KPUTEPUH, TOCOYEHHM B pasaen 3.2.1, 3aBUCAT OT
cepata Ha KOMIETEHTHOCT HAa HOTU(QUIUPAHUS OPraH CBITACHO
OIIMCAHMETO Ha 00XBaTa, M3MOJI3BAHO OT AbPXKABaTa WICHKA 3a HOTH(DH-
nupaneTo mo wieH 42, maparpad 3, KaTo OCHUTypsIBAT JOCTATHYHO HUBO Ha
HOIPOOHOCT 3a HeoOXoIuMara KBaIU(UKAUUS B IIOAPA3JCICHUATA Ha
OIIMCAHMUETO HAa O0XBaTa.

OmpeziensT ce cHelUalHd KBaTU(QUKAMOHHE KPUTEPHU Hal-MaJKOTO 3a
OLICHSIBAaHE Ha:

— TpPeAKIMHUYHATA OIICHKA,
— KJIMHHWYHATA OLICHKA,

— TBKAHUTC U KJICTKUTE OT YOBCIIKH U JKMBOTHHCKH IPOU3XOL,
— (yHKIMOHaHAaTa OE30IacHOCT,

— codryepa,

— OIIaKOBKaTa,

— U3JeJIMATA, KOUTO BKIIIOYBAT KaTO HEpasJe/iHa 4YacT JICKapCTBEH
npoayKT,

— W3IENNATA, ChCTABCHH OT BEIIECTBA IIM KOMOWHAIMM OT BEIICCTBA,
KOUTO ce abcopOupaT OT YOBELIKOTO TSJIO HIM C€ pPa3lpbCKBAT
JIOKAJIHO B HEro, U

— Pa3’IMYHUTE TUIIOBC IIPOLECHU Ha CTCPUIIM3alls.

HepCOHaJ'I’LT, oTroBapsmn; 3a YCTAHOBABAHEC Ha KBaJ'II/ICbI/IKaI_H/IOHHPITS
KpUTEPUU W 3a NPEAOCTABSIHE Ha IPABOMOINMA Ha JIAIAaTa, KOWUTO IIE
H3BBPIIBAT KOHKPETHU JNIEMHOCTH TIO OIICHSBaHE Ha CBOTBETCTBUETO, €
CbCTaBE€H OT CIYXHUTCIIA Ha HOTI/I(bI/II_H/IpaHI/IH Oopran W HE€ MOXKE Ja
BKJIFOYBAa BBHIOHU €KCIEPTH WM MNOAU3IIBIHUTEIIH. Toit TpuTe)XaBa
JIOKa3aHW 3HAHWUA W OIIMT BBB BCHYKHU obnactu T10-110JTYy X

— 3aKoHO/ATeNICTBOTO Ha ChI03a BHB BPb3Ka C M3JEIUATA U ChOTBETHUTE
HACOKH;
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3.2.4.

3.2.5.

— [Opoueaypure 3a OLCHsABAaHE Ha CBOTBETCTBHUCTO, MPECABHJCHHU B
HacCTOSAIIUS PErIIaMEHT;

— IIHpOKa 0asza OT 3HAHUA 3a TEXHOJOTHUTE B 00JacTTa Ha usaciusAaTa u
TIPOCKTUPAHETO U TMPOU3BOJACTBOTO HA MU3ACIIHATA,

— CcHCTEeMaTa 3a yNpaBleHHe Ha KauyeCTBOTO Ha HOTHU(MIMpAHUS OpraH,
CBBbp3aHUTE MPOLEAYPH M  HEOOXOAMMHTE  KBATU(PHUKALMOHHH
KPUTEPHUH;

— 00y4eHHETO Ha MepcoHala, yyacTBalll B JACHHOCTUTE MO OLICHSBAHE Ha
CBHOTBETCTBHETO Ha W3JICIIUTA,

— MOAXO[SLI ONUT B OLEHABAHETO HA CBOTBETCTBHUETO ChHIJIACHO
HACTOSIUMSL PEerJIAMEHT WM IIPUIOKHUMOTO IIPEAM TOBAa IIPaBO, B
paMKHuTe Ha HOTH(HULHUPAH OpraH.

Hortudunupannte opraHu pasmojaraT ¢ IMOCTOSHHO HAJIMYCH IIEPCOHAI
ChC CHOTBETHMS KJIMHUYEH OIHT, KaTO IO BB3MOXKHOCT TO3M IIEPCOHAN €
HaeT Ha paboTa OoT HOTH(UUHMpaHHs opraH. TO3M MEepcoHalT € 4YacT OT
LeNUsT TIPOLIEC Ha OIICHSBAHE W B3E€MaHE Ha PEHICHHs B PaMKHTE Ha HOTH-
(unMpanus opra, 3a Ja:

— yKa3Ba CJIydJaumTe, KOraTo c€ M3HMCKBa HaMecaTa Ha CICHHUAJUCT 3a
OIICHsIBaHE HAa KIMHWYHATA OLIEHKA, M3BBPIICHA OT MPOM3BOIUTEIS, U
[OCOYBa €KCHEePTH C MOAXO/AIIA KBaTU(DUKALSL,

— ofy4aBa 110 MOJXOJAI] HAYMH BBHINHATE KIMHUYHH EKCIEPTH IO
OTHOIICHHE HA CHOTBETHHTE W3MCKBAHHS Ha HACTOSILIMS DETTIaMCHT,
OC, HacoKMTe M XapMOHM3UPAHHTE CTAHJAPTH M TapaHTHpa, ue
BBHIIHHTE KIMHAYHM eKCIIePTH ca HambIHO HMHGOPMHUpaHH 3a
KOHTEKCTa M MOCICAHLUTE OT OLCHKAaTa MM W JaBaHUTE OT TIX
KOHCYJITALIIH;

— MOXE Ja IpaBu IHPErje] U HaydYHO [a OCIIOpBa KIMHHUYHUTE HaHHHU,
NpeACTaBeHU B KIIMHUYHATa OLICHKA W BCAKAKBU JAPYIrM CbHOTBECTHHU
KIMHAYHU HW3NWUTBAaHWsA, W Ja HAIIbTCTBA II0 HCOGXOZ[I/IMI/I?I Ha4yuH
BBHIIHUTE KIIMHUYHU CKCHICPTU IO OTHOLICHUE Ha OLCHABAHETO Ha
IpeacraBeHaTra OT IIPOU3BOAUTEIIA KIMHUYHA OLICHKA;

— MOXE Hay4YHO [J1a OLI€HABaA U NpU HeOGXOIII/IMOCT Jla ocCriopBa mnpeacra-
BCHaTa KJIMHHMYHA OLCHKA W PE3yJITATUTE OT OLCHSABAHETO OT CTpaHa
Ha BBHIIHUTE KIMHUYHU CKCOEPTU Ha KIWMHUYHATA OICHKa Ha
TIPON3BOAUTEIIA;

— MOXe Jia MOTBBPXKIaBa CHIIOCTABUMOCTTA H IOCIEIOBATCIHOCTTa Ha
OIICHSBAHETO HA KIMHWYHWUTE OICHKH, W3BBPIICHO OT KINHHIHHTE
eKCIIEPTH;

— MOJKE Jla OICHsBAa KJIMHMUYHATA OLIEHKA Ha MPOM3BOAMTENS U Ja JaBa
KIMHUYHO CTAQHOBMIIEC OTHOCHO CTAHOBHUINATA HAa BBHIIHH CKCIEPTH,
KaKTO W J1a JlaBa MPEnopbKU Ha JIMIETO, OTTOBOPHO 32 B3€MaHETO Ha
pelleHne B paMKHUTE Ha HOTHU(UIMPAHUS OpraH; u

— MOXKC Oa H3roTBsA 3allMCH W JOKJIaau, AoKa3Ballu, 4€ CBbOTBCTHHUTC
JICHHOCTH T10 OILICHSIBAHE HAa CHOTBETCTBUETO Ca U3BBPUICHU 110 HE00-
XOJUMHMsI HAYUH.

HepCOHaJ'I’I;T, OTroBapsill 3a H3BBPUIBAHEC Ha CBbP3aHUsA C I[POAYKTa
Tperien (JII/II_[aTa, U3BbpLIBALM  IIpErjIe] Ha I'IpOI[yKTI/ITE?)7 KaTto
HaripuMep Nperjie] Ha TEXHHUYECKaTa NOKYMCEHTalWs WA HU3CJICABAaHE Ha
THIIA, BKJIIOYHUTCIHO AaCICKTH KaTO KJIMHHW4YHaTa OICHKA, OuoJiornyHaTa
6C3OH3CHOCT, CTepuin3anusaTa, BaJIUIUPAHETO Ha CO(bTyepa, IpuTexxaBa
BCiAKa €IHa OT CICOHUTC JOKa3aHHU KBaJ'II/I(l)I/IKaHI/II/II

— 3aBBpPILICHO BHCIIE OOpa3oBaHMe WM 00pa3oBaTEIHO-KBATH(UKa-
[MOHHA CTENeH OT TEXHHYCCKH KOJEX WM CKBHBAJICHTHA CTCICH B
CBOTBETHATa OOJACT, HANPHMEP MEIWIMHA, (apMaris, HHXCHEPCTBO
WM JAPYTH CHOTBETHH HAYKH;
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3.2.6.

— YCTUpU TOAUHHU l'IpO(beCI/IOHaHeH onuT B o0jacTra Ha 3ApaBHUTEC
IIPOAYKTH WU CBBpP3aHU C Ta3u obnact ﬂCﬁHOCTH, KaTo Halpumep
IIpOMU3BOACTBO, OAUT WK HAYYHH HU3CJICABaHUSA, OT KOUTO JBC
TOOWHU —B obyactra Ha MPOCKTUPAHETO, MPOU3BOACTBOTO, HU3IUT-
BAHETO WA yHOTpC6aTa Ha ONICHABAHUTC HU3ACIHA HWIN TCXHOJOTHHU
WiIn CBbpP3aHU C OLCHABAHUTEC HAyYHH aCIICKTHU;

— 3HaHMUsI BBB BpPb3Ka CbC 3aKOHOAATCIICTBOTO 3a H3JACIUATA, BKIIIO-
YUTCIHO 06H_II/IT€ M3UCKBaHUs 3a 0€30I1aCHOCT M HGﬁCTBHe, YcCra-
HOBEHH B MPUIOKCHUEC I;

— TIOAXOMAINM 3HAHWS M ONHT B 00JacTTa HA CHOTBETHHTE XapPMOHH-
supann craHnapta, OC U HacoKw;

— [OOAXOJSIIN 3HaHHS W OIIMT BbBB BPb3Ka C YIPABJICHUETO HA pUCKaA U
CBBpP3aHUTE C TOBa CTaHAApPTH U HACOKU B obOyacTra Ha U3OCIIUATA,

— MOIXOMSAIIM 3HAHHS M ONMHUT B 00JacTTa HA KIMHHUYHATA OLICHKA,

— NOAXOJSIIN 3HAHMUA 3a U3ACIIHATA, KOUTO IEPCOHAIBT OLICHABA,

— TIOAXOJSAIIM 3HAHHUS U OIUT BB BPB3Ka C MPOIETYPUTE 3a OLICHABaHE
Ha CbOTBETCTBUETO MO mpunokeHus IX—XI, Mo-kOHKpPEeTHO BBHB
BPb3Ka C aCIEKTUTE HA TE3M MPOLEAYpPH, 32 KOMTO OTroBapsi IEpCo-
HalbT, M TOAXOJAAIIM MPAaBOMOIIMS 3a H3BBPIIBAHE Ha TOBA
OLICHSIBAHE;

— CIocoOHOCT Ja HM3roTBsg 3alMCUu WM JOKJaad, AJOoKa3Ballu, Y€ CbhOT-
BETHUTE JCHHOCTH IO OLICHSBAaHE Ha CHOTBETCTBHUETO Ca U3BBPILICHU
10 IMOAXOJAI HAa4YMUH.

IlepconanbT, oTropapsil 3a HU3BBPIIBAHE HA OAWTH Ha CHCTEMaTa Ha
MPOU3BOJUTENSI 3a YNPABICHHE HAa KayeCcTBOTO (OIUTOPU HA MSCTO),
IPHUTEKABA BCSAKA €IHA OT CIISJHUTE JIOKA3aHW KBanudukarmn:

— 3aBBPLICHO BHCIIE oOOpa3oBaHHMEe WM 00pa3oBaTeIHO-KBaTH(UKa-
[IMOHHA CTCIIEH OT TEXHHWYCCKH KOJIC)K HIIM CKBHUBAJICHTHA CTCIICH B
ChOTBETHATa 00JIACT, HANPUMEP MEIMIMHA, (apMmarus, HHKEHEPCTBO
WM JIPYTd ChOTBETHH HAYKH;

— 4YeTHpU TOJMHHM TNpodecuoHareH omuT B o0yacTra Ha 3JpaBHUTE
HPOJYKTH MM B CBBP3aHH C Ta3d oOJAacT AEHHOCTH, HampuMmep
NpOu3BOACTBO, OJWUT WM HAYYHU U3CICABaHUsA, OT KOHUTO JBE
rOJMHM — B 00JaCTTa Ha YNPABJIECHUETO HAa KaueCTBOTO;

— MOAXOJIIIM 3HAHMS BbB BPb3Ka ChC 3aKOHOAATEJICTBOTO 3a M3JENUsTa
¥ CBbP3aHUTE XapMOHM3MpaHu crannaptd, OC u Hacoku;

— NOAXOJAIIN 3HAaHHSA W OIMUT BbB BPB3Ka C YHPABJICHUETO HA pUCKA U
CBBP3aHUTE C TOBa CTaHOAPTH M HACOKHU B obmactTa Ha U3CIIUATA,

— NOAXOJAIIN 3HAaHWUA 3a CHUCTEMHUTE 3a YIIPABJICHHWE Ha Ka4Y€CTBOTO U
CBBP3aHUTE CTAaHAAPTH U HACOKU;

— MOAXOJUIIIM 3HAHMS M OIKT BBB BPB3Ka C MPOLELYPUTE 3a OLICHSIBAHE
Ha CBOTBETCTBHETO MO mnpmioxkeHus [X—XI, Mmo-KOHKpPETHO BBHB
BpB3Ka C aCMEKTUTE Ha TE3M MPOLELYPH, 32 KOMTO OTroBapsi Iepco-
HAJIBT, M MOJXO/IIM IPABOMOILIMS 32 M3BBPLIBAHE HA TOBA
OLICHSIBAHE;

— o0yueHre B 00J1aCTTa HA OJMTHHUTE TEXHHKH, 32 JIa MOXKE MEPCOHATBT
aJIEKBATHO Jla MOJylara Ha OIIEHKAa CHCTEMHTE 3a YIpPaBICHHE Ha
Ka4ecTBOTO;

— CIOCOOHOCT Jia M3TOTBS 3alMCH M IOKJIaad, MAOKa3Balld, Y€ CBHOT-
BETHHUTE ICWHOCTH TIO OICHSBAaHE HAa CHOTBETCTBHETO Ca HM3BBPIICHU
10 MOAXOJSII HAYUH.
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3.2.7.

3.3.

3.4.
3.4.1.

HepCOHaJ'I’LT C 06ma OTIOBOPHOCT 3a 3aKIIOYUTCIHUTE MNPErjican u
B3€MaHE€ Ha pCUICHUS BBB BPb3Ka CHC CCpTI/I(bI/IKaHI/ISITa C€ CBCTOH OT
CIIY)KUTCIU Ha HOTPI(bI/II_[I/IpaHI/Iﬂ OpraH W HE BKJIIOYBa BBHIIHHU CEKCIICPTH,
HHUTO TOIW3MBIHATENN. To3u TIEpCOHAJl B CBBKYITHOCTTAa CHU IMPUTECIKaBa
JI0OKa3aHW S3HAaHUA W IAJIOCTEH ONUT BBB BPB3Ka C BCAKO €OHO OT
CIICOHUTE!

— 3aKoHOAAaTeNcTBOTO Ha Chi03a BBB BPb3KA C U3ACIUATA U CHOTBETHUTE
HACOKH;

— OIICHABAHETO HA CHOTBCTCTBHETO HA M3ICIHATA CHIIIACHO HACTOSIIHS
PpErJIaMeHT;

— BHJOBETEC KBaJ'II/I(bI/IKaI_[I/II/I, OIIMT U CKCIEPTHU 3HAHUSA, NMOAXOAAIUN 3a
OLICHABAHETO Ha CHOTBETCTBUCTO HA HM3ACIIHUATA,

— mupoka 0a3a OT 3HaHMS B 00JACTTa HA TEXHOJIOTHUTE, CBBP3aHU C
W3IETUSTA, BKIFOYHTEIHO IOCTATHYHO ONHUT TIPU OILICHABAHETO Ha
CBOTBETCTBHETO HA HM3ICIHATA, KOMTO Ca MHPEAMET Ha Mperien 3a
cepTH(UINpaHe, CEKTOpa HAa M3/CIMSITA W MPOSKTHPAHETO W IPOU3-
BOJICTBOTO Ha H3CIHS,

— CcHCTeMaTa 3a yNpaBlieHHe Ha KaueCTBOTO Ha HOTU(MIMpAHUsS Opras,
CBbP3aHUTE NPOLEAYPH M M3UCKBAaHATA KBAIM(HUKALMSA HA y4acTBAILUs
HepCOoHa;

— CImOCOOHOCTTa Ja W3rOTBS 3aliCH W JOKJIAIW, JJOKa3BaIlld, dYe
JIEHHOCTUTE TO OICHABAHE HAa CHOTBETCTBHETO Ca M3BLPILCHH I10
MOAXO/IAI HAYMH.

HOKyMeHTHpaHe Ha KBa.]'II/IlbI/IKaI_H/ISITa, 06y'-I€HI/ICTO 1 yI'bJIHOMOIIIABAHETO
Ha IepcoHala

. Hortupumupanusar opran mma mpouegypa 3a IBbJIHO JIOKyMEHTHpPaHE Ha

KBaIM(UKAIMATA HA BCEKH WICH HA IEPCOHANA, y4yacTBalll B AEHHOCTUTE
10 OLCHSIBAHE HAa CBHOTBETCTBHETO, M HA CHA3BAaHETO Ha KBanudukaim-
OHHMTE KpHuTepuu 1o paszjen 3.2. Korato nmpu H3KIIOUUTETHH 0OCTOS-
TeJICTBA CNAa3BaHETO HA KBATMGUKAIMOHHUTE KPHTEPUM IO pasjen 3.2
HE MOXE H3ILIO Ja ce JOKaXKe, HOTU(QHUIMPAHUAT OpraH 0OOCHOBaBA
npe OpraHa, OTroBapsiil 3a HOTH()ULUpPAHUTE OPraHM, HPESOCTaBSIHETO
Ha TMPaBOMOIIMS Ha TE3M UJICHOBE HAa IMEpPCOHaNa Jia W3BbpIIBAT
KOHKPETHH JEHHOCTH MO OIIEHSBAHE HAa CHOTBETCTBUETO.

. 3a menust cu nepcoHan 1o pasgenu 3.2.3—3.2.7 HOTHUUIUPAHUAT OpraH

Chb3daBa, MmoaAbpKa U aKTyaIusupa:

— JAOKYMCHT, KbAETO HOI[pOGHO Ca OIMCaHu IpaBoMOIIUATa U OTTOBOP-
HOCTHUTE Ha II€pCOHala BBB BPbH3Ka C )lel\/‘IHOCTl/ITe 10 OLCHSABAHEC Ha
CBHOTBETCTBHUECTO, U

— 3aIHCH, YIOCTOBEPABAIM HEOOXOIMMATE 3HAHHS U OIUT BHB BPB3Ka C
NEeHOCTTa MO OICHSABAHE Ha CBOTBETCTBHETO, 3a KOATO € OIpa-
BOMOLICH MEPCOHANBT. B 3ammcure ce chabpka 0OOCHOBKA 3a OIpe-
NIeISHETO0 Ha 0o0XBaTa Ha OTTOBOPHOCTHTE HA BCCKH HWICH Ha OTrO-
BapsIIMsl 3a OLCHSBAHETO IIEPCOHAN M 3alHMCH Ha W3BBPIICHHUTE
NEHHOCTH MO OLICHSBAHE HA CHOTBETCTBHETO OT BCCKH WICH.

Tlonu3nbIHUTENN U BBHITHA CKCIICPTHU

be3 na ce 3acsira pazaen 3.2, HOTUHUIUPAHUTE OPTraHM MOTAT Jia Bh3JIarat
Ha MOJM3IIBIIHUTEH HAKOU SICHO OPEEIICHN aCIeKTH OT JaJcHa IeHHOCT
[0 OIIEHsIBaHE Ha CHOTBETCTBHETO.
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3.4.2.

3.4.3.

3.5.
3.5.1.

He ce paspeiiaBa BBH3JIaraHETO Ha MOJAUBIIBJIHUTEIN Ha LEIHA IPOLEC Ha
OUT Ha CHCTEMUTE 3a YIIPABJICHHEC HAa Ka4€CTBOTO WM Ha CBHP3aHUTE C
NpoAyKTa Iperjieu, HO BBIPEKU TOBA YaCTH OT TE3U JEMHOCTH MOTaT Ja
CC U3BHpIIBAT OT NOAUBIBIHUTCIIA W BBHIOIHKU OAUTOPU U CEKCHOEPTH,
pa60TCILII/I OT HMMETO Ha HOTI/I(bI/IHI/IpaHI/IH opras. CBOTBETHUAT HOTH-
(bnunpaH OopraH 3ala3Ba IIbJIHATaA OTIOBOPHOCT 3a TOBa Jda € B
CBCTOSHUE Na MPEACTABU NOAXOIAIIN TOKA3aTCJICTBA 3a KOMIICTCHTHOCTTA
Ha MOOAUSIBIHUTCIUTE N CKCICPTUTE [a HU3BBPIIBAT KOHKPETHUTE CH
3a1a4y, 3a B3EMAaHETO Ha PEHICHHUA BB3 OCHOBA Ha PE3YJTATHUTE OT OLICHA-
BAHCTO Ha IMOAU3IIBIHUTCIUTE U 3a pa60TaTa, M3BBpIIBAHA OT IMOAU3IIBII-
HUTEJIN U CEKCIIEPTH OT HETOBO HUME.

HOTVI(bl/IuI/IpaHI/ITe OpFaHI/I HE€ Morar Ja Bb3jaraT Ha TOJU3IIBJIHUTCIN
CIIEHUTE JICHHOCTH:

— mperyiel Ha KBalu(uKanusaTa M HaONIOACHUE HA PE3YJITaTHTE OT
paboTaTa Ha BBHIIHUTE EKCIIEPTH;

— JEeHHOCTH N0 OJUT M CepTH(HUHMPaHe, KOraTo MOAM3IIBIHEHUETO Ce
Bb3JIara Ha OJUTOPCKA WIIM CEPTU(PUKALMOHHA OpPraHU3aLUs;

— Bb3JIaraH€ Ha BBHIIHU CKCIEPTH Ha KOHKPETHU JNIEMHOCTH  TIO
OLCHABAHE HAa CBHOTBETCTBUCTO, U

— (yHKUMM 110 M3BBPIIBAHETO HA 3aKIIOYMTENIEH Mperie] U B3eMaHe Ha
pereHust.

Koraro HOTI/I(iJI/II_[PIpaH opraH Bb3Jlara Ha IHOJAUSIIBIHUTEI (opraHHsaum{
Ui qJI/ISI/I‘{CCKO .]'II/ILIC) onpeaciieHu JICHHOCTH T10 OIICHSIBAHE Ha CHOTBET-
CTBUETO, OpraHbT pasliojlara € IIOJIMTHKa 10 OTHOMICHHE Ha YCJIOBUATA,
IIpU KOUTO MOXKE Ja C€ Bb3jlara Ha IOAU3IIBJIHUTCIH, W rapaHTHpa, 4Ye:

— NOJAUBNBJIHUTEIIAT OTroBapsg Ha CBOTBETHUTC HM3UCKBAHUA 110
HaCTOALIOTO MPUITIOKEHUE,

— HNOJAUBIBJIHUTCIIUTE W BBHUIHUTE CKCIICPTU HE Bb3jarat pa60Ta Ha
JApyru opraHusanuu WIH IEpCOHAI; U

— (DU3MYECKOTO WJIM IOPUANYECKOTO JIHIE, KOETO € MOMCKAIO OLCHSIBAHE
Ha CHOTBETCTBUETO, € OMIIO MHPOPMUPAHO 32 M3UCKBAHUATA 110 MBPBO
1 BTOPO THpE.

Bcesiko Bb3iaraHe Ha MOJAUBITBJIHUTEIIA WKW KOHCYJITUPAHE Ha BBHIICH
NEepCoOHAI HAJICKHO C€ JOKYMEHTHpa, HE BKIIOYBAa Y4YaCTUETO Ha
nocpe HuIM u € NpeaAMET Ha I[HUCMEHO CIIOpa3yMEHUEC, 06XB8.IJ.IaHIO,
Hapea ¢ Apyroro, IOBEPUTCIHOCTTA U KOHqJJ'II/IKTI/ITC Ha MHTEPECHU. CpoT-
BCTHUAT HOTI/I(i)I/II_[l/IpaH OopraH mnoema IbjJIHaTa OTIOBOPHOCT 3a 3aJa4uTe,
U3IBJIHABAHU OT IMOJU3IIBIIHHUTCIIUTE.

Koraro ce m3nom3BaT NOAM3IBIHUTENN WIM BBHIIHHU EKCIIEPTH B OLEHS-
BAaHETO HA CBHOTBETCTBUETO, IO-KOHKPETHO IO OTHOIIEHHE HA HOBUTE,
MHBA3WBHUTE W WMIUIAHTUPYEMHTE W3JENUS M TEXHOJOTHH, CBHOT-
BETHHUAT HOTU(UIMpPAH OpraH TpsOBa Ja pasmojara ¢ BBTPEIIHA KOMIIe-
TEHTHOCT B cdepaTa Ha BCEKH €IAMH NPOIYKT, 3a KOWTO € OIpeJelcH,
JlaBalia My BB3MOXKHOCT Jla PBKOBOJM ILIENUS TPOIEC MO OICHSIBAHE Ha
CHOTBETCTBHETO, [a INPOBEPsBA IEJIEChOOPA3HOCTTA M BAIUIHOCTTA Ha
EKCIIePTHUTE CTAaHOBHMILA M JIa B3eMa pELICHHE 3a cepTudUIUpaHe.

HaGHIOI[CHI/IC Ha KOMIICTCHTHOCTHUTC, 06y‘{CHI/I€ 1 oOMEH Ha OIMUT

HoTtudunupanusat opran BbBEXa NPOLEAYPH 3a IIbPBOHAYAIIHATA OIICHKA
W TEKyIIOTO HaOJIOAECHHE Ha KOMIETEHTHOCTTA, JEHHOCTHTE IO
OLIEHSIBAHE HAa CBOTBETCTBUETO M TOCTHUTHATHTE PE3YyNTaTH Ha IENus
BBTPENICH U BBHINCH NEPCOHAT M BCHYKH IMOJM3IBIHUTENN, yIaCTBAIIN
B JICHHOCTH IO OIICHSBAHE Ha CHOTBETCTBUETO.
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3.5.2. Horuduuupanure opraHd HM3BBPLIBAT PEJOBHO INPErjiea Ha KOMIIETEHT-

4.2.

HOCTTa Ha CBOs II€pCOHAJI, HabesI3BaT HOTpeGHOCTI/ITC oT 06y‘I€HI/IC u
HU3rOTBAT IIJIaH 3a 06y'-ICHI/IC, 3a ga C€ 3amnasu HCO6XOL[I/IMOTO HHBO Ha
KBaJ’II/Iq)I/IKaHI/II/I 1 3HaHUA Ha OTACIHHUTC YWICHOBE Ha MEpcoHalIa. B To3m
nperie] KaTo MUHUMYM CE€ NPOBEPsABa dajid MEPCOHAIBT:

— € 3amo3Har ¢ JeidcrBamoro npaBo Ha Cbi03a W HALMOHAIHO IIPaBO B
o0acTTa Ha U3AENNATA, CHOTBETHUTE XapMoHu3upanu cranpaptu, OC,
HACOKHTE M PE3yJITaTUTEe OT KOOPJMHAIMOHHHUTE JCHHOCTH, MOCOYCHH
B pazuen 1.6; u

— ydJacTBa BB BBTPCIIHHMS OOMEH Ha ONMT M MporpaMara 3a MpOAbI-
KaBaIio oOyueHune M oOpa3oBaHue, rmocodyeHa B paszuen 3.1.2.

W3NCKBAHUNS 3A TTPOLIECUTE
OO1HM TTOJIOKEHHS

Hortuduimpanusar opraHd uMa JOKYMEHTHPAHH TPOLECH U JOCTATHYHO
HOIPOOHM NPOLEAYPH 3a MPOBEXKIAHE HA BCSKa JEIHOCT MO OLCHSIBAHE
Ha CBOTBETCTBHETO, 32 KOSTO € ONpPEICNICH, KOETO BKIIIOYBA OTICIHHTE
eTanu OT JEeHHOCTUTE INPEAU IOJaBaHe Ha 3asBICHHETO [0 B3EMaHETO
Ha pCIICHHE U HaJ30pa, KaTo ce OTYMTAT, KOraTo ¢ HEOOXOAUMO, CHOT-
BETHUTE OCOOCHOCTH Ha H3JEJIHUsTA.

M3uckBanusTa, npeasueHu B pasnenu 4.3, 4.4, 4.7 u 4.8, ce u3nbaHsABaT
KaTO 4acT OT BBTPCUIHUTE ACHHOCTH Ha HOTH(UIMPAHUTE OpPraHd M HE
MoraT Ja ce Bb3jaraT Ha MOAM3IBIHUTENH.

Wzsectust oT HOTHGUUIMpPAHHUS OpraH W JCHHOCTH MpPEIHM I[OJaBaHEe Ha
3asBJICHUE

Horuduimpanust opras:

a) myOnuKyBa OOIIECTBEHO JOCTBIIHO OIMCaHHE Ha THpoleaypaTa 3a
M0J]aBaHE Ha 3asBJICHUS, 4Ype3 KOATO TNPOU3BOAWTEINTE MOraT Ja
nosiy4ar cepTuuIEpaHe OT Hero. B ommcaHuero ce mocouBa Kou
€3UIM ca JIOMyCTUMHM 3a TpeJaBaHe Ha JOKyMEHTAIMsATa M 3a BCSKa
Jipyra MMaila OTHOIICHHE KOPECTIOH/CHIIHS;

0) uMa JIOKyMEHTUPAHHU MPOLELYPH, KOUTO Ca CBbP3aHH ChC U ChAbPIKAT
JIOKyMEHTUPAHU IOJPOOHH IpaBUIA OTHOCHO TAaKCHUTE 332 KOHKPETHH
JNEHHOCTH 110 OLEHSBAaHE HAa CbOTBETCTBUETO M BCUUKH JPYTH
(DMHAHCOBM YCIOBMS, CBBP3aHU C JEHHOCTHTE HA HOTU(UIMPAHUTE
OpraHy IO OLIEHsABAHE HA CHOTBETCTBUETO 3a M3JENUATA;

B

N

uMa JOKYMEHTHPAHH IPOLELYPHU 10 OTHOIIEHHE HA Pa3riIacsiBaHEToO Ha
YCIYyIMTE€ CH 10 OLCHSIBAHE HAa CBHOTBETCTBHETO. Te3u mpouexypu
rapaHTHpaT, ye AEHHOCTUTE MO pasriacsiBaHe WIH MHOIYJSpPU3UpaHE B
HHMKaKbB ClIydyail He IpeJIojaraT U He Morar ja JoBelaT 10 3aKIIo-
YeHHME, Y€ OLEHSIBAHETO HAa CBOTBETCTBUETO OT HEroBa CTpaHa LIe
NpesOoCTaBd HAa MPOM3BOAUTEIUTE MO-PAHEH JIOCTBII 10 Maszapa MU
4ye Te me ObJaT Mo-Obp3H, MO-JECHH MM MO-MaJKO CTPOTH CIIPAMO
TE3H Ha JPYrd HOTU(ULUPAHU OpraHu;

I') MMa JOKYMEHTHPAaHH MPOLEIypH, KOMTO U3UCKBAT Mperiena Ha uHdop-
ManusATa Mpeay MoJaBaHEeTO Ha 3asBJICHUETO, BKIIOYUTEIHO Mpe/Bapu-
TeJHAaTa MPOBEPKa JaJM MPOJAYKTHT I0MaJia B 00XBara Ha HACTOSIIUS
periaMeHT M KaKBa ¢ HeroBaTta KiacH(UKalMsi, PN OTIPAaBSIHETO Ha
M3BECTHE JI0 MPOU3BOJUTENSI OTHOCHO KOHKPETHO OICHSBaHE Ha ChOT-
BETCTBHETO; U

) CIead 3a TOBAa BCHYKH JOTOBOPH, CBBP3aHH C JCHHOCTUTE TIO
OIIEHsBaHE Ha CHOTBETCTBUETO, KOUTO Ca OOXBAaHATH OT HACTOSIIHS
perJaMeHT, Aa ca CKIIOYEeHH TUPEKTHO MEXAY MPOU3BOAUTENS M HOTH-
(unmpanus opraH, a He ¢ Apyra OpraHU3aiusl.
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43.

4.4.

4.5.
4.5.1.

Hperne;[ Ha 3a4BJICHUETO U JOIOBOPHHU HU3UCKBAHUA

Horuduippanust opran n3nuckBa Oo(uUIMANHO 3asBICHHUE, MOJMUCAHO OT
MIPOM3BOUTEN WM YITBIIHOMOIICH MPEICTABUTEN, KOSTO ChABPXKA IisaTa
uHpopManUsl W ACKIApPALMHUTE HA [POU3BOIUTENsS, HEOOXOIMMH 3a
OIICHSIBaHE HA CHOTBETCTBUETO, KAKTO € MOCOUEHO B mpuiioxenus [X—XI.

JloroBopbT Mex/y HOTH(HULHUPAH OpraH M HPOM3BOJUTEN € MoJ (opmaTa
Ha THCMEHO CHOpa3yMeHMe, IOJAMHCAaHO OT JBeTe cTpaHu. Toit ce
CbXpaHsBa OT HOTH(UIMpaHus opraH. To3u JIOroBOp BKIIOYBA SCHU PEJl
U yCJIOBUSL U ChABPXKA 3abJDKEHHS, KOUTO JaBaT Bb3MOXKHOCT HAa HOTH-
(unMpaHus opraH Ja JeHcTBAa CBITIACHO W3MCKBAHHMATA IO HACTOSIIHS
pEriaMeHT, — BKJIIOYMTEIHO  3aJb/DKEHHE 32  HPOM3BOJMTENS  Ja
uHdopmupa HOTH(GUUMpAHUS OpraH 3a JOKJIAJUTE 3a IPOCIeAsBaHE Ha
0e30ImacHOCTTa, MMPAaBOTO HA HOTH(UUUpaHUS OpraH Ja cupe JeHCTBHETO,
Jla OrpaHMYd WM Jla OTHEME U3JaJICHUTE CepTU(MHKATU U 3a1bIDKEHHETO
Ha HOTH(ULHUPAHHUS OpPraH Ja M3IbJIHIBA 3aJb/DKCHHUATA CH 3a IPEIOC-
TaBsiHe Ha MH(OpMaLus.

Hortudummpanusr opran nma JOKyMEHTHPAHH MPOLEAYPH 3a Hperies Ha
3asBJICHHS, KOUTO OOXBaIlaT:

a) MBJIHOTATA HA TE3M 3asBJIECHUS 10 OTHOIIEHHWE HA W3MCKBAHMATA Ha
NpWIOKMMara MpOIEaypa 3a OlEHSBaHE HA  ChOTBETCTBHETO,
[OCOYEHH B MPHUJIOKEHUETO, ChITACHO KOETO € OMIIO MOMCKaHO 0/100-
peHHETO,

0) mpoBepkaTa Ha ONpENeISHETO Ha MPOJIYKTHUTE, BKIIOYEHH B TE3H 3asiB-
JICHHs], KaTO W3/IeNHs, U TEXHUTE PECIEKTHBHU KIAcU(UKALUHU,

B) BBIIpOCAa JaJid HNPOLEAYPUTE 3a OLCHABAHEC Ha CbOTBETCTBUETO,
1436paHn OT 3asgBUTCIIA, Ca IPUIOKHUMU 3a BBIPOCHOTO HU3ACIUC
CbIVIACHO HACTOALIUS PErIaMEHT,

r) CITOCOOHOCTTA Ha HOTI/I(i)I/IIII/IpaHI/IH opraH Ja OLCHU 3asBJICHUETO BbH3
OCHOBa Ha CBOsATa OIIpE€ACICHA KOMIICTCHTHOCT, U

L[) HJIMYUCTO HAa AOCTATHYHO M INOAXOAAIHN PECYpCH.

Pesynratute oT Bceku mperies Ha 3asBleHHE ce JoKyMeHTHpar. OTkaszute
U OTHETHTE 3asBJICHUS Ce HOTU(UUUpAT HA ENEKTPOHHATA CHUCTEeMa,
MocoueHa B wieH 57, M ca JIOCTBIIHM 3a OCTAHAJIUTE HOTU(GUIMpPAHU
OpraHu.

PasmpeneneHue Ha pecypeuTe

Hotudunupanusar opraHu uMa IOKyMEHTHPAaHM IIPOLELYpU, 3a Ja ce
rapaHTHpa, Y€ BCUUKH IEHHOCTU IO OLEHSBAaHE HAa CHOTBETCTBHETO CE
U3BBPIIBAT OT HAUISKHO YI'BIHOMOILEH M KBalIU(UIUpPaH HEepCOHal,
KOWTO MMa JIOCTaThbYHO ONUT B OLIEHABAHETO HA M3JEIUATA, CHCTEMHTE
U NPOLECHTE U CBbp3aHaTa C TAX JOKYMEHTAIUs, KOMTO IOJJIEXaT Ha
OLICHSIBAHE HA CHOTBETCTBUETO.

3a BCSKO 3asBICHUEC HOTH(GHUIMPAHUAT OpraH Habess3Ba HYKHUTE PeCypcu
W OIpeness JHie, OTTOBOPHO 3a TOBA Jia CE rapaHTHpa, Y€ OLECHSIBAHETO
Ha 3asBJICHHETO C€ M3BBPIIBA CHIVIACHO CHOTBETHHUTE MPOLEIYPH U Y€ ce
U3MOI3BAT TMOJXO/IIUTE PECYPCH, BKIIOYMTEIHO IIEPCOHAN, 3a BCSKa
3aj1aua MO OLEHSBaHeTo. PasmpesiesieHHeTo Ha 3aJavyuTe, KOUTO € Heoo-
XOJIMMO JIa C€ M3IBJIHAT KaTO YacT OT OLICHSBAHETO HA ChOTBETCTBHETO, U
BCHYKH M3MEHEHHs, HAIIPAaBEHU BIIOCIEICTBHE IO TOBA pasnpesielieHue, ce
JIOKYMEHTHpAT.

JleiHOCTH TIO OLICHSIBaHE HA CHOTBETCTBHETO

OO0IIM TOJIOKEHUS

HoTtuduimpanusar opraHu ¥ HEroBUST NEPCOHAN W3BBPIIBAT JEHHOCTHTE
[0 OLIEHsBaHE HAa CBHOTBETCTBUETO C HAH-BHCOKA CTENEH HAa IOYTEHO
npo()eCHOHATHO TIOBEICHHE W HEoOXoauMara TeXHHYecka M HaydHa
KOMIIETEHTHOCT B OHpEJeICHUTe 00JIacTu.
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Hortuduimpanusar opraHu pasmojara ¢ JOCTaThbYHH SKCHEPTHH 3HAHUS,
o0opyzBaHe M JOKyMEHTHpPAHM HpOLEAYpH 3a €()EeKTHBHO IPOBEXKIAHE
Ha ACHHOCTUTE IO OLICHSBAHE Ha CHOTBETCTBHETO, 32 KOMTO € ONPEICIICH,
KaTo OTYMTa CBHOTBETHUTE W3HMCKBAHMS, YCTAHOBEHH B IPHIOKCHHS
IX—XI, 1 mMo-KOHKPETHO BCHYKH M3WUCKBAHHS TO-IO0IY:

— HOOJAXOJAIIO IUIaHHUPaHE Ha IIPOBEKIAAHCTO Ha BCCKU OTHACJICH IIPOCKT;

— CbCTaBbT Ha TPYNUTEC 3a OLCHJABAHC Ja OCUr'ypsiBa HAJIMYUETO Ha
J0CTAaTb4YCH OIIUT B o0JylacTTa Ha ChOTBETHATa TEXHOJIOI'HsI, KAaKTO U
HEIIPEKbCHA 00EKTUBHOCT | HE3aBUCHUMOCT, M Ja CC IpeABHKIa
poranyss Ha YWICHOBCTE Ha IpyliaTta 3a OLCHSABAHC IIPE3 IOAXOMSIIN
HUHTEpBaJu,

— MOCOYBaHe 00OCHOBaBaHE Ha ONPENCIICHUTE CPOKOBE 3a 3aBbpLIBAHC
Ha JIGWHOCTUTE 110 OLICHSIBAHE Ha CBOTBETCTBUCTO,

— OILICHSABAHC Ha TCXHUYCCKATa JOKYMCHTALMSA Ha INPOU3BOAUTECIIA U Ha
peuiceHuATa, KOMTO Ca BB3IPUCTH, 3a J1a C€ OTTOBOPU HA U3HMCKBAHUATA,
TNIpEABUACHU B IIPUIIOKCHUEC I,

— HOperjiea Ha MNpoueaypure U JAOKYMEHTalUATa Ha IMPOU3BOAUTEIIA,
OTHACAIM C€ /10 OLCHKaTa Ha NPEAKIMHUYHUTEC aCIICKTH,

— Tperyiell Ha MpPOLEAYpUTE M JOKyMEHTalUATa Ha MPOU3BOIAMTEI,
OTHACSIIN CE JI0 KIIMHUYHATA OLICHKA,

— pasriexIaHe Ha B3aMMOACHCTBHUATA MEXIy INpolleca Ha yNpaBlCHHE
Ha pHCKa Ha NPOM3BOAMTENS M HEroBaTa OLIEHKAa M aHAIM3 Ha Mpej-
KIMHUYHATA ¥ KJIMHUYHATA OLICHKA M TAXHOTO 3HAYCHHE 3a JIOKa3BaHE
Ha CHOTBETCTBUETO CHC CHOTBETHHTE M3MCKBAHUS IO MpPUIIOKEHHUE I,

— IPOBEXKJIAHE HA CIELHAIHUTE IPOLEIYPH, IOCOYEHH B paszielu
5.2—5.4 ot mpunoxenue 1X,

— npu mnenusita ot kiac lla mimm kimac IIb — oreHsBaHe Ha TEXHU-
YecKaTa JOKYMEHTAIMsT HA W3/eNusi, NOAOpaHu Bb3 OCHOBA HA TMPE-
CTaBUTEJIHU 00pas3iy,

— TUIAaHUpaHE W MEPHOJUYHO MPOBEXKIAHE HA IMOAXOJSIIM HAJ30pHH
OIUTU W OIICHSIBAaHE, HM3BBPIIBAHE MM HCKAHE 3a W3BBPIIBAHE Ha
HSKOM H3IMTBAHMS, 33 Ja CE MPOBEPH IMPABHIHOTO (YHKIMOHHPaHE
Ha cCHCTeMara 3a YINpaBlIeHHE Ha KadecTBOTO, M WH3BBPIIBAHE Ha
BHE3allHU OAUTH HA MSCTO,

— BBB BPB3Ka C B3EMAHETO Ha HpO6I/I OT HU3ACIMATa — MPOBEPKa, Y€
TIPOMU3BEIKAAHOTO HU3ACIIMC OTroBapss Ha TEXHHUYCCKATa NOKYMCHTALWs;
TE€3U H3UCKBAHHWA BKJIIHOYBAT CHOTBETHUTC KPUTEPUU 3a B3EMAHE Ha
Hp06I/I u mpouneaypara 3a M3NUTBAHE TPEANW B3E€EMAHCETO Ha Hp06I/ITe,

— U3BBPHIBAHC HA OLICHKA W IIPOBEpPKa Ha CIIa3BAaHETO OT IIPOU3BOAUTEIIS
Ha CbOTBECTHHUTEC IMPUIIOKCHUS.

Koraro e nenecbo0pa3zHo, HOTHGHUIHMPAHUAT OpPraH B3eMa IPEIBHICHU
nHanuuaute OC, HaCOKM U Hall-700pH NPAaKTUKH M XapMOHU3HPAHU CTaH-
JIApTH, JOPH AKO IIPOU3BOAUTEINAT HE TBBPHM HATMUYUETO Ha ChbOTBETCTBHE.

OZ[I/ITI/I Ha cucreMara 3a yIpaBJICHUE Ha KadCCTBOTO

a) KaTo YacT OT OLEHSABAHETO HA CHCTEMaTa 3a yNpaBlIeHHE Ha
KauecTBOTO, NPEAM OAUTA M B CHOTBETCTBHE CbhC CBOMTE JOKYMEH-
TUPaHH MPOLEIYPH HOTHOUIMPAHHUAT OpPraH:

— MpaBU OIIEHKA HA JOKYMEHTAIUSTA, TPEACTABEHa B ChOTBETCTBHE C
CHOTBETHOTO TIPHUIIOKEHHE, YPEKIAIIO OIEHIBAHETO HA CHOTBETC-
TBHETO, ¥ W3TOTBS OJMTHA MPOrpama, B KOSTO SICHO CE TO0COYBAT
OpOSAT W MOCIIEIOBATETHOCTTa HA JCHHOCTUTE, HEOOXOIUMHU 3a
JIOKa3BaHe, Y€ OAMTHT OOXBalla IslaTa CHCTEMa 3a YIpaBICHHE
Ha KAuyeCcTBOTO Ha MPOU3BOAMTEINS, W 32 Ja Ce ONpPEIENH Jad Ts
OTroBapsi Ha M3MCKBAHMATA IO HACTOSAIMS PETJIAMEHT,
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— Habens3Ba BPB3KU MEXKAY OTTOBOPHOCTUTE U TAXHOTO pasIipe-
JACJICHUE Cped pasiIudHUTE IPOU3BOACTBCHU 06CKTI/I, HabesI3Ba
CBOTBETHUTEC OOCTaBUYHIU u/unu TIOAU3IIBJIHATECIIM Ha IIPOU3BO-
JUTEIIA WU NPCUCHABA HCO6XOHI/IMOCTTa OT CneuuajaiHO OIUTUpAHE
Ha HSKOW OT TEe3M JAO0CTaBYMIN WKW IOAWU3IBJIHUTCIIN, HJIUX W HaA
JABETC KaTeropuu,

— SICHO OIpEJeNs, 3a BCEKH OJMT, HaOelsi3aH B MpOrpamaTa 3a OUTH,
LeJINTe, KPUTepUUTe U 00XBaTa HAa OAUTA M M3rOTBS OJAUTEH IUIAH, B
KOITO ce pasriexaaT Mo MOAXOSN] HAYMH U Ce B3eMaT MPeaBUI
crielM(pUYHUTE M3UCKBAHUS 32 OOXBAHATHTE M3/ENNUS, TEXHOJIOTHU
U IpolecH,

— U3rOTBS M aKTyalu3upa, 3a uzgenus ot kiac Ila u knac Ilb, nan 3a
B3€MaHe Ha IpoOu 3a OLEHsABAHE HA TEXHMWYECKATa JOKYyMEHTAlus,
KakTo € nocouyeHo B npuioxenus II u III, kolito oOxBama ramara
U3JIENus, BKIIOYEHH B 3asgBJI€HMETO Ha npoussoautens. »C1 B
TO3U IUIAH C€ rapaHTHpa, 4e OT LislaTa rama m3zenus, oOXBaHaTa
or ceprudukara, ca B3erm npoou € Tpe3 Cpoka My Ha
BaJIMJIHOCT, U

— moxdupa M OmpeesNs MOAXOAANIO KBATH(UIMPAH MEPCOHAN, OMpa-
BOMOIIICH Jia W3BBpIIBa OTACHHHUTE OAUTH. CBHOTBETHHUTE pOIIH,
OTFOBOPHOCTH W MPABOMOLIMS HA UICHOBETE HA CKHIIA CC
OTPEMIEIAT SICHO U Ce JOKYMCHTHPAT;

6) Bb3 OCHOBAa Ha M3roTBE€HaTa OT HEro OJAWTHaA IIporpamMa U CbIVIACHO
JAOKYMCEHTUPAHUTEC CU HpoUeaypU HOTH(bHHHpaHHHT opras:

— IpaBu OJMUT Ha CUCTEMAaTa Ha IPOU3BOAUTEIA 3a YIIPABJIICHUE Ha
Ka4eCTBOTO € LECJI Aa MINPOBEpU Haju CHUCTEMaTa 3a YIIPaBJIICHHUC Ha
Ka4eCTBOTO IapaHTHpa, Y€ 00XBaHATUTE u3acjivs OTroBapsAT Ha
CBOTBETHUTEC pa3n0pe;[61/1 Ha HaCcToAlMUA PpEriIaMeHT, KOUTO C€
npuiarart 3a U34CiiudaTa Ha BCEKU €AUH €Tall — OT IMPOCKTUPAHETO
npes KpaﬁHPIf[ KOHTpPOJI Ha Ka4eCTBOTO A0 TCKYyLIMs HAA30p, U
omnpeneciss gajid ca H3NOBJIHCHU HW3UCKBaAHUATA [0 HACTOAIIUA
PETIIaMEHT,

— BB3 OCHOBA Ha CbOTBETHATAa TEXHUYCCKA NOKYMEHTAIMA M C LIS Ja
ONpeACi JaJIi MPOU3BOAUTEIIAT Clla3Ba U3WUCKBAHMUATA, ITOCOYCHU B
CBOTBECTHOTO INPUJIOKCHHUC, YPECKAAIIO OLCHABAHETO Ha CBHOTBETC-
TBHUCTO, IpPaBU NPErJIea U OAUT Ha MPOUECUTEC U IMOACHUCTEMUTE Ha
TPOU3BOAUTEIIA, MO-CIIEHHUAIIHO IO OTHOLICHUE Ha:

— IPOCKTHPAHETO U pa3paboTBaHETO,
— TIPOBEPKUTE Ha NPOM3BOACTBOTO U IIPOIECHTE,
— MpoJyKTOBaTa JOKYMEHTaLus,

— HPOBEPKUTE I10 OTHOLICHUE Ha CHa6I[$IBaHeTO, BKJIFOUUTCIIHO
IIpOBEpPKa Ha 3aKYIICHUTC U3/JCIINs,

— KOpHTHpAIIUTEe W MPCBAHTUBHHUTE ICIHCTBHS, BKIIOYHTEIHO 3a
HAJ30p CIie]] TyCKAaHEeTO Ha Ta3apa, KakTo H

— KIIIII,

KakTO U Ha H3HUCKBaHHUATA U pa3nopez{6HTe 3a mnperjueq u Ooaur,
IpUETU OT HPOU3ZBOAUTEIS, BKINOYUTCIHO CBBP3aHUTEC CHC Clias-
BaHETO Ha OOIIMTE M3UCKBAaHUA 3a 0E30MacCHOCT U HeﬁcTBHe, YcCra-
HOBEHU B IPUIIOKCHUC I

[paBsaT ce U3BaAKM OT JOKYMEHTALMATA 110 TAKHB HAYMH, Ye Ja ce
OTYeTaT PUCKOBETE, CBBP3aHU C IPEABUICHATa yHoTpeda Ha u3jie-
JIMETO, CIIOKHOCTTA Ha MPOM3BOJICTBEHHTE TEXHOJOTHH, raMara H
KJIACOBETE  INPOW3BEICHM  W3JeNHs, M  BCSIKAaKBA  HAJIMYHA
nHdopManus 3a Hag30pa Cie MyCKaHeTo Ha masapa,
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— akKO BC€ om¢ HE ca 00XBaHATH OT OJuTHaTa Iporpama, U3BHPIIBA
OJIUT Ha KOHTPOJIa Ha ITPOLECUTE B IIOMCIICHUATA Ha JOCTABUULIUTE
Ha IPOU3BOAUTEIISL, KOTAaTO CHbOTBETCTBUETO HA TOTOBUTE U3ACIINSA €
MOBJIMSIHO 3HAYUTENIHO OT JACHHOCTTa Ha JA0CTaBUYULUTE M, IIO-
CIICMUAIHO, KOrarto MPOU3BOAUTEIIAT HE MOXKE Hda JTOKaXe
JAOCTAaThb4CH KOHTPOJ BBPXY CBOUTC NOCTAaBUMIIU,

— OIICHSBA TEXHUYECKATa JOKyMEHTAIWs BB3 OCHOBA Ha IUIaHAa 3a
B3eMaHe Ha NpoOM M KaTo B3eMa mpeasup pasuenu 4.5.4 u 4.5.5
33 MPEIKIUHUYHUTE U KIWMHUYHUTE OICHKH, W

— HOTU(UIMPAHUSIT OpraH ce yBepsiBa, Ye OJAUTOPCKUTE KOHCTATalluH
ca aJIeKBaTHO M IOCJIEIOBATEIHO KJIACH(HLIUPAHN B CHOTBETCTBUE C
W3NCKBAHUATA HA HACTOSIIMA pPErJaMEHT M ChC CHOTBETHHTE
CTaHJApPTH WIM C Hai-100pUTe TNPaKTUKH, pa3pabOTeHH HIN
mpuetu ot KITMU.

IIpoBepka Ha mpoyKTa
OueHsiBaHE HA TEXHMYECKaTa JOKyMEHTAIHs

3a olLIeHABAHETO Ha TEXHMYECKaTa JOKYMEHTaIlMs B ChOTBETCTBHE C TJIaBa
II ot npunoxenune IX HOTHUIMPAHUTE OpraHU pasnoyarar ¢ JOCTaTbYHO
€KCIIePTEH OIUT, 000pyIBaHEe M JOKYMEHTHPAHH IPOLEIypH 3a:

— ONpENeNsSHeTO Ha MNOAXOAAMIO KBAIM(GHUUMPAH M  OINPaBOMOIICH
MepCOHAN 3a W3CJIe/IBAHE HA OT/ICIHU acleKTH KaTo yrnorpeba Ha n3ze-
JINETO, OMOJIOTMYHA ChBMECTUMOCT, KJIMHUYHA OICHKA, yIIPaBJICHHE Ha
pHCKa U CTepWIN3ALMs, U

— OILICHABAHETO HAa CHOTBCTCTBUETO HA INMPOCKTUPAHETO B CHOTBETCTBUE C
HACTOSIILIUSI PEryiaMeHT MpH cra3BaHe Ha pasaenu 4.5.4—4.5.6. Tosa
OLICHSIBAHE BKJIIOYBA IMperjiefa Ha W3MBIHCGHHETO OT CTpaHa Ha
NIPOU3BOAUTEIIMTE Ha BXOAAIIUTE, MCKIAUHHUTEC U OKOHYATCIIHHUTE
IPOBEPKU U HA PE3YITAaTHTE OT TAX. AKO C€ HU3UCKBAT JONBJIHUTEIHU
M3MUTBAHUSL WIM JPYTH JIOKA3aTeJCTBA 3a OLEHSIBAHE HA ChOTBETC-
TBHUETO C M3UCKBAHMATA 110 HACTOALIWS PETJIAMEHT, CbOTBETHUAT HOTH-
(unmpan opraH M3BBPLIBA MOJAXOSIIM (U3NYECKH MM J1aOOPATOPHU
TECTOBE Ha M3/ICJIMETO WJIM M3MCKBA MPOM3BOIUTEINAT J1a TH W3BBPIIH.

W3cnensanus Ha THIA

Hortuduiupanusr opran uMa JOKYMEHTUPAHH MPOLEIYPH, JOCTATHYHO
EKCIIePTEH ONUT M CHOPHKCHUS 3a M3IMTBAHE HA THIIA HA W3JCIUATA B
CBHOTBETCTBHUE C MPUWIOKEHUE X, BKIFOUMTEIHO C KalalUTeT 3a:

— W3CNC[BaHE M OLCHSIBAHE HA TEXHHYECKAaTa TOKYyMEHTAIMs, KaTo ce
B3eMaT IO BHUMaHue pasznenu 4.5.4—4.5.6. u ce nposepu Janu
THI'BT € OHJI TIPOM3BEACH B CHOTBETCTBHE C Ta3M JOKyMEHTALHS;

— W3TOTBSIHE HA TUIaH 3a W3MHUTBaHE, B KOWTO CE€ OMpEAENAT BCHYKU
3HAYMMM M KPUTHYHU IIAPAMETPH, KOMTO TpsiOBa Aa ObAAT M3MHMTaHH
OT HOTU(UIMPAHUS OPraH WM TOJ{ HEroBa OTTOBOPHOCT,

— JIOKyMEHTHpaHe Ha O00OCHOBKara My 3a u30opa Ha TE3H MapameTpH,

— W3BBpIIBAHE HA TOAXOIIIINTE HM3CIEeIBaHUS W W3MUTBAHUSA, 32 Ja Ce
MPOBEPU Jalll PEIICHHUATA, BB3MPHETH OT MPOU3BOAUTENS, OTTOBAPST
Ha OOIIMTE W3MCKBaHHs 3a 0E30MaCHOCT W JICHCTBHE, YCTAHOBEHH B
npunoxenne [. Te3nm u3cieaBaHWs W M3MHUTBAHUS BKIIOYBAT BCUYKH
HEOOXOJMMH W3MHUTBAHUS, 3a Ja CC MPOBEPU JAId MPOU3BOIUTEIISAT
JISHCTBUTEITHO € MPUJIOKHI ChOTBETHUTE CTAHIAPTH, KOUTO € m30pai
J1a M3I0JI3Ba,

— CBIVIACYBaHE CHC 3asABUTENSI KbAE LI CE HM3BBPIIAT HEOOXOIMMHUTE
W3MHUTBaHUsI, aKO Te HE TPsAOBa Ia ce MPOBEKIAT AUPEKTHO OT HOTH-
(unmpanus opras; u



02017R0745 — BG — 05.05.2017 — 000.002 — 176

— IIO€MaHE Ha II'bJIHA OTTOBOPHOCT 3a PE3YJTATUTEC OT HU3NUTBAHUATA.
HpCI[OCTaBCHI/ITC OT TIPOM3BOJAUTECIIA HOKJIaJAW 3a HU3NUTBaHUATA CCE
B3€MarT 1104 BHUMaHHE CaMO aKo ca onnm n3gag€Hu OT KOMIICTCHTHUTC
Opranv 3a OLCHABAHC Ha CHOTBECTCTBUETO, KOHUTO Ca HE3aBUCHUMH OT
TIPOMU3BOAUTEIIA.

HpOBCpKa Upe3 U3CJICABAHC W U3IIMTBAHC Ha BCCKU IIPOAYKT

Horuduippanusit opras:

a) UMa JIOKYMEHTHUPAHH MPOLELYPH, HOCTATBYHO EKCIEPTeH ONUT U
CBHOPBKEHHUSI 3@ NPOBEpKa 4Ype3 M3CNEABAaHE U HU3MHUTBAHE HA BCEKH
HOPOAYKT B chOTBETCTBUE ¢ 4yacT b or mpunoxenue XI;

0) M3roTBA IUIAaH 3a W3NUTBAHE, B KOHTO CE ONpPENEINSAT BCUUKH 3HAUUMHU U
KPUTHYHM TApaMeTpu, KOMTO TpsiOBa Aa ObJAT M3MMTAHU OT HOTH(H-
LUPaHUST OpraH MM MOJ HEroBa OTTOBOPHOCT, C L

— 3a usaciusaTra OT Klac IIb — IIpOBEpPKa Ha CHOTBECTCTBUETO Ha
U3OCIIMETO C THIIA, OIIMCaH B CCpTI/I(IJI/IKaTa 3a EC HU3CIICABAHE Ha
TAMNA, WU C H3UCKBAHUATA 110 HACTOAINHA PETIIAMEHT, KOUTO C€
npuiiaraT KbM TE3W U3JCIUs,

— 3a u3genusaTa or kiac lla — moTBBpKAaBaHe Ha CHOTBETCTBUETO C
TeXHHYeCKaTa JOKyMeHTanus, nocoueHa B npunoxenus 1l u 111, u ¢
M3UCKBAHUATA TIO0 HACTOSIIIUS PETIIaMEHT, KOUTO Ce TMpHIaraT KbM
TE3U U3JICIHS,

B

=

JOKYMEHTHpa 000CHOBKaTa CH 3a H300pa Ha MapamMeTpuTe, MOCOYCHU B
OykBa 0);

r) UMa JOKyMEGHTHPAaHU TIIPOIECAYpPU 3a WU3BBPIIBAHE HA MOIXOASNIO
OlLIEHsIBAaHE M W3MUTBAHUs, 3a Jla CE IPOBEPH CHOTBETCTBHETO Ha
U3JIEJIMETO ¢ U3UCKBAHUATA 110 HACTOAILMUSA PErVIAMEHT UPE3 U3CJIEABaHE
U M3MMTBAHE HA BCEKM NPOJAYKT, KaKTO € MOCOYEHO B paszjen 15 or
npunoxenue XI;

1) UMa JIOKyMEHTHUPAHW TNPOLEAYpH, HPEIBMKAAIIM JOTOBapsHE CbC
3asBUTEIS 32 TOBA KOI'a U KbJIE LIE €€ MU3BBPLIAT HEOOXOJUMHUTE U3IMHUT-
BaHUs, KOUTO HE CE U3BBPIIBAT OT HOTU(ULMPAHUS OpraH; u

€) HOCH WBJIHA OTrOBOPHOCT 3a pE3yJITaTUTE OT W3MHUTBAHETO B CHOT-
BETCTBHE C JIOKYMEGHTHPAHHTE TIIPOIEAYpU; HPEIOCTABEHHTE OT
IIPOM3BOJUTEINS JOKJIAAM 332 M3MUTBAHMATA CE B3E€MAaT IOJ BHUMAHUE
caMoO aKo ca OWiIM M3JaJeHH OT KOMIICTCHTHUTE OpraHd 3a
OILICHSIBAHE Ha CHOTBETCTBHETO, KOWUTO Ca HE3aBHCUMH OT IPOH3BO-
JIATEJIS.

OHGH}IB&HC Ha TIpECAKIIMHNYHATa OLCHKa

Hotuduimpanusar opran umMa JOKyMEHTHPAHH MPOLEAYpPH 3a Iperyie] Ha
NpoLEIypUTe U JOKyMEHTallusATa Ha IPOM3BOAUTENS BBB BpPB3KA C
OLICHKAaTa Ha NPEAKIMHUYHMUTE acnektd. HoruduumpanusT opran npasu
nperjes, Baluaupa M MpOBEpsBa Jadd MPOLEIYPUTE U JOKyMEHTalUATa
Ha TPOM3BOANTENS PasIiIekaaT Mo MOAXOANINS HAuUH:

a) MUIAHKUPAHETO, MPOBEKIAHETO, OLCHIBAHETO, JOKIABAHETO U KBIETO €
YMECTHO, aKTyaln3alnusra Ha MPeAKINHAYHATA OLEHKA, 0-KOHKPETHO
Ha:

— HPOYYBAHCTO Ha IPEAKIIMHUYHATA Hay4dHa JIMTEparypa, KakTo U

— NPCAKIMHUYHUTE HU3IMUTBAHUA, HaAIPUMED na60paT0pHH HU3IHUT-
BaHWsl, TECTOBE Ha CHUMYJIMpaHaTa yHOTpC6a, KOMITIOTBbPHO MOJE-
JIMpaHe€, U3MOJ3BAHC HA JXUBOTUHCKHU MOICIIH,

6) eCTeCTBOTO M MPOABIKATETHOCTTAa HA KOHTAKTA C TAJIOTO M CBBP3aHHUTE
C TOBa KOHKPETHH OMOJIOTMYHH PHCKOBE,



02017R0745 — BG — 05.05.2017 — 000.002 — 177

B) B3aMMOJICUCTBUETO C Iporeca Ha yIpaBJICHUEC Ha pHUCKa, KaKTO U

I) OLCHKATa W aHAJIW3a HAa HATMYHUTE NPEIKIMHUYHU TaHHH U TSIXHOTO
3HA4YEHHE 32 JTO0KAa3BaHE Ha ChOTBETCTBHETO C KOHKPETHUTE U3MCKBAHHS
Mo mpuioxkenue I.

B HampaBeHOTO OT HOTHU(MIMpPAHUS OPTraH OLCHSABAHE HA MPOLEIYPHTE U
JIOKYMEHTAIMSITa 32 MPEAKINHAYHA OLCHKA Ce Pa3IiIekaaT pe3yITaTUTe OT
NpOy4YBaHMATA HAa HAydyHATa JMTEPaTypa, KaKTO M BCHYKH H3BBPLICHU
BaJIMMPAHUs, MPOBEPKH, HM3IUTBAHHS M HANpPaBEHH H3BOAU, U B HErO
0 MIPABUJIO C€ Pa3riexn/a Bb3MOXKHOCTTA 32 M3IOJI3BaHE Ha ANITEPHATHBHH
Marepuald M BELIECTBA M CE OTYUTAT OINAKOBKATa, CTAOMJIHOCTTA, BKIIIO-
YUTEIHO CPOKa Ha TOAHOCT HAa TOTOBOTO H3JETHE. AKO HE € H3BBPIICHO
HOBO M3IIMTBAHE OT TMPOM3BOJMTENS WIM HPH OTKIOHEHHS OT IpOlLe-
JypuTe, CBHOTBETHHMSAT HOTH(GHLUHMPAH OpraH M3BBPIIBA  KPUTHYHA
MpOBEepKa Ha 0OOCHOBKATA, MPEACTABEHA OT IPOU3BOIUTEIIS.

OHCHHB&HC Ha KIIMHHUYHATa OLCHKa

Horuduiupanust opran uMa JOKYMEHTHUPAHH HPOLEAYpPH, CBBP3aHH C
OILICHSABAHETO HA MPOLEIYPUTE M JOKYMEHTAlMATa Ha HPOMU3BOJUTEINS
BBB BpPb3Ka C KIMHUYHUTE OLEHKM — KaKTO 3a I'bPBOHAYAIHOTO, Taka M
3a TEeKyLIOTO OLeHABaHE Ha CbHOTBETCTBUETO. Horuduumpanust oprax
Mperaex/a, Bauaupa U MpoBepsBa Jaiy MPOLEAYPUTE U JJOKyMEHTalUATa
Ha TPOU3BOJMTENS PA3IIekKAaT MO MOIXOIAIMA HAYKH:

— IUIAaHUPAHETO, IMMPOBEKAAHETO, OLCHABAHCTO, NJOKJIAABAHETO U aKTyaJlu-
3alysTa Ha KJIIMHUYHaTa OLCHKA, ITOCOYCHA B IPUIIOKECHUC XIV,

— Haj30pa ciex myckaHeto Ha nasapa u KIIIIII,
— B3aUMOJIEHCTBUETO C Ipolieca Ha YINpPaBICHUE HA PUCKA,

— OILICHKAaTa W aHaJin3a Ha HaJIUYHUTC NPCAKIMHUYHU JaHHU U TAXHOTO
3Ha4YC€HUE 3a JO0Ka3dBaHE€ Ha CbOTBETCTBUETO €  KOHKPETHUTEC
H3UCKBaHUS 10 IIPUIIOKCHUC I, u

— 3aKJIIOYCHUATA, HAIIpAaBCHU BBB BPB3Ka C KIIMHUYHUTEC JOKa3aTCJICTBA U
HU3TrOTBAHETO Ha JOKJIaJa 3a KIIMHHYHaTa OLCHKA.

B mpouenypure no mbpsa anuHes ce B3emar npenasupa Hammunure OC,
HACOKH M Hal-J00pU NPaKTUKH.

OneHsBaHETO OT HOTH(UIMPAHWA OpraH Ha KIMHUYHATE OICHKH
chriaacHo npuioxkenue X1V Bkiousa:

— HOpeaBuACHaTa yHOTp€6a, I1I0co4Y€Ha OT IPOU3BOAUTEIIS, U TBBPACHUATA
3a U3JCIUCTO, OIIPEACIICHU OT HErOo,

— IIaHUPAaHETO Ha KJIMHUYHATa OLICHKa,
— METOJHUKATa 3a MPOYyYBAHE Ha Hay4dHATa JIMTEparypa,

— CBOTBETHATA MAOKYMCHTAIMs OT IPOYYBAHCTO HA HaydyHaTa JUTC-
parypa,

— KIIMHUYHOTO HU3IIHUTBaHEC,

— BAJIMAHOCTTA HA TBBPAAHATA €EKBUBAJICHTHOCT 110 OTHOLICHUE HA APYTHU
U3ICIIUsA, OOKa3BaHETO Ha CKBHBAJICHTHOCTTA, MOJAHHUTEC OTHOCHO
TIPUTOAHOCTTA U 3aKJIIOYCHHUATA OT €KBUBAJICHTHU W CXOAHHU H3ACIIUA,

— Haj30pa cien myckaneto Ha maszapa u KIIIIII,
— JIOKJIaJa 3a KIMHUYHATA OLECHKA, U

— 000CHOBKAaTa BBB BpB3KA C HEU3BBPIIBAHETO Ha KIMHUYHH
m3nutBanus wim KIITIIT.
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4.6.

4.7.

BbB BpBb3Ka C KIMHUYHUTE JAaHHU OT KIMHUYHUTE U3NHUTBAHUA, BKIIFOUYCHU
B paMKUTC Ha KIMHHUYHATA OLICHKA, CBOTBETHUSAT HOTI/I(l)I/II_II/IpaH opraH
rapaHnTupa, 4€ HalpaBCHUTEC OT MPOU3BOJAUTECIIS 3aKIIOYCHUS Ca BaJIMIHU
B KOHTCKCTA Ha OHO6pCHI/I$I IJIaH 3a KIMHUYHOTO M3IIMUTBAHE.

Hotuduimupanuar opraH rapaHTtupa, d4e B KJIMHMYHATa OIGHKA ce
pasriaexjaaT 10 MOAXOMAAN] HAauMH CHOTBETHUTE M3UCKBAaHMS  3a
6e30macHOCT U ACHCTBHE, MPEeIBUACHH B MpHIOXKeHHe I, ye e chobpaszeHa
1O NOIXOJAIl HAaYMH C M3MCKBAaHMATA 3a YNPABJIEHHE HAa PHUCKA, 4Ye €
U3BBPIICHA B CHOTBETCTBHE ¢ mpuiokeHne XIV u de e mnpaBUIHO
OTpa3eHa B HpEACTaBeHaTa MHGOPMALMA 32 M3/EIUETO.

. Crneunannu npouenypu

Hotuduimpanusar opran nma JTOKYMEHTHPAHH HPOLEIYPH, JOCTAThUCH
EKCIIePTEH ONUT U CHhOPHKCHHUS 3a MPOLELYPHUTE, MOCOUYCHU B Pas3iend 5
u 6 ot mpunoxenue [X, pasmen 6 ot mpunoxenune X W pazzmen 16 ot
npuiaokenne X1, 3a KOUTO € OmnpesereH.

Ipn w3nenus, Npou3BeIeHN Ype3 U3IO3BAHE HA THKAHW MM KIETKH OT
JKUBOTHHCKH IPOU3XOJ WJIM TEXHM INPOU3BOAHM, HANPUMEP OT BHJIOBE,
nozpariaueu Ha TCE, nocouenu B Permament (EC) Ne 722/2012, norudu-
LMPAHUAT OpraH MMa JOKYMEHTHPAHH HPOLEAYPH, KOMTO LENAT U3HCKBa-
HMATA, TIOCOYEHHM B CBIIMS PEIIaMEHT, BKJIIOUMTEIHO M3rOTBSIHETO Ha
000011eH 70K/ 32 OLEHKA HA ChOTBETHHS KOMIIETEHTECH OPraH.

JloxitaiBane

Horuduiupanusit opras:

— TrapaHTupa, 4€ BCHUYKH CTBIIKM B IIpPOILECa Ha OLCHABAHC Ha CHOTBET-
CTBUETO Ca NOKYMCHTHUPAHHU, TaKa Y€ 3aKJIIOYCHHUATA OT OLECHABAHETO
Ja 6'LI[3.T SICHU W Oa J0Ka3BaT CBHOTBCTCTBHUEC C HM3HCKBAaHHUATA II0
HaCTOALIMA pErjlaMeHT, M Ja Morar Ja IIOCIy»KaT KaTo 00EKTUBHO
J0Ka3aTeJICTBO 3a TOBAa CBOTBETCTBUC Ha JIMIA, KOUTO HE y4dacTBaT B
OLICHABAHETO, HAIpUMEP II€pCOHAIa B OPraHUTE IO OIPEHACISAHETO,

— TapaHTHupa, 4€ Ca Ha Pa3MoJIOKCHUE NOCTATHYHO 3alMCH 3a OCUTYPs-
BAaHCTO Ha sICHA OJUTHA CJICAa 3a LHCIUTC Ha OOUTHUTEC Ha CHCTEMATa 3a
yHOpaBJICHHUE Ha Ka4d€CTBOTO,

— JOKYMCHTHpA SCHO 3aK/JIIOUYCHHATA CH OT OLCHABAHETO HAa KIIMHUYHATA
OIICHKa B JOKJIaJ OT OLICHABAHCTO Ha KJIIMHWYHATA OLICHKA, W

— IIPeJIOCTaBsl 3a BCEKU KOHKPETEH MPOEKT MOAPOOeH HOKIal, KOHTO e
OCHOBAaH Ha CTaHAApTeH (GopMaT M BKIIOYBA MUHHMMAaJCH Habop OT
eneMeHTH, onpexaeneHn or KI'MU.

JloknaapT Ha HOTH(ULIMPAHUS OPraH:

— JIOKYMCHTHpaA SCHO pPE3YJTATUTE OT OLECHABAHECTO M BKIIIOYBA SICHU
3aKJIIOYCHUA OTHOCHO MPOBEPKaTa Ha CHOTBCTCTBUETO Ha IIPOU3BO-
JUTECIIA C U3HUCKBAHUATA 110 HACTOALIMA PEIJIaMEHT,

— CBJIbpIKa MPENOPHKA 3a MOCJIE/EH Tperie]l U B3eMaHe Ha OKOHYATEIHO
pelieHne oT HOTH(HULUPAHHUS OPraH; Ta3u NPernopbKka ce MOAMHCBA OT
OTrOBOPHHS 4IEH Ha IIepCOHAlla B PAMKUTE Ha HOTH(ULUpaHHs
opraH, u

— C€ MpeaocTaBsd Ha CbOTBECTHUA MPOU3ZBOAUTEIL.

3aKII0YUTENCH Mperies

HpeZ[I/I B3€MaHE€ Ha OKOHYATCJIIHO PCHICHUEC HOTI/I(bI/II_II/IpaHI/IS[T opras:

— TrapaHTupa, 4€ IEPCOHAIBT, Ha KOWTO € BB3JIOKEH 3aKIIIOUNUTEITHUSAT
nperjiea U B3EMAHETO Ha PEIIECHUSA OTHOCHO KOHKPETHU ITPOCKTH,
nMa CBOTBETHUTE MPAaBOMOIIHUA W € pPas3jiMd€H OT mepcoHala, KOWTO
€ U3BBPUINII OLEHABAHETO,
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4.8.

4.9.

— TIpoBepsiBa Janu AOKJIAABT(MTE) M TOAKpEIsIaTra JIOKYMEHTAIus,
HEOOXOJMMH 3a B3€MAHETO Ha PEHICHUS, BKJIIOYHTECIHO BBB BpPB3Ka C
OTCTpaHSABaHE HA HECHOTBCTCTBHATA, KOHCTAaTUPAaHM II0 BpeMe Ha
OIICHSIBAHETO, Ca IBJIHHU U JOCTaThUHH C OTJIEe] Ha 00XBaTa HA MPUIIO-
JKCHHUETO, U

— TIpoBepsiBa Jlalll MMa HEOTCTPAaHEHH HECHOTBETCTBMS, KOUTO BB3Ipe-
ISITCTBAT M3/aBAaHETO Ha CEePTU(UKAT.

Pemenus u ceprudunupane

Hortuduimpanusar opran umMa IOKyMEHTHPAHHM HPOLEAYPH 3a B3eMaHE Ha
pelIeHus], BKIIOYUTEIHO OTHOCHO Da3Mpe/eIeHNeTO Ha OTTOBOPHOCTH 3a
n37laBaHe, CMHMpaHe Ha JCHCTBHETO, OTpaHWYAaBaHE WJIM OTHEMaHEe Ha
ceprudpukaru. Te3u mpoueaypy BKIIOYBAT M3UCKBAHUATA 32 HOTH(HKa-
LnusATa, MOpPEJBUACHM B TJlaBa V OT HACTOSIIMA perigameHt. Tesn
MPOLEYPH TO3BOJISABAT HA CHOTBETHMSI HOTHU(MIMpAH OpraH:

— Jla pelu, BB3 OCHOBA Ha JAOKyMCHTaUUsATa OT OLCHSABAHCTO U
HaJlMyHaTta JOIIBbJIHUTCIHA I/IHq)OpMaI_[I/ISI, JaJli  H3HMCKBaHUATA II0
HacCTOsAIIMs pEerilaMeHT Ca WU3II'bJIHCHHU,

— Jla pemid, Bb3 OCHOBA HA PE3yJTATHTE OT OICHSIBAHCTO HA KIMHHUYHATA
OllEHKA ¥ YINpPABICHUETO HA PHUCKA, Tald IUIAHBT 3a HAI30p CIe[
MyckaHe Ha maszapa, BkarountenHo mianbkT 3a KIIIII, e momxomsm,

— Jla peuMd KOMU Ca KOHKPETHUTE OCHOBHU €Tanu 3a JOIbJIHUTEICH
nperyiea OT CTpaHa Ha HOTI/I(l)I/H_[I/IpaHPIﬂ OpraH Ha aKTyaJHOCTTa Ha
KJIMHUYHaTa OLCHKA,

— Jla pemmd Jand 3a cepTU(UIHMpaHeTo TpsOBa aa ObAAT ONpeAeieHH
KOHKPETHH YCJIOBUSI MJIM PA3opeou,

— fJa ompenenu, Bb3 OCHOBAaHA HOBOBBBEIACHMSTA, KiIacH(HKALMATA
Crope]] pUCKa, KIMHHYHATA OLICHKA U 3aKIIOYCHUATA OT aHAIM3a Ha
pHCKa Ha W3ICIHETO, CPOK Ha CepTHOHIMPAHETO, KOMTO 1a He
HaAXBbPJIA MET I'OANHHU,

— Jla JTOKYMEHTHpa SACHO B3€MAaHCTO Ha PEIICHUA W CTAallMTC Ha OL[O6—
PEHHE, BKIKOYUTEIHO 0HO6peHHeTO C ToAmuC Ha OTTOBOPHHUTE
YJICHOBE Ha I€pcoHalia,

— Jla JOKYMEHTHpa SICHO OTTOBOPDHOCTHTE M MEXaHM3MHUTE 3a CbhoO-
IaBaHe Ha pELIeHMS, MNO-CIELMATHO KOraTo IOoC/eHaTa CTpaHa,
nojnucaia ceprudukara, € pazinyHa OT B3UMAIIUs(TE) pelIeHUsTa
WIN HE OTroBapsl Ha M3UCKBAHMATA, YCTAaHOBEHW B paszen 3.2.7,

— Jla u3aaBa CepTI/I(bI/IKaT(I/I) B CBHOTBETCTBHEC C MHHHMAJIHHUTC H3UCK-
BaHUsA, ONPEHACIICHU B MNPUIOKECHUC XH, CbC CPOK Ha BaJIMJAHOCT HE
IIOBE€YEC OT II€T T'OAMHHU, M Ja IIOCOYBA Jajid Ca HaIUIC CICIHAIHA
ycCJIoBHs WA OIpaHUYCHUS, CBbP3aHU CbC CepTI/I(bI/H_[I/IpaHeTO,

— Jla u3aaBa cepTU(UKAT(M) caMO Ha 3asBHUTENS U Ja HE W3/laBa CepPTH-
(ukarn, 0OXBalIAIM MHOXKECTBO CyOEKTH, U

— Jla rapaHTupa, 4€ IIpOU3BOAUTECIIAT € HHq)OpMHpaH 3a pe3yjITaTUTe OT
OLCHABAHETO U IPOU3TUYAIIOTO OT TAX PEHICHUE U Y€ TC CC€ BbBCKAAT
B CJICKTpOHHATa CUCTEMaA, II0COYCHA B YJICH 57.

W3MmeHeHns u mpoMeHU

Hotuduippanusr opraH uma JOKyMEHTHUPAHHM MPOLEAYpH U CIropa-
3yMEHHs C IPOM3BOJUTENHN, CBBP3AaHH CHC 3aABIDKCHHATA HA IHPOU3BO-
JIUTEINS 3a TPEJOCTaBsiHEe Ha MH(POPMANUS W OLCHSIBAHETO HA MPOMCHUTE
BBB!

— opoOpeHara(ure) cucrema(u) 3a YOpaBICHHE Ha KadeCTBOTO WM
ramara OT 00XBaHATH MPOIYKTH,
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— 0;[06pel—m;1 MNPOCKT Ha U3ACIIUETO,

— IpeiBHAEHATAa yNnoTpeda Ha M3IENUETO WIM TBBPACHMATA 3a H37e-
JIHETO,

— 0;[06peH1/151 THUIT HA U3OCINUETO, U

— BCSKO BELICCTBO, KOCTO € BKIIOUCHO MIIM CE U3IION3BA 33 IIPOU3BOA-
CTBOTO Ha JajICHO M3ZCIMC M MOUICKH Ha CHCLUATHHUTE MPOLEAYPH B
CBHOTBETCTBHUE ¢ paznen 4.5.6.

IIpouenypure u cropasyMeHusTa, MOCOYEHH B IbpPBA AIMHEs, BKIOUYBAT
MEpKHM 3a TpOoBepKa Ha 3HAYMMOCTTa HA NPOMEHHTE IO ITbPBA alMHEs.

B cboTBeTcTBHE CHC CBOMTE [JOKYMEHTUPAHH IPOLEAYPU CHOTBETHUST
HOTU(HLMPAH OpraH:

— TapaHTHpa, Y€ MPOU3BOJUTENIUTE MPEACTABAT 3a MPEABAPUTEITHO
0J00peHne IUIAaHOBE 3a NMPOMEHHM CHIJIACHO I'bpBA ajlMHEs M CHOT-
BeTHaTa MH(OpMalKs, CBbP3aHa C TE3H MPOMEHH,

— OIICHsABA MNPEHJIOKCHUTE IIPOMEHH W IPOBEpsiBa Aaju CJICA TE3U
IIpOMEHU CuCTEMaTa 3a YIIpaBJICHUEC Ha Ka4YeCTBOTO HWJIM IPOCKTHT,
Wi TUIBT Ha U3ACIHUCTO IIPOABJDKaBaT Aa OTroBapsT Ha H3UCK-
BaHUATA I10 HACTOSIIUSA PErIIaMEHT, U

— YBeIOMsiBa TPOU3BOJMTENS 3a PEIICHUETO CH W MPEACTaBs JOKIAL
WK, aKO € TPHUIOKUMO, JOMBIHUTENCH JOKIa, KOHTO ChABpkKa 000C-
HOBAaHU 3aKJIOYCHUSI OT M3BBPLICHOTO OT HErO OLCHSBAHE.

JlefiHoCTH MO Haa30p M HAONIOIEHHUE Clie]] CepTHHHIMPAHETO

Horudumupanusr opran umMa GOKYMEHTHPAHH HPOLETYPH:

— 3a ompeAeisHe Kak M Kora 1a OBbJaT OCBHIIECTBEHH JACHHOCTHTE IO
HaI30p Ha MPOM3BOIUTENS. Te3u MpoIenypu BKIOYBAT HpaBHiIa 3a
BHE3alHM OAWTH HAa MACTO Ha INPOU3BOAMTEINTE U KOraro e
NPWIOKHMO — Ha TOAW3IBIHUTENMTE W JOCTABUUINTE, 34
M3BBPIIBAHE Ha M3MHUTBAHUS HAa MPOAYKTHTE M HAOJIIOAEHHWE Ha CIas-
BaHETO Ha BCHYKH YCJIOBHUs, OOBBP3BAILM HPOU3BOJUTEIUTE U
CBBP3aHM C pEIICHHUATAa 3a CepTUHIMpAHE, KAaTO aKTyalM3alus Ha
KJIMHUYHY JTAaHHHU TIpe3 ONpe/eNieHd MHTEPBAd OT BpEMe,

— 3a HOI[60p Ha CHOTBETHUTEC U3TOYHULIMN HA HAYYHU U KIMHUYHHU JaHHU
n I/IH(I)OpMaIII/ISI CJICA IIyCKaHETO Ha Ila3apa, CBbp3aHU C HErosarta
cq)epa Ha KOMIIETEHTHOCT. Ta3u I/IH(bOpMaLII/ISI CC B3€Ma IIpeABU/ Mpu
TUTAHUPAHETO U IIPOBEKIAHCTO HaA JICHHOCTHTE T10 Hazn3zopa, u

— 3a IIperyiefl Ha JAHHHUTE OT IPOCIESIBAHETO Ha O0e30MacHOCTTa, /0
KOSITO MMa JOCTBII B CHOTBETCTBHE C wieH 92, maparpad 2 ¢ uen
orpeiessiHe Ha HEHHOTO BB3/CHCTBUE, aKO MMa TaKOBa, BHPXY BaIUJI-
HOCTTa Ha ChIIECTBYBaIUTe cepTuUKaTh. Pesynarature oT oneHKara
U BCHYKH B3ETH PEIICHHs C€ JOKYMEHTHUPAT INATEeITHO.

IIpn nonyuapane Ha uH(OpMaLUs, NPEJOCTABEHA OT IIPOU3BOAUTEIS MU
KOMIIETEHTHHTE OPraHH, 3a ClydyaH, YCTAaHOBEHU IPH INPOCIEISIBAHETO Ha
0€30I1aCHOCTTa, CHOTBETHHAT HOTHU(UIUpAH OpraH H30HMpa [a INPUIIOKU
HSKOE OT CIIHUTE PELICHHUS:

— Ja He mpeanpueMa JeHCTBHS, Thl KaTo CIydasT, YCTAHOBEH NpH
HpOoC/IeIIBAHETO Ha 0E30M1aCHOCTTA, OUEBHJIHO HE € CBBbP3aH C M3/1a-
JICHUTE cepTudUKaTy,

— na HaOmoaBa JEHHOCTHTE Ha MPOM3BOAUTENS W HAa KOMICTCHTHHTE
OpraHl W pe3yjiTaTUTe OT TMPOBEKAAHOTO OT IPOU3BOIAMUTEIS
pascieBaHe, 3a Ja ONMpPEACIN JAIN U3IaJCHUTE CepTH(UKATH ca 3acT-
pAllieHH WM [Jaii ca OWIM TPEeINpPHETH MOIXOSIIUTE KOPUTHPAIIN
JIeMCTBYS,
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— Jla TIpeArpreMe U3BBHPEAHN MEPKH 3a HaJ30p KaTo Mperiie]l Ha JIOKY-
MCHTH, OJUT C KpaTKO Npeau3BecTHEe WM 0e3 Ipenu3BecTHEe U
M3NUTBAaHE HA NPOJYKTH, IPH HAINYUE HA BEPOSTHOCT M3/IAJCHUTE
cepTH(UKATH J1a ca 3acTpAIlCHU,

— Jla YBCJIMYU 4Y€CTOTaTa HAa HAJA30PHUTEC OIUTH,

— Jla U3BbpLIM IMPerjie] Ha KOHKPETHU HNPOAYKTH WA IpOoLeCHu I[pu
cJieaABamiyss OAUT Ha ITPOU3BOAUTECIIS, WUIN

— Ja B3eMe APYTH MOJIXOISIIH MEPKH.

Ilo orHolEeHHE Ha HaJA30pHUTE OJAUTH Ha IPOU3BOJUTCIUTE HOTI/I(l)I/II_[I/I-
paHuAT OpralH MMa JOKYMEHTHUPAHU IPOLEAYypHU 3a CJICAHOTO:

— Ja M3BBpILIBA HAW-MaJKO BEJHBK TOJMIIHO HAa HAJ30PHU OAUTH HA
MPOU3BOIUTENS], KOMTO C€ IUIAHUPAT M TPOBEXKIAT B CHOTBETCTBUE C
KOHKPETHHUTE M3UCKBaHUS B paszaen 4.5,

— Jla rapaHTvpa, 4€ OLCHABAT 110 aJCKBATCH HAYMH JOKYMCHTALMATA Ha
NPOU3BOJMTENIS, CBbP3aHa C MPOCie/iiBaHe Ha OE30MMacCHOCTTa, Haa30pa
cien myckane Ha nasapa u KIIIIII, m npuiaraneTo oT Herosa cTpaHa
Ha pasnopebuTe, OTHACALIM CE JO Te3d BBIPOCH,

— Jla B3€Ma 06pa3un 1 1a U3BBPIIBAT U3IMUTBAHC HA U3JC/IMUATA U TCXHHU-
Yeckarta MAJOKYMEHTalud TII0 BpEME€ Ha OIUTUTE CBHIJIACHO TIpEeI-
BapUTEIIHO ONPEACIICHUTE KPUTCPHUU 3a B3EMaHE Ha 06pa3u1/1 u npone-
AYpUTC 3a U3IIMTBAHE, 3a J1a CC IrapaHTHpa, 4€ IIPOU3BOAUTECIIAT HEIIPE-
KbCHATO MIpuiiara 0[106peHaTa CUCTEMaA 3a YIIpaBJICHUE HA Ka4€CTBOTO,

— Ja TrapaHTHpa, Y€ IPOM3BOAMTENAT CIa3Ba 3aJbIDKCHHATA OTHOCHO
JNOKYMCHTaUuATa ¥ WH(OpMAuuiTa, YCTAaHOBEHH B CHOTBCTHUTE
NPUIOKEHHS, ¥ 4e MPOLELypUTe My ca ChOOpa3eHH C Hai-1o0pute
NPAaKTUKA [pY BBBEKJAHE HA CHCTEMUTC 3a YIpPAaBICHHE Ha
Ka4ecTBOTO, U

— Jla TapaHTHPa, Y€ TMPOU3BOAMUTEIT HE M3IIOI3BA 110 MOJIBEXK /1A HAYlH
CHCTeMaTa 3a yNpaBJCHHE Ha KadeCTBOTO MM OfOOpeHMsATa Ha M37e-
TUSTa,

— Ja chOHMpa JJOCTaThYHO MH(OpPMANNs, 3a Aa ONpPEeIeNH Ak cucteMara
3a yNpaBJCHHE Ha KayeCTBOTO IPOJbIIKaBa Ja OTroBaps Ha H3HCK-
BAHHUSATA 10 HACTOSIIMS PErJIaMEHT,

— [P OTKpUBAHEC HAa HECHOTBETCTBUSA — Jla U3UCKBA OT IIPOU3BOAUTECIISA
Ja npeanpueme JIeUCTBUS 3a OTCTpaHsIBaHE Ha T'PCIIKHU, KOpUT'Hpalln
JeUCTBUS H, aKO € IIPUJIOKHUMO, IIPEBAHTUBHU HGﬁCTBHX, KaKTO "

— IpU HEoOXOAMMOCT — Jia Hajlara KOHKPETHH OrpaHUYEHHs 3a ChOT-
BETHHSI CepTH(UKAT, J1a CIpe ACHCTBUETO My WJIM Jia TO OTHEME.

AKO TOBa € BKJIIOYEHO B YCIOBHMSATA 3a CepTU(ULMPAHE, HOTUPULHUPAHUST
opras:

— W3BBPIIBA MIATENICH TIPETJIC/l HA MOCICIHATAa KIIMHAYHA OLICHKA, aKTya-
JMU3MpaHa OT TPOM3BOAMTEIS BH3 OCHOBA HAa OCHIIECTBCHHUS OT
MocTeIHUsT HaA30p cien myckaHe Ha maszapa, Ha KIIIIII, kakro u Ha
KJIMHUYHATA JIATEpaTypa, CBbp3aHa C JIEKYBAaHOTO CBhC CHOTBETHOTO
u3JIelNe ChCTOSIHME, WIIM HAa KIMHWYHATA JIUTepaTypa, CBbp3aHa ChC
CXOHH W3EIIHs,

— SICHO JOKYMEHTHpa pe3yJjiTaTa OT HIATCIHUA MPErjea U INnpeacraBs Ha
BHHUMAHUETO HAa NPOU3BOAUTEIISI BCUUKHW KOHKPETHHU OIIAaCCHUS WU MY
HaJlara KOHKpPETHU YCJIOBUS, U

— TrapaHTHpa, dYe IOCICIHATA aKTyaln3dWpaHa KINHHYHA OICHKA €
NpaBIIHO OTpa3eHa B WMHCTPYKIMATE 3a ymoTpeba M, KOrato e
TPHUIOKHMO, B PE3FOMETO 3a OE30MacHOCTTa M ICHCTBHETO.
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4.11.

[MoBTOpHO cepTuduUIMpane

Hotuduiupanusr opran uMa JOKYMEHTHPAaHH HPOLEAYpPH, CBBP3aHH C
NperJieuTe Ha MOBTOPHOTO CEPTU(UIMpPAHE M MOJHOBSIBAHETO HA CEPTH-
¢ukarute. IloBropHOTO Ccepruduipane Ha OJOOpPEHHTE CHCTEMH 3a
yIpaBJeHHe Ha KauecTBOTO Win Ha ceprudukarure 3a EC ouensBane Ha
TeXHHYEeCKaTa JAOKyMeHTauus win Ha ceprudukarure 3a EC usciensane
Ha THUNA CE M3BBPIIBA HAW-MaJIKO HA BCEKH IET I'OJIMHHU.

Hortudurmpanusar opran mMa JOKYMEHTHPAHH IPOLEAYpPH, CBBP3aHH C
MoHOBsIBaHEeTO Ha ceprudukatute 3a EC oleHsBaHe Ha TEXHHYECKATa
nokyMmeHTanust u ceprudukarute 3a EC m3cienBane Ha Tuma, Kato HpH
Te3W TPOIEIYPU OT CHOTBETHMS IPOU3BOJUTEIN CE M3MCKBA Jla TMPEICTAaBH
pe3toMe Ha NMPOMEHHTE M HAayYHHWTE KOHCTATallMU 3a M3/EIHETO, BKIIIOYH-
TEJHO:

a) BCHUYKM IIPOMEHH B IbPBOHAYAIHO OJOOPEHOTO H3/eNHe, BKIIIO-
YUTEJHO NPOMEHH, KOMTO BCE OIIE Ha Ca ChOOIIEHH,

0) omuTta, NPUIOOKUT OT HaA30pa Cjej IycKaHe Ha mas3apa,
B) OMWTa, MPUIOOHT TPH YIPABICHAETO HA PUCKA,

I) ONHUTa OT aKTyaJM3UPAHETO Ha J0KA3aTEJICTBATA 3a CHOTBETCTBHETO C
o0LIMTEe M3UCKBaHUsS 3a O€30IAaCHOCT M JICHCTBHE, YCTAHOBEHH B
npuioxkenue I,

1) OmMTa OT MPErJICUTEe HAa KIMHAYHATA OLCHKA, BKIIOYUTEIIHO pPe3yJ-
TaTUTE OT BCUYKU KIMHWYHU m3nuTBanus u KITIIIT,

€) INPOMEHUTE B M3UCKBAHUATA, B KOMIIOHEHTUTE HAa M3JEIUETO WIH B
Hay4yHaTa WM PeryjaTopHaTa cpeja,

’K) U3MEHEHHUsTAa B TIPUIOKEHHUTE WM HOBUTE XapMOHU3MPAHU CTaHIAPTH,
OC wnm paBHOCTOMHUTE AOKYMEHTH, U

3) NPOMEHUTE B MEAULUHCKHTE, HAyYHHUTE M TEXHMUYECKUTE 3HAHUS,
HarpuMep:

— HOBH BHUJIOBC JICYCHUC,
— NPOMEHH B METOAUTE HA MU3INHTBAHE,

— HOBHU HAY4YHM OTKpUTHSA 3a MaTepuaid U KOMIIOHCHTH, BKIIIO-
YUTCJIHO OTKPUTHUSA TII0 OTHOLICHHWE Ha TAXHATa OHOJIOTHYHA
CBbBMECCTHMOCT,

— OIIUT OT IPOY4YBAHUSA Ha l'lOllO6HI/I U3 aeus,
— JlaHHU OT pErucTpyu U apxuBy,
— OIIMT OT KJIMHHUYHH HU3IHUTBaHHA C l'lO):l06Hl/I U3aciaus.

Horuduippanust opran nma JOKyMEHTHpPAHM TPOLEAYPH 3a OICHKA Ha
uHpopManusITa, [OCOYCHA BBHB BTOpAa alWHes, U O00Opbia OCOOCHO
BHHUMaHHE Ha KIMHUYHUTE JaHHHU OT HAI30pa Clie/l MyCKaHe Ha mas3apa u
neitnocture mo KIIII, npeanpuern cien mMpeaxoaHOTO cepTudHUInpaHe
WM TIOBTOPHO CePTU(HIIMPAHE, BKIIOYUTETHO ChOTBETHUTE aKTyalH3al[iK
Ha JIOKJIQJUTE 33 KJIMHHUYHATA OICHKA Ha MPOM3BOIUTEIIS.

3a pelIeHHeTO OTHOCHO IIOBTOPHOTO CEpPTH(HULHUPAHE ChOTBETHUAT HOTH-
(unMpaH opraH M3I0JI3Ba CHUIUTE METOAM W NPHUHLUIU KAaTo Mpel-
BUJICHUTE 3a ITbPBOHAYAIHOTO cepruuuupane. [Ipu HeobXxomumocT ce
YTBBPKIABaT OTAEIHH (OPMYJISIpH 3a IIOBTOPHO cepruduuupane, B
KOMTO C€ OTUMTAT HEOOXOAMMHUTE 3a CEepTUGUIMPAHETO CTBIIKH, KaToO
HalpuMep 3asBICHHE U TPerie/l Ha 3asABICHUETO.
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IIPUJIOJKEHUE VIII

IPABUJIA 3A KJIACUDPUKALIUSA

I'JIABA 1

ONPEJEJIEHUA BbB BPB3KA C IIPABUJIATA 3A

1.1.

1.2.

1.3.

2.2.

2.3.

2.4,

2.5.

2.6.

2.7.

2.8.

KJIACUDPUKALIUA
MMPOABJDKUTEJIHOCT HA VIIOTPEBATA

.BpeMeHHa — u3/enueTo OOMKHOBCHO € IIPEJHA3HAYCHO 3a HeIpe-
KbCcHaTa ynorpeda 10 60 MHHYTH.

.Kparkorpaiina® — u3aennero oOMKHOBEHO € IpEeJHAa3HA4YeHO 3a Herpe-
KbcHaTa ynorpebda mexay 60 munyta u 30 gHH.

LI IpoabmKUTETHA — M3/1eJINeTO OOMKHOBEHO € MPEHA3HAYCHO 3a Helpe-
KbCHaTa ynorpeda Hax 30 JHH.

WHBA3MBHU U AKTWBHU U3JIEJINS

,,TCHCCCH OTBOp“ € BCCKU €CTECTBCH OTBOP Ha TSAJIOTO, KAKTO W BbHIIHATA
TOBBPXHOCT Ha OYHaATa }I6T)J'IKa, WKW IOCTOSIHEH M3KYCTBEH OTBOp, KaToO
cToMa.

»XUPYPIrUYHO MHBA3UBHO WU3Jeinue’ e:

a) MHBA3MBHO M3JEJMe, KOETO NPOHUKBA B TSUIOTO NPE3 HOBBPXHOCTTA MY,
BKJIIOYMTEJIHO MPE3 JIMIaBHMLATA HA TEJIECHUTE OTBOPH, YPE3 MM IO
BpEME Ha XUpPypruyecka onepauus; u

0) u3zenre, KOeTo BOAM [0 MPOHMKBAHE, PAa3IMUHO OT TOBA IPE3 TeJIeCeH
OTBOD.

,,XUPYPrHYeCKn MHCTPYMEHT 3a MHOTOKpaTHa yrnorpeba™ € MHCTPYMEHT,
U3MON3BAH B XUPYPrUYecKaTa NPAaKkTHKa 3a psA3aHe, NMpoOUBaHe, IIMCHE,
HaJpacKBaHe, CTbpraHe, KJIaMIMpaHe, pEeTpaxupaHe, 3allUIBaHE WM
JIPYTH TOJAOOHM MpPOLELYpH, KOUTO HE ca CBBP3aHU C AKTHBHO U3JEIHE,
U e TpejHa3sHayeH OT INPOU3BOJAMTENSl 3a IIOBTOpHA YymnoTpeba cief
U3BBPIIBAHE HA MOJIXOJSIIM IIPOIEAYPH, KAaTO TMOYUCTBAHE, Ae3MHOEKIMA
U CTEpUIIN3aLusl.

,AKTUBHO TEpamneBTUYHO H3AEIHe” € aKTHBHO H3Jeline, KOEeTO He3a-
BHCHMO [ajd CE€ H3MO0JI3BA CAMOCTOSATEIHO WIM B KOMOHHALMS C APYTH
U3JIEIIHS, CIIYXKU 3a MOJIbPKAHE, KOPEKIHs, 3aMsiHA MM Bb3CTaHOBSBAHE
Ha OuonornuHu (YHKIUHM WIK CTPYKTYPH C ML JIeYCHHE WM OOJeK-
YyaBaHe Ha 3a00JsBaHE, TPABMa WM YBPEKIAHE.

AKTHBHO WH3JeiMe 3a IMAarHOCTHUIMpaHe W HAONIOAEHHE” € aKTHBHO
H3[eNIie, KOETO HE3aBHCHMO [ald C€ H3IMOJ3Ba CaMOCTOSTEIHO HIH B
KOMOHMHAIMS C APYTH M3JEusl, CIy)KH 3a NPEIOCTaBsHE Ha MH(pOpMAIUs
3a OTKpHBaHE, IMArHOCTUIMpaHE, HAOJIOJCHUE WM JeYeHHe Ha (GH3HO-
JIOTMYHU (YHKIIMH, 3/]paBOCIOBHU CHCTOSIHUS, 3a00JIIBAHUS MJIM BPOJICHH
Masndopmarnm.

,LleHTpamHa KpBBOHOCHA CHCTeMa™ BKIIOYBA CIIEAHUTE KPHBOHOCHU
CHIIOBE: 0en00pobHU apmepuu, 6b3X00AWd aAopma, aopmua 0ved,
HUzx00swa aopma 00 Oupypkayusma Ha aopmamd, KOPOHAPHU
apmepuu, obwa CvoHHA apmepus, EbHUIHA CbHHA APMEPUs, GbMPEUHd
CbHHA — apmepusi,  MO3bUHU — apmepull,  21d80B0-MUWHUYEH — CMBOI,
CbpOeyHU eHul, 6el00pobHU 6eHU, 20PHA U OOJIHA KYXAd BEHd.

,LleHTpanHa HepBHa cucTeMa’ BKIOYBA MO3bKA, MO3BYHUTE OOBHBKU U
rpbOHAYHUSI MO3BK.

,YBpeIeHa KOKa WJIN JIMTaBULA“ € MOBBPXHOCT OT KOKaTa WM JIUra-
BUIATa, B KOSTO C¢ HAOIFO/IaBa MATOJOTHYHA TPOMSHA WM TPOMSIHA
BCJIE/ICTBHE Ha OOJIECT WJIM paHa.
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I'JIABA 11
INPABHJIA 3A NIPUJIATAHE

HpI/IJ'IaFaHCTO Ha IpaBuJiata 3a KJ'IaCI/I(i)I/IKaI_II/IH Ce ompeneins oT IpeaHas-
HAQ4YCHUCTO Ha HU3AC/IUsATA.

AKO BBIIPOCHOTO H3JIENINE € Mpe/JHA3HAYEHO 33 yroTpeba B KOMOUHALHS C
JIpyro W3jenue, NpaBWiaTa 3a Kiacu(UKalus ce MpHUiarat OTACIHO 3a
BCAKO OT u3zenmnsaTa. P> C1 IIpuHauIe)KHOCTHTE 38 MEIMIMHCKO H3JETHE
ce KIacH(UIMpaT OTACNHO OT u3jenneTo €, ¢ KOETO Ce HM3IOJI3BaT.

Codryep, KOWTO ympaBisBa M3/ICIUETO WIM UMa OTPAXKCHUE BBPXY YIOT-
pebara My, momaja B CBIMS KJIAaC KaTO U3JEIUETO.

Ax0 copTyephbT € HE3aBHCHM OT BCSKO APYro W3Jejne, TOM ce Kiacu-
(urmpa otaenHo.

AKO H3[eIMeTO He € MpeJHa3HadeHO JAa JeHcTBa €JUHCTBCHO WU
OCHOBHO B OIIPE/ENICHA YacT Ha TSJIOTO, TO CE pas3riiekIa M ce KIacH-
(unMpa Ha NPUHLMIIA HA HAH-KPUTHYHATA MY CIELHAIU3UpaHa yrnorpeda.

Axo 3a €AHO W CbhIIO HU3ACIHE CC IIpuJiaraT HSIKOJKO IIpaBuUjla WU
HAKOJIKO HOoJANpaBujia B PaMKHUTE Ha €IHO IIpaBWIO CIIOpEA IMpe€AHa3Ha-
YECHUETO MYy, C€ Ipujiaarat Haﬁ—CTpPIKTHOTO OpaBWJIO W MNOANPABUIIO 3a
Knacn(lmunpaHeTo MYy B IIO-BHCOK KJIac.

Ilpu ompenensiHe Ha UPOIBILKHTENHOCTTAa MO pasznen | ,HempekbcHATa
yrnorpeba“ o3HavaBa:

a) s1aTa OpOABIDKUTEIIHOCT Ha yHOTp€6aTa Ha U3OCIHUETO HE3aBHCUMO
OT BPEMCEHHOTO TIPEKHBCBAHE Ha yHOTpeGaTa Ipu  npoueaypa Huin
BPEMCHHO OTCTpPaHsBAHC 3a IOYHCTBAHEC HIIN IIeSI/IHqJGKI_II/Iﬂ Ha usaec-
JINETO. Y CTAaHOBSIBAHETO Ha BpPEMCHHUS XapaKTep Ha [PEKHCBAHETO
WM OTCTPaHABAHETO CTaBa CIIPAMO MNPOAB/DKUTEIIHOCTTA Ha H3IMO0JI-
3BAHCTO MNOpe€au u cjaeda Inepuoja, KoOrato yHOTpe6aTa e Owuna
IIpeKbCHATa WJIN U3ACIUCTO € (WL OTCTPAHCHO; U

0) o0moTO BpemeTpacHe Ha yrmoTpebara Ha M3JEHe, KOETO € IMpeHa3-
HAYCHO OT IPOM3BOANTENS 3a HEHNOCPEICTBEHA CMsIHA C JAPYro OT
CBhIIUS THII.

Cunra C€, 4€ HM3ACIIMETO HdaBa BB3MOXKHOCT 3a IPAKO AUArHOCTUIHPAHE,
KOraTo CaMOTO TO IIOCTaBsl JAuMarHo3ara Ha BBIIPOCHOTO 3a00JIsIBaHE WIIH
CbCTOSIHUC, WJIM KOTraTO OCUI'ypsiBa I/IH(bOpMaI_II/IH OT pelIaBallo 3Ha4YC€HUC
3a JUAarHOCTHUIIUPAHETO.

I'JIABA 111
IIPABUJIA 3A KJJACUDPUKALUA
HEMHBA3MBHUW M3JEJINA
ITpasuio 1

Bceuukn HeMHBA3WMBHU U3JIETHUS CE Knacn(bnunpaT B KJIac l, OCBE€H KOraro
C€ IIpuJiara HJAKOE OT IIpaBujiaTa, IIOCOYCHU I10-10JTY.

[IpaBumo 2

Benukn HEeMHBAa3sMBHM M3JENHs, IPEAHA3HAYCHH 3a OCHUTYpsBaHE Ha
NIPEMHHABAHETO WJIM 3a ChXpaHsABaHE Ha KpPbB, TEJICCHH TEYHOCTH,
KJICTKNM WM ThKaHM, TEYHOCTH WM Ta30BE C IIEJI €BEHTYAIHO BIIHMBAaHE,
NpUJIaraHe Wil BbBEXKJIAHE B TSUIOTO, ce Kiacupuumpar B kiac lla:

— aKo Morar Ja ce CBBp)KaT C akTHBHO m3zaenue ot kiac Ila, kmac IIb
win kiaac IT; wom
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— aKo IpeAHAa3HAYECHHETO UM € Ja OCUTYpSIBAT WM CHhXpPaHSBAT IPEMU-
HaBaHETO Ha KPBB WM JPYTH TEIECHU TEYHOCTH, KaKTO M 3a ChXpa-
HSIBaHE Ha OpraHW, YaCTH OT OPraHW WM TEJICCHU KIETKH M THKaHH,
OCBEH KPBBHH CaKoBe, KOUTO ce Kinacuduumpar B kiac Ib.

BbB BcuukM ocTaHANM Cllydau Te3HM M3Jeius ce Kiacuuuupar B kiac I.

[IpaBumno 3

Beuuky HeMHBa3HMBHHU M3JENus, NpeJHA3HAYeHM 3a IMpPOMsHAa Ha OHOJIO0-
I'MYHUS WM XMMUYHHMS ChCTAB Ha YOBEIIKM ThKAHW WIIM KJIETKH, KPBB,
JIPyTH  TEJIECHH TEYHOCTH WM JPYTM TEYHOCTH, INpEIHA3HAuYEHH 3a
UMIUIAaHTHPaHe WM IpUIIaraHe B TSUIOTO, ce kinacuduuupar B kiac Ilb,
OCBEH KOraTo JIEYEHHETO, IPU KOETO CE M3II0JI3BA M3JCIHETO, CE ChCTOU
or QunTpanus, neHrpodyrupane uim oOMsHa Ha ras, TOIUIMHA, B KOHMTO
cirydail ce knacuduuupar B kiac Ila.

Bcuuky HEMHBAa3HBHM M37IENIHSA, KOHTO CE CBCTOAT OT JaJIeHO BEIECTBO
WM CMeC OT BELIECTBa, NMPEeJHA3HAYEHU Jla Ce M3I0JI3BAaT MHBUTPO B MPSIK
KOHTAaKT C YOBEHIKH KJIETKH, THKAHH WIM OPTaHH, B3€TH OT YOBEHIKOTO
TS0, WIM M3MOJI3BAHH HMHBHTPO C HYOBEIIKM EMOPHOHM NpPEid TAXHOTO
UMIUTAHTUpAHe WIM NpHIaraHe B TIOTO, ce Kinacudummpar B kiac 1L

[IpaBumno 4

Bcuuky HEMHBAa3UBHU U3€CJIMsSA, KOUTO BJIM3aT B KOHTAKT C YBpPE€JACHA KOXKa
WA JIuraBvna, ce KJ]aCI/Iq)I/ILII/IpaT BBB:

— xmac I, ako ca mpenHa3sHAueHW Ja Ce M3IOJ3BaT KATO MEXaHWYHA
Oapuepa, 3a TIPUTHCKAHE WM aOCOpOIHsT HA EKCYAaTH;

— KJac Hb, aKoO Ca IpeaHa3sHa4€HU Aa C€ U3II0JI3BAT OCHOBHO 3a paHU Ha
KoOXkata, IIpUu KOUTO € YBPCIACH ACPMaIHUAT CIION WJIW JIUTaBUIIaTa U
KOUTO MOrar Ja 3asJpaBesaT caMO BTOPUYHO,

— kuac Ila, ako ca OCHOBHO IpejHa3HA4YEHHU 3a MOA0OpsIBaHE HA MUKPOC-
penara Ha yBpeOCHATa KOXKa WM JIUTAaBHIA; U

— kyac Ila BB BCHYKH OCTaHAIH CIyYaw.

Tosa IIpaBUJIO C€ IIpujiara U 10 OTHOIICHWE HAa WHBA3UBHUTE U3JCIINS,
KOUTO BJIM3AaT B KOHTAKT C YBpEJCHaA JIMIaBULIA.

WHBA3MBHU U3EJIUSA
IIpasuno 5

Bceunuku TIPOHUKBAIIA MTPE3 TEJICCHUTEC OTBOPU HWHBA3WBHU HU3ACIUA, C
M3KIIFOYCHUE HAa XUPYPIrUYHUTE HWHBA3MBHU H3ACIIHA, KOUTO HE Ca MIpea-
HasHa4Y€HU 3a CBBP3BAHC C AKTUBHO H3ACIME WM KOUTO Ca NpeaHas-
Ha4Y€HU 3a CBBP3BAHC C AKTUBHO HU3ACIHE OT Kilac I, ce KIIaCI/I(bPIHI/IpaT
BBB:

— KJiac I, aKo ca Ip€JHa3Ha4YCHHU 3a BpEMEHHaA yHOTpCGa;

— kiac Ila, ako ca npegHa3sHAueHW 3a KPATKOTpaiiHa ynorpeda, OCBeH
KOraTo ce ymoTpeOsBaT B yCTHaTa KyXMHa 10 (GapHHKca, B YIIHHA
KaHaj [0 TBIIAHYETO WJIM B HOCHATa KyXMHAa — B TE3U CIIy4au Te ce
Knacuduupar B kiac I;

— xuac IIb, ako ca mpenHa3HavYeHH 3a MPOIBDKUTENHA yIIOTpeOa, OCBEH
KOraTto ce ymoTpedsBarT B yCTHAaTa KyXHHA 10 (apMHKca, B YLIHHS
KaHaJl 0 THIIAHYETO WJIM B HOCHATa KyXWHa M He ce abcopOupar OT
JUraBUIiaTa — B TE3W Cilydadn Te ce kiacuduuupar B kiac Ila.
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Benukn mpoHMKBamm Tpe3 TEJIECHUTE OTBOPU WHBA3WUBHH H3IENUS, C
M3KIIIOYEHNE Ha XUPYPrUYHUTE MHBA3MBHU H3JEIUsS, KOUTO ca IpeJHa3-
HAa4YeHH 3a CBBpP3BaHE C akTUBHO m3aenue ot kiuac lla, kmac IIb wm
knac 11, ce knacuduimpar B kiac Ila.

IpaBuio 6

Bewuky XMpyprudHE MHBAa3WBHU W3JEIHS, NPEIHA3HAYECHH 32 BPEMEHHA
ynotpeba, ce kiracuduimpar B kiaac Ila, ocBen koraro ca:

— CINENMaJHO  TpEIHAa3HA4YeHM 33  KOHTPOJ,  JMarHOCTHUIMPAHE,
HAOIIOJICHHE M KOPEKIHMs Ha ChpIeYeH Ne(eKT miu Ha AedeKT Ha
LEHTpalHaTa KPbBOHOCHA CHCTEMA 4Ype3 JHMPEKTeH KOHTAKT C Te3H
YacTH Ha TAJIOTO, B KOHTO citydail ce xinacuduuupar B kiac IlI;

— XUpPYPrH4YeCKM MHCTPYMEHTH 33 MHOTIOKpaTHA ynorpeda, KaTto B TAKbB
ciydail ce xnacuduuupar B knac I;

— CIelMaIHO Npe/IHa3HAuYeHM Jia C€ M3IMON3BaT B JUPEKTEH KOHTAKT ChC
CBPIIETO MM LIEHTpalHaTa KPBbBOHOCHA CHCTEMa WIJIM LIEHTpajHaTa
HEpBHA CHCTEMa, B KOHTO cityyail ce ximacuduumpar B knac 111

— TpeJHa3HAueHU Ja JIOCTAaBAT eHeprusi noja Gopmara Ha HOHM3UPAIIO
J'BYCHHUE, B KOHTO ciydail ce kimacubuuupar B kiac [Ib;

— ¢ OuonornyeH eeKT win ce abcopOUpaT HAITBIHO MM B MO-TOJIsIMATa
CH 4acT, B KOWTO ciyuail ce kinacuduipar B kiac [Ib; wmun

— MpeJHa3sHa4YeHHU 3a TPUJIAraHe Ha JIEKAPCTBEHH MPOIYKTH MOCPEICTBOM
cHCTeMa 32 BBBEXKIAHE, aKO TOBAa IMpWJIaraHe Ha JIEKAPCTBEHH
MPOMYKTH Ce W3BBPIIBA [0 MOTCHIMAIHO DPHCKOB HAYMH MOpPaId
€CTECTBOTO Ha MPHIIOKEHHETO, B KOMTO Cllydail ce Kiacu(puiupar B
kmac IIb.

ITpasuno 7

Beuuky  XMpYyprudHM MHBA3MBHM W3/IeNHs, INpEAHA3HAYCHH 3a Kpart-
KOTpaiiHa yrnoTpeba, ce knacuduimpar B kiac lla, ocBen koraro ca:

— CIELMalHO  INpeJHa3HAuYeHH 3@  KOHTPOJ,  AUWArHOCTUIIMPAHE,
HaOMIOJICHHE I KOPEKIHMA Ha ChpIedeH Ne(eKT mid Ha AedeKT Ha
LEHTpalHaTa KPbBOHOCHA CHCTEMA 4Ype3 JMPEKTeH KOHTAKT C Te3H
YacTH Ha TSIOTO, B KOMTO ciydail ce kimacuduimpar B kiaac III;

— CIENMAJIHO NPEJHA3HAYEHH J]a C€ M3IION3BaT B JUPEKTEH KOHTAKT ChC
CBPIIETO WM LIEHTpalHaTa KPBHBOHOCHA CHCTEMa WIIM LIEHTpajlHaTa
HEepBHA CUCTEMa, B KOHTO ciyvail ce knacuduuupar B kiac III;

— TIpeJHa3HAuCHU Ja JOCTAaBAT CHeprusi noja Gopmara Ha HOHM3UPAILO
J'BYCHHUE, B KOHMTO ciydail ce kimacuduuupar B xiac IIb;

— ¢ OuonoruyeH eeKT i ce abcopOUpaT HAITBIHO MM B MO-TOJIsIMaTa
CH 4acT, B KOWTO ciydaii ce kiacuduumpar B kiac I11;

— IpeIHa3HA4YeHH Ja NPEThPISIBAT XMMUYHH IPOMEHH B TAJIOTO, B KOHTO
ciydaii cu knacubunupar B knac Ilb, ¢ u3kimoueHHe Ha W3AENUATA,
MOCTaBSHU B 3BOMTE; MK

— TpeJHA3HAYCHU 3a IpHJIaraHe Ha JICKAPCTBCHU IPOAYKTH, B KOHUTO
ciydaii ce kinacuduimpar B kiac Ilb.

IMpaBuio 8

Benuky MMIUTAHTHPYEMH H3ICNHS M XUPYPTUYHN MHBA3MBHU HM3ICIHS 3a
Mpoab/UKUTENHA yroTpeba ce knacuduimpar B kiac [Ib, oceen koraro ca:
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— IpeJHa3Ha4YeHu Ja ce MOCTaBAT B 3bOMTE, B KOMTO cilyyail ce Kiacu-
¢unmpar B kinac Ila;

— TIpeJHa3HAuYeHU Ja CE M3MO0J3BAT B JIUPEKTEH KOHTAKT ChC CBHPLETO,
LIEHTpaJIHaTa KPbBOHOCHA CHCTEMa WM IIEHTPaJHaTa HEPBHA CHUCTEMA,
B KOHTO ciyuail ce kinacudpuuupar B xiac I

— ¢ OuonornyeH epeKT i ce abcopOUpaT HAITBIHO MM B MO-TOJIsIMATa
CH 4acT, B KOWTO ciyyaii ce kiacuduimpar B kiac I11;

— IpeJHa3HAYCHU Ja NPeThPISIBAT XUMUYHY IIPOMEHU B TSJIOTO, B KOMTO
cirydail ce kinacuduimpar B xiac I, ¢ m3KiIoYeHHe Ha W3AENHATA,
MMOCTAaBSHU B 3BOMUTE; WK

— TpeiHA3HAYCHM 3a MPUIAraHe Ha JICKapCTBEHH MPOAYKTH, B KOHTO
ciyyaii ce kinacuduimpar B kiac 111,

— aKTHBHU HMIUIQHTHPYEMH M3JCNUs WM NPUHAUISKHOCTH 3a TAX, B
KO#TO ciyuait ce kinacuduippar B kiac I11;

— TPBAHYU UMIUIAHTH WM XUPYPrUYECKH MPEXkH, KaTo B TaKbB Cydail ce
knacuduupar B kiaac Il

— IBJHM WIM YaCTMYHH CTABHU HPOTE3U, B KOHMTO cily4yall ce Kiacu-
¢unmpat B knac I, ¢ u3kiIroueHne Ha JOMBIHUTEIHUTE KOMIIOHEHTH,
KaTO BUHTOBE, KJIMHOBEC, IJIACTUHU U WHCTPYMEHTH, WUIIU

— 3aMeCTBallld MMIUIAHTH 3a TPHOHAYHM JMCKOBE WM MMIUIAaHTHPYEMH
W3/IeNs, KOMTO BJIM3aT B KOHTAaKT C IPbOHAYHUS CTHIO, B KOWTO
ciydaii ce knacubpunupar B kiac I, ¢ u3kiIoUYeHrne Ha KOMIIOHEHTH
KaTO BHHTOBE, KJIMHOBE, IUTACTUHU M HHCTPYMEHTH.

AKTUBHU U3EJIUA
[IpaBuno 9

Beuuky aKTHUBHM TepaneBTUYHU W3Jeus, IPeHA3HAYCHU 3a NpuilaraHe
wi oOMeH Ha eHeprus, ce kinacupuuupar B kiac lla, ocBen korato
XapaKTePUCTUKHUTE HA M3JEIMATA Ca TAKUBA, Y€ NPUIIATAaHETO Ha EHEeprus
KBbM HYOBCIIKHsA OPraHU3bM MM OOMEHBT HA GHEPrusl C HEro € IOTEH-
[IMAJTHO PHCKOB MOPajJM €CTECTBOTO, IUTBTHOCTTA W  MSCTOTO Ha
NpHUIaraHe Ha eHeprusTa, B KOWTO ciy4ail mapenusara ce kiacuduuupar
B Kknac IIb.

Benukn akTHBHU W3/enus, MPEJHA3HAYCHU 332 KOHTPOJ WM HAONOICHHE
Ha JCWCTBHETO HA AKTHBHHUTE TEpANeBTHYHU wn3aeius oT kiac IIb nmm
MpefHa3HaYeHH OPSKO Ja BIUSAT BBPXY ICHCTBUETO HA TE3WM H3ICIHS,
ce kinacuummpar B kiac Ib.

Beuuky akTHUBHM M3/eNMs, NpPEJHA3HAUYEHU [a HU3Ib4BaT HOHU3MpAIIO
J'bYEHNE WIN 332 JUAarHOCTHYHHM WJIN TEPareBTUYHU LIENH, BKJIIOUHTEIHO
U3/IeNUATa, KOUTO KOHTPOJMpPAT WM HPOCIENsBAT TaKUBA W3JIENUS HIN
IPSIKO BIUSIAT HA TAXHOTO JeicTBue, ce knacudunupar B kiac IIb.

Beuuky akTHBHU W3/IEITHS, MPEJHA3HAYECHH 3a KOHTPOJI, HAOIIOICHHE TN
NPSKO BB3ACHCTBUE BBPXY JACHCTBHETO HA AKTHBHH HMILUIAHTHPYEMHU
u3zenus, ce kiacuduuupar B kiac I11.

[IpaBuno 10

AKTHBHHTE H3JIeNHs 32 JUATHOCTHLMPaHE M HaOIIONEHHE ce KIacH-
¢unmpar B kinac Ila, ako ca:

— TpefHA3HAYCHW A JOCTABAT CHEPIUs, KOATO Ce€ TOrIBIIa OT
YOBENIKOTO TSUIO, OCBCH H3ICIHUATA, NPEAHA3HAYCHH [a OCBETSIBAT
TSUIOTO Ha TAIMEHTa BB BHAWMES CIICKTHD, KaTO B TaKbB CIydYail ce
knacuduimpar B kiac I;



02017R0745 — BG — 05.05.2017 — 000.002 — 188

6.3.

6.4.

6.5.

— HOpe€AHasHa4YCHU [Oa BU3YyaJIU3UpaT [ABWIKCHUCTO Ha PpaaguOAKTUBHU
JICKapCTBEHU NPOAYKTU B OpraHusMa; HUIn

— TpeIHA3HAYCHM 3a TUPEKTHO AMATHOCTUIMPAHE WM HaOIIoIeHHe Ha
JKU3HEHH (DU3HOJIOTHYHU TIPOLIECH, OCBEH KOTaTo CIELUATHO ca Mpej-
Ha3HAYCHH 32 HAOJIOJCHHE HA YKU3HEHU (DM3UOJOIMYHH MapaMeTpu H
OTKIJIOHCHHSITA OT HOpMAara Ha Te3W MapaMeTpH MOraT Ja Ch3aaiaT
HETOCPEICTBEH PHCK 3a MAalMeHTa, HAIPHMEp MPOMEHH B Chp/CYHATA
NeHOCT, IUINAaHETOo, ICHOCTTa Ha IIEHTpANTHaTa HEpPBHA CHCTEMA, HITH
npefHa3HaueHH 3a AWATHOCTUIMPAHE B KIMHUYIHHU CUTYallHd, KOTaTo
MAIMCHTHT CE HAMHpA B HEMOCPEICTBCHA OMACHOCT, B KOWTO CITydail
ce knacupunupar B kiac Ib.

AKTHBHUTE M3[ICTIHs, NPEIHA3HAYCHH [la U3JIbUBAT WOHU3MPAIIO JThUYCHHE
U TpelHAa3HAYEHW 3a JMArHOCTHYHA WJIM TEpareBTUYHA PaIHOJIOTHS,
BKJIFOUUTEIIHO M3/ENUATa 32 WHTCPBCHI[MOHHA PAJNOJIOTHS M W3JCIHATa,
KOMTO KOHTPOJMPAT WJIM TPOCIEISBAT TAKUBA U3/CIUS WIN TPSIKO BIIUSISIT
Ha TSAXHOTO JeiicTBHe, ce kimacubumupar B kiac Ib.

[paBuno 11

Codryepbr, mnpenHa3HaueH Ja oOcHrypsiBa HH(MOpPMAIMs, KOATO Cce
M3II0JI3Ba 3a B3EMAHETO Ha PCUICHHUA 3a AUArHOCTUYHH WJIK TCPANCBTUYHH
nend, ce kimacupuumpa B kimac Ila, OCBeH B ciydamTe, KOrarto
MOCTICIUIMTE OT TE3H PELICHUsSI MOTaT Ja MPHYUHAIT:

— CMBPT WM HEOOPATHMO BIIOLIABAHE HA 3/IPAaBOCIOBHOTO CHCTOSIHUE Ha
JuIe, KaTo B TakbB ciaydail e oT kiac III; wmm

— CEpHO3HO BIIOIIABAHE HA 3PABOCIOBHOTO CHCTOSHHE HA JIMIE HIIH
XHpypruvecka MHTEPBEHIHs, KaTo B TaKbB Cllydail ce kiacuduuupa
B kiac IIb.

CodryepsT, npepHa3HAUYEH 3a HAOJIIOJCHHE HA (DM3HOJOTMYHHU MPOLECH,
ce kmacupuiupa B kiac Ila, OCBeH Korato ¢ MpeIHAa3HAYCH 3a
HaOJI0JICHHE Ha JKU3HEHH (PU3HOJIOTHYHH [ApaMETPH, KOrato OTKJIO-
HEHHsATa OT HOpMATa Ha TE3W I[apaMeTpd MOraT Ja Ch3JajarT Hernoc-
PEICTBEH PHUCK 3a MAlMeHTa, KaTto B TaKbB Cliyyail ce Kiacupuippa B
kiac IIb.

Beskakbs npyr codryep ce kinacuduuupa B kiac I.

IpaBuio 12

Beuuky aKTUBHH H3IENIHS, IPEAHA3HAUCHH 3a IPUIIAraHe B TSUIOTO H/HIIN
OTZENIsIHE OT HEro Ha JIEKapCTBEHM HPOAYKTH, TEIECHH TEYHOCTU MM
Ipyrn BemlecTBa, ce kiaacubuumupar B kimac Ila, ocBen koraro
(DYHKIMOHMpAT 110 MOTEHLHAHO PUCKOB HAUYMH IIOpAJM €CTECTBOTO Ha
U3M03BAHUTE BEILIECTBA, CHOTBETHATAa YacT OT TSUIOTO MIIM HAayMHA Ha
HpuiaraHe, B KOUTO ciydail ce xiaacudunupar B kiac IIb.

IIpaBuno 13

Beuuku octananm akTUBHHM M3aenus ce kinacuduuupar B kiac .

CIIELIMAJIHU TIPABUJIA
IpaBuno 14

Benuky u3genns, KOUTO BKJIKOYBAT KAaTO HepasJeiHa dYacT BEIIECTBO,
KOETO TIPH CaMOCTOSATEIHA yrnoTpeba MOXe 1a Ce CYUTa 3a JICKapCTBEH
MPOAYKT CBIJACHO OINpejeNieHrneTo B wieH 1, Touka 2 or [upekrusa
2001/83/EO, BKIFOUUTENHO JICKAPCTBEH TMPOAYKT, MPOHM3BOAEH OT
YOBEIIKa KPbB MIIM YOBELIKA IUIa3Ma [0 CMUCHJIA HA ONPEICICHUETO B
wieH 1, Touka 10 oT chbmiata JUpPEKTHBA, C ACHCTBHE, KOETO € CIoMa-
raTejHO IO OTHOIICHHE Ha TOBAa HA M3NGNUATA, Ce KIacHHUIMpaT B
xiac 111
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7.2.

7.3.

7.4.

7.5.

7.6.

7.7.

7.8.

[IpaBuno 15

Beuuku m3zienusi, peaHa3sHauYeHH 3a KOHTPALEIIIUS WM Npena3BaHe oOT
npefaBaHd MO MOJOB BT Oosectu, ca ot kiac IIb, ocBen koraro ca
AMIUIAHTHUPYEMH WJIM Ca WHBA3MBHM M3JENUS 33 [MPOJbIDKUATEIHA
yrnorpeba, B KoiiTo ciy4ail ce knacuduuupar B kiac II1.

IMpaBuno 16

Benukn  m3genms,  crnenuManHO - NpEAHA3HA4YCHW 3@ AC3MH(EKIs,
[IOYHMCTBAHE, M3IUIAKBAHE WJIM, KOraTo € HeoOXOJMMO, 3a XHApaTHpaHe
Ha KOHTAKTHHU JIeNH, ce Knacuduimpar B kiac IIb.

Benuky u3mens, Crennanto MpeIHa3sHaueHN 3a Ie3HHPEKINS WK CTCPH-
NH3anMs Ha MEIWIMHCKA n3aenus, ce kinacudumupar B kiac Ila, ocBeH
KOraro ca JAe3uH(GEKIMpAIly pPa3TBOPH WM MAllMHH 3a H3MHBaHE M
Ne3MH(EKIHs, CIOCHUATHO MNpeAHa3HaueHH 3a  JAe3uHGeKms Ha
MHBAa3MBHHU H3JCIMsI KaTO IOCICACH eram OT 00OpaboTkara, B KOHTO
ciydaii ce kiaacuduimpar B kimac IIb.

HpaBI/IHOTO HE CC mpuiara 3a HU3ACIUATa, NMPEAHA3ZHAYCHU 3a IMOYHMCTBAHE
caMo 110 (1)1/13]/1‘{60](1’1 II'bT HAa U3ACIIHSA, Pa3jIUYHU OT KOHTAKTHUTC JICIIH.

Ipasuno 17

Wznenusara, cnenmanHO NpeIHA3HAYEHW Jla 3alMCBAaT HATHOCTHYHU
N300paKEHUsI, TEHEPUPAaHH OT PEHTICHOBHM IJIbYM, C€ KIaCH(HLIHUPAT B
kiac Ila.

IIpaBuno 18

Bewnukn msnenus, mpousBeAEeHH C U3MOJI3BAaHE HA THKAHU WIIM KIETKH OT
YOBCIIKU WJIM XUBOTUHCKH IPOU3XO0J WJIM TCXHU NPOU3BOAHH, KOUTO Ca
HE)KU3HECIIOCOOHM WJIM €A HAlpaBeHH HEKHM3HECIIOCOOHH, ce KIacH-
¢unmpar B kinac III, ocBeH koraro usienusta ca IPOU3BEICHH 4pe3
U3II0JI3BAaHE Ha TbKAaHW MWK KICTKH OT J>XHUBOTHHCKU IIPOU3XOH WU
TEXHHU MPOU3BOJHU, KOUTO Ca HEKU3HECIIOCOOHM MIIM Ca HalpaBeHH
HEXKU3HECIIOCOOHH, M Ca MPEJHA3HAYEHHU 332 KOHTAKT CaMo C HEyBpE/IeHa
KOKa.

IMpaBuno 19

Bewuky u3nenus, ChIbpKAIIM WIH CHCTOSIIM CE OT HAHOMATEPUAH, Ce
KIacu(pUIUpaT BbB:

— kyac I, ako mpurexaBaT rojsiM MM CPEJHO TOJSIM IMOTECHLHAN 3a
BBTPELIHO O0JIbYBAHE;

— inac IIb, ako mpuTeKaBaT MaNIbK MOTEHIHANT 3a BBHTPEIIHO
0o0JbYBaHE; U

— Kiac lla, aKo IpUTEKaBaT Hp€H€6p€)KI/IMO MaJlbK IIOTCHOHAI 3a
BBTPCUIHO 00JIbUBaHE.

[IpaBuno 20

Beunuku IIPOHUKBAIIKU IPE3 TCJICCHUTEC OTBOPU HHBA3MBHU HU3ACIUA, C
M3KJTIOYCHHE Ha XUPYPrHYHHUTE, KOUTO Ca MPEJHA3HAYCHU 3a IMpHJIaraHe
Ha JIGKapPCTBEHH MPOJAYKTH upe3 BAMIIBAHE, ce knacudumupar B kiac Ila,
OCBC€H aKO HAYMHBT UM Ha ﬂeﬁCTBMe HMa ChIICCTBCHO BBSﬂeﬁCTBHe BBPXY
euKacHOCTTa U OE30I1aCHOCTTA Ha MPUIIOKEHHUS JIEKAPCTBEH TPOJYKT HIIN
Te ca MpeJHA3HAYCHH 32 JICUCHHE HA SKMBOTO3ACTPAIIABAINN CHCTOSHHUS, B
KOWTO cityyaii ce kiacuduimpar B kiac IIb.

[pasuno 21

Wsnenusita, CbCTAaBEHH OT BEIIECTBA IJIM KOMOMHAIMM OT BEIIECTBA,
KOWTO ca MpeHAa3HAYCHH 1a ObJaT BBBEACHH B YOBEIIKOTO TSUIO Ipe3
TEJICCeH OTBOP WM Oa ObIaT NPUIOKCHH BBPXY KOXKara M KOHTO Ce
abcopOupar OT YOBEIIKOTO TS0 WIHM CE PasnpbCKBAT JIOKATHO B HETO,
ce Kimacu(UIMpaT BbB:
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7.9.

— Kiac IH, AKO T€ WKW TMPOAYKTUTEC Ha TEXHUA MeTaboJu3bM  Cce
a6cop6I/IpaT CUCTEMATHYHO OT YOBCIOKOTO TAJIO C MO€I Oga C€
HU3I'BJIHU TIPEIHA3HAUCHUECTO,

— xiac III, ako ca M3MBIHWIN NpEJHA3HAYCHHETO CH B CTOMaxa HJIN
JI0JIHATA YacT HA CTOMALIHO-YPEBHUS TPAKT M TC WIM HPOLYKTUTC Ha
TeXHUsI MeTabonu3bM ce abcopOupar CHCTEMAaTHYHO OT YOBEIIKOTO
TSII0; U

— xuac Ila, ako ce mpuiarat BepXy KOKaTa WM aKO Ce YIOTpeOsiBaT B
HOCHATa WJIM YCTHATa KyXWHA J10 (apHHKCA M M3IIBIHABAT MpeIHA3HA-
YEHHMETO CH upe3 BB3/ICHCTBUE BBPXY TE3U KYXHHHU;

— xJyac IIb BbB BCHYKH OCTaHAIIN ciydau.

[IpaBuno 22

AKTHBHUTE TEpaNeBTUYHU H3JCIUS C MHTEIPHpaHa MM BrpajieHa JHar-
HOCTHYHA (DYHKIHS, KOSITO ONpPEAENs B 3HAYUTEIHA CTEIICH yNPaBICHHETO
Ha JKM3HCHNTE (PYHKIMHM Ha TAIMEHTa OT W3JCIHETO, KaTO HalpuMmep
CHCTEMHTE ChC 3aTBOPEH LHUKBJ WIM aBTOMAaTU3UPAHUTE BBHIIHH Je(HO-
punaropu, ce kiacuduimpar B kiaac 111
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IIPUJIOJKEHUE IX

OHEHSABAHE HA CBOTBETCTBHUETO Bb3 OCHOBA HA CUCTEMA
3A VYHOPABJIEHUE HA KAYECTBOTO MW OLEHSBAHE HA

TEXHUYECKATA JOKYMEHTALUA

I'JIABA 1
CUCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO

[IpousBonuTensaT cb3naBa, MAOKYMEHTHpa U BBBEXJAa CHUCTEMa 3a
yIpaBJeHHE Ha KadecTBOTO cbhbrylacHo wieH 10, maparpad 9, u
HO/IbpKa HEiHaTa eQEeKTUBHOCT 110 BpeME Ha LENUs EKCIUIOATAl[OHEH
CpPOK Ha CHOTBETHHUTE H3zeius. [IpoM3BOIUTENAT OCUTypsiBa IPUIAraHeTo
Ha cHcTeMara 3a ymnpaBlieHHe Ha KauyecTBOTO CBIVIACHO pasjien 2, KaTo Ts
HO/JIKHM Ha OJIUT, KAaKTO € MpeABHAEHO B pasgenu 2.3 u 2.4, u Ha
HaJ30pa, MOCOYEH B pasneln 3.

OreHsiBaHEe Ha CHCTEMaTa 3a YHpaBJICHUE Ha Ka4yeCTBOTO

HpOI/IBBOHI/ITGHﬂT moagaBa 10 HOTI/Iq)I/II_II/IpaH OpraH 3asBJICHUC 3a OLICHABAHC
Ha cucTreMarta 3a ylnpaBJICHHUEC Ha KaueCTBOTO. 3asBJICHUETO BKJIFOYBA:

— HMMETO Ha IPOU3BOAUTEIIA U aJpeca Ha HErOBOTO PEruCcTpUpPaHO MSCTO
Ha CTOMAHCKA JIGHHOCT M BCEKHU JIOIBIHUTEICH TIPOU3BOJACTBEH 06€KT,
00XBaHAT OT CHCTEMaTa 3a yhpaBJICHHE Ha Ka4eCTBOTO, a B CIIy4auTe
KOraTto 3asBJICHUETO Ha IMPOU3BOAUTEIA € MOAAJEHO OT HETOBUA YIIBJI-
HOMOIICH NPEACTAaBUTE]I — HUMCETO Ha YII'BJIHOMOIICHUS ITPEACTAaBUTCII
" agpeca Ha PEruCTpupaHoOTO MACTO Ha CTOIIaHCKa JIEHOCT Ha pALN
HOMOLICHUA NPEACTABUTEIL,

— Is1aTa CbOTBETHaA I/IH(bO]:)MaI_H/ISI 3a U3JACIMETO WM Irpynara HU3aCiusd,
00XBaHATH OT CHUCTEMaTa 3a YIpaBJICHHE HAa Ka4e€CTBOTO,

— [HUCMEHa JCKilIapanys, 4€ HE € [OoJaBaHO 3asBJICHHUC N0 ApYyI' HOTHU-
(bI/H_[I/IpaH OpraH 3a cChbllaTa CHUCTEMa 3a YIIpaBJICHHUE Ha KaieCTBOTO
BbB BpB3Ka C HU3IACIUCTO, WA I/IH(bOpMaI_II/I}I 3a BCAKO €IHO
NpeaxoaHO 3adABJICHUE 3a CbllaTa CUCTEMA 3a YIPaBJICHUE Ha
Ka4eCTBOTO BBB BpPb3Ka C HU3JACIIUCTO,

— IHOPOCKT Ha EC JACKIapanyst 3a CbOTBETCTBUE CbHIJIACHO YJICH 19 u
TIPUJIOKEHUE IV 3a mopmena U3OCIIue, 00XBaHAT OT mpoueaypara 3a
OLCHABAHE HAa CBHOTBETCTBHUETO,

— JOKYMCHTalHuATa OTHOCHO CHUCTEMAaTa 3a YIIPaBJICHUE Ha Kad€CTBOTO
Ha IIpOU3BOAUTECIIA,

— JAOKYMCHTHPAHO OINMCAaHUC Ha BBBCACHUTE HMPOLCAYPU 3a HU3IIBIHCHUC
Ha 3aAbJDKCHUATA, IIPOU3TUYAIM OT CHCTEMaTa 3a YIPaBJICHHC Ha
Ka4€CTBOTO U OT U3HUCKBAHHATA IO HACTOANIUA PEIJIaMEHT, KAaKTO U
Ha aHTa)XUMEHTa OT CBOTBETHHSA MPOU3BOAUTEII 3a INMPHUJIAraHETO Ha
TE3U Hpoueaypu,

— OIIMCAaHUC Ha BBBCACHUTE IPOLCAYPHU, KOUTO IapaHTHPAT 3alla3BaHETO
Ha aaC€KBAaTHOCTTA U Cq)eKTI/IBHOCTTa Ha cucCTeéMara 3a YHpaBJICHHUEC Ha
Ka4Y€CTBOTO, U HA aHTAKUMEHTA OT MPOMU3BOAMUTEIIA 3a NMPUJIAraHETO Ha
TE3U Hpoueaypu,

— JOKYMEHTalUsTa 3a CHCTEMaTa Ha HPOW3BOJMTENS 33 HAI30p CIel
MycKaHe Ha Ma3apa, KakTo U — aKko € MPUIOKHUMO — IUIaHa 3a
KIIIII, n BBBeneHWTE MPOIEAYPH 3a OCHUTYpsSBaHE HAa W3MBIHEHUE
Ha 33JbJDKCHUATA, NPOU3THYAIIM OT PA3MOpeaOHTe 3a IpOCieisiBaHe
Ha 0e30I1acHOCTTa B 4WieHOBe 87—92,

— ONKCaHWE HA BHBEJICHUTE MPOIEIYPH 3a aKTyaln3UpaHe HA CUCTEMAara
3a HA/I30p CJIe/ IyCKaHe Ha Ma3apa, U, aKo € MPUIIOKKMO, Ha IJIaHa 3a
KIIIII, n onmucanue Ha MPOLEIypUTE 3a OCHTYpsIBAHE HA M3MBIHEHUE
Ha 3aJbJDKCHUATA, MPOM3TUYAIIN OT Pa3NopeadHuTe 3a MpocieasBaHe
Ha 0e30IacHOCTTa B WICHOBE 87—92, KaKTO M HAa aHTAKUMEHTA Ha
[IPOM3BOUTEIIS 33 MPUJIATAaHETO HA TE3W MPOLELYPH,
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2.2.

— JOKYMCHTalusA 3a IUIaHa 3a KIIMHWYHATa OLICHKa, 1

— ONHCaHWE Ha BBBEJCHHUTE MPOLEAYPH 3a aKTyalU3HpaHe Ha IUIaHa 3a
KJIMHUYHATA OIEHKA, KaTO C€ OTYUTAT HaW-HOBUTE HAy4YHMU JIOCTH-
JKCHHUSL.

BbBekIaHeTO Ha CcHUCTeMmaTa 3a ynpaBJICHUEC Ha Ka4€CTBOTO TrapaHTHUpa
CIIa3BaHCTO Ha HACTOSAMIMS PETJIaMCHT. Benukn CIICMCHTHU, U3HUCKBAHUA H
npeanucanys, NOpUeTH OT MNPOU3BOAUTEISA 3a HEroBara CHUCTEMa 3a
yHOopaBJICHHUE Ha Ka4Y€CTBOTO, C€ NOKYMCHTUPAT PEAOBHO U CUCTEMATHYHO
mon Q)opMaTa Ha HapbYHUK II0 KA4YCCTBOTO W IIMCMEHU IIOJIMTUKU U
npoueaypu, HallpuMep MnporpamMu 1o KadeCTBOTO, IIJIAHOBE I10 Ka4eCTBOTO
U pEerucTpu mo Ka4yeCTBOTO.

OcBeH TOBa JOKYMCHTALMSTA, KOSTO C€ IIPEJCTaBsi 3a OLCHSBAaHE Ha
cucTeMaTa 3a yNpaBleHHE Ha KauyeCTBOTO, BKJIIOYBA MO-CIELUAIHO
MOJXO/IAIIO0 ONMHMCAHHE HA:

a) LEJIUTE Ha MPOU3BOAUTEIIA IO OTHOLICHUE HA Ka4€CTBOTO,

0) opraHm3aiysTa Ha JEHHOCTTA M IMO-KOHKPETHO:

— OpraHu3allMOHHATa CTPYKTypa C paslpenelieHHe Ha OTroBOp-
HOCTHUTE Ha MEPCOHAJa IO OTHOILEHHE Ha KPUTHYHUTE IPOLELYpH,
OTrOBOPHOCTUTE HAa PBKOBOJHMS CBhCTaB M HETOBUTE OpraHM3a-
LMOHHH [IPaBOMOLINS,

— MeToAuTe 3a HaOMIoZIeHHe JIOKOJKO CHCTeMaTa 3a YNpaBJCHHE Ha
KauecTBOTO (DYHKUHMOHUpPA €(EeKTHBHO, M MO-CIELMAIHO CHOCO0-
HOCTTa Ha Ta3W CHCTEMa JIa OCHUTYDPH JKEIaHHs MPOEKT U KadecTBO
Ha M3EJINETO, BKIIOYUTENHO KOHTPOJ HA H3JENNATa, KOUTO He
OTroBapsT Ha M3UCKBAHUATA,

KOraTto npoe€KTHpaHeTo, MPOU3BOACTBOTO n/unm KpaﬁHaTa IpOBEPKa
W  M3IUTBAHCTO HA MU3ACIHUATA HWIHM TEXHUTC KOMIIOHCHTH CC€
U3BBpIIBAT OT [OPYro JIMOEe— ONHUCAHUE Ha METOAUTE 3a
Ha6J’IIOII€HI/IC Ha e(beKTI/IBHOTO (byHKHI/IOHI/IpaHC Ha cucreéMara 3a
YIOpaBJICHUE Ha KAa4€CTBOTO M MO-KOHKPETHO Ha BHOA U oOxBara
Ha npujiaranusgd KbM TPETOTO JIMIIEC KOHTPOJI, U

— KOraro IpOU3BOAUTECIIAT HAMA PEruCTPUPAHO MACTO HaA CTOIIAHCKa
JNICMHOCT B AbpiKaBa 4JICHKA, IPOCEKTa Ha I[I'bJIHOMOIIUETO 3a
ONpeACIAIHE Ha YIBJIHOMOIICH TIPEACTABUTEC] W HNUCMO 3a
HaMCEpEeHUE OT YIBJIHOMOILUCHUS IPEACTABUTEII 3a IPUEMAHC Ha
M'BJIHOMOIIIUECTO,

B) NPOLEAYPUTE M TEXHUKUTE 3a HAOIIOJECHHE, NMPOBEPKA, BaJIUAUPAHE U
KOHTPOJI Ha INPOEKTUPAHETO Ha W3JEIHATAa U CHOTBETHATA JIOKyMEH-
Tanysd, KAaKTO M JAaHHATE U 3aliCUTe, MPOM3THYAIIM OT Te3!
NpOLEAYPH M TEeXHUKH. Te3M NpoueIypd M TEXHHKH OOXBaIuaT To-
KOHKPETHO:

— CTparerusaTa 3a CbOTBETCTBUEC C HOPMATUBHUTE W3UCKBAHUS, BKIIIO-
YUTEJIHO IIPOLECUTE 3a OIPECACIIIHEC Ha ChbOTBETHUTE IPAaBHU HU3HCK-
BaHUs, KBaJ'II/I(bI/IKaI_[I/ISITa, Knacmbnunpaﬂe“ro, 60paBeH€TO C CKBHBa-
JICHTHOCTTA, H36opa Ha npoHeaypuTe 3a OLCHSABAHC Ha CHOTBETC-
TBUCTO W TAXHOTO CHa3BaHE,

OIpeJIeISTHETO Ha TPUIOKUMUTE OOIM M3UCKBAHUS 3a O€30MacCHOCT
U JICHCTBHE M PELICHHATA 32 TSIXHOTO M3IBJIHEHHE, KaTO Ce B3eMaT
npeasua npuwioxkumute OC u, B ciydaii ue ObaaT n30paHu TaKkuBa,
XapMOHM3UPAHUTE CTAHAAPTU WJIM APYTH MOAXOJSIIM PEIICHUs,

YrpaBJICHHE Ha pHUCKa CbIVIACHO pa3zicit 3 ot TIPpUIIOKCHUC I,

KIMHUYHATA OIeHKa mo wieH 61 u mpuinoxkenue XIV, Brimro-
YHUTEJHO KIMHUYHOTO MPOCIHEsIBaHe Clie]| yCKaHe Ha masapa,
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2.3.

— pemieHWsTa 32 W3IBJIHEHHE Ha NPWIOKUMHUTE CICIUPHIHI
W3NCKBAaHUS 110 OTHOIICHHE HA NPOCKTUPAHETO M H3pabOTBAHETO,
BKJIFOUUTEIIHO IOAXOAAIIATA NPEIKIMHIYHA OICHKA, IT0-KOHKPETHO
n3McKBaHuATa 1o rasa Il or npunoxenue I,

— PpEIIeHUATa 3a M3IBJIHEHHE Ha NPWIOKHUMHUTE CIEUU(pUUHH
U3UCKBaHMS MO OTHOLIGHME Ha MH(opMauusara, KOATO ce
NPEeIOCTaBs C M3JECINETO, INO-CIEHHATHO M3MCKBAaHMATA II0 TJIaBa
II ot npunoxenue I,

— pa3pabOTeHUTe M AKTyaJIU3UPaHHU INPOLEIYPU 33 HIACHTU(HKALUS
Ha M3IENUETO 4Ype3 4YepTexHu, crnenudukamum Wi JIpyru
MOAXOASAIIA TOKYMEHTH Ha BCEKH HPOW3BOJICTBEH €Tarl,

— YIpaBJICHUETO Ha MPOMCHUTE B IIPOCKTa HWJIM B CHCTEMATa 3a
YHpaBJICHUE Ha Ka4€CTBOTO; KAKTO H

I‘) IIpoBepKkaTa MW TEXHUKUTC 3a OCUTYpsBAaHC Ha KadeCTBOTO Ha
TIPOU3BOJACTBCHUS €Tall, U IO-KOHKPETHO IIPOLECUTE U IIPOLECAypUTE,
KOHUTO Tpﬂ6Ba Ja C€ U3II0JI3BAaT, IO-CIICHUATTHO BbBB BPb3Ka CbC CTCPU-
JiM3anysATa, 1 CbOTBETHUTC JNOKYMCHTH, U

1) TIOAXOMSIINTE HW3MUTBAaHMS M TECTOBE, KOMTO TpsiOBa J1a Obaar
NPOBEJCHH MPEIH, MO BpeMe Ha W CJeJ MPOU3BOACTBOTO, YECTOTATA
Ha TPOBEXJAHE W M3IUTBATEIHOTO oOOpyxaBaHe; TpsibBa Ja ¢
BBH3MOXKHO MOJAXO/SIIIO MPOCIIEAsBAHEe HA KATHMOPUPAHETO Ha H3IUTBA-
TEJHOTO 00OpY/IBaHE.

OcBeH TOBa MNPOW3BOJHUTENSAT MPEIOCTaBS HAa HOTH(DUIMPAaHHUS OpraH
JIOCTBII 10 TEXHUUYECKaTa JoKyMeHTanus nmo npunoxkenus 11 u 111

Opmur

Hotuduimpanuar opraH OAUTHpa CHCTEMaTa 3a yIOpaBlIeHHE Ha
KauecTBOTO, 3a Jia ONpENeNH Jald TS OTroBaps HAa M3HCKBAHUATA IO
paszen 2.2. KoraTo nmpou3BOJUTENAT M3IMOI3BA XapMOHM3UpPAH CTaHIapT
um OC, CBBP3aHM CHC CHUCTEMaTa 3a yNpPaBJICHHE HAa KAaueCTBOTO, HOTH-
(bUIMpPaHUAT OpraH OlEHsABAa CHOTBETCTBHETO C Te3M cTanaapt wam ¢ OC.
Hotudunupanust opran mnpuemMa, ue CHUCTEeMa 3a YIpaBIeHHE Ha
KayeCTBOTO, OTroBapsuia Ha CBHOTBETHUTEC XapMOHU3HUPAaHU CTaHAAPTH
umi OC, oTroBaps Ha W3MCKBAaHHATa B 00XBaTa Ha CTaHAApPTHTE MU
OC, ocBeH KOrato HaIJeHO € 000CHOBAaJ MPOTHBHOTO.

OnuTHaTa rpyna Ha HOTU(UIMpAHUS OpraH BKIIOYBA HAM-MaJIKO €IUH
YIeH C MPEAXOJEH ONUT B OLEHKUTE Ha ChOTBETHATA TEXHOJIOTUSI B CHOT-
BercTBHE ¢ paznenu 4.3—4.5 ot npunoxenne VII. Korato To3u omut He e
HETIOCPEJICTBEHO OYEBHJCH WM IPUIOXKHM, HOTU(GUIMPAHUAT OpraH
NpeocTaBs JOKyMEHTHpaHa 00OCHOBKA 3a ChCTaBa Ha Tasu rpyma. [Ipore-
Jlypata 1o OLeHSBaHE BKIIOYBA OJUT HA OOCKTHUTE HA MPOM3BOJMUTENS H
aKo € HeoOXOIMMO, Ha OOEKTHUTE Ha JOCTABUMLIUTE W/WIM MOAU3IIBIHHU-
TEJIUTEe Ha MPOM3BOJMTEINS, 33 NPOBEPKA HA MPOU3BOACTBEHUTE M JAPYTHTE
CBHOTBETHHU TIPOLIECH.

» C1 Ocsen TOBa, 1py u3jenuata ot kiac Ila u knac IIb onensBaneTo Ha
cHCTeMaTa 3a yIpaBJeHHEe Ha KAaueCTBOTO CE MPHUJPYyKaBa OT OICHSBAHE
Ha TeXHHYECKarTa JOKYMEHTAIMs 3a M3[elHsITa, MOoJ0paHi Bb3 OCHOBA Ha
HpeICTaBUTEeNIHA M3BaJKa, chriacHo paszxen 4. Ilpu uzdopa Ha <« mpen-
CTaBUTEIHU O0pa3iy HOTU(GUIMPAHUST OpraH B3eMa MPEIABHI ITyOIHKY-
BaHWTe Hacoku, u3rorBeHn ot KI'MU cwrimacHo wren 105, um mo-
CHEHHATHO HOBOCTTA HA TEXHOJIOTHATA, CXOJCTBATA B MPOCKTHUTE, TEXHO-
JIOTHSATA, METOINUTE 3a MPOU3BOACTBO M CTCPHIM3AIIHS, PEIHA3HAUYCHUETO
U Pe3yNTaTUTE OT BCHUYKH CHOTBETHH TPEIXOJHU OILCHIBAHMUS, HAIPUMEp
[0 OTHOIICHHWE Ha (U3UYHM, XUMHYHH, OWOJOTHYHHM WM KINHHYHA
CBOWCTBA, KOWUTO ca OWIM MPOBEJACHH B CHOTBETCTBHE C HACTOSIIHS
pernamenT. ChOTBETHHSAT HOTH(UIIMPAH OpraH JOKYMEHTHpa 0O0CHOBKATa
CH 3a B3eTHTE 00pa3mu.
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2.4.

3.2.

3.3.

AKxo cucTemara 3a ynpapJeHHE Ha KaueCTBOTO OTroBapsi Ha ChOTBETHHTE
pasnopesOu Ha HACTOSIIMS PErJaMeHT, HOTU(GUIMPAHUAT OpraH M37aBa
ceprudukar 3a EC cucrema 3a ynpasneHue Ha kauecTtBoTo. Hormdumu-
paHHAT OpraH yBEJOMsBa IIPOM3BOAUTEINS 3a PEHICHHETO CH Ja U3/ale
ceprudukara. PemeHmero chbabpKa 3aKIIOYCHHATa OT OIWTA U
MOTHUBHPAH JIOKJIaJ.

CBOTBETHHMAT ~ NPOM3BOIUTENT  HMH(OPMHpPAa  HOTU(HIMPAHUS  OpraH,
000pWJI cucTeMara 3a yIpaBlieHHEe Ha KayeCTBOTO, 3a BCEKM IUIaH 3a
CBIIECTBEHH IIPOMEHH B CHCTEMara 3a yNpaBlIeHHE Ha KaueCTBOTO WM B
ramara oT oOxBaHaTu u3aenus. HotuduuupaHusT opraH OLEHSBA Hpe.-
JIOKCHUTE MPOMEHH, OIpPEeNsi HEeOOXOJUMOCTTa OT AONBIHUTEIHN OJUTH
U TpoBepsBa JANHM CIEJl TE3M NPOMEHH CHUCTeMara 3a yIpaBieHHe Ha
KauecTBOTO MPOJBIDKABA [id OTroBapsi Ha M3MCKBaHUATA MO paszgen 2.2.
Toii yBenoMsiBa MPOM3BOAUTENIS 3a PELICHUETO CH, KAaTO IMOCOYBA 3aKIIIO-
YEHMSATA OT OLECHSIBAHETO M aKO € MPHUIIOKUMO, 3aKITIOUEHHUSITA OT JOIbII-
nurenaHure oxutH. OJoOpeHHeTo Ha BCSKA ChIIECTBEHA INPOMSHA B
CHCTEMaTa 3a yNpaBJICHHE Ha KauecTBOTO WJIM B ramara OT OOXBaHaTH
U3/IeNusl ce M3BBPIIBA 1M0J (opMaTra Ha JOMBIHCHHE KBbM cepTH(HUKara
3a EC cucremara 3a ynpaBieHHe Ha KadeCTBOTO.

OreHsiBaHe Ha Haja30pa

LlenTa Ha HaJa3opa € Ha C€ TrapaHTupa, 4€ IPOU3BOAUTEIIAT HAMICKHO
U3IBJIHABA 3aQbJDKCHUATA, ITPOU3TUYAIA OT oz[oGpeHaTa CUCTEMaA 3a
YIIpaBJICHUE HA Ka4€CTBOTO.

[MpousBomurenstT naBa Ha HOTHUGHUIMPAHWS OpraH paspeuieHue Ja
MPOBEXK/Ia BCHYKH HEOOXOIMMH OAUTH, BKIIOYHMTEIHO OJUTH Ha MICTO,
U My TPEAOCTaBsl IslaTa ChOTBETHA MH(OPMALHs, U MO-KOHKPETHO:

— JOKYMCHTalMuATa OTHOCHO CHCTEMAaTa 3a YHNpPaBJICHUEC Ha Kadye€CTBOTO,

— JIOKYMEHTalUATa 33 BCHUYKM KOHCTATAallMU M 3aKIIOYEHMS OT IpHIia-
raHeTo Ha IUIaHa 3a HaA30p cjlejl NyCKaHe Ha Ia3apa, BKIIOYUTETHO
mnana 3a KIIIIII, mo oTHomieHWe Ha HpeICTABUTENHM OOpaslu OT
W3JeIMs, U OT IPHUIAraHeTo Ha pas3nopeaduTe 3a NpocieisBaHe Ha
Oe3omacHoCTTa 10 4jieHoBe 87—92,

— JJAHHUTE OT YacTTa Ha CHCTEMaTa 3a YIpaBJICHHE HA KayeCTBOTO BbB
Bpb3Ka C IPOECKTHUPAHETO, KATO PE3YJTATH OT aHAIM3U, W3UUCIICHHUS,
U3IUTBAHUS M BB3IPUETH PELICHUS] OTHOCHO YIPABJICHUETO HA PHUCKA
o paszen 4 or npunoxenue I,

— JIaHHUTC OT 4YacCTTa Ha CUCTEMaTa 3a YyIpaBJICHUE HAa Kady€CTBOTO BbHB
Bpb3Ka € IPOU3BOACTBOTO, KaTO AOKJIaAXW OT KOHTPOJI IO Ka4YE€CTBOTO U
JaHHHW OT HU3NMUTBAHWA, HJAaHHHU OT KaJ'II/IGpI/IpaHC7 KakTO MW 3alucCu 3a
KBaJII/I(i)I/IKaI_II/IHTa Ha CHOTBETHUS IIE€PCOHAIL.

[Nepuoanuno W Hal-MauKo Ha BCeku 12 Mecena HOTH(HIMPAHUTE OPTraHU
W3BBPIIBAT TOAXOMSIIM OJUTH M OLCHSBaHEe, 3a Ja Ce yBEpsT, 4e ChOT-
BETHHAT HPOM3BOJMTEN IpHiIara oJoOpeHaTa CHCTeMa 3a YIpaBJIeHHE Ha
KauecTBOTO M IUIaHA 3a HAA30p Clie] MyCKaHe Ha masapa. Te3w oauTu u
OLICHSIBAHE BKJIIOYBAT OJUTH B OOEKTHUTE HA IPOM3BOJMTENS H, aKO €
MPUIOKUMO, B OOCKTHUTE Ha JOCTABUYULIUTE W/WIN MOAU3IIBIHUTEIUTE Ha
npousBoautens. [Ipy Te3n oUTH Ha MSICTO HOTU(GUIMPAHUST OPraH, ako €
HEoOXO0ANMO, TPOBEXK/IAd MM M3MCKBA MPOBEKIAHETO HA M3MUTBAHHSA, 32
Jla TIPOBEpHU 1AM CHCTeMaTa 3a YIPaBJIeHHe Ha KaueCTBOTO (hYHKIIMOHHPA
npaBuiHo. ToM mpenoctaBs Ha TNPOM3BOAUTEINS JOKJIAA OT HAJ30PHHS
OJIUT, @ aKO € TPOBEXKAAHO M3MHUTBAHE — JOKJIA] OT U3IUTBAHETO.
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3.4.

3.5.

3.6.

3.7.

Haii-manko BeqHBXK Ha TET TOIUHU HOTI/I(bI/II_U/IpaHI/UIT OpraH MU3BBPIIBA Ha
CJIy4Ja€H IPUHIUII BHE3AIIHUW OAUTHU Ha MsICTO HA ITPOU3BOIAUTEIIS U, aKO €
I_ICJ'ICC'LO6p3.3HO, Ha JOCTaBUHUIIUTC /Wi TIOAU3IIBJIHUTCIIUTE Ha IIPOU3BO-
JAUTEIA, KOUTO MOrar Ja C€ ChbUCTadAT C MNECPHOANYHOTO OLCHABAHEC Ha
Haa3opa mo paszaein 3.3 wim Jla C€ U3BLPHIBAT B AJOMNBJIHCHUE KBM HETO.
HOTI/I(l)I/II_II/IpaHI/ISIT OpraH U3rOoTBs IUIaH 3a TE3W BHE3AIIHW OAUTHU HA MCTO,
HO HE IO C'I)O6HlaBa Ha TIPOU3BOAUTEIIA.

Upn TE3W BHE3aIlHU OJMTH Ha MSICTO HOTPI(I)I/ILU/IpaHl/IHT OpraH H3BbPIIBA
M3MUTBAaHE Ha MOAXOMAIIM 00pa3iy OT NPOW3BEICHUTE W3JCIHS WIN
MOAXOJSIIA M3BaJKa OT MPOU3BOACTBEHHUS NPOLEC, 33 Ja € HOTBBPIH,
4e MPOM3BEKIAHOTO H3JCIHNE OTroBapsl Ha TEXHUYECKaTa JOKYyMEHTAIWs,
C W3KJIIOYEHHME Ha M3JIeIHATa, MOCOYCHM B WieH 52, maparpad 8, BTOpa
anubest. [lpend BHe3aleH OAWUT Ha MACTO HOTH()ULUPAHHAT OpraH
YTOYHsIBa CHOTBETHUTE KPUTCPHUHU 3a B3eMaHE Ha 0Opas3Ly M IMpoleaypara
32 M3IHUTBAHE.

BMmecTo mocoueHOTO BBB BTOpa alMHes B3eMaHe Ha O0pasly WM B
JIOITBJIHEHHE KbM HEro HOTU(GUIMPAHUAT OpraH B3ema o0paslu OT
W3/IeNUATa Ha Masapa, 3a Ja IPOBEPU JAIM IPOU3BEKIAHOTO H3/ICIHE
OTroBapsi Ha TEXHUYECKaTa JOKYMEHTAIMs, ¢ M3KIIOUCHUE Ha HM3JIeNusITa,
mocoyeHu B uieH 52, maparpad 8, BTopa ammues. llpenu B3emaneTo Ha
o0pa3uy CHOTBETHUST HOTH(HULIMPAH OpPraH YTOYHSBA CBHOTBETHHUTE
KPUTEpUH 3a B3eMaHe Ha 00pasly W HpOoIeaypaTa 3a H3IUTBAHE.

HOTH(bI/II_II/IpaHI/ISIT opran npeaocraBsi Ha CbOTBETHHS I[IPOU3BOAUTEIL
JOKJIaax OT OJuTa Ha MsICTO, KOWTO BKJIIOYUBa, aKO € IPHIOKUMO,
pesyiirtata OT U3NUTBAHETO Ha 06paseua.

»C1 3a wmapemmsa ot kmac Ila m xmac IIb omensiBaHeTo Ha Haja30pa
BKJIIOYBA M OLCHSABAaHE HA TEXHMYECKATa JOKYMEHTAlHs, CBIJIACHO
paszzen 4, 3a cbOTBeTHOTO(WMTE) M3/eNue(s) Bb3 OCHOBA Ha JOIBIHUTEIHI
[peCTaBUTEIHN 00pa3iy, n30paHu B ChOTBETCTBHE C OOOCHOBKATA, KOSTO
HOTHGUIMPAHUAT OpraH JOKYMEHTHpa ChIJIACHO paszmen 2.3, TpeTa
anuHes. 4

3a m3aenus ot kiac Il onensiBaneTo Ha Ha/J30pa BKIIIOYBA U U3IMUTBAHEC Ha
0,[[06p€HI/ITC YacTH W/WIN MaTepualii, KOUTO €a OT OCHOBHO 3HAa4YCHHUC 3a
LeJIoCTTa HAa U3ACIHMCTO, BKIIOYUTCIIHO, AKO € Heﬂec’BOGpaSHO, IIpOBEpKa
JaJIi KOJIMYECTBOTO NPOU3BEACHU WU NIPOJAA/ICHU YacTU W/ mMarepuain
CBHOTBETCTBAT Ha KOJUYCCTBOTO I'OTOBH H3ICIIHUA.

Hotudwuimpanusar opraH rapaHTHpa, 4Ye CBCTaBBT Ha TIpymara 3a
OLICHSBAHE € TaKbB, Y€ Ca OCHIYPECHH HYXHHSAT ONHMT B 00JacTra Ha
OLICHSBAHETO HA M3ICIMATA, CHCTEMHUTC M MPOLECHTE, HEMPeKbCHATATA
O00EKTHBHOCT ¥  OE3NPHCTPAaCTHOCT; TOBa BKIOYBA pOTalMs Ha
MOJXOMAIIM HHTEPBAJIM Ha WICHOBETE Ha rpymara 3a ouensBaHe. Kato
00110 MPaBHIO BOACLIMST OJUTOP MOXKE 12 H3IBIHSABA BOJACIIA OIS U
@ W3BBPIIBA OMUT 10 OTHOIICHHE HA COWH M CBI MPOM3BOIUTEN HE
[OBEYE OT TPU IIOCICAOBATEIHH TOANHH.

AKO HOTU(GUIUPAHUAT OpPraH yCTAHOBH Pa3IMKa MEXKIY B3eTHS 0Opasel
OT IPOU3BEAEHUTE W3NS WIK OT Iazapa M crelu(UKAUUTe B TEXHU-
yecKkara JOKyMEHTAIMs WM OJOOpeHus MPOEeKT, TOH OTHEMa WM CIHpa
JefiCTBHETO Ha CHOTBETHHS CEpPTH(UKAT, HIIM BHACS OTPAHHYCHHUSA B HETO.

I'/TABA 11
OLEHSIBAHE HA TEXHUYECKATA JOKYMEHTAIUA

OnensiBane Ha TeXHHYECKaTa JOKyMEHTalus Ha m3fenusta ot kiuac I u
Ha m3zmenusita OoT kimac IIb, mocouena B umen 52, maparpad 4, BTOpa
aNuHest
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4.1.

4.2.

4.4.

4.5.

4.6.

4.7.

4.8.

B nonbinenue kbM 3aAbJDKCHUATA, TIPECABUACHU B pPa3acil 2, IpOn3BO-
JUTEIAT IMoJgaBa 10 HOTI/I(l)I/II_II/IpaHI/ISI OpraH 3asBJICHHC 3a OLICHSIBAHC Ha
TEeXHHUYCCKATa JOKYMCHTaAllUsl BbB BPpb3Ka € U3JACJIIMCTO, KOCTO IUUIaHUpa Aa
IIyCHE Ha TIa3dapa WJIM Oa IIYCHC B JICCTBME M KOETO € BKJIIOYEHO B
CUCTEMaTa 3a YIpPaBJICHUEC Ha Ka4€CTBOTO, IMOCOYECHA B pa3acil 2.

B 3asgBieHnero ce onucBar NMpOEKTHT, MPOU3BOJICTBOTO U JCHCTBUETO HA
CBOTBETHOTO m3zenue. To BKIIOYBA TEXHMYECKaTa JIOKyMEHTaIWs,
nocodeHa B npunoxenus II u III.

HoTudunupanusar opraH oOleHsBa TEXHHYECKAaTa JOKYMEHTAIMS, KaTo
M3M0M3Ba YCIYTMTE HAa MEPCOHAN C JOKa3aHW 3HAaHWA M ONHUT IO
OTHOIIIEHHE Ha CHOTBETHATAa TEXHOJOTUS U HEWHOTO KIMHUYHO MPUIIO-
xeHue. Hotupuimpanust opran MoXe 1a H3MCKa 3asBICHHETO Ja ce
JIONBJIHUA  4pe3 MPOBEKJAHETO Ha JONBJIHUTEIHM H3MUTBAHUSA WIH Ja
W3UCKAa MPEACTaBIHETO Ha JONBJIHUTEIHH JIOKA3aTeICTBa, JlaBalln
BB3MOKHOCT 3@ OLCHABAaHE HA CHOTBETCTBHETO C MPUIOKHMHUTE
M3MCKBAaHMs [0 HAcTosAmMUs periameHT. Hortuduuupanust opras
U3BBPIIBA MOAXOAAIM (U3HUUECKH WM JIADOPATOPHM HW3MHUTBAHMS Ha
M3/ICTMETO MM M3MCKBA MPOU3BOAMUTENAT Ja TH IPOBEJE.

HoTtuduiupanusat oprad mpaBd Nperjiea Ha KIMHUYHUTE JO0Ka3aTeNICTBa,
MIPEACTaBEHN OT NMPOM3BOAUTENS B JOKJIAa 3a KIMHUYHA OLCHKA, U U3BBP-
IIeHaTa BBB BPB3Ka C TSIX KIMHWYHA OICHKA. 3a LENUTE Ha TO3U TpEeriien
HOTHGUIMPAHUAT OpraH HaeMa Ha TNPOBEPSBALIM M3ICIUETO JUIa ¢
JIOCTaThYCH KIMHUYEH eKCIIEPTeH OIHUT, KaTo TpH HEOOXOAMMOCT
M3M0/I3Ba M BBHIIHK EKCIEPTH C MPsSK U aKTyaleH OIUT, CBBP3aH ChC
CBOTBETHOTO M3JEIHE MM C KIMHUYHHUTE YCJIOBHSA, MPH KOUTO TO Ce
H3MOI3BA.

Koraro KIMHWUYHHTE JOKA3aTeJCTBAa C€ OCHOBABAT YAaCTUYHO WM H3IIIO
Ha JaHHM 32 W3ENHs, 3a KOUTO C€ TBBPAM, Y€ Ca CKBHBAICHTHH Ha
OLICHSIBAHOTO M3JEiHe, HOTH(UIMPAHUAT OpPraH OLEHsABA IeliechoOpas-
HOCTTa HAa W3MOJI3BAHETO HA TE3M [aHHHW, KAaToO CE B3eMaT IIPE/BUI
(hakTOpM KaTO HOBHM TOKa3aHWsI W WHOBamMU. Hortuduimpanusar oprax
JIOKYMEHTHpA SICHO CBOHMTE 3aKJIIOYCHUSI OTHOCHO TBBP/CHHUETO 32 CKBHBA-
JICHTHOCT ¥ OTHOCHO II€J1eChO0pa3HOCTTa M aJICKBAaTHOCTTA HAa JaHHUTE 3a
JI0Ka3BaHE Ha CHOTBETCTBHETO. 3a BCSKA XapaKTEPUCTHKA Ha M3JICIHETO,
3a KOSITO IPOW3BOJMTENAT TBBPAU, Y€ € WHOBATHBHA, MM 3a HOBH IIOKa-
3aHMS, HOTHQOULMPAHUAT OPraH OIEHsBA 10 KakBa CTENEH CbOTBETHHTE
TBBPACHUS Ca TOJKPENECHH OT KOHKPETHH TNPEIKINHUYHU W KIMHUYHH
JIaHHU ¥ aHAJIN3 Ha pHCKa.

Hortudunupanust opran nposepsiBa aJleKBaTHOCTTa Ha KJIMHHUYHUTE JOKa-
3aTelicTBA M Ha KJIMHUYHATa OLEHKAa U IPOBEpsBa 3aKJIIOYCHUATA HaA
MIPOM3BOJUTEINS 32 CHOTBETCTBUE C NPHIOKHMHTE OOLIM HM3UCKBAHUS 3a
Oe3omacHocT ® jeifctBue. Tasw mpoBepka BKIIOYBA pasriIekKAaHEe Ha
TOBa JIOKOJIKO Ca MOAXOASIIM OINPEIEJICHOTO CHOTHOLICHUE MEXKIy
pHCKa ¥ TOJ3HTE, YNPABICHUETO HA PUCKA, MHCTPYKIHMUTE 3a yHnoTpeOa,
00y4eHHETO Ha MOTPEeOHTENs U IUIaHa HA IPOU3BOIMTENS 3a HAA30p CIICH
IIyCKaHE Ha Ia3apa, KakTO W KOraTto € IPHIOKHMO — IIperjie] Ha HeoO-
XoauMmocTra oT npeanoxenus miad 3a KIIIIIT u nokosnko e moaxomsin
TO3W TUTaH.

Bb3 ocHOBa Ha OlEHSBaHE HAa KIMHUYHHUTE [OKAa3aTEICTBA HOTH(HLM-
paHMAT OpraH pasriiekJa KIMHUYHATA OLCHKAa M ONpPEIENSTHETO Ha ChOT-
HOIIICHUETO MEXKJy PUCKA U MOJ3HUTE U MpElEHsBa Jalu ¢ HeoOX0AuMO Jia
ce OompesieNiiT KOHKPETHUTE OCHOBHM €Talld, 3a Ja MMa BB3MOXHOCT Ja
HalpaByd MPETJICA Ha aKTyalu3aluusaTa Ha KIMHUYHHUTE JO0KasaTejiCTBa B
pe3yaTar oT JaHHMTE OT HaA30pa cief MyckaHeTo Ha masapa u ot KIIIIII.

HoTuduimpanust oprai JOKyMEHTHpA SICHO PE3YJITAaTUTE OT OLECHSIBAHETO
B JIOKJIaJa OT OICHSABAHETO HAa KJIMHMUYHATA OICHKA.
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4.9.

4.10.

HOTPIC])I/II_II/IpaHI/ISIT OopraH npeacTaBsa Ha NPOU3BOAUTEIIA NOKIAA OT OLCHS-
BAHCTO Ha TEXHHWYECKaTa NJOKYMCEHTAlMs, BKIOYUTCIHO JAOKIaJ OT OLCHs-
BAaHCTO Ha KJIIMHUYHATa OLICHKA. Ako U3ACIUETO OTroBapst Ha CbOTBETHUTC
pa3n0p61161/1 Ha HaACTOAIIUA PETJIaMCHT, HOTI/I(bI/IHI/IpaHI/I}IT Opran usgaBa
CSpTI/I(bI/IKaT 3a EC 3a OIICHABAHE Ha TEXHUYECKATa JOKYMCHTAIIHA. CepTI/I—
(bI/IKaT’LT ChAbpiKa 3aKIIIOYCHUSITA OT OLCHABAHCTO HAa TEXHUYCCKATa JOKY-
MCHTaIus, yCJIOBUATA 3a BAJIMAHOCTTA HA CepTI/Iq)I/IKaTa, JAHHHUTC 3a UOCH-
TI/ICbI/IHI/IpaHeTO Ha OIIO6]:)CHI/I$I IPOCKT U aKO € HCO6XO[[I/IMO — OIMCAaHUC
Ha NpEAHA3HAYCHUETO HA U3ACIIHUETO.

3a MpoMeHH B 0700PEHOTO H3ZEIHe € HEOOXOIUMO 0/00peHHEe OT HOTH-
(unmpanus oprad, kodWTo e usgan ceprudukara 3a EC ouensBane Ha
TeXHHYCCKaTa JOKYMCHTALMS, KOTaTO TE3M IPOMEHHM MOXE 1a MOBJIHSAT
Ha 0e301acHOCTTa M JEHCTBUETO HAa M3/ENUETO WM Ha yCJIOBHUATA, Hpe]-
nucaHu 3a Heropara ynorpeba. KoraTo npousBOAMTENST IUIaHMpa Ja
BbBEJC HIKOS OT IOCOYCHHTE IO-rOpe MPOMEHH, Toil MH(opmupa 3a
ToBa HOTU(UUMpaHUs opraH, u3pan cepruduxara 3a EC onensBane Ha
TeXHHYECKaTa JOKyMeHTanus. HoTuduuupaHust opraH OLEHsBa IUIAHU-
paHMTe MPOMEHM M pellaBa Jajdd T¢ M3UCKBAT HOBO OLCHSABAHE HA CHOT-
BETCTBUETO B CHOTBETCTBHE C WICH 52 WIM MoOrar jga ObJaT HalpaBeHU
4pe3 JOMbJIHEHHEe KbM ceprHdukara 3a EC oleHsBaHe Ha TCXHHYECKaTa
JOKyMEHTanusa. B mocienus ciydail HOTUQUIMPAHUAT OpraH OLCHSBA
IPOMEHHTE, YBEIOMsBA IPOU3BOAUTENS. 3a CBOETO pEIIEHHE U aKo
IPOMCHHUTE Ca OJOOpCHU, HM3JaBa JOIBIHCHHE KbM cepTudukara 3a EC
OlICHABAHE HAa TEXHMYECKATA JNOKYMEHTAIIHS.

CnenuanHy JONbIHUTEHN TPOLELypU
IMponenypa 3a ouensiBane Ha omnpeneneHu uzgenus ot kiac 111 u knac I1b

a) 3a uMmIuraHtupyemure ufenus ot kiuac Il m akTMBHHMTE M3mENMA OT
kiac IIb, npenHasHaueHH 3a TPHIOKEHHE W/WIKM OTHACISHE Ha
JIEKApCTBEH MPOAYKT, KaKTO € MOCOoYeHo B pazzaen 6.4 (mpasmio 12)
ot npuinoxenne VIII, HoTuduIpaHusT opraH, ciel Karo ¢ mpoBepHiI
KauecTBOTO Ha KIMHWYHHTE JaHHH B MOJAKpENa Ha MJOKIaza 3a
KIMHAYHATA OIIEHKA Ha Mpou3BoauTens 1o wied 61, maparpad 12,
M3rOTBS JIOKJIAJ OT OLCHSBAHETO HAa KIMHMYHATA OLICHKA, B KOWMTO
u3jlara CBOUTE 3aKIIOYEHHs MO OTHOLICHHWE Ha KIMHUYHHMTE JOKa3a-
TENCTBA, IPEAOCTABEHH OT IMPOU3BOAUTEINS, IO-CHELHAIHO I10
OTHOLICHHE Ha OIPENEISTHETO HAa CBHOTHOIICHHETO MEXAY pHCKa H
MOJI3UTE, CBIVIACYBAHOCTTA HA TE3M JOKA3aTEJICTBA C IpeIHAa3Hade-
HHMETO, BKIIFOYMTEIIHO MEAUIMHCKUTE IMoKa3aHus, W murana 3a KIIIIIT
mo wied 10, maparpad 3 u wact b ot nmpunoxenne XIV.

Horudunupanust opran npenaBa Ha Komucusta cBOS JOKJIAA OT
OLICHSBAHETO HA KJIMHWUYHATA OLICHKA, 3a€JHO C JIOKyMEHTaIusATa 3a
KJIMHUYHATA OICHKA Ha HPOW3BOJMTEINS, IIOCOYeHa B pasmen 6.1,
OykBHU B) 1 T) OT npuioxenue II.

Komucusara He3zabaBHO mpegaBa Te3d JOKYMEHTH Ha ChOTBETHATa
eKCIlepTHa Tpymna, nocoyena B wieH 106.

6) Ot HoTHdUIMpaHHsS OpraH MoOXe Ja ObJe HM3UCKAHO Ja HPE/ICTaBH
CBOUTE 3aKJIIOYCHHUsS 10 OyKBa a) Ha CHOTBETHATa EKCIEpPTHA rpyra.

B) Ilox Hamsopa Ha Kommcusra excrmepTHata Tpyma B3eMa pEHICHHE Bb3
OCHOBA HAa BCHYKM KPHUTEPUH TIO-TOIY:

1) WHOBAaTHMBHUS XapakTep Ha W3JEIMeTO WIM Ha [puilaraHara
CbOTBETHA KIMHMYHA MpPOLEAypa, KaKTO M BB3MOXKHOTO My
CBIIECTBEHO KJIMHUYHO BB3/ACHCTBUE WM OTPAKEHUE BBHPXY
31paBETo;

il) 3HAYMTENIHO HEONAronmpHsATHA MPOMSHA B CHOTHOIICHUETO MEXILY
pHICKa W TION3UTE HAa KOHKPETHA KAaTETOpHsl WM Tpyna H3AeNus
NOpaayd HAayYyHO BAJIWIHM 3/paBHH OIACEHHs IO OTHOIICHHE Ha
KOMITIOHEHTH WJIM H3XOJAEH Marepuad HWIN MO OTHOLICHHE Ha
BB3/ICIICTBHETO BBPXY 3[pPaBETO B CIy4ail Ha TOBpela Ha H3Je-
JIHETO;
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r)

)

X

3)

a2

111) 3HAQYUTCIIHO YBCJIMWYCH IHPOLCHT Ha CEPHUO3HM HMHUIHUACHTH,
JOKJIaaABaHU CBhITIACHO YIICH 87 1o OTHOIIEHWE Ha KOHKpETHa
KaTeropust Wiu rpyna usaeiivs,

JlJI 1a TPEJICTaBU HAy4HO CTAQHOBHIIE OTHOCHO JIOKJIaaa OT OLCHS-
BAHETO Ha KJIMHMYHATA OLICHKA Ha HOTH(UIMPAHUsS OpraH Bb3 OCHOBA
Ha KJIMHUYHHUTE JOKa3aTeJICTBA, MPEJICTAaBCHN OT MPOU3BOJUTEIS, IMO-
CIELHAJIHO BBB BPB3Ka C ONPEJCISIHETO Ha CHOTHOIICHHETO MEKIY
pHCKa U TOJ3HTE, CHIVIACYBAHOCTTA HA TE3HM JIOKA3ATEICTBA C MEJH-
nuHckHuTe nokazanus u mrana 3a KIIIII. Toa mayuno craHoBuie ce
npeacTaBs B cpok oT 60 JHM, CYUMTAHO OT JCHS Ha IIOJy4aBaHE Ha
nokymeHTuTe oT Kommcusra, xakto ¢ mocoueHo B OykBa a). OcHo-
BaHUTA 32 PEIICHHETO [a Ce IpPEICTaBM HAyYHO CTAHOBHILE BbH3
OCHOBAa Ha KpPUTEPUHUTE B MOATOYKM 1), i) M 1il) ce BKIIOYBAT B
Hay4HOTO craHoBHIle. Korato mpenocraBeHaTa mH(pOpMAIMs € HEI0C-
TaThyHa, 32 Ja JOCTUTHE eKCIepTHATa Irpyma J0 3aKII0YeHHe, ToBa ce
[0COYBa B HAYYHOTO CTAHOBHIIIC.

ExcnieprHaTa rpyna Moske Ja pelid, noj Haazopa Ha KomucusTa u Bb3
OCHOBAa Ha KpHUTEpHUTE, NOCOYEHH B OykBa B), 1a HE IpPEACTaBs
HAay4YyHO CTaHOBHUINE, KAaTO B TakbB ciydyail uH(OpMHpa HOTU(HU-
LUPaHUST OpraH Bb3MOXKHO HAl-CKOPO U IPU BCHYKM CIydal B CPOK
or 21 num cnen nomydaBaHe oT Komucusita Ha JOKYMEHTHTE I10
OykBa a). B pamkuTe Ha TO3M CpPOK €KCIlepTHaTa rpyma TpsoOBa Ja
npegoctaBd Ha HoTuduuupanus opran u Kommucusita ocHoBaHUATA
32 PELIEHHeTO CH, CJeJ KOeTO HOTU(UIMPAHMSAT OpraH MoOXKe Ja
3al0uHe HpoleaypaTa 3a cepTU(ULUUpaHe HA TOBA U3JEIHE.

B cpok ot 21 nuu cien noiaydaBaHeTo Ha JokyMeHTHTe oT Komucusra
excrieptHarta rpyna yBenomsiBa Kowmwucusita upe3 Eudamed npamm
Bb3HAMEpsiBa Jla NPEJCTaBH HAyYHO CTAHOBHUILE CBIVIACHO OyKBa B)
WIM J1a He MpeJCTaBs HayYHO CTAHOBMILE CBIVIACHO OyKBa T).

Korato He e maseHo craHoBwiie B cpok oT 60 aHH, HOTHOUIMPAHHST
OpraH MO)e [a 3allouHe MpOoIeaypaTa 3a CepTU(HIMpPAHE HA CHOT-
BETHOTO H3JIEIHE.

Hotupuimpanusar opran Ha[UISKHO B3eMa NPEIBHI MHEHHSTA,
M3JIOKEHH B HAYYHOTO CTAHOBHINE HAa EKCIIEpTHara rpymna. AKO
eKCIIepTHATa TIpyIa YCTAHOBHM, Y€ HUBOTO HA KIMHUYHHUTE [OKa3a-
TENCTBA € HEJOCTAaThYHO WJIM 1O JAPYr HayMH JaBa II0BOJ 34
CePMO3HH ONACEHUs] OTHOCHO ONpPENENSIHETO Ha CHOTHOLICHHETO
MEX/y pHCKa M MOJI3UTE, ChIVIACYBAaHOCTTA HA TE3M JOKa3aTeliCTBA C
NpeHA3HAYCHUETO, BKIIOYUTENIHO MEIMIMHCKUTE IOKa3aHHsi, U C
miana 3a KIIIII, HoTMduImpaHUsIT OpraH, ako € HeoOXOoaAnuMo,
HpernopbyBa Ha MPOU3BOIUTENS Ja OrPAaHUYM IPETHA3HAYCHUETO Ha
U3JICTHETO 10 ONpENeNeHH IPYNU MAlUeHTH WIM MEJIHUIMHCKH IOKa-
3aHMs, WMWK J1a OTPaHMYM CPOKa Ha BaJIMAHOCT Ha cepTH(HKaTa, aa
mpeanpueMe KOHKpeTHH mpoyuBaHust B pamkute Ha KIIIII, na
aJlanTUpa WHCTPYKIMUTE 3a yrmoTrpeba WM pe3oMero 3a Oesomac-
HOCTTa W JEHCTBHMETO, WIIM JIa HAJOXKM JPYI'M OTPaHUYEHHS B CBOS
JIOKJIAJ 33 OLCHSIBAHE HA CHOTBETCTBHMETO, B 3aBHCHUMOCT OT CiIydyas.
Koraro He e cneapan npenopbkuTe Ha eKCHepTHaTa rpyna B JOKIaia
CH 3a OIEHSIBAaHE HAa CBHOTBETCTBHETO, HOTU(GUIMPAHUAT OpraH
npejocTaBs mbiHa obocHoBka W Kowmmcusita, 6e3 ga ce 3acsira 4ieH
109, ocurypsia myGmuuen poctein upe3 Eudamed 1o HayuHOTO
CTAHOBHILIC HA EKCIIEPTHATA Tpyna W JIO0 MHCMeHaTa 000CHOBKa, Mpej-
CTaBeHa OT HOTU(MIMPAHUS OPraH.

Cren KOHCyNTauus C AbPXKABUTE UWICHKH M KOMIIETCHTHHUTE HAyYHHU
excrieptd Komucusita ocurypsiBa Ha EKCIIEPTHHTE TPYIH HACOKH 3a
MIOCJIE/IOBATENIHO THIKYBAaHE Ha KPHUTEPHHTE, MOCOYEHH B OyKBa B),
mpean 26 mait 2020 r.
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5.2.

Hpouenypa Ipyu U34€JIKs, BKIIFOYBAIHU JICKAPCTBCHO BCIIECTBO

a)

0)

B)

r)

)

¢)

Koraro nameHo m3aenue BKJIIOYBA KaTo HEpaslelHA 4acT BEIICCTBO,
KOETO MPH CaMOCTOSTEHA yIoTpeda MOXKe [a ce CUeTe 3a JICKapCTBEH
MPOJAYKT O CMHUCHIA Ha wieH |, Touka 2 ot [dupekrusa 2001/83/EO,
BKJIFOYUTEIHO JICKAPCTBEH MPOAYKT, IMOJTYYCH OT YOBCHIKA KPBB WM
YOBeIIKA I1a3Ma, U ¢ ACHCTBHE, KOETO ¢ CIIOMAraTe/IHO [0 OTHOLICHHE
Ha JCICTBHETO HAa HM3/IENHMETO, Ka4eCTBOTO, OE30MaCHOCTTa M IOJI3aTa
Ha BCIICCTBOTO CE€ MPOBEPSABAT IO AQHAJIOTHMS C METOAUTE IO
npunoxenue | kem [upexrusa 2001/83/EO.

Tlpenn na m3manme ceprudukar 3a EC oueHsBaHe Ha TeXHHYECKaTa
JOKYMEHTAllMs W CIle[l Karto € MPOBEPHJ II0J13aTa OT BEIIECTBOTO
KaTo YacT OT M3JEIHETO C OTJIe] Ha HErOBOTO MpeiHa3HAuCHHE, HOTH-
¢burupaHuAT Oprai ce o6phINa 3a HAYYHO CTAHOBHINE KbM CIHH OT
KOMITCTCHTHUTE OPTaHH, OTMPEACICHN OT IbP)KABUTE WICHKH CBIIIACHO
Jupexrua 2001/83/EO, win kbMm EMA — Hapu4yaHu B HACTOSIIIHS
paszmen ,,KOHCYJITHPaH OpraH 3a JIEKapCTBEHHUTE MPOMYKTH, B 3aBH-
CHMOCT OT TOBa KO#f OT jABara € O KOHCYJITHpaH MO HACTOsIIaTa
OykBa, BbB BPB3Ka C KAQUeCTBOTO W OE30MACHOCTTa Ha BEIIECTBOTO, B
TOBa YHCJIO TMONI3aTa WM PUCKA OT BKJIFOYBAHETO Ha BEIICCTBOTO B
M30EMHeT0. AKO W3IENMeT0 BKIFOYBA MPOUW3BOJHO HA YOBEIIKATA
KPbB WIM IDIa3Ma MM BEIIECTBO, KOETO MPH CaMOCTOSTETHA
ymoTpeba MOXe Ja ce CYeTe 3a JCKApCTBEH MPOIYKT, IOMAall
M3IsI0 B oOxBara Ha mpwiokeHnero KbM Permament (EO)
Ne 726/2004, HOTH(DUIMPAHUAT OpraH ce OOpbINA 3a CTAHOBHUILE KBbM
EMA.

HpI/I U3roTBsAHE Ha CBOCTO CTAHOBHUIIC KOHCYJITUPAHUAT OpraH 3a
JICKapCTBCHUTC IIPOAYKTH B3€Ma IpEABUJ IMPOU3BOJACTBEHUS ITPOLIEC
M JIaHHUTE, CBBP3aHU C I10JI3aTa OT BKJIIOYBAHCTO Ha BELICCTBOTO B
H3JACJIIUETO, YCTAHOBCHU OT HOTPI(bI/II_[I/IpaHI/ISI oprat.

KoncynTtupanustT opraH 3a JIEKapCTBEHHTE MPOAYKTH MPEACTABs
CTAQHOBHUILETO CH Ha HOTH(UUMpaHus opraH B cpok oT 210 nuu cuexn
NOJIy4yaBaHe Ha LisulaTa HeoOXOJuMa JOKYMEHTALUs.

Hay4HOoTO CcTaHOBHIE Ha KOHCYITHpAHHS OpPraH 3a JIeKapCTBEHUTE
NPOAYKTH, KAaKTO M BCSKA CBEHTyaJlHAa aKTyajlnM3alus Ha TOBa
CTaHOBHWILEC, C€ BKIOYBAT B JOKYMCHTAIMATA HA HOTHOHIMpPAHHS
OpraH BB BPB3Ka C U3enueTo. [Ipy B3eMaHe Ha PEIICHUETO CH HOTHU-
¢bunupaHUAT OpraH OTYMTAa HAUIGKHO MHCHHATA, W3PAa3CHH B
HayYHOTO cTaHoBuule. HoTHWIMpaHWAT OpraH HE HW3qaBa CEPTHU-
(ukar, ako HAy4YHOTO CTAHOBHILE € HEOJArOMPHATHO, W ChOOIIaBa
OKOHYATEIHOTO CH pCIICHHEe HA KOHCYJTHPAHHUsS OpraH 3a JieKap-
CTBCHHTE MPOIYKTH.

Ilpenn na ce HampaBsT HNPOMEHM IO OTHOLICHHE Ha CHOMAarareiiHo
BELIECTBO, BKJIIOUEHO B H3JEIME, OCOOCHO II0 OTHOIIEHHE Ha
MPOU3BOJICTBEHHS MY MPOLEC, HPOU3BOIUTEIAT HHOOPMHUPA HOTU(U-
ypaHus opraH 3a npomeHure. CpomaT HOTH(UIMpaH opraH ca
oOpbIa 3a CTAHOBHUINE KbM KOHCYJITHPAHUS OpPraH 3a JEKapCTBEHHUTE
NPOJIYKTH, 3a Ja C€ IMOTBBPJY, Y€ KayeCTBOTO M 0OE30MacHOCTTa Ha
CIIOMAaraTeIHOTO BEIIECTBO OCTaBaT HENpoMeHeHH. KoHcymaTupaHuAT
OpraH 3a JICKapCTBEHHWTE IPOAYKTH B3eMa IpenBu] HH(OpMarmsra
BBB BPB3Ka C IOJ3aTa OT BKJIIOYBAHETO HA BEIECTBOTO B H3JIEIIHETO,
KaKTO € YCTAaHOBEHO OT HOTHU()MIIMpaHUs OpraH, 3a Jia rapaHTupa, 4ye
IIPOMEHNTE HSIMAaT OTPHIATEITHO BB3JCHCTBUE BBPXY NPEABAPUTEITHO
YCTAaHOBEHOTO CHOTHOLICHHE MEXIy pPHCKa U IIOJI3UTE BBB BPB3KA C
BKJIFOUYBAHETO HA BEIECTBOTO B m3/enuero. KoHCynTHpaHUAT opraH 3a
JIEKapCTBCHUTE MPOIYKTH IMPEACTaBS CTAHOBHUIIETO CH B CPOK 0T 60
JIHY CJIe]] MOTy4YaBaHe Ha IsIata HeoOXOJuMa JOKyMEHTAaIHs OTHOCHO
npomenute. HoTuduuupanusT opraH He M3aBa JOIBIHEHHETO KbM
ceprudukara 3a EC oreHsBaHe Ha TeXHUUYECKaTa JOKYMEHTAIMS, aKo
HAYYHOTO CTAHOBHIIE, NPEJOCTAaBEHO OT KOHCYJITHPAHMS OpraH 3a
JICKapCTBEHUTE MPOAYKTH, € HebnaronpustHo. Horuduuupanust
opraH cpoOIIaBa OKOHYATEIHOTO CH pelIeHHe Ha KOHCYITHUpPaHUS
OpTaH 3a JIEKapCTBEHHUTE MPOAYKTH.
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5.3.

) Korato KOHCYynTHpaHUSAT OpraH 3a JIGKapCTBEHHTE HMPOIYKTH IOIYy4d
uHbOpMaLMs 3a CIHOMAaraTelHOTO BEIIECTBO, KOSATO OM Moria Ja
NOBJIMSC Ha MPEABAPUTEIHO YCTAaHOBCHOTO CBHOTHOIICHHE MEKIY
pHCKa ¥ MOJ3UTE OTHOCHO BKIIFOUYBAHETO HA BELIECTBOTO B M3/EIHUETO,
TOM TIPEACTaBsi Ha HOTH(OULIHUPAHHS OpPraH MHEHHE ITOKOJIKO Ta3n
uH(pOpMaLs MMa BB3JCHCTBHE BBPXY IPEABAPUTEIHO YCTAaHOBEHOTO
CHOTHOIICHHE MEXIYy pPHCKAa M IION3UTE OTHOCHO BKIIOYBAHETO Ha
BEIIECTBOTO B m3aenuero. HoTuduimpaHusT opraH oOTYMTa TOBA
MHEHHE IpH MPEepasriekJIaHeTO Ha OIECHKaTa CH IO INpoIeaypara 3a
OLICHSBaHE Ha CHOTBETCTBHETO.

Hpouenypa 3a u3AeMATa, NIPOU3BCACHU YpE3 MU3II0JI3BAHC UM BKIIIOYBAHE
Ha TBbKaHU WK KJIETKU OT YOBCIIKHA WU JXKMBOTUHCKHU IIPOU3XOJ HJIIM Ha
TCXHU IIPOU3BOJAHHU, KOUTO cCa HE)KU3HECIIOCOOHW WJIM ca HarpaBeHU
HEXU3HECITOCOOHHU

. YoBelIKkM THhKaHW WJIM KJICTKU WM TEXHUTE TIPOMU3BOAHA

a) 3a u3lenuATa, MPOU3BEIECHM 4Ype3 M3IOJ3BaHE HAa IIPOM3BOAHHM HA
THKaHW WIA KJICTKH OT YOBCIIKM IPOM3XOJ, KOWTO IIONajaT B
oOXBaTa Ha HACTOAIIMSA PErJaMeHT ChITacHO wieH 1, maparpad 6,
OykBa ), W 3a WH3JCIMATA, BKIIOYBALIM KAaTO HEPa3JeiIHA YacT
THKaHU WIM KJICTKM OT YOBCHIKHM IIPOM3XOJ] WJIM TEXHU IPOU3BOIHH,
nonazgamnw B ooxsara Ha JIupextusa 2004/23/EO, u ¢ aeiicTBue, KOETO
€ CIIOMaraTejlHo 110 OTHOLICHHWE Ha JICHCTBHETO Ha HM3JEIUETO, MPEIn
n3naBaHe Ha ceprudukar 3a EC oneHsBaHe Ha TeXHHYECKaTa JIOKY-
MCHTalUs HOTU(UIMPAHUST OpraH ce OoOpbIla 3a HAyYHO CTAHOBHIIE
KbM €IMH OT KOMIIETCHTHHTE OpPIaHM, ONPEICICHH OT IbPKABUTE
uneHkn cbriacHo upekruBa 2004/23/EO (,,KOMIIETEHTHUSIT OpraH 3a
YOBCIIKUTE THKAHU U KIICTKU ‘), 32 aCHEKTUTE, CBbP3aHU C JapsSBaHETO,
JIOCTaBSIHETO M M3MUTBAHETO HA THKAHH WM KICTKH OT YOBEIIKH
NPOU3XOA ~ WIM TEXHH Opou3BOaHM. HoTuduimpanusr  opran
NIPEACTaBs pE3IOME Ha MPEIBAPUTEIHOTO OICHSABAHE Ha CHOTBETC-
TBHETO, KOETO BKJIIOYBA, HAPE] € APYrOTO, HH(OPMALKs 38 HEKU3HEC-
MOCOOHOCTTA HAa CHOTBETHUTE YOBCIIKM THKAHM WJIM KIETKH, TSIXHOTO
napsiBaHe, JOCTaBsIHE W H3MUTBaHE, KaKTO M pHUCKAa U IOJI3UTE OT
BKJIIOYBAHETO Ha THKAHM WM KICTKH OT YOBEIIKH HPOM3XOJ HIH
TEXHUTE HPOM3BOJHU B U3JIEIHETO.

6) B cpok or 120 mHu ciex moimydyaBaHe Ha IsiIaTa HEOOXOAWMA JIOKY-
MEHTAIUs KOMIIETCHTHUST OpPraH 3a YOBEIIKUTE THKAHH U KIETKH
HpeJCTaBsi CBOCTO CTAHOBUIIE HA HOTH(GHUHMPAHUSI OpraH.

B) Hay'-IHOTO CTaHOBHUIIC HAa KOMIICTCHTHHS OpraH 3a YOBCUIKUTEC ThKaHU
M KIJIICTKH, KaKTO MU BCsSKa €BCHTYaJIHA aKTyajlu3alus, €€ BKJIHOYBAT B
JOKyMEHTalusTa Ha HOTI/I(l)I/II_II/IpaHI/ISI OpraH OTHOCHO H3CIHETO. HpI/I
B3€MaHETO Ha PpCEHICHUETO CH HOTPI(bI/II_[I/IpaHI/IﬂT opraH OT4YUTa
HaJIC)KHO MHCHUATA, H3pa3€HU B HAYYHOTO CTAHOBHIIE Ha KOMIIC-
TEHTHHUA OpraH 3a YOBCHIKUTE TbKaHW W KICTKH. HOTI/I(bI/II_II/IpaHPIﬂT
opraH HE HU3JaBa CCpTI/Iq)I/IKaT, aKO TOBAa HAyYHO CTaHOBHUIIC € HeOJaro-
TIPUATHO. Toit C’LO6IIIaBa OKOHYATCIIHOTO CH PCIICHHUE Ha CHOTBETHHUA
KOMIIETECHTEH OpraH 3a YOBCHIKUTE THhKAHU WU KIICTKH.

r) Ilpenu na ce HampaBAT MPOMEHH IO OTHOIICHHE HA HEXH3HECIIOCOOHU
THKaHU WM KJICTKH OT YOBCHIKH IIPOM3XOJ WJIM TEXHU IPOM3BOIHH,
BKIIIOYEHH B W3JEIHE, IIO-CICIHAIHO II0 OTHOIIEHHE HA TIXHOTO
JapsiBaHe, W3MUTBAHE WM JOCTaBSIHE, MPOM3BOMUTENSAT HHPOPMHPA
HOTH(UIMPaHUs OpraH 3a IUIAHUpaHWUTE NpoMmeHH. Hortuduimpanust
opraH ce KOHCYJTHpa C OpraHa, KOHTO € y4acTBajl B I'bpBOHAYaJIHATA
KOHCYJITaIlMs, 3a Ja C€ IOTBBPAM, Y€ Ca 3ala3eHd KadeCTBOTO H
0e30MMacHOCTTa HA BKIIIOYEHHWTE B HM3IEIMETO THKAHH WA KIIETKH OT
YOBCIIKM  IPOU3XOJ] WIM TEXHH TPOou3BOAHU. CHOTBETHHAT
KOMITETEHTEH OpraH 3a YOBEIIKUTE ThKAHM M KJIETKH B3e€Ma IPEIBUJL
JTAHHUTE BHB BPB3KA C IMOJE3HOCTTA OT BKJIFOYBAHETO HA THKAHH HIIH
KJICTKHA OT YOBEIIKH MPOM3XOJ WM TEXHU MPOU3BOIAHU B H3JEIHETO,
YCTAaHOBCHHM OT HOTHU(UIMPAHUs OpraH, 3a [Ja TapaHTHpa, ue
MIPOMEHHUTE HSMAT OTPUIATEIIHO BB3/CHCTBHE BBPXY YCTAHOBEHOTO
CHOTHOLICHHE MEXIy PHCKa W IMOJ3UTE OT J00aBSHETO HA THKAHH
WM KJIETKH OT YOBEIIKM MPOM3XOJ WM TEXHH MPOHM3BOJHH B H3JIe-
nmueto. Toil mpeacTaBs CTAHOBHUILETO CH B CPOK OT 60 IHU cliex Mmomy-
YyaBaHe Ha Is1aTa HEOOXOJMMa JOKYMEHTAIMs OTHOCHO IUIAHUPAHUTE
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MIPOMEHH. HOTI/I(i)I/IHI/IpaHI/I}IT OpraH HE€ U3JiaBa JOIBJIHCHUE KbM CEPTU-
qJI/IKaTa 3a EC OLCHABAHE Ha TCEXHUYECKATa JOKyMEHTalus, akKo
Hay4YHOTO CTaHOBUIIC € He6HaFOHpI/I}ITHO, u C'LO6I].IaBa OKOHYATCJIHOTO
CH pCHICHUEC HAa CHOTBETHHA KOMIICTCHTCH OpPTaH 3a YOBCIIKHUTC ThbKaHU
" KIIETKH.

5.3.2. ThKaHU WIM KJICTKH OT YKHUBOTHHCKH Ipon3XoJ WM TEXHH IPOU3BOIHU

5.4.

KbM m3menusTa, HOPOM3BEACHH YpE3 H3MON3BAHE Ha THKAHM OT JKHBO-
THHCKH TIPOM3XO0Jl, KOWUTO Ca HAMNPABEHH HEXKHU3HECIOCOOHH, WIIM Ha
He)KVl3HeCl'[OCO6HI/I NPOAYKTH, IIOJYYEHU OT TBKAHU OT IKUBOTHHCKU
npousxon, nocoueHu B Permament (EC) Ne 722/2012, notudummpanust
opraH npujiara CbOTBETHUTEC U3UCKBAHHA HAa IOCOYCHUS PEIIIAMCHT.

[Mpouenypu npu u3zmenus, CbCTaBEHH OT BEIIECTBA WM OT KOMOMHALMU
BELIECTBA, KOMTO ce a0COpOMpAT OT YOBELIKOTO TSJIO WM CE Pa3NpbCKBAT
JIOKAJIHO B HEro

a) KauecTBOTO M 0€30mMacHOCTTa HA W3[ENHUSTA, CHCTABCHH OT BEIECTBA
WM KOMOHMHAIME OT BEIIECTBa, KOMTO Ca MpelHa3HaueHH na Obaar
BBBEJICHH B YOBEIIKOTO TSUIO IIpe3 TEJNeCeH OTBOp MM Ja Objaar
MPHUIOKEHH BBPXY KOXara W KOMTO ce abcopOHmpar OT YOBEHMIKOTO
TS0 WM Ce PasmpbCKBAaT JIOKAIHO B HETO, CE MPOBEpSBAT, KOTaTto ¢
NPUJIOKKUMO M CaMO [0 OTHOIICHHE Ha M3UCKBAHUSTA, KOUTO HE
momagar B 00XBara Ha HACTOSIIHS PETJaMEHT, B CHOTBETCTBHE C
MPHITOKUMHTE M3UCKBAHHS B MPHJIOKEHHE I KBbM
JupexruBa 2001/83/EO 3a onensiBane Ha abcopOims, pasmpocTpa-
HeHHe, MeTabolIM3bM, OTAEIsHE, JOKATHA MOHOCHMOCT, TOKCHYHOCT,
B3aWMOJICHCTBHE C JPYrW W3/eNHs, IJCKapCTBEHH TPOIYKTH N
IPYTH BELICCTBA M MOTCHIMAN 3a HEXEIAHH PCaKIUu.

6) OcBeH TOBa 3a M3JENUsITA WIM TPOIYKTHTE HA TEXHUSI METaOONH3bM,
KOHMTO ce abcopOMpaT CHCTEMATHYHO OT YOBEIIKOTO TSJIO, 3a Ja ObIe
U3IBJIHEHO TAXHOTO IpeJHAa3HAYeHHE, HOTU(GUIMPAHUIT OpraH ce
00pbIla 32 HAYYHO CTAHOBMILE KbM €IMH OT KOMIIETEHTHHTE OIpejie-
JICHUTEe OT JbpKaBuTe wieHkn cbriacHo Jupekrusa 2001/83/EO
opranu win kbM EMA, Hapu4yaHu B HACTOSIIHUS pasfen ,,KOHCYITHPaH
OopraH 3a JIeKapCTBEHHTE MPOAYKTH, B 3aBHCHUMOCT OT TOBa KOH OT
JBata € OMJI KOHCYITUPAH MO HAcTosIara OykBa, BbB BPB3Ka ChC CHOT-
BETCTBUETO HAa M3/ICIUETO C IPUIOKUMUTE M3UCKBAHUS B NPHIOKEHHE
I k™ Jupexrusa 2001/83/EO.

B

~

KoHcyaTupanusT opraH 3a JICKapCTBEHUTE MPOIYKTH H3TOTBSI CTAHO-
BHILETO CH B CPOK OT 150 mHuU ciien monyvaBaHe Ha IistaTa HeoO-
XO/IMMa JTOKYMEHTALHSI.

r) HayuHoro craHoBHINEe Ha KOHCYITHpPAaHHMs OpraH 3a JIEKapCTBEHHTE
NPOJYKTH, KaKTO M BCSIKA €BEHTyallHa aKTyalu3allus, Ce BKIJIIOYBAT B
JIOKyMEHTAlMsTa Ha HOTH(QULHUPAHUS OpPTraH BbB BPb3KA C M3EIHETO.
IIpy M3roTBsiHE HA PEIICHHETO CH HOTHMOHLUPAHUAT OPraH HAJIEKHO
OTYUTA MHEHHMSTA, M3PA3€HH B HAYYHOTO CTAHOBMILE, M CHOOIIABA
OKOHYATEJIHOTO CH pElICHHE Ha KOHCYITHPaHHMs OpraH 3a Jiekap-
CTBEHUTE TPOJYKTH.

IIpoBepka Ha mapTUAM MPU M3]EHs, BKIOYBAIM KAaTO HepasJeliHa 4acT
JICKapCTBEHO BEILECTBO, KOETO IIPU caMocCTosiTeNHa yrotpeba Ou ce
CYNTAJO 3a JIGKAPCTBCH HPOJYKT, IIOJy4eH OT YOBEIIKA KPBB HWIN
YoBelIKa I1a3Ma, ChIVIACHO wieH |, maparpad 8

Ilpu 3aBbpIIBaHE HA MPOU3BOJACTBOTO Ha BCSKA MAPTHIA W3ICIHSL,
BKJIFOYBAIIIM  JICKAPCTBEHO  BEHIECTBO, KOETO TIPU  CaMOCTOSTEIIHA
ymoTpeba OM ce CUMTaio 3a JICKapCTBEH MPOAYKT, MONYYCH OT YOBEIIKA
KPBB WM YOBEIIKA [UIa3Ma, ChIIIACHO WieH 1, maparpad 8, mbpBa anmHes,
MPOU3BOAUTENAT HHPOPMHUPA HOTU(HUIMPAHKS OPraH 3a 0CBOOOKIABAHETO
Ha TapTUIaTa M3IeIHs W My H3Mpaiia ObHIMaIHus CepTHOHUKAT 38 OCBO-
60K IaBaHETO Ha MapTHAATa OT M3IOJI3BAHOTO B M3IEIHETO MPOM3BOIHO HA
YOBENIKAa KPHB MM IUIa3Ma, M3IaJCH OT Ibp)KaBHa J1abopaTopus N
mabopaTopusi, ONMpe/IeicHa 3a IeNTa OT IbpKaBa WICHKA CBIIIACHO WICH
114, nmaparpad 2 ot Jdupexrusa 2001/83/EO.
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7.

I'IABA 111
AJIMUHUCTPATUBHU PA3IOPEJBU

B mpoxabmxenue Ha Hali-manko 10 roauHu, a B ClydyauTe Ha HMMILIaH-
TUPYEeMH M3JeJMs — Hail-mManko 15 roaunu ciej IMyCKaHETO Ha mMmasapa
Ha TOCIEIHOTO W3JE/IUE, MPOU3BOJUTENAT WIM HETOBHUAT YI'BIHOMOLICH
MIPEACTaBUTEN — KOraTo IPOU3BOJMTEIAT HAMAa PETMCTPHPAHO MACTO Ha
CTONAHCKA JIEHHOCT B JIbpKaBa 4JCHKa —CbXPaHABA Ha pas3loJIOKEHHE Ha
KOMIIETEHTHUTE OPraHu:

— EC nexnapauusita 3a CbOTBETCTBHE,

— JIOKyMEHTAIMsATa 110 pas3fen 2.1, meto Tupe, U MO-KOHKPETHO TaHHHUTE
U 3alucuTe OT MPOLELypHUTe 10 pasjen 2.2, BTopa aiauHes, OykBa B),

— uHpopMaLyATa 32 IPOMEHHUTE 1o paszueln 2.4,
— JOKyMEHTalusATa mo pasfen 4.2; u

— peuIcHuATa U NOKJIAJUTE Ha HOTI/I(bI/ILII/lpaHI/IH opraH I10 HacCTOALIOTO
TIPUIIOKCHHUEC.

Besika gbpkaBa uieHKa M3MCKBAa JIOKyMEHTalMsATa MO pasjen 7 Jga ce
ChXpaHsBa Ha pAa3MOJOKEHHE Ha KOMIICTEHTHHTE OpraHW 3a CpOK,
OTpEJIETICH B CBHIIUS Pa3/ell, aKo IMPOM3BOIUTEN WM YIBIHOMOIICHHAT
My TNpEeACTaBUTE], YCTAHOBEH HA HEiHa TepUTOpUs, U3MaJHE B HECHCTOS-
TEJIHOCT WJIM TPEKpaTH CTONMAHCKaTa CH JEHHOCT IMPEeANd HM3THYAHETO Ha
TO3H CpPOK.
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ITIPUJIOJKEHUE X

OHEHSABAHE HA CBOTBETCTBHETO Bb3 OCHOBA HA
U3CJIEJJBAHE HA THIIA

1. EC wuscienBaHe Ha THIIA € NpoLENypara, IPH KOATO HOTHU(UUUpPaAH OpraH
[poBepsiBa U IIOTBBPXKJaBa, Y€ JAAJEHO W3JENHe, BKIIOUUTEHO TEXHH-
yeckara My JOKyMEHTAllMs U ChOTBETHHTE IPOLECH [0 BPeMe Ha eKCILIoa-
TallMOHHHMS My CPOK M CBOTBETCTBAILl IPEJICTaBUTENEH oOpa3el OT u3je-
JMATA, YMETO IPOU3BOACTBO C€ IPEABMXKIA, OTrOBaps Ha CbOTBETHHUTE
pasnopenOu Ha HACTOSAIIUS PEraaMeHT.

2. 3asBieHue

[TpousBogurensr mnojaBa a0 HOTU(GUIMPAHMS OpraH 3asBiIEHHE 3a
OlLleHsBaHE. 3asBICHHETO BKIIOYBA:

— HMMETO Ha MpPOM3BOJUTENISI W ajapeca Ha PErHCTPUPAHOTO MSCTO Ha
CTONIAHCKA JEHHOCT Ha IPOM3BOJUTENS, a B CIy4yaWTe KOTraTo 3asiB-
JICHHETO € T0/aJICHO OT YITBJIHOMOIICH MPEICTaBUTE]l — HMETO Ha
YI'BIIHOMOILIGHHSI TIPEJCTABUTENl M aJapeca Ha pPEruCTPUPAHOTO My
MSICTO Ha CTONAHCKa JIEWHOCT,

— TeXHuueckara JokyMmeHrtarms no npwioxkenus I w III. 3asBurenst
NpeaocTaBsi HAa HOTH(UIMPAHMS OpraH IpeJCTaBUTENICH oOpasen oT
W3JICTNATA, YUETO IPOM3BOACTBO ce mpeaBmwxia (,tun’). Horudumm-
pPaHUST OpraH MOXeE Jia ITOMCKa U JIPpyrd o0pasiy Npu HEOOXOAUMOCT, U

— I[HKMCMCHA JCKjapanus, Y€ HE € ounio IoAaBaHo 3asiBJICHUE 10 ApYI' HOTHU-
(bmmpaH OopraH 3a CbIIUA THII, WA I/IH(bOpMaI_II/ISI 3a BCIKO €IHO
NPpEeAXOAHO 3asBJICHUC 3a CbIIMs THII, II0 KOETO HMMa OTKa3 OT Apyr
HOTH(bHHHpaH opraH, WJIH KOCTO € OWJIO OTTEIVICHO OT TIpOU3BOAUTECIIS
WA OT HETOBHUA YI'BJIHOMOIICH IPEIACTAaBUTE NPEAU OPYTUAT HOTH-
(bmmpaH OopraH na U3BbpUIM OKOHYATEIHO OLCHsBAHE.

3.  Oueusasane

Hortudurmpanusr opras:

a) pasriexk/]a 3asgBJICHUETO, KaTO M3II0JI13Ba NEPCOHAN C JI0KAa3aHU 3HAHUSA U
OINUT 110 OTHOLICHHE HA CbOTBETHATA TEXHOJOTUsSI U HEHHOTO KIMHUYHO
npuioxxenue. Horuduuupanusr opran Moxe J1a M3UCKa 3asBICHHETO Ja
ce JIONBJHM C U3BBPIIBAHETO HA JONBJIHUTEIHH M3IMUTBAHUS WIH C
JOIbJIHUTENIHU JI0KA3aTeJICTBA, JABAIIM BB3MOXKHOCT 3a OLIEHsSBAHE Ha
CBOTBETCTBHETO C IPUIIOKUMUTE U3UCKBAHUS HA HACTOSIIUS PErJIaMeHT.
HoTtudunupanusar opran u3BbpIIBa HOAXOAAIM (usHyecku win s1abo-
paTOpHU M3IMUTBAHMS HA M3JEIMETO WM U3UCKBA ITPOU3BOAUTEIAT Ja TH
HPOBEJIE;

6) nu3cieaBa U OLCHsABA TCXHUYECKATa JOKYMCHTALUs C LEJI OIIPEACISIHE Ha
CBOTBETCTBUETO C IIPUJIOKHUMUTE 3a TOBA U3JACINC H3HUCKBAHUS Ha
HacCTOsAILIUS PETrJIaMEHT W IPOBEpsiBa NaJld THUIIBT € onn TIPpOM3BEJICH B
CbOTBETCTBUEC C Tasu JAOKYMCHTALUS; TOU onpeneyist 1 CIEMEHTUTE,
IIPOCKTUPAHU B CBOTBETCTBUC C IPHJIOKUMUTE CTAaHAAPTH [0 YJICH 8
WU TIPUITOKUMHUTE OC, KaKTO U CJIEMCHTUTEC, KOUTO HE Ca IIPOCKTUPAHU
Bb3 OCHOBAa Ha CHOTBETHHUTEC CTaHIAPTU IO YWICH 8 WM Ha CHOTBETHUTE
OoC;

B) MpaBH TMperje] Ha KIMHUYHHUTE JOKA3aTeICTBa, MPEJACTABEHH OT
MPOM3BOMUTENS B JOKJIAJa 3a KIMHAYHA OIICHKA B CBHOTBETCTBUE C
pazzmen 4 ot npunoxenune XIV. 3a menute Ha TO3W Tperiien HOTU(DHUIHN-
paHUSAT OpraH HacMa MpPOBEPSBAINM HM3JCNUATA JHIA C JOCTAThUCH
KIMHUYEH eKCIepPTeH OIHT, Karo MpH HEOOXOAMMOCT H3IOI3Ba U
BBHIIIHUA EKCIIEPTH C TPSK M aKTyalleH ONHUT, CBBP3aH ChC CHOTBETHOTO
W3JIeTMe WM KIMHUYHUTE YCJIOBHS, P KOUTO TO C€ W3IOJI3Ba,
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5.2.

I‘) KOTraTO KJIMHUYHHUTE JOKa3aTCJICTBAa C€ OCHOBABAT YaCTUYHO HIIM U3LAIIO
Ha JaHHU OT MU3JCJINs, 32 KOUTO C€ TBBpPAU, Y€ Ca CXOAHHU WUJIN CKBHUBA-
JICHTHH Ha OLCHABAHOTO HU3JACIHE, OLCHABA I_IGJICC’I:06pa3HOCTTa Ha
U3II0JI3BAHETO HAa TE3W JaHHHU, KAaTO CE€ B3E€MAT IIPCABU (baKTOpI/I KaTto
HOBH IIOKa3aHHsA W HHOBAIlHUH. HOTHq)I/IHHpaHI/IHT opran  IOKyMEHTHpa
SICHO CBOHUTC 3aK/IIIOYUCHHS OTHOCHO TBBPJACHHUETO 3a CKBUBAJICHTHOCT,
HCJ’IGC'I)O6]JB_3HOCTT3 1 aJICKBATHOCTTA HAa JAaHHUTEC 3a JOKa3BaHC Ha CHOT-
BETCTBHUETO,

J1) JIOKyMEHTHpA SCHO pe3yJiTata OT OLICHSIBAHETO CH B JIOKJIAJ OT OLCHS-
BAaHETO Ha MPEIKIMHUYHATA M KIMHUYHATA OLICHKA, KaTO 4YacT OT
nokiana 3a EC m3cnenBane Ha Tuma rno OykBa M),

€) TPOBEXKIa WIN OpPraHu3upa MPOBEKIAHETO HA MOAXO/SILINTE OLECHKH U
(bu3nueckn WM 1adopaTOpHU M3MUTBAHUS, HEOOXOIMMH JIa Ce TPOBEpU
JIaJIi PELICHUATa, BH3IPUETH OT MPOU3BOIUTENS, OTTOBApST Ha OOLIHUTE
W3UCKBaHUs 3a OE30MAaCHOCT M JICWCTBHE, YCTAHOBEHH B HACTOSILHS
pernaMeHT, B Clydail 4e He ca NpHIaraHd CTaHAApTUTE 10 wWieH 8
i OC. Ako u3genueTo TpsOBa Ja ce CBbpXKE KbM JApYro(u) u3ze-
ne(st), 3a 1a paboTH 10 MpeHa3HAuYCHHUE, Ce TPEACTaBsl J0Ka3aTelICTBO,
4Ye TO ChOTBETCTBA HAa OOIIMTE M3UCKBAHUs 3a OE30IAaCHOCT U JICHCTBHUE
npyd  CBBp3BaHe C wu3Aeine(s), NpUTekaBamo(v) ONPEICICHUTEe OT
MIPOU3BOIUTENS XaPAKTEPUCTHKHY;

’K) MPOBEX/Ja WM OPraHU3Mpa MPOBEKIAHETO HA MOJXO/SLIUTE OLEHKH U
(usHyeckn WK 1a00paTOPHH W3MHUTBAHUS, HEOOXOAUMHU Jia ce NPOBEPH
Jlalii aKo TPOU3BOIMTEIAT € N30pall Ja nmpuiiara CbOTBETHUTE XapMOHH-
3UpaHH CTAHAAPTH, TE€3U CTAHAAPTH ca OMJIM JCHCTBUTEIIHO MPUIOKCHU;

3) ChrjiacyBa CbC 3adABUTEIA MACTOTO, KBACTO Hda CE€ MIpoBEAaT HE00X0-
JAMHUTE OLCHKH M HU3IIUTBAHUS, U

1) u3rotBs jgoknan 3a EC wm3cienBaHe Ha THIIA OTHOCHO PE3yJITaTHTE OT
OLIEHKUTE ¥ M3MUTBAHMATA, U3BBPLIEHNU CHITIACHO OYKBH a)—XK).

Ceprudukar

AKO TUITBT CHOTBETCTBA HA HACTOSIIUS PEIJIAMEHT, HOTU()ULUPAHUAT OpraH
u3nasa ceprudukar 3a EC mscnenBane Ha tuna. CepTHHUKATBT ChAbPKA
UMETO M ajpeca Ha HPOM3BOJMUTENS, 3aKIIOYEHHSATa OT OLICHABAHETO Ha
U3CJIEABAHETO HA THIIA, YCIOBHATA 3a BAIUIHOCT Ha cepTudukara U HeoO-
XOJMMHUTE JITaHHU 3a uIaeHTH(uIMpane Ha onodpenus tui. CepTudukarsT ce
u3rotBs B choTBeTcTBHE ¢ mpuitoxenue XII. CboTBeTHUTE YacTH Ha JIOKY-
MEHTalusTa Ce Mpuarat KbM cepTU(UKaTa, KaTo HOTU(GULUHUPAHUAT OpraH
ChXpaHsBa KOIIHE.

IIpomenu B Tuma

. BasBurensar uHopMupa HOTU(UUMpPAHUS OpraH, KOHTO € H3Jan CcepTu-

¢ukara 3a EC wmscnenBaHe Ha THma, 3a BCsKa IUIAHMpaHa IMPOMsHA Ha
0JI00pEeHUsT TUIT WIIM HErOBOTO IPEJHA3HAYCHHE M YCJIOBMSTA Ha yrorpeda.

3a mpomMeHH B OIOOPCHOTO W3/elHe, BKJIIOYMTEIHO OrPAaHUYCHHS T10
OTHOLICHHE Ha HEroBOTO MpEJHA3HAUYCHHE M YCJIOBUSTA Ha ymnorpeba, ce
M3UCKBA [IOMBJIHUTEIHO OJ00peHre OT HOTHU(HIMPAHUS OpraH, KOWTO €
m3nan ceprudukara 3a EC wm3crmenBaHe Ha TWIA, KOrato Te3W HPOMEHHU
MOraT [a TIOBIMSAT Ha CBOTBETCTBHETO C OOIINTE M3KMCKBAaHUS 3a
0e30MacHOCT U ACHCTBUE WM C YCJIOBHSITA, MPEINUCAHHU 3a yrnorpebara Ha
npoaykra. Hotuduumpanust opraH pasriexia IUIAaHHPaHUTE ITPOMEHH,
YBEIOMSIBA TPOU3BOAMTENSI 32 PEHICHHETO CH W M3/aBa JOIBIHCHHE KbM
nokiana 3a EC m3cnenBane Ha tuma. Ono00OpeHHETO Ha BCsSKa MPOMsIHA Ha
0JI0OpEeHUSI TUIT Ce HW3BBPIIBA 1O/ (opMara Ha TOMBIHEHHE KbM CEpPTH-
¢ukara 3a EC uscnensane Ha Tuma.
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5.3.

3a TIPOMEHUTE B MNPEAHASHAYCHHUETO M YCJIOBHATA Ha yHOTpC6a Ha 0[[06—
PEHOTO H3ICIUEC, OCBCH 3a OIpPaHUYCHUATA II0 OTHOLICHHWE Ha IIpE€JIHa3Ha-
YCHUETO U YCJIIOBUsTA Ha yHOTpCGa, € H€O6XOL[I/IMO HOBO 3asBJICHHC 3a
OIICHABAHE HAa CBOTBETCTBHUECTO.

CHGL[I/IaJ'IHI/I JAOM'BJIHUTEIIHUA poLeaypU

Pa3ﬂen 5ot NPUIIOKEHHUE IX ce npujiara ¢ yCJIOBHUETO, Y€ BCAKO IIO30BABAHE
Ha CepTI/I(bI/IKaT 3a EC OLICHsAABAHC HA TCXHUYCCKATAa JOKYMCHTALUs CC CUUTA
3a IMO30BaBaHEC Ha CepTI/I(bI/IKaT 3a EC HU3CIICABAHEC HA THIIA.

AJZIMUHHCTPAaTHUBHU Pa3znopenou

B mpogpmkenne Ha Haii-manko oT 10 roamHu, a B CIy4YaWTe HA HWMILIAH-
TUPYEMH M3JEIHs — Hal-Manko 15 roguHu ciies MyCKaHETO Ha Ia3apa Ha
MOCIITHOTO U3JIEIIHE, MPOU3BOIUTEIAT MM HETOBHAT YI'BIHOMOILICH Mpe.-
CTaBUTEI — KOTar0 MPOMU3BOJUTEIIST HSIMa PETHCTPUPAHO MSCTO Ha
CTOTAHCKa JISHHOCT B Jbp)KaBa 4YiieHKA —ChXpaHsIBa Ha Pa3MOJIOKEHHUE Ha
KOMIIETCHTHHUTE OpTaHH:

— JIOKyMEHTalMsATa 10 paszien 2, BTOPO TUpe,
— uHbOpMALMATA 32 IPOMEHUTE IO paszien 5, u

— KOIlusg OT CepTI/I(i)I/IKaTI/ITe 3a EC u3cjaeABaHe Ha THIIA, HAYYHUTC
CTaHOBHIIIA U JOKJIAAWUTE, U Z[OH’LJ'IHGHI/IHT&/HpI/IHO)KCHI/IﬂTa KBbM TiX.

ITpunara ce paszgen 8 ot npunoxenue IX.
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IIPUJIOJKEHUE X1

OHEHSABAHE HA CBOTBETCTBHETO Bb3 OCHOBA HA
MNPOBEPKA HA CBOTBETCTBHUETO HA NINPOJAYKTA

1. ]_[CJ'ITa Ha OLCHABAHCTO HAa CHOTBETCTBUETO BBH3 OCHOBA Ha IPOBEPKa Ha
CBOTBETCTBUETO Ha HPOAYKTaA € Jla C€ rapaHTupa, 4¢ U3JAC/IHUATa OTTOBaApAT
Ha TuIla, 3a KOWTO € u3/aJieH CCpTH(i)PIKaT 3a EC M3CJICABAHC HA TUIIA, U HA
TIPUIIOKHUMHUTE KbM TAX pasnopenGI/I Ha HaCTOsALUS PErjiaMEeHT.

2. Korato e 6un m3nanen ceprudukar 3a EC n3cienBane Ha THIA ChITIACHO
npuiaokeHne X, MPOU3BOAUTEISIT MOXKE [a TNPUIIOKH HpoLeaypara I1o
gact A (,,OcurypsiBaHe Ha Ka4eCTBOTO Ha MPOU3BOJICTBOTO') HMIIHM MpOIIE-
nypara mo 4dact b (,,IIpoBepka Ha mpomykra“) OT HACTOSIIOTO TMPHIO-
JKEHHE.

3. Upes neporauust ot pazgenud | m 2 mo-rope HpouenypuTe B HACTOSIIOTO
MPUIOKEHUE, ChYETAHH C M3TOTBSHE HA TEXHUYECKATa JOKYMEHTALHs IO
npunoxenns 11 u III, Mmoxke cbII0 Aa ce mpuiarat OT NPOU3BOAUTEINUTE HA
u3nenust ot kiac Ila.

YACT A
OCUI'YPSABAHE HA KAYECTBOTO HA IPOU3BOJACTBOTO

4. [IpousBomuTeNnsT OCHIypsiBa BBEXKAAHETO HA CHCTEMATa 3a YIPABICHUE HA
KauecTBOTO, OJ00peHa 3a IIPOM3BOACTBOTO HA CHOTBETHUTE H3/IEIIHS,
M3BBPIIBA KpaifHaTa MpoBepKa MO pasfen 6 W MONIeKH Ha HaaA30pa Io
paszmen 7.

5. KoraTo npou3BoAMTeNAT U3IIBIHABA 3abJUKEHHUATA, IPEIBUACHH B pas3jes
4, Toit u3rotBs U cbxpaHsBa EC neknapanust 3a CbOTBETCTBHME CBITIACHO
yineH 19 u npunoxkenue IV 3a u3nenuero, 00XBaHATO OT MpoIEAypaTa 3a
oueHsiBaHe Ha cboTBeTcTBHETO. C M3naBanero Ha EC nexnapaius 3a cboT-
BETCTBHE CE€ NpHEMa, Y€ MPOU3BOJUTENIAT TapaHTUpa W JeKJIapupa, dye
CBHOTBETHHUTE H3JICNIUsI OTrOBAapsAT Ha TUIA, onucaH B ceprudukara 3a EC
H3CIeBaHe HA TUIA, M HA NPHIOKHMHTE KbM H3JEJIMETO M3UCKBAHUA Ha
HACTOAIINS PErjJaMeHT.

6. Cucrema 3a yhpaBJICHHE Ha Ka4e€CTBOTO

6.1. TlpousBoAMTENSIT MOJABA 10 HOTH(UIIMPAH OpPraH 3asBICHHE 33 OICHSIBAHE
Ha CHCTeMaTa 3a YIpaBJICHHE HA Ka4eCTBOTO. 3asBICHUETO BKIIFOYBA!

— BCHYKH eJIeMeHTH 1o paznen 2.1 ot mpuiiokenue 1X;

— TexHuueckara JokyMmenTarus no npuiokenus II u 111 3a onoOpennte
TUTIOBE; U

— xomnue ot ceprudukarure 3a EC uscnensane Ha Tuma no paszgen 4 or
npunoxxenne X; ako ceprudukarure 3a EC uscnensane Ha Tuma ca
U3/1aJIEHU OT CBIIMSA HOTU(UIMPAH OPraH, 0 KOroTO € HOAaJeHO 3asiB-
JICHHETO, B 3asBJICHMETO CE BKIIOYBA M I1030BABAHE HAa TEXHHYECKATa
JIOKyMEHTallusl U HEeHHUTe aKTyalu3HMpaHU BEPCHU U HA H3JaJCHHUTE
cepTuduKaTH.

6.2. BBBexIaHETO Ha CUCTEMATa 3a YHpaBJICHHE Ha KauyecTBOTO € TaKOBa, 4e aa
rapaHTHpa CHOTBETCTBHETO C THNA, omnucaH B cepruduxara 3a EC
H3CHe/BaHEe HA THIA, M C pa3lnopeiOUTe Ha HACTOSIIMS PEriIaMeHT,
KOHTO C€ TpHiaraT KbM H3/ENUATa, Ha BCEKM eTal. BCHuku enemMeHTH,
W3NCKBAHUS W NPEANHCAHMSA, NPUETH OT IPOM3BOAUTENSA 3a HEromara
CHCTEMa 3a YNpaBICHWE Ha KadeCTBOTO, C€ JOKYMEHTHpAaT PEIOBHO H
CHCTeMAaTHYHO 1o (opMara HAa HAPBYHUK IO KAYECTBOTO M IMHUCMEHU
MOJMTHKHA ¥ TPOLEAYPH, HApUMeEp MpOrpaMH MO KadecTBOTO, IIAHOBE
110 Ka4eCTBOTO M PETUCTPU IO Ka4eCTBOTO.
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6.3.

6.4.

[lo-KOHKpETHO B Ta3W JOKyMEHTAIMs CE BKIIOYBA MOAXOAAIIO ONHCaHUE
Ha BCHYKM €JEMEHTH no pasgen 2.2, Oyksm a), 0), r) m 1) OT
npunoxenue 1X.

Ipunara ce pazgen 2.3, mbpBa U BTOpa ajauHes OT npuiioxenue I1X.

AKo cucremara 3a ynpaBleHHE Ha KadeCTBOTO rapaHTHpa, 4e H3JeNusTa
CHOTBETCTBAT HA THUIA, ONUcaH B cepTudukara 3a EC nscnenpane Ha Tuna,
W Ha CBOTBETHUTE pa3nopen0M Ha HACTOSLIMS PErJIaMeHT, HOTUHIH-
panusaT opran uznaBa ceptudukar 3a EC ocurypsBaHe Ha KauecTBOTO.
Hortuduupanust opran yBeqoMsiBa MPOM3BOANTENS 3a PEIICHUETO CH Jia
n3nazne ceprudukar. PemieHnero BKIIOUBA 3AKIIOYEHHATA OT OJUTAa HA
HOTH(GHILMPAHUS OpPraH ¥ MOTHBHpAaHA OIICHKA.

IIpunara ce pazmen 2.4 ot mpunoxenue [X.

Hanzop

IIpunarat ce paszmen 3.1, pasgen 3.2, WBpPBO, BTOPO M UYETBBPTO THpPE U
pasmemn 3.3, 3.4, 3.6 u 3.7 ot npunoxenue [X.

3a m3nenusita ot kiac 111 HaJ30pbT BKIIIOYBA CHIIO TaKa MPOBEpPKa Ha
CBOTBETCTBUETO MEXKAY KOJIHMYCCTBOTO IIPOU3BECACHH WM 3aKyIICHU
CYpOBHHH WJIHW OCHOBHH KOMIIOHCHTH, O,I[OGpeHI/I 3a TUlla, ¥ KOJIHYCCTBOTO
T'OTOBH HU3ICIIHA.

IIpoBepka Ha mapTHIM MPU W3/ENUs, BKIIOYBAILIM KAaTO HEpa3jeiHa 4acT
JICKapCTBEHO BEIIECTBO, KOETO MPH CaMOCTOATENHa yrnoTpeba Ou ce
CYMTAJO 3a JICKApPCTBEH MPOJYKT, MOJYyYeH OT 4YOBEIIKA KPBB HIIH
YoBellIKa IJ1a3Ma, ChIVIAaCHO wieH |, maparpad 8

Ilpum 3aBbpuIBaHE HA NPOM3BOACTBOTO HA BCAKA MapTUIA H3/CIHS,
BKJIIOUBAIM KaTO HepasJeNHa 4YacT JISKAPCTBEHO BEIIECTBO, KOETO IPH
caMoCTosITeNTHa ymoTpebda OM ce cyMTano 3a JIeKapCTBEH MPOIYKT,
MOJy4eH OT YOBEUIKa KPbB MM YOBELIKA IUI1a3Ma, CBHIVIACHO wWieH 1,
naparpad 8, mbpBa aluHes, MPOU3BOJUTENAT HHPOPMHIPA HOTH(GUIMPAHUS
opraH 3a OCBOOOXKAABAHETO HA MapTHAATa W3JASNMS W My H3Mpaiia
oduiatHusl cepTUHUKAT 32 OCBOOOXKAABAHETO HA MApTHAATa OT H3IOJ-
3BaHOTO B M3J/IEJIMETO NPOU3BOJAHO HA YOBEIIKA KPbB WM IJ1a3Ma, U3/aJeH
ot s1abopaTopusi Ha JbpiKaBa WiICHKA WM OT J1abopaTopusi, onpeseneHa 3a
LeNnTa OT JbpKaBa 4ieHKa chriacHo wieH 114, maparpad 2 or J{upextusa
2001/83/EO.

AJMWHUCTPATHBHU pa3nopenon

B nponbmxenue Ha Haii-manko 10 roamHHW, a B CilIydauTe Ha HMILUIaH-
TUPYEeMH H3JeNHs — Hal-Majako 15 roaMHu cieq MmMyCcKaHeTo Ha maszapa
Ha TOCJIEAHOTO H3JeNUe, MPOM3BOAUTEIAT WIM HETOBHAT YITBIHOMOIIEH
MPEACTaAaBUTE]T — KOIraTO IMPOU3BOAUTCIIAT HAMA PErUCTPUPAHO MACTO Ha
CTONAHCKa JIGHHOCT B IbpiKaBa 4ICHKAa —ChXpaHsBa Ha PA3MOJIOKEHUE Ha
KOMIIETEHTHUTE OPraHu:

— EC nexmapanusita 3a ChbOTBETCTBHE,

— JOKYMCHTalusATa 110 pas3acit 21, IIeTO TUPE OT MPUIIOKCHUEC IX,

— JIOKyMEHTalusTa 1o paszen 2.1, ocMo tupe oT npuioxenue 1X, BKiro-
yutenHo ceprudukara 3a EC u3cneqBane Ha THIA 10 MPHIOKEHHE X,

— wuHbOpMaIMATa 3a TMPOMEHUTE 1Mo pasgen 2.4 or mpunoxkenue IX, n
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10.
10.1.

10.2.

10.3.

10.4.

10.5.

11.

— peLIeHUATAa M JOKIAJWTC Ha HOTH(GHIMpAHHSA OpraH Io pasmenu 2.3,
3.3 u 3.4 or npunoxenue 1X.

IIpunara ce pasmen 8 ot mpunoxenue [X.

[Ipunarane BB Bpb3ka ¢ u3aenus or kiac Ila

Upes neporanus or paszaen 5, Bb3 ocHoBa Ha EC nexnapauusra 3a cboT-
BETCTBUE C€ IPHUEMA, Y€ IPOM3BOAUTENAT TapaHTHpa M JEKJapupa, 4e
CBOTBETHHUTE H3Jenusd oT kinac Ila ca mpousBeneHM B CBOTBETCTBUE C
TeXHUYecKaTa JoKymeHTauus no npuioxenus II m III m oTroBapsaTr Ha
MIPUJIOKUMHUTE KbM TAX M3MCKBAHMSA IO HACTOSAIIMSA PErIaMEHT.

3a m3nenusTa ot kiac lla, kaTo yacT oT omeHsBaHETO Mo paszaen 6.3 HOTH-
(uUnMpaHUAT OpraH OLEHsBa [aldd TEXHHYECKara JOKYMEHTAlHs 10
npunoxkernus 11 u Il 3a m3nenmsara, monOpaHW BB3 OCHOBAa HA IIPEACTA-
BHUTENHU 00pa3ly, CHOTBETCTBA HA HACTOSIIIUS PETJIAMEHT.

IIpu u360pa Ha mpeacTaBUTENICH 0Opa3el] WK MPEICTAaBUTEIHI 00pasiy OT
u3enusi HOTHOHUIMPAHHUAT OpPraH B3eMa MPEIBHI HOBOCTTA HAa TEXHOIO-
rusita,  CXOACTBaTa B  INIPOCKTHTE, TEXHOJOTWsTA, METOAUTE 32
IMPOU3BOACTBO U CTCpUIM3ALMA, MNPECAHA3HAYCHUCTO U PE3YJITATUTE OT
BCSIKO CBOTBETHO IIPEIXOAHO OLCHsBaHE (HApUMEp 10 OTHOIICHHE Ha
(u3NMYHM, XUMHYHH, OWOJOTMYHM WM KIMHUYHH CBOWCTBA), KOHTO €
OWJIO TIPOBEJECHO B CHOTBETCTBHE C HACTOSIIUS perjiaMeHT. ChbOTBETHHAT
HOTU(UIMPAH OpraH JOKYMEHTHPa 00OOCHOBKATa CH 3a B3€THS 00pazel Wiu
B3eTHTE 00pa3suUy Ha W3JCIUSITA.

Axo npu oueHsBaHero mo paszgen 10.2 ce moTBBpAM, Y€ CHOTBETHUTE
n3fenus or knac Ila oTroBapaT Ha TeXHMYecKaTa JIOKyMEHTalus I10
npunoxenuss II m III ¥ Ha NpUTOKUMHUTE KBM TAX HU3UCKBAaHMA I10
HACTOSIIMSL  PErJIAMEHT, HOTHU(ULUpAHUAT oOpraH wu3gaBa ceprudukar
CBIVIACHO HACTOSAIIATa YacT OT HACTOSIIOTO NPHIIOKEHHUE.

Karto wact or OLICHABAHETO Ha HaA30pa IO pa3acit 7 HOTI/I(bI/II_II/IpaHI/ISIT
Oopran OIL€HABa 06pa3111/1, B3€TH B OOIIBJIHCHUE KBM B3C€TUTE 3a IIbPBOHA-
YHaJIHOTO OLCHsABAHE HA CHOTBETCTBHCTO Ha M3JC/IHATA.

Upes meporanust oT pa3znen 6 U B IPOIBIDKeHNE Ha Hal-manko 10 rogwmHu
cllefl MyCKaHEeTO Ha ra3apa Ha MOCICIHOTO HM3/eNHe MPOM3BOJUTEIAT UITH
HETOBHUST YITBJIHOMOIICH IPEACTABUTE] ChXPaHsBa Ha Pa3MOJOKCHHE Ha
KOMITETEHTHUTE OpTaHu:

— EC nexnapauusita 3a CbOTBETCTBHE,

— TexXHu4YecKaTa JokyMeHTauus no npuioxkenus II u IILu

— ceprudukara o paszen 10.3.

IIpunara ce pasmen 8 ot mpunoxenue [X.

YACT b
INPOBEPKA HA IPOJAYKTA

IIpoBepka Ha TPOAYKTa O3HAYaBa MpOLEAypara, MPHU KOSTO, CIIEA KaTo
M3CIIe/IBa BCSIKO MPOM3BE/ICHO HW3JENHe, Ce TpHeMa, 4e C M3aBaHeTO Ha
EC nmexnapammst 3a ChOTBETCTBHE ChITacHO wWwieH 19 u mpuioxenue [V
MPOM3BOIUTENAT TapaHTUpa W JICKJIapupa, 4Ye H3JIeNUsITa, KbM KOUTO €
MpWIOKEeHa Tpoueaypata mo pazmenu 14 u 15, oTroBapsar Ha THIA,
omnucaH B ceprudukara 3a EC wmscienBaHe Ha THIA, U Ha TPIIOKAMHTE
3a TSAX M3MUCKBAHUS 10 HACTOSIIHUS PETIAMCHT.
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12.

13.

14.

15.
15.1.

16.

[IpomsBomurenar mpeanmpueMa BCHYKHM HEOOXOAMMM MEpKH, 3a Ja
rapaHTHpa, 4€ IPH IPOU3BOACTBEHUS IPOIEC CE MPOM3BEXKIAT H3ICIHS,
KOMTO OTroBapsT Ha THIIA, onucaH B ceprudukara 3a EC uscinensane Ha
THUIA, U HA TPUIOKUMHTE KbM TSIX M3UCKBAHUS IO HACTOSIIUS PETJIAMEHT.
IIpean HavamoTo Ha MPOM3BOACTBOTO MHPOW3BOAWTENSAT H3TOTBS HOKY-
MEHTH, ONWCBAaIl¥l IPOU3BOJCTBCHUS IPOLEC, IO-KOHKPETHO  IIO
OTHOIIEHWE Ha CTEPMJIM3ALUATA, aKO € HEO0OXOJMMO, 3ae[HO C BCHUKH
PYTHHHH, TIPEIBAPUTEIHO YCTAHOBEHH MPOLEAYpPH, KOMTO TpsiOBa ma ce
W3MOBIHAT, 3a Ja CE OCHIYPM XOMOTEHHA MpPOAYKIHsS, M aKo €
MOJXO/SIIII0 — CHOTBETCTBHETO Ha M3JENHATa C TUIA, ONUCAH B CEPTH-
¢ukata 3a EC wuscienBaHe Ha THHa, M C TNPWIOKHMHTE KBbM TAX
W3UCKBAHUS 110 HACTOSIIHS PETIIAMEHT.

OcBeH TOBa 3a M3/ENUATA, IyCKAHN Ha Ma3zapa CTCPHIHU, U CaMO 33 OHE3H
aCreKTH OT MPOW3BOJCTBEHMS TMpOLEC, MNpeIHAa3HAYCHHW Aa 3ama3BaT H
MOJTbPIKAT CTEPHIIHOCTTA, MPOU3BOJHUTENAT MpHUiIara pasrnopeaoure Ha
pasmenu 6 u 7.

IIpousBoauTenar ce 3aabiKaBa 1a W3rOTBU M aKTyaJlu3Mpa IUIaH 3a HaaA30p
cies MyckaHe Ha masapa, BKmouurtenHo miad 3a KIIIII, u mpoueaypu 3a
M3MBIHEHWE Ha 3aJbJDKCHHATA HA IPOM3BOAUTENSA, HMPOM3THYAIIH OT
pasnopenduTe 3a MpocieisdBaHe Ha 0€30IaCHOCTTa M CHUCTeMaTa 3a
Ha/A30p cliefl NMyckaHe Ha Masapa, npeasuaeHu B riasa VIIL

Hortudunupanust opraH M3BbPLIBA HNOAXOASAIINTE W3CICABAHUS U M3IUT-
BaHMs, 3a JIa NPOBEPH CHOTBETCTBHETO HA H3JEIHETO C M3MCKBAHMATA II0
HACTOSAIINS PEryIaMEHT 4Ype3 M3CIIEABAHE M M3IUTBAHE HA BCEKU IPOJIYKT,
KaKTO € I0COYeHO B paszzen 15.

W3cnensanusta u U3MNUTBAHUATA, [IOCOUYCHU B IIbpPBA AJIMHES OT HACTOSLIUSA
pasaei, He c€ IpuiaraT KbM acIICKTUTE OT IIPOU3BOJACTBCHUS IIPOLEC,
IpeaHa3HauCHU 3a 3alla3BaHC Ha CTCPUIIHOCTTA.

HpOBepKa Ype3 U3CIICABAHE U M3INHUTBAHE HA BCEKHU IPOAYKT

Besiko m3zenne ce m3cienBa MOOTACTHO M CE M3BBPIIBAT MOAXOISIINTE
¢busndeckn WM 1a0OpaTOPHHM HM3MUTBAHMS, ONPEACICHH B CHOTBETHHS
CTAQHAAPT WIH CBOTBETHHTE CTaHAAPTH MO WICH 8, WIH CKBHBAJICHTHH
M3IIMTBAHUS M OLICHKH, 3a Ja Ce IPOBEPH, aKO € LeIeChOOpasHO, ChOTBET-
CTBHMETO Ha M3JeNusirta ¢ Tuma, onucaH B ceprudukara 3a EC uscnensane
Ha THIOA, W C NPWIOKHMUTE KbM TSX W3HCKBAHUS MO HACTOSIIHS
periaMeHT.

. HOTI/I(I)I/ILII/IpaHHHT OpraH HaHacCs WJIM U3HCKBa J1a C€ HaHECC PIZ[CHTI/I(l)PIKa-

LUOHHUAT MY HOMEp BbPXY BCAKO OJOOpPEHO M3eNUe U M3rOTBS
ceprudukar 3a EC mpoBepka Ha NpoJyKTa IO OTHOLIEHHE Ha H3BBp-
LICHUTE W3MUTBAHUS U OLECHKH.

IIpoBepka Ha mapTHAM MPU H3JEIMs, BKIIOUBAIIM KAaTO HEpasJenHa 4acT
JIEKapCTBEHO BEILIECTBO, KOETO IPH CaMOCTOATENHa yrnorpeba Ou ce
CUUTAJIO 3a JIGKApCTBEH MPOAYKT, IOIY4YeH OT YOBELIKa KPbB MWIHU
YOBeIIKa IUIa3Ma, CHIVIACHO WIeH 1, maparpad 8

Ilpr 3aBbpIIBaHE HA MPOM3BOACTBOTO HA BCSAKA TMAPTHIA W3NS,
BKJIFOYBAIM KAaTO HEpasJeiHa YacT JICKAPCTBEHO BEIIECTBO, KOETO MpH
caMocTosTeNnHa ymoTpeba OW ce cuMTa’o 3a JIEKApPCTBEH MPOMAYKT,
MONyYeH OT 9YOBEeHmIKAa KPHB WIIM YOBCIIKA IUIa3Ma, ChIVIACHO uieH I,
naparpad 8, mbpBa anuHes, MPOU3BOAUTENIAT HHPOPMHUPA HOTH(DUIIMPAHUS
opraH 3a OCBOOOXKIABAaHETO HA MApTHAATA H3ACIUS W My H3MIpalia
odHIMaTHIS CePTU(PUKAT 32 OCBOOOKIABAHETO HA MApTHIATa OT H3IOJ-
3BaHOTO B M3/CIHETO MPOM3BOAHO HA YOBEIIKA KPBB HIH IUIa3Ma, U3IaICH
oT 1abopaTtopus Ha Ibp)KaBa WICHKA MM OT JabopaTopws, OmpeieicHa 3a

[enTa OT JbpKaBa 4WieHKa chritacHo wieH 114, maparpad 2 or Jupextusa
2001/83/EO.
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17.

18.
18.1.

18.2.

18.3.

18.4.

AJIMUHUCTPATHBHU pa3nopenon

B nponbmxenue Ha Haii-manko 10 roaumHHW, a B ClIydyauTe Ha HUMILUIaH-
TUPYeMH H3JAeNHs — Hal-Majako 15 roamHu ciien MyCKaHeTO Ha maszapa
Ha MOCJICAHOTO H3JeNIHe, MPOM3BOAUTEIAT WIM HETOBHAT YITBIHOMOIICH
MPEACTABUTEI ChXPaHsIBa Ha PA3IOJIOKCHNE Ha KOMIIETCHTHUTE OpPTaHU:

— EC nexmapanusita 3a ChbOTBETCTBHE,

— JOKyMeHTalusTa 1o pasmen 12,

— ceprudukara mo pasmen 15.2, u

— ceprudukara 3a EC n3cienBane Ha THna 1o npuioxeHHe X.
IIpunara ce pasmen 8 ot mpunoxenue [X.

IIpunarane BBbB Bpb3Kka ¢ usgenusra oT kiac lla

Upes neporamms ot pasaen 11, Bp3 ocHoBa Ha EC gexnmapanusita 3a ChOT-
BETCTBUE C€ IpHUEMa, Y€ MPOU3BOAUTEINSAT TIapaHTHPA W ACKIApHpa, ue
CHOTBETHHUTE M3zienus oT kiac lla ca mpousBeneHM B CHOTBETCTBHE C
TeXHH4eckaTa JokymeHrtanus mo npuiokenus I u III u otroBapsr Ha
MPUIOKUMHUTE KBM TSAX M3MCKBAHHS MO HACTOSIIMS PEriIaMeHT.

[poBepkara, u3BbplICHA OT HOTU(GUIMPAHUS OPraH ChIJACHO pa3nen 14, e
¥Ma 3a 1€ Jla TOTBBPAN ChOTBETCTBUETO Ha CHOTBETHHUTE M3/ICJIUS OT Kilac
Ila ¢ texHmueckara moxyMmeHtanust no npuiaoxenus 11 u III u ¢ mpuio-
JKIMHUTE KbM TAX M3UCKBAHMS MO HACTOSIINS PErJIaMEHT.

Axo mpu mpoBepkaTa mo pasfen 18.2 ce MOTBBPAM, Y€ CHOTBETHHTE
n3fenus or knac Ila oTroBapaT Ha TeXHMYeCKaTa JIOKyMEHTalus I10
npunoxenuss II u III u Ha NpUTOKUMHUTE KBM TAX HW3UCKBAaHHA I10
HACTOSIIMSL  PErJIaMEHT, HOTHU(GULUpPAHUAT oOpraH wu3gaBa ceprudukar
CBIJIACHO HACTOSALIATA YacT OT HACTOSAILOTO IPUIIOKEHHE.

Upes peporamus oT pazznen 17 u B mpoabDKeHHe Ha Hali-manko 10 roauan
ciel MyCKaHeTO Ha Ma3apa Ha MOCIETHOTO CH M3JeNIMe MPOM3BOIAMTEINAT
WM HETOBUAT YIBJIHOMOIIEH IMPEICTaBUTENI ChbXPaHsABAa Ha Pa3IOJIOKEHUE
Ha KOMIETEHTHHUTE OpPTaHH:

— EC nexyapanusTa 3a CbOTBETCTBUE,

— TeXHUYecKaTa JokyMeHTauus no npuioxkenus II u III, n

— ceprudukara mo pazzmen 18.3.

Ipunara ce pazaen 8 or npuinoxenue 1X.
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IIPUJIOJKEHUE XII

CEPTU®UKATHU, U3JABAHU OT HOTUOPULIUPAHUTE OPTAHU

I'IABA 1
OBl U3UCKBAHUA

. Cepru¢ukaTuTe Ce M3rOTBAT HA €AUH OT opHuLHMaNHUTe e3uuu Ha Cblo3a.

. Beekn ceprudmkar ce oTHacs camMo 10 €HA MpOLEAypa 3a OLCHSIBaHE Ha
CBOTBETCTBHUETO.

. CeprudukaTuTe ce M3JaBaT caMO Ha €IMH IpousBoauTen. Mmero m ampechT
Ha MPOU3BOAUTENS, BKIIOYEHH B cepTH(HKATa, ca CHIIUTE KATO PErHCTPHU-
paHHTe B eNeKTpOHHATa cucTema 1o wieH 30.

. O0xBarsT Ha cepTU(UKATUTE WACHTUDHUIIUPA IO HEBYCMUCIICH HaYWH 00XBa-
HatoTo(uTe) mamesne(s):

a) ceprudukarute 3a EC oreHsBaHe Ha TeXHHYECKATa JTOKYMEHTALHS, CEPTH-
¢dukarute 3a EC uscnensane Ha tuna u ceprudukatute 3a EC mpoBepka
Ha NPOJYKTa BKJIIOYBAT SICHA WJICHTH(MKALUS, B TOBA YUCIO HAUMEHOBA-
HHETO, MOJieJla U THUIa Ha HM3JeNNeTo(sdra), MpeaHa3HaYeHHEeTO, MOCOYCHO
OT TNPOM3BOAUTENISI B MHCTPYKLMHTE 3a yrnorpeba, BbB BpPb3Ka C KOETO
U3/IeNMeTO € OMJIO OLICHEHO B PaMKHTE Ha MPOLEAypaTa 3a OLEHSIBAaHE Ha
CBOTBETCTBHETO, KJIacU(UKaLUATa B 3aBUCUMOCT OT pucka u 6azosust UDI-
DI cwriacHo unen 27, maparpad 6;

0) ceprudukarure 3a EC cuctema 3a ynpasieHue Ha KadyeCTBOTO M cepTUH-
katute 3a EC ocurypsiBaHe Ha KauecTBOTO BKJIIOYBAT MACHTH(MKALHUS Ha
W3JeNUsATa WM TPYNHTE M3/enus, Kiacudukaiusrta B 3aBHCHMOCT OT
pucka, a 3a u3zenus, kiacuduuupanu B kiac Ilb — npennazxHauenunero.

. Horupuumpanusar opran TpsOBa Ja MOXe IpH NOMCKBAHE Ja IOKaXEe KOU
(oTaennu) u3nenust ca oOxBaHaTu oT ceprudukara. Horupuuupanusr oprau
YCTaHOBSIBA CHUCTEMa, KOSTO YJIECHSBA OIPENEISHETO Ha W3JCNHATA, BKIIIO-
YUTEITHO TIXHaTa Kiacuukaius, o0XBaHATH OT CepTU(HKATa;

. Ceprudukature ChIbpKAT, aKO ¢ IPUIOKHMO, OeleKKa, Y€ 3a MyCKaHeTO Ha
nasapa Ha wuszenuero(sita), 0OXBaHATH OT TO3M CEPTHU(UKAT, € HEOOXOAUM
JpYyr cepTu(UKaT, U3JaJAeH B CbOTBETCTBHE C HACTOSIIMS PErJIAMEHT.

. Ceprudpuxarure 3a EC cucrema 3a ynpaBieHHe Ha KayeCcTBOTO M cepTH(U-
karure 3a EC ocurypsiBane Ha KauecTBOTO 3a M3/elHs OT Kiac I, 3a kouTo ce
M3UCKBA ydYacTHEe Ha HOTU(HLHUpAH OpraH ChIVIACHO WieH 52, maparpad 7,
BKJIFOYBAT [JCKJapanus, 4e HOTI/I(I)I/I]_H/IpaHPIHT opran € HanpaBwjJ OJWUT Ha
CHCTeMaTa 3a YIpaBJIeHME Ha KauyecTBOTO, OrPaHUYEH [0 AacHeKTHUTE,
U3UCKBAHHU CBITIACHO 1OCOYEHUsI maparpad.

. IIpu nombiBane, M3MEHEeHHE WM IOBTOPHO H3JaBaHe Ha ceprudukar, B
HOBHSI CepTU(HUKAT Ce 10COYBA NPEIXOAHMAT CepTH(PHUKAT M Jarata My Ha
U3/1aBaHe, 3aC/JHO C BHECCHUTE M3MEHEHUSI.

I'/TABA 11
MUHUMAJIHO CBABbP)KAHUE HA CEPTU®UKATUTE

1. Nme, agpec u naeHTH(HUKALMOHEH HOMEp Ha HOTH(UIMPAHUS OpraH;

2. uMe u aapeC Ha NPOU3BOAUTEIIA U AKO € MPUIOKHUMO — Ha YII'bJIHOMOIICHUA
MpEACTaBUTE,
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10.

11.

13.

14.

15.

. YHUKaJICH HOMEp 3a WACHTHU(HIMPAHE Ha CepPTU(]UKATA;

. ako Bewye e wm3nageH, EPH Ha mnpousBoautens cwrioacHo wieH 31,

naparpad 2;

. JlaTa Ha U3/1aBaHE;
. CPOK Ha BaJIMIHOCT;

. JaHHM, HEOOXOAMMHU 3a HEJBYCMHUCIICHA MACHTU(DHUKALUS HA U3CTHETO(sITa),

KOTaTo € MPWJIOKUMO, CBIJIACHO MOCOYEHOTO B 4acT I, paszen 4;

. aKO0 € IMPUIOKHUMO — IOCOYBAHE Ha BCHUYKH MNPEAXOIHU CepTI/I(bI/IKaTI/I

ChIJIaCHO B TIJjiaBa I, paszaei 8;

IIO30BaBaHC Ha HACTOALIMSA PEIJIaMEHT U Ha CBHOTBECTHOTO IIPUJIOKEHUE,
ChIVIACHO KOCTO € HU3BBPUICHO OLCHABAHETO Ha CHOTBETCTBUCTO,

V3BBPUICHW M3CIACNBAHUS M W3MNUTBAHUS, HANpUMEp NPENpaTKd KbM
crotBeTHH OC, XapMOHM3UpaHW CTAaHAAPTH, AOKIATN OT HW3MUTBAHUS U
OJIMTEH JIOKJIAJ WM ONUTHH JOKJIAIHN;

aKO € IIPWIOKHMMO, I1030BaBaHE HA CHOTBETHUTE YacTH OT TEXHUYECKATa
JIOKyMEHTAIlMsl WM APYT'M CEepTU(HKATH, HEOOXOAMMH 3a ITyCKaHETO Ha
nasapa Ha oOXxBaHaTOTO(MTE) M3AEIUe(s);

. @Ko € IPWIOKUMO, HH(POPMALMS 32 HaA30pa OT HOTU(UIMPAHUS OpraH;

3aKJIFOYCHHUS OT OLECHABAHECTO HA CBOTBETCTBHUETO, M3BBPUIICHA OT HOTI/I(bI/I-
ypaHus OopraH BbB BPb3Ka C IMPUIOKHUMOTO MHPUIIOKEHHUE,

yCIOBHSL 332 BAIMAHOCTTA WJIM OIPaHMYEHMS HA BaJIUJHOCTTA HA CEPTH-
(ukara;

MPaBHOOOBBP3BAL TIOJNUC HA HOTU(GMIMPAHUS OpPraH B CHOTBETCTBHE C
MIPUJIOKUMOTO HAI[MOHAIHO IPaBO.
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TTPUJIOJKEHUE XIII

MNPOUHEAYPA 3A U3AEJIUSA, U3SPABOTEHHU 11O IMIOPBYKA

. 3a uaaeiusaTa, H3p360TCHI/I 10 IHOpbYKA, HNPOU3ZBOAUTEIIAT WK YI'BJIHOMO-

LIEHUAT My MPEJCTABUTENl M3rOTBAT JEKJIapalus, ChIbpKalla LislaTa
uHboOpMaLys M0-40Iy:

— HMMETO U aJipeca Ha MPOM3BOAUTENS U Ha BCHYKU MTPOU3BOJICTBEHH OOCKTH;
— aKo € MPWIOKHMMO, UMETO ¥ ajJpeca Ha YIBIHOMOIICHHS IPEACTaBUTEI;
— JIaHHW, MO3BOJISBAILY HJICHTH(UIMPAaHE HA CHOTBETHOTO H3JIEIINE;

— JeKJIapamys, e U3IeNHeTO € MpeIHa3HAueHO 33 M3KIIOYUTENHA yroTpeda
OT KOHKpPETEH MAlMeHT WM MOTPeOuTeN, KOWTO ce 0003HayaBa C HME,
ChKpalieHne mwin udpoB KO

— HUMETO Ha JMLETO, KOCTO € MNpEeAHrcalio U3ACJIUETO U KOCTO paslojiara C
IIpaBoO 3a TOBa CHITIACHO HALIMOHAJIHOTO IMPaBO IOpaau l'IpO(beCI/IOHaJ'IHaTa
cHu KBaJ'II/I(i)I/IKaIII/IH, U aKo € [NPUIOKUMO — HMETO Ha CBHOTBETHOTO
TeueOHO 3aBCIICHUE,

— KOHKPETHUTE XapaKTepPHCTHKM Ha IMPOJYKTa, KAKTO ca OMHCAHU B Tpe]-
MHCAaHUETO;

— JIeKiapanys, 4ye ChOTBETHOTO H3/ICNIHE OTroBaps Ha OOIIMTE HU3MCKBAHHS
32 0€30MacHOCT M JACHCTBHE IO TPHIOKEHHE | W ako € MPHIOKUMO —
yKa3BaHe Ha OOIIMTEe M3UCKBAHUs 3a OE30MACHOCT U JACHCTBHE, KOUTO HE
ca M3IBUI0 M3IBJIHEHH, KaTo Ce M0COYBAT MPHYMHHTE;

— aKo € NPWIOXKHMO, IIOCOYBAaHE, Ye W3JCIUETO ChIbpiKa WM BKIIOYBA
JICKAPCTBEHO BEIIECTBO, B TOBAa YHCIO MPOW3BOJHO Ha YOBEIIKA KPBHB
WIM IUIa3Ma WIM THhKaHH WM KIETKH OT YOBEIIKM MM JKUBOTHHCKH
npousxox 1o cmuckia Ha Permament (EC) Ne 722/2012.

. HpOI/ISBO,Z[l/ITEJ]ﬂT C€ 3aabJ/DKaBa Ja CbXpaHsABa Ha PA3IOJOKCHHUC Ha KOMIIC-

TCHTHHUTE HALMOHAIHH OPraHM NOKYMCHTAILMsATa, IOCOYBAINA MPOM3BOJICT-
BeHHs(MTe) 00EKT(M) W [aBalla BB3MOXKHOCT 3a (hopMmupaHe Ha pa3Oupane
3a TMPOCKTA, MPOM3BOACTBOTO M ICHCTBHETO HA H3ICIHETO, BKIIOYHTEIHO
0YaKBaHOTO JEHCTBHE, TaKa Ye Jia TO03BOJH OLCHSBAHETO HA CHOTBETCTBHETO
C M3UCKBAaHMSITA MO HACTOSIIHS PErIaMEHT.

. HpOI/ISBOL[I/ITeII}IT nmpeanpuemMa BCUIKH H606XOIII/IMI/I MEpKH, 3a Ja rapaHTupa,

4Ye MpH TPOM3BOACTBEHUS TMPOIEC Ce€ TMOoNydyaBaT W3AETHs, KOWTO ca
MIPOU3BEICHN B CHOTBETCTBHE C JOKYMEHTAIMATA IO pa3nen 2.

. IICKJ'IapaLIHHTa, II0COYC€HA B yBOJHaATa 4aCT Ha pasaeci 1, C€ CbXpaHsBa B

HNpOAB/DKEHNE Ha Hal-Manko 10 rogumHu ciei IyCKaHeTO Ha H3/eNIMeTO Ha
naszapa. 3a UMIUIAaHTUPYEMM U3JelHsl CPOKBT € Hai-Maiko 15 ropuHu.

[Ipunara ce pazmen 8 ot mpunoxenue [X.

. HpOI/ISBOI[I/ITCIIHT Inperjuexiaa MW JOKYMEHTHpa OIIuTa, C’I)6paH B cClca

npousBojcTBeHus etar, BKmountenHo ot KIIIIII mo wact b ot npunoxenue
XIV, u BpBeX/IA MOIXOISANIA CPEACTBA 32 IMPEANPUEMaHETO Ha HEOOXOIUMHTE
KOpUTHpamy AeHCTBUSA. B TO3M KOHTEKCT, B CHOTBETCTBHE C 4WieH &7,
naparpad 1 TOil HOKIazgBa HAa KOMIICTEHTHHTE OPraHM BCHYKH CEPHO3HU
WHIUICHTA WM KOPUTHUPALIN ICHCTBUS BBB BPB3Ka ¢ 0€30IMacCHOCTTA, WIH U
JIBETe, BeIHara ciejl KaTo Haydl 3a TAX.
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1IPUJIOJKEHUE X1V

KIMHUYHA OLEHKA W KIMHUYHO IIPOCIIEASIBAHE CJUIEJ]

IIYCKAHE HA ITA3APA

YACT A
KJIMHUYHA OLEHKA

1. 3a ja miaHuMpar, M3BBPIIBAT HENPEKbCHATO M JOKYMEHTHPAT KIMHUYHATA
OLICHKA, MPOU3BOJUTEIIUTE:

a)

0)

B

~

r)

)

M3TOTBAT U aKTyaJM3MpaT IUIaH 3a KIMHUYHATA OIIEHKA, KOWTO BKIFOUBA
Hali-MaJKo:

— YCTaHOBSIBAaHE Ha OOIIMTE M3MCKBAHUs 3a OE30MacCHOCT M ACHCTBHE,
KOUTO TpsiOBa 1a ca MOJKPENeHN ChC CHOTBETHUTE KIMHUYHH JaHHU;

— INOCOYBAHE Ha NPEAHA3HAYCHUCTO Ha HU3ACIIHUCTO,

— SICHO IIOCOYBAHE Ha NPCABUIACHUTE LICJICBU I'PYNH C ACHU IOKa3aHUI
1 POTHUBOIIOKA3aHHUSA,

— HOH]Z)O6H0 ONMMCAaHUE Ha IJIAHUPAHUTE KIMHUYHHU II0JI3W 3a Ialuv-
C€HTUTE C OTHOCMMHU W KOHKPETHO TIIOCOYECHH MapaMeTpu Ha
KIMHAYHUTE PE3YJITATH,

— TIOCOYBaHE Ha METOAMTE, KOMTO J[a CE HM3IMOJ3BaT 3a M3CIIE/IBaHE Ha
Ka4eCTBEHHTE W  KOJMYECTBEHWTEC AaCHEKTH Ha  KIMHUYHATA
0€3011acHOCT ¢ SICHO 030BaBAaHE Ha ONPEEISHETO HA OCTATHUHHTE
PHCKOBE M CTPAHMYHHTE e(EKTH;

— OpHEHTHPOBBYCH CIHMCBK M IOCOYBAHE HA ITapaMETPUTE, KOHTO
TpsGBa @ ce M3MOJ3BAT 3a ONMPEICISHE, Bb3 OCHOBA HA HAN-HOBHUTC
HayYHH JOCTIKCHHs B 00JNAcTTa Ha MEAMLIHATA, Ha MPHEMINBOCTTA
Ha CBOTHOIICHHETO MEKIY PHCKa M IOJN3UTE 3a OTACIHHTE BHIOBE
MOKa3aHWsl W NpejHa3Ha4YeHHe(s1) Ha M3/CIHeTO;

— o0003HayaBaHe Ha HayWHA, MO KOWUTO TpsiOBa OBAAT pelIeHH
BBIPOCHTE 3a CHOTHOLICHHETO MEXIY PUCKA W MOI3HTE, CBBP3aHU
C KOHKPETHH KOMIIOHCHTH, KAaTO H3IMON3BaHE Ha (hapMaleBTHIHH
MPOIYKTH, HEKM3HECTIOCOOHH JKMBOTHHCKH HIJIM YOBEIIKHA THKAHH; W

— MIaH 3a KIMHUYHO pa3BUTHE, [I0Ka3Ball MPEMHHABAHETO OT
M3MUTBAHMS C 1€ MPOYyYBaHE, KaTo MNPOy4YBAHUS 3a H3MUTBAHE
BBPXYy XOpa 3a WBPBH ITBT, MNPOYYBAHUS 3@ OCHIIECTBUMOCT H
MUJIOTHA TPOYYBaHHS, KbM H3IUTBAHUS 32 CHOTBETCTBUETO, KATO
ocHoBHM KiauHUYHHU u3nuTBanus, U KIIIIIT mo yact b oT HacTosimoro
MIPUJIOKEHHE, C TIOCOYBAaHE Ha OCHOBHHUTE €Talld M ONHCAaHHE Ha
BB3MOXKHHTE KPUTCPHUHU 3a MPUCMaHE;

Ype3 CHCTEMAaTHUYeH Tperyiefl Ha HaydHaTa JHUTepaTypa OMpeaesst
HAJIMYHUTE JAHHU OT 3HAYCHHE 3a M3JCIMETO M HEroBOTO IIpEaHA3-
HAUCHME M €BEHTYaJHU MPOIMYCKU B KIMHUYHHUTE AOKA3aTENICTBA;

OLICHABAT BCHYKH OTHOCHMH KIMHMYHH JAHHHU 4pe3 OIEHKA Ha MPUTOJ-
HOCTTa MM 3a OIpejelsiHE Ha O€30IacHOCTTa WM JICHCTBHETO Ha W3Je-
JIMETO;

Ha6aB$IT, Ype3 HAMJICKHO NMPOCKTHPAHW KIMHUYHH H3IUTBAHUA B CBOT-
BETCTBUE C IIJTaHA 3a KIWHUYHO Pa3BUTHE, HOBU WA JOIBJIHUTCIHHA
KIIMHAYHU JTaHHH, HeO6XOI[I/IMI/I 3a peluaBaHe Ha HEPCIICHUTE BBIIPOCHU; U

aHaJIu3upaT BCUYKU OTHOCHMHU KIIMHUYHU JaHHHU, 3a Aa CTUrHAT MO0
3aKJIFOYCHHMS 3a 0€301acHOCTTAa M KIMHHYHATA ed)eKTI/IBHOCT Ha uU3ac-
JIMETO, BKIIIOYUTEITHO KIMHUYHUTE MY IIOJI3H.
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Knuanunara OIICHKa € Hu3YepriaTeiiHa W 066KTI/IBHa, KaTto C€ OTUHUTaT U
IIOJIOKUTCIIHUTE, W OTPULATCIHUTE JaHHU. Heiinara 3aL[T)H60‘ICHOCT u
o0xBar ca IIpOIOpHUOHATIHU U I_ICJ'IGC'LO6p33HI/I C oriaea Ha €CTCCTBOTO,
Knacn(bmcaunﬂa, NpEeAHa3HAYCHUETO W PUCKOBETE OT BBIPOCHOTO
HU3ACIHNE, KAKTO U TBBPACHUATA HA MMPOMU3BOAUTEIS IO OTHOIICHUE HA HU3C-
JIUETO.

Knuanunara OL€EHKa MOXE Ja C€ OCHOBaBa Ha KIMHUYHUTE JaHHHU 3a
HU3ACINE, CKBUBAJICHTHOCTTAa Ha KOETO C BBIIPOCHOTO HU3ACIHE MOXKE Oa CE
JIOKaXKe. HpI/I JOKa3BaHC Ha CKBHUBAJICHTHOCTTA CC B3eMaT IpeABU/ CIICIHUTE
TEXHUYCCKHU, OWOJIOTUYHHM U KIMHUYHH XapaKTCPUCTUKU!

— TEXHUYECKH: M3JIETMATa UMAT CXO/EH MPOEKT; M3II0I3BaT Ce MPU CXOTHH
yCIIOBHUSI Ha ynoTpeda; UMaT CXOAHH CleHU(pUKALUA U CBOWCTBA, BKIIIO-
YUTEIHO (PU3MKOXUMHUYHU CBOWCTBA, KATO MHTEH3UBHOCT Ha CHEPIHUSTA,
SIKOCT Ha OITbH, BUCKO3HTET, TIOBBPXHOCTHH XapaKTEPUCTUKH, IBIDKHHA
Ha BBJIHATA U COMDTYCPHH AIrOPUTMH; HU3IIOJ3BAT CXOAHH METOAU 3a
pasmojyiaraHe, KOrato € TNPHIOXKHMO; HMMaT CXOAHH NPUHIUNN Ha
paboTa ¥ M3UCKBaHMS 3a KPUTHYHO ACHCTBUE;

— OMOJIOTHYHH: M3JIENUsTA W3IOI3BAT SJHAKBY MATEpPUAIM WM BEIEeCTBA,
KOHTO Ca B KOHTAaKT C €IHM W CBIIM YOBEUIKH THKAHW WM TEICCHH
TEYHOCTH 3a NOAOOCH BHJ U MPOABIDKUTEIHOCT HA KOHTAKTa, W
CXOJIHM XapaKTEPUCTUKH Ha OTJCISHE Ha BEIIECTBATA, BKIFOUUTEIHO
MIPOIYKTH OT pasrpa’kiaHe U OTICIIHE;

— KIMHWYHU: U3JeNusATa CE W3MO0A3BaT 3a €IHO M ChINO KIMHUYHO
CBHCTOSHUE MM Ca C €IHAKBO NpEJHA3HAYCHHUE, BKIOUUTEIHO IT0J00HA
CTeNeH W CTajui Ha 0O0JeCTTa, Ha €QHO M CHIIO MSCTO B TSUIOTO, TPU
WAEHTWYHA TPyTa, BKIFOYUTEIHO MO OTHOIICHHE HA BB3PACT, aHATOMUS,
Gusznonorus; MMar €AMH M CBII THUI INOTPEOUTEeN, HMMAaT CXOAHO
KOHKPETHO KPHUTHYHO AEHCTBHE NPEABHUJ OYAKBAHHs KIMHHYEH e(exT
3a OMpEJEICHO MpeHa3HAYCHHUE.

XapakTepucTukuTe, W30pOCHH B IIbpPBA alWHEs, ca CXOJHU JO CTCNeH, e
HSIMa CHINECTBEHA KIMHUYHA pa3liKa MO OTHOIICHHE Ha 0OE30IMacHOCTTa U
KJIMHUYHOTO JeficTBre Ha m3aenneto. ChoOpaKeHUsITa 3a €KBUBAJICHTHOCT
ce OCHOBaBaT Ha MOIXO/IIa HaydyHa OOOCHOBKa. SICHO ce J[qoKa3Ba, 4e
MPOM3BOUTENIUTE pPa3oyiaraT ¢ JOCTaThYHH HUBA HA JOCTBI /10 JaHHHUTE
3a M3JENUsITa, 32 KOUTO TBBPIAT, Y€ € HaJIHIE SKBHBAJICHTHOCT, C IIEJ Ja ce
JIOKa)X€ TBBPJICHUETO MM 33 CKBHUBAJICHTHOCT.

Pe3yHTaTI/ITe OT KJIWMHHYHaATa OIICHKAa W KIWHHYHHUTE J0Ka3aTciCcTBa, Ha
KOUTO TA C€ OCHOBaBa, CE€ JNOKYMEHTHpPAT B AOKJIAJ 3a KIMHWYHA OICHKA,
KOHTO TOAKPEIsl OLUECHABAHETO HAa CHOTBETCTBHUECTO HA U3ACIIHUCTO.

KinuHn4yHMTE J0Ka3aTelNcTBa W HEKJIMHHUYHUTE JIAHHM OT METOAU 3a
HEKJIMHUYHO M3MWTBaHE W BCSKAa Jpyra OTHOCHMAa JOKyMEHTAIHs
[03BOJISIBAT HA TMPOU3BOAMTEISI Ja JOKaKEe CHOTBETCTBHETO C OOLIHTE
M3UCKBaHKs 3a 0E30MaCHOCT M JCHCTBHE M Ca YacT OT TEXHHYECKaTa AO0KY-
MEHTAIUs 3a JaJICHOTO M3CIne.

B TexHuyeckara JOKYMCHTalMs CE BKIIIOYBAT KAKTO IOJOXKUTECIHUTE, TaKa U
OTPULIATCTTHUTE HaHHU, B3€TH NPEABUA IPU KIIMHAYHATA OLICHKA.

YACT b
KJIMHUYHO MPOCJIEJAABAHE CJIE]] IYCKAHE HA ITA3APA

KIIIIIT o3HauyaBa HENpeKbCHAT MPOLEC HA aKTyaln3upaHe Ha KIMHHYHATA
OLICHKA 1O wieH 61 1 4acT A OT HACTOSAIIOTO MPUJIOKCHUE U CE OTpa3siBa B
IUIaHa Ha TPOM3BOJMTEINS 3a HAA30p CJel MycKaHe Ha mazapa. [lpu u3Bbp-
mBanero #a KIIIIIT mpousBoaMTeNnsIT aKTHBHO CHOMpa W OLEHSBA
KIMHUYHUTE JaHHH OT yrmorpebara B YOBEHIKOTO TSUIO MM IPH XOpa Ha
u3zienue ¢ MapkupoBkata ,,CE®, KoeTo e mycHaTo Ha rasapa WiH B JeHCTBHE
MO TpeHa3HAYEHUEeTO My CBHIVIACHO CHOTBETHATA MPOLEAYpa 3a OLCHSIBAHE
Ha CHOTBETCTBHETO, KaTO LEJIMTE Ca MOTBbpIKIaBaHE Ha 0e30macHOCTTa U
JEHCTBHETO Mpe3 LeNHs OYaKBaH EKCIUIOATAMOHEH CPOK Ha HW3JeNHEeTO,
3amas3BaHe Ha NPHEMJIMBOCTTA HAa YCTAHOBEHHTE PHCKOBE M yCTaHOBSIBAaHE
Ha HOBOBB3HHKBAI[M PHUCKOBE Bb3 OCHOBA Ha (DAKTHUECKH JOKA3aTENICTBA.
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6.1.

6.2.

KIIIIIT ce H3BBPIIBA CBITIACHO NOKYMCEHTHPAH METOJ, U3JIOKCH B IlJIaHa 3a
KIIMHUYHOTO IHPOCIICAsIBAHE CJICA ITYCKaHC Ha I1a3apa.

B nnana 3a KIIIIII ce mocoyBar MeToAMTE M MPOLEAYPUTE 3a AKTUBHO
cbOMpaHe M OLEHKA Ha KIMHUYHMUTE JIAaHHU C Lel:

a) MOTBBbpIK/IaBaHe Ha 0€30MacHOCTTa W JAEHCTBHETO HA H3JEIHMETO Ipe3
LeaHs My OYaKBaH €KCIUIOATAMOHEH CPOK;

0) ycTaHOBsIBAHE Ha HEM3BECTHU 10 CHOTBETHUSI MOMEHT CTPAaHHYHHU CEKTH
7 HaOIIOJCHWE HA YCTAHOBCHUTE CTPAaHWYHN €(PEeKTH M IPOTHBOIOKA-
3aHUS;

B) YCTAHOBSIBAHE M aHAJIM3 HAa HOBOBB3HUKBAIM PHUCKOBE Bb3 OCHOBA Ha
(hakTHYECKH JI0Ka3aTeJICTBa;

I‘) 3alasBaHe Ha TMPUEMIIMBOCTTAa Ha CHOTHOLICHUETO MEXKAY PpHCKa H
TIOJIBUTE CBITIACHO pa3JCiiv 1 u9or TIPUIJIOKCHUC l, n

1) Ompele/siHE Ha BB3MOXKHU CIIydad Ha CHCTCMAarTH4Ha HENpaBHIHA
ynorpeba B TPOTHBOpEYHE Ha yKa3aHOTO Ha eTHKETa Ha W3JCNMETO, 3a
Jla ce IPOBEPH HPABHIHOCTTA HA HPEAHA3HAYCHHETO My.

ITInanwT 3a KIIIIIT BKIIOUBA HaM-MaKO:

a) obmwure Meroau u npoueaypu 3a KIIIII, xouto TpsOBa na ce mpuarar,
KaTo ChOMpaHe HA HATPyNaH KIMHUYECH OIMT, 00paTHA BPB3Ka C IOTpe-
OurtenuTe, NpOCIEASBAHE HA Hay4yHaTa JUTEpaTypa M Ha JApyru
W3TOYHUIN Ha KIMHWYHU JaHHU;

0) cneumannute meroau u npouenypu 3a KIIIIII, kouto TpsOGBa na ce
npuiiaraT, KaTo OILCHKA Ha MOAXOASAIIM PErHCTPH WM TPOYYBAHUS Ha
KIIIIIT,

B) 00OCHOBKa Ha IEIEChOOPA3HOCTTA HA METOAWTE W MPOLEAYPHTE IO
OykBu a) u 0);

I) I1030BaBaHE Ha CbOTBETHUTE YACTU OT JOKJIAJA 3a KIMHUYHA OLIEHKA IO
pasien 4 M mo30BaBaHE HA YNPABJIEHUETO HAa pHCKA IO paszgen 3 oT
npunoxenue I;

JI) KOHKpEeTHHTEe 1eiu, kouto cu nocrass KIIIIIT;

C) OLCHKAa HAa KIIMHUYHUTC JaHHU BbBB BPB3Ka C €CKBUBAJICHTHU WM CXOAHU
U3CINs;

k) mnocousaHe Ha cboTBeTHUTE OC, XapMOHHM3MpPAHUTE CTaHAAPTH, KOraTo
TaKuBa CE M3I0J3BAaT OT MPOM3BOAUTENSA, U CHOTBETHHTE HACOKH BBHB
Bpb3ka ¢ KIIIII; n

3) moapobeH u mobpe obGocHoBaH rpaduk 3a neitHoctute mno KIIIIIT
(manpumep ananu3 Ha ganaute ot KIIIIIT u nmoknagsane), KOUTO
TpsiOBa @ OBAAT MPEANPUETH OT MPOU3BOAUTEIS.

IIpousBopurensar anamusupa sakmouenuara or KIIIIIT wu noxymeHnTtHpa
pesynrarure B pokiajn 3a onenka Ha KIIIII, koiito e wact oT moxiaza 3a
KITMHAYHATA OIIEHKA W OT TEeXHHUYECKATa OKYMEHTAITHSI.

3akmoueHuara oT jgokiaana 3a onenka Ha KIIIIIT ce B3emar mpeaBupn 3a
KJIMHMYHATA OICHKA, IOCOYeHa B wWieH 61 W B 4yacT A OT HACTOSIIOTO
NPWIOXKEHHUE, U B YIPABICHUETO Ha PHCKa MO pasjel 3 oT mpuioxeHue I.
Axo mpu KIIIIII Obme ycraHOBeHAa HEOOXOJMMOCT IPEBAHTUBHU H/WIN
KOPUTHPAILA MEPKH, IPOU3BOJMUTEINAT MpPEANPUEMa TE3U MEPKH.
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2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

IIPUJIOJKEHUE XV

KJIMHUYHU U3IIUTBAHUS

T'JIABA 1
OB U3NUCKBAHUSA
ETnunu npuHumnm

Besiko  neiictBue IIpu  KIIMHAYHOTO U3MNUTBAHE, OT IIbPBOHAYAIHOTO
pasriiexxK1ane Ha HCO6XO[[PIMOCTT3. 1 00OCHOBKAaTa Ha WM3IUTBAHETO U J0
Hy6J'II/II<yBaHeTO Ha pe3yliTaTUTe, C€ U3BBLPIIBA C"I)O6p3.3H0 TIPU3HATUTE
CTUYHU NPUHIUIIN.

Meroau

KnuHuuHKMTe M3NUTBAHUS e M3BBPIIAT B3 OCHOBA HA MOJXOI IUIAH 32
W3MUTBAHETO, ChOOpa3eH C Hal-HOBUTE HAYYHH W TEXHUYCCKU 3HAHUS U
M3rOTBEH 110 TAKHB HAYWH, Y€ Ja MOTBBPIHM WIIH ONPOBEpPrac TBbPICHUATA
Ha TPOM3BOJIUTENS OTHOCHO OE€30MacHOCTTa, ACHCTBHETO M ACIEKTHUTE,
CBBP3aHH CBHC PHUCKA W TION3UTE OT W3JCNUATA, CHIIIACHO 4WieH 02,
naparpad 1; Te3W KIMHUYHU W3MUTBAHUS BKIFOYBAT MOAXOMSAIL OpOi
HAOJIOJICHUsI, 32 []a Ce TapaHTHpa HayYHATa BAIMIHOCT Ha 3aKJIFOYCHHSATA.
O6o0cHOBKaTa 3a MPOEKTa U M30paHaTa CTATHCTHYECKA METOJMKA Ce MPEe-
CTaBAT, KakTO € ONMcaHo IMo-HataTbk B ThnaBa II, pasmen 3.6 ot
HACTOSIIOTO MPHUIOKEHHUE.

HpoueﬂypHTe, U3II0JI3BAHU 3a MNPOBEXKIAHEC Ha KIMHUYHO HU3IUTBAHE, Ca
IoAXOoOsdAlM € orjea Ha HU3ACIHUCTO 3a KIMHUYHO HU3IHUTBAHE.

HaquouscneszaTencane MCETOJMKH, H3IIOJ3BAHU 3a IPOBECKIAHEC Ha
KIMHAYHOTO HM3IIKMTBAHE, Ca IMOAXOMdAINM C OrJIed Ha H3ACIHCTO 3a
KIIMHUYHO H3IMUTBAHC.

Knunuunure wn3nuTBaHUS Cc€ IPOBEXKAAT B CHOTBETCTBUE C IUIAHA 3a
KIMHUYHOTO M3MHUTBAaHE OT JIOCTATHUCH OpOW LENICBH IOTPEOMTENH M B
KJIMHAYHA cpella, KOSTO € IMPeJCTaBUTENIHA 3a MPEIBUACHUTE HOPMAJIHU
yCJIOBHsS Ha yrorpeba Ha M3JEeNIMeTO B IelieBaTa rpyna OT MHalUeHTH.
KnuHnyHauTe WM3NUTBaHMS ca B CHOTBETCTBHE C IUIaHA 3a KIWHUYHATA
OILICHKA, KaKTO € II0COYEHO B 4yacT A oT mpunoxenue XIV.

Benuku MOAXOAAIIN TEXHUYCCKHU H (I)yHKLU/IOHaJ'IHI/I XapaKTCPUCTUKHU Ha
U3ACJINETO, U MO-CHCIUAJIHO TE3U, KOUTO Ca CBBP3aHU C 6e30macHoOCTTa
n ﬂeﬁCTBHeTO, 1 OYaKBAHUTC KIMHUYHU PE3YyJITATU OT TAX, Ca 3aCTBIICHU
0 MOAXOJAIl HAYMH B IPOCKTAa HA U3IMUTBAHETO. npe}]OCTaBﬂ C€ CIIMCBK
Ha TCXHHUYCCKHUTC H q)yHKLlVIOHaJ'IHI/ITC XapaKTCPUCTUKU Ha U3ACITUCTO U
CBBP3aHUTE C HEI'0 OYaKBAHU KIIMHUYHU PE3YJITATH.

Kpaiiaure mokaszaTenn Ha KIMHUYHOTO HM3MUTBAHE OTpa3sBaT MpeaHA3Ha-
YEHHEeTO, KJIMHUYHHUTE TOJI3H, ACHCTBUETO U 0E30MaCHOCTTa Ha U3/ICITHETO.
KpaiiHure nokaszaTenu ce ONpeJesaT M OLEHABAT MOCPEACTBOM Hay4yHO
000CHOBaHM METOJMKHU. [IbpBOHAYAHUAT KpacH MOKAa3aTeNl € IOJIXOJISII
3a M3JIETMETO M € KIMHUYHO 3HAa4MM.

W3cnenoBaTenure MMar JOCTBI A0 TEXHUYECKUTE M KIMHUYHUTE JAHHU
BBbB BpB3Ka C H3menuero. IlepcoHanbT, ydyacTBam] B NPOBEKIAHETO Ha
W3MUTBAHETO, € HAJIEKHO HHCTPYKTHPaH M OOy4eH B IPABHIHOTO
U3MO3BAHE HA M3/CNHETO 32 KIMHUYHO W3MUTBAHE M 10 OTHOLICHUE Ha
IUlaHA Ha KIMHUYHOTO W3MHUTBaHE M JoOpaTa KIMHMYHA NpakTHKa. Tosa
oOyueHHe ce mpoBepsBa M aKO € HEOOXOAMMO, C€ OpraHu3upa oOT
CIIOHCOpa M C€ JIOKyMEHTHpA 10 TOAXOMSI] HAYHH.

JloKmagpT 3a KIMHUYHO M3NMTBAHE, MOANUCAH OT H3CIEA0BATENs,
ChIBpKAa KPUTHYHA OIICHKA Ha BCHYKM JIaHHM, CHOpaHU IO BpeMe Ha
KIMHUYHOTO W3MHUTBaHE, M BKIIOYBA EBEHTYAJTHM OTPUIATEITHM 3aKIIFO-
YEHUS.
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I'JTABA 11

JOKYMEHTALIMA BbBB BPB3KA CbHC 3AABJIEHHUETO 3A

KJIMHUYHO U3IIMTBAHE

3a u3jgenuara 3a KIMHUYHO H3MHWTBAaHE, IOMajaliy B oOXBaTa Ha ujeH 62,
CIIOHCOPBT M3TOTBSI W TIPEJCTaBsl 3asBJICHHE ChIVIACHO wieH 70, MpUApYXeHO
OT CJICJHUTE JOKYMCHTH:

1.1.

1.3.

1.4.

L.5.

1.6.

1.7.

1.8.

1.9.

1.10.

OO6pa3zer; Ha 3asBICHUC

OGpaserbT Ha 3asABICHHCTO CE€ IOMBJIBA HAIICKHO, KaTO CE MOCOYBA
cienHata UHGOpPMALHS:

Nwme, agpec u TaHHH 32 BPB3Ka ChC CIIOHCOPA M — aKO € MPUIOKAMO —
uMe, agpec M JAHHM 3a BPB3Ka C JIMLETO My 3@ KOHTAKT HJIH HETOBHS
Hpe/ICTaBUTEN ChIVIAaCHO 4ieH 62, maparpad 2, ycraHoBeH(o) B Chio3a;

AKO ca pa3nW4yHM OT Te3u B pazzen 1.1, ume, agpec u JaHHU 32 Bpb3Ka ¢
MIPOM3BOJUTENST HA W3ACIMETO 3a KIMHUYHOTO M3MUTBAaHE M aKo €
MIPUJIOKHMO, Ha YIIBIHOMOILICHUSI MY IPEACTaBUTEI,

HaumenoBanne Ha KIMHHYHOTO U3IHUTBAHEC,

CTaTyC Ha 3asdBJICHUCTO 3a KIIMHUYHOTO H3IIMTBAHC (T.C. NnpeAcTaBssHEe Ha
IIBPBO 3asIBJICHHUEC, ITOCJICABAIO 3asBJICHUEC, CHIICCTBECHA HpOMHHa);

IMonpobua wnudopmanus /WM Ipenparka KbM IUIaHA 3a KIMHUYHATA
OLIEHKA;

[Npu mojaBane Ha MOCJIEABAIIO 3asBJICHNAE BbB BPb3Ka C M3/IENIHUE, 32 KOSTO
BeuYe € MOJAaJCHO 3asiBICHHE — pmarata(ure) u pedepeHTHUsT(ure)
HOMep(a) Ha TPEAXOAHOTO(WTE) 3asBICHUE(S), WM TIPH CHIIECTBEHO
HW3MEHEHHE — II0COYBAHE Ha IbPBOHAYAIHOTO 3asBieHHe. CHOHCOPHT
MOCOYBA BCHYKHM IPOMEHH CHPSIMO IPEIXOIHOTO 3asiBICHHE, 3aeHO C
000CHOBKa 32 TSX, M MO-CHELHAIHO Jald Ca HalpaBeHH HIKaKBU
MPOMEHH BBB BPB3KAa ChC 3AKIIOYCHHATA OT MPEIXOAHH IPErjiean Ha
KOMIIETEHTHHSI OpPr'aH MJIM Ha KOMHCHSTA IO €THKA;

Ilpn mnopaBaHe Ha 3asBJICHMETO, CIHOBPEMEHHO CBC 3asBICHHE 32
KIMHUYHO W3nuTBaHe B choTBercTBue ¢ Permament (EC) Ne 536/2014
— MHOCOYBaHE Ha O(UIMAIHUS PETMCTPALMOHEH HOMEp Ha KIMHUYHOTO
N3IUTBAHE;

IMocouBaHe Ha IbPKABUTE WICHKH M TPETHTE IbPKABH, B KOUTO IIE CE€
l'lpOBe}le KIMHUYHOTO MU3IIKUTBAHE KaToO 4YacT OT MHOFOLIeHTpOBO niIn
MHOTOHAIIMOHAJIHO KJIIMHUYHO HM3IIHUTBAHC KBbM MOMCHTA Ha II0JJaBaHC Ha
3asBJICHHUETO;

KpaTtko omucanue Ha H3JEIMETO 33 KIMHMYHO M3IMTBAaHE, HEroBaTa
Knacudukanus 1 apyra nadopmaiys, HeoOXoanMa 3a UISHTUHUIUPAHETO
Ha M3IEJIUETO M HEeroBHs THII,

I/IH(i)OpMaLII/ISI 3a TOBa AaJid U3JCJIMCTO BKIIIOYBA JICKAPCTBEHO BCLICCTBO,
BKIIIOUUTEJIHO IPOU3BOJAHO Ha 4YOBCHIKA KPbB WJIM IUIa3Ma WK Jalid
U3JACIIUETO € MPOU3BEACHO UYpe3 U3IO0J3BAHC Ha HEXH3HECTIOCOOHU
ThKaHU WK KIICTKH OT YOBCIIKW WJIW KUBOTHHCKHU IMPOU3XO0J HIH TEXHU
TIPOU3BOHU;

PesroMe Ha 1UlaHa 3a KJIMHUYHOTO M3IUTBAHE, BKIIOYUTEIIHO IENTA WU
LHeJMTe Ha KIMHUYHOTO W3IHUTBAaHE, Opos M TOJla HAa YYaCTHUIINTE,
KpUTEpUHUTE NpH M0A0Opa HAa YYaCTHUIUTE, NalM MMa Juia mox 18-
TOAWIIHA BB3PACT, KOMTO y4acTBAT B KIMHUYHOTO WM3IUTBAHE, IPOCKTA
Ha M3MUTBAHETO, HAIIPUMED Jajdi ¢ KOHTPOIUPAHO W/WIIU PaHIOMH3UPAHO
M3NUTBaHE, IUIAHUPAHWTE HAYaJlHU M KpailHM JaTH Ha KIMHUYHOTO
HM3IUTBAHE;

AKoO e npuIoKuMo, MH(GOPMALUsT OTHOCHO KOMITapaTopa, HeroBaTa Kilacu-
(uxarms, KakTo M Apyra nHdopManus, HeoOXoauMa 3a UICHTUDHIMPAHE
Ha KOMIIapaTopa;
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1.14.

2.1.

2.2.

2.3.

2.4.

ﬂOKaSaTeJ'ICTBa OT CIIOHCOpaA, Y€ KIIMHUYIHUAT U3CJIIEA0BATE U ICHTHPHT 3a
TIPOBEKAAHE Ha M3IMTBAHCTO MOraT JAa NpOoBEAAT KIIMHUYHOTO HU3IUTBAHE
B CBOTBCTCTBUEC C ILIaHA 3a HEIO,;

JlaHHM 3a OvyakBaHaTa HAyaJHA 1aTa W TMPOJBIDKUTEIHOCTTA HA W3IHUT-
BaHETO;

JlanHu 3a uAeHTHUIUpaHEe HA HOTU(GUIUPAHUS OpraH, aKO TaKbB BEYe
yyacTBa KbM MOMEHTa Ha IIOfaBaHE Ha 3asBICHHE 32 KIMHHUYHO
U3IUTBAHE;

[ToTBBpIKICHUE, Y€ CIIOHCOPBT € 3amo3HaT ¢ (akra, 4e KOMIIETEHTHUST
opraH MOXe Ja ce CBbpKE C KOMHCHATA I0 €THKa, OLEHsABaIla MWIN
OLICHUJIA 3asIBIICHUETO; U

Jexnapauusita o pasuen 4.1.

Bpomrypa Ha n3crnemoBaTenst

bpomypara na wuscnenosarens (BM) chabpika KIMHMYHATA M HEKIH-
HUYHAaTa MHOOPMALMS 338 HM3[EIHEeTO 33 KIMHUYHO M3MMTBAaHE, KOATO €
OT 3HAa4YCHHE 3a M3MUTBAHETO M € HaJIM4YHA KbM MOMEHTA Ha IOJaBaHE
Ha 3asBieHHeTOo. Besdka aktyanusauus Ha B unm Hamuumero Ha Jpyra
HOBa HMH(OPMAIMA OT 3HAUEHHE 3a M3IMTBAHETO Ce ChOOLIAaBa CBOEB-
peMeHHO Ha uscnefoparenute. b e scHO 0003HaueHa M ChAbpXKA I10-
KOHKPETHO clieHaTa MH(pOopMauus:

Vnentudukanus U ONMcaHWe Ha HM3JEIHEeTO, BKIIOUHTEIHO HH(POpMAIHSI
3a MpeJHa3HaYeHueTo, KIacu(pUKalusITa B 3aBUICHMOCT OT PHCKa U HPHIIO-
JKIMOTO TpPaBWIO 3a Kiacudukamms cbriacHo mnpuiokerune VI
MPOEKTUpaHe ¥ TPOM3BOACTBO HA W3/IENMETO M IOCOYBaHE Ha
HPEIXOAHH M CXOIHH MOKOJCHHSI Ha H3JICIHETO.

WHcTpyKuMM  Ha  NpPOM3BOAMTENS 32  MHCTalUpaHe, IOJAPBKKA,
MOANBPKAHE HA CTAHAAPTUTE 33 XUTHEHAa M ynorpeda, BKIIOYMTEIHO
U3MCKBAHUsA 3a CBXPAHEHMETO M paboTara ¢ M3JIEIMETO, KaKTO W,
JIOKOJIKOTO € HaJMyHa, WH(opMauus, KoATo TpsadBa Ja ce IOCOYM Ha
eTUKeTa, ¥ MHCTPYKLUUH 3a yrnorpeba, KOUTO TpsiOBa na ce NpenoCTaBsT
C M3/IEJIMETO NP MycKaHeTo My Ha maszapa. OCBeH ToBa Ce ChIbpPKa
uHdOpMaLKs, CBbP3aHA ChC CHOTBETHOTO OOyueHHE, KOETO CE H3HCKBA.

JlaHHM OT TNpEeIKIMHMYHATA OIEHKAa, OCHOBAHA HAa CHOTBETHOTO TPE.-
KIMHUYHO W3MUTBAHE W EKCIEPUMEHTAIHU JaHHH, II0-KOHKPETHO IIO
OTHOIIEHWE HAa TPOCKTHUTE W3YUCICHUS, W3MUTBAHMUSA  HHBUTPO,
W3MUTBAHUSA ex Vivo, W3MHUTBAHMSA NPU KUBOTHHW, MEXaHWYHHU WIH EJeK-
TPUYECKH HU3MUTBAHUS, W3MUTBAHWA HA HAJCKAHOCTTA, BaIMAUPAHE Ha
CTEepUIIM3alKs, NMPOBepKa M BaIMIMpaHe Ha coTyepa, M3MMTBAHMS Ha
JICWCTBHETO, OLICHKa Ha OMOJOTMYHATA CHBMECTHMOCT M OE30MacHOCT, B
3aBUCHMOCT OT CIydas.

C'I)IIIGCTByBaH_II/I KIIMHUYHU JaHHU U IIO-KOHKPETHO!:

— OT OTHOCHMa HallMYHa HayYHa JMTeparypa OTHOCHO Oe30IMacHOCTTa,
JIEHCTBHETO, KIIMHUYHUTE TOJ3H 32 MAlUCHTUTE, IPOCKTHUTE XapaKTe-
PHUCTHKH ¥ MPEAHA3HAYCHUETO HA W3/ICIIUETO W/WIM Ha CKBUBAJICHTHH
WU CXOJIHU M3JICITHS;

— OT Jpyrd OTHOCHMH HaJM4YHU KJIMHUYHM JaHHH OTHOCHO Oe3omac-
HOCTTAa, ﬂeﬁCTBMeTO, KIMHUYHHUTE IIOJI3U 3a NMALMCHTHUTE, HpoeKTHI/ITe
XapaKTepl/ICTVlKVl u npe;u-[asﬂaqeﬂneTo HAa CKBUBAJICHTHUTC WU
CXOAHUTE WU3AEIHsl Ha ChLIMsS IPOM3BOAMUTEIN, BKJIIOUUTEIHO OT Kora
ce IpelaraT Ha Ia3apa U Iperjiefl Ha CBBp3aHU C JeiicTBHETO,
KJIMHUYHATA T1I0J13a M O€30MacHOCTTa BBIPOCH M  KOPUTHPALIH
JIeUCTBUSL.

PestoMe Ha aHainM3a Ha PHUCKA W TIOJ3UTE W YNPABICHHETO Ha PHCKa,
BKJIFOYMTENTHO MH(OPMAIHs 32 W3BECTHUTE MM MPEABHINMHUTE PHCKOBE,
HEKEITaHUTe CTPAaHWYHH e(EeKTH, MPOTHBOIMOKA3AHHATA M TIPEIYIPEK/IC-
HHESATA.
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2.6.

2.7.

2.8.

3.1
3.1.1.

3.2.

3a U3 OCIINAA, BKJIIOYBAIIM  JICKApCTBEHO  BCUIECTBO, BKIIIOUHUTCIHO
TIIPpOMU3BOAHO Ha 4YOBCUIKA KPHB WM IUIa3Ma, WKW WU3ACIHs, INPOU3BEIACHU
4pe3 HU3II0JI3BAaHC Ha HEXU3HECIIOCOOHM ThKAaHU WIIM KJICTKH OT YOBCIIKH
WA JKUBOTUHCKH IIPOU3XOJ WM TCEXHU TMPOU3BOAHU — noupoGHa
I/IH(bO]Z)MaHI/IH 3a JICKAPCTBECHOTO BEHICCTBO WM THKAHUTE, KICTKUTE HIN
TCXHUTE MPOU3BOAHH, MU 3a CHOTBETCTBHUCTO C MPUIIOKUMHUTE O6HH/I
W3UCKBaHUs 3a 0€30MacHOCT | HeﬁCTBHe U 3a YHNpPaBJICHUCTO Ha
KOHKPETHUA PHUCK BBB BPH3KA C BCHICCTBOTO WM THKAHUTE, KICTKUTE
WM TEXHU TIPOMU3BOJHH, KaKTO M JOKa3aTeiCTBa 3a HOGaBCHaTa
CTOMHOCT OT BKJIFOYBAHETO Ha HO,HO6HI/I CbCTaBKH OT IJICHA TOYKa Ha
KIMHUYHHUTE ITOJI3U W/WIN O€30MacHOCTTa Ha HU3OCITUETO.

Cnucek ¢ HOHpO6Ha I/IH(bOpMaI_II/Iﬂ 3a HU3NBJIHCHHUETO Ha CBOTBETHHUTC
061HH M3MCKBaHUS 3a 0€30MacHOCT U HeﬁCTBHe, OoHpeneiicHn B
TIPUIIOKCHUC l, BKIIIOUUTCJIHO CTAaHAAPTUTE H OC, TNIPUIIOKEHU U3LSI0
WK 9aCTUYHO, KAKTO MU OIMMCAaHWUC Ha PCHICHUATA 3a U3IIBJIHCHHUC Ha CHOT-
BETHUTE 06HII/I M3UCKBaHHUs 3a 0€301aCHOCT HCﬁCTBHS, JOKOJIKOTO TE3H
CTaHdapTu U OC He ca U3IbJIHCHU, HU3NBJIHCHU Ca CaMO YaCTHYHO WA
JIMIICBAT.

HOZ[pO6HO OIMCaHWE Ha KIMHUYHUTE MHOpoueaypu “u JAHArHOCTUYHUTC
TECTOBE, H3MOJ3BAaHM B Ipoueca Ha KIMHUYHOTO M3IMUTBAHE, U IO-
crenruaIHO I/IH(l)OpMaI_II/IH OTHOCHO BCJKO OTKJIIOHEHHE OT HOpMajiHaTa
KIIMHWYHA IIpaKTUKa.

Ilnan 3a KIMHUYHOTO W3MHMTBAHE

B mnana 3a xkmmamaaoto m3nmtBaHe ([IKM) ce mocouBat ocHOBaHUSTA,
LeJIUTE, MPOCKTHT, METOANKATa, HAOIIOIEHUETO, IPOBEKIAHETO, ChXPaHs-
BAaHETO HA PE3YJITATHTE M METOJa Ha aHalW3 332 KIMHUIHOTO HM3IHTBAHE.
[To-koHKpeTHO TOH ChABpKA WHPOpPMALMATA, MOCOUYCHA B HACTOSIIOTO
HNPUIOKEHHE. AKO 4acT OT Ta3u MH(MOpMALHs € IPEACTaBeHA B OTACICH
JIOKYMeHT, ToBa ce mocouBa B [IKU.

OO0LIM TTOJIOKEHHS

EnuueH nneHTH(OUKAIMOHEH HOMEP Ha KIMHHYHOTO H3IUTBAaHE, MTOCOYCH
B wien 70, maparpad 1.

VneHTH(HUKaMOHHN JaHHM Ha CIIOHCOpa — HWMeE, aJpec W JaHHH 3a
BpPB3Ka CHC CIIOHCOpPAa M KOTaToO € NPHIOKUMO, MME, aJpec W IaHHH 3a
BpB3Ka C JHMIETO 32 KOHTAKT WM MPEJCTABUTEISI Ha CIOHCOpA ChITIACHO
uneH 62, maparpad 2, ycranoseH(o) B Chro3a.

I/IH(i)OpMaLII/ISI 3a TJIaBHUS U3CJICAOBATECI BbB BCCKU LEHTHP 3a IMPOBEKIAHE
Ha M3IUTBAHETO, KOOPAWHUPAIIUA HU3CJICA0BATE]I 3a U3NUTBAHETO, aJipeca
Ha BCCEKHM LCHTHP 3a HNPOBEKAAHE HA KIMHUYHO HU3IMTBAHC U NaHHU 3a
Bpb3Ka C TJIaBHUSA U3CI€A0BATE]l IPU CICHIHOCT BBB BCEKU €IAWH OT
LICHTPOBETE. PO.]'II/ITC7 OTIOBOPHOCTUTEC U KBaJ'II/I(bI/IKaLII/II/ITC Ha pa3jIMYHUTE
BHUJIOBE U3CJICA0BATCIU CC€ YTOYHSBAT B TIKH.

Kpatko onucanme Ha HauuHUTE Ha (UHAHCHpAaHE HA KIMHUYHOTO
U3MHUTBAHE U KPAaTKO ONMCAHUE Ha JOrOBOPEHOCTTa MEX/IY CIOHCOpa U
LEHTBPA 3a MPOBEKIAHE.

006110 pe3roMe Ha KIMHHYHOTO M3MHUTBaHE Ha oduimaneH e3uk Ha Chro3a,
ornpeJiesieH OT ChOTBETHATA JbPIKABa YICHKA.

Vnentudukanuss 1 ONMCAHME HA H3/ICNIHETO, BKIIOUHTEIHO IpeIHa3HA-
YeHHe, MPOM3BOIUTEN, MPOCICAUMOCT, LeleBa Ipyna, MarepHald, KOUTO
BJIM3aT B KOHTAKT C YOBEHIKOTO TSUIO, MEAMIMHCKH WIH XUPYPrHYECKU
NpPOLEAYPH BbB BPb3KA C H3IMOI3BAHETO My M HEOOXOIMMO OOydeHHE U
OIUT 3a HeroBaTa ymorpeda, NMpoyuBaHe Ha Oa3oBaTa Hay4yHA JIMTEPATypa,
aKTyaJlHO CBCTOSIHME Ha KIMHUYHHUTE TPIKM B CHOTBETHaTa 00JacT Ha
NPUIOKEHHE Ha HOBOTO M HM3/EJHE U Npe/UlaraHd OT HEro IMOJ3H.
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3.3.

3.4.

3.5.

3.6.

3.6.1.

3.6.2.

3.6.3.

3.6.4.

3.6.5.

3.6.6.

3.7.

3.8.

3.9.

3.11.

PuckoBe ¥ KIMHUYHU TOJ3H OT U3ICIHUETO, IMOJICKAIIIO HAa HM3CICABAHE, C
000CHOBKA Ha CBOTBETCTBAIIUTEC OYaKBaHU KIIMHUYHU PE3YJITAaTH B IJIaHA
3a KIMHUYHOTO H3IIMTBAHE.

Onucande Ha 3HAYEHHMETO Ha KIMHUYHOTO H3IHWTBAaHE B KOHTEKCTA Ha
HamnpeabKa B KIIMHAYHATA NPaKTHUKa.

L[enn W XUIIOTE3U Ha KIIMHUYHOTO H3IHTBAHE.

HpoeKT Ha KIIMHUYHOTO HM3IUTBAHE C NOKa3aTCJICTBA 3a HEroBaTa Hay4dHa
U3ABPIKAHOCT U BaJIMJHOCT.

O6mura nHbOpMaNys, HAIPHMEp BUJ Ha M3MHTBAHETO ¢ 0OOCHOBKA 3aIlo €
u30paHo H 000CHOBKA 33 KpalHUTE MOKA3aTeNI! U 3a MPOMEHIUBUTE, KAKTO
€ MOCOYEHO B IUIAHA 3a KIMHHUYHATA OLIEHKA.

I/IH(I)OpMaLlI/Iﬂ 3a HU3ACIMETO 3a KIWMHUYHO H3MNUTBAHE, KOoMIlapaTtopa H
BCSAKO Jpyro MusACIMe WM JIEKapCTBO, KOETO MI€ C€ Mu3I0JI3Ba B
KIIMHUYHOTO H3IIMTBAHEC.

Wupopmanys 3a ydyacTHULIUTE, KPUTEPUH 32 MOAOOp, pasMep Ha M3IHT-
BaHATa TPyTa, IPeJCTaBUTEIHOCT HAa N3MUTBAHATA IPyIia CIPSIMO IieJIeBaTa
rpyna M ako € NMPUIOKHUMO — HHGOpPMAIMS 32 YSA3BUMHTE yYaCTHHIIH,
KaTo 7era, OpeMEeHHU JKEeHHM, JMIA C HaMaleH UMYHHMTET WM Bb3PACTHH
xopa.

HOI[pOGHOCTI/I 3a MEPKUTE, KOUTO ULIC CC€ IpeaArnpuemar, 3a aa c€ cBeae 10
MHUHUMYM HCOGCKTI/IBHOCTTa, KaTo HalopuMmep paHaoMusanus, W 3a
YIpaBJICHUE Ha MNOTCHUHHUAJIHUTE CMYylIaBallln (baKTOpH.

OnucaHue Ha KIMHUYHUTE npoucaypu M AUHArHOCTUYHUTEC METOIH,
CBBpP3aHU C KIMHUYHOTO H3NHUTBAHE, WU KOWUTO IIO-CICIHAATIHO Ha0sIraT
Ha OTKJIOHCHHATA OT HOpMajlHaTa KIMHUYHA IPAKTHUKA.

Tlnan 3a HaOJOIECHUE.

CraTUCTHYECKH CHhOOpakeHHs, ¢ 0OOCHOBKA, BKIIOYHTEIHO HM3YHCIISIBAHE
Ha MOIIHOCTTA Ha M3BAJKaTa, aKo € MPHIOKHMO.

praBJ’IeHI/Ie Ha JaHHUTEC.

Wudopmanms 3a Besika npomsna Ha [TKH.

B"I)SHpI/ICT IoAXo4 BBB BpPb3Ka C HNPOCICASIBAHCTO W YIPABJICHUETO Ha
otkiaoHenusta ot INIKU B LICHTHpa 3a MPOBECKIAHC Ha HUIIMUTBAHCTO U
KaTeéropuiHa 3a6paHa 3a M3M0JI3BaHe Ha u3kiaoueHus ot [TKU.

OT4eTHOCTTa BBB BPB3KA C M3EJIUETO, I0-KOHKPETHO KOHTPOJ Ha
JIOCTBIIA 710 H3/CIHETO, MPOCe/IsIBaHE BbB BPB3KAa C M3MOJI3BAHOTO
u3jenue B KIMHUYHOTO H3MHMTBAaHE M BPBIIAHE HAa HEH3IOI3BAHUTE
U3JIeIMsS, W3JeNMHUATa C HU3TEKBI CPOK Ha TOAHOCT WM HEHPaBUIIHO
(DYHKLMOHUPALIUTE U3ASIHS.

,HCKJ'IapaHI/ISI 3a Choa3BaH€ Ha NOPU3HATUTC CTUYHM IIPUHOUIINA 34
KIIMHAYHUTE U3NUTBaHUA TIpU XOpa W TMNPUHOUIIUTE Ha J106paTa
KIIMHAYHA IIPpaKTHKa B 00acTTa Ha KJIMHHYHUTE H3MUTBAHUS Ha nusnae-
JInATa, KaKTO W CIIa3BaHC Ha MPUIOKUMHUTE HOPMATUBHU HU3WCKBAHMA.

Ornucanue Ha npoueaypara Ha JaBaHE Ha PIH(bOpMI/IpaHO cbrijiacue.

JloksanBaHe BbB BpB3Ka ¢ OE30MaCHOCTTA, BKIIFOUYUTEIHO OMpPEACICHHs Ha
HEXKENIAaHW CBOUTHS W CEPHO3HM HEXKETaHH CHOWTHs, HEAOCTaThIM Ha
W3JIENUsATa, MPOLEeIypHd U CPOKOBE 32 TOKIIAJBaHE.
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4.2.

4.3.

44.

4.5.

4.6.

Kpurepun u mpouexypu 3a M3BBPIIBAHE HA IPOCIEsIBaHE HAa Yy9acT-
HULUTE CJIEJ NMPUKIIOYBAHETO, CIMPAHE WIH IPEKICBPEMEHHOTO IIpEeKpa-
TABAaHE HA W3IHUTBAHE, 3a MPOCICIIBAHE Ha YYACTHUIIUTE, KOHTO ca
OTTETJIMIIM CBOETO ChIJIACHE, W TIPOLEAYPH 3a YYAaCTHHIUTE, KOUTO HE
Morar pga ObJaT OTKPHTH 3a HpociensBaHe. 3a HMIUIAHTHPYEMHTE
W3NS Te3H NMPOLEAYpPH BKIIOYBAT IOHE MPOCIECIHIMOCT.

Ormnucanue Ha MCEpKHUTE 3a II0JIaraHC Ha TI'PHXKU 3a YYAaCTHHLMUTE CIICH
TIPUKJIIOYBAHE Ha TAXHOTO Yy4YaCTHEC B KIMHUYHOTO H3IUTBAHE, KOraTo
TaKWBa JOMNBJIHUTCIHU TPHXKHU Ca HCO6XO[{I/IMI/I nopaan yd4aCTUETO Ha
YYaCTHUIUTE B KIIMHUYHOTO HM3IMHWUTBAHC M KOrato c€a pas3jindHu OT OYaK-
BaHUTC I1I0 ITPUHIHIT 3a BBIIPOCHHUSA 3APaBOCIOBCH HpO6J’ICM;

Bp3npuer moaxox 3a M3rOTBAHE Ha JIOKJIAJa 3a KIMHUYHO WM3IUTBAHE U
yOJIMKyBaHe Ha PE3YJITATHTE ChIJIACHO MPABHUTE M3UCKBAHUS M CTHYHHTE
MpUHOUIH 1O pa3zen | or rmasa L.

CHuChK Ha TEXHHUYECKHUTE U d)yHKI_II/IOHaJ'IHI/ITC XapakTEPUCTUKU Ha H3C-
JINETO, KaToO CIICHHAIHO C€ IIOCOYBAT XapPaKTCPUCTUKUTE, 00XBaHAaTH OT
HU3IHUTBAHETO.

bubnuorpadus

Jlpyra undopmarus

[Moanucana nexmapanusi OT (GU3HYSCKOTO MM FOPHIHUYECKOTO JIHIE, OTIO-
BapsIIO 3a MPOMU3BOJACTBOTO HA M3/CIMETO 3a KIMHHUYHO W3MHTBAHE, 4Ye
CHOTBETHOTO H3JICTME OTrOBapsi Ha OOIIUTE M3MCKBAHUS 3a 0E30IMaCHOCT
M JeiicTBHe, ¢ M3KIIOYCHHE HAa ACIEKTHUTE, OOXBAaHATH OT KIMHHYHOTO
M3MUTBAHE, W Y€ [0 OTHOIIEHHE Ha TE3W AaCleKTH Ca B3ETH BCHYKH
MpeAna3sHy MEPKU 3a 3aKpuia Ha 37paBeTo M 0E30MMacHOCTTa Ha yd4acT-
HUIUTE.

AKO ¢ TPHIOKHUMO CBITTACHO HAIIMOHAIHOTO MPaBO — KOIHE OT CTAaHO-
BHIeTO(aTa) Ha ChOTBETHATA(UTE) KOMHUCHs(M) 10 eThka. Korato chriacHo
HAIMOHAJHOTO TPAaBO CTaHOBHIETO(aTa) HA KOMHCHUsTA(UTE) 1O eTHKA HE
ce M3MCKBA(T) MPU [OJABAHETO HA 3asBICHUETO —KOMHE OT CTAHOBHILE-
To(aTra) ce MpejCTaBsi, BeaHara oM TakoBa(hBa) e(ca) HalmIe.

JlokazaTesncTBO 3a 3aCTPaxOBATENIHO MOKPUTHE WIH Apyra ¢popma Ha 00e3-
LIETCHUE 33 YYAaCTHUIMTE 338 NMPUYUHEHHUTE YBPEXKIAHUS, CHIVIACHO YICH
69 M CHOTBETHOTO HALIMOHAIHO MPAaBO.

JIOKyMEHTH, KOMTO 1€ C€ M3IO0JI3BAT 3a IOoJy4YaBaHe Ha HMH(OPMHUpaHO
ChIJIACHE, BKIIOYUTENHO (GopMyssip ¢ HHpOpMalus 3a NalUeHTa W
JIOKYMEHT 32 UHOPMHPAHOTO ChIIIACHE.

Onucanne Ha TPEANPHETHTE MEPKH 3a CMa3BaHE HA MPUWIOKHMHUTE
MIpaByJIa 3a 3aIlUTa U MOBEPUTEIHOCT HA JTUYHUTE JAaHHHU M MO-KOHKPETHO:

— OpraHU3alMOHHU M TEXHUYECKH MEPKH, KOWTO Li¢ OBJAaT MPeanpHETH
¢ men 1a ce n3berHe Hepas3peuieH JOCTHII, OMOBECTIBAHE, Pa3IpOCTpa-
HEHHe, NPOMsHa WM 3aryba Ha oOpaboTBaHa MH(pOpMALUS W JIUIHU
TTaHHH;

— ONKCaHWE Ha MEPKHTE, KOWTO Ie ObJaT MpeanpueTd C el Aa ce
rapaHTHpa NOBEPUTEIHOCTTA HA 3alUCHTE W JIUYHUTE JAaHHU Ha ydacT-
HULIUTE; W

— ONMCaHWE HA MEPKHUTE, KOUTO IIe ObAaT MpEeANpUETH B Cilydail Ha
HapylIeHHe Ha CHUTYpPHOCTTAa Ha JAHHUTE, 32 J]a CE CMEKYaT EBEHTY-
aJIHUTE HEXETaHH TTOCTEIUIIH.

Ha xommeTeHTHHS OpraH, KOHTO pas3riiexaa 3asBICHUETO, IPH ITOUCKBAHE
ce MPEeACTaBAT MBJIHHU JAaHHM 332 HAJMYHATA TEXHWYECKa JOKyMEHTAIlHs,
HampuMep MoApoOHAa JOKyMEHTAllWs 3a aHalh3a W YIPaBICHHETO Ha
pHCKa MM KOHKPETHH JOKJIAAW 32 W3MUTBAHUATA.
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I'IABA 111
JAPYTH 3AABJIOKEHUS HA CIIOHCOPA

CHOHCOpLT CC 3aJbJDKaBa Ja CbXpaHsBa Ha pas3loOJIOKEHUE Ha KOMIIC-
TCHTHUTEC HAMOHAJIHU OpraHu LsjiaTa JOKyMEHTalusd, HCO6XOZ[HM3. 3a
IpeAcTaBsiHC Ha J0Ka3aTejICTBa 3a JAOKyMEHTalusTa I10 IJlaBa II or
HacTOSALIOTO I[PUIIOKECHUEC. Axo CIIOHCOPBT HE € (1)I/I3I/I‘ICCKOTO Ui
IOpUAUICCKOTO JIMIE, OTroBapsmio 3a IIPOU3BOJACTBOTO Ha H3ACIUETO 3a
KIIMHUYHO M3IIMTBAHEC, 3abJDKCHUCTO MOXKC da CC H3IBJIHHU OT TOBA JIMIC
OT UMCTO Ha CIIOHCOpa.

CrHOHCOPBT HMMa JOrOBOPCHOCT, 32 1a C€ TapaHTHpa, Y€ CEPHO3HUTE
HEXCIaHW CBHOWUTUS WIM BCSKO OPYro cbhOuTHE, mocodeHo B wieH 80,
naparpa¢ 2, My ce JOKJIaJgBaT CBOCBPEMEHHO OT H3CJICHOBATEIISI(UTE).

JlokyMeHTanusTa, MOCOYCHa B HACTOSILIOTO MPHUJIOKEHUE, CE ChXpaHsBa B
NpoJIb/DKeHNE Ha Hai-manko 10 roauHu ciien Kpas Ha KIMHHYHOTO
M3MUTBAHE HA CHOTBETHOTO M3JEJIME WIM — aKO BIIOCJICACTBUEC
W3ICIMETO € IyCHaTo Ha mna3apa — HaW-mManko 10 roamHuM cien
IIyCKAaHETO Ha Ia3apa Ha IIOCICJHOTO M3JeiHe. 3a HMIUIAHTHPYeMHU
W3NSl CPOKBT € Hall-manko 15 roaumHu.

Bcesika abprkaBa 4iieHKa yCTaHOBSIBA M3MCKBAHE Ta3W JOKYMEHTAIUS Ja ce
ChbXpaHsBa HA Pa3MoJIOKEHHE HA KOMIICTCHTHHUTE OpraHu 3a MepHoja,
[OCOYCH B IbpBAa AalWHEs, aKO CIOHCOPBT MM HErOBOTO JIHLE 3a
BpPB3Ka, WM HErOBHAT IPEJICTABUTEN CHIVIACHO wieH 62, maparpad 2,
yCTaHOBeH(0) Ha TEPUTOPHUATA M, H3MAJHE B HECHCTOATEIHOCT WIIH
MpeKpaTH CTOMAHCKaTa CH JCWHOCT TPEAd M3THYAHETO Ha TO3H CpPOK.

CrnoHCOpBT Ha3HauaBa KOHTPOJILOP, KOWTO € HE3aBUCUM OT LIEHTbpa 3a
MIPOBEXk/JaHE HA M3IUTBAHE, 3a Ja CE TrapaHTHpa, 4Ye M3IUTBAHETO ce
npoBexaa B cborBercrBue ¢ 1KMW, mpunnunure Ha nobpara KIMHUYHA
MPAaKTHKA U HACTOSAIINS PErjaMeHT.

CIOHCOPBT MPOBEXK/JAa JTOKPal MPOCIEIIBAHETO HA YYaCTHULIUTE B M3IIUT-
BAHETO.

CrnoHCOpBT MNpeJCTaBs J0Ka3aTeICTBa, Y€ M3MUTBAHETO CE NPOBEXKIA B
CHOTBETCTBME C TNPUHIMIUTE Ha Jo0OpaTra KIMHMYHA MPAKTUKA,
HanpuMep 4pe3 BHTPEUIHM MM BBHIIHHM IPOBEPKH.

C]'IOHCOp’bT M3roTBsa JOKJaJa 3a KIMHHYHOTO M3IIMTBAHE, KOﬁTO BKJIFOUBa
Hal-MaJIKO CJIEIHOTO:

— KopwIa/3arnaBHa(u) crpaHuna(u), mokaspama() HAMMEHOBAaHHETO Ha
U3MUTBAHETO, M3JEIMEeTO 33 KIMHUYHO M3IHUTBAHE, CAMHHUS WJICHTH-
¢ukanmonen Homep, I[TKM HOMepa u JaHHH 3a KOOPIAMHHPAILIUTE U
IJIABHUTE M3CJIEA0BATENN OT BCEKU IIEHTBP 3a MPOBEKIAHE HA M3IHUT-
BAHETO C TEXHUTE MOJIIKCH;

— JIaHHHW 3a aBTOpa M JaTa Ha JOKJIaa;

— Ppe3lMETO Ha W3MHUTBAHETO, BKJIIOYBALIO HAMMEHOBAHHETO, IIENTa,
OINUCAHUETO, TPOEKTa HA M3MUTBAHETO, W3IOJI3BAHUTE METO/H, PE3yli-
TATUTE W 3aKIIOYCHUsITa OT Hero. /latara Ha MPUKIOYBAHE HA M3MUT-
BAaHETO, M MO-CICHHATHO TOJPOOHOCTH 3a HErOBOTO MPEICPOYHO
MpeKpaTsiBaHe, BPEMEHHO MPEKbCBAHE HJIM CIIHPAHE;

— OIIMCAHHWEC HA HU3ACITHUETO 3a KIMHUYHO H3IIUTBAHE, ITO-CIIECHHUATIHO SACHO
ONpeaCICHO IPEIHA3HAYCHUEC,
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— pe3loMé Ha IUIaHa 3a KJIMHUYHOTO W3MUTBaHe, 0OXBallAIo IENu,
HPOEKT, ETHYHU acCIeKTH, HaONIoJeHHEe U MEepKH 3a KauecTBo,
KpUTEpUM 3a MOAOOp, LeJNeBU IPyNH OT IAlMEHTH, pa3Mep Ha
u3BajKaTa, rpadUiu Ha JICUCHHE, MPOABDKUTEIHOCT HA IPOCIEHs-
BAHETO, CBI'BTCTBALIM JIEUYEHUs], CTATHCTUYECKU IUIAH, BKJIIOUHTEIHO
XMIIOTE3a, M3YUC/IABAHE HAa pa3Mepa Ha M3BAJKaTa M METOIH 3a
aHaJu3, KakTo 1 00OCHOBKA;

— pe3yiTaTH OT KIMHUYHOTO M3IUTBAaHE, OOXBaIlalld OOOCHOBKA H
CTaHOBHILE, JeMOrpad)CKu AHHU 33 YYACTHUIIUTE, aHAIIN3 Ha pe3yll-
TaTUTE, CBbP3aHU C W30paHU KpallHM IMOKa3aTeNH, aHAJIM3 Ha JaHHUTE
3a noarpymara, kakro u cborBerctBue ¢ IIKM, a cbmo Taka
oOXBallaly MMPOCIeIIBAHE HA JIUICBALIATE JIaHHU M Ha MAlUCHTHUTE,
KOHTO Ca ce OTTEMNIMIM OT KIMHMYHOTO M3IMUTBAHE WIIM HE MOraT Ja
Ob/IaT OTKPHUTH 3a MPOCIIC/SIBAHE;

— pe3loMe Ha CepHO3HH HEXeTaHH ChOWTHsS, HEONArompusTHU e(eKTH,
HEJOCTaThLM HA M3/CIMETO M CHOTBETHUTC KOPUTHPALIN JCHCTBHS,

- 06C’L)KL[3HC Hu O0IIH 3aKJIIOYCHUA, 06XBaHIaH_II/I pe3yiTaTi, CBbp3aHu C
0Oe30macHOCTTa U ﬂeﬁCTBHCTO, OLICHsABAHC Ha PUCKOBCTC U KIMHUYHUTEC
110J13HU, 06C’b)l([[aHe Ha KJIMHUYHOTO 3HAYEHHWE B CHOTBETCTBUE C Haii-
HOBUTE€ HAYYHU JOCTHIKCHHA B KIMHUYHATa O6J'IaCT, KOHKPETHU
npearnasHy MEpKU 3a KOHKPETHH TI'pylnu OT INallUCHTH, MOCICACTBUS
3a U3ACJIUETO 3a KIIMHUYHO U3NUTBAHE, OI'PAHUYCHUA HAa U3IMMUTBAHETO.
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IIPUIIOJKEHUE XVI

CIIMCBK HA TIPYIIMTE IHPOAYKTH BE3 MEJUIHUHCKO
NPEJHA3HAYEHUE, IOCOYEHU B YJIEH 1, IAPAI'PA® 2

1. KoHTaKkTHM Jely WM JAPYTH apTHKYJM, IPeAHAa3HAYeHH 3a BbBEXK/JAHE BbB
WIH BBPXY OKOTO.

2. IlpomykTH, mpenHa3Ha4YeHH Ja OBAAT M3LSUIO WIM YaCTUYHO BBHBEACHU B
YOBEIIKOTO TSAJIO Ype3 XUPYPrUUECKM HMHBA3HMBHU CPEACTBA C 1€ TPOMsHA
Ha aHATOMMATA WJIM 3a TPHKPENsHEe Ha 4acTH Ha TSUIOTO, C M3KIHOUEHHE Ha
MIPOJIYKTHUTE 3a TaTynpaHEe U MUBPCUHTHTE.

3. BemecTBa, KOMOMHAIMM OT BEIIECTBA WM AapTHKYJH, NpEeIHAa3HAUYECHH na
Ob/IaT M3MOJ3BAHM 3a JIMLEB WIM APYr GHIbD Ha KOXKAaTa WIM JIMTaBULATA
4gpe3 MOJKOXKHO, CyOMYKO3HO WM MHTPAJCPMATHO WHKEKTHPAHE WM JIPYTO
BBBEXK/IAHE, C M3KIIIOUYCHNE Ha TE3W 3a TaTyHpaHE.

4. OOGopynBaHe, npeHA3HAYEHO 32 HaMaJlsiBaHe, IPEMaxBaHEe WIIM YHUILO)KABAHE
Ha MacTHa ThKaH, KaToO HApUMep 00OpyIBaHEe 3a JIMIOCYKIIHUS, JIMIOJIN3a UIN
JIMIOIJIACTHKA.

5. ObopyaBaHe ¢ BHCOK MHTEH3UTET HA EIEKTPOMATHUTHO M3JTbUBaHE (HAmp. B
nH(pauepBEeHNs, BUIUMHS U YJITPABUOJIETOBUS CIIEKTBP), NPETHAZHAUYCHO 3a
U3MO0J3BaHE BBPXY HYOBEIIKOTO TAJIO, BKIIOYHTENHO KOXEPEHTHH U HEKOXe-
PEHTHH, MOHOXPOMHHM M IIMPOKOCHEKTbPHH W3TOYHHIM, KATO HampuMep
nazepu M 00Opy/ABaHE C MHTCH3MBHA IyJICOBA CBETJIMHA 334 BB3CTAHOBSIBAHE
Ha KOXKaTa, OTCTPAaHSBAHE HA TaTyMPOBKH WM Ha OKOCMSIBAHE WJIM JPYro
TpeTUpaHe Ha KOXKara.

6. O60py11BaHe, IpeaHa3sHa4YCHO 3a CTHMYJalusi Ha MO3bKa, IIpU KOETO C¢e
Tpujarat CJCKTPpUYCCKU TOK WM MAarHuTHH WK CJICKTPOMArHUTHH I10JICTa,
KOUTO IMPpEMUHABAT IIPE3 4YEPEIla U NMPOMEHAT HEBPOHHATA JIHOCT Ha MO3bKa.
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ITPUJIOJKEHUE XVII

TABJIMIHA HA CBOTBETCTBHUETO

Jupextusa 90/385/EMO Ha Chbera Jlupextusa 93/42/EMO Ha ChBera HAaCTOALMAT peryiaMent

Unen 1, maparpad 1 Unen 1, maparpad 1 Unen 1, maparpad 1

UYnen 1, maparpad 2 Ynen 1, maparpad 2 Unen 2

Unen 1, nmaparpad 3 Unen 1, maparpad 3, mbpBa anusest | Unen 1, maparpad 9, nbpsa anunes

— Unen 1, maparpad 3, Bropa amunuest | Unen 1, maparpa¢ 9, Bropa anuHes

Unen 1, naparpadu 4 u 4a Unen 1, maparpadu 4 u 4a Unen 1, maparpad 8, mbpBa anuHes

UYnen 1, maparpad 5 Unen 1, maparpad 7 Unen 1, maparpag 11

UYnen 1, maparpad 6 Ynen 1, maparpad 5 Unen 1, maparpad 6

— Ynen 1, maparpad 6 —

— Unen 1, maparpad 8 Ynen 1, maparpad 13

Unen 2 Unen 2 Unen 5, maparpa¢ 1

Unen 3, mbppBa anuHes Unen 3, mbppBa anuHes Unen 5, maparpad 2

Unen 3, BTOpa anuHes Unen 3, BTOpa anmmHes Unen 1, maparpad 12

Ynen 4, maparpad 1 Unen 4, maparpad 1 Ynen 24

Unen 4, maparpad 2 Unen 4, naparpad 2 UYnen 21, nmaparpadu 1 u 2

Unen 4, naparpad 3 Unen 4, naparpad 3 Unen 21, maparpad 3

Unen 4, naparpad 4 Unen 4, maparpa¢ 4 Unen 10, maparpag 11

Unen 4, maparpad 5, Oyksa a) Unen 4, maparpad 5, mppBa anunes | Ynen 20, maparpad 6

Unen 4, nmaparpad 5, 6yksa 0) Unen 4, maparpad 5, BTOpa amuHes | —

Unen 5, maparpad 1 Unen 5, maparpad 1 Unen 8, maparpad 1

Unen 5, maparpad 2 Unen 5, maparpad 2 Unen 8, maparpad 2

Unen 6, nmaparpad 1 Unen 5, maparpag 3 u uieH 6 —

Unen 6, naparpad 2 Unen 7, maparpa¢ 1 Unen 114

Unen 7 Unen 8 Unenose 94-97

— Unen 9 Unen 51

Ynen 8, maparpad 1 Unen 10, maparpad 1 UYnen 87, maparpa¢p 1 m umen 89,
naparpag 2

Unen 8, maparpad 2 Unen 10, maparpag 2 Unen 87, maparpad 10 u unen 87,
naparpad 11, mbpBa anuHes

Unen 8, maparpad 3 Unen 10, maparpag 3 Unen 89, maparpag 7

Unen 8, maparpad 4 Unen 10, maparpad 4 Unen 91

Unen 9, maparpad 1 Unen 11, maparpad 1 Unen 52, maparpad 3
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Jupexrusa 90/385/EMO na CbBeta

Jupextusa 93/42/EMO na CoBera

HacTtosmust periamenTt

UYnen 9, maparpad 2

Unen 9, naparpad 3

Unen 9, naparpad 4

UYnen 9, nmaparpad 5

Ynen 9, maparpad 6

Unen 9, naparpad 7

Unen 9, naparpad 8

UYnen 9, nmaparpad 9

Unen 9, maparpad 10

Unen 9a, maparpad 1, mepBo THpE

Unen 9a, maparpad 1, BTOpO THpE

Uien 10

Unen 10a, maparpad 1, umen 10a,
maparpad 2, BTOPO H3PCUYCHHE U
qaner 10a, maparpad 3

Unen 10a, maparpag 2, mepBO HU3pe-
YeHue

Unen 106
Unen 108
Unen 11, maparpad 1
Unen 11, naparpad 2

Unen 11, nmaparpad 3

Unen 11, maparpad 4
Unen 11, maparpad 5
UYnen 11, maparpad 6

Unen 11, maparpad 7

Unen 11, maparpad 2
Unen 11, maparpag 3
Unen 11, maparpad 4
Unen 11, maparpad 5
Ynen 11, maparpad 6
Unen 11, maparpad 8
Unen 11, maparpad 12
Unen 11, maparpad 7
Unen 11, maparpad 9
Unen 11, maparpad 10
Unen 11, maparpad 11
Unen 11, maparpad 13

Unen 11, maparpad 14

Unen 12
Unen 12a
Unen 13, maparpad 1, Oyksa B)
Unen 13, maparpad 1, Gyksa r)

Unen 13, maparpad 1, Oyksa a)

Unen 13, maparpad 1, Oyksa 0)

ien 15
Unen 14, maparpad 1, unen 14,
naparpad 2, BTOPO HM3pEYCHUE U

aner 14, maparpad 3

Unen 14, maparpad 2, mepBO H3pe-
yeHue

Unen 14a
Unen 146
Unen 16, maparpad 1
Ynen 16, maparpad 2

Unen 16, maparpad 3

Unen 16, maparpad 4
Unen 16, maparpad 5
Unen 16, maparpad 6

Unen 16, maparpad 7

UYnen 52, maparpad 6

Unen 52, maparpagu 4 u 5
Unen 52, maparpad 7
Uien 52, maparpad 8
Unen 11, maparpad 3

Unen 52, maparpa¢ 12

Unen 53, maparpad 1
Unen 53, naparpa¢ 4
Unen 56, maparpad 2
Unen 59

Unen 4, maparpadp 5 wu umen 122,
TpeTa aauHes

Unen 22

Ynen 17

Unen 4, maparpad 1

UYnen 51, maparpad 3, Oyksa a) u
e 51, nmaparpad 6

Unen 51, maparpad 3, OykBa 0) u
unen 51, maparpad 6

Unenose 62—82
Unen 29, maparpad 4 u urenose 30 u
31

UYnen 11, maparpad 1

Unenose 33 u 34
Unen 98
Unenose 42 u 43
Unen 36

Unen 46, naparpad 4

Unen 56, maparpad 5
Unen 56, maparpad 4

Unen 38, maparpad 2 u uiaeH 44,
naparpag 2
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Jupexrusa 90/385/EMO na CbBeta

Jupextusa 93/42/EMO na CoBera

HacTtosmust periamenTt

Uien

Unen

Unen

Unen

Uien

Uien

Uien

12

13

14

15

15a

16

17

Uien 17

Uien 18

ien 19

Ynen 20

Uien 20a

Uien 22

Ynen 23

Uien 21

Ynen 20
Unenose 94—97
Ynen 99
Unen 109

Unen 102
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