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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) 2017/746 HA EBPOIIEMCKHUS IMAPJAMEHT U HA ChBETA
ot S anpua 2017 roauna

3a MeJUIMHCKHTE M3/leJisl 32 MHBUTPO AUATHOCTHKA M 3a oTMsiHa Ha /lupextuBa 98/79/EO n
Pemenne 2010/227/EC na Komucusita

(Texcr ot 3HavyeHnue 3a EUII)

(OB L 117, 5.5.2017 ., ctp. 176)

M3meneH cbC:

O¢unuaneH BECTHUK

Ne CTpaHUIla nara
> M1 Pernament (EC) 2022/112 na EBponeiickusi nmapaameHT u Ha CwhBera L 19 3 28.1.2022 r.
ot 25 smyapu 2022 roguHa
»M2  Jlenerupan permament (EC) 2023/503 na Komucusara ot 1 nekempu L 70 3 8.3.2023 r.
2022 roauHa
> M3 Permament (EC) 2023/607 na EBpomneiickust mapiament n Ha CpBera L 80 24 20.3.2023 r.

ot 15 mapr 2023 romgunHa

ITonpaBeH Che:

»Cl1 [ompaska, OB L 117, 3.5.2019 r., ctp. 11 (2017/746)
»C2 ITonpaska, OB L 334, 27.12.2019 r., ctp. 167 (2017/746)
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PEI'JIAMEHT (EC) 2017/746 HA EBPOINEMCKUS
MHAPJIAMEHT U HA CBBETA

oT S anpua 2017 ronuna

32 MeIMIMHCKUTE W3/1eJusl 32 MHBUTPO AMATHOCTHKA U 332 OTMSIHA
Ha JIupexktusa 98/79/EO u Pemenue 2010/227/EC na Komucusita

(Texer or 3HavyeHue 3a ENII)

I'IABA 1
YBO/IHU PA3IIOPE/IBU

Pazngen 1

O0XxBaT M onpegeJeHUSA

Ynen 1

IIpenmer u ob6xBaT

1. C HacroduMs periaMeHT ce YCTaHOBSIBAT IpaBUJla MO OTHOLICHHE
Ha IIyCKaHETO Ha Ma3apa, NPEeJOoCTaBSHETO Ha Ma3apa WM ITyCKAHETO B
neiicrBue B Chlo3a Ha MEIMIMHCKHA M3JICNINS 32 WHBUTPO JMATrHOCTHKA,
MpeaHa3HaYeHN 3a XyMaHHa yIoTpeda, W Ha MPUHAIICKHOCTH 33 TAX.
HacrosimusT pernmameHT ce mpujiara U o OTHOIIEHNE HA IMPOBEXKIAHUTE
B Cbro3a M3NUTBaHMS HA AEHCTBMETO HA TaKMBAa MEIUIMHCKU H3JENHs
32 MHBUTPO JMAarHOCTUKA W Ha MPHHAICIKHOCTH 3a TAX.

2. 3a HCJINTEC Ha HACTOALINA PETIAMCHT MCAWIUWHCKHUTC U3JCIHA 3a
WHBUTPO TUArHOCTHUKA W MPUHAMICIKHOCTUTC 3a MCOAUIIUMHCKUTE U3ACITUA
3a MHBUTPO JUATHOCTUKA IMO-HATATBbK CC€ Hapu4aT ,,I/I3,HGJ'II/I${Ta“.

3. HaCTOXHII/IﬂT periiaMeHT HE CE€ Ipujiara 3a:

a) MPOIYKTH 3a 00mIa JabopaTopHa ynorpeba WM 3a MPOIYKTH, MPea-
HA3HAUYeHW EJAMHCTBEHO 3a HAyYHOU3CJIEJOBATEJICKM LeJIH, OCBEH
KOTaTO Te3M TMPOAYKTH, IOpPaad CBOWUTE XapaKTEPUCTUKH, Cca
CIELHAIHO NPEeIHA3HAYEHH OT MIPOU3BOIUTEINS a OBIAT U3IOI3BAHU
32 MHBUTPO AMAarHOCTUYHO H3CIICBAHE;

0) WHBa3MBHH MPOMYKTH 33 B3eMaHE Ha MPOOH WM MPOLYKTH, KOHTO
JMUPEKTHO C€ MpHUiaraT BBPXY YOBCHIKOTO TSUIO 3a B3eMaHe Ha
poou;

B) MEKAYHAPOJIHO CcepTUPHUIMPAHU PEPEPEHTHU MaTCpPHAIIH,

F) MaTepuaiii, HU3IO0J3BAaHU 3a CXEMH 3a BBHIIHO OICHABAHE Ha
Ka4yC€CTBOTO.

4. Wzpenusta, KOUTO MNpH IyCKaHe Ha Ia3apa WIM IyCKaHe B
JIeHCTBHE BKIIIOYBAT KaTO Hepas3JelHa 4acT MEIMLHHCKO H3JeNUe MO
cmuchbia Ha wieH 2, touka | ot Permament (EC) 2017/745, ce
ypeXIaT oOT CbIIMS perjaMeHT. VI3uCKBaHWSTA HAa HACTOALIMA
periaMeHT ce mpuiaraT KbM 4YacTTa, IPEJCTaBisABalla MEIUIIMHCKO
U3/eNUe 3a UHBUTPO JHATHOCTHKA.

5. HacrtoAummsaT peryiaMeHT € CHelMajeH 3aKOHOJATEeJIeH akKT Ha
Cnhro3a 110 cMuchiIa Ha wieH 2, naparpad 3 ot Jupekrusa 2014/30/EC.
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6. Uznenusara, KOUTO ca U MalIMHHU 110 CMUCHJIa Ha WIEH 2, BTOpa
anuHesi, OykBa a) ot JupektuBa 2006/42/EO Ha Espomneiickus
napiament ¥ Ha CbBera (1), HpU HAJIMYHUETO HA CHOTBETCH PHCK
CBITIACHO IIOCOYCHATa JUPEKTHBA, CBHIIO OTrOBAPAT HA CBHIIECTBEHUTE
M3UCKBAHUsSI MO0 OTHOIICHHE Ha 0E30MACHOCTTa M 3IPaBETO, ONpPE/ICIICHN
B MpWIOKEeHHE | KbM ChIaTa TUPEKTHBA, JOKOJIKOTO TE3H M3MCKBAHUS
ca TO0-KOHKPETHH OT OOIIUTE W3UCKBAaHUS 3a OE30MacHOCT U AEHCTBHE,
u3nokeHu B rnasa Il oT mpusiokerue I KbM HACTOSIINS PErJIaMEHT.

7.  HactosmusaT persaMeHT He 3acsra IpuiaraHero Ha Jlupektusa
2013/59/EBpatom.

8. HaCTOfIHII/IﬂT PCTIIaMCHT HE 3acsira IpaBOTO Ha AbpiKaBa YICHKa Aa
OrpaHrYy HM3IMOJ3BAHETO Ha KOHKPETECH THUII H3ACJINC BBB BPB3Ka C
ACIICKTH, HEeOOXBaHATH OT HaCTOAIIMA PETIIAMEHT.

9.  Hacrosmusir periaMeHT He 3acsira HallMOHAJIHOTO IIPaBO OTHOCHO
OpraHu3alyATa, JOCTaBKaTa WM (PMHAHCUPAHETO Ha 3[PaBHH YCIyTd U
MEIHUIIMHCKO O00CITy)KBaHe, KaTO HAIpHMep H3UCKBAHETO OIpPEACICHH
U3Jends Ja MOraT Ja Ce JOCTaBAT €IMHCTBEHO IO JIEKApCKO Ipen-
NUCAHUE, M3UCKBAHETO CaMO OIPEJCIEHH MEIUUUHCKH CIEHUAIUCTH
uny JedyeOHM 3aBEJEHUSl Ja MOraT Ja MpeloCTaBAT WM M3I0JI3BaT
ONpPENENIEHN HU3JENUs WIA HM3UCKBAHETO Ja C€ IION3BaT KOHKPETHH
CIeUUaNIU3UPaHU CbBETH IIPU yHoTpebara UM.

10. Humo B HacTosmMs perjaMeHT He orpaHM4aBa cBoOojara Ha
meyata WIM CBOOOJaTa Ha M3pa3sgBaHE B MEIUHTE, JOKOJIKOTO TE3U
cBobomu ca rapantHpaHd B Cbl03a W B JBPXKABHTE UICHKH, IIO-
CHeluaJHO cbriacHo uiaeH 11 or XapraTa Ha OCHOBHMTE IIpaBa Ha
EBpormetickus cpro3.

Ynen 2

Omnpenenenus

3a HOCJIUTC Ha HACTOAIIWSA PETIIaMCHT C€ Ipujiarat CJICAHUTE OIpeac-
JICHUA

1) ,,MEAMIMHCKO HW37enre” 03HaYyaBa MEJMIIMHCKO H3JIENIUE ChITIACHO
ompeneneHuero B wieH 2, Touka 1 ot Permamenr (EC)
Ne 2017/745.;

2) ,,MEAMIUHCKO H3JIeJIMe 32 WHBUTPO JMATHOCTHKA" O3HAa4YaBa MeEJIH-
LUHCKO H3JIeIMe, KOETO € PEareHT, MPOAYKT OT PEarcHT, Kaauo-
paTop, KOHTpOJIeH MaTepuaji, HaOop, WHCTPYMEHT, amapar, 4acT
oT 00opyaBaHe, cOPTyep WM CHCTEMa, U3IOJI3BAHO CAMOCTOSTEITHO
WIM B KOMOMHALMS M IpeJHA3HAYCHO OT JaJCH NPOM3BOAMTEN 32
M3M0JI3BaHE WHBHUTPO IPH H3CIEIBaHE Ha MPOOH OT YOBEHIKOTO
TAJO, BKIJIIOYMTEJIHO JApPEHH KPbB M THKaHW, EIMHCTBEHO HIIU
TJIABHO C IIe7 TMOJy4aBaHe Ha HMHQPOpPMALUS 3a €IHO WM TOBEYE
OT CIICTHUTE:

a) OTHOCHO (DM3MOJOTMYEH WM TATOJIOTHYCH TPOIEC HIH
ChCTOSIHUE,

0) OTHOCHO BpoOJieHa (U3MUECKA WIIM YMCTBEHA HEJOCTAThYHOCT;

B) OTHOCHO TMPEAPA3MOJI0KEHNE KBbM KIMHHYHO CHCTOSHHC WIIH
3a00JIs1BaHE;

(") Hupexrusa 2006/42/EO na Eporeiickust mapnament u Ha CbBera or 17 maif
2006 r. orHocuo mammuuTe (OB L 157, 9.6.2006 1., cTp. 24).
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3)

4)

5)

6)

7)

8)

9)

r) 3a OompejeisiHe Ha 0e30IacHOCTTa U ChBMECTHMOCTTA C TMOTCH-
[HUATHA PELUIUCHTH;

,I[) 3a MPOTHO3HMpPAHEC Ha OTroBOpa Ha JICUCHHUCTO WJIN PCAKIUHUTE;

€) 3a ompelesHe WM HaONIoJeHHE Ha TEPANeBTHYHU JECHCTBUS.

ChpaoBeTe 3a ChXpaHEHHE Ha MPOOH OT YOBECIIKOTO TSUIO CHILIO CE
CUMTAT 32 MEAUIUHCKH W3JICIHUsI 33 WHBUTPO JUATHOCTHKA;

,,Chl 3a CBXPAaHCHHUC Ha HpO6I/I OT YOBEIIKOTO TS0 O3HAYaBa
n3aeine, KOeTo, HE3aBUCUMO JaJIi € OT BaKyyMCEH THUIl UM HE, €
CIICUAIIHO MPECAHA3HAYCHO OT IMMPOU3BOAUTEIIA CHU 3a MbPBOHAYAIHO
CT)6I/IpaHe 1 CbXpaHCHHUC Ha HpO6I/I OT YOBCIIKOTO TSAJIO 3a UHBUTPO
JUArHOCTUYHO H3CJICABAHC,

,IPUHAUICKHOCT 32 MEIMIMHCKO H3/CINe 3a WHBHTPO IHar-
HOCTHKa* O3HayaBa apTHKYJ, KOWTO BBIPEKH Ye caM Mo cebe cu
HE € MEIUIMHCKO HU3J/leJIUe 32 UHBUTPO JUArHOCTHKA, € CHELUATIHO
IpeHa3Ha4YeH OT MPOU3BOIMTEISI My 3a HU3IOJI3BAHE 3aeTHO C €THO
WM HSKOJIKO KOHKPETHM MEIUIIMHCKH H3JICINs 32 WHBUTPO JHAr-
HOCTHKA, 32 Jia TI03BOJIsIBA yrorpebara Ha U3AeIHeTo(sTa) 1Mo Mnpe-
Ha3HAa4YeHHe WM KOHKPETHO M MPSKO Ja MOAIoMara MeIUIMHCKaTa
GyHKIMS Ha MEIULIMHCKOTO(MTE) u3Aenue(s) 3a MHBUTPO Auar-
HOCTHKA C OTJIe]] Ha MpeAHa3HAuYeHUETO(sATa) My(UM);

,,M3JIEITHE 32 caMOTeCTBaHe™ O3HawYaBa M3JENNE, MPEAHA3HAYEHO OT
MIPOM3BOJUTEIIS JIa C€ M3IMOJ3BA OT HECIEIHANNCTH, BKIIOYHTEITHO
M3JIeNs, W3MON3BaHM 3a YCIAYTH 3a TECTBaHe, MpeJlaraHd Ha
HECIICIUANCTH TOCPEJCTBOM YCIyTUTe Ha HWH()OPMALHOHHOTO
00I11ECTBO;

,,M3JIeJIMe 3a TECTBAHE Ha MSCTO® O3HAuaBa M3JEIHE, KOETO HE €
MpeHa3sHa4eHo 3a CaMOTECTBaHE, a 3a TECTBAaHE B W3BHHIIA00-
patopHa cpena, OOMKHOBEHO B OJM30CT [0 MAlMEHTa WIH MPU
HEro, OT MEAMIMHCKO JIHUIIE;

,CBHITBTCTBAIIO M37eNue’ 03HAuyaBa H3JElHe, KOETO € OT MbPBOC-
TENCHHO 3HAYeHHE 3a 0e30MacHOTO M e(EeKTHBHO W3IOJ3BaHE Ha
CHOTBETEH JICKAPCTBEH MPOJIYKT:

3.) 3a OmpeaAcIsIHe, Npeau W/WIIN TI0 BpeME Ha JICUCHUETO, Ha Malu-
CHTHUTC, KOUTO € Haﬁ-BepO}ITHO Jla ¥MaT 1oJi3a OT ChbOTBCTHHUA
JICKApCTBCH HPOAYKT; HJIN

0) 3a ompexensiHe, TIPeIy W/WIK MO BPEMe Ha JICYCHHETO, Ha Iallu-
€HTUTE, KOMTO € BEPOSATHO 1a OBbJaT H3IOKEHH Ha TOBHIICH
PHCK OT CEPUO3HH HEKEIaHW pPEaKIiM B PE3yJTaT Ha JedeHHe
ChC CHOTBETHHUS JIEKAPCTBEH MPOAYKT;

,~T€HepUYHa Ipyla M3Jeausa’ O3HauaBa CbBKYIHOCT OT U3JENUS C
€HAKBO WM MOJOOHO TMpeJHA3HAuYeHHUE WM CXOJHA TEXHOJOTHS,
KOETO IO3BOJIsIBA KIACH(HIMPAaHETO MM B o0mIa rpyma, 6e3 ma ce
OTYNTAT KOHKPETHUTE MM XapaKTEPUCTUKU;

»M3JIENIIe 3a €IHOKpaTHa yHoTpeOa“ o3HauaBa H3AENHE, MPEAHA3-
HAuYeHO 32 HM3IIOJI3BAaHE B PAMKUTE HA €IMHMYHA IPOLENypa;
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10)

11)

12)

13)

14)

15)

16)

17)

18)

Hpamumpuimpano uznenue’ o3HayaBa W3JCIHE C HEBSPHO Mpe-
CTaBsHEe Ha HEroBaTa HMICHTHYHOCT W/WIIM HA HETOBHS H3TOYHHK
u/unu Ha HeroBute cepTudukartu 3a mapkuposka ,,CE“ wim Ha
JIOKYMEHTHUTE, CBBP3aHM C MpOLEAypuTe 3a MapkupoBka ,,CE®.
Hacrosimoro ompeneneHue He BKIIOYBA HEMPEIHAMEPEHOTO HECh-
OTBETCTBME M HE 3acsira HapyLIEHUATAa Ha IIpaBaTa BbPXY WHTEIEK-
TyaHaTta cOOCTBEHOCT;

,,Ha60p“ O3HavyaBa CBBKYITHOCT OT KOMIIOHCHTH, OIIAKOBAHU 3aCIHO
U MNpe€AHasHa4YCHU Aa CC M3II0JI3BAT IIPHU M3BBPIIBAHC HA KOHKPETHO
UHBUTPO AWArHOCTUYHO H3CJICABAHEC WJIM Ha YaCT OT HEIO,

HIIpeIHa3HaueHue o3HayaBa ynorpebaTa, 3a KOATO € IpeHa3-
Ha4YeHO MW3JEIHETO CHITIACHO MPEJOCTABEHUTE OT IMPOU3BOJUTEINS
JAHHH BBPXY C€THKETa, B MHCTPYKIMUTE 3a yrnorpeba Wid B
pEKJIaMHHUTE WM THPrOBCKUTE MaTepUald WU TBBPACHUS, WU
CBITACHO TIOCOYEHOTO OT TIPOM3BOAWTENSI B OIIGHKAaTa Ha
JICUCTBUETO;

»CTHKET O3HauaBa MHCMEHAaTa, OTIeYaTaHaTa WiIM rpaduyHaTa
nHpOpManUs BBPXY CAaMOTO H3JeNHe WJIM Ha ONAKOBKaTa Ha
BCsKa €JMHUYHA OpoliKa MM Ha OIAKOBKaTa Ha HSKOJIKO W3ZIEIIHS;

LAHCTPYKIIMU 3a ymoTpeba™ o3HayaBa WHGMOpMAIMATA, MPEIoc-
TaBEHa OT MPOM3BOAMTEISA, 32 JIa HHPOPMHUpPA MOTPEOUTENS 32 Mpe/-
Ha3HAYEHHETO W TOYHATa yrnoTpeda Ha U3/IENUEeTO, KAaKTO U 338 HeoO-
XOOUMHUTE MPCANIa3HU MCPKHU,

»yHUKaneH unaeHtuduxarop Ha m3penusra” (UDI) o3nauaBa cepus
OT U(POBH WK OyKBEHO-IIM(POBH 3HAIM, KOSATO € Ch3JafeHa upe3
MEXAYHApOIHO MpUeTa UAECHTUGUKALMS Ha U3JEIUITa U CTaHJapTu
3a O3Ha4YaBaHE M KOSATO IaBa BB3MOXHOCT 3a SCHA MACHTU(DUKAIIUSI
Ha CbOTBETHUTE WU3JeNUsl Ha Ia3apa;

,,PUCK* O3HaYaBa CHUCTAHHETO OT BEPOSTHOCTTA 332 BH3HHKBAaHE Ha
Bpe/la M CEPHO3HOCTTA Ha Ta3u BPEa;

,OTPEIETITHE Ha CBHOTHOIICHHETO MEXAYy pHCKa M MOJBHTE™
O3HauaBa AaHAJIU3bT Bb3 OCHOBA HAa BCHYKM OLICHSBaHMSA Ha
IIOJI3UTE ¥ PUCKA, KOUTO OMXa MOTJIHM Ja OBbJaT OTHOCHMH 32 U3IOJ-
3BAHETO Ha M3JIEJIMETO 110 MpEeAHa3HA4YeHHUe, KOoraTto Ce W3I0J3Ba B
CHOTBETCTBHE C NpeIHAa3HAUEHHE, ONPEIETICHO OT MPOU3BOAUTEIS;

,,CbBMECTHMOCT O3HayaBa CIIOCOOHOCTTAa Ha W3JCIHMETO, BKIIIO-
YHUTETHO COPTyep, KOraro ce H3MO0JN3Ba 3aeAHO C €IHO WIU
NoBeYE JPYrH M3/ACiHs B CHOTBETCTBHE CBhC CBOETO Ipe/IHA3HA-
yeHue:

a) nma neiictBa, 0e3 ma W3ryOM WM Hapyld CIIOCOOHOCTTA Jia
JIeiCTBA CHIVIACHO MPEJBUICHOTO, W/WIH

0) na ce wuHTerpupa W/unum ga paboru 0e3 HEOOXOAMMOCT OT
NpOMsIHA WITM aJalTHPaHe Ha KOSTO M Ja € 4acT OT KOMOWHH-
paHuTe M3ACHUs, W/UIN

B) Jia ce u3nos3Ba ¢ apyro(n) usaenue(s) 6e3 KOHQIUKT/CMYIICHUS
WITH HEKCIaHH PEaKIIUM;



02017R0746 — BG — 20.03.2023 — 003.001 — 6

19)

20)

21)

22)

23)

24)

25)

26)

27)

28)

29)

,,OllEPaTHBHA CHBMECTHMOCT® O3Ha4aBa CIIOCOOHOCTTa Ha JIBE WU
[oBeYe W3AENHS, BKIIOUUTETHO codTyep, OT €AMH U ChIIA
MPOU3BOJUTEN WM OT PA3IMYHH TPOU3BOIUTEIH:

a) n1a  oOMeHsaT wuH(popMauMs M HM3MOJ3BaT  OOMEHEHaTa
uHGopMalMsl 3a TPAaBWIHOTO W3IIBJIHEHHE Ha Olpe/eseHa
(yskuus, 0e3 1a ce NpoMeHs ChJIbP)KAHUETO HA JAHHUTE, W/UIIH

0) 1a ca B KOHTaKT MOMEXIY CH, W/WIN
B) Ma (YHKIIMOHHPAT 3a€IHO IO TpeIHa3HAuYCHNE,

,IIPEIOCTaBsIHE Ha Ta3apa™ O3HayaBa BCsSKa IOCTABKA Ha H3JCIHE,
pa3IMYHO OT W3/EIWC 3a W3IUTBAHE HA JCHCTBUETO, 3a IHCTPH-
Oyuust, morpeOieHHe WM W3NOJ3BaHe Ha mna3apa Ha Cbro3a B
mpoleca Ha TBHProBcKaTa JEHHOCT, Cpenly 3alulalllaHe WIu
0e3IIaTHO;

,»IIyCKaHe Ha ra3apa‘“ o3HadyaBa IpPEJOCTaBSHETO 3a I'bPBU IBT HA
M37IeNie, PAa3IMYHO OT M3ZENHe 3a M3IHTBAHE Ha JEHCTBHETO, Ha
nasapa Ha Cblo3a;

»IIyCKaHe B JAeWCTBHE O3HayaBa €TambT, NPH KOWTO H3IENHE,
pa3TUYHO OT W3JeNHe 3a W3IMUTBAaHE Ha EHCTBUETO, CE MPEIOCTaBs
Ha nazapa Ha Cbro3a 3a MbPBH IbT HA KpallHU MOTPEOUTENN KaTo
rOTOBO 3a ynorpeda 1o NpeaHa3HaYeHuE;

,TIPOU3BOAMUTEN O3HAa4YaBa (PU3MYECKO WM FOPHIUYUECKO JIUIIE,
KOETO TPOM3BEXK/Aa WM HAIBJIIHO IpepadoTBa U3/AEIHe WM KOETO
BB3JIara MPOSKTUPAHETO, IPOU3BOJICTBOTO MM ITbJIHATA IpepadoTKa
Ha W3IeNMe W Tpejjiara TOBa M3JeHe Ha Ia3apa ChC CBOETO MMeE
WJIN THProBCKa Mapka,

»ITbJIHA TIpepaboTKa™, 3a ILIEJIUTE HA OMNPEACICHUETO 3a IMPOM3BO-
JIATEN, O3HaYaBa ISUIOCTHOTO IMPEyCTpOHBaHE Ha W3JENNe, KOETO
Beue € MyCHATO Ha Ia3apa WIM B ACHCTBUE, WIM CH3JaBAHETO Ha
HOBO H3/IeJIME OT HM3IIOJI3BAHM M3ZEIHS C Lel MPUBEKIAHETO My B
CHOTBETCTBHE C HACTOSIIHS PErJIAMEHT, ChUETAHO C ONPENIENISTHETO
Ha HOB EKCIIOATAIlMOHEH CPOK Ha MpepabOTeHOTO H3JEINue;

,YIT'BJIHOMOIIEH MpPEACTaBUTEN  O3Ha4aBa BCSAKO (H3MIECKO HIIH
IOPUAMYECKO JHIE, ycTaHOBEHO B Cbr03a, KOETO € IOIYyYuIo U
MIpUENI0 IMUCMEHO NBIHOMOIIME OT NPOM3BOAMTEN] C MECTOHa-
xoxzeHne u3BbH Cbhro3a J1a JeiicTBa OT UMETO Ha MPOM3BOJHUTEINS
BBbB BPB3Ka C OINPECIICHH 3aJ]aul, CBbP3aHU ChC 3abJDKCHHUATA HA
MIOCTIeTHUSI TI0 HACTOSIINS PErIaMeHT;

,,BHOCHTEI" O3HAYaBa BCSAKO (DM3UYCCKO WIIH FOPUIMYECKO JIHIIE,
ycraHoBeHO B Chi03a, KOCTO ITycka Ha maszapa Ha Chro3a m3zenue
OT TpeTa IbpXKaBa;

,IUCTPUOYTOP* 03HAYaBa BCAKO (HDU3MUECKO WIIM FOPHIMYECKO JIHIE
BbB BEpHraTa Ha JOCTaBKa, PA3JIMYHO OT IPOU3BOJUTEIS WU
BHOCHTEIIS, KOETO MPEJOCTaBs ONPEIETICHO M3JeNue Ha Iasapa, 110
MOMEHTa Ha ITyCKaHETO B JICHCTBHE;

»AKOHOMHUYECKH OmepaTop” oO3Ha4yaBa TNPOMU3BOAMTEIN,  YITbJ-
HOMOIIEH TPEICTaBUTEN, BHOCUTEN WU TUCTPUOYTOP;

,,JTIeueOHO 3aBe/ieHne’ 03HaYaBa OpraHHU3aIlys, YUATO OCHOBHA IIET €
rmeaTa 34 NNAIUCHTUTE UJIN JICHCHUCTO UM HIIU HO[LO6p$IBaHeTO Ha
OOIIIECTBEHOTO 3/IPaBe;
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30)

31)

32)

33)

34)

35)

36)

37)

38)

39)

40)

41)

,TIOTpeOUTEN O3HauaBa MEAMIMHCKH CIHCHUAINCT WM HeCIe-
LHAJIKCT, KOWTO H3II0JI3BA JAJE€HO H3JIEIIHE;

,,HCCHGHI/IEU'II/ICT“ O3HadYaBa JIMIE, KOCTO HsAMa H€06X0,HI/IMOTO 06pa-
30BaHKE B 00JACTTa Ha CHOTBETHUTE 3ApaBHU I'PHXKU UK TTO MEIU-
IWHCKAa AWCHUIIIMHA,

,,OICHsJBAHEC Ha CHOTBETCTBHETO  O3HAYaBa mnpounec, KOUWTO JIOKa3Ba
JaJli Ca W3IBJIHCHU M3UCKBAHHUATA 110 HACTOAIIUA PETJIaMEHT,
CBBbp3aHN C HAaJACHO U3CIINC]

»OpraH 3a OIICHSBAaHE Ha CBOTBETCTBUETO O3HAayaBa OpraH,
OCBILECTBsIBAL] JAEHHOCTH IO OLIEHSBaHE HAa CHOTBETCTBUETO KaTO
Tpera CTpaHa, BKIIOYHTEIHO KaIHOpHpaHe, W3NHTBaHE, CepTU(U-
LIUpaHe U IPOBEPKa;

»HOTH(HIIUpAH OpraH™ O3HauaBa OpraH 3a OLICHSIBAHE Ha ChOTBET-
CTBHMETO, ONPEJIEICH ChIIACHO HACTOSIINS PErjaMeHT;

»MapkupoBka ,,CE“ 3a cworBercrBue” wim ,mapkupoBka ,,CE®
03Ha4YaBa MAapKHAPOBKA, HYpe3 KOSATO TMPOM3BOAUTENAT YyKa3Ba, ue
JaJCHO W3JIEIUE € B CHOTBETCTBHE C MPUIOKUMHTE W3NCKBAHMUS,
YCTaHOBEHHU B HACTOSIIMS PETJaMEeHT U JAPYTroTO 3aKOHOJATENICTBO
Ha Cpro3a 3a XapMOHM3AIH, MTPEIBIKIANI0 HEHHOTO HaHACSHE;

»KIMHUYHU ~ JIOKa3aTeJCcTBA™ O3HA4YaBa KIMHUYHK JaHHU U
pe3ynTaTtu OT OLEHKaTa Ha JEHCTBHETO, B AOCTATBYHO KOJIHYECTBO
Y KauecTBO, OTHACALIM C€ 3a JaJICHO M3/eIHe, KOUTO MO3BOJISABAT Ja
ce HampaBU KBAIU(UIMPAHO OLEHIBAHE 3a TOBA JAJIM M3JEIHETO €
0e30macHO M TOCTHra SKeylaHata(ute) KIMHUYHA(M) Tom3a(u),
KOraTo Ce M3I0JI3Ba CHOPE MPEIBHICHOTO OT IPOU3BOAUTELS;

,KIMHAYHA TMoJi3a*“ O3HayaBa IIOJIOKUTEIIHOTO BB3JICHCTBHE Ha
W3JEITUETO, CBBP3aHO ¢ (YHKIHMATA MYy, KaTo CKPUHHHL, HAOIO-
JIeHUe, NUarHOCTULHPAHE WIN YJECHSIBAaHE Ha JAMATrHOCTUIUPAHETO
Ha MAIMEeHTHUTE, WU TOJOXKUTEITHO BH3/ICHCTBUE BBPXY IpHKaTa 3a
MAIMEeHTUTE WIK OOLIECTBEHOTO 3/IpaBe;

,HaydyHa BaJUJHOCT Ha AHAIUTHUYEH pe3ydTar o3HauyaBa CBBp-
3BaHETO Ha JaJeH aHAJUTHUYCH pe3yiTaT C KIMHHYHO Wi (QHU3NO-
JIOTUYHO CBHCTOSHUE;

,,JICHCTBHE Ha M3EINETO " 03HaYaBa CIIOCOOHOCTTA HA M3CIHCTO 1a
W3I'BJIHU TBBPASHOTO OT TPOM3BOAMTEINS TNpelHa3HaueHue. To ce
CbCTOM OT AHAJIUTUYHOTO JCHCTBHE M aKO € TPHIOKUMO — OT
KIMHUYHOTO JICHCTBHUE, MOANOMAraiio ToBa INpeJHa3HAUYCHHC;

,,AHATUTHYHO JeiCTBHE O3HayaBa CIIOCOOHOCTTa Ha W3JIEIHUETO
TOYHO Oa OTKpI/IBa UIIN l/l3M€pBa JaJC€H aHAJIUTUYCH napaMeTLp;

,,KIMHAYHO JeMCTBHE O3Ha4yaBa CIIOCOOHOCTTA Ha W3ACIHETO Ja
JaBa pe3yJiTaTH, CBBP3aHU C JAJCHO KIMHUYHO CHCTOSIHAC WJIH
(U3MONOTHYEH WM TATOJIOTHYEH IPOIEC WK ChCTOSIHUE CIOpEeN
LeseBaTa rpyna HacejICHHE U IEJICBUSl OTPEOUTENT,
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42)

43)

44)

45)

406)

47)

48)

49)

50)

51)

52)

53)

,M3MUTBAHE Ha JEHWCTBHUETO O3HAayaBa U3IHUTBAHE, KOETO Ce
MPOBEXKA 32 YCTAaHOBSIBAHE WM MOTBBPIK/IaBaHE HA aHAIUTUIHOTO
WIK KJIMHAYHOTO JACHCTBUE HA M3JICIIUC,

»IIJIaH 3a U3IIMTBAHC Ha ,I[efICTBPIeTO“ O3Ha4daBa JOKYMCHT, OIIMCBAIIl
OCHOBaHHATA, HEJIUTEC, MCTOAUKATa Ha IPOCKTUPAHETO, Ha6n10z[e-
HHCTO, C'I)06pa)KCHI/IHTa OT CTaTUCTUYECCKO €CTCCTBO, OpraHU3aluiaTa
U NPOBCKIAAHCTO HA U3NMUTBAHCTO Ha ,Z[CﬁCTBPlGTO;

,OICHKa Ha HeﬁCTBHeTO“ O3Ha4daBa OLCHJABAaHEC MW aHAJIM3 Ha
JaHHUTE C OrJie YCTAaHOBJABAHC WM IIPOBEPKa Ha HaydHaTa
BAJIMJAHOCT, Ha QaHAJIUTUYHOTO MW aAKO € IHPUIOKHMO — Ha
KIMHUYHOTO ,Z[CﬁCTBPIC Ha U3JCIIHUC,

,»M3JIEJINE 32 M3NUTBaHE Ha JEWCTBUETO O3HAuaBa U3JENNE, MPea-
Ha3HAYeHO OT MPOM3BOAWTENS 3a H3MOI3BAHE NMPU M3INUTBAHE HA
JICHCTBHETO.

Wsnenne 0e3 MEAUIUHCKO MpeIHAa3HAYCHHUE, KOETO € TMpejiHa3-
HAuCHO 32 HAYYHOM3CJICJIOBATEIICKU LIEJIM, HE CE CUMTA 3a U3ZCIHE
3a W3MUTBAHE Ha JIEHCTBUETO;

,AHTEPBEHIIMOHATHO H3MMTBaHE HA KIUHUYHOTO JeicTBue™
03HaYaBa W3MWTBAaHE HA KIMHUYHOTO JEWCTBHE, PE3yJITaTHTE OT
KOETO MOraT Ja I[OBJIMAAT Ha pEUIEHHETO BbB Bpb3Ka C
JICYEHHETO Ha MAIMeHTUTE W/WIM MOraT Ja C€ H3II0J3BaT KaTo
PBKOBOJICTBO 32 JICUEHHUE;

,YYaCTHUK' O3HauaBa JIMIE, KOETO y4yacTBa B HW3IHUTBAaHE Ha
JeiicTBUETO M OT KoeTo e(ca) B3era(u) mpoba(u) 3a H3clenBaHe
WHBHUTPO OT W3IEIHe 3a W3MHWTBAHE Ha JIEWCTBUETO W/WIM OT
M3JIene, U3MOA3BAHO C IIeJT KOHTPOI,

»A3ClieioBaTen’ O3Ha4aBa JIMLE, OTTOBAPSIIO 3a MPOBEKIAHETO HA
W3NHUTBAHE HA JACWCTBHETO B LIEHTHP 3a MPOBEXJaHE HAa H3IUT-
BaHUS;

,JMAarHOCTUYHA  creluPUYHOCT O3HA4YaBa  KamaluTeThT Ha
W3JIETINETO Ja OTYeTe JIWIcaTa Ha TPHIEICH MapKep, CBBbpP3aH C
KOHKPETHO 3a00JIsIBAHE MJIM ChCTOSHHE;

,,JUaTHOCTUYHA UYyBCTBUTEJIHOCT® O3HayaBa KamaluUTeThT Ha
HU3ACJIMETO /1a OTYETE HAJIMYMETO Ha MPHULEICH MapKep, CBbp3aH C
KOHKPETHO 3a00JIsiBaHE MJIM ChCTOSHHE;

,,IIPOTHO3HA CTOMHOCT 03HayYaBa BCPOATHOCTTA IIPU JIMIIC, KOCTO €
C IOJIOKHUTECJICH pe3yJiTaT OT TeCTa C U3ACIUCTO, Aa € HAJIUYHO
CBbCTOAHHUETO, 3a KOCTO C€ IIPOBEKOAa HUIIMWTBAHCTO, WJIHM IIPH
JiMge, KOCTO € € OTpHUUATCJICH pe3yJjiTaT OT TeCTa C U3ACIUCTO, Ha
HC € HAJIMYHO CBCTOSAHHUETO, 3a KOCTO CC€ MNMPOBEKIA M3IMMUTBAHCTO,

,JIOJIOKUTEJIHA MPOrHO3HA CTOMHOCT O3HayaBa KamalUTEThT Ha
W3/IeTNETO Jla OTACNH JCUCTBUTEIHUTE IIOJIOKUTETHH Pe3yNTaTH
OT HEACWCTBUTEIIHUTE TMOJIOKUTEIHU pe3ylTaTH 3a JaJieH
ToKa3ares IpU JajieHa Tpymna OT HACEJIECHUETO;

,,OTpHUIIATeTHA TPOTHO3HAa CTOWHOCT O3HauaBa KamalUTeThT Ha
M3JICNTUETO Ja OT/CIH JICHCTBUTECIHUTE OTPULIATSIIHU PE3yJITATH OT
HEJICHCTBUTEITHUTE OTPUIATEIIHU PE3yJATaTH 3a AaJeH MOoKa3arel
MpH JIaJIcHa Ipyrna OT HACEICHHUETO,
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54)

55)

56)

57)

58)

59)

60)

61)

,,CbOTHOLLICHUE Ha BEPOSITHOCTUTE O3HAa4yaBa BEPOSATHOCTTA, C
KOSTO JajieH pe3ylaTaT MOXKe Ja Ce IOSBU IPU MHAUBHI C
IPULETHO KIMHUYHO WIN (PU3HOJIIOTMYHO CHhCTOSHUE, CIIPSIMO BEPO-
STHOCTTA, C KOATO CBUIMAT pe3yaTaT MOXKE Ja Ce IOSBH IIpU
MHIUBU] 0€3 TakoBa KIMHUYHO HIM (PU3UOJIOTUYHO CHCTOSHUE;

»KannopaTtop® oO3HauyaBa HM3MEPBATEIHUAT PEe(EPEHTCH Marepua,
W3M0JI3BaH TIPHU KaTHOPUPAHETO HA MaJeHO W3ICIIHe;

»KOHTPOJIGH MaTepuaia’ oO3HayaBa BEILIECTBO, MaTepuanl MIn
apTUKYJ, TPEJAHA3HAUYCHH OT TPOU3BOJIUTEIS 3a M3IMOJI3BaHE 32
MpOBEpKa Ha XapaKTEepPUCTUKUTE Ha [JCHCTBUETO Ha JaJCHO
3631 (G174 (K

,,CIIOHCOP®* 03HauaBa (U3MYECKO JIHLE, JPYKECTBO, WHCTUTYIHS
WM OpraHMu3allysi, KOUTO OTrOBapST 3a 3all0YBAHETO, YIIPABICHUETO
U OCUTYpsiBAaHETO Ha (HHAHCHPAHETO Ha W3IHMTBAHETO Ha
JICUCTBUETO;

»AH)OPMHUpPAHO ChIVIacMe” O3HA4YaBa CBOOOJHO W JIOOPOBOJHO
n3passBaHe OT CTPaHAa HA JIMIE Ha JKEIAHMCTO My Jla y4acTBa B
KOHKPETHO H3IUTBAHE Ha JICHCTBHETO, Clie]l Karto e Omio uHpop-
MHUPaHO 332 BCHYKH ACMEKTH Ha M3MUTBAHETO HA JEHCTBUETO, KOUTO
ca OT 3HAYCHHE 3a PCIICHHETO Ha JIMIETO Ja y4acTBa, a 3a Majo-
JICTHHW, HEIBJIHOJETHH WIH HEJCECIIOCOOHM JMIAa — pa3pelieHue
WIM ChIVIACHE OT TEXHHS 3aKOHHO OIPEICNICH IPEACTABHUTEI 3a
BKJIFOYBAHETO MM B M3MUTBAHETO HA JCHCTBHETO,

»KOMHUCHSI TI0 €THKa™ oO3HauaBa HE3aBUCUM OpraH, CBb3JaJCH B
Ibp)KaBa WIEHKA B CHOTBETCTBHE C TMPABOTO Ha Ta3u AbP)KaBa
YlIeHKa M ONPAaBOMOLIEH Ja JaBa CTAHOBMILA 32 IEJIUTE Ha
HACTOSIIIIUSI PETJIAMEHT, KaTO B3eMa IMPEABH] MHEHUSITa Ha HecIe-
LHAAJINCTH, TNO-CHENHMATHO MNANUEHTH WIM OpraHu3alud Ha
MaIUCHTH;

LHEKEIaHO ChOUTHE O3HaYaBa BCAKO HEOIATONMPHUATHO MEJIH-
LMHCKO SIBJIICHHE, HEMOJXOJAIIO pElICHHEe BbB BpB3Ka C
JICYCHHETO Ha MAaIMCHTA, HEOYaKBaHO 3a00JIsIBAHE WM YBPEKIaHE
WM HEXKEIIAaHW KJIMHUYHH CHMIITOMH, BKIIFOUHMTCIHO OTKJIOHCHHS B
a00paTOpPHUTE pe3yJITaTH, TPU WHAWBUAM, TOTPEOUTENN WU
JPYTH JIMIa, B PAMKHUTE HA W3IUTBAHE HA JICHCTBUETO, HE3AaBUCHMO
OT TOBa JalM ca CBbpP3aHM C W3ACIMETO 3a W3NUTBAaHE Ha
JIECTBHETO;

,,CEPUO3HO HEXENaHO CHhOMTHE O3HA4YaBa BCSIKO HEKEIAHO
CHLOMTHE, KOETO BOJAM [0 HSAKOE OT CIACAHHUTE CHLOWTHS:

a) peuieHue BBB BPB3KA C JICHCHHWETO Ha MAlKCHTA, BOJACIIO 10
HaCTBIIBAHC Ha CMBPT WKW HEIOCPEACTBCHA JKHUBOTO3acCT-
pamraBaiia cuTyanus 3a JHLETO, IOJIOXKCHO Ha HU3INHUTBAHE,
Wi 10 CMBPTTAa Ha MOTOMCTBOTO Ha JIMIECTO,

0) cMBpT,

B) CCPHO3HO BJIOLIABaHE Ha 3PaBETO Ha JIMIETO, MOJIOKEHO Ha
M3MUTBAHE, WM Ha PCLUUIMCHTa HA W3INUTBAHH OpPraHW MM
MaTrepuan OT JOHOPCTBO, B pe3yiTar Ha KOETO HACThIIBA
HSIKOC OT CIICIHUTE CHOUTHUSL:

l) JKMBOTO3acTpaliaBamio 3a00JIIBaHE WJIH yBpeKKAaHe,

il) MOCTOSIHHO yBpEXJAaHE Ha TeJleCHa CTPYKTypa HJIM TeJIeCHA
dyHKIHSA,

iil) xocnuranu3auus WiIM yobDKaBaHe Ha XOCIUTAIM3aLMATa Ha
TAIHCHT,
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62)

63)

64)

65)

66)

67)

68)

1V) MEOULUHCKA WIM XUPYpruyecKa HMHTEPBEHIMS 3a MPELOTB-
paTsBaHE Ha IKMBOTO3aCTpAIIABaIlO 3a00NsABaHE WIH
yYBpeXJIaHe MWIM IOCTOSIHHO YBPEXJaHE Ha TeJleCHa
CTPYKTypa WIIH TelecHa (YHKIHS,

V) XpOHHMYHO 3a0oJsiBaHe,

r) (eraneH aucrpec, GeraniHa CMbPT WK BpojeHA QHU3HUYEcKa HITH
YMCTBEHA HEJOCTATHhYHOCT HJIM BPOJACH Ae(PEKT;

,,HEIOCTaThbK Ha W3JCIMETO" O3HAauaBa BCSKO HECHOTBETCTBHE IO
OTHOIIICHHE Ha WICHTHYHOCTTA, KAUueCTBOTO, TPAWHOCTTA, HAJCHKII-
HOCTTa, O€30IIacHOCTTa WJIM JICHCTBUETO Ha JAJICHO H3JeIUe 3a
M3MUTBAHE Ha JICHCTBUETO, BKIIOYMTEIHO HEMPABHIIHO (DYHKIIHO-
HUpaHe, TPelIKd Ipu ynorpedara WIM HENOCTaThK B IIpenocTa-
BEHATa OT MPOU3BOAUTEIS] MH(POPMAIIUS;

,»HQJ30p cJen IMycKaHe Ha Ta3apa” O3HayaBa BCHYKU JICWHOCTH,
W3BBPUIBAHU OT IIPOU3BOJAUTENIUTE B CBHTPYJHHYECTBO C JIPYTH
MKOHOMHYECKH OIEPAaTOPH 32 YCTAHOBSBAHETO M aKTyalM3UPAHETO
Ha CHCTEMHa TIpoLeaypa 3a aKTHBHO ChOMpaHe M Iperyiel Ha
Hanyl'[aHl/Iﬂ OIIMUT OT MU3ACIIHA, KOHUTO TC HchaT Ha na3apa,
MPEOCTAaBIT Ha Ta3apa WM IyCKaT B JCHCTBHE, C LEJN Ja ce
YCT@HOBU Jalld € HY)XHO He3a0aBHOTO IpHJIaraHe Ha €BEHTYaJHH
HEOOXOUMH KOPUTHPAIIM WU MPEBAHTUBHU JCHCTBUS,

,HaI30p Ha Maszapa“ o3HauaBa W3BBPLIEHUTE ACHHOCTH U HpEa-
IpHETHTE MEPKH OT OpPraHHTe Ha MyONIMYHATa BIACT C IEN Ja ce
IIPOBEPU U Jia CE TapaHTUpa, 4e U3JeIHATa CbOTBETCTBAT HA U3UCK-
BaHUATA, ONPEAEJICHU OT CHOTBETHOTO 3aKOHOJATENCTBO Ha Chro3a
3a XapMOHM3aIUs, ¥ Ye He MPEACTABIABAT OMACHOCT 3a 3paBeTo,
0e30MacHOCTTa WIN 3a APYTU acleKTH, CBbP3aHU ChC 3alllUTaTa Ha
OOIIECTBEHUSI UHTEPEC;

,»M336MBaHe* O3HayaBa BCSIKA MspKa, LeNsdlla BPBIIAHETO Ha
U3JeNMe, KOeTO Bede € OWio TPeIOoCTaBeHO Ha KpalHHsA
noTpeouTe;

,,I/I3T€I‘J’I${He“ O3HavaBa BCsdKa MspKa, Hesla MpeaoTBpaTsIBaHETO
Ha MO-HATATBIIHOTO NPEAOCTABAHC Ha Ila3apa Ha HU3ACIHUE, KOCTO
€ BbBB BEpUraTa Ha JOCTaBKa,

LAHIUJICHT O3HAa4aBa BCSKO HENPAaBWIHO (YHKIMOHHMPAHE WIH
BJIOLIABAHE HA XapaKTEPUCTHKHUTE WM JCHCTBHETO Ha H3JEINeE,
KOETO € TMpPedOoCTaBeHO Ha [azapa, BKJIIOYUTEIHO TpeIlHa
ymorpeba, IbDKalla ce Ha EpProOHOMUYHHTE XapaKTePHCTHKH,
KaKTO W BCSKO HECHOTBETCTBHE B IPEJOCTaBEHATa OT IPOU3BO-
autenst HHGOpMaKs M BCSIKa Bpena, KOSTO € CIEeICTBHE OT MEIH-
LMHCKO pELIeHHe, NPEANPHETO WIM HENpeIIpueTo JeicTBUE Bb3
OCHOBa Ha MH(OpMAIMs WK pe3ynTar(u), Moiay4eH(1) ¢ moMouIra
Ha W3JIEITUETO;

,»CEPUO3€H MHIUJEHT‘ 03HauaBa BCEKM WHIUAEHT, KOWTO MpPSIKO
WIM HENpPSKO € JIOBEJ, MOXKE Jila € JOBeJ WM OW MOrbBI Ja
JIOBEJIC JIO0 HSIKOC OT CIICAHUTE CHOWUTHS:

a) CMBPT Ha MAIMEHT, MOTPEOUTENl WIH JPYro JIHIIE,

0) BpeMEHHO WM TpalHO CEpPUO3HO YBPEXKIAaHE Ha 3IPaBOC-
JIOBHOTO CBCTOSHME Ha MALUEHT, MOTPEOMTEN WIN APYro JIHLE,

B) CEpHO3HA 3aIuiaxa 3a OOIIEeCTBEHOTO 3/IPaBe;
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69) ,,cepro3Ha 3amiaxa 3a OOIIECTBEHOTO 37paBe” O3Ha4aBa CHOUTHE,
KOETO OM MOTJIO J1a TOBE/C /10 HEIOCPEACTBEH PHCK OT HACTHIIBAHE
Ha CMBPT, CEPHO3HO BIIONIABAHE HA 3][PABOCIOBHOTO CHCTOSIHHC Ha
JIMIETO WIM TEXKKO 3a00NsiBaHE, 32 KOETO MOXKE [a CC HAJOKH
He3a0aBHO O3/PaBUTENHO ACHCTBHE, M KOETO MOXKE Ja MPHIHHHU
3HAYMTEIHA 3a00JICBACMOCT WJIH CMBPTHOCT CPEA HACEICHHUETO,
WM KOCTO MMa HEOOMYacH WIM HEOYaKBaH XapakTep 3a ChOT-
BETHOTO MSICTO M BpEME;

70) ,,Kopurupaio JAeHCTBHE O3Ha4yaBa JICHCTBUE 3a OTCTpaH’IBaHE Ha
MpUYMHATA 32 MOTEHIMATHO WM JEHCTBUTEIHO HECHOTBETCTBHUE C
M3UCKBAHUATA WIH JPyra HEXeJlaHa CHUTYaIlus,;

71) ,,Kopurupaio JAeHCTBHE BBB BpB3Ka € 0e30MacHOCTTA™ O3HAuaBa
KOpUTHpAIIO JEWCTBHE, MPEANPUETO OT TPOU3BOAMUTENS II0
TEXHHUYCCKHU WM MCIHULMHCKU C"bO6pa)KeHl/I$l 3a OpeaoTBpaTsABaHC
WM HaMajsiBaHE Ha PUCKa OT CEPUO3CH HHIMACHT, CBBP3aH C
HPEeIOCTABeHO Ha Maszapa H3/eiue;

72) ,,IpenynpexjacHue BbB Bpb3Kka ¢ 0€30MacHOCTTA™ O3HAayaBa ChOO-
LICHUETO, M3MPATCHO OT MPOM3BOJUTENS /IO TOTPEOUTEIUTE WIIH
KIMEHTUTEe OTHOCHO KOPHUTHpAIIO JeHCTBHE BBB BpB3Ka ¢ Oe3omac-
HOCTTA;

73) ,,XapMOHHM3HMpaH CTaHIAPT O3HAa4YaBa €BPOIEHCKH CTAHAAPT, KAKTO
€ ompezeneH B wieH 2, Touka 1, OykBa B) oT Permament (EC) Ne
1025/2012;

74) ,,00mu cneunpukanuu” (OC) o3HayaBa HAOOpP OT TEXHUYECKH
WM KIMHAYHE W3UCKBAHUS, Pa3IMYHH OT CTAaHIApPT, KOHUTO
JIaBaT BH3MOXKHOCT 32 W3MBJIHCHUE HA MPaBHHUTE 3a]bDKCHUSI BHB
BPB3Ka C W3/CIHE, MPOLEC WK CHCTEMA.

Pazngen 2

HopmaTtuBen crartyec Ha NPOAYKTHTE U
KOHCYJTAINHUH

Ynen 3

HopmaTuBeH craTtyc Ha NpOAyKTHUTe

1. Ilo HauiexxHO OOOCHOBAHO HCKaHE Ha AbpxkaBa uileHKa Komu-
cusATa, cliel KOHCYNTalus CbC Cb3JajeHara cbriacHo wieH 103 or
Pernament (EC) 2017/745 KoopauHanMoHHA rpyma 10 MEIULIUHCKUTE
m3nenusi (KCMU), ompenenss d4pe3 akToBe 3a W3IBJIHCHHE Jaild
KOHKPETeH IpOAYKT, KaTeropus WM TIpylna MpOAYKTH Tomaaa B
o0xBaTa Ha ONpeleeHusITa 32 ,,MeIUIINHCKO U3/eINe 32 HHBUTPO JHar-
HOCTHKA* WJIN ,,[IPUHA/UIKHOCT 32 MEAMLMHCKO H3JIENINe 32 WHBUTPO
nuartHocTuka“. Te3um akToBe 3a M3M'BJIIHEHUE CE IpHUeMaT B ChOTBETCTBUE
¢ TpolieAypaTa 1o pasriexaane, nocouena B wieH 107, maparpad 3 or
HACTOSILIHS PErJIaMeHT.

2. Kowmmcusara MoKe CBIIO Taka, MO0 cOOCTBEHA MHHUIMATHBA M CIIEN
koHcynTanus ¢ KI'MU, na B3ema upe3 akTOBE 3a M3M'bJIHEHUE PEIICHHUS
M0 BBIPOCHTE, MOCOoYeHH B maparpad 1 or Hacrosius wieH. Tesn
aKTOBE 3a M3IIBJIHEHHE Ce€ IPUEMAT B ChOTBETCTBUE C IpOIelypara Io
pasriexaane, nocodena B wien 107, maparpad 3.

3. Kowmucusta ocurypsiBa oOMEHa Ha EKCIEPTHH 3HAHUS MEXIY
ObpKAaBUTE WICHKH B 00NacTTa HAa MEIWIUHCKHTE W3JeIHsd 32
UHBUTPO JAMArHOCTUKA, MEJULUHCKUTE M3JEIMs, JIEKapCTBEHUTE
NPOJYKTH, YOBELIIKMTE TBKAHH M KJIETKM, KO3METHYHHUTE IPOIYKTH,
OGuouuauTe, XpaHUTEe M aKo € HeoOXOOUMO — IpYrd IPOAYKTH, 3a Ja
ompeznens LeNechboOpa3HUs HOPMATHUBEH CTAaTyC Ha MPONYKT WIH
KaTeropusi WM Ipyna MpOoAyKTH.
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4. Ilpm pasuckBaHMATa OTHOCHO BB3MOJKHHMS HOPMAaTHUBEH CTaTycC
KaTo M3Je/lde Ha HPOJAYKTHTE, BKJIIOYBALIM JIEKAPCTBEHU IPOIYKTH,
YOBCIIKY TBKAHW U KIETKH, OUOLMAM MIM XPAHUTEIHU HPOIYKTH,
Komucusara rapanTupa HOAXOAALIO HHMBO Ha KOHCyITauuu ¢ EBpo-
neiickata arennus no jaekapcrsara (EMA), EBponeiickata areHuus no
xUMHUKanu ¥ EBponelickus opraH 3a 0€30MacHOCT Ha XPaHUTE, CIOpeN
ciryyas.

Ynen 4

IenetnyHa wuHpopManmsi, KOHCyJITHpaHe M  HHGOPMHUPaHO
cbriacue

1. JlppxaBHTC WICHKH TIapaHTHPAT, Y€ KOraTO TCHETHYCH TECT Ce
W3M0JI3Ba 32 JIMIA B KOHTEKCTa Ha 3[pPaBHO OOCIy)XBaHEe, KaKTO €
ompeneneHo B wieH 3, OykBa a) ot Jlupekrusa 2011/24/EC nHa EBpo-
neiickust mapiameHt W Ha Cobeera ('), W 3a MEIUIMHCKHTE HEId Ha
JMUAarHOCTHKATA, MOJ0OpSIBAaHETO HA  JICYCHHETO, MPOTHO3HO U
[PCHATAIIHO M3IHUTBaHe, HA JIMIETO, MOIOKEHO HA HM3IHTBAHETO, WITH
KOraTo € MPUJIOKHMMO — Ha HETOBHUs 3aKOHHO OMPENeNieH IMpeicTa-
BHUTEJ, CC MPEAOCTaBsl MOAXOAsIIA HH(GOPMAIUS OTHOCHO CBOTBETHO
XapakTepa, 3HaYeHHETO W TOCIEIUINTE OT TeHETHIHUS TECT.

2. B KxoHTekcTa Ha 3aJb/DKEHMATA, MOCOYEHM B maparpad 1,
IbPKABUTE YICHKM TapaHTHpAT, [O-CIELMAJHO, Y€ € Halule
NOAXOJSI JOCTBI OO KOHCYITaUMU B Cilydall Ha U3IO0J3BaHE Ha
TGHETHYHH TECTOBE, KOMTO OCHTYpsSBAT HH(OpPMAIMSA 3a TeHeTHYHATa
IIPEeIPa3IIOI0KEHOCT KBbM KIMHHYHH CBHCTOSHHS W/MIM 3a0O0JSBaHHS,
KOUTO OOMKHOBEHO C€ CUMTAT 3a HEJICUYMMM MHPEABUI CHCTOSHUETO HA
HayKaTa U TEXHOJIOTMUTE.

3. Taparpa¢ 2 He ce mpuiara B CIIy4aWTe, B KOHTO JHMarHo3ara Ha
KJIMHUYHOTO CBCTOSHHE W/MAM Ha 3a00NABaHETO, OT KOHTO € Beue
MU3BECTHO, Y€ CTPaja IOAJIOKEHOTO Ha U3IUTBAHETO JIMLE, €
HOTBBPJEHA OT TEHETHYEH TECT, KAKTO M B CIydauTe, B KOUTO C€
U3II0JI3Ba CHI'BTCTBAILO H3JEIIHE.

4. Humo B HACTOAIIMA YJICH HE IPCIATCTBA AbPKABUTE YIICHKH Jia
npueMat uin aAa noaabpikaT MEPKHM Ha HAallMOHAJIHO PaBHUIIE, KOHUTO
OCHUTYpPABAT MO-TOJIsIMA 3alliTa Ha MAITUCHTUTE, KOUTO Ca IMMO-KOHKPETHHU
nimM CE OTHacAT A0 I/IH(I)OpMI/IpaHOTO ChIrjiaCue.

I'JIABA 11

MPEJOCTABSIHE HA TIA3APA W NYCKAHE B JIENICTBUE HA
U3JEJNUSA, 3AABJIKEHUA HA UKOHOMUYECKUTE OIIEPATOPH,
MAPKHWPOBKA ,,CE“, CBOBOJHO JIBU)KEHHUE

Ynen 5

IIyckane Ha ma3apa M IyCKaHe B JelcTBHE

1. UW3pmenmsita morar jia ce MycKaT Ha Tas3apa WM Ja ce IMyCKaT B
JeficTBUE CaMO aKO OTroBapsAT Ha W3HCKBAHUATA [0 HACTOALIMA
periaMeHT, KOoraro ca JOCTAaBeHH IO HAUICKHHS pel U ca MPaBHIHO
MOHTHPAHH, TOJUIbPKaHH M H3IOJ3BAHU CHITACHO IMpEAHA3HAYEHHETO
CH.

(") Hdupexrusa 2011/24/EC na EBponeiickus mapnament u Ha CbBeta oT 9 MapT
2011 r. 3a ympaxHsABaHE Ha ITpaBaTa Ha TAIMEHTUTE NIPH TPAHCTPAHHIHO
3npaBHO obciyxBane (OB L 88, 4.4.2011 r., ctp. 45).
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2. UzpenusaTa OTroBapsAT Ha NPWIOKHUMHTE KbM TIX 00K
M3UCKBAHUS 3a O€30IIaCHOCT U JICHCTBHE, YCTAHOBCHHU B IpHIIOKeHHE I,
KaTO Ce€ OTUMTa NPEIHA3HAUEHUETO UM.

3. Jloka3BaHETO Ha CHOTBETCTBHETO C OOIIMTE H3UCKBAHMSI 3a
0e30MacHOCT M JIEHCTBUE BKJIIOYBA OIEHKA HAa JCHCTBHETO B CBHOT-
BETCTBUE C WieH 56.

4, I/ISZ[GIII/IFITa, KOHUTO CC MPOU3BCKAAT U H3IIOJI3BAT B JIeucOHN 3aBe-
JCHHUs, C U3KIIIOYCHHUE Ha HU3JCIUATA 3a HU3IIMTBAHC Ha ﬂCﬁCTBMeTO, ce
CUHHTaT 3a BCYC IIyCHATHU B HCﬁCTBHC.

5. C uM3KII0YEHHE HA CHOTBETHUTE OOIIM M3MCKBAaHHA 3a 6€30MacHOCT
U AeficTBHE MO MPUIOKeHUe |, N3UCKBAaHMATA MO HACTOSIINS PErTaMEHT
HE ce IpuiaraT 3a U3fenus, NPOU3BEJEHU U U3IOJI3BaHU CaMoO B
neyeOHM 3aBeAeHus, ycraHoBeHn B Cblo3a, B cilaydal dve ca
U3IBIHEHH BCHYKH YCIIOBHS I10-JONY:

a) U3AENUATAa HE Cca MIPEXBBPJICHU Ha JPYr IPaBeH CYOEKT;

0) mpOM3BOJACTBOTO M ymoTpebaTa Ha H3IENHATa C€ H3BBPIIBAT B
paMKHTE Ha IMOJXOMSALIM CHCTEMH 3a YIIPAaBJICHHWE HA KayeCTBOTO;

B) nabopaTopusTa Ha Je4eOHOTO 3aBEJCHUE OTroBaps Ha craHmapt EN
ISO 15189 wmnm, ako e MPIIOKUMO, Ha HAIIMOHAIHUTE Pa3nopenowu,
BKJIFOUYMTEITHO Ha HALMOHAIHUTE paslopen0H OTHOCHO aKpeIuTa-
LUSTA;

r) Jle4eOHOTO 3aBefieHHe O0OCHOBaBa B JIOKYMEHTalUsTa CH, 4Ye
ocoOeHuTe MOTPeOHOCTH Ha IielieBaTra Tpyrna MalWeHTH HE MOorat
na ObJaT 3aJ0BOJICHM WIIM HE MOTaT Ja OBbJaT 3aJ0BOJICHH IpU
MOJXOSAIIA CTENEH Ha JAEHCTBHE OT €KBHUBAJICHTHO H3JEIHE, KOETO
€ TPEeI0CTaBeHO Ha Ia3apa;

J) J1e4eOHOTO 3aBEJCHWE MPEIOCTaBs IPH IIOMCKBAaHE HA CBOS
KOMIIETCHTEH OpraH HWH(OpPMAuus OTHOCHO H3IOJI3BAHETO HA TE3U
M3eNUs, KOSATO BKJIIOYBA OOOCHOBKA 32  MPOU3BOJCTBOTO,
MpoMsIHATa U yrHoTpedarta um;

e) JIe4eOHOTO 3aBCICHUC U3TOTBA ACKJIapalus, KOATO IpaBU l'[y6J'II/I‘IHO
JOCTOSAHUE U KOATO BKJIIOYBA:

i) HaMMEHOBAaHWETO W ajapeca Ha Je4yeOHOTO 3aBeeHHE TPOU3BO-
JIUTEIL;

il) HEOOXOAMMHUTE JaHHH 3a WACHTH(GHUIUPAHETO HA W3ZCIHSITA;

iil) Jekapanus, 4ye u3/eIuaTa OTroBapsAT Ha OOIINUTEe U3UCKBAHUS 3a
0e30macHOCT ¥ JICWCTBHE, TOCOYCHH B MpHIOKeHHE [ KbM
HACTOSIIUS PETJIAMEHT, U KOraTo € MPUIOKUMO — HHPOPMAIUS
3a M3UCKBAHMATA, KOUTO HE Ca CIA3eHU H3LSII0, C MOTHBUpPaHA
000CHOBKA 3a TOBAQ;
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’K) 10 OTHOILICHHWE Ha WU3AeiIuiTa OT Kiac D, B CBOTBETCTBHE C
npaBuiara, ChAbpKamM ce B npuioxenue VI, nedeObHOTO
3aBEe/IEHNE W3rOTBs JOKYMEHTAllMs, MO3BOJISIBAILA 3all03HABAHETO C
IIPOM3BOJCTBEHUTE  CBOPBKEHHUS,  HPOM3BOJCTBEHHUs  IIPOLIEC,
MPOEKTUPAHETO M JAaHHWUTE 3a JAEHCTBUETO Ha W3JAEIUATA, BKIIO-
YUTEJHO MPEHA3HAYCHUETO UM, U KOSATO € JIOCTAaTh4YHO IMOJIpOOHa,
Taka 4Ye Jla ce JaJe BH3MOXKHOCT Ha KOMIIETEHTHHs OpraH Ja ce
YBEpH, Y€ Ca H3II'BJIHEHM OONIMTE HM3MCKBAaHUS 3a OE30IaCHOCT U
JefictBue TO  MpHIoXKeHWe | KbM  HAcCTOSIIMS — perJiaMeHT.
JIbpkaBuTe WIGHKM MoOrar Ja MpuiaraT Tasu pasmnopeaba W 3a
u3genuara or kinac A, kinac B wmmm kmac C, B CHOTBETCTBHE C
NpaBWiaTa, ycTaHOBEHU B mpuioxenue VIII;

3) J1e4eOHOTO 3aBeJCHHE B3eMa BCHUUKM HEOOXOIMMH MEpKH, 3a Ja
rapaHTupa, Y€ BCUYKH M3JENIUS CE MPOU3BEKIAT B CHOTBETCTBHE C
JIOKyMEHTAIHsATa, [TOCOYeHa B OYKBa X); H

M) Ie4eOHOTO 3aBElCHHE TMpaBH TMperyie[l Ha OIHTa, MNPHIOOUT OT
KJIMHUYHATA yIOTpeOa Ha M3MENUsITa, U B3eMa BCHUKH HEOOXOIUMHU
KOPHUTHPAIIU TEHCTBUSL.

JIppkaBUTe YIEHKH MOTAT Ja M3UCKBAT OT Te3H JeueOHM 3aBeleHUS 1a
MPEACTAaBAT HAa KOMIIETEHTHHUSI OpPraH BCAKAaKBa JOIBIHUTEIHA BaXkKHA
uH(opMaIys 3a W3IEIHs, IPOU3BEACHH M U3IOJ3BAaHU HA TAXHA TEPU-
Topus. JIbpiKaBUTe 4YJIEHKU 3amasBaT IIPaBOTO CH Ja OIpaHUYaBaT
IPOU3BOJACTBOTO M YyHOTpeOaTa Ha BCEKM KOHKPETEH THUI TaKuUBa
u3fenuss M UMaTr JOCThI C IeJ MHCIEKTHpaHe Ha JEeHHOCTTa Ha
Je4eOHUTE 3aBEACHMUS.

Hacrosmmsr maparpad He ce mpmiuara 3a U3AeIHsA, KOHUTO ce
HPOU3BEXAAT B MPOMUIIUIEHH MaIalu.

6. C men ;a ce rapaHTHpa €JHAKBOTO IpHJIaraHe Ha IpHIOKeHHE |
Komucusita MOXKe [a mpUeMa akTOBE 3a M3IIBJIHCHHE, JOKOJIKOTO TOBA €
HEOOXOAMMO 3a paspellaBaHe Ha MPOOJIEMH, CBbP3aHU C PA3IUYHOTO
THJKyBaHE M MPUJIAraHETO Ha MPAaKTHKa. Te3W aKTOBE 3a H3IIBIHCHUE
ce IpHeMaT B ChOTBETCTBHE C MPOIEAypara MO pasriiekKIaHe, II0CoIeHa
B wieH 107, naparpa¢ 3.

Ynen 6

IIpona:x6u ot pascrosiHHe

1. W3penusrta, NpeocTaBsHU Ha (PU3NUECKO WIH IOPUIUUECKO JIULIE,
yctaHoBeHO B ChI03a, Upe3 yCIyrH Ha HH()OPMAHOHHOTO OOIIECTBO TI0
cMuchbiaa Ha wieH 1, maparpad 1, Oyksa 0) or Hupekrtusa (EC)
2015/1535, TpsOBa na OTroBapsAT Ha M3MCKBAHUATA HA HACTOSIIHS
perjiaMeHT.

2. be3 ma ce 3acsara HaIMOHATHOTO MPaBO, CBBP3AHO C YIPAXKHI-
BaHETO Ha JIeKapckaTa mpodecusi, W3AenusiTa, KOMTO HE CE IycKaT Ha
masapa, HO C¢ HM3MONI3BAaT CPENly 3aIllallaHe MM Oe3IaTHO B PAMKHTE
Ha TBProBCKa JCHHOCT 3a NPEIOCTAaBSHE HA JMarHOCTHYHA WM Tepa-
MEeBTHYHA yCIyra MOCPEACTBOM YCIYyTM Ha HH()OPMAIMOHHOTO
obmecTBo IO cMuchla Ha uieH 1, maparpagp 1, OykBa 6) or
HupextuBa (EC) 2015/1535 wmm uype3 Jpyro KOMYHHUKAIMOHHO
CPEICTBO, MPSKO WIM 4Ype3 TIIOCPEAHHIM, HA (U3MUECKO WM
IOPUANYECKO JIMLe, ycTaHoBeHO B Cblo3a, TpsOBa Ja OTroBapsAT Ha
M3UCKBAHUATA HA HACTOSIIMSA PErIaMeHT.
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3. Ilpu nmouckBaHe OT KOMIETEHTEH OpPraH BCAKO (PU3NYECKO HIIH
IOPUINYECKO JIMIE, KOETO IMpeylara M3Jeaus B CbOTBETCTBHE C
naparpad 1 WM mpenocTaBst yCIYrH B CHhOTBETCTBHE C maparpad 2,
npezcrass konue ot EC aexnapanusra 3a CbOTBETCTBHE HA BBIIPOCHOTO
u3jenue.

4. Ot cpoOpaxkeHHsl 3a Omna3BaHe Ha OOLIECTBEHOTO 3]paBe IbpiKaBa
YIeHKa MOXKE Ja HM3HMCKa OT JOCTABYMK HAa YCIYrH Ha HWH(OpMaIH-
OHHOTO OOIIECTBO MO0 CMHChHJIAa Ha uieH 1, maparpad 1, Oyksa 0) or
HupextuBa (EC) 2015/1535 na mpeycTaHoBH CBOsITa JACHHOCT.

Ynen 7

TBbpaeHust

[lpu eTuKeTHpaHETO, HM3TOTBSIHETO HA MHCTPYKIMUTE 3a YIHOTpeda,
MPEeJOCTaBsIHETO, IYCKaHETO B JIGWCTBHE M pEKJIAMHPAHETO Ha
u3fenust € 3a0paHeHO U3IOJI3BAHETO HAa TEKCTOBE, HAUMEHOBAHMUS,
TBPrOBCKM MAapKu, H300pakeHusi, (OUTrypaTHBHU WM JAPYTH 3HALM,
KOMTO MOrar Ja BbBeJaT B 3a0iyXJCHUE MOTpeOUTeNs WIM HalueHTa
[0 OTHOILCHHE HA NpeJHa3HAuUCHUEeTO, Oe30MaCHOCTTa M JeHCTBUETO HA
W3JICNINETO, KaTo:

a) IPpUIIUCBAT Ha U3OCIHUCTO beHKL[I/II/I nu CBOfICTBa, KakBUTO TO HsiMaA,

0) ch3JaBaT HEBSIPHO BIICYATIICHUE BBB BPB3KaA C JICUCHUETO WIIM JHAr-
HOCTUIIMPAHETO M 3a (PYHKIMH HIM CBOWCTBA, KAKBUTO M3JIEIUETO
HSIMa;

B) He naBaT wuH(oOpManMs Ha MOTpeOWTeNs WIM MNalueHTa 3a
BB3MOXHHUS PHUCK, CBBP3aH C M3ION3BAHETO HA H3JCIHETO B CHOT-
BETCTBHE C HETOBOTO INpeHA3HAUCHUE;

F) npepjiarat NpUIIOKEHUSA Ha H3ACJINETO, KOUTO C€ pasjnvdaBaT OT
IMOCOYCHUTE KaTO 4YaCT OT MNPEAHA3HAYCHHUETO MY, 3a KOETO €
U3BBPIICHO OLCHABAHE Ha CHOTBECTCTBUETO.

Ynen 8

H3noa3BaHe HA XapMOHU3HPAHM CTAHJAPTH

1. 3a u3pmenusATa, KOMUTO CHOTBETCTBAT HA MPUIOKUMHUTE XapMOHH-
3MpaHd CTaHIAPTH WM CHOTBETHUTE YAaCTH OT TE3M CTaHIAPTH,
JNaHHWUTE 3a KOMTO ca myOmukyBaHu B Oguyuanen eéecmuux na Eepo-
netickus Ccvl03, C€ CUYUTa, Y€ CHOTBETCTBAT HA W3UCKBAHUATA IO
HACTOSIIIUS PErJIaMeHT, OOXBaHATH OT TEe3M CTAaHAApPTH WIM YacTH OT
TAX.

[TbpBa anuHes ce mpwiara U KbM H3UCKBAHHUATA 338 CHUCTEMUTE WU
MPOIECUTE, KOUTO WKOHOMUYECKHTE OTEPAaTOPH WIH CIOHCOPHTE
TpsI0Ba J1a M3IIBJIHIBAT B CHOTBETCTBHE C HACTOSIIMS PETJIAMEHT, BKIIIO-
YHUTEIHO CBBP3AaHUTE ChC CHUCTEMara 3a YNpPAaBICHHE Ha Ka4eCTBOTO,
YIpaBIEHHETO Ha pHCKa, CHCTeMaTa 3a Haa30p ciel IyCcKaHe Ha
nasapa, MW3MNHUTBAHUATA HA JICHCTBHETO, KIMHUYHUTE JOKA3aTeNCTBA
WIN TIPOCIIC/IIBAHETO Ha JCHCTBHETO ClIe/ MyCKaHe Ha Iasapa.

[To3oBaBaHMsATa B HACTOSAIINS PEryaMEHT HA XapMOHU3UPAHU CTaHIAPTH
Cce TBJIKYBAaT KaTO II030BaBaHHWS Ha XapMOHHM3WPAaHHTE CTaHAAPTH,
JAHHUTE 32 KOUTO ca nyOnukyBaHu B Oduyuanen eecmuux Ha Eepo-
neucKus cvios.
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2. llozoBaBaHuATa B HACTOALIMA PErJIAMEHT Ha XapMOHU3UPAaHU
CTaHJapTH BKIIOYBAT M MOHorpaduute Ha EBpomeiickata dapmaxones,
HpHETH B CHOTBETCTBHE ¢ KOHBeHIMATa 3a pa3paborBaHeTo Ha EBpo-
neiicka (hapMakories, Ipu YCIOBHE ue JIAHHHUTE 3a TE€3W MOHOrpaduu ca
ny6mukyBanu B Oguyuanen eéecmnux na Eeponetickus cvio3.

Ynen 9

O0mu cneuuduranuu

1. Koraro He chlnecTByBaT XapMOHU3MpAHH CTaHIAPTU WM CHOT-
BETHHUTE XapMOHW3UPAHW CTAHJAPTH HE ca JOCTAThYHH WIA KOTaTo €
HEOOXOIMMO Jia Ce€ pelIaBaT BBIIPOCH Ha OOIIECTBEHOTO 3apaBe, Komu-
cusita, cien koHcynaranus ¢ KI'MU, moke mocpeacTBom axkToBe 3a
u3nbiHeHne aa npuema odbmu cneunpukammu (OC) BBB Bpb3Ka ¢
OOIIHUTEe M3UCKBaHUS 32 0E30MACHOCT M JCWCTBHE MO HpuiiokeHue I, ¢
TexHuueckara aokymeHtauus no npuioxenus Il u III, ¢ ouenkara Ha
JIEHCTBUETO M MPOCIEIsIBAHETO Ha JACWCTBUETO CJeN MTycKaHe Ha Iaszapa
no npuwioxkenue XIII wim ¢ wu3UCKBaHUATA 3a H3NUTBAHUATA HaA
neuicteuero no mnpuioxenue XIII. Te3u axToBe 3a uU3MBIHEHHE Ce
TpueMar B ChbOTBETCTBHE C MPOIEAypara o pas3riekaaHe, IocoueHa B
uwieH 107, maparpad 3.

2. Cuwura ce, ye uzaenusiTa, kouto orropapsat vHa OC mno maparpad 1,
CHOTBETCTBAT HAa M3UCKBAHMATA IO HACTOSILHUS PErNIaMEHT, 00XBaHATU
ot Te3u OC WM OT CHOTBETHHUTE YACTH OT THX.

3.  TIlpoumsBomurenure cmaspar OC mo maparpad 1, ocBeH Koratro
HAJJISKHO MOTaT Ja JOKaXkaT, 4e ca BB3IPHUEH PELICHUs, OCUTYpsBaIIN
HUBO Ha 0E30MAaCHOCT U JCUCTBHE, KOCTO € Hal-MaJKO PaBHOCTOMHO Ha
toBa ot OC.

Ynen 10

O0mM 3a1b/KeHUs] HA TMPOU3BOAUTETUTE

1. Koraro myckar Ha masapa WU IyCKaT B JAEWCTBUE WU3JEIHITA CH,
[IPOHM3BOTUTENUTE TapAHTUPAT, Ye Te Ca MPOCKTUPAHU M MPOU3BEACHH B
CbOTBETCTBUC C M3HUCKBaHUATA IO HACTOALIUA PCrIIaMCHT.

2. llpousBoaurenuTe  Chb3JaBar, JOKYMEHTHpAT, BBbBEKIAT U
MOAIBPKAT CHCTEMa 3a YIpaBICHHE Ha pHCKA, KAKTO € OMHCAHO B
pasznen 3 ot mpunoxenue I.

3.  IlpomsBomguTenuTe M3BHPIIBAT OICHKA Ha JEHCTBHETO B CHOT-
BETCTBME C M3UCKBaHUATA 1O wieH 56 u npunoxkenue XIII, Bkimo-
YUTEJIHO NPOCHEsBaHe Ha JCHCTBUETO CleJ IyCKaHEe Ha Ias3apa.

4. Tlpow3BomuTeNnTe H3TOTBIT M AKTyalU3UpaT TEXHHYECKATa JIOKY-
MEHTAlUA 3a TE3U H3ACIIHA. Texunueckara JAOKYMEHTaIus Tpﬂ6Ba aa
MI03BOJISIBA OLICHSBAHETO HAa CHOTBETCTBUETO HA H3/ENUETO C M3UCK-
BaHMATA IO HACTOSIIUS perjaMeHT. Ta3u TEeXHHWYecKa IAOKYyMEHTAlUs
BKJIIOYBA eNieMeHTUTe, npensuaeHu B npuioxenus I u 111

Ha KomucusTa ce mnpenocrassi IpaBOMOILIUETO Aa IpUEMa JeleTHpaHu
aKTOBE B CbOTBETCTBUE ¢ wieH 108 3a n3meHenue Ha npuioxenus Il n
Il ¢ ormen Ha TEXHWYECKUS TPOTPEC.
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5. Koraro choTBeTCTBHETO € MPUIOKUMUTE MU3UCKBAHUS € JJOKa3aHO
ype3 MpUIOKKMMaTa TMPOLEAypa 3a OICHsSBaHE HAa CHOTBETCTBHUETO,
MPOM3BOJUTEINTE HAa W3ACIHS, PA3IMYHU OT M3JCIMATA 33 HU3MUTBAHE
Ha jeictBueTo, M3roTBAT EC pmexmapanus 3a ChOTBETCTBHE CBHIIACHO
wieH 17 u HaHaciAT MapKUpoBKara 3a cborBercTBHE ,,CE®“ mo unen 18.

6. IlpomsBomgmrenute cma3BaT  3adb/DKEHHATA, CBBP3aHU  CBC
cucremMata 3a UDI mo unen 24, u 3agbDKeHUsITa 3a perucTpanus,
II0COYEHH B uiieHOBE 26 u 28.

7. IlpomsBoguTenuTe CHXpaHABAT HA paA3MOJIOKEHHE Ha KOMIIe-
TEHTHHUTE OPraHd TeXHW4eckaTa nokymeHrtamms, EC nexmapanusra 3a
CHOTBETCTBHE M, aKO € TPHIOKUMO, KOIHE OT ChOTBETHHUS CepTH(UKAT,
M3/1a/IeH CHIIIACHO WieH 51, BKIIOYUTETHO BCHYKH U3MEHEHHUS U JOIBI-
HEeHUs, 32 CPOK Hai-mManko oT 10 roaWHH cieJ Karo IOCIEIHOTO
uzgenue B obOxBata Ha EC pnexnapanusta 3a ChOTBETCTBHE € OMIIO
IyCHATO Ha ma3apa.

IIpu nmouckBaHe OT KOMIIETEHTEH OpraH IPOU3BOJUTENSAT IPEICTaBs,
CBIVIACHO MOCOYEHOTO B MCKAHETO, IIbJIHATA TEXHUYECKa JOKYMEHTAlUs
WIN pe3loMe OT Hesl.

3a ;ma naae BB3MOXKHOCT HA YI'BJIHOMOIICHUS CH IPEJCTaBUTEN Ja
M3IIBIHSBA 3aJIa4nTe, 1ocoueHu B wieH 11, maparpad 3, mpousBoauten
C PErucTpupaHo MSCTO Ha CTONAHCKa JeiHocT u3BbH Chlo3a B3eMa
HEOOXOMUMUTE MEPKH YIBIHOMOLICHUAT NPEACTaBUTEN Ja HMa Ha
MIOCTOSTHHO PAas3IoJIOKEeHHe Heo0XOoauMara JOKYMEHTAIHSL.

8. IlpomsBoxuTenure rapaHTHpaT, ye ca BBBEAEHU MPOLEIYPH, Ype3
KOUTO CEPUHHOTO TPOU3BOJCTBO JIa OCTaHE B CHOTBETCTBUE C H3UCK-
BaHMSITA [0 HACTOSIIHS perjamMeHT. [[poMeHHTe B MPOEKTa MM Xapak-
TEPUCTUKUTE Ha TMPOJAYKTa W U3MEHEHHUSATa B XapMOHU3UPAHUTE
crangaptu win OC, upe3 1mo3oBaBaHE Ha KOUTO € JCKIApUPAHO ChOT-
BETCTBUETO Ha IPOAYKTa, C€ B3eMaT MpPEJBHJ CBOEBPEMEHHO U IO
noxxoxadn] HayuH. Ilpow3BojuTenuTe Ha W3JENUS, pPa3IMYHUA  OT
M3JeNUATa 32 WM3MHMTBAaHE HA JCWUCTBHETO, Ch3aBaT, JOKYMEHTHpAT,
BBBEKJAAT, TOIIABPIKAT, AKTYaJM3HPAaT W HENPEKbCHATO I10100psBaT
cUCTeMa 3a YIpaBJICHNWE Ha KA4eCTBOTO, KOATO OCUTYpsIBa ChbOTBETCTBHE
C HACTOSIIMS PErjaMeHT MO Hal-e()eKTHBEH HAYMH, CHOTBETCTBAI] HA
TUIIA Ha M3JEIHMETO M KJlaca Ha M3JEIMETO B 3aBUCHMOCT OT pHUCKa.

Cucremara 3a yrpasjieHHE Ha KadecTBOTO OOXBalla BCHYKHM YacTH U
€JIEMEHTH Ha OpPraHM3alOHHATa CTPYKTypa Ha OaJeH IMPOM3BOAUTEN,
OTroBapsila 3a KauecTBOTO Ha IPOIECUTE, MPOLEIYPUTE U H3JENIUATA.
Ts ypexxaa CTpyKTypara, OTTOBOPHOCTHTE, MPOLEAYPHUTE, MPOLECUTE U
YIPABIEHCKUTE pecypcH, HEOOXOIMMH 3a MpHJIaraHe Ha MPUHLUINTE U
JIeHCTBUATa 3a IIOCTMIAaHE Ha CBOTBETCTBUE C pas3nopeaduTre Ha
HACTOSIIIUS PErJIaMEeHT.

Cucremara 3a yIpaBJ€HUE Ha KadeCTBOTO 06XBaHIa Hal-MaJKo
CJICTHUTEC ACIICKTH:

a) CcTparerusi 3a ChOTBETCTBHE C HOPMATHBHHUTE HW3WCKBaHHS, BKIIO-
YUTESTHO Cla3BaHe Ha TPOIEAYPUTE 3a OICHABAHE HA CHOTBETC-
TBHETO W MPOIEAYPUTE 32 YIPABICHUE HA MPOMEHHUTE Ha M3CIHATA,
o0XBaHATH OT CHCTEMATa,

0) ompezaensHEe HAa NPUWIOKUMHUTE OOLIM M3MCKBAHUS 3a OE30MAaCHOCT U
JIEWCTBHE W TPOyYBaHE Ha BH3MOKHOCTHTE 3a BHBEKIAHE HA TE3W
HM3UCKBAHUS;

B) OTTOBOPHOCT Ha PBKOBOJICTBOTO;
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T) YHpaBleHHE Ha PEcypcuTe, BKIIOUUTENHO MOAO0Opa M KOHTpONIa Ha
JIOCTaBYULUTE M IOAU3IBIHUTEIUTE;

J1) YIpaBJIeHWE Ha pHUCKA CBIVIACHO TIOCOYEHOTO B paznen 3 or
npuiioxkenue [;

€) OIeHKa Ha [JeHCTBHETO B CHOTBETCTBHE C wWieH 56 U
npunoxkenune XIII, BKIIOUYNUTENHO NpOCHEIsIBAHETO Ha JCHCTBHETO
clie/l ITyCKaHe Ha Tasapa;

) peanusanus ~ Ha  OPOAYKTHTE,  BKIIOUHTENHO  IUIAHUpPaHE,
MIPOCKTHpaHe, pa3paboTBaHe, MPOM3BOJCTBO U OOCITYKBaHE,

3) mpoBepka Ha UDI, ompenerseHd B ChOTBETCTBHE ¢ wWieH 24,
maparpad 3, 3a ChOTBETHHTE H3JENHs, Taka 4e Ja Ce TapaHThpa
CHIIIACYBAHOCT M BAIMAHOCT Ha HWH(MOPMAIMATA, MPEIOCTaBsIHA B
CHOTBETCTBHE C 4jieH 26;

I/I) Cb3J1aBaHC, BBBCKAAHEC U MOAAbPKAHC Ha CHUCTEMaA 3a HaA30p CJIE[
IIyCKaHC Ha I1a3apa B CbOTBETCTBUC C YJICH 78,

i) KOMYyHHKalusi ¢ KOMIIETEHTHUTE OpPraHH, HOTH(UIMPAaHUTE OpPTaHH,
JPYTH MKOHOMHYECKH OIepaToOpH, KIUESHTH W/WIU JAPYTU 3auHTepe-
COBaHM CTPaHH;

K) TpOLECH 3a JOKJIaJBaHEe 33 CEPHO3HM HMHIHMICHTH W KOPUTHPAIIN
JIeiiCTBUSL BBB Bpb3Ka C O€30MACHOCTTa B KOHTEKCTAa Ha INPOCIEs-
BaHETO Ha 0e30MacHOCTTA,;

JI) yNpaBjeHWe Ha KOPUTHUPALIUTE M IPEBAHTHBHUTE JCHCTBUSA W
MpOBEpKa Ha TAXHATa €PEKTHBHOCT;

M) TIpOLIECH 3a HAOIIOJCHHE W M3MEPBAaHEC Ha PE3yNTATHTE, 33 AHAIM3
Ha JIaHHUTE U 33 YCHBBPLICHCTBAHE HA MPOJIYKTHTE.

9. IlpousBoaurenuTe Ha U3JEIUS BBBEXKIAT M aKTyalu3Hupar
cucTeMara 3a Ha/i30p Clie/l IIyCKaHe Ha Iraszapa B ChOTBETCTBUE 4iieH 78.

10.  IIpou3BOAMTENAT rapaHTHpa, 4Ye W3JACIMETO € MPHIPYKEHO OT
uHpopManuaTa, mocoyeHa B paznaen 20 ot mpuioxenue I, Ha oduima-
neH(uun) e3uk(uu) Ha Chro3a, ompeneneH(M) OT Jbp)KaBara 4IEHKA, B
KOSITO M3/ICJIMETO CE IMPEJOCTaBsi Ha TIOTPEOUTENs WM Ha MAlUCHTA.
Enementute Ha eTwkera TpsOBa 1a ObJAaT HEU3IWYUMH, JICCHH 32
YeTeHe M SICHU 3a pa3OupaHe 3a LeJIeBUS NOTPEeOUTEN MM TAlUeHT.

WNudopmanusita, npeacraBsHa cbriacHo paszaen 20 ot npuioxenue | ¢
U3JeIuATa 32 CaMOTECTBaHE WM TECTBaHE HA MSCTO, € JIECHO
pa3dupaema u ce mpenoctaBs Ha odunmaneH(Hu) e3uk(uu) Ha Chro3a,
ompezneneH(1) OT Jbp)KaBara WICHKA, B KOATO HM3IEIHETO IOCTUTa 10
HOTPEOUTENs WIN MalUeHTa.

11.  IIpousBoguTeny, KOUTO CUMUTAT WIM MMAT OCHOBAaHHE Jla CUMTAT,
4ye JaJeHO M3JeMe, KOeTO ca IyCHAIM Ha Ia3apa WIM ca IMyCHalId B
JeHCTBHE, HE CHOTBETCTBA HA HACTOSIIMS pErJiaMeHT, He3a0aBHO Tpen-
npremMar HeoOXOIMMHTE KOpUTHpallM JeHCTBUS, 3a Ja IpHUBeIar
U3JIeJIMETO B ChOTBETCTBME, Jla 'O M3TEIIAT WM Ja I'O M33€Mar, ako e
HeoOxomumo. Te wHpOpMHpaT AUCTPUOYTOPHTE HA BBIPOCHOTO
W3JeNUEe U, aKo € MPUIOKHUMO, YITBJIHOMOIIEHUS TIPEACTABUTEN U
BHOCHUTEJIUTE 110 CHOTBETHHUS HAYWH.
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Koraro wu3nenuero MNpeACTaBIsABAa CEPHO3CH PHUCK, NPOU3BOJUTEIIHTE
nHpOpMHUpaT He3a0aBHO KOMIICTEHTHHTE OpraHd Ha IbPXKaBUTE
YJIEHKH, B KOWUTO Ca TMPENOCTABWIIM H3JCIUETO U, aKO € MPUI0KUMO,
HOTHOUIMpPaHHUs OpraH, M3Jal cepTH(UKAT 3a H3AETHETO B CHOT-
BETCTBHE C wieH 51, mo-crenuaiHo 3a HEChOTBETCTBHETO C H3UCK-
BaHMSTA U 32 BCHYKHU IMPEIIPUETH KOPUTHPAILU JICHCTBUS.

12.  IlpousBojgurenure U3MOI3BAT CHUCTEMa 3a perucrpauus u
JIOKJIJIBAHC 3a HWHIMJCHTH M KOPUTHpAIld JCHCTBUS BBB BpPB3Ka C
0e30IMacHOCTTa B CHOTBETCTBHE C ujicHOBE 82 m 83.

13.  IIpousBoguTenure, NpU MOMCKBAHE OT KOMIIETCHTEH OpraH, My
MPEIOCTABAT Isjata WHPOPMALUS M JIOKYMEHTAIMsl, HeoOXoauma 3a
JIOKa3BaHE Ha CHOTBETCTBHETO HA M3JIENIMETO, Ha OQHIMAICH €3UK Ha
Cnb1o3a, OIpe/eNeH OT ChOTBETHATA JbpKaBa uieHKa. KOMIIETCHTHHST
OpraH Ha [bpXKaBaTa WIEHKA, KBJETO TPOU3BOJIUTEIAT HMa PETHUC-
TPUPAHO MSCTO Ha CTOMAHCKA JEHHOCT, MOXKE Jla IOWUCKa IPOU3BO-
JUTENSAT J1a OCUTYpH Oe3IulaTHO o0pas3ly OT HM3/EIHeTO WIIM, aKO TOBa
HE € OCBILICCTBUMO, JIa MPEIOCTaBU JOCTHI A0 u3aenauero. [IpousBoau-
TEJIUTE OKa3BaT ChJCHCTBHE HA KOMIICTCHTHHSI OpraH, IO HETrOBO
UCKaHe, TPU BCSIKO KOPUTUPALIO ACWUCTBHE, INPEANPUETO 3a OTCTpa-
HSBAaHE WJIM aKO TOBa HE € BB3MOKHO — 3a OrpaHHuYaBaHe Ha
PHCKOBETE, CBBbpP3aHH C W3/EIHATa, KOUTO TE ca IyCHAIM Ha Iasapa
WA B JICHCTBUE.

AKO TpPOM3BOAMTENSAT HE OKa3Ba ChHACHCTBHE WIM MPEIOCTaBEHATa
uH(OpPMALHUSI ¥ JOKYMEHTAIUS ¢ HelIbJIHA MM HETOYHA, KOMIICTCHTHHUST
OpraH MOXe, C LeJl OCHI'ypsiBAHE Ha OIA3BaHETO 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 W3TErNIH M3/CIHETO OT TO3M
razap WId Ja ro u33eme, JOKaTo MPOU3BOJUTEIST HE OKaXKe ChACHCTBHUE
WM HE NPEeAoCTaBU IbJIHA U TOYHA l/lHq)OpMa]J,I/lﬂ.

AKO KOMIIETEHTEH OpraH CYMTa WJIH HMa OCHOBaHHE da CYHTa, Ye
OTIpEe/IeNIEHO HM3JENne € MPUIMHWIO BPEIH, TOM YIIeCHsSBa MpeIocTa-
BSHETO HA MOCOYEHATa B MbPBa ajMHEs MHPOPMANUS U JOKYMEHTAIUS
TPU TIOMCKBAHe OT MAlMeHTa WA MOTPEOUTENs, Ha KOTOTO EBEHTYaIHO
e Ousla MpUYMHEeHa Bpela, U aKo € MPWIOKHMO, Ha HErOBUs MPABOIPHU-
€MHHMK, Ha 3PaBHOOCUIYPUTETHOTO My JAPYKECTBO WM APYId TPETH
JMIla, 3acerHaTH OT BPEIWTE, NPUYWHEHW Ha TalMeHTa WIH
noTpebutens, 6e3 ga ce 3acsaraT MpaBWJIaTa 3a 3allliTa HA JAHHUTE H,
OCBEH aKO IThbPBOCTENEHEH OOINECTBEH HHTEPEC HE Hajiara OIoBeC-
TsBaHe, 0e3 TOBa Jla 3acsra 3allMTaTa Ha MpaBaTa BbPXY HHTEICKTY-
ajgHaTa COOCTBEHOCT.

KoMIeTeHTHHAT opraH He € IIBXKEH Aa ce ChoOpasy ChC 3aIbKCHUETO,
MPEABUICHO B TpeTa alMHes, B CIydail de pa3KpUBaHETO Ha HHQOP-
MalMaTa W JOKyMEHTalusTa TI0 [bpBa ajuHes oOuYailHO ce
pasriexzaa B paMKUTe Ha CbhIeOHM IPOU3BOICTBA.

14. Korato mNpOM3BOJUTEINTE Ca BB3JIOKWIA MPOCKTUPAHETO WU
MPOM3BOJCTBOTO Ha M3JICIMATA HA JPYro IOPHIMYECKO WM (PU3HYECKO
nuie, uHpopMaluaTa 3a CaMOJIMYHOCTTa Ha TOBAa JIMIE € YacT OT
uHpOpMausTa, KOATO TpsibBa J1a ce MpEeJCTaBU CHIVIACHO 4ieH 20,
naparpad 3.

15. @wusuueckutre M IOPUIUYECKHUTE JIMIIAa MOTaT Ja MpeasBsIBaT
HCKOBe 3a oOe3lleTeHHe 3a Bpena, HaHeceHa OT Ae(EeKTHO H3Aenue, B
CHOTBETCTBUE C MPHIOKHUMOTO mpaBo Ha Cblo3a M HAIMOHAIHOTO
IpaBo.
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ITo naumH, cbOOpa3eH C Kjlaca B 3aBHCHUMOCT OT PHCKa, THUIA Ha
M3/EIMEeTO M Mamada Ha HPEANPHSITHETO, MPOM3BOAUTEIIUTE MPe-
BIDKJIAT MEPKU 32 OCHUTYPsSBaHE Ha JOCTATHYHO (DHMHAHCOBO IOKPHTHE
[0 OTHOIICHHE Ha MOTEHIHAIHA OTFOBOPHOCT CBIVIACHO JIMpeKTHBa
85/374/EVIO, ©6e3 ma ce 3acAraT IO-CTPOTHTE MEpKH 3a 3alluTa
CBIVIACHO HAIL[MOHAIHOTO IPABO.

Ynen 11

YnbanomouieH npeacraBuTel1

1. Koraro NPOU3BOAUTECIIAT HA HAaJACHO U3JACIHNC HC € YCTAHOBCH B
AObpXXaBa 4YJICHKA, H3ICIHUECTO MOXKE 1a 6’b,He IIyCHAaTO Ha I1a3apa Ha
Cpl03a caMO aKo MPOU3BOAUTEIIAT ONpeACIn CAUH-CAUHCTBCH YIIbJI-
HOMOIIICH NPEACTAaBUTCII.

2. OHpCZ[eJ'IﬂHeTO npeacTaBsiBa IMbJITHOMOIIUCTO HAa YIIBJIHOMOIICHUS
TPEACTAaBUTEI, TO € BAJIMAHO CaMO IPHU MHUCMEHO CBhIJIaCUE OT CTpaHa Ha
YII'BJIHOMOLICHUS TIPEACTAaBUTE]I U € B CHJIA Hal-MajJKo 3a BCHUYKH
U3CIMs OT €IHa W Chlla ITCHCPUYHA T'pyna HU3OCIIUs.

3. YH’LJ'IHOMOHICHI/IHT MpeaACTaBUTEIL U3I'BJIHABA 3aJ1a4UTEC,
ONPEACIICHU B ITBJJHOMOIOUETO MEXKIAY HETO W NPOU3BOIUTCIIA. HpI/I
IMOUCKBAHC YIIBJIHOMOWICHUAT MNPEACTABUTCI MNPEAOoCTaBs KOIIME OT
IIBJIHOMOINHUETO HAa KOMIICTCHTHHA OpPIaH.

[IbnHOMOIIMETO M3UCKBA  OT YIOBJIHOMOLICHUA  NPEACTABUTCI, a
IPOM3BOAUTCIIAT MY JdaBa BB3MOXHOCT Oa H3BbpIIBA Hali-MaJKko
CJICAHUTE 3a/ladd BHB BpPb3Ka C HU3ACIIHATA, IIOIaJallu B oOxBaTa Ha
IIBJIHOMOIIHUETO:

a) na ce yBepu, 4e EC nexmapanusra 3a ChOTBETCTBUE M TEXHHYECKATA
JOKYMEHTAIIUSI Ca M3TOTBEHH M aKO € MPHJIOKKMO, Y€ ChOTBETHATA
mpoleaypa 3a OICHSBaHE Ha CHOTBETCTBHETO € IIPOBEIEHa OT
TIPOU3BOIUTEIIA;

0) &a cbXpaHsABa Ha pa3IOJIOKEHWE Ha KOMIIETEHTHUTE OpraHu 3a
cpoka o wieH 10, maparpad 7 Komue OT TEXHHYECKaTa JOKYMEH-
taiust, EC nexiapanusirta 3a CbOTBETCTBUE U, aKO € MPHIOKUMO —
KONHe OT CBHOTBETHHS CepTU(UKAT, M3JaJeH CBIVIACHO WieH 51,
BKJIFOYMTEJIHO BCUYKH W3MEHEHUS U JIONBJIHECHHUS;

B) Ja cma3Ba 3aAb/DKEHUsATA 3a pErucTpamus mo wieH 28 u Ja
opoBepsBa Jalu IPOM3BOAUTENAT € CIAa3Wl 3aJbJDKEHHATa 3a
peructpauus 1o uiaeH 26;

I) B OTTOBOp Ha HMCKaHE OT KOMIIETEHTEH OpraH Ja My IpeIoCTaBs
suata MHGOpMaIKs M JOKyMEHTalus, HeoOXoIuMa 3a JOKa3BaHe
Ha CHOTBETCTBHETO Ha H3IENUETO, Ha oduiuaieH e3uk Ha Chro3a,
OIpeZieIeH OT CHOTBETHATa AbPXKABA WICHKA,

,Z[) Jla rp€aaBa Ha MPOU3BOAUTEA BCAKO UCKAHE OT KOMIIETECHTCH OpraH
Ha JAbpiKaBaTa YJICHKA, B KOATO YI'BJIHOMOIICHHUAT TMPEACTABUTEIL
HnMa perucTprupaHo MsACTO Ha CTOIIaHCKa HeﬁHOCT, 3a 06p33HI/I nin
JOCTBII N0 MU3ACIUEC U Ja MPOBEPsABA Aald KOMIICTCHTHUAT OpraH €
MOJTy4YnJI 06pa3111/1Te i My € IpeaAoCTaB€H AOCTHII JO0 U3ACIIHUCTO,

€) Ia ChTPYIHUYM Ha KOMIIETEHTHHUTE OPraHHU IPU BCSKO MPEBAHTUBHO
WIA KOPUTHpALIO JeHCTBUE, MPEAIPUETO 3a OTCTPaHSBAHE WM —
aKo0 TOBa HE € BB3MOXKHO — 32 OrPaHHYaBaHE HA PHUCKOBETE,
CBBP3aHU C U3JICIUATA;
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k) He3ab0aBHO Jla MHGOPMHUPA MPOU3BOAUTENS 38 CUTHAIU U AOKJIAIU OT
MEAMLUHCKN CIELUAJINCTH, MAalUeHTH M HOTPeOMTENH OTHOCHO
Hpe/IIojaracMi MHIWACHTH BbB BPB3Ka C M3JIENNE, 32 KOCTO TOH ¢
YI'BIIHOMOILEH TIPE/ICTABUTEI;

3) Jla TMpEeKpaTh MTBIHOMOIIHUETO, aKO IPOU3BOAUTEIIAT JeiictBa B
MIPOTUBOPEYHUEC CHC 3aABJDKCHUATA CH IO HACTOAIIHUA PEIIIaMEHT.

4.  IIpaHOMoOmMeTo 1o naparpad 3 OT HACTOSALIMA YWICH HE BKIOYBA
JeJIeTUPaHeT0 Ha 3aIbDKEHHATa Ha mpowsBomutens mo wied 10,
naparpadu 1, 2, 3, 4, 5,6, 8,9, 10 u 11.

5. bBe3 nma ce 3acsara maparpad 4 OT HACTOSIIMS YICH, B CIIydYauTe,
KOTaTO MNPOM3BOJMTENAT HE € YCTAaHOBEH B Jbp)KaBa 4YJICHKA W HE €
M3IBJIHUI 3aJb/DKCHUSTA, NpeABUACHH B wieH 10, yIBIHOMOIIECHHAT
MpPEeCTaBUTENl HOCH IIpaBHa OTIOBOPHOCT 3a Ae(EeKTHHTE H3/eNus Ha
CBIIOTO OCHOBAHUE KAaTO NPOM3BOAUTENS M COJUIAPHO C HETO.

6.  YIIBIHOMOIICH IIPEICTaBHUTEN, KOHTO IpeKpaTsBa IIHIHOMOIINETO
CH Ha OocHOBaHue naparpad 3, Oyksa 3), He3a0aBHO HH(GOPMHUPA KOMIIE-
TEHTHHSI OpraH Ha Jbp)KaBaTa WICHKA, B KOSITO € YCTaHOBEH, U aKO €
HPHIOKUMO, HOTH(OULIUPAHHS OpPraH, KOWTO € y4acTBal B OLCHSIBAHETO
Ha CBHOTBETCTBHETO HA M3/CIHMETO, 3a MPEKPaTsBAHETO HAa IIBJIHO-
MOIIMETO ¥ 33 NPHYMHHUTE 33 TOBA.

7. Beska mpempaTka B HACTOSIIMS PErJaMeHT KbM KOMIIETCHTHUS
OpraH Ha Jbp)KaBaTa 4JICHKA, B KOSTO IPOM3BOJUTENAT HMa PEruc-
TPUPAHO MSCTO Ha CTOIIAHCKA JEHHOCT, ce pa30dupa KaTo Mpemparka
KbM KOMIIETEHTHHs OpraH Ha Jbp)KaBaTa WICHKA, B KOATO OIpele-
JICHUAT OT MPOM3BOIMTEINS YIIBIHOMOIICH NpeAcTaBUTeN No naparpad 1
“Ma PEerHCTPUPAHO MSCTO HAa CTOMAHCKA JEHHOCT.

Ynen 12

Cvsina Ha YIObJIHOMOIICHUSA NMPEeACTaBUTE

[MonpoOHuTE NpaBmiia 3a CMsIHA HA YITBJIHOMOILEHHS IMPEICTABUTEN Ce
OTIPEZICTISAT SICHO B CIIOpPa3yMEHUE MEXIYy IPOU3BOIUTENS, KOTaTo €
BB3MOXXHO— JIeHCTBAIllUsl YIBJIHOMOILEH IPEICTaBUTEN, U CIIEBAIINS
YIOBITHOMOIIIEH TpeACTaBUTEN. ToBa CcIOpasyMeHHe ChIbpKa KIay3u
Hall-MaJIKO 3a:

a) jaTara Ha NPEKpaTsABaHE Ha ITBJIHOMOIIMETO HA JCUCTBAIUS YIIbI-
HOMOILIEH NPEACTaBUTEN M JlaTaTa Ha HAyaJlo Ha IThJIHOMOIIMETO Ha
ClIeIBAlMsl YII'BJIHOMOIIEH MPEICTaBUTEl;

0) narara, 0 KOATO NEHCTBALIMAT YIBIHOMOIICH MPEACTABUTET MOXE
na Obje mocouBaH B HMH(POpPMALUATA, MPEIOCTaBSIHA OT MPOHM3BO-
JIATENIS, BKIFOUUTEITHO PEKIAMHHUTE MaTepHad;

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

I') 3aJBJDKCHHETO HA JCHCTBAIIMS YIIBIHOMOIICH IMPEICTABUTEN CIIE/
Kpasi Ha IIBJIHOMOLIMETO Ja TMpenaje Ha I[POU3BOAUTENS HIU
CJeNBalIMs YI'BIHOMOIIEH TPEACTaBUTEN BCHUYKH CHTHAIA WIIH
JIOKJIATA OT MEAWIIMHCKH CIIEIUAIIMCTH, MAllUEHTH WU TOTPEeOuTeNn
OTHOCHO TMpenrojaracMyd HWHIMICHTH BBbB Bpb3Ka C H3JENHUE, 3a
KOETO € OWJI ONpeJieieH KaTo YII'bIHOMOIICH MPE/ICTABUTEL.
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Ynen 13

O0mM 3aIbJIZKEHUSI HA BHOCUTEJIUTE

1. Buocurenute IMyCcKaT Ha Ia3apa Ha Cpro3a camo usneius, CboT-
BCTCTBAIIM HAa M3WCKBAHHATA HAa HACTOAMIWUA PETIIaMCHT.

2. 3a Jla IyCHAT Ha Masapa HU34CJIM€, BHOCUTCIIUTE MPOBEPABAT JaJIu:

a) Ha W3JEeNMeTo € HaHeceHa MapkupoBkara ,,CE“ m e msrorBena EC
JeKjapanusTa My 3a CbOTBETCTBUE;

0) MPOM3BOIUTENAT € UISHTU(PHUIHMPAaH M ChIIIacHO 4ieH 11 mpousso-
JUTEIIST € ONPEJean YIbIHOMOIIEH MPEACTaBUTEN;

B) M3JEJIMETO € €TUKETHPAHO B CHOTBETCTBUE C HACTOSILIHUS PETJIAMEHT
U € MPUIPYKEHO OT HEOOXOTUMHTE WHCTPYKLHUH 3a ynoTpeda;

I) aKko € MpPWIOKHUMO, npousBoxutenst e onpexaenuna UDI cvriacHo
ujieH 24.

Koraro BHOCHTEN CUWTa WM WMa OCHOBaHHME Ja CYHTA, Y€ JaJCHO
H3J1CJIMC HC CHOTBCTCTBA Ha HM3HUCKBAaHHATA HAa HACTOAIIUA PEIrIaMEHT,
TOH He MyCKa M3/IeIHeTO Ha mMas3apa, O0KaTo TO He Oblie MPUBEICHO B
CbOTBCTCTBUEC, U I/IH(I)OpMI/Ipa MPOU3BOAUTEIIA U YII'BJIHOMOIICHUSA TTPCI-
CraBWTe] Ha mnpousBoauTensi. Korato BHOCHTENST CUMTa WA HMa
OCHOBaHME Ja CYUTA, Y€ W3JECIHMETO NPEACTABIISIBA CEPHO3CH PUCK MM
¢ dammudunupano, Tod wuHPOPMHpPA M KOMIICTCHTHHS OpraH Ha
JIbp)KaBaTa WiICHKa, B KOSTO € YCTAHOBEH BHOCHUTEIISIT.

3. Bxocurenute MOCOYBAT BBPXY H3ACIHETO WM BBPXY HEropara
ONaKOBKa, WJIM B JOKYMEHT, NpPUAPYXKaBalll H3JEIHETO, CBOETO HME,
PETHCTPUPAHO  THPrOBCKO  HAWMCHOBAaHME  WIM  PETUCTpHpaHa
THPrOBCKa MapKa, ajapeca Ha PErUCTPUPAHOTO UM MSICTO Ha CTOMAHCKA
JIEHHOCT U ajapeca, Ha KOWTO MOKE J1a Ce OCBHIIECTBH BPb3Ka C TAX, Taka
4ye J1a € Bb3MOXKHO JIa C€ YCTAaHOBH MECTOHAXOXKJICHHUETO UM. Te rapaH-
TUPAT, Y€ JONBJIHUTEIHUTE ETUKETH HE 3aKpuBaT HMHPOpMALUATa Ha
eTHKETa, MPEJ0CTaBeHa OT MPOU3BOIUTEIIS.

4.  Baocutenute npoBepsiBaT AANM U3AEIHETO € PETHUCTPUPAHO B
€JIeKTPOHHATA CHCTEMa B CBHOTBETCTBHE C wWieH 26. BHocuremute
J00aBAT CBOMTE JaHHU KbM PETUCTpAlMATa B CHOTBETCTBHE C WieH 28.

5. Buocurenute rapaHTupar, 4¢€ JOKaTo OTroBapiAT 3a AdaJACHO
U3JCIINeC, YCJIOBHATA Ha CBXPAHCHUEC WM TpaHCOOPTUpaHE HE 3acCT-
pamaBaT HETOBOTO CHOTBETCTBUE C 06].[II/ITC HM3MCKBAHUS 3a 0E30MaCHOCT
U JICUCTBUE TI0 MPUJIOKEHUEC I, H Clia3BaT YCJIOBHsATA, OHNPCACICHU OT
IMPOU3BOAUTEIIA, aKO MMa TaKHWBa.

6. Brocuremure HnOANBPXKAT PErUCTbP HA CUTHAIUTE, Ha HECHOT-
BETCTBALIMTE HA M3MCKBAHMATA M3AENHA M HAa M33€MBAHUATA M M3TEr-
JISHHATA HAa H3JEJUS U TPENOCTaBAT Ha IPOU3BOJIUTENS, YIBIHO-
MOILEHHSI IPEACTaBUTET M JUCTPUOYTOpPUTE BCsAKakBa HH(pOpPMAIUS,
IIOMCKaHa OT TAX, 3a Ja MM JaJaT BBb3MOXKHOCT Ja pasciensaT
CUTHAJIUTE.

7. Koraro BHOCHTEN CUMTa WJIM MMa OCHOBaHHE Jla CUNTA, Y€ AAJCHO
u3zenue, KOeTo € MyCHaj Ha Ia3apa, He ChOTBETCTBA HAa M3UCKBAHUSITA
Ha HACTOSIIHUS PErJaMeHT, TOM He3a0aBHO MHGOPMHpA MPOU3BOIUTEIS
W HETOBUS YI'BJIHOMOIIIEH IIpe/cTaBuTe). BHOCUTENNTE CH CHTPYAHAYAT
C MPOU3BOAUTENS, YIIBIHOMOIIEHUS MPEICTABUTEN HA MIPOU3BOJUTENS U
KOMITETEHTHUTE OpTaHH, 3a Jia TapaHTHpar, 4ye € MpeanpHeTo HeoOXo-
JUMOTO KOPUTHPAIIO ACHCTBHE 3a TPUBEKIAHE HA M3JCIUETO B CHOT-
BETCTBHE, 32 HErOBOTO M3TErJsiHE WM u33eMBaHe. Koraro msnenmero



02017R0746 — BG — 20.03.2023 — 003.001 — 23

IPEJCTaBIsABAa CEPUO3EH PUCK, Te HHGOPMUpAT He3a0aBHO KOMIIe-
TEHTHUTE OpPraHM Ha JbP:KABUTE YIEHKU, B KOMTO Ca IPEAOCTaBHIU
U3ENUETO, U aKO € IMPWIOKUMO — HOTU(GUIMPAHUS OpraH, H3Jall
cepTH(HUKAT B CHOTBETCTBHE C WiIeH 51 3a BBIPOCHOTO H3JeNHe, KaTo
[IPENOCTaBsIT HMOAPOOHU JAHHU, IO-CIELHUATHO 33 HEChOTBETCTBUETO C
M3UCKBAHUATA M 3a BCUYKU MPEANPUETH KOPUIHPALIN NEHCTBHS.

8.  BHocutenute, KOMTO ca NOIYYWIH CHUTHAIM WIH JOKIAAd OT
MEAMIUHCKH CHCIUAINCTH, TTAIMCHTH WU MOTPEOUTETH OTHOCHO IMpe/I-
rojlaraeMy HMHIUJIEHTH BBB BPB3Ka C U3JEJHE, KOETO ca IyCHAIM Ha
nasapa, He3a0aBHO Ipenpamar Ta3d MHGOpMAlXs Ha TPOU3BOIAUTEIS
W HETOBUS YITBJIHOMOILEH IPEJCTaBUTEIL.

9.  3acpoka o wieH 10, maparpad 7 BHOCHTEIUTE ChXPaHSIBAT KOIIHE
or EC pnexnapanusta 3a CbOTBETCTBHE M, aKO € IPHJIOKUMO — KOIIHE
OT CHOTBETHUS cepTH(UKAT, U3AaAeH ChITIACHO WieH 51, BKIIOYUTEITHO
BCHYKH WU3MEHEHUS U JOIbIHEHUS.

10. Buocurenwte cH CHTPYJHUYAT C KOMIIETEHTHHTE OpTaHH, IO
HCKaHe Ha Te3W OpPraHH, BBB BPB3Ka C BCAKO JICHCTBHUE, HPEINPUETO
3a OTCTpaHSABaHE WJIM, aKO He € BB3MOXXHO — 3a OrpaHHyYaBaHe Ha
PHUCKOBETE, CBBP3aHU C M3JEIMATa, KOUTO Te ca IIyCHAJIM Ha Ia3apa.
IIpu mouckBaHe OT KOMIIETEHTEH OpraH Ha [Abp)kaBaTa WICHKA, B
KOSTO BHOCHTEIAT MMa PETHCTPHPAHO MACTO HA CTOMAHCKA JEWHOCT,
TOH ocurypsiBa Oe3MmIaTHH 0Opasly OT M3JAEIHETO WM aKo TOBa €
HEOCBIIECTBUMO — TPENOCTaBs JOCTBII 10 M3IEIHETO.

Ynen 14

OO0mu 3a1b/KeHHs] HA AHCTPUOyTOpUTE

1. Koraro mpemocraBsaT wu3IeNMe Ha Ta3apa, TUCTPUOYTOpHTE
JIeficTBaT, B KOHTEKCTAa Ha CBOMTE JCHHOCTH, C JbJDKAMATa IpHKa IO
OTHOLICHUE Ha MNPHUIOKHUMHUTEC HU3UCKBAHUA.

2. Ilpemm pma mpenocTaBAT JaJeHO W3AENME Ha Iasapa, JUCTpUOy-
TOPUTE MPOBEPSABAT AW Ca M3IMBIHEHW BCHUKH H3HMCKBAHHSA I10-JOIY:

a) Ha uW3/enueTo ¢ HaHeceHa mapkuposkara ,,CE“ u e umsrorBena EC
JIeKIIapanusTa My 3a ChbOTBETCTBUE;

0) u3menMeTo ce TpHUApYXkaBa OT HMH(POPMALHUATA, KOSATO IPOU3BO-
JUTENISIT TpsOBa Ja TPEeIoCTaBd B ChOTBeTCTBHE ¢ wieH 10,

naparpad 10;

B) 32 BHECEHHTEC W3JCIHsS —BHOCHTCISIT € CIa3Wil H3UCKBAHHUATA I10
unen 13, maparpad 3;

I') aKo € MPHUJIOKUMO, Mpou3BoauTessT ¢ onpeaena UDI.

C men a ce U3MBIHAT U3UCKBAHUATA, TOCOUYCHH B IbPBA ajuHes, OYKBU
a), 0) u 1) TUCTpUOYTOPHT MOXKE Ja TpHIIara METOJ Ha B3eMaHE Ha
npoOu, KOMTO € MPEeJCTABUTENCH 3a W3CNUATA, JOCTABSIHU OT TO3U
JUCTPUOYTOP.

Koraro auctpuOyTopbT CUUTa MIM UMa OCHOBAHHE Jla CMATA, Ye JaJeHO
n3jeNe He CHOTBETCTBA HAa M3MCKBAHUATA HA HACTOSIIWUA DPETJIAMEHT,
TOI He TMpefocTaBss W3JENMETO Ha Iasapa, JOKaTo TO He Obe
TIPUBENCHO B CHOTBETCTBHE, M MH(OPMHpA MPOU3BOIUTENS U, aKO €
HOPUIOKHUMO, YI'BIHOMOIICHUS IPEJICTaBUTE] Ha I[POU3BOAUTENS,
KakTo W BHocuTend. Korato aumcTpuOyTOphT CcUWTa MIH HMa
OCHOBaHHE Ja CMATA, 4€ U3/CNHETO IPEACTABIABA CEPHO3CH PUCK IIIH
e ¢amuuduypano, Tol HHPOPMHUpPA U KOMIICTEHTHHsS OpraH Ha
IbpKaBaTa WICHKA, B KOATO ¢ YCTAaHOBCH.
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3. JuctpuOyTopuTte TapaHTHpaT, Y€ JIOKaTo OTTOBApST 3a M3JICIHETO,
YCIIOBHATA HA ChXPAHEHUE WM TPAHCIIOPTHPAHE OTroBapsAT Ha YCIO-
BUATA, ONPEJEIIEHN OT MPOU3BOIUTENS.

4. JuctpuOyTOpUTE, KOUTO CUUTAT WJIM MMAT OCHOBAaHHE Ja CUHTAT,
ye JafieHo u37eNne, KOeTo ca MPEeoCTaBWIN Ha Ma3apa, He ChOTBETCTBA
Ha WM3UCKBAHUATA HA HACTOSIIMS PErJIAMEHT, He3a0aBHO HMHGpOpPMHpAT
MIPOM3BOJUTENS U, aKO € IPUIIOKUMO, YI'BIHOMOIICHHS NPEACTaBUTEIN
Ha TPOM3BOAMTEINS, KakTo W BHocuTesds. Jluctpubyropure cu
CBTPYJHUYAT C MPOU3BOJAUTENS U, aKO € MPHIOKHMO, C YII'BJIHO-
MOILIEHUS TIPEICTAaBUTENI Ha MPOU3BOJUTEINS, C BHOCUTENA M C KOMIIe-
TEHTHUTE OpPraHH, 3a Jia TapaHTHpaT, Ye € MPEINPHETO HEOOXOIUMOTO
Kopurnpamo LleﬁCTBl/IC 3a anBemaaHe Ha M3ACJIIMETO B CHOTBCTCTBUC,
3a HETOBOTO W3TETVIIHE WM H33€MBaHE, B 3aBUCHUMOCT OT Ciydas.
Koraro muctpuOGyTopbT cumTa WIM HMa OCHOBaHHME Ja CUUTA, 4Ye
M3JICITUETO TPE/CTABIIsABA CEPUO3CH PHUCK, TOM HH(POpMHUpa He3abaBHO
KOMIIETEHTHUTE OpraHu Ha AbpP’KABUTE YJICHKH, B KOUTO € MPEIOCTaBUI
W3JICITUETO, KAaTO MPEJOCTaBsl MOJAPOOHU JaHHH, MO-CHEIMATHO 32 HECh-
OTBETCTBHETO C W3WCKBAHMATA W 3a BCUYKH MPEANPHETH KOPUTHPAIIN
JICHCTBUSL.

5. JucrtpuGyropure, KOUTO ca MOJIYYMIM CUTHAIM WIM JOKJIAaTd OT
MEIWIMHCKA CICHUATNCTH, NAlMEHTH WM MOTPEOUTENN OTHOCHO
MOJI03MpPaHM MHIMJICHTH BbB BPB3KA C HU3JENHE, KOETO ca Mpeoc-
TaBWJIM, He3a0aBHO Mperpamar WHPOpPMalUsITa Ha MPOU3BOAUTENS H,
aKo € MPUIOKHMO, Ha YI'BIHOMOUICHHUS IPEJICTaBUTENl Ha IPOU3BO-
JIUTENIs, KAKTO U Ha BHOcUTENs. Te MmoaabpKaT perucTbp Ha CUTHAIINTE,
Ha HEChOTBETCTBALIUTE HA M3MCKBAHUATA U3JENINsA U HAa U33€MBaHUATA U
M3TETNISTHUATA Ha W3IeNust, WHOOPMHUpPAT TPOU3BOAMUTENS] M, aKO HMa
TAKWBA, YITJIHOMOILEHHS TMPEJICTaBUTE] U BHOCHUTENS, 32 TOBa HaOIIO-
JIeHUe, KaTo NPH IOMCKBAaHE MM NPENOCTaBAT BCSIKAakBa MH(OpMAaIys.

6. JuctpuOyropute, IO HCKaHE OT KOMIICTEHTEH OpraH, My
mpefocTaBsT IpUiata  WHQOpMAluMs W JOKyMEHTalHs, C KOSTO
pasmojaraT W KOSTO € HeoOXoauma 3a JOKa3BaHE Ha ChOTBETCTBHUETO
Ha JaJeHO U3JeNue.

JuctpuOyTopuTe ce CUMTAT 33 M3MBIHWIN 33JBbJDKEHUETO, IIOCOUCHO B
II'bpBa AJMHEsI, KOraTo MPOU3BOJUTENAT WIH — KOTAaTO € HPUIIOKUMO
—yIBIHOMOILCHUAT MNPEACTABUTEN 3a CBHOTBETHOTO M3JEIHE, aKO €
MIPUJIOKMMO, TIPEIOCTaBH HeobOxoauMara wnHopmanus. Juctpuly-
TOPUTE CU CHTPYAHUYAT C KOMIIETCHTHHTE OpPTaHH, IO TSIXHO HCKaHe,
IpU BCAKO JEWCTBHE, IPEANPUETO 3a OTCTPaHSABAaHE HA PHUCKOBETE,
CBBbp3aHU C H3JIENIUATa, KOMTO T€ ca INpeNocTaBWIM Ha mnasapa. Ilpu
MOMCKBaHE OT KOMIICTEHTEH OpraH IUCTpUOYTOPHUTE OCHUTYpsBaT
Oe3ruiaTHH 00pa3ly OT W3IEIHETO WM, aKO TOBa € HEOCBHIIECTBHMO,
IPEeNOCTaBAT AOCTBII 10 HETO.

Ynen 15

J'Im[e, OTroBapsino 3a CbOTBETCTBUETO C HOPMAaTHUBHUTE
U3UCKBAHUA

1. B pamkuTe Ha OpraHM3allMOHHATA CH CTPYKTypa NMPOU3BOIUTEIUTE
pasrmosiaraT Haii-Majko C €HO JIMIIE, OTTOBapSIIO0 3a ChOTBETCTBHETO C
HOPMATUBHHUTE  W3UCKBaHHSA, KOETO IPUTEXKaBa  HEOOXOIUMHTE
eKCIIEPTHH 3HaHWs B 00JacTTa Ha MEIMIMHCKUTE M3ZIEIHs 38 WHBUTPO
quarHoctuka. HeoOxonumuTe eKCriepTHU 3HAHUS CE JI0Ka3BaT 4pe3 eHa
OT CIIeIHUTE KBAIU(HUKAINU:

a) IUIJIOMa, CBUAETEICTBO WM JpYr YJOCTOBEpsBAIl JOKYMEHT 3a
odurmanHa 00pazoBaTETHO-KBATU(HUKAIIOHHA CTEITeH, NPUI00HTA
cJle/l 3aBBbpIIBaHE Ha BUCIIE OOpa3oBaHUE WIM Kypc Ha oOydeHue,
NPU3HAT KaTO €KBUBAJIECHTEH OT CHOTBETHHTE IBP)KaBH WICHKH, IO
MpaBo, MeIUIWHA, (apManusi, WHKEHEPCTBO HJIM Jpyra ChOTBETHA
HayYyHa IUCLUIIMHA WM IOHE EJHOTOAMIIEH NPOoQdEeCHOHAJECH OMUT
M0 HOPMATHBHHUTE BBIPOCH WIM IO CHUCTEMHTE 3a YIpaBIICHUE HA
Ka4C€CTBOTO MO OTHOWICHWEC Ha MCEAUIMHCKUTE U3ACIHA 3a UHBUTPO
JIMAarHOCTHKA;
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6) ueTupuroguiIeH MpodecroHaneH OMUT 10 HOPMAaTUBHUTE BBIPOCH
WITH TI0 CHCTEMHTE 32 yIpaBIICHHE Ha KaueCTBOTO, CBBP3AaHH C MEAU-
LIUHCKUTE U3/ENUs 32 UHBUTPO JHArHOCTHKA.

2. OT MaJKHTe MPEINPHATHS U OT MUKPONPEANPHUSITHSATA [T0 CMUCHIIA
Ha [Ipenopwka 2003/361/EO na Komucusta (1) He ce u3uCKBa J1a UMaT B
OpraHM3al[MOHHATA CH CTPYKTYypa JIMIIE, OTTOBapsIIO 3a JCHHOCTHTE I10
CHOTBETCTBHETO C HOPMATHBHUTE M3UCKBAHUS, HO T€ TPSIOBA MOCTOSIHHO
U HENPEKbCHATO Ja MMAaT HAa CBOC PA3IIOJIOKCHHE TAKOBA JIUIIC.

3. Jluuero, OoTroBapsmio 3a ChOTBETCTBUETO C HOPMAaTHUBHUTE M3UCK-
BaHUs, OTrOBaps Hal-MaJKO 3a CIICJHOTO:

a) Ja € TIPOBEPCHO CHOTBCTCTBUETO Ha HU3ACIHATA IO ITOAXOIANINA
Ha4YuH CHOpE€a HU3UCKBaHHUATA Ha CHUCTEMATa 3a YIIPABJICHUC Ha
Ka4eCTBOTO, IO KOATO HU3JACIHATA Ca MPOU3BCACHU, NPEIAU 0CBOOOXK-
JaBaHCTO Ha CBHOTBCTHOTO M3CIIHC,

0) TexHmyeckara qokymeHrtanms W EC nexnapanusita 32 ChbOTBETCTBHE
Jla ca U3TOTBEHHU U MOJIBPKAHU AKTyaJHU;

B) Ja ca M3NIBJIHEHH 3aJb/DKCHMATa MO Haa3opa ciel IycKaHe Ha
naszapa B cpboTBeTcTBHE ¢ wieH 10, maparpad 9;

T) Ja ca W3MBJIHEHW 3aIb/UKCHHATA 3a JIOKJIaJBaHe, IOCOYEHH B
yjeHoBe 82—86;

Q) IpH  W3JIeNUsl 3a W3MUTBaHWS Ha JEHCTBUETO, IPEIBHICHU 3a
yHOTpe6a B HMHTCPBCHUMWOHAJIHU HU3NUTBAHUA Ha KIUWHAYHOTO
JNEeWCTBHE WM APYTH W3MHUTBAHMS Ha JEHCTBHETO ChC CHITBTCTBALIH
PHUCKOBE 32 yYaCTHUIUTE — Jla € W3JaJieHa JeKapalusara 1o paszeln
4.1 ot npunoxenue XIV.

4. Korato HSKONKO JMIa CH NOJEISAT OTTOBOPHOCTTA 3a CHOTBETC-
TBHETO C HOPMAaTHUBHUTE W3UCKBAaHHS B CHOTBETCTBHE ¢ maparpadu 1,
2 u 3, cbOoTBeTHHTE MM 00JacTH Ha OTTOBOPHOCT C€ OIPEACIAT
MTUCMEHO.

5. Jluuero, oTroBapsio 3a ChOTBETCTBUETO C HOPMATUBHHUTE HM3MCK-
BaHMs, HE TpsOBa Ja cpelna 3aTpy[HEHUs B PaMKUTE Ha OpTaHM3aIH-
OHHATa CTPYKTypa Ha IPOU3BOJUTENS BBB BpB3Ka C J10OPOTO
U3IbJIHEHNE HA 3aJbJDKCHUATA CH, HE3aBUCHUMO JalM € CIIy)KUTeNl Ha
Ta3u OpraHU3aIys.

6.  YIBIHOMOIICHHUTE NPEACTABUTEIM paslojiaraT MOCTOSHHO U
HENPeKbCHATO Hal-MaJIKO C €HO JIUIIe, OTTOBApPSILO 32 CbOTBETCTBHETO
C HOPMAaTHUBHHMTE W3UCKBaHMSA, KOETO TPHUTEkKaBa HEOOXOIUMHTE
CKCIIepTHU 3HaHUs B oOjactTa Ha aedicTBamure B Chi03a HOPMATHBHHU
W3UCKBAHMS 32 MEIMIIMHCKUTE M3/EJIHs 32 HHBUTPO AMarHoctuka. Heoo-
XOJMMUTE EKCIICPTHH 3HAHUS CE [0Ka3BaT 4Ype3 eIHA OT CIIEJHUTE
KBaJM(pUKaLUK:

a) JWIUIOMA, CBHACTEICTBO WM JPYr YAOCTOBEPSBAIl IOKYMEHT 3a
odunuanHa o0pa3oBaTeNHO-KBaMM(UKALMOHHA CTENEH, HIpuaoOuTa
clie]l 3aBbpIIBAHE Ha BHCIIC 00pa3oBaHHME WM Kypc Ha oOydeHue,
IPU3HAT KaTO CKBUBAJIEHTCH OT CHOTBETHHUTE JIBPXKABH WICHKH, II0
NpaBo, MEOULUHA, (apMalys, WHKCHEPCTBO WIH APyra ChbOTBETHA
HAay4YHa JUCIUIUIMHA U [TOHE CIHOTOAUIICH IPO(GECHOHAIICH OIUT II0
HOPMaTHBHHUTE BBIIPOCH WJIM MO CHCTEMHTE 3a YIpaBICHHEC Ha
Ka4eCTBOTO IO OTHOIICHHE HA MEIWIMHCKATE M3MICIHS 32 HHBHTPO
JIMarHOCTHKA,

(") Tpemopska Ha Kommcusta ot 6 mait 2003 T. OTHOCHO OIpENEICHHETO 3a
MHUKpPO-, Manku u cpeaan npeampustus (OB L 124, 20.5.2003 r., ctp. 36).
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0) yeTHpHUroJuIIeH NPo(ecHOHAIEH ONMUT MO0 HOPMATHBHUTE BBIIPOCH
WM 110 CHCTEMUTE 3a YIpaBJeHHE Ha KauyeCTBOTO, CBBP3aHU C MEIH-
MUHCKUTE W3CIHs 32 MHBUTPO JUArHOCTHKA.

Ynen 16

Ciy4au, B KOUTO 33bJKEHUATA HA MPOU3BOJAUTEIUTE C€ NMpUjaarar
U KbM BHOCHTEJHNTE, AUCTPUOYTOPUTE WU APYrH JULA

1. JuctpuOyTop, BHOCHUTEN WIN JAPYro (GU3UUECKO WM FOPUIMYCCKO
JIMILIE TT0eMa 3a]IbJDKEHUSTA Ha IPOU3BOIUTEINTE BbB BPb3Ka C HAKOS OT
CJIEIHUTE JIEHHOCTH:

a) MpeJoCTaBsiHE HA I1a3apa Ha U3JEIUE CbC CBOETO UME, PETUCTPUPAHO
THPrOBCKO HAWMEHOBAaHME WM pPErUCTpUpaHa TbProBCKa Mapka,
OCBEH B CIyyaWTe, KOIraTto JUCTPUOYTOPBT WIM BHOCHUTEIAT
CKJIIOYBAT CIIOpa3yMEHUE C MPOU3BOIUTEINS, IPH KOETO IMPOHU3BO-
JUTENISIT € 0003HaYeH KAaTO TaKbB BHPXY ETHKETa M € OTTOBOpPEH 3a
U3IIBJIHCHUETO HA W3UCKBAHMATA, HAJATAaHW HA MTPOU3BOIUTEIHUTE IO
HACTOSIIUS PETJIAMEHT;

0) M3MeHeHHe B NpeIHAa3HAuYCHUEeTO Ha M3JeNHe, KOETO Bede € IIyCHATO
Ha Ia3apa WIKA IyCHAaTO B JEHUCTBHE;

B) IPOMsHA Ha M3/ej]Me, KOETO Beue € IyCHATO Ha Ia3zapa WU ITyCHATO
B JICHCTBHE 10 TaKbB HAYUH, Y€ TOBA MOXKE Ja CE€ OTpa3u Ha ChOT-
BETCTBUETO C MPUIIOKUMUTE NU3UCKBAHUS.

ITepBa anuHest HE ce Mpuiara 3a JIMIATa, KOUTO, Oe3 Ja ce cuurar 3a
TIPOU3BOAUTEI CHITTACHO OMPEIEICHNETO B WICH 2, TouKa 23, criodsBar
WM aANTHPAT 32 OTJCICH MAIUCHT M3/eNINe, KOSTO Beye ¢ Ha Iasapa,
6e3 ma MPOMEHAT MPEIHA3HAUCHUETO My.

2. 3a menute Ha maparpad 1, OykBa B) cienHuTEe AEHCTBUS HE ce
CUMTAT 3a IPOMSIHA Ha M3/EJIHE, KOETO MOXe Ja Ce OTpa3d Ha ChOTBET-
CTBHETO My C NPWIOKUMUTE U3HCKBAHHUS:

a) MPEJOCTaBSIHETO, BKIIOYHTEIHO IIPEBOJ, HAa HH(POPMAIHATA OT
IIPOU3BOJUTEINST ChIIAcHO paszes 20 or mpuiioxeHue | BbB Bpb3Ka
C U3Jesue, KOeTO Beue € IyCHATO Ha Ia3apa, U Ha JOIbJIHUTEIHATa
HHpOpMaIMs, KOATO € HeoOXoJMMa 3a NpeAnaraHeTo Ha M3IENUeTO
Ha Ta3apa B CHOTBETHATA JbPKaBa UIICHKA;

6) IIPOMCHUTEC BHB BBHIIHATA OIIAKOBKA Ha M3IACIHUC, KOCTO BCYC €
IMyCHAaTO Ha I1a3apa, BKIOYUTCIHO IIpOMsAHA Ha pasMepa Ha
OIlaKOBKaTa, ako € HCO6XOI[I/IMO MpeoraKkoBaHe, 3a Aa CC€ mpeajara
H3ICIIMETO Ha TI1a3dapa B CHOTBETHATA AObp)KaBa YJICHKa, M aKo C€
H3BBpLHIBA ITPU TaKWBa YCJIIOBUS, Y€ TOBAa HE MOXKE Ja CC OTpa3u Ha
IIbPBOHAYATTHOTO CBCTOSAHUE HaA HU3ACIIHUCTO. 3a U3CIINA, KOUTO ca
IMyCHaTWU Ha Tnasapa CTEpUJIHH, C€ IIpueMa, Y€ IIbpPpBOHAYAIHOTO
CbCTOSAHHUEC Ha MU3ACIUECTO CC IIOBJIMsABA HC6HaF0le/IﬂTHO, aKo
OITaKOBKaTa, KOsJATO € HeO6X0,£[I/IMa 3a IOAABPXKAaHE HAa CTCPUITHOCTTA,
€ OTBOpEHa, YyBpEJAcHa WU H€6HaFOHpI/IﬂTHO 3acerHara 1o JApyr
Ha4YuH BCJCACTBUEC Ha IMPCOMAKOBAHECTO.

3. JuctpuOyTtop WM BHOCHTEN, KOWTO W3IBJIHABA HIKOS OT
neiiHoctuTe 1o maparpad 2, OykBu a) W 0), TMOCOYBA BBPXY
W3JICNIMETO WIIM, aKO TOBa € HEOCHIIECTBUMO, BHPXY OINAKOBKaTa My,
WM B JOKYMEHT, MPUAPYKaBall H3IETHETO, M3BHPIIBAHATA JEHHOCT,
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CBOETO HME, PETHCTPUPAHO THPrOBCKO HAUMEHOBAHWE WM PErHUC-
TpUpaHa THPrOBCKAa MapKa, pPErUCTPUPAHO MACTO Ha CTONAHCKa
JEeHHOCT U ajgpeca, Ha KOWTO MOXKE Ja CE OCBILIECTBU BPb3Ka C HETO,
Taka 4e /1a € Bb3MOJKHO Jla C€ YCTAaHOBU MECTOHAXOXJIEHHETO My.

JuctpuOyTopruTe U BHOCUTEINTE OCHTYPSBAT HAIMYUETO Ha CHCTEMa 3a
yIpaBJIeHUE Ha KA4eCTBOTO, KOSTO BKJIOYBA MPOLEIYpPH, rapaHTHPAIIH,
4e TpeBoAbT Ha MHPOPMANUATA € TOUEH U aKTyalleH, 4e JACHHOCTHTE MO
naparpad 2, OykBu a) U 0) ce M3BBPLIBAT IO HAYWUH M IIPHU YCIOBHS,
KOWTO 3ama3BaT I['bPBOHAYATHOTO CHCTOSIHAE Ha W3ACIHETO M Ue
OIIAaKOBKaTa Ha IPEONaKOBAHOTO H3JeiHe He ¢ JedeKTHa, HHCKOKa-
YecTBEHa WM 3aMbpceHa. CucTemaTa 3a yIpaBlICHHE Ha KadeCTBOTO
oOxBaima, Hapelx C JIpyroro, MPOLEIypH, C KOUTO C€ TapaHThpa, ue
JUCTPUOYTOPBT WIIM BHOCHUTEINSAT € MH(POPMHUpPAH 332 BCAKO KOPUTHPALIO
JeWCTBHE, IPEIIPUETO OT MPOM3BOAUTENS BB BPB3Ka ChC CHOTBETHOTO
W3JIeNIie B OTTOBOP Ha NPOOJIEMH, CBbpP3aHH ¢ 0€30I1acHOCTTa Wi 3a J1a
ce MPHUBEAE U3IEIMETO B CHOTBETCTBHE C HACTOSILIUS PETIAMEHT.

4.  Haii-manko 28 nHM npeau NpPeAOCTaBsIHE HA NMPEETUKETUPAHOTO
WIH NIPEOIaKOBAHOTO M3JENNE Ha Ia3apa JUCTPHOYTOPHUTE WIIH BHOCH-
TEJIUTE, U3BBPIIBAIIM HAKOS OT ACHHOCTHTE 1O maparpad 2, OyKBHU a) u
0), MHPOPMUPAT MPOU3BOJUTEIST M KOMIIETEHTHHUS OpraH Ha Jbp)KaBara
4JICHKA, B KOSATO Bb3HAMEPSBAT Ja HPEJOCTAaBAT HM3/CINETO, 3a HaMe-
PEHHETO CH Ja MPEIOCTaBST NMPECTUKETUPAHOTO WM IIPEOIIaKOBAHOTO
W3JIeNIMe Ha Ia3apa, KaTo MPH ITOMCKBAHE MM IIPEACTABST oOpasel] WM
MakeT Ha MNPEETUKETUPAHOTO WM NPEONaKOBAHOTO H3AENUE, BKIIO-
YUTETHO TPEBOAM HA €THKeTa W Ha HWHCTPYKUUHTE 3a yrorpeda. B
CBLIMS CPOK OT 28 1HM AUCTPUOYTOPBHT WM BHOCHUTEIST IPEICTaBs
Ha KOMIIETCHTHHUSI OpraH CcepTU(HKaT, W3AaieH OT HOTH(UIHMpaH
OpraH, ONpEJACNICH 32 TUIA H3JEIHs, KOMTO ca OOEKT Ha JCHHOCTHTE,
nocoueHn B maparpad 2, OykBu a) u 0), KOWTO YJIOCTOBEpsiBa, 4e
CHCTEMaTa 3a YIpaBIeHHE HAa KadyeCTBOTO Ha JHUCTpUOyTOpa WM
BHOCHTEJISI OTTOBapsi Ha M3MCKBAaHMATA MO maparpad 3.

Unen 17

EC nexiapanusi 3a ¢cbOTBeTCTBHE

1. B EC pexmapammsara 3a CHOTBETCTBHE CE€ IIOCOYBA, Y€ H3HCK-
BaHMTA II0 HACTOSALIMS pErJIAMEHT ca M3MbJIHEHHW. [IpowsBoaurensr
noctosiHHO aktyanusupa EC nexmapanmsita 3a cpotBetcTBue. EC nekna-
pauusaTa 3a CBOTBETCTBHE ChAbpKa Hall-MaJko HHpOpManusTa,
nocoueHa B mpuioxenue IV, um ce mpeBexna Ha oduimaneH(HH)
esuk(i) Ha Cbhro3a, W3UCKBaH(M) OT AbpkaBara(ure) uieHKa(u), B
KOSITO(KOUTO) C€ TPEJIOCTaBsl M3JIEIUETO.

2. Koraro mo OTHOIICHHE Ha acClEeKTH, KOMTO HE ca B oOXBaTa Ha
HACTOSIIIMS PErJIaMEeHT, KbM H3JeIMATa Ce IpujaraT JAPYrH 3aKOHO-
JatenHyu akToBe Ha Cbro3a, KouTo cblio usuckBar EC nexmapauus 3a
CBHOTBETCTBHE OT IPOU3BOJUTENS 3a JIOKa3BaHE Ha M3IIBJIHEHUETO Ha
M3UCKBAHMATA TI0 JAJICHUS 3aKOHOJATENICH aKT, C€ M3rOTBSl caMO eHa
EC npexnapanus 3a CbOTBETCTBME BbB Bpb3Ka C BCHUKH aKTOBE Ha
Cplo3a, MPUIOKUMHU KbM H3AeaHeTo. Jlexmapanusta chIbpika Lsjara
uHpopmarys, HeoOXoauMa 3a YCTAHOBSIBAHE HA 3aKOHOAATEIHUS aKT
Ha Cpio3a, ¢ KOMTO € CBBbp3aHa CHOTBETHATA JIEKIIApaIlHsl.
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3. Karo wmsrorBs EC pexnapanusra 3a CbOTBETCTBHE, IPOMU3BO-
JUTETAT TMOoeMa OTTOBOPHOCTTA 3a CHOTBETCTBHETO C M3MCKBAHHATA IIO
HACTOSIUS PErJIAaMEHT M BCHYKM OCTAHAIM 3aKOHOJATEIIHU aKTOBE Ha
Cplo3a, MPUIOKAMH KBM H3JEIHETO.

4. Ha Kowmwucusra ce mpeaoctaBsi PaBOMOILIMETO Ja NpHeMa Jielie-
TUpaHd aKTOBE B CHOTBETCTBHE ¢ wieH 108 3a M3MEHeHHe Ha MHHU-
MaJgHOTO chabpkanue Ha EC pgexmapammsara 3a CHOTBETCTBHE IIO
npunoxenue [V ¢ ornex Ha TeXHUYECKHs IpOrpec.

Ynen 18

MapkupoBka 3a cboTBercTBHE ,,CE*

1. Cuura ce, 4e u3AENMATA, PA3IMYHU OT M3JENUATA 32 U3NUTBAHUS
Ha JEHCTBHETO, Ca B CHOTBETCTBHE C M3MCKBAHUATA HA HACTOSIIUSA
periaMeHT, KOraTo BbpPXY TSIX € HAaHECCHa MapKHPOBKaTa 3a ChOT-
BercTBuE ,,CE®, onmcana B mpunoxenue V.

2. K»m wmapkupoBkara ,,CE“ ce mnpumaratr oOmUTEe NPUHIKIN,
ompenenenu B wieH 30 ot Permament (EO) Ne 765/2008.

3. Mapkuposkara ,,CE“ ce HaHacs BBpXy CaMOTO H3JeNHE HIU
HEeroBaTra CTEpUJIHA OINAKOBKAa IO TaKbB HAa4MH, 4Ye Ja ObJie BHIUMA,
YeTnrBa M HesannunMma. Korato TakoBa HaHACSHE HE € BB3MOXKHO HIIH
HE MOXE Ja ObJe TapaHTUPaHO MOpaJd ECTECTBOTO Ha H3IEIHETO,
mapkupoBkara ,,CE“ ce maHacs BbBpXy oOmakoBkaTa. MapKupoBKata
,»CE* e Hann4yHa W B MHCTPYKUMHUTE 32 ynoTpeda U BbPXY ThpProBcKara
OIIaKOBKa.

4.  MapkupoBkara ,,CE“ ce HaHacs mpeau H3ICIUETO Aa Oble
MycHaTO Ha maszapa. Tsg Moke na Oble cliefiBaHa OT MUKTOrpama WM
HSIKAKbB JIPYT 3HAK, yKa3Balll CICIHAJICH PUCK WM yIoTpeda.

5. Koraro e npunoxumo, mapkupoBkara ,,CE*“ e cieaana ot uieH-
TU(PUKAIIMOHHUS HOMEP Ha HOTU(QUIMPAHUS OpraH, OTrOBapsil 3a
MPOIIEypUTEe 3a OLIEHSBaHE HA CHOTBETCTBHETO MO wieH 48. VneHTH-
(DUKAIMOHHHUAT HOMEp ChIIO C€ I0COYBAa BBPXY BCEKH pPEKIAMCH
MaTepuaj, KOMTO yKa3Ba, 4e H3JENIMETO OTroBapsi Ha M3MCKBAHUATA 32
MapkupoBkara ,,CE®.

6. Koraro xpM m3nenusTa ce mpuiarat Apyrd 3aKOHOJATETHU aKTOBE
Ha ChI03a, KOUTO CBHINO MPEABIDKIAT HaHACSHE HA MapkupoBkara ,,CE®,
MapkupoBkara ,,CE“ yka3Ba, de uznmenusra OTroBapsT M Ha H3HCK-
BaHMATA HA JAPYTUTE 3aKOHOJATEITHH aKTOBE.

Ynen 19

HN3nenusi cbe cnenuaIHo NnpeaAHasHAYCHHEe

1.  JbpxaBuTe 4WIEHKM HE Cb3AaBaT MPEUKUd 3a U3JeNusITa 3a
U3NUTBAHUS HA JEHCTBHETO, JOCTaBSAHM 3a Ta3W ILeJl Ha JabopaTopuu
WIIH JIPYTH OpTaHHW3aIlMH, aKo T OTTOBAapsT Ha yCIOBUSTA, YCTAHOBEHH
B wieHOBe 57—76 W B aKTOBETE 3a M3IIBJIHEHHUE, HNPUETH CBITACHO
wieH 77.

2.  Bwbpxy uzgenusra, nmocoueHu B maparpad 1, He ce HaHACS MapKH-
poBkara ,,CE®“, ocBeH Bbpxy usaenusara mo wietn 70.

3. Ha TBProBCKU IIaHAWPH, I/ISJ'IO)K6I/I, JACMOHCTpallul WK CXOJAHU
MCPONPUATHA OBPKABUTC WICHKH HC Cb3JAaBaT IPEYKH 3a JACMOH-
CTpalusATa Ha U3ACJIMs, KOUTO HE OTroBapsAT Ha HACTOSAIIHSA PCriIaMEHT,
Ipu yCJIOBHUC Y€ BUIAMM 3HAK SCHO YyKa3Ba, 4C TE3U M3IOCIHA Ca MNpEa-
HAa3HAYCHU CaMO 3a IPEACTaBsIHEC WK C LCI JEMOHCTpAlsa U HE MOTaT
Ja c€ MIpeaocCraBAT, NOKATO HE 6T>£[aT MNpUBEACHU B CBHOTBCTCTBUE C
HacTOAIIMUA PEriIaMEHT.
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Ynen 20

YacTu ¥ KOMIIOHEHTH

1. Bcsko ¢u3u4Yecko WM IOPUAMYECKO JHIE, KOETO MPEJOoCTaBsl Ha
masapa apTHKYJ, CIEIHATHO MPeAHa3HAUCH Ja 3aMEHH WICHTHYHA WITH
CXOJHAa Hepas3JelHa 4YacT WJIM KOMIIOHEHT Ha M3JelHe, KOUTO ca
nedhekTHM WIM  W3XabeHW, C Ten Ja 3ala3d HIM  BB3CTAaHOBH
(GyHKIOUATa HAa M3JEIHeTo, 0e3 Ja MPOMEHs HErOBHUTE XapaKTePUCTHKH
BBB BPB3Ka C JCHCTBUETO WiIM 0€30I1aCHOCTTa WM HErOBOTO IpEaHa3-
HayeHWe, TapaHTHWpa, dYe AapTUKYTbT HE OKa3Ba OTPHIATEIHO
Bb3JeiicTBHE BbpXY O€30macHOCTTa M JeicTBUETO Ha wu3jenuero. Ha
pa3monoXKeHne Ha KOMIETEHTHHTE OPraHW Ha ABP)KaBUTE UICHKH Ce
CbXpaHABAT JI0KA3aTeICTBA B IOJKPEIAa HA OPENOCOYEHOTO.

2. ApTHKyI, KOMTO € CHenuaaHo MpeIHa3Ha4YeH a 3aMEHU YacT WIIH
KOMIIOHEHT Ha H3JIeJIMe U KOHTO IPOMEHsS 3HAYMTEIHO XapaKTepuc-
THUKHTE BBB BpPB3Ka C JCHCTBHETO MM OE30MACHOCTTa Ha H3JCIHETO
WIM HEroBOTO TNpelHa3HAueHHe, Ce CYHMTA 3a M3/enue U TpsOBa na
OTroBaps Ha M3WCKBAaHHATA, OINPCACICHHU B HACTOAIIUA PETIIAMCHT.

Ynen 21

CB000AHO JBHKEHHE

OcBeH KOrato € NpeIBMAEHO JpPYro B HACTOSIIMS PErJIAMEHT,
IbP)KaBUTE WICHKH HE OTKa3BaT, He 3a0paHsBaT M HE OrpaHUYaBar
MPEJOCTABsIHETO Ha I1a3apa WM IIyCKAaHETO B JIEHCTBUE HA TEPUTOPUATA
CH Ha U3ACIHs, KOMTO OTrOBapsT HA M3MCKBAHUATA 110 HACTOSIIUS
perIaMeHT.

I'IABA 111

UIEHTU®UKALIIUA MW IPOCIEIUMOCT HA M3JAEJIMATA,

PETHCTPALIMSI  HA  U3JAEJIUATA WU  HUKOHOMMUYECKHUTE

OIIEPATOPH, PE3IOME OTHOCHO BE3OIIACHOCTTA H

KJIMHUYHATA E®EKTUBHOCT, EBPONENCKA BA3A JTAHHM 3A
MEJUIUHCKUTE U3AEJIUA

Ynen 22
Upentuduranmusa no Bepurata Ha JOCTaBKa
1. JluctpuOyTopuTe M BHOCHTEIHUTE CH CHTPYJHUYAT C MPOHM3BOIM-

TCJIUTC WJIW YIBJIHOMOIICHUTEC IMPEACTABUTCIIN C IICJI OCUTYPSIBAHC Ha
IMOAXOAAIIO HUBO Ha MPOCICAUMOCT Ha H3ACIUATA.

2. HxoHoMuyeckuTe oreparopu TpsOBa Ja Morar Ja I0COYaT Ha
KOMIIETCHTHUS OpraH 3a cpoka mo wieH 10, maparpad 7 ciemHoTO:

a) BCEKM HKOHOMHYECKH OIepaTtop, Ha KOTOTO MPSKO ca JTOCTaBUIIN
U3JeIne;

0) BCEKM HMKOHOMUYECKH OIEpaTop, KOWTO MPSKO KM € JOCTaBHUI
u3JeIme;

B) BCSKO JIe4eOHO 3aBEJCHHME MM MEIAMIMHCKU CIEHUAIHNCT, Ha KOTOTO
MIPSIKO Ca OCTABUIIU H3JIEITHE.
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Ynen 23

HOMeHKJ'IaTypa HA MCAUUUHCKUTEC U3ACTUA

C ornen na ce ynecHu ¢yHKIMOHUpaHeTo Ha EBpormeiickara 6a3a 1aHHU
3a wmemunuHckute wm3nenus (Eudamed), mocouena B unen 33 or
Pernament (EC) 2017/745, KoMucusita rapantupa, 4€ MEXIYHapOJHO
IpU3HAaTa HOMEHKJIATypa Ha MEIMIMHCKUTE H3IETHs ce INPeIoCTaBs
0e3IUIaTHO HA MPOW3BOJMTENNTE M JPYTH (GH3MYCCKH HIH FOPHIHICCKA
JIMLa, OT KOMTO CBIVIACHO HACTOAILIMS PEIJaMEeHT C€ W3UCKBAa Ja
M3MOJI3BAT Ta3dw HOMEHKiIaTypa. KomucusaTa ce CTpeMH CBIIO Ja
rapaHTvpa, 4e Ta3d HOMEHKJAaTypa € Ha pa3MloJIOKEHHEe U Ha JIPYTH
3aMHTEPECOBAHM CTpaHM O€3IIaTHO, KOrato TOBAa € Pa3yMHO
OCBLIECTBUMO.

Ynen 24

Cucrema 3a YHHUKaAJTHA H}IeHTI{[q)HKaIII/Iﬂ Ha u3aeaustra

1. Cucremara 3a yHHKaJgHa HWICHTHU(UKAIMS Ha wu3aenusTa (,,CUC-
temara UDI"), onucana B yact B ot npunoxxenue VI, naBa Bb3MOXHOCT
3a HWACHTU(HKALMS ¥ YJCCHSIBA MPOCICAMMOCTTA Ha H3JCIHATA,
pa3IMYHU OT M3JEIMATAa 332 M3NUTBaHMS Ha JIEHCTBHETO, U CE CHhCTOU
OT CIIEHOTO:

a) cwp3maBane Ha UDI, koeTo BKiIOYBa:

1) KOHKPETeH 3a CHOTBETHHS INPOM3BOAUTEN H W3JCIHE HACHTH-
¢duxarop Ha uzgenuero no cucremara 3a UDI (UDI-DI), xoiito
MpeoCcTaBst AOCThI 0 mH(MOopManuara mo gactT b oT mpumoxe-
nue VI;

i) uaeHTU(UKATOP HA MPOU3BOJACTBOTO MO cuctemara 3a UDI (UDI-
PI), xoiito maeHTHdUIMpa MPOU3BEACHATA €IWHHUIA OT AAJCHO
U3JeNnne M, ako € MPUIOKHUMO, ONAKOBAaHUTE W3JETHs, ChIIAcHO
MOCOYEHOTO B yacT B ot mpunoxenue VI;

0) nocraBsie Ha UDI Bbpxy eThkeTa Ha U3ACIHETO WIH BBPXY
HEeroBaTa OIIaKOBKa;

B) cbxpaHeHne Ha UDI 0T HWKOHOMHYECKH OIEpaTopH, JieueOHU
3aBEJICHUS M MEAUIMHCKU CIICUAIUCTH B CHOTBETCTBHE C YCJIO-
BUSATA, NMPEJIBUACHU CHOTBETHO B maparpadu 8 u 9;

I) Ch3/aBaHe Ha ENEKTPOHHA CHCTEMa 33 YHHKAalIHA MACHTH(UKALIUS Ha
uznenusta (,,0a3a panau 3a UDI) B chorBeTcTBHE € uieH 28 oOT
Pernmament (EC) 2017/745.

2. TlocpenctBoM akToBe 3a m3MbiIHeHHEe KomucusTa ompenens eauH
WU HSKOJIKO CyOeKTa, KOMTO Jia YIpaBIsiBaT CUCTEMa 3a OIpeJeIsiHE Ha
UDI cbriacHO HacCTOSIIUSI periaMeHT (,,u3aasaiy cyoekt™). Tozu(resn)
cyOekr(u) TpsOBa 1Ha OTroBapsi(T)Ha BCUYKU IIOCOUEHU MO-JOIY
KPUTEPHUH:

a) CYGCKTBT € opraHnusanus € Opuan4vcecKa HpaBOCy6eKTHOCT;

0) cucremara My 3a ompenensne Ha UDI e moaxomsimia ¢ orjien Ha
UACHTH(PUKALMATA HA U3JENIUATA TIPH AUCTPUOyIHATA U yrnoTpedaTa
UM B ChOTBETCTBHME C M3MCKBAHUATA 10 HACTOALIMS PErJaMEeHT;

B) cucremara My 3a onpezaensHe Ha UDI orroBapsi Ha ChOTBETHUTE
MEXIYHApOJHU CTaHIApTH;
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I') CyOCKTBT NPENOCTaBs JIOCTBII JIO CHCTEMara CH 3a OIpe/CsiHEe Ha
UDI Ha BCHMYKM 3aMHTEPECOBAHH IIOTPEOHMTENH B CHOTBETCTBHE C
MPEBAPUTEIHO YCTAHOBEHH NPO3PAavYHU YCIIOBHS;

1) CyOCKTBHT Ce 3aJbJDKaBa Jia U3BBPIIBA CICAHOTO:

1) Ja ympasisiBa cucremara cu 3a onpenaensae Ha UDI 3a mepuon
oT Hal-mManko 10 roxuHM ciiex Kato € Ol OIpeJielieH;

il) TpU MOMCKBaHE Ja mpenocTaBs Ha KoMucHsiTa ¥ Ha Abp)KaBUTE
YJIeHKH MH(pOpMANUs OTHOCHO CHUCTEMAaTa CH 3a ONpe/esisiHe Ha
UDI;

iil) Ja mpoabiDKaBa Ia OTroBaps Ha KPUTEPUHUTE M YCIOBHATA 3a
olpeesiHe.

[Ipu ompenensine Ha w3maBamuTe cyoekTn Komucusita ce ctpemu na
rapantupa, ude Hocutenute Ha UDI mo cmucena wa wact B ot
npunokenne VI ca yHuWBepcamTHO YeTHMH HE3aBUCHUMO OT CHCTEMAarta,
M3I0JI3BaHa OT M3/JaBaliusi CyOeKT, Taka 4e Ja Ce CBeAE A0 MHUHUMYM
(uHaHCOBaTa M aJMHHHCTPATHBHATA TEXKECT 32 WKOHOMHUYCCKHTE
OnepaTropu U JeyeOHUTE 3aBEICHMS.

3. Ilpemn ma mycHe Ha ma3zapa HW3feNWe, Pa3IUIHO OT HW3JEIHE 3a
U3IMUTBAHE Ha JIEHCTBUETO, MPOM3BOAUTENAT ONpeNelsl 3a U3AENUETO,
M aKo € NPWIOKHMO — 32 BCHYKM CJIEABAIlM HUBA Ha ONAKOBAaHE,
UDI, kosTO € cb3JajeHa IpH Cla3BaHe Ha [IpaBUJIaTa Ha M3JaBallus
cybOekt, onpeneneH oT Komucusra B choTBeTCTBUE ¢ maparpad 2.

Ipenu Ha masapa ma ObJae ITyCHATO M3MEIHE, PA3IHYHO OT H3JENHE 3a
U3IUTBaHE HA JNEHCTBUETO, MPOU3BOJUTEIIAT rapaHTHpa, 4e MocodYeHarTa
B wacT b or mpunoxkenne V mHbOpMAnUA 3a CHOTBETHOTO H3ZCIHE €
IpaBUJIHO MOJaJeHA U IpeXBbpiieHa B 0azara naHHu 3a UDI, nocouena
B uileH 25.

4. Hocurenure Ha UDI ce HaHacAT BbpXY €TMKETa Ha M3JEJIHETO U
Ha BCUYKM ClIeIBAallld HUBA Ha omakoBaHe. CuuTa ce, 4ye cieIBaLIUTE
HUBA Ha ONAKOBAHE HE BKJIIOYBAT TOBAPHUTE KOHTEHHEPH.

5. UDI ce w3momsBa mpHW JOKIAABaHE 3a CEPUO3HH HWHIMICHTH W
KOpUTHpALIH JCUCTBHS BBB Bpb3Ka C 0E30MIaCHOCTTA B CHOTBETCTBHE C
uien 82.

6. bazosusat UDI-DI Ha u3aenueTo no cMuchia Ha ONPEIEIEHUETO B
yacT B or npunoxenune VI, ce mocousa B EC gexmapanusra 3a cboT-
BETCTBHE, MOCOYEHA B WieH 17.

7. Karo wyact oT TexHMUecKaTa JOKyMEHTAalus, II0OCOYeHa B
npuiaoxenne 1, TPOM3BOAMTENAT TMOJAbPKA aKTyalieH CIHChK Ha
Bcnukn UDI, xouto e ompenenui.

8. VIKOHOMHYECKHTE OnepaTopu ChbXpaHsABaT W IMOJABPXKAT, 3a MpeJ-
rounTaHe upe3 enekTpoHHH cpeactsa, UDI Ha u3menusita, Kouto ca
JOCTaBUJIM WA KOUTO Cca UM OWIM JOCTaBeHH, aKO TEe3W H3JeIHs
criagaTt KbM usjgeinusTa, KaTCropumnTe nin rpymnure us3jacius,
ompeJelicHH ¢ Mspka 1o naparpad 11, Oyksa a).
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9  JIppkaBuUTe WIEHKM HachbpuaBaT M MOraT Ja MH3HCKBAaT OT
Je4eOHNTE 3aBEJECHUs a ChXpaHsSBaT U IMOIbPXKAT, 32 MPEIIOYHTAHE
ype3 esleKTpoHHU cpeactBa, UDI Ha u3nenusTa, ¢ KOATO Te ca UM OMIIH
JIOCTaBEHHU.

ll’bp)](aBI/ITC WICHKHU HacbpyaBaT U MOrar Ja U3uCKBaT OT MCAUIIUMHCKUTE
CIEIHAINCTU Jla CBhXpaHsIBaT M MOAIBPXKAT, 3a NPEIIOYUTaHEe dYpe3
enekTpoHHH cpencrtea, UDI Ha wuszpenusara, ¢ Koiito Te ca uMm Ownn
JIOCTaBEeHU.

10.  Ha Komucusita ce mpemocTtaBsi MpaBOMOIIMETO Ja MpHeMa Jele-
TUPaHU aKTOBE B chOTBeTcTBHE ¢ wieH 108:

a) 32 W3MCHEHHE Ha CIUChKa ¢ HWHpOpMaluUsITa MO YacT b or
npuioxkenue VI ¢ oryiex Ha TEXHUYECKHUs MPOTpec; U

6) 3a M3MCHCHUC Ha IPUIIOKCHUC VI B 3aBHUCHUMOCT OT Pa3sBUTHETO B
MCXKAYHApOACH IUIaH W TEXHUYECKUS TIPOTrpeC B obOylacTTa Ha
YHHUKaJIHaTa I/IZ[eHTI/I(bI/IKaHI/IH Ha U3JCIMATA.

11.  TlocpenctBom axToBe 3a wu3MBIHeHHEe Kowmmcusara Moxke aa
ompenens TNOAPOOHWTE TpaBWjia W TNPOLEAYPHUTE AaCleKTH Ha
cuctemara 3a UDI, 3a na ce rapantupa xapMOHU3UPAHOTO ¥ MpHUIIaraHe,
KaKTO W BBB BPB3Ka CHC CIIETHOTO:

a) OIpENeNSTHETO Ha U3JCIHATA, KaTerOpUUTE WIN TPYNUTE M3Jeus, 3a
KOHMTO Jla Ce Mpuiiara 3aJbJDKEHHETO 1o naparpad §;

0) mocoyBaHeTO Ha JMaHHUTE, KOWTO Aa Obmat BriaroueHn B UDI-PI ma
KOHKPETHU H3eNusl WU TPyHH H3JEIHs;

AKTOBeTE 3a M3IBbJIHEHHE, OCOUYEHU B I'bpBa alllHEs, ce IpueMaTr B
CBOTBETCTBHE C MpOLEAypaTa Mo pasriexaaHe, mocouena B wieH 107,
naparpag 3.

12.  TIlpu npuemaHeTo Ha MepKuUTe, MocoueHH B maparpad 11,
Komucusra B3emMa InpeiBU CIE€AHOTO:

a) TIOBEPUTENHOCTTa W 3allUTaTa Ha JAHHUTE, KAaKTO € IOCOYCHO
cboTBETHO B wieHoBe 102 u 103;

0) moaxo/Ja, OCHOBAaH Ha PHCKA;

B) HUKOHOMHYCCKaTa e(l)eKTI/IBHOCT Ha MCPKUTE;

r) commkaBaHneto Ha cucremure 3a UDI, paspaborenn Ha Mexnuy-
HApOJHO HMBO;

1) HeoOXOJMMOCTTa OT M30ArBaHe Ha JyONMpaHETo B CHCTeMaTa 3a
UDI;

€) HY)KIUTE Ha CHCTEeMHUTE 3a 3/paBeola3BaHe Ha IBbP)KAaBUTEC WICHKH U
KBJETO € Bb3MOKHO — ChBMECTUMOCTTA C JIDYT'M CUCTEMH 3a HJICH-
TUUKAIMA HA MEIUIMHCKU W3ICIHsl, KOUTO CE M3IOJI3BAT OT 3aHH-
TEPECOBAHU CTPAHH.
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Ynen 25

baza nannm 3a UDI

Komucusita, cnen xoncynranus ¢ KI'MU, cp3naBa n ynpasnsBa 0aza
nmanad 32 UDI B chOTBETCTBHME C yCIOBHATA W TMOJAPOOHHUTE TNpaBHIA,
npeasuienu B wieH 28 ot Permament (EC) 2017/745.

Ynen 26

Peruncrpamms Ha u3aeaus

1.  Ilpemm myckaHeTo Ha JaneHO M3AENWE HA Ta3apa MPOU3BOAUTEIIT,
B CHOTBETCTBHE C TNpaBWJiaTa Ha M3JaBalMAT CyOeKT 1o wieH 24,
naparpad 2, omnpexens 6azop UDI-DI Ha wu3nenueto, KakTo €
ompeneneHo B yacT B ot mpunoxenue VI, u ro npenocrass Ha Oa3ara
nanau 3a UDI 3aeqHo ¢ ocTaHanuTe CBBbpP3aHU C TOBA M3ZENINE OCHOBHHU
JIaHHH, TIOcCOYeHU B 4YacT b ot mpunoxenue VI.

2. Tlo orHomeHWe Ha W3NS, KOMTO MOJJICKAT HA OLCHSABAHE HA
ChOTBETCTBHETO, KAKTO € MOCOUCHO B uiieH 48, maparpadu 3 u 4, uieH
48, maparpad 7, Bropa anuHes, wieH 48, maparpad 8 u uieH 48,
naparpad 9, Bropa anuHes, onpenaensHeTo Ha 06azoB UDI-DI, nocouen
B maparpad | OT HACTOSIIHS YieH, ce MpaBH, MPEAU MPOU3BOIUTEIAT J1a
NoAaze 3asBJICHHUE 32 OLEHSBAaHE 10 HOTU(GHULMPAHUS OPTaH.

3a u3genus no IMbpBa alnuHes HOTU(GULUPAHUAT OpraH 110co4YBa 0a30BUSL
UDI-DI B ceprudukar, u3aajacH B CbOTBETCTBHE ¢ pasjien 4, OykBa a) or
npuinoxxenne XII, m norebpkmaBa B Eudamed, uwe wHopmanusra,
mocoyeHa B yacT A, pasgen 2.2 ot mpunoxenune VI, e Touna. Cnex
M371aBaHETO Ha CHOTBETHHUS CepTHQUKAT W Tpeau IyCKaHeTo Ha
M3JINTMETO Ha Ta3apa MPOM3BOAMTEINSAT TPEJOCTaBs Ha Oaszata JaHHU
3a UDI 6a3oBusi UDI-DI 3aeqHo ¢ ocraHajguTe CBBP3aHH C TOBa
W3JIeNIe OCHOBHH JaHHH, TIOCOYEHU B 4acT b oT mpunoxenune VI.

3. Tlpemu myckaHeTo Ha ma3apa Ha JaJICHO W3JeNUe MPOU3BOIUTEIISAT
BBBEK/A MJIM — KOraTo Beue € BbBeJeHa — MoTBbpxkaaBa B Eudamed
uH(OpManusITa, NOCOYeHa B 4acT A, pasmen 2 or mpuiokenune VI, ¢
M3KIIIOYCHHE Ha pasfen 2.2 OT Hero, a Ciejl TOBa PEJOBHO s aKTya-
JM3Upa.

Ynen 27

EjexTponna cucremMa 3a permcrpanuss Ha HKOHOMHYECKHTE
omeparopu

1.  Kowmmucusra, cnex xoncynranus ¢ KI'MU, ce3gaBa u ympasisiBa
€JICKTPOHHA CHCTEMa 3a Ch3/laBaHe Ha €JUHHUS PETHCTPAllMOHEH HOMED,
mocoueH B wieH 28, maparpad 2, u 3a chOupaHe u oOpaboTka Ha
uHopMaIHTa, KOITO € HEOOX0AUMa U JJOCTAThYHA 33 MICHTH(OUKAIINSI
Ha TPOU3BOAUTEISI M aKO € MPWIOKHMMO — Ha YI'BJIHOMOILCHHUS Ipea-
craButen W BHocuTesds. IloapoOHocTHTe 3a WH(OpMamusTa, KOSITO
MKOHOMHMYECKHTE OIepaTopu TpsiOBa Ja TMPENOCTaBAT Ha Ta3u EJIeK-
TPOHHA CHCTEeMa, ca MMOCOYeHH B YacT A, pa3zen | ot mpumoxkenue VI.
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2. JlppxaBuTe 4JEHKM MOraT Aa HPOABIDKAT Aa IpuiaraT WiId Ja
BBBEXKIAT COOCTBEHH HAI[OHAIHN Pa3NOpes 0N OTHOCHO PETHCTPAIHATA
Ha JUCTpUOYTOpPUTE HAa M3JENMs, KOUTO Ca INPEJOCTAaBEHU Ha TAXHA
TEPUTOPHSL.

3. B cpok or nBe cemMuiu OT MyCKaHETO Ha Ia3apa Ha JaJeHo
W3JIeJIe BHOCUTEIIUTE MPOBEPSBAT AW MPOU3BOAUTENAT WIN YII'BIHO-
MOIIEHHAT MPEACTaBUTEN € MPEIOCTAaBHI Ha €JIEeKTPOHHATa CHCTeMa
uHpopmanusaTa o maparpad 1.

Koraro e mpuiaoxumo, BHOCHUTENUTE HHOOPMUPAT CHOTBETHHUS YIIBII-
HOMOILIEH TPEJICTABUTENl WM IPOU3BOJIUTENS, aKO HHPOpPMALUATA IO
naparpad 1 He e BKIIOYCHA WJIM € HETO4HA. BHocutenure n00aBsT
CBOWTE JaHHH B ChOTBeTHarta rpada(rpadn).

Ynen 28

Pernﬂpamm Ha MPOU3BOAUTEINTE, YIUbJIHOMOIIICHUTE
npeacraBuTe/Jii 1 BHOCHTEJIUTE

1. Ilpenu myckaHeTO Ha W3JEIME Ha Ma3apa MNPOU3BOAUTEIUTE, YIIbI-
HOMOIIICHHUTE MPEACTABUTEIN M BHOCUTENHUTE, 32 Ja C€ PEerucTpupar,
1ojaBaT B CIEKTpOHHATa cucrema, mnocoyeHa WP C1 B wmen 27,
uHpopmarusTa, € mocoueHa B 4act A, paszaen 1 or npuioxenue VI,
aKo Beue He ca Ce PETrMCTPUPAIN B CHOTBETCTBHE C HACTOSIIUS YIICH.
Koraro mnpouenypata 3a OLEHsABaHE Ha CbOTBETCTBHETO Hajara
YYacTHETO Ha HOTU(HLIHUPAH OpraH ChIIAcHO wWieH 48, mHpopManusiTa,
rocoveHa B yacT A, paszen 1 ot npuioxenue VI, ce nmpenasa Ha ejek-
TPOHHATA CHCTEMa MPEH MOJaBaHETO Ha 3asBICHHE 0 HOTH(DHIUPAHUS
OpraH.

2. Crnen mpoBepka Ha BBBEJCHHTE NAaHHU Mo maparpad 1 komrre-
TEHTHUAT OpraH IojlydaBa eiuHeH peructpauuoner Homep (EPH) or
€JIEKTPOHHATa CHCTeMa IO wieH 27 W ro u3jlaBa Ha IMPOM3BOAUTEIN,
Ha YI'BIIHOMOIIEHHS NPEICTABUTEN MIM HAa BHOCHUTEJIS.

3. [IponsBogutensar usnon3sa EPH npu nmonaBane Ha 3asBIEHHE 10
HOTU(UIIMPAH OpPraH 3a OIICHSBAaHE Ha CHOTBETCTBHUETO M IPU JOCTHII
o Eudamed, 3a ma M3IbIHM 3a0BIDKEHHAATA CH 110 4ieH 26.

4. B cpok OT emHa ceaMWIa Cled BCSKAa €BEHTyallHA NPOMSHA BHB
Bpb3Ka ¢ uHpopMmanusaTa 1o naparpad 1 oT HACTOALIMS WIEH HKOHOMH-
YECKUAT OINepaTop akKTyalu3upa NaHHUTE B €JIEKTPOHHATA CHCTEMa,
rnocodeHa B uwieH 27.

5. He mo-kbCHO OT eHa TOJMHA CJIE] TT0IaBaHeTO Ha MH(MOpMAIHsATa
chrylacHO maparpad 1, a cien ToBa Ha BCEKH JIBE TOJUHHM, WKOHOMH-
YECKHAT OIEpaTop MOTBBPIK/IaBa TOUHOCTTa Ha JaHHUTE. AKO TOBa He
ObJlc HAlIPaBEHO B PaMKUTE Ha LIECT Mecela Clie]l U3TUYAaHEeTO Ha Te3U
CPOKOBE, BCSKa JAbpKaBa 4WIEHKAa MOXE Jla B3eMe IMOAXOAALIM KOpH-
rUpalid  MEpPKH Ha CBOS TEPUTOPHS, JIOKATO HKOHOMHYECKHAT
OIlepaTop He M3IIBJIHHU TOBA 3aJbIDKCHUE.

6. bes ma ce 3acsira OTTOBOPHOCTTa Ha MKOHOMHYECKHS OIEpaTop 3a
JTAaHHUTE, KOMIIETEHTHUAT OpraH IpoBepsiBa IOTBBPAEHHUTE JaHHH,
rmocoueHu B yact A, pasznen 1 ot npuioxenue VI

7.  JlaHHUWTe, BBBCICHH B MIOCOYCHATA B WiEH 27 €JIEKTPOHHA CHCTEMa
chbrylacHO maparpad 1 OT HAcTOsANIMS 4WIEH, ca JAOCThIHH 3a OOIIecT-
BEHOCTTA.
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8. KoMmneTeHTHHAT opran Mo’ke Ja M3I0JI3Ba JaHHUTE, 32 J1a HaJIOXKU
Takca Ha TPOU3BOJAUTENS, YITBIHOMOIIEHUS TPEICTAaBUTEN WU
BHOCHUTENISI chryiacHo wieH 104.

Ynen 29

Pe3lome BBB Bpb3Kka ¢ 0e30MaCHOCTTA M JIeliCTBHETO

1. 3a usjgeinuaTra OT Kiiac C u xiac D, pas3iniHu OT U3JACIHA 3a
U3IIUTBAHUA Ha Z[CI\/‘ICTBI/ICTO, TIPOU3BOAUTEIIAT H3IOTBA PE3IOMC BbHB
Bpb3Ka C 0e301macHOCTTa U JICICTBHUETO.

Pe3roMeTo BBB BpB3Ka ¢ OE30MaCHOCTTA U JCHCTBHETO CE ChCTAaBs Taka,
4ye Ja € SCHO 3a IIeJeBHs IOTPeOUTeNl M ako ¢ LelechoOpasHo — 3a
MaIMeHTa, U € JIOCTBITHO 3a oduiecTBeHocTTa ype3 Eudamed.

[IpoexThT Ha pe3roMeTO BBHB Bpb3Ka C OE30MACHOCTTA M JCHCTBUETO €
4acT OT JOKyMEHTAIMsATa, KOSATO TpsAOBa Ja ce NpelncTaBd Ha HOTH(U-
LUpPaHUs OpraH, Y4acTBalll B OIICHSBAHETO HAa ChOTBETCTBUETO CHITIACHO
yieH 48, u ce Bamuaupa or cbimsg opradH. Crep BaluIUPaHETO MY,
HOTH(UIHMPaHUAT opraH BbBexnaa pestomero B Eudamed. ITpowmsso-
JTUTEISIT TOCOYBA BBPXY C€THKETa WM B WHCTPYKLUMHUTE 3a yrnoTpeda
KbJIe MOXe Ja Oblle HAMEPEHO PE3IOMETO.

2. Pes3iomeTo BBB Bpb3Ka C 0€30MACHOCTTA W JCHCTBHUETO BKIIHOYBA
Ha-MaJKO CIICIHHUTE eJIeMEHTH:

a) uIeHTH(QUKAIMATA HA W3JCIHETO W Ha TPOU3BOJIUTENS, BKIIFO-
gutenHo 0a3zoBus UDI-DI u, ako Beue e uzmaneH, EPH;

0) mpeaHA3HAYEHHETO HA W3AENNETO, NOKA3aHUs, MPOTUBONOKA3AHUS U
LIeJIEBU MTOTPEOUTENH;

B) ONHCAaHWE HA M3MENHETO, BKIIOYHTEIHO IOCOYBAHE HA IIPEIXOJHO-
TO(UTE) MOKOJICHUE(S1) UM BapUaHTH, aKO MMa TaKuBa, U OINHUCAHHE
Ha pa3IHYHATa, KaKTO M, KOTaTO € OTHOCHMO, OITFCaHUE Ha MPHUHAJI-
JIeKHOCTUTE 3a M3[EIHETO, IPYrd M3[elHs U IPOAYKTH, KOUTO ca
TpeTHa3HAYeHN 3a M3M0NT3BaHe B KOMOMHALUS C M3MENHETO;

I) MOCOYBAaHE HAa BCHUYKH MPHIOKECHH XapMOHHM3UPAaHH CTaHIApTH MU
OG;

) pe3loMeTo Ha JOKJIaga 3a OLEHKa Ha  JEeHCTBHETO MO
npuioxenue XIII u choTBeTHATa MHPOPMAIHS 32 MPOCIECASIBAHETO
Ha JICWCTBUETO Clie/l IyCKaHe Ha Iasapa;

e) METPOJIOrnYHaTa MPOCICAUMOCT Ha OINPCACICHUTE CTOfIHOCTPI;

K) TpeIOKEHUs] TpoPua U o0yueHHe 3a MOTPEOUTEIUTE;

3) uH(poOpMalMs 3a OCTATHbYHUTE PUCKOBE W BCSKAKBU HEXKEJIaHU
TIOCJIE/ICTBHS, IPEAYNPESKACHHUS U MPEANa3HH MEPKU.
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3.  Upes axroBe 3a usnbiHeHHe KomucusaTa Moke na omnpenemst
dopmata W TpENCTaBIHETO Ha JaHHHWTE, KOWTO Jia Ce BKJIOYAaT B
pe3loMeTo BBB Bpb3Ka ¢ 0€30macHOCTTa M JeicTBHeTO. Te3n akTose 3a
U3IIBIIHEHNE Ce TpHeMaT B CBOTBETCTBHE C IpOIEAypaTa MO KOHCYI-
THpaHe, NpeaBracHa B wieH 107, maparpad 2.

Ynen 30

EBponeiicka 0a3a J1aHHU 32 MeIMIUHCKUTE H3/IeTUsI

1.  Komucusita, cnen koncynrauus ¢ KI'MU, cp3gaBa, mogabspxka u
ynpasisiBa EBporefickata 0aza IDaHHH 32 MEIULUHCKATE H3IEIHS
(Eudamed) B chOTBETCTBHE C YCIIOBHATA M MOJIPOOHUTE MpaBUiIa, MPE-
BuzicHu B wieHoBe 33 u 34 ot Permament (EC) 2017/745.

2. Eudamed BkitouBa cieIHHUTE €IEKTPOHHHU CHUCTEMHU:
a) CNCKTPOHHATa CHCTEMa 3a PErHCTpallusl Ha M3JCIHATa Mo 4ieH 26;
0) ©Oazara manuu 3a UDI mo unen 25;

B) CICKTPOHHATA CHCTEMa 3a PETHCTPAlHsi Ha HWKOHOMHYECKHTE
onepaTopu Ho uieH 27;

I') CJCKTPOHHATA CHUCTeMa 332 HOTH(UIMPAHUTE OpPraHu W 3a CepTU(H-
KaTUTE IO 4ieH 52;

Jl) CIIEKTPOHHATa CHUCTeMa 3a M3MUTBaHMATA Ha JICHCTBHETO IO
yjaeH 69;

€) eNeKTPOHHATA CHCTEMa 3a IPOCIIe/sIBaHe M HAI30p Clie]| IyCKaHe Ha
naszapa 1o uieH 87,

) EJICKTPOHHATa CUCTeMa 3a HaJ30p Ha Ta3apa 1o uieH 95.

I'JIABA 1V

HOTUOUIIUPAHU OPI'AHU

Ynen 31

Oprany, oTroBapsiliM 3a HOTU(QUUMPAHUTE OPraHU

1. Bcska appkaBa wieHKa, KOSITO Bb3HAMepsiBa Ja ONpEeAeNu OpraH
3a OIICHsIBAaHE HA CHOTBETCTBHUETO KaTO HOTH(HUIMpPAH OpraH WM KOSTO
€ ompeaennia HOTU(GUIMPAH OpraH, 3a Ja HM3BBpPLIBA NEHHOCTUTE IIO
OLICHSIBAaHE Ha CBOTBETCTBUETO CBIVIACHO HACTOSIINS pErJIaMeHT,
nocouBa opraH (,,0praH, OTroBapsll 3a HOTH(QHUUIUPAHUTE OpraHu‘),
KOMTO MOXE Ja ce ChCTOM OT OTHENHHM CYOeKTH CBITACHO HAIHO-
HAJIHOTO IPaBO M OTroBaps 3a yCTAHOBSBAaHE W M3BBPIIBAHE HAa HEOO-
XOANMHTE TPOLEIYPH 3a OLEHSABaHE, ONpeAesIHe M HOTH(HUIUpPAHE Ha
OpraHuTe 3a OICHSIBAHE Ha CHOTBETCTBHETO M 3a HAONIOJCHUE HAa HOTH-
q)I/IU,I/IpaHI/ITC OpraHv, BKJIIOYHUTCIHO IMOAU3IBIHUTCIUTE U MOJACICHUATA
Ha TE3U OpTaHH.

2. Opranbr, OTroBapsm] 3a HOTU(UIMPAHUTE OpPraHH, CE Ch3/aBa,
opranusupa ¥ (GYHKIMOHUpPA MO TaKbB HAuMH, Y€ Ja 3ama3Ba OOEKTHB-
HOCTTAa W OE3NPHCTPACTHOCTTA MpPH JEHHOCTUTE CH M Ja u30srBa
KaKbBTO M Jla € KOH(IIMKT Ha WHTEPECH C OPraHMTe 3a OIICHSBaHE Ha
CBHOTBETCTBHUETO.
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3. OprausT, OTroBapAll 32 HOTU(GUIMPAHUTE OPraHH, € OPraHU3UpPaAH
10 TaKbB HAYMH, Y€ BCAKO PEIICHHE BBbB BPb3Ka C ONPEICIITHETO MM
HOTU(UIMPAHETO Jla Ce B3eMa OT JIMIA, PA3IMYHM OT TE3M, KOMTO ca
M3BLPUIMIM OLEHABAHETO.

4. OprasbT, OTroBapdll 3a HOTH(GUUMpPAHUTE OPraHH, HE M3BBPILIBA
JEWHOCTH, OCBILIECTBSIBAHU OT HOTH(OUIMPAHUTE OPraHH C THPrOBCKa
[eJT WM Ha KOHKYPEHTHa OCHOBA.

5. Opranbr, OTroBapsil 3a HOTH(UIMpPAHWTE OpTaHH, CHOJIO/IaBa
TIOBEPUTEIHUTE AacCHeKTH Ha WH(OpMamusTa, KOSATO IIOMydaBa. Toif
obaue oOMeHs uH(oOpMaLys 3a HOTUGHULUUPAHUTE OPraHU C IPYTHTE
ObpKaBH wieHKH, KomucusTa M KOrato € HEOOXOOUMO — C JpYyrH
peryJiaToOpHH OpraHu.

6.  OpraubT, OTroBapsll 3a HOTU(HUIUPAHWUTE OpraHu, pasmojara C
JIOCTaTh4eH Ha OpoW KOMIIETEHTECH IIEPCOHAN, KOWTO € BHHArW Ha
pa3monoKeHre 3a W3MbJIHECHHE Ha 3aJauTe CH.

Koraro opransT, OTroBapsil 3a HOTH(UIMPAHUTE OPraHH, € Pa3IndeH
OT HALMOHAJIHUS KOMIIETEHTEH OpraH 3a MEAMLUHCKHTE H3JeNus 3a
UHBUTPO JMAarHOCTUKAa, TOW TapaHTHpa, Y€ C HalUOHAJIHHUS OpraH,
OTroBapsAll 3a MEAMLMHCKUTE W3JIeNUs 3a WHBUTPO JMArHOCTHKA, Ce
U3BBPUIBAT KOHCYJITALMH 10 CHOTBETHUTE BBIPOCH.

7.  JlppkaBUTE WICHKH ONOBECTSABAT o0ma WMH(OpMAaLus 3a CBOHTE
MEpPKH, KOUTO YPEKAAT OLECHSIBAHETO, ONPEACISIHETO U HOTU(UIIH-
paHETO Ha OpraHHUTe 32 OLCHSBAHE HA CHOTBETCTBHETO U 3a HAOIIOJCHUE
Ha HOTH(UIMPaHUTE OpPraHH, KaKTO M 32 MPOMEHHUTE, KOHTO OKa3BaT
CBIIECTBEHO BB3/JICHCTBUE BBHPXY H3IIBIHCHUETO HA TE3W 3a7ayM.

8. OprausT, OTroBapsml 3a HOTH(HIMPAHHTE OPraHW, ydacTBa B
JIEMHOCTUTE 1O MapTHBOPCKUTE MPOBEPKH, NMPEIABUICHU B WieH 44.

Ynen 32

W3uckBanus, cBbp3aHu ¢ HOTH(GHIUPAHUTE OPraHU

1. Hortuduimpanure opraHd H3MBJIHABAT 3aJa4lTe, 3a KOUTO Cca
onpesieieHd B CHOTBETCTBUE C HACTOSIIUS perjiaMeHT. Te oTroBapsT
Ha OpraHW3allMOHHUTE ¥ OOIIUTE M3MCKBAHWS W Ha H3UCKBAHUATA 32
yIpaBJIeHHE Ha KayecTBOTO, 3a PECYPCUTE W IPOLIECUTE, HEOOXOIUMHU
32 W3MBJIHCHHUETO HAa TEe3W 3a7ayu. [lo-CreIMaaHo, HOTH(QHUIIMPAHUTE
OpraHM CIa3BaT M3MCKBaHUATa Ha npuiokeHue VI

3a na ObJAT M3MBIHCHH HW3UCKBAHUATA, MOCOYCHH B IIbpBa allMHEs,
HOTU(QUIMPAHUTE OpraHU paslojiaraT C IIOCTOSHHA HAJIMYHOCT Ha
JIOCTAThYCH aJMUHUCTPATHBECH, TEXHUYECKA M HAYUYCH MEPCOHAN B CHOT-
BercTBUEe ¢ paszaen 3.1.1 or npunoxenue VII u mepcoHan c¢bC CHOT-
BETHUS KJIMHUYEH ONHT B CHOTBETCTBHE ¢ paszmen 3.2.4 ot
npunoxenne VII, korato € BB3MOXKHO, HA€T OT CaMHUsi HOTU(HUIMPAH
opra.

[Tepconanst, mocouen B pasgenu 3.2.3 u 3.2.7 ot mpunoxkenue VII, e
ChCTAaBEH OT CIYXXHUTEIM Ha HOTU(QHUIUPAHUS OpraH W HE MOXKE Ja
BKJIFOYBA BBHIIHHU €KCIEPTH WM MOAW3IBIHUTENN.
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2.  Horudunupanure opraHu CbXpaHsABaT Ha Ppa3lOJIOKEHUE HA
OpraHa, OTroBapsIl 3a HOTH(HIMPAHUTE OpPTaHM, W TPH IIOUCKBaHE
My MpPEAoCTaBsT LUIaTa HEOOXOAUMA JOKyMEHTAllMsl, BKJIIOUMTEIIHO
JOKyMEHTallUATa Ha IPOU3BOJAMTENS, 3a Jla OCUIYpSAT Ha TO3M OpraH
BB3MOJKHOCTTAa J1a M3BBPIIBA JIEHHOCTHTE CH IO OLICHABaHE, OIpE.-
ensiHe, HoTHU(UIMpaHe, HAOMIOIEHWE M HAA30p M Ja YJIECHAT OIEHS-
BaHETO, ONUCAHO B HACTOsLIATa IJaBa.

3. C uen nma ce rapaHTupa €JHAKBOTO MpUJIaraHe Ha HM3HCKBAHUSATA,
ycranoBeHu B npuiioxenue VII, Komucusara Moxke Ja mprema akToBe 3a
U3IBJIHEHUE, JOKOJIKOTO TOBa € HEoOXOIUMMO 3a paspelllaBaHe Ha
BBIIPOCH, CBBP3aHM C Pa3IMYHOTO TBHIKYBaHE M MPWIAraHETO Ha
npakTuka. Te3n akTOBE 3a M3IBJIHEHHE C€ NPHEMaT B ChOTBETCTBHE C
npoleaypara 1o pasriexiaHe, nmocoueHa B wieH 107, maparpad 3.

Ynen 33

HOJIeJ’leHI/lﬂ U NOAU3IIbJIHUTECIH

1. Koraro HotuhuLUpaH oOpraH Bb3jlara KOHKPETHH 3ajadH,
CBBP3aHU C OIICHABAHETO HAa CHOTBETCTBMETO, HA IIOAW3IBIHUTENN
WM M3M0J3Ba IMOJEICHHE 3a KOHKPETHH 3alauyd, CBBP3aHU C OLEHS-
BAaHCTO Ha CBHOTBCTCTBHETO, TOM MNpoBEpsiBa Jajid NOAUBIIBIHUTCIIAT
WM MOAEJICHUETO OTroBaps Ha NPHIOKUMUTE M3UCKBAHUS, IOCOYCHU
B npunoxenue VII, u umHdopMupa CHOTBETHO OpraHa, OTrOBapsll 3a
HOTU(UIMPAHUTE OPTaHH.

2.  HoruduuupaHute OpraHd IMOeMarT MbJIHATA OTTOBOPHOCT 32
3a7lauiTe, M3MOBJIHIBAHM OT TAXHO HME OT MOJU3IBIHUTEIN WIH
MOJIEJICHUSI.

3. HOTI/I(l)I/IIII/IpaHI/ITe OpraHyd OIIOBECTABAT Hy6J’II/I'{HO CIIMCBK Ha
CBOUTC ITOACICHHUA.

4.  JleWiHOCTUTE IO OLICHSIBaHE Ha CHOTBETCTBHETO MOTaT 1a ObIar
Bb3JIaraH Ha MOAU3I'BJIHUTCIN WA U3NBJIHABAHU OT IMOACJIICHUC, NPU
yCIIOBUE Y€ (PU3HYCCKOTO WIIM FOPUAMUYCCKOTO JIHIE, KOETO € IOJaio
3asBJICHHE 32 OLICHABAHE HAa CHOTBETCTBHETO, ¢ OHMJIO CHOTBETHO MH(OP-
MHPaHO.

5.  Hotudunupanure opraHu ChbXpaHsSBaT Ha PasMOJOKEHHE Ha
OpraHa, OTrOBapsll 3a HOTU(GHULIUPAHUTE OPraHH, BCHYKU CHOTBETHH
JIOKYMEHTH OTHOCHO NpOBEepKaTa Ha KBalH(UKAIMATa Ha IOJIU3IIBI-
HUTENSl WIM TOAETEHHETO U OTHOCHO padoTaTa, M3BBPIICHA OT TSIX
CBIVIACHO HACTOSILIUS PErJIaMeHT.

Ynen 34

3asiBjleHHe OT OpPraHdUTe 3a OIEHsIBaHe Ha CHOTBETCTBHETO 3a
ompejesiHe

1. Opranure 3a OLEHsABaHE HAa CbOTBETCTBUETO [10JABAT 3asBICHUE 3a
ompeJensHe 0 OpraHa, OTroBapsll 3a HOTH(HUIMpPAHUTE OPraHM.

2. B 3asgBneHuETO ce MOCOYBAT JIEMHOCTUTE IO OICHSIBAaHE Ha CHOT-
BETCTBUETO, KAKTO Ca OINpEJICIICHH B HACTOSIINS PErJaMeHT, U THIIOBETE
W3JIeIHs, 32 KOUTO OpPraHbT MCKa Jia ObJIe ONpE/eNCH, 3aCHO C JOKY-
MEHTAIlUs, JI0Ka3Ballla cra3BaHeTo Ha mnpuioxkenue VII.

[lo orHOUIEHHME Ha OpPraHU3AlMOHHUTE W OOLIMTE HM3MCKBAHUS W Ha
W3MCKBAaHUATA 32 YIPABIEHHUETO HA KadecTBOTO, OIpEJEICHH B
paszaenu 1 u 2 ot npunoxenue VII, Moxe 1a ce mpencTaBsaT BaJIHJICH
cepTUUKAT 32 aKpeOuTalMs U CHOTBETHHAT JOKIJIAJ 3a OIEHKA, IPHET
OT HalMOHAJICH OpraH MO aKpeJWTalusATa B ChOTBETCTBUE C Periament
(EO) Ne 765/2008, xato Te ce B3eMmarT NpEABUI IPHU OLCHSIBAHETO,
mocovyeHa B wieH 35. Ilpu mouckBaHe obOaye 3asBUTENAT NPEIOCTABS
LsUlaTa IOCOYEHA B IIbPBa allMHEs JOKYMEHTalus, 3a J1a JOKaXe Cras-
BAHETO HAa TE3U M3UCKBaHMUS.
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3. Hotuduumpanusar opraH akTyajusupa HocodeHata B maparpad 2
JIOKyMEHTAIUsl TIPU HACThIIBAHE HA CHOTBETHHUTE IMPOMEHH, 3a Ja Ce
Jajie Bb3MOXKHOCT Ha OpraHa, OTroBapsll 3a HOTU(HUIHUPAHUTE OPraHH,
na HaOJNroJlaBa M Jla TpOBEpsiBa Jalld Ce HM3IBIHIBAT HEMPEKhCHATO
BCHUYKM M3UCKBAaHHA MO mnpuioxenue VII.

Ynen 35

Oue]-mBaHe Ha 3asiBJICHUETO

1. Opranbt, OTroBapsIl 3a HOTH(HUIUPAHUTE OpraHH, MPOBEpsSBa B
cpok oT 30 mHM manu 3asBICHHUETO MO ujeH 34 € MBJIHO M H3MCKBa OT
3asBUTENS J1a MPEJCTaBH €BEHTYalHO JuIicBama uHpopMarmsi. Korato
3asBJIEHUETO € I'bJIHO, TO3M HAIMOHAJIEH OpraH ro usmpama Ha Komu-
cHATa.

OpraubT, OTroBapsil 3a HOTU(QUIMPAHUTE OPraHM, Hperiexna 3asB-
JIEHUETO M IpHJpYrKaBallaTa JOKYMEHTAlHs B CbOTBETCTBUE ChC COOCT-
BEHUTE CU NPOUEAYPH M U3rOTBA IPEABAPUTENIEH JOKIIAJ OT OLECHS-
BaHETO.

2. OpradbT, OTroBapsil 3a HOTHOHUUUPAHHTE OPraHH, MPEICTaBs
MpeBapuTeIHUs JOKJIAJ OT OlleHsBaHeTo Ha Kowmwmcusra, KOSATO
He3abaBHO ro mnpenaBa Ha KITMMU.

3. B cpok or 14 nHu OT mpeicTaBsiHETO, IOCOYEHO B Haparpad 2 oT
Hactosuus uneH, Komwucusra, 3aegno ¢ KI'MU, ompenenst rpyma 3a
CbBMECTHO OLIEHSIBaHE, CbCTaBEHA OT TpPUMa EKCIIEPTH, OCBEH aKo
KOHKPETHHUTE OOCTOSTENICTBA HE H3UCKBAT pa3ziInueH Opoil excrepTH,
n30paHu OT crnuchka 1Mo wieH 36. EAuH OT Te3W eKcrepTd € mpef-
craBuren Ha KomucusaTa M KoopauHupa OeHHOCTUTE HA Ipymnara 3a
CBBMECTHO OIEHsABaHE. JpyrmTe paBamMa EKCIIEpTH ca OT ABbP)KaBU
YIEHKH, Pa3IM4YHU OT AbpXKaBaTa WICHKA, B KOSATO € YCTAaHOBEH
OpraHbT 3a OLEHSABAHE HA CbOTBETCTBHETO, KOWTO € MOAAN 3asiBICHUETO.

I'pynarta 3a CBbBMECTHO OICHSIBAHE C€ CBHCTOM OT KOMIIETCHTHH
eKCIICPTH, KOMIICTCHTHH Ja OLEHsBAT NCHHOCTHTE MO OICH’IBAaHE Ha
CHOTBETCTBHETO M THUIOBETE M3JEIHs, KOHTO Ca MpPEAMET Ha 3asBie-
HHUETO, WM — OCOOCHO KOraTo MpoLeaypara IO OLCHSIBAHE € Hpe.-
mpuera B ChOTBeTCTBHE ¢ wieH 43, maparpad 3 — ocurypssa
BB3MOXKHOCT Jla C€ HalpaBH TMpaBUIHA TPElEHKa Ha KOHKPETHHUS
pobIIeM.

4. B cpok ot 90 nHM crex ompenensHEeTO Ha TpyraTa 3a ChbBMECTHO
OLICHSIBAHE TSI pas3Miiexaa JOKYMEHTAlMATa, NpPEACTaBeHa CbhC 3asiB-
JIEHUETO chriacHo wieH 34. I'pymara 3a CbBMECTHO OLIEHSIBAHE MOXKE
Jla TIpeJoCTaBH oOpaTHa MHGOPMAIMs WINA Ja TOWCKA pPa3sCHEHHE OT
oprasa, OTroBapsill 32 HOTU(GHUIHUPAHUTE OPraHU, OTHOCHO 3asiBICHUETO
U IUIAaHUPAHOTO OLCHSBAHE HA MCTO.

OprausT, OTroBapsil] 32 HOTUGHULIUPAHUTE OPraHu, 3a€HO C IpymaTa 3a
CBbBMECTHO OLICHSBAHE, IUIAHUPA M U3BBPILIBA OLICHSIBAHE HA MACTO HA
opraHa 3a OIlGHsBaHE Ha ChOTBETCTBHMETO, KOHTO € Mmojan 3asBICHHETO,
U aKko e Ienecho0pa3Ho, Ha MOACNCHHE WM OMM3IBIHUTE,
pasnonoxeH B Chbi03a MM U3BBH HEro, KOMTO Ie yyacTBa B Npolieca
Ha OLICHABAHE HA CHOTBETCTBHETO.

OueHsBaHETO Ha MACTO Ha IMOJAAIMs 3asBJICHHE OpraH ce PhbKOBOJHM OT
oprana, OTroBapsll 3a HOTH(MHULIUPAHUTE OPraHu.
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5. KoHncraranum OTHOCHO HecHa3BaHe OT CTpaHa Ha OpraHa 3a
OLICHSIBAaHE Ha CHOTBETCTBHETO, KOMTO € 1Mojaj 3asBICHUETO, HA M3UCK-
BaHusATa Mo npuioxenue VII ce uzmarat mo BpeMe Ha mpoleca Ha
OLICHSABAHE M c€ OOCHKIAT MEXIy OpraHa, OTroBapsm] 3a HOTH(UIN-
paHHUTE OpraHy, U IrpylaTa 3a CbBMECTHO OLIEHSBAHE, 32 J1a CE IOCTUTHE
KOHCEHCYC M Ja C€ HaMepu pElIeHHE B Cilydall Ha pasiuuaBallyd ce
CTaHOBHMIIA 10 OTHOILEHHE Ha OICHSBAHETO Ha 3asBJICHUETO.

B Kpasd Ha OLCHABAHETO HAa MACTO OpPraHbT, OTrOBapsll 3a HOTI/I(I)I/IHI/I-
paHUTE OpraHu, M3rOTBA 3a OpraHa 3a OLCHABAHC Ha CHOTBCTCTBUETO,
KOHWTO € rnoaaj 3asiBJICHUCTO, CIIMCbK HAa HCCHOTBECTCTBUATA, YCTAHOBCHU
B pE3yJiTaT Ha OLUCHABAHCTO, U PE3IOMUPpaA pe3yjiTaTa OT OLICHABAHCTO Ha
Trpynara 3a CbBMCCTHO OIICHABAHE.

Opl"aH'I)T 3a OLCHABAHEC HAa CHLOTBCTCTBHETO, KOWTO € rojan 3asBJICHUC,
npeacrtaBsg B OIPCEACJICH CPOK Ha HallMOHAJIHUA OpraH IJIaH 3a KOpHU-
THUpay U IMPEBaHTUBHU JICHCTBHS C 1IEJI OTCTpaHABaHEC HA HECHOTBETCT-
BHsATA.

6. B cpox or 30 mHM cien NPUKIIIOYBAHE HAa OLECHSIBAHETO HA MSCTO
rpymara 3a CHBMECTHO OICHSBAaHE J[OKyMCHTHPA BCHYKHA OCTaHAIH
pa3nMyaBalid Cce CTaHOBHWINA IO OTHOIICHHE Ha OICHSBAHETO W THU
U3Mpalia Ha OpraHa, OTrOBapPSIl 3a HOTH(HUIMPAHUTE OPTaHu.

7. Crmex xato TOJyYyd IUIaH 32 KOPHUTHpAlld M TPEBAHTUBHHU
JICHCTBUSL OT TOJAHs 3asiBJICHHE OpraH, OpraHbT, OTrOBapsIll 3a HOTH-
(unmpaHuTe OpraHW, MpeleHsBa Jajdd € HaMEepeHO MOJXOJAII0
pellieHHe 32 HEChOTBETCTBUSATA, YCTAHOBCHHU TI0 BPEMe Ha OIICHSIBAHETO.
B mnana ce mocouBa OCHOBHaTa NpHYMHA 3a YCTAHOBEHHUTE HECHOT-
BETCTBUSI M C€ JiaBa rpayk 3a M3MBIHCHUETO Ha BKJIFOUCHHTE B HETO
JICHCTBUSL.

Cren xaro mpueMme IUIaHa 3a KOPUTHPAIId W NPEBAHTHBHU JCHCTBUS,
OpraHbT, OTrOBapsL] 32 HOTH()UIMPAHUTE OPraHH, M3Mpalla TO3M IUIaH
7 CBOETO CTAaHOBHWINE IO HEro Ha Tpylara 3a ChbBMECTHO OIICHSIBAHE.
I'pynata 3a CBBMECTHO OILICHSBaHE MOJXKE Ja M3MCKa OT Oprasa,
OTroBapsill 3a HOTU(QHIMPAHUTE OPTaHH, JOMBIHUTEIHU MOSCHEHUS U
U3MCHCHUS.

OpraubT, OTroBapsil 3a HOTUGHULUUPAHUTE OPraHU, M3TOTBSI OKOHYA-
TEJHUA CU JOKJIaJ OT OLEHABAHETO, KOMTO ChIbpIKa:

— PE3YITATUTEC OT OLCHABAHCTO,

— MOTBBPXKJCHUE, U€ KOPUTHPAINUTE U INPEBAHTHBHUTE ACUCTBHA ca
pasrienaHd MO TOAXOJAIl HAa4YMH MW, TPH HEOOXOJMMOCT, ca
H3IBIHCHU,

— BCHUYKHM OCTaHAJIM pasjixuyaBalid C€ CTaHOBUIIA C TIpyInara 3a
CbBMECTHO OIICHABAHE W KOrato € IPHIIOXKHUMO,

— IpenopbuaHusi 00XBaT Ha NEHHOCTHUTE.

8. OprausT, OTroBapsIl 3a HOTU(QUIMPAHUTE OPTaHHU, MPeJaBa OKOH-
YyaTeNHUsl CU JOKIAaJ OT OLEHSABAHETO M aKO € IPHIOXKUMO, IIPOEKTa Ha
akta 3a omnpenensHe Ha Komwucusara, KIMU u rpynara 3a cbBMECTHO
OLICHsABAHE.
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9. I'pynmara 3a cbBMECTHO OleHsBaHE mpenacTaBs Ha Komwucusra
OKOHYATEJIHO CTaHOBMIIE OTHOCHO JOKJaJa OT OLIEHSBAaHETO, M3TOTBEH
OT oOpraHa, OTroBapsll 3a HOTH(QUIUpAHUTE OpraHd, M axko e
MPUJIOKUMO — OTHOCHO IPOEKTa Ha akTa 3a ompeaensHe, a0 21 aau
OT TIOJIy4aBaHETO Ha Te3M JOKyMeHTH, a Komucusara HezabaBHO mpenasa
okoHuatenHoto cranoBuine Ha KI'MU. B cpok ot 42 gum ot momy-
yaBaHE Ha CTAHOBMILETO Ha Ipyrara 3a cbBMecTHO oneHsBaHe KI'MU
u3Iu3a C Mperopbka IO IMPOEKTa Ha akTa 3a OIpejesiHe, KOSTO
OpraHbT, OTrOBapsIl 3a HOTU(QHIMPAHUTE OpraHU, HAUISKHO B3eMa
NpPEJBHJI C OTJIE/l Ha PEIICHHETO CU 3a OIpeJelisiHe Ha HOTU(QHIHPAHUS
OpraH.

10.  Upes axToBe 3a m3mbiHeHne KoMmucusra Moxe 1a mpueMa MepKa
¢ HNOAPOOHU IpaBUiIa 3a OLpPEAENsSHE Ha NPOLEAypUTe U JOKIaJuTe 3a
3aABICHHETO 3a ONPEEIITHE 0 WieH 34 U OIEHSIBAaHETO Ha 3asBICHHETO
[I0 HACTOSIIMA wWieH. Te3d akToBe 3a U3IBIHEHHE CE€ IPUEMAT B ChOT-
BETCTBUE C IMpolleypara IO pasriexjgaHe, nocoueHa B wieH 107,
naparpad 3.

Ynen 36

IHocouBane Ha ekcnepTH 3a CbBMECTHO OLICHsIBaHe HA 3asiBJIeHHUA 3a
HOTH(HIHPaHe

1. JIppxaBure wieHKd 1 KoMuCHsITa MOCOYBAT EKCIEPTH, KBATU(H-
[UpPaHK 32 OICHSBAHE HAa OPraHMTE 3a OLCHSIBAHE Ha ChOTBETCTBHUETO B
o0acTTa Ha MEAMIMHCKHUTE HM3/CIHs 32 WHBUTPO JHUATHOCTHKA, KOUTO
Jla yJacTBaT B JICHHOCTUTE, ITOCOYEHH B wieHoBe 35 u 44.

2.  Kommcmsita mommgepka CHHCBK Ha eKCHEPTHTE, ITOCOYCHH
cbriuacHo maparpad 1 OT HacTosmIMS 4YieH, 3aeAHO ¢ MHpOpManus 3a
TSIXHATA KOHKPETHA 00JAaCT Ha KOMIETEHTHOCT M EKCIIEPTHHU MO3HAHUSL.
To3u CHUCBK ce IPEeNOCTaBs Ha PA3IOJOKCHHE Ha KOMIIETCHTHHTE
OpraHd Ha JbP)KaBUTE WICHKH 4Ype3 eJIEeKTPOHHATa CHCTEMa, IOCOYeHa
B wileH 52.

Ynen 37

E3ukoBH HM3HCKBaHHUA

Benuku  OKyMEHTH, HW3UCKBaHM cbrilacHO wieHoBe 34 u 35, ce
ChCTaBAT Ha e3WK(IM), KOHTO(KOMUTO) ce ompeaessi(T) OT ChOTBETHATa
IbpKaBa WICHKA.

[Ipu mpunaraHeTo Ha IbpBa AlMHEA AbPKABUTE WICHKH pa3IiIeKaar
BB3NPHEMAHETO M H3IIOJI3BAHETO Ha 00MmOpa30dHupaeM e3WK B obyacTTa
Ha MeJIMIMHATA 3a [saTa ChOTBETHA JOKYMEHTAIMs WM 3a 4YacT OT
Hesl.

Komucusita mnpenoctaBs INpeBOAd HA JOKYMEHTALUATa CbIJACHO
yigeHoBe 34 u 35 wiaM Ha vyacTH OT Hes Ha OQHUHUATICH €3UK Ha
Cplo3a, KOHTO ca HEOOXOJWMH, 3a Ia MOXE MOKyMEHTAIlATa 1a €
JecHO pazbupaeMa 3a TpynaTa 3a CbBMECTHO OLICHSIBaHE, OIpe/esieHa
B CHOTBETCTBUE C WieH 35, maparpad 3.

Ynen 38
IIpoueaypa 3a onpeneisiHe H HOTHPHKAHSA
1.  JIppkaBuUTE YJICHKH MOTaT [a OMpPEICISAT SIUHCTBEHO OpPraHH 3a

OLICHSIBAaHE HA CHOTBETCTBUETO, 32 KOMTO € IMPUKIIOYMIO OLCHSIBAHETO
1Mo wWieH 35 W KOWTO OTrOoBapsAT HAa M3UCKBaHUATA TO mpuioxenne VI
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2. JlppxaBure wieHKH yBenoMsBaT KomwucustTa U  ocTaHamuTe
IbpXKaBH YICHKH 3a OpPTaHMTE 3a OICHABAHC HA CHOTBETCTBHETO,
KOUTO Ca OINPEJEIIIIM, KaTO U3I10JI3BaT eJIEKTPOHHATA CUCTEMA 38 HOTU-
(dunpane B paMKUTe Ha 0a3ara JaHHM Ha HOTH()HUIUpPAHUTE OpraHu,
pa3paborena u ynpasisBaHa oT Komucusara (NANDO).

3. B HoTuduKamnmsra siCHO Ce MOCOYBa, KaTO CE M3IMOJ3BAT KOJIOBETE,
nocoueHu B maparpa¢ 13 or Hactosmus wieH, OOXBaTbT Ha
JeHHOCTHTE, KaTo ce yKa3BaT JeHHOCTHTE IO OICHSIBaHE Ha CHOTBETC-
TBUETO, ONPEIENICHU B HACTOSILMUS PErJIaMEHT, U TUIOBETE M3JEIus,
KOUTO HOTH()UIMPAHUAT OpraH MMa IpaBoO Ja OLEHSBA, KAaKTo U, 0e3
Ja ce 3acsra wieH 40, BCHYKH yCIOBHUS, CBBP3aHH C OMPECTSIHETO.

4. Horudukanusara ce mnpuapyxkaBa OT OKOHYATEIHUsS MOKJIAm OT
OICHSABAHETO, M3TOTBEH OT OpraHa, OTTOBAPAIl 3a HOTHU(UIMPAHUTE
OpraHd, OKOHYAaTEJIHOTO CTaHOBMIIE Ha TIpymnara 3a CbBMECTHO
OlICHSIBaHE, MOCOYeHa B wieH 35, maparpad 9, W mpenopwpkata Ha
KI'MU. Koraro HoTH(uUIMpaIiaTa AbpKaBa WIEHKAa He ce cboOpasu ¢
npenopbkara Ha KI'MU, Ts npenocTtaBs Hajyie)kHa 00OCHOBKA.

5.  be3 nma ce 3acara uinen 40, HoTH(UIMpaIIaTa AbpXkKaBa 4YICHKA
uHpopmupa Kommucusita M OCTaHAIUTE IbPKABH HWICHKH 332 BCHYKH
YCIIOBHUS, CBBP3aHH C OIPEACIISTHETO, W MPENOCTaBs JOKyMCHTHH JOKa-
3aTEJICTBA OTHOCHO BBBEICHUTE IPABHIIA, KOMTO rapaHTUpaT, 4e HOTH-
GbuLmpaHuAT OpraH MOJJEKH HAa PEJAOBHO HAOJIOACHHE M 4e TOH Iue
HPOABIDKH JIa M3MBJIHIBA M3UCKBAHMATA MO npuiioxkenue VI

6. B cpok mo 28 nuu ot HOTH(DUKAIMATA, TOCOUYEHA B maparpad 2,
IbpkaBuTe uwieHKH win Komucusara MoraT 1a OTHPaBAT MHCMEHU
BB3paKEHMs, KaTO M3THKHAT apTyMEHTHTE CH 1O OTHOIIEHHE Ha HOTH-
(¢unmpanus opraH Wid HaONIOJEHHETO My OT CTpaHa Ha Oprasa,
OTroBapsll 3a HOTUGHULHUPAHUTE OpPraHu. AKO He ObJaT OTHpaBEeHH
Bp3paxkenns, Komucmsara myomukyBa B NANDO wnHoTudukamusrta B
paMKuTe Ha 42 1HM OT JaraTa Ha YBEIOMSBAHETO U CBHIVIACHO
naparpad 2.

7. Koraro appxaBa wieHka uin Komucusta NOBIUrHE Bb3paXKEHUsS B
cpoTBeTCTBHE ¢ maparpad 6, Komucusita otnacst Bpnpoca 1o KI'MU B
cpok or 10 nena ciex um3TMuaHe Ha cpoka mno mnaparpad 6. Cuen
KOHCYNTanus cbe 3anHTepecoBanute crpann KI'MU maBa cranoBumeTo
CH Hail-kbCHO B cpok oT 40 JHM cieJl OTHACSHETO Ha BBIIPOCa J0 Hesl.
Koraro KI'MU cwmsra, ue HOTHHKanMsATa MOXE Ja ObAe IpHeTa,
Komucusra s myonaukysa B NANDO B cpok ot 14 mHm.

8. Koraro KI'MU, cnex karo e Ouia KOHCYJITHPaHA B ChOTBETCTBUE C
naparpad 7, MOTBBPAM CBHIIECTBYBAIIO Bb3PAKEHUE WIH TOBIAUTHE
IpYro Bb3paKEHHE, HOTH(HUUpAIaTa IbpXKaBa WICHKA IPEACTaBs
mcMeH otroBop Ha cranoBumero Ha KIMU B cpok ot 40 mam ot
HOJIy4yaBaHETO My. B oTroBopa ce pasriexjar MOBJUIHATUTE B CTaHO-
BHUILETO BB3PKEHUS M C€ M3JaraT MOTHUBHUTE 3a PEUICHHMETO Ha HOTH-
(unmpamara abpkaBa UWICHKAa Jla ONpeNeNd WIH Ja He OIpeneNn
OpraHa 3a OLICHSBaHE Ha ChOTBETCTBUETO.

9. Koraro Hotuduuupamara IbpiKaBa WIEHKA pEIId Ja MOTBbPAU
pEIIeHNEeTO CH Ja OMpeJelH OpraHa 3a OIECHSBaHE Ha ChOTBETCTBHETO,
KaTO H3JI0KH CBOHTE OCHOBAaHHS B CBOTBETCTBHE C maparpad 8§,
Komucusara my6nukyBa Hotudukauusta B NANDO B cpok o 14 guu
OT YBEIOMSBAHETO CH.
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10.  IIpu nybnukyBanero Ha HoTH(uKkanusra B NANDO Komucusra
n00aBsi B €NEKTPOHHATA CHUCTeMa 10 WieH 52 mHdopmamusTa 3a HOTH-
¢ukanusta Ha HOTUQHUUMPAHUS OpraH 3aeJHO C JOKYMEHTHUTE,
nocoyeHH B maparpad 4 OT HAcTOSAIHUS WIeH, W CTaHOBUILETO H
OTroBOpa, MOCOUCHH B maparpadu 7 ¥ 8 OT HACTOSIIMS UICH.

11.  OnpexensiHETO cTaBa BaJUAHO B JICHS CJe] MyOJMKYBaHETO Ha
Hotu(ukanusta B NANDO. B nyGnukyBaHata HoTU(UKaLUs ce
mocouBa O0OXBaTHT Ha 3aKOHHATA JAEHHOCT 3a OICHSABAaHE Ha CHOTBETC-
TBHETO HAa HOTH(UIMPAHUS OpPTaH.

12. CpOTBETHHAT OpPraH 3a OICHSIBaHE HA CHOTBETCTBHUETO MOXKE Aa
M3MBIHABA (DYHKIMUATE Ha HOTU(QHIMPAH OpraH camMo CleJ KaTo OIpe-
JeISTHETO € CTAaHaJIo BaJUIHO B CHOTBETCTBHE ¢ maparpad 11.

13. Mo 26 moemBpm 2017 r. Kommcusara, upe3 akToBe 3a H3MBI-
HEHHE, CBbCTaBi CIHMCBK Ha KONOBETE M CBHOTBETCTBAILUTE THIIOBETE
U3JeNHs C Il Ja ce ONpeAeNd O0O0XBAaThT HA JCHHOCTHTE Ha HOTH(OU-
LUpaHuTe OpraHu. Te3u aKkToBe 3a U3IBJIHEHUE CE IPUEMAT B CbOT-
BETCTBUE C MpolleJypara IO pasriexjgaHe, nocoueHa B wieH 107,
naparpad 3. Komucusra, cien koncynrauus ¢ KI'MU, moxe na akrya-
JAM3Mpa TO3M CHHCHK BB3 OCHOBa, infer alia, na wH(OpManusra,
[OJIy4eHa OT KOOPAUHALMOHHHUTE NEHHOCTU IO 4ieH 44.

Ynen 39

UpenTtuguranmoHeH HOMepP M CIUCBK HA HOTH(UUUPAHUTE OPraHU

1. Komucusra onpenenst HASHTU(HHUKALMOHEH HOMEP Ha BCEKM HOTH-
¢umpaH opraH, 3a KOWTO HOTH(HKAIMATA CTaBa BAIMAHA CBHITACHO
uneH 38, maparpad 11. Ts ompenens camo eIuH MICHTH()UKAMOHECH
HOMEp, JTOPH KOTaToO OpraHbT € HOTH(HIMPAH CHITACHO HAKOIKO aKTa
Ha Csro3a. Korato ca ycmemHo oIpeneleHd B CBbOTBETCTBUE C
HACTOAIIMS ~ PETIIAMEHT,  OpPraHWTe, HOTHOUIUPAHH  CBITIACHO
Jupextusa 98/79/EO, 3ama3BarT MICHTU(HKANNOHHUTE HOMEPa, KOUTO
ca UM ONpENENeHH B ChOTBETCTBHE C MOCOUECHATa AUPEKTHBA.

2. Kowmucusra mpasu myOmuyno noctsiieH B NANDO cnucbka Ha
OpraHuTe, HOTU(QHIMPAHU CHIVIACHO HACTOSILNUS PErJIAMEHT, BKIIIO-
YHUTEITHO OINpENeNICHUTe UM HWICHTU(QHKAHMOHHU HOMepa, NeWHOCTUTE
M0 OIICHSIBAaHE Ha CHOTBETCTBUETO, KAKTO € ONPEJCICHO B HACTOSIIUS
periaMeHT, W THIIOBETEe W3IENHs, 3a KOHTO ca HoThuduimpanu. OCBeH
TOBA TSI ONOBECTSIBA TO3M CIHCHK M B €JIEKTPOHHATA CHCTEMa, IIOCOYEHA
B wieH 52. Komucusta mogabpika TO3W CIIUCHK aKTyaseH.

Ynen 40

Ha0mioneHne ¥ MoOCJHeIBAIIO OLEHsIBAHE HAa HOTH(UIHPaHUTE
opraHu

1.  Horuduiupanure opranu yBegoMsiBaT 0e3 3a0aBsiHe U HA-KbCHO
B CpoK OT 15 nHu oprana, oTroBapsiiy 3a HOTH(OUIMPAHUTE OpPraHu, 3a
CHOTBETHUTE IMPOMEHH, KOUTO MOraT Aa OKaXKaT OTPaXCHHE BBPXY
CHOTBETCTBHETO C HW3MCKBaHWsATA MO mnpuiokenne VII wimm Bbpxy
CMOCOOHOCTTA MM Jia W3BBPIIBAT JCHHOCTHTE MO OICHSBAHE HA CHOT-
BETCTBUCTO BBB BPB3Ka C HM3JCIHUSTA, 32 KOMTO Ca OWIM OIPEICIICHH.



02017R0746 — BG — 20.03.2023 — 003.001 — 44

2. Oprasure, OTrOBapsIM 33 HOTHU(GHUUUPAHUTE OPraHH, U3BHPIIBAT
HaOITIo/IeHNe Ha HOTU(UIIMPAHUTE OPTaHM, YCTAHOBEHM HA TAXHA TEPH-
TOpUs, W Ha TEXHUTE MOJEJIEHHs W MOAU3NBIHUTENH, 3a Ja Ce
rapaHTupa, 4Y€ T€ NpOAb/DKABAaT Ja CHa3sBaT MW3UCKBaHMATA M J1a
W3IIBJIHABAT 3aJb/DKEHMATa CH 10 HacTosmmusA perigameHt. Ilpm
MOMCKBAaHE OT CBOSI OpraH, OTrOBapfll 3a HOTHU(UIMPAHUTE OPTaHH,
HOTHGHIMPAHUTE OPTaHU TIPETOCTABAT IAJIaTa CHOTBETHA MH(MOPMAITHS
U JIOKYMEHTH, KOUTO ca HeoOXonumu Ha oprana, Komucusara u octa-
HAJINTE ABPKaBU YICHKH C II€Jl IPOBEPKAa HAa ChOTBETCTBUETO.

3. Koraro Komucusara wiu opranbT Ha IbpKaBa WICHKA MMOJAAAT JI0
HOTH(UIMpPaH OpraH, yCTAHOBEH Ha TEPUTOpHATA Ha Jpyra AbpiKaBa
YJIeHKa, WCKaHe, CBBP3aHO C OLEHsABAaHE HA CbOTBETCTBHUETO,
M3BBPIICHO OT TO3M HOTU(HIMPAH OpraH, T€ H3MpaiaT KOMmHe OT
HCKAHETO JI0 OpraHa, OTroBapsll 32 HOTU(HUIHMPAHUTE OpPraHH, HA Ta3H
Ipyra IbpkaBa wieHKa. ChOTBETHHAT HOTH(UIMPAH OpraH OTroBaps Ha
ncKaHeTo Oe3 3a0aBsHE M HAW-KbCHO B Cpok oT 15 muu. Oprasst,
OTroBapsill 3a HOTH(UIMPAHUTE OPTraHM, Ha AbPXKABa WICHKA, B KOSITO
€ YCTaHOBEH HOTH(GHULIHUPAHMAT OpraH, OCUTYpsIBa PasrIekKIAHETO OT
CTpaHa Ha HOTHU(HIMPAHUS OpraH Ha HWCKAHHATA, MPEJCTAaBEHH OT
OpraHuTe Ha JApyra Abp)KaBa 4ieHKa wix oT Komwucusara, ocBeH
KOraTto ChIIECTBYBa 3aKOHHO OCHOBAHME TOBa Jla HE CE HAIpaBH, B
KOHTO cilydaif BBIIPOCHT MOke aa ce otHece 1o KI'MU.

4. lloHe BeAHBX TONWIIHO OPTaHUTE, OTTOBApPSINU 3a HOTU(DUIU-
paHUTE OpraHu, OLICHSIBAT OTHOBO JIAJIM HOTU(UIMPAHUTE OpPTraHH, yCTa-
HOBEHU Ha ChOTBETHATA UM TEPUTOPHUS, U KOraTo TOBA € IeJIeCh0o0pa3HO
— MOJICJICHUATa W TOJM3ITBIHUTENIUTE, 32 KOUTO TE3W HOTH(UIMpaHH
OpraHW OTroBapAT, NPOABDKABAT Ja W3MBIHSABAT HM3UCKBAHUATA W
3aabbKeHusATa ¢ 1o npunoxenue VII. Tosm npernen BkiarouBa OJUT
Ha MSCTO Ha BCEKM HOTHU(HIMPAH OpraH U NMpH HEOOXOJAWMOCT — Ha
HETOBUTE TOACICHUS WU IO BIHUTEIIN.

OpraubT, OTroBapsll 32 HOTU(ULUPAHUTE OPraHU, U3BHPIIBA CBOMTE
JIEWHOCTH 1O HAONIOICHHE W OIEHSIBAaHE CHIVIACHO TOIWIICH IUIaH 3a
OLICHSIBAHE, 3a Jia TrapaHTHpa, Y€ MOXKe E(QEeKTHBHO Jla H3BbpIIBA
HaOJIFO/ICHUE Ha HENPEKbCHATOTO CIa3BaHE OT CTpaHa Ha HOTHU(H-
OUpaHusl OpraH Ha W3HCKBAaHMATA IO HACTOSAIIMS perjaMeHt. To3u
IUIaH ChAbPXKA MOTHUBUpPAH rpadMK 3a 4YecToTara Ha OICHSBAaHETO Ha
HOTH(UIMpPaHHUsS OpraH, M IMO-CIEIMATHO Ha CBBP3aHUTE C HEro
noneneHus U monusnbeiaHuTenn. OpransT npenactaBs Ha KI'MU u na
Komucusara TromumHms cH IUIaH 3a HaONIOJEHHMe WM OICHSIBaHE 3a
BCEKM HOTU(UIMPAH OpraH, 3a KOMTO OTroBaps.

5. HaOmomeHneTo Ha HOTU(GUIMPAHUTE OPTAaHH OT CTpaHa Ha OpraHa,
OTroBapsll 3a HOTU(QUIMPAHUTE OpPraHW, BKJIHOYBA OJUTH 4Ype3 NpPEKU
HaOMIONEHUsT Ha TMepCoHaj]a Ha HOTU(GHIMPAHUS OpraH, BKIIOYUTEIHO
Ipyd HEOOXOJMMOCT Ha IEPCOHaJa Ha IOJEICHUSNTA U IOJU3IIBIHH-
TeJWTe, 10 BpPEME Ha IMpolieca Ha OLEHJABaHE OT CTpaHa Ha TO3U
MepcoHaJ Ha CHCTeMaTa 3a yIpaBlIeHHe Ha KauyecTBOTO B OOEKT Ha
MIPOU3BOUTEIIS.

6. Ilpu HaGmomeHHeTo HAa HOTH(GUIMPAHUTE OPTaHH, OCHIIECTBSIBAHO
OT OpraHa, OTroBapsIl 3a HOTU(GUIMPAHUTE OPraHH, CE€ B3eMaT IPEIBH]
JaHHM, MOJTYYSHH OT HAJ30pa Ha Iazapa, MpociesIBaHeTO Ha Oe3orac-
HOCTTa M HaJ30pa cilell IyCKaHe Ha Ia3apa, 3a Jla ce CIIOMOIHE 3a
JTaBaHETO Ha HACOKM 110 JeHHOCTTa.

OpraubT, OTroBapsil 3a HOTU(GHULUUPAHUTE OPraHU, OCUTYpsIBA CHCTeE-
MaTHYHO TIpOCeAsBaHe Ha >KanOu U Apyra nHGOpMANus, BKIFOUYHTETHO
OT JpYrH Ibp:KaBU WIEHKH, B KOMTO MOKE Ja € IOCOYEHO HeCla3BaHe
Ha 3aibJDKEHMATA OT CTpaHa Ha JaJeH HOTU(ULUPAH OpraH WIN
OTKJIOHEHHE OT YTBBPJACHA WIH J0Opa MPaKTHKA.
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7.  OpraubT, OTroBapsu] 3a HOTU(QUIHUPAHUTE OPraHH, MOXKE B
JOTTBITHEHNE KBM PEINOBHOTO HAONIONEHHWE M OICHSIBAHETO HA MACTO
Jla IpaBU Mperyiefld ¢ KPaTKo MPEeIU3BECTHE, KAKTO M BHE3ANHU WU
HApPOYHM TIPETNIeNd, aKo TOBa € HEOOXOJMMO 3a paspelraBaHe Ha
KOHKpETEH IPOoOJIeM WU 32 IPOBEPKAa HA CHOTBETCTBHUETO.

8. Opransbt, OoTroBapsil 3a HOTUUIUPAHUTE OPTaHU, NIPABU TIPETIIe]
Ha HANpaBeHOTO OT HOTH(UIMpPAHUTE OpPraHU OICHSBAaHE HAa TEXHH-
yeckara JOKYMEHTAlUs, M IO-CHEIHaIHO Ha JOKyMEHTAllUsiTa BbHB
Bpb3Ka C OICHKA Ha JICHCTBUETO HAa IPOU3BOJIUTEIHNTE, KAKTO €
TOCOYEHO TO-TIOPOOHO B wieH 41.

9. OpraubT, OTroBapsl] 3a HOTU(QHIMPAHUTE OPraHH, TOKyMEHTHpA
W perucTpupa BCHUYKMA KOHCTATHPAHH CIy4aW Ha HECIa3BaHE OT CTpaHa
Ha HOTU(UIMPAHUS OpPraH Ha H3UCKBaHUsATA Mo mpuioxkeHue VII u
CJIe[IM 32 HABPEMEHHOTO M3IbJIHEHHWE HAa KOPUTHPAIIM U MPEBAaHTHBHU
necrBus.

10.  Iler roauuum cien HOTHGUKALUATA Ha HOTU(GUIMPAH OpraH MU
CJIe]l TOBA Ha BCEKH 5 TOJUHM OPraHbT, OTTOBApSII 32 HOTH()UIIUpAHUTE
OpraHu, Ha Jbp)KaBaTa WICHKa, B KOSTO € YCTAHOBEH HOTU(QUIMPAHUAT
opras, ¥ rpymnaTta 3a ChbBMECTHO OIEHSBaHE, ONpeiesieHa 3a LEeIUTe Ha
mporenypara 1o wieH 35, W3BbPIIBAT IPUIOCTHO  TIOCJIEABAIIO
OLICHSIBAHE, 3a J]a YCTAHOBAT Al HOTU(GHUIIMPAHUAT OPraH PO IbIDKaBa
Jla M3MBJIHSIBA M3UCKBaHUATA MO npuioxenue VII.

OpranbT, OTroBapsil 3a HOTU(UIMPAHUTE OpraHd, Ha Jbp)KaBaTa
YJIeHKa, B KOATO € YCTaHOBEH HOTH()UIMPAHUAT OpraH, MOXe ma
M3BBPLIM IPUIOCTHO IOCJIE/BAIIO OLEHSBAHE IPEIu AATUTE, MOCOYCHH
B I'bpBa aJMHEs, [0 UCKaHE HA HOTH(UIMpAHHUS OpraH WM KOTraTo, Bb3
OCHOBA Ha pe3yJTaTHTE OT T'OAMIIHOTO OLIEHSIBAaHE, N3BBPIUICHO B CHOT-
BeTcTBUE C maparpad 4 OT HACTOAIIMS WIEH, UMa OIaceHHs OTHOCHO
NPOIBKABAIIOTO CIa3BaHe OT CTpaHa HA HOTU(HIMPAHUS OpraH Ha
HU3UCKBaHUATa Mo npuioxkenue VIIL

LlsiocTHU MocieABaIlY OLEHSBAaHMs, KOUTO BEYe Ca 3alo4Hald Ipeau
11 mapt 2023 r., mpoabKaBaT J1a c€ U3BBPILIBAT, OCBEH AKO OPraHbT,
OTroBapsil 32 HOTHOUIUPAHUTE OPraHu, Ha JbpiKaBaTa WICHKA, B KOSTO
€ YCTAaHOBEH HOTH(MULIUPAHUAT OpraH, pelld Ja CIpe WIN IPEeKpaTu
TEKYyILIO M3BBPIIBAHOTO I[UIOCTHO IOCIJIEABAIIO OLEHSABAaHE, KaTO B3eMe
npeaBusl COOCTBEHHTE CU CPEJICTBA U CPEICTBATa HAa HOTUGHLUPAHUSL
OpraH, KOHWTO B€Y€ ca M3Pa3XOABAHU 3a IIOCIIEABALIOTO OlIEHSIBaHE,
KAaKTO M PEe3yldTaTUTE OT TOAMIIHUTE OLIEHSIBAHUS, U3BBPLIEHH B CHOT-
BeTcTBUE C maparpad 4 or Hacrosimus wieH. [Ipeau na crnpe wiu jaa
MpeKpaTH JaJeHO TEKyIIO M3BBPIIBAHO I[UIOCTHO MOCJIEBAIO
OLICHABAHE, OpraHbT, OTroOBapsll 3a HOTU(PUIUPAHUTE OPraHH,
M3CITyIIa ChOTBETHUSI HOTH(UIMPAH OPTaH.

11. Ha Komucusita ce mpemocTaBsi mpaBOMOIIMETO Ja IpHeMa JAele-
TMpaHd aKToBe B CbOTBeTCTBUE ¢ uneH 108 3a wu3MeHeHue Ha
naparpadg 10 oT HacTOSIMS WICH C Il MPOMsSHAa Ha 4yecToTara Ha
M3BBPIIBAHE HA IUIOCTHOTO IIOCJEIBALIO OICHSABAHE, IIOCOYCHA B
chiys naparpad.

12.  TloHe BemHBK TOJNUIIHO JbPKABUTEC YICHKH JOKJaJBaT Ha
Komucusata m wa KI'MUM 3a peifHoctHTe cM mo HaOmopeHwe H
OLICHSABAaHE Ha MSICTO HAa HOTU(GHMLUPAHUTE OPraHU U aKO € MPUIIOKHUMO,
Ha TEXHHATE TIOJNCNICHUS W TOAM3IBJIHHUTENH. JIOKIagpT ChABpKA
UHQOpPMAIU 3a pPE3YJITAaTUTE OT TE3M JEHHOCTH, BKIIIOYHTEIHO OT
neiiHoctuTe mo maparpad 7, u ce tperupa or KI'MU n Kommucwusra
KaTo MoOBepuTelIHAa WH(OpMalus; TOH o0avye BKIOYBA peE3lOMe, 10
KOETO c€ IPEeNOCTaBs MyOIUUYEeH TOCTBIIL.

Pestome Ha j10KiIaza ce BbBEKAA B CIEKTPOHHATA CUCTEMA, IOCOYCHA B
ujeH 52.
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Ynen 41

IIpersen Ha M3BHPIIEHOTO OT HOTH(HMIHUPAH OPraH OLEHSIBAaHEe Ha
TeXHHYECKATA JOKYMEHTAIHMS W HA JOKYMEHTAIUSTA BbB BPb3Ka C
OIlEHKA HA JIeHCTBHETO

1.  Opranbr, oTroBapsil 3a HOTUQUIHMPAHWUTE OpraHH, MpPaBU
Ipernea, KaTo 4YacT OT TEKYLIIOTO HaOMIoJeHHe Ha HOTH(UIMpaHHUTE
OpraHd, Ha MOIXOJSL] OpOil OICHSBAHWS, H3BBPIICHH OT HOTU(H-
LUpaHusl OpraH IO OTHOLIEHHE HA TEXHHMYecKaTa JOKyMEHTAallMs Ha
TIPOU3BOJIUTEINTE, U MO-CIEIUATHO HAa JTOKYMEHTAIUsITa BbB BpPH3Ka C
OLICHKA Ha JEHCTBUETO, C LEJ IPOBEPKA Ha 3aKIIOYCHUSTA, HAPaBEHU
OT HOTHU(HIMPAaHUs OpraH Bb3 OCHOBA Ha MH(pOpMAIUATa OT MPOU3BO-
qurtens. OpranbT, OTroBapsll 3a HOTH(GUIIMPAHUTE OPraHW, M3BHPIIBA
TE3H TNperjely KakTo OT Pa3CTOSIHUE, Taka M Ha MSCTO.

2. U3Bamkata OT Jocuera, KOWTO IIOJUIeKAT Ha Tperyiel B CHOT-
BeTCTBUE C maparpad 1, ce miuaHupa ¥ € NpeJCTaBUTEIHA 32 BCUYKU
TUIIOBE M3IETHS, M IO-CIELHAIHO BHCOKOPHCKOBHTE W3JACIUS, U
PHUCKOBETE, CBBP3aHU C TAX, CEPTUPUIUPAHU OT HOTUGHLUPAHUSL
Opra, ¥ € HAAJIeXKHO OOOCHOBaHA M MJOKYMEHTHpaHa B IUIaH 3a
CbCTaBsHE Ha W3BAJKH, KOWTO IpU IIOMCKBAaHE C€ IPEJOCTaBsi Ha
pasnonoxenne Ha KI'MU ot oprana, oTrosapsil 3a HOTUGHULUPAHUTE
OpraHy.

3. OprausT, OTroBapsIl 32 HOTH(GHUIMPAHUTE OPTaHH, IPABU IIPETJIe]
Ha TOBA JJIM OLICHSABAHETO € OWMJIO M3BBPIICHO IPABMIHO OT HOTH(HU-
IUpaHHUs OpTaH M IIPOBEpsABa MPHIOXKCHUTE INPOLEIYPH, CBBP3aHATA C
TOBa AJOKYMCHTaALMA W 3aKJIIOYCHHATA, HAIIpaBCHU OT HOTI/Iq)I/lI_II/IpaHI/lH
opra. IIpoBepkara o6XxBala TeXHHYECKATa JOKYMEHTALUSI Ha [IPOH3BO-
JMTEId U JOKYMCHTAaLlMsATa My BBbB BPB3Ka C OIIGHKA Ha JCHCTBHETO,
BBPXY KOHMTO C€ OCHOBAaBAa OIICHSABAHETO HA HOTH(UUMPAHHS OpraH.
ITpu nperneaure ce usnomnssar OC.

4.  Tlpernmenute ca ¥ 4acT OT MOCIEABAIIOTO OICHSBaHE HA HOTU(H-
nupaHuTe opraHu ceriacHo wieH 40, maparpad 10 u jmefiHocTHTEe 32
CBhbBMECTHO OIICHSIBAaHE, IMOCOYEHHU B wieH 43, maparpad 3. Ilpernenure
ce TPaBAT, KaTo C€ W3MOJ3BAT IMOAXOMSIIIN EKCIIEPTHH 3HAHMS.

5. B®b3 ocHOBa Ha JIOKIAJUTE OTHOCHO MPEMVIEIUTE U OLICHSIBAHETO HA
opraHa, OTroBapsil 3a HOTH(QUIUPAHUTE OpPraHW, WM Ha TPYNUTE 3a
CBBMCCTHO OIIGHSBaHE, Ha JaHHUTE OT omnmcanuTe B TimaBa VII
JNEHHOCTH TIO HAJ30p Ha Taszapa, Ipociie/isBaHe Ha OE30MacHOCTTa H
HaJa30p clejd IycKaHe Ha Ia3apa WM B KOHTEKCTa Ha TMOCTOSHHOTO
ClIeJICHe Ha TEXHUYECKUS Iporpec, WM Ha HaOelsI3BaHETO Ha
OMAaceHHss ¥ HOBOBBH3HHUKBAIIK BBIPOCH, CBBP3aHH C OE30MaCHOCTTA U
neictuero Ha wm3nenusata, KI'MW Moxxe na mpenopbua H3BaJKUTE,
W3BBPIIBAHM CHIJIACHO HACTOSIIMS WICH, Jia 00XBaIlaT MO-TOJSM HJIH
MO-MaJbK JsUI OT TEXHUYECKaTa JOKyMEHTALUs U JOKYMEHTALUATA BHB
BpB3Ka C OIICHKA Ha JICHCTBHUETO, OICHSABAHH OT HOTH()HUIUPAHHS OpPTaH.

6. IlocpenctBom akTOBe 3a M3MbIHEHHE KoMucusTa Moxke aa mprueme
MEpKH 3a ONpelelsiHe Ha MOIpOOHM IIpaBWia 3a Nperiela Ha OLECHA-
BaHMATA HA TEXHWYECKaTa TOKyMEHTAIlMs M Ha JIOKYMEHTAalHUsITa BBHB
Bpb3Ka C OIICHKa Ha JCHCTBHETO, MOCOYEHH B HACTOSIIMS YJICH, KaKTO
U CBBP3aHUTE C TOBAa JOKYMEHTH M KOOpAWHAIus. Te3nm akToBe 3a
W3MIBJIHEHHE C€ IIpueMaT B CHOTBETCTBHE C IpoLEAypara IO
pasrnexaane, nocodena B wien 107, maparpad 3.

Ynen 42
IIpomenn B ompeaeasiHeTO U HOTH(PUKANMATA
1. Opraubt, OTroBapsil 3a HOTH(PHUIUPAHUTE OpraHu, HHGOPMHUpa

Komucusta u JpyruTe IbpKaBH 4YICHKH 3a BCSKa MPOMsHA IO
OTHOILICHHE Ha ONPEIeNsTHETO Ha HOTH(HIUPAH OpraH.
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[Ipouenypure mo unenoBe 35 u 38 ce mpuiaraT MO OTHOLIEHHE Ha
pa3mmpsiBaHeTO HA 00XBara Ha JEWHOCTHUTE HAa HOTH(HUIUPAHUS OPTaH.

3a nmpoMeHH, pa3iMyHU OT pa3lIMpPSIBaHETO Ha 00XBaTa Ha JEHHOCTHUTE,
ce MpuiaraT HpoLexypHuTe, MMOCOYSHH B CIIEABAIIUTE Maparpadmu.

2. Komucusta He3abaBHO IyOJMKyBa HM3MEHEHaTa HOTU(HKALM B
uHpopmaimonHara cuctema NANDO. Komucusita He3a0aBHO BbBEk/1a
nH(OpManHUiTa 3a MPOMECHHUTE, CBBP3aHU C ONpPEACNISTHETO Ha HOTH(HU-
LUPaHUsl OpraH, B €JIEKTPOHHATa CUCTEMa, [I0COYEHa B WieH 52.

3. Ako HOTH(HIMpaH OpraH pelId Jia MPEKpaTH JCHHOCTUTE CH IO
OLICHsBAaHE Ha CHOTBETCTBHETO, TOM yBEJIOMSBa OpraHa, OTroBapsIl 3a
HOTH(OUIMPAHUTE OpPraHW, M 3aCETHATHTE IPOU3BOIAMTEIH BBH3MOXKHO
Hai-0bp30, a B cilyyall Ha IUIAHMPAHO IpPEKpaTsBaHe — €]lHAa IOAUHA
Ipenu TpekparsiBaHeTo Ha xeifHoctTra. CepTuUduKaTHTe Morar naa
OCTaHaT BaJUJHU BPEMEHHO 3a CPOK OT JIeBET Mecela Clied MpeKpa-
TSABaHE Ha JAEHHOCTTa Ha HOTU(UIMPAHUS OpraH, NpHU YCIOBHE 4e
Opyr HOTU(WIMPAH OpPraH MHUCMEHO € IOTBBPIWI, Ye Mie MoeMe
OTrOBOPHOCTTa 3a WU3JeIMATa, OOXBaHATH OT TE3U CEPTU(PUKATU.
HoBust notudumupan opran TpsiOBa Ja M3BBPIIM IIBJIHO OLECHSBaHE
Ha M3JeJIMATA, 3aCErHATH OT M3TMYAHETO Ha TO3W CPOK, Npeau H3Ja-
BaHETO Ha HOBM cepTH(duUKaTu 3a Te3u ycrpoiicra. Korato HoTHduUIM-
paHMAT OpraH € NpeKpaTwl JEWHOCTTa CH, OpPraHbT, OTroBapsil 3a
HOTU(UIMPAHUTE OpPraHU, OTMEHs aKTa 3a ONpECHIsHE.

4. Korato opraHbT, OTroBapsil 3a HOTH(QHUIMPAHUTEC OpraHH, ¢
KOHCTaTHpal, 4Ye AaJeH HOTHOHWINPAH OpraH Bede HE OTToBaps Ha
W3UCKBaHMATA, YCTaHOBeHM B npuiokenue VII, mnm He wu3mbiHsABa
3aBDKCHUATA CH, WM HE € W3IIBIHWI HEOOXOAMMHUTE KOPHUTHpAIIN
MEPKH, OpPraHbT CIUpa JEHCTBUETO HA aKTa 3a ONpENENsIHE, OTPaHNYaBa
o0 WIM M3LSUI0 WIM YaCTUYHO IO OTMEHs, B 3aBUCUMOCT OT CEPHO3-
HOCTTAa HAa HApyLIEHHETO Ha M3UCKBAHUATA WIM HAa HEU3IIBIHEHHETO
Ha 3agbipkeHusTa. CpoKbT Ha CIUPAaHETO Ha JCHCTBUETO HE
HaJIXBBPJIA €[HA TOJUHA, KaTO TOH MOXE Ja c€ YIABIKHU €IHOKPATHO C
OllE e/1Ha rOjMHa.

OpranbT, OTroBapsll 3a HOTH(QHUIUPAHUTE OpraHd, He3abaBHO
nHpopmupa Komucusata W JpYrHTe OBPXKABH WICHKH 32 BCSKO
CIHpaHe Ha JEHCTBHETO, OrpaHMYaBaHe WM OTMsIHA Ha aKTa 3a OMpej-
eIIsTHE.

5. Koraro geiicTBHeTO Ha aKTa 3a ONPEAEISIHETO € OUIIO CIPSHO WIU
OTPaHMYEHO WJIM aKTBT € OMJI OTMEHEH M3IPUIO WM YaCTUYHO, HOTU(H-
UPAHUAT OpPraH YBEAOMsBa 3aCErHATHTE MPOU3BOAUTENN HAH-KbCHO B
pamkute Ha 10 gHU.

6. B cuyuaii Ha orpaHnuaBaHe, CMpaHe Ha JACWCTBHETO WM OTMsHA
Ha aKkTa 3a OIpEeAeNsHEe OpraHbT, OTrOBapsll 3a HOTH(ULIHMpPaHUTE
Oprany, mnpejanpruemMa MoaXOASsIN MEPKH, 3a J1a OCUTYPH ChXPaHEHUETO
Ha JOCHEeTaTa Ha ChOTBETHHS HOTU(MLUPAH OpPraH, ¥ I'M NPEeJOCTaBs Ha
OpraHnTe HA APYTUTE IbP)KaBM WICHKH, OTrOBapsIid 3a HOTH(UIHN-
paHUTE OpraHW, KakTO M Ha OpraHUTe, OTTrOBapsIlM 3a Haja30pa Ha
nasapa, Ipu MOMCKBaHE OT TAXHA CTpaHa.

7. B ciyuyaii Ha orpaHWYaBaHe, CIMPAHE Ha JCHCTBHETO MM OTMSHA
Ha aKTa 3a OMpeJCNsHEe OPraHbT, OTrOBapsAIl 3a HOTHOUIMPAaHHTE
OpraHu:

a) OLEHsBa IOCIEeNUIHUTE 32 CEepTUPUKATUTE, W3JaJIEHH OT HOTU(H-
LUpaHKs OpraH;

0) mpencraBs Ha Kowmmcusta u OpyruTe Ibp)KaBH WISHKH JOKJIAT C
KOHCTaTallMUTe CH B CPOK J0 TPHU Mecela OT HOTH(PHUIMPAHETO 3a
MIPOMEHHNTE, CBBP3aHU C OIPEACISHETO;
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B) U3UCKBA HOTH(UUMPAHUAT OpraH Ja cope JAeicTBHETO WIM [Ja
OTHEME B pPAaMKHTe Ha pa3syMeH CpOK, OIpEeNeNieH OT OpraHa,
BCUYKM CepTH(HUKATH, KOMTO Ca M3[aJeHM HEOCHOBATENHO, C IIeN
Jla ce OCHTYpH OE30MacHOCTTAa Ha M3ZENHUATAa Ha T1a3apa;

I) BbBEXKJAa B CJIEKTPOHHATA CHCTEMa, I[IOCOYeHAa B WieH 52,
uHpOpMaLUs BBB BpPb3Ka ChC CEPTUPHKATUTE, 32 KOUTO € OHIIo
M3UCKAaHO CHHpaHe Ha JEHCTBHETO WM OTHEMaHE;

1) uHGOpPMHpa KOMIETCHTHHS OpraH 3a MEIHUIMHCKHATE H3JCius 3a
HWHBUTPO JIHWArHOCTHKa Ha [ObpiKaBaTa 4YJICHKA, B KOATO IPOU3BO-
JMTEJSIT MMa PErMCTPUPAaHO MSCTO Ha CTONAHCKa ACHHOCT, 4pes3
CIICKTPOHHATA CHCTEMa, II0COYEeHa B wWieH 52, 3a cepTH(HKATHTE,
3a KOMTO € OMJIO M3MCKAHO CIMpPaHe Ha JEHCTBHETO MJINM OTHEMaHe.
KoMIIeTeHTHHAT OpraH B3eMa CHOTBETHHTE MEPKH, KOraTo € HeoO-
XOJMMO Jia ce M30erHe NOTeHLMAIeH PUCK 3a 3/[PaBeTo WK Oe3omnac-
HOCTTa Ha MAIl[MeHTH, MOTPEOUTEIH U Jp.

8. C m3KIIOYeHHE HAa HEOCHOBATEITHO M3/AJICHUTE CepTH(OUKATH U B
CIIy4anTe, KOrato € OWJIO CIPSIHO MIIM OTPaHUYCHO NEHCTBHETO Ha aKTa
3a OmpenesHe, CEepPTUPHUKATHTE OCTaBaT BaIWAHH TIPH  CIETHUTE
o0cTosTENCTBA:

a) KOrato OpraHbT, OTTOBApsIIl 32 HOTU(GUIMPAHUTE OPTaHH, OTBBPIIH,
B paMKUTE Ha €IWH Mecell OT CIUPAHETO Ha ACHCTBUETO WM Orpa-
HUYaBAaHETO, Y€ HE ChIIECTBYBa MpoOJieM ¢ O€30MacHOCTTa IO
OTHOILIICHHE HA CepTU(GHUKATATE, 3aCerHATH OT CIHPAHETO Ha
ZLCP’ICTBI/ICTO WM OrpaHUYaBaHETO, W KOIraTO OpPraHbT, OTIrOBAPSIL
3a HOTU(HUIMPAHUTE OpraHd, Habeneku Tpaduk U JCHCTBUS, OT
KOMTO C€ OyakBa Ja JOBeJaT JO OTMsSHa Ha CIHPaHEeTO Ha
JCHCTBHETO WIIM OrPAHMYABAHETO; WITH

§

=

KOraTo OpPraHbT, OTTOBAPSII 32 HOTH(UIMPAHUTE OPTraHH, TTOTBBPAY,
4e HAMa Ja Ce W3/aBaT, M3MCHAT WM IIPEH3JaBaT CepTU(UKATH,
KOMTO MMAaT OTHOLIEHHE KBbM CIIMPAHETO HWIM OrpaHMYaBaHETO Ha
JIEWiCTBHETO, JOKATO Tpae TOBa CIUpAaHE WM OrpaHWYaBaHe Ha
JIEHCTBUETO, W OO0SIBH Jajii HOTU(UIMPAHUAT OpraH € crocoOeH la
MPOIBIDKH 2 HAaOJTI0JaBa M J1a OTroBapsl 3a ChIIECTBYBAIUTE CEPTHU-
(ukaTy, U3MaJCHU 3a CPOKa Ha CIUPAHETO WM OrpaHM4YaBaHeTo. B
cilydail d9e OpraHbT, OTrOBapsil 3a HOTH()UIMPAaHUTE OpraHw,
KOHCTAaTHpa, 4Ye HOTUGULUUPAHUAT OpraH HE € CHOCOOeH Ja
MOZTbPKA M3/QJICHUTE JeHCTBAlM CepTH(OHUKATH, B CPOK IO TPH
Mecella OT CHHPAHETO WM OlPAHUYABAHETO IPOU3BOJUTEIAT
npeaocTtaBsd Ha KOMIICTCHTHUS OpraH 3a MEAUIMHCKUTEC MU3ICIHA 3a
WHBHUTPO JMArHOCTHKA Ha Jbp)KaBaTa WICHKA, B KOSITO € pPEeruc-
TPUPAaHO MSCTOTO Ha CTONAHCKa JAEHHOCT Ha MPOU3BOAUTENS Ha
00XBaHATOTO OT cepTH(dUKATa H3JENHe, MUCMEHO IOTBBPKACHHE,
4e JApYyr KBadu(UIUpaH HOTU(QHUIMPAH OpPraH BPEMEHHO MoeMa
(yHKIMUTE 1O HaOJIO/JICHWE Ha HOTUQUIMPAHUS OpraH M
NpOIbDKaBa Ja OTroBaps 3a CepTH(UKATUTE IO BpeMe Ha CpoKa
Ha CIIMpaHC Ha ,Z[Cf/iCTBl/lCTO W OrpaHUYaBaHETO.

9. C u3K/IIOuYCHHE HAa HEOCHOBATEIHO H3/aJCHUTE CepTH(PUKATH U B
Clly4anTe, KOraTo akThT 3a OIpeJelisiHe € Ol OTMEHEH, cepTH(UKATUTE
OCTaBaT BaJMIHM 3a CPOK OT JIeBET Mecela INpH CIEAHUTE O00CTOs-
TEJNCTBA!

a) KOraTo KOMIIETCHTHHAT OpPTaH 32 MEIMIIMHCKUTE M3JICIIHS 32 HHBHTPO
JMarHOCTHKA Ha Jbp)KaBaTa 4ICHKA, B KOSATO € PErucTPUpPaHO
MSICTOTO Ha CTOMAHCKA JEHHOCT Ha IMPOM3BOIMTENS Ha H3/CIHETO,
00XBaHATO OT cepTU]UKaTa, HOTBBPAM, Ye HAMA IpobdieM ¢ Oe3omac-
HOCTTA 110 OTHOIICHHE HAa BBIIPOCHOTO H3ZEINHE, U
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6) npyr HOTU(UILMPAH OpPraH MHCMEHO MOTBBPIH, Ue Ie IT0eMe Heroc-
peacTBeHaTa OTTOBOPHOCT 32 TE3M HM3MENUS U IIe MPUKIIOYH OLCHS-
BAaHETO UM B PAMKHUTE Ha JBAHAJECET MECELd, CUUTAHO OT OTMsHATA
Ha aKTa 3a OMpeJeNsiHe.

I[lpu ycnoBusita, TOCOYEHH B [bPBAa  AIWHES, HAIHMOHAIHHAT
KOMIIETEHTEH OpraH 3a MEIUIMHCKUTE W3AeNus 3a HMHBUTPO [uar-
HOCTHKAa Ha JbpiKaBaTa YJIEHKAa, B KOSATO € PErHCTPUPAHO MSICTOTO Ha
CTONAaHCKa JEHHOCT Ha NMPOU3BOAMTESI HA M3JEIHETO, 00XBAaHATO OT
cepTudmKaTa, MOXKe Jla YABDKH CPOKa Ha BpPEMEHHATa BAJIUIHOCT Ha
cepTU(UKATUTE 32 JONBIHUTEIHU CPOKOBE OT TPH Mecela, KOUTO 00110
HE MOraT Jia HaJXBBPJIAT JBaHAJECET Mecela.

OpraubT WM HOTH(GUIMPAHUAT OpraH, KOWTO € moen (YyHKIHUUTE Ha
HOTHU(UIMPaHUs OpraH, 3acerHaT OT IMPOMsHATa, CBbp3aHa C ONpele-
JsiHeTo, He3za0aBHO yBenoMmsBa Komwucusra, Opyrute IbpiKaBH WICHKH
7 JIpYrHTe HOTU(HULIUPAHU OPTaHH 3a MPOMSHATA.

Ynen 43

OcnopBaHe HA KOMIETEHTHOCTTA HA HOTH(HUUPAHUTE OPraHU

1.  Kowmmucwusra, ceBMectHo ¢ KI'MH, mpoyuBa BCHUKH Cllydau, B
KOMTO TMIpeJ Hes Ca M3Pa3eHU ONAaCeHHs OTHOCHO HENPEKbCHATOTO
W3MBJIHEHHE, OT CTpaHa Ha HOTH(UIMpPAH OpraH WIH Ha €IHO WJIH
IMOBEYC OT HETOBHUTE IIOJACIACHUSA WM IOAU3IBIHUTCIN, Ha H3UCK-
BaHusATa mo mpuioxkenue VII wnm Ha BB3NOKEHHWTE MM 3aIbIDKEHUS.
Tst mpaBu HEOOXOJAUMOTO CHOTBETHHSAT OPraH, OTTOBApSI 3a HOTH(H-
LIUPaHUTE OpraHu, Aa Obae MHGOPMUPAH U Ja IOJIYyYH BB3MOXKHOCT Ja
MPOYYH TE3U OIMACCHUSI.

2. Ilpm nouckBaHe HoTH(HIHpaIIaTa AbPXKABA UWICHKA NPEIOCTaBS
Ha Komucusra usnara uHpopMmaunus IO OTHOLIEHUE HA OIPENEIITHETO
Ha ChOTBETHHS HOTHU(UIMPAH OpraH.

3. Komwucusara, ceBmectHo ¢ KI'MU, moxe pna 3amouyHe cropen
ciydasi Tpolie/lypara Ha OICHsSBaHe, ONMCaHa B wieH 35, maparpadu 3
u 5, KOraTo MMa OCHOBATEJIHM OINACEHUs 3a INMPOABIDKABAIIOTO ChOT-
BETCTBUEC Ha OaICH HOTI/I(i)I/IIll/IpaH OopraH WJIM IOACJICHUEC WU
MOJM3IIBIHATENl HAa HOTHU(QUIMPAHUS OpraH C M3UCKBAHUATA IO
npunoxxkenue VII u xoraro cuura, ye B NpPOy4YBAHETO Ha OpraHa,
OTroBapsill 3a HOTU(GHULIUPAHWUTE OpraHd, TE3M OIACeHUs HE ca
pasrielaHd LSUIOCTHO, WM TPU IOWCKBAaHE OT HAIMOHAJIHHUSA OpraH,
OTroBapsil 32 HOTU(QUIMPAHUTE OpraHu. J[OKJIaABaHETO U PE3yJITATUTE
OT TOBa OICHSBAHE Cle/IBAaT MPUHIUINTE, W3JI0kKeHu B wieH 35. Kato
JIpyra Bb3MOXKHOCT, B 3aBUCIMOCT OT CEPHO3HOCTTa Ha BbIpoca, Komu-
cusita, cbBMecTHO ¢ KI'MU, Moske 1a Tioucka OT opraHa, OTroBapsil 3a
HOTHU(ULIMPAHUTE OpraHu, JAa AOMNYCHE YYacTHE B OLEHABAHETO Ha
MACTO Ha Hal-MHOTO JBaMa EKCIIEPTH OT CIIMCHKA, ChCTABEH CBITIACHO
wieH 36, KaTo 4YacT OT IUIAHMpAHWUTE JEHHOCTH TO HAONIOJCHHE U
OlleHsIBaHE B CbOTBEeTCTBME ¢ ujleH 40 M Kakro € II0COYeHO B
TOJUIIHMA TUIAaH 3a OLeHsABaHe, onucaH B uieH 40, maparpad 4.

4. Korato Komucusita KOHCTaTupa, ue JIajJeH HOTH(UIMpAH OpraH
MOBEYE HE OTroBaps Ha M3MCKBAHUATA 3a OIpejelsHe, TS MH(OopMHUpa
HOTH(UIMpaIIaTa [Ibp)KaBa WICHKA 3a TOBa M OTHpaBsl HCKaHE
Ibp)KaBaTa WICHKA Ja MpeAnpueMe HEeoOXOAUMHTE KOPHTHPAIIN
MEpPKH, BKIIIOYHMTEIHO, aKO € HeoOXOJMMO, CIIUpaHe Ha ACHCTBHETO,
OrpaHMYaBaHE WM OTMSHA Ha aKTa 3a OINpEeAEeNIsIHE.
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Koraro app:kaBaTa WwieHKa HE NpeAnpHeMe HEOOXOIUMUTE KOPUTHPAILN
MEpKH, dYpe3 aKTOBe 3a W3NbIHeHHe Kommcmsara Mmoxe ma cmope
JefiCTBMETO Ha aKTa 3a OmNpeJessHe, Aa T0 OrpaHWYd HAM Ja TO
orMmeHn. Te3nm aKkToBe 3a M3MBIHEHHE Ce MPHEMaT B CHOTBETCTBHE C
mpoleaypara IO pasriexjaHe, mocoueHa B uwieH 107, maparpad 3.
Komucusara mndopmupa chOTBETHAaTa Abp)KaBa YICHKA 32 PELICHHETO
cu u aktyammupa NANDO u enekTpoHHaTa cHCTeMa, MOCOUYCHa B
yneH 52.

5. Kowmmucusta cimemu 3a ToBa IpUIaTa IMOBEpUTEIHA HHOpManus,
MONydYeHa II0 BpeMe Ha IPOydYBAHETO, Ha OBAe TPETHpaHa IIo
HOAXOAALL HA4YKH.

Ynen 44

IMapTHHOPCKH NPOBEPKH W OOMSIHA HAa ONUT MEKIAY OpraHuTe,
OTroBapsiiiy 32 HOTH(HIMPAHUTE OPraHu

1. Kowmmucusra ocurypsiBa HeoOXoauMara OpraHu3anus 3a oOMsHa Ha
ONMUT M KOOPJAMHALIMS Ha aJIMUHUCTPATUBHHUTE MPAKTHKH MEKIY
OpraHuTe, OTroOBapsIld 3a HOTHU(QUIMpaHWTE OpraHd. Tasu oOMsHA
00XBalla CJICIHUTE CIEMCHTH:

a) pas3paboTBaHe Ha JOKYMEHTH 3a Hal-IOOpHUTE NMPAKTUKU, CBEP3aHU C
JIeIHOCTTA HA OpraHWTe, OTrOBAPSIIM 32 HOTH()HIMPAHUTE OPraHu;

0) paspaboTBaHe Ha JOKYMEHTH C HACOKH 33 HOTH(HMIIMPAHUTE OPraHU
BbB BPB3Ka C IPUJIAraHCTO Ha HACTOALIUA PErIaMEHT,

B) oOydeHHe U KBaIU(UKAIMA Ha EKCHEPTUTE, IOCOUYEHH B wieH 306;

r) HaOJIOJICHUE HA TCHJCHIMUTE, CBBP3aHH C IMPOMEHHU B OIpeje-
JSIHETO W HOTH(UKAaUMUTE Ha HOTHQUIHMpAHUTE OpraHd, H
TEH/ICHIIMUTE B OTHEMAHETO M MPEXBBPJISHETO HA CEpPTUPHUKATU
MEXIY THX;

1) HaOIIOJCHHME Ha MPUIATAHETO W MPUIOKHMOCTTA Ha KOJIOBETE Ha
oOxBara Ha JeiiHocTuTe, ocoueHu B wieH 38, maparpad 13;

€) pa3zpaboTBaHE Ha MEXaHM3bM 3a NAPTHBOPCKU MPOBEPKU MEXKITY
opranute u Komucusra,

’K) METOIH 3a MH(pOPMHUpaHE Ha OOLIECTBEHOCTTAa OTHOCHO NEWHOCTUTE
10 HaOJIOJICHUE W HA/I30p Ha HOTH(UIMpPAHUTE OpPraHU OT CTpaHa
Ha opranute W Ha Komwucwusra.

2. OpraHure, OTrOBapsIIM 32 HOTU(QHIMPAHUTE OPraHU, ydacTBaT B
MApTHBOPCKM TMPOBEPKH HA BCEKH TPU TOAMHH 4Ype3 MeXaHH3Ma,
pa3paboTeH B choTBeTCTBUE C maparpad 1 or Hacrosiuus wieH. Te3u
MPOBEPKH OOWMKHOBEHO C€ W3BBPILIBAT YCIIOPEIHO CHC CHBMECTHUTE
OLIEHSIBaHMs Ha MsACTO, onucaHu B wieH 35. Karto npyra Bb3MOXKHOCT,
HAIMOHAJIEH OpraH MOXKe Ja m30epe Te Ja ce MPOBEXIAT KaTo YacT OT
JNEHHOCTUTE MYy 3a HaOJIIOJICHUE, TOCOYeHH B uieH 40.

3.  Kommucusara yuacTBa B OpPraHM3MpPaHETO M OKa3Ba IOJKpena 3a
[IpUJIaraHeTO Ha MEXAHU3Ma 33 NapTHbOPCKU IIPOBEPKH.

4.  KowmmcusTa M3roTBs TOIUIIEH 0000IIaBall JOKIaL 3a JEHHOCTHTE
M0 TAapTHBOPCKUTE MPOBEPKH, 10 KOWTO C€ MpenocTaBst MyOIn4eH
JIOCTBII.
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5. Upes akrose 3a usnbiaHenue Komucusra Moxe J1a npueMe MEpKH ¢
MOAPOOHM TpaBWia M TNPWIOKHAMU JOKYMEHTH 3a MEXaHH3MHUTE 3a
HapTHLOPCKU IPOBEPKU, OOYUCHUETO M KBalIU(UKALUATA, [TOCOYECHU B
naparpad 1 oT Hacrosmms wieH. Te3n akToBe 3a H3IBJIHCHHE Ce
mpueMaT B CbOTBETCTBHE C IIpOLieAypara MO pas3liIeXIaHe, I0COYEeHa B
uieH 107, maparpad 3.

Ynen 45

KoopauHanus Ha HOTH(QUUHMPAHUTE OPraHH

Komucusta ocurypsiBa Chb3JaBaHETO M OCHIIECTBIBAHETO Ha HEOOXO-
IUMaTa KOOPAMHALMS ¥ CHTPYAHHYECTBO MEXKIY HOTHPUIHPAHUTE
opranu moj (opMaTa Ha KOOPIMHAIIMOHHA TPyNa Ha HOTH(OUIMPAHUTE
opranu, nocoyena B wieH 49 or Permament (EC) 2017/745.

Hotudunupanure opraHu ChbIIaCHO HACTOSIIMS PErJaMEHT y4acTBaT B
paboTara Ha Ta3W rpyrma.

Ynen 46

Cnuchbk Ha CTAaHAAPTHUTE TAKCH

HOTI/I(I)I/IHI/IpaHI/ITe OpraHy U3roTBAT CIIUCHUN HA CTAHAAPTHUTEC TAKCHU 3a
H3BBPHIBAHUTC OT TAX }Ief/‘IHOCTI/I 10 OLCHABAHEC HAa CHOTBETCTBUCTO H
IpeaOCTaBAT Hy6JII/I‘-IeH JOCTBII O TE3U CIHCBHIMU.

I'JIABA V
KIACU®PUKALIUA U OHEHABAHE HA CHbOTBETCTBHUETO

Paszngen 1

Kaacudpukanusa

Ynen 47

Kuaacudukanmusa Ha uszgeausara

1.  Uspenusta ce paznmensat Ha kimacoBe A, B, C u D, xato ce B3emar
npesiBUl NPEIHA3HAUYCHUETO HAa U3AENUATa M IPUCHIIUTE UM PHCKOBE.
Kracugukarnusra ce U3BbpIIBa B CHOTBETCTBHE ¢ mprioxenue VIIL

2. Bcexu cnop Mexay NpPOU3BOAMTEN U CHOTBETHUS HOTH(UIMPAH
opras, MpouW3THUAIl OT mpmiaaranero Ha mpuioxenne VIII, ce otHacs
3a pelaBaHe Ipe]] KOMIICTSHTHHS OpraH Ha JIbpykaBaTa WICHKa, B KOSATO
MPOU3BOJUTENAT UMa PETMCTPUPAHO MACTO HA CTOMAHCKa JEHHOCT. AKO
MIPOM3BOUTEISAT HIMAa PETUCTPUPAHO MSCTO HA CTOMAHCKA JEHHOCT B
Cpro3a M Bce OLIe HE € ONpelNeNau YIBIHOMOLICH IPEACTaBUTEN,
BBIIPOCHT C€ OTHAcsl Tpel KOMICTEHTHUs OpraH Ha JIbp)kaBaTa
YIEHKa, B KOSTO YIBJIHOMOILEHUSAT MpPEACTaBUTEN IO pasgen 2.2,
BTOpa ajuHes, OykBa 0), TIOCJIEAHO THpE OT TpuiokeHue IX uma peruc-
TPUpPaHO MACTO Ha CTOHaHCKa jAeiiHocT. Korato HOTU(UIMPAHUAT OpraH
€ YCTaHOBEH B JbpKaBa WIEHKA, Pa3IMYHA OT Ta3W Ha MPOM3BOANTEINS,
KOMIIETEHTHHUST OpraH NpUeMa peIIeHHeTo CH, CleJ KaTo ce
KOHCYJITHpa C KOMIICTEHTHHMs OpraH Ha [IbpkaBaTa WICHKA, KOATO €
oIpesieNniIa ChbOTBETHUSI HOTH(HULIUPAH OpTaH.
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KoMmneTeHTHHAT opraH Ha JbpaBa YJICHKA, B KOSTO € PETUCTPUPAHOTO
MSICTO Ha CTOIAHCKA JCWHOCT Ha MPOU3BOIUTENS, choOmara Ha KI'MU
n Ha Komucusra B3€TOTO OT HEro perieHue. PemenneTo ce npenocrass
MpHU TTOWCKBAHE.

3. Ilo uckane Ha appxkaBa wienka Kommcusra, cien KOHCynTamus ¢
KI'MMU, B3ema upe3 aKT 3a U3MBIHEHUE PELICHUS MO CIIEIHUTE BBIPOCH:

a) npwiaradeto Ha npuwioxenue VIII kbM maneHo usnenue Wi Kare-
ropus, WIK Tpyna HM3/eNHs C 1eJ ONpeAessiHe Ha KiIacu(HKalusiTa
HM;

0) Ye JaJeHO M3JeNIUe WM Tpyla M3JIeNus ce Npekiacuuimpar 4pes
neporanus ot npuioxkenue VIII mo nmpuumHuM, cBbp3aHU ¢ 00IIECT-
BEHOTO 3/IpaB€ Bb3 OCHOBA Ha HOBM HAy4YHH JOKa3aTeJCTBAa WU Bb3
OCHOBa Ha MH(pOpMAIIUs, MOJIyueHa MPU MPOBEKIAHETO HA JCHHOCTH
o Tpocie/siBaHe Ha 0e30IMacHOCTTa W HAA30p Ha masapa.

4.  Komucusara Moxe ChILO Taka, IO cOOCTBEHa MHULMATUBA U CIIEJ
xoucynramus ¢ KI'MU, na B3ema upe3 akToBe 3a M3ITBIHEHUE PEIICHHS
0 BBIIPOCUTE, NOCcOYeHU B maparpad 3, OykBu a) u 0).

5. C umen ga ce rapaHTupa €IHAaKBOTO IpHUJIaraHe Ha IpPUIIOKEHUE
VIII u kato B3ema MpeaBUA CHOTBETHUTE HAYYHHM CTAaHOBHUIIA Ha CHOT-
BETHUTE HayuyHH KomuTeTH, Komucusra Moxe Ja mpHeMa akToBe 3a
U3IBJIHEHUE, JOKOJIKOTO TOBa € HEoOXOIMMO 3a paspellaBaHe Ha
BBIIPOCH, CBBP3aHM C pa3lUYHO TBIKYBaHE M C NPHIAraHeTo Ha
MPaKTHKA.

6. AxroBere 3a U3NIBJIHEHUE, IOcoueHU B maparpadu 3, 4 u 5 or
HACTOAINMS UJIeH, Ceé NpHeMaT B CBOTBETCTBHE C TPOIEAypaTa IO
pasriexnane, nocoueHa B wieH 107, maparpad 3.

Pasngen 2

OunensiBaHe Ha CbOTBETCTBHETO

Ynen 48

IIpoueaypu 3a oueHsiBaHe Ha CbOTBETCTBHETO

1. Ilpemm jna mycHaT Ha masapa M3JeIKe, NPOU3BOJUTEIIUTE OLIEHIBAT
CBHOTBETCTBHETO HA TOBA U3JEJIUE CHIVIACHO IPHIOKUMUTE IMIPOLEAYPH
3a OLIEHSBAaHE HAa CBHOTBETCTBUETO, M3JI0keHH B mpuioxenus X —XI.

2. OcBeH B cllyyauTe, CBbP3aHU C U3JEJIUs B CaMHUTE JIEUEOHU 3aBe-
JIeHUsI, TIPOU3BENICHN CBIVIACHO WiIeH 5, maparpad 5, mpenu 1a mycHaT B
JeficTBUE M3/eNne, KOeTO He € IyCHATO Ha Ma3apa, MPOU3BOAUTEIIUTE
OLICHSIBAT CHOTBETCTBHETO HA TOBA H3JCIUE CHIJIACHO MPUIIOKUMHTE
MPOLeTypH 32 OLICHSIBAHE HAa ChOTBETCTBUETO, U3JI0KEHHU B IPHIIOKCHUS
IX—XI.

3. IlpousBoaurenure Ha U3zeaus oT kiac D, pasnuyHu oT u3lenusra
3a W3cielBaHe Ha JEHCTBHETO, MOJJIEKAT Ha OLCHSBAHE HA CHOTBETC-
TBUETO CBIVIACHO IOCO4YEeHOTO B TiaBa I, rmasa II, ¢ u3kiroueHue Ha
pasznen 5, u rnasa III ot npunoxenne [X.

B nombiHeHHME KBM MpOLERYpHTE, MOCOYCHH B IbpBa AJUHEs, II0
OTHOIICHWE Ha W3JeNUsITa 3a CaMOTECTBAaHE W TECTBaHE HA MJCTO
MPOU3BOJUTEIIAT CJIE[Ba MpOLEIypaTa 3a OLEHSIBAHE HAa TEXHUYECKaTa
JIOKyMEHTaIus, yCTaHOBeHa B pazzaen 5.1 ot mpmiokenue [X.
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B JOIIBJIHCHUE KBM IMPOUCAYPUTE, IMOCOUCHU B IIbpBa U BTOpPaA aJIMHEA,
10 OTHOIIEHHE Ha CHITBTCTBALINTE W3/ENUSI HOTU(QHIMPAHUIT OpraH ce
KOHCYJITHpPA C KOMIICTEHTEH OpraH, ONPENENCH OT AbPXKABUTE UICHKU
cbriiacHo JlupektuBa 2001/83/EO wa EBporeiickus mnapiaMeHT M Ha
Cogera (1), wm ¢ EMA, IOKOJIKOTO € MPHJIOKKMO, B ChOTBETCTBHE C
nporeypara mno pasaen 5.2 or npuiioxenue 1X.

4.  TIpoussoxurenute Ha U3JENIUsA OT Kiac D, pa3nuuHu OT U3JEIUATa
3a M3IUTBAHE HA JIEWCTBUETO,MOIaT, BMECTO IIPOLEAypaTa 3a OLICHIBAHE
Ha CBOTBETCTBUETO, NPHUIOKUMA CbIJacHO maparpad 3, ma wuzbepar
[IpUJIaraHeTO Ha OLEHABAHETO HAa CBHOTBETCTBUETO IO NpHIOKeHHE X
B CbUCTAHME C OLECHSABAHE Ha ChOTBETCTBHETO IO mpuiioxkenue XI.

[lo oTHOmIEHHE HA CHI'BTCTBAILUTE H3/CIHS HOTHU(OUIMPAHUAT OpraH
HO-CIICNATHO C€ KOHCYJITHpAa C KOMIICTEHTEH OpraH, OIpeAeneH OT
IbpKaBUTE 4ieHKH B choTBercTBHE ¢ JupekrtuBa 2001/83/EO, mmm ¢
EMA, B 3aBUCHMOCT OT ciy4as, CbIJIaCHO IpOLEAypaTa, yCTaHOBEHA B
pazznen 3, OykBa K) OT NMpUIOKEHHE X.

5. Tlo-cnenmanHo u 6e3 jga ce 3acsraT 3aJb/DKCHHUSATA IO JIPYTHTE
MpoLIeAypH, TMOcOYeHn B maparpadgu 3 u 4, Koraro 3a H3IeNus, 3a
KOUTO efHa unu noBeue pedepeHtHu naboparopun Ha EC ca Owin
onpeneneHu cbriacHo wieH 100, HOTUGUIMPAHUAT OpraH, W3BHPIIBAIL
OLICHsBAaHE Ha CHOTBETCTBUETO, U3UCKBA €]lHA OT pedepeHTHUTe J1abo-
paropuu Ha EC na npoepu upe3 1a00paTOpHU N3MUTBAHUS TBHPISHOTO
OT TIPOU3BOAMTENS JEUCTBHE M CHOTBETCTBHETO HA M3JEIHETO C MPHUIIO-
sxkumute OC WM ¢ APYruTe pelleHus, U30paHu OT MPOM3BOIUTEINS, 32
Jla OCHUTYpH HHBO Ha OE€30MacHOCT M JICHCTBHE, KOETO € Hal-MaJKo
€KBUBAJECHTHO Ha I[IOCOYEHOTO B paszien 4.9 or mpuioxkenue IX u B
paszaen 3, OykBa i) or mpuioxkeHue X. JlabopaTopHHUTE W3MUTBaHUS,
U3BBPIIBAHU OT pedepeHTHa Jaboparopus Ha EC, ce chcpenorouaBar
O-CIICuaJIHO BBpPXY AQHaJIMTUYHAaTa n JWarHoCThu4YHaTa YYyBCT-
BUTEJIHOCT, KAaTO C€ H3IOJI3BAT HaW-TOOpUTE HAMMYHH pedepeHTHH
MaTepHaH.

6. B gombiaHeHHWe KBM  TpoLEAypaTa, TPHIOKUMA  ChIVIACHO
naparpadu 3 u 4, korato He ca Haymuue OC 3a m3genusitTa ot kinac D
M KOTaTO TOBa € ChILIO I'PBOTO CepTH(UIUpAHE 3a TO3H THUI U3JEIHE,
HOTH(UIMPAHUAT OpPraH ce KOHCYJITHpa ChC CHOTBETHATa EKCIepTHA
rpyna, nocoueHa B wieH 106 or Permament (EC) 2017/745 BbB
Bpb3Ka C JOKJIAJa Ha MPOU3BOAMUTENS 3a OLCHKAa Ha AedcTBUeTo. 3a
nenTa HOTHOUIMPAHHUAT OpraH IpeNCcTaBs NOKIaga Ha MPOM3BOIUTEIS
3a OIIEHKa Ha JICHCTBUETO Ha EKCIepTHATa rpyna B CPOK OT HET JHU OT
MOoTyyaBaHeTO My OT mnpousBoauTens. [log HabmromeHunero Ha
Komucusita chOTBETHHTE €KCIIEPTH JaBaT MHEHHE, B CHOTBETCTBHE C
pasnen 4.9 or npunoxenue [X wim pasgen 3, Oyksa i) OT IPUIIOKEHHE
X, B 3aBUCHMOCT OT ClTy4as, pea HOTU(GHULIUPAHUS OpraH B paMKHUTE Ha
CPOKOBETE 3a JaBaHE Ha HAy4YHO CTAaHOBHIIE OT pedepeHTHaTa Jiabo-
patopust Ha EC, KakTo € 0oCOueHO B CHOTBETHHTE pa3/IeIu.

7. IlpomsBonutenure Ha usaenaus ot knac C, pa3siIuuHU OT U3ACIUATA
3a M3NUTBAaHE Ha JEWCTBUETO, MOAJEKAT Ha OLICHSABAaHE Ha CHOTBETC-
TBHETO ChINIACHO nocodeHoto B rnasu I u III B C1 or mpunoxenue
IX, KkakTO M Ha OICHsABAHE HAa TEXHUYECKaTa JOKyMEHTAllMs CBIJIACHO
MOCOYEHOTO B pasfen 4 OT ChIIOTO IPWIOKEHHE, Ha Hal-Manko
enun < TpeNCTaBUTENICH 00pa3el] OT KAaTErOpHs M3JIEIHsL.

(") Hupexrusa 2001/83/EO wHa Espomelickus mnapaameHT u Ha CbBeTta OT
6 noemBpu 2001 r. 3a yTBBpKAaBaHe Ha Kojekc Ha OOLIHOCTTa OTHOCHO
JIEKapCcTBEHN MPOIYKTH 3a XyMmaHHa ymortpeba (OB L 311, 28.11.2001 r.,
ctp. 67).
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B JOMNBJIHCHUE KBbM TIIPOUCAYPUTE, IMOCOYUYCHU B II'bpBa ajlWHEsdA, I10
OTHOIICHHE Ha W3JeNUsTa 3a CaMOTECTBAaHE W TECTBaHE HA MSCTO
IPOU3BOJUTEINAT CJIE[Ba MPOLENypaTa 3a OLEHSIBAHE HAa TEXHUYECKAaTa
JIOKyMEHTaIus, yCTaHOBeHa B pazzaen 5.1 ot mpuokenue [X.

B nombinHeHHE KBbM MpOLEIypHUTEe, TOCOYEHH B IIbpBA U BTOpA ajMHEs,
M0 OTHOWIEHHE Ha CBHI'BTCTBAIIMTE H3JIENUsL, HOTHU(GHLIUPAHUAT OpraH
ClIe/IBa 3a BCSIKO M3JIENIME TpOoLeaypaTa 3a OLEHSIBaHE Ha TeXHHYEecKara
JOKyMEHTaIus, TpeaBuieHa B paznen 5.2 or mpuinoxkenue [X, u
rpujara mpoueaypaTta 3a OLEHSBAHE Ha TEXHHYecKaTa JIOKYyMEHTaIlus,
npensuzneHa B pasgenu 4.1 — 4.8 or npuinoxenue IX, kato ce
KOHCYJITUPA C KOMIIETEHTEH OpraH, ONPEIEICH OT JbpPKABUTE HJICHKH
B cvorBeTcTBUE ¢ JupektuBa 2001/83/EO, wmu ¢ EMA, B 3aBucuMocT
OT ciyd4asi, ChIJIaCHO MIpoIeaypara mo pasgen 5.2 ot npunoxenue [X.

8. TlpoumsBoaurenute Ha u3aenus ot kiac C, pa3aMyHU OT M3IeNHsTa
32 M3MUTBaHE HA [CHCTBHETO, MOrar, BMECTO Ipoleypara 3a
OIICHSIBAHE HA CHOTBETCTBHETO IO maparpad 7, na m3bepar mpuiiaraneto
Ha OLCHABAHCETO Ha CHOTBETCTBUETO IO MPUIIOKCHHUC X B cpueTaHHUE C
OIICHSIBaHE Ha CHOTBETCTBUETO IO MpHIOKeHHE X, ¢ M3KIOYCHHC Ha
paszen 5 OT CHIIOTO MPHIIOKCHUE.

[To oTHOIIEHHE HA CHI'BTCTBAIIUTE H3JCIHS HOTHUDUIMPAHHUAT OpraH
MO-CIIEMAIHO BBB Bpb3Ka C BCSIKO U3JAEIHE CE KOHCYITHpa C
KOMIIETCHTEH OpraH, OMPE/EICH OT IbPKAaBUTEC YWICHKH B ChOTBETCTBHE
¢ HupextuBa 2001/83/EO, wim ¢ EMA, B 3aBHCHMOCT OT cirydas,
CBIVIACHO TIpoOLIeAypaTa, yCTaHOBEHa B pa3aen 3, OykBa K) OT
npuiokenne X.

9.  IlpousBoauTenuTe Ha U3AEIMs OT Kiac B, pasnuunu oT mzgenusra
3a M3IUTBAaHE HA JEHCTBUETO, MOUIEKAT HA OLIEHSIBAHE HAa CHOTBETC-
TBHETO ChINIACHO nocodeHoto B rmasu 1 u III B C1 or mpunoxenue
IX, xakTo M Ha OLCHsABaHE HAa TEXHHUYECKATa JOKYMEHTAallUs ChIJACHO
paszzen 4 OT ChUIOTO NPUIOXKEHUE, HAa Hal-MalkO €IUH IpelICcTaBUTe-
neH € oOpasen OT KaTeropus M3JeIusL.

B jombnHeHME KBbM IpOLENypUTE, I[TOCOYEHH B II'bpBa alMHEs, IO
OTHOILCHHE Ha M3JCeNUsITa 3a CaMOTECTBAaHE M TECTBAHE HA MACTO
MIPOM3BOUTEIAT CIIEBA MpPOLEAypaTa 3a OLECHsSBAHE Ha TEXHHUYECKaTa
JIOKyMEHTaIus, yCTaHOBeHa B paszzen 5.1 ot mpuiiokenue [X.

10.  TIpom3BomutenuTe Ha WU3OENUsS OT Kiac A, pasJUuHH OT
W3JIeNUATa 32 M3IUTBAHE Ha JICHCTBUETO, JICKJIApUpPAT ChOTBETCTBHETO
Ha TPOAYKTHTE CH upe3 m3maBaHe Ha EC nmexmaparms 3a ChbOTBETCTBHUE
no wieH 17, cmen Karo ca M3rOTBWIM TEXHHYECKAaTa JOKYMEHTAIHs 10
npunoxxenus 11 u 111

Ako obaue Te3n M3IENus ce IMyCcKaT Ha Ia3apa B CTEPUIIHO ChCTOSHUE,
MPOM3BOIUTENAT Mpuiara mpoueaypure mno npuioxenue X umum XI.
VYdactuero Ha HOTH(UIHMPAHUS OpraH Ce OrpaHWYaBa JI0 ACIEKTHTE,
CBBpP3aHU C YCTAHOBSBAHCTO, TapaHTUPAHECTO W TIOAABPIKAHCTO Ha
CTEPUJIHU YCIIOBUSL.

11. Ilo oTHOLIGHWE HA W3ACIUATA 32 M3MUTBAHUS HA JICHCTBHUETO CE
TIpUIaraT U3UCKBAHUATA, YCTAHOBEHU B wWieHoBe 57—77.
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12.  JlppxkaBaTa 4iIeHKa, B KOATO € YCTAaHOBEH HOTU(GHULUPAHUAT
OpraH, MO Jla W3UCKBAa BCHYKH WJIM ONpPEIeTeHH NOKYMEHTH, BKIIO-
YUTEJTHO TEXHUYECKaTa JOKYMEHTALMs, JOKIAAUTe OT OJUTHU, OLCHSIBaHE
W MIPOBEPKH BBB Bpb3Ka ¢ mpoueaypute no naparpadpu 1—10, na 6baar
Hanu4yHU Ha oduumaneH(Hu) e3uk(un) Ha Cpbro3a, onpeneneH(1) oT Ta3u
IbpKaBa WIEHKa. AKO HSIMa TaKOBA M3UCKBAHE, IIOCOUCHUTE TOKYMEHTH
Tpsi0Ba a OBAAT HANMYHM Ha oduIraieH e3uk Ha CpIo3a, IPHEMIIUB 32
HOTU(UIMPAHUS OPTaH.

13.  Upes akroBe 3a wu3nbiHeHHe Komwucusita Moke jaa ornpenesns
HOAPOOHUTE TpaBWIa W TNPOLEIYPHHUTE AacleKTH ¢ Lel Ja ce
rapaHTHpa XapMOHU3UPAHOTO NpHIaraHe OT HOTH(UIMpaHUTE OpraHd
Ha TIPOLIEAYPUTE 32 OLCHSIBAHE HA CHOTBETCTBHETO IO OTHOIICHHE Ha
CIIEZIHUTE aCIeKTH:

a) yecToTaTa ¥ B3€MaHETO HA M3BAJKU IPU OLCHABAHE HAa TEXHUYECKAaTa
JOKYMEHTaIlusl BB3 OCHOBA HA IIPEICTAaBHTEIHH OOpa3smu CHITACHO
pasnmen 2.3, Tpera anuHes M paszgen 3.5 or mpunoxenue IX 3a
m3aenusara ot kiac C;

0) MHHMMallHaTa YeCTOTa Ha BHE3alHUTE OJUTH HAa MSICTO M H3IUT-
BaHMATa Ha 00pa3lmy, KOHTO C€ H3BBPLIBAT OT HOTU(GHULIUPAHUTE
OpraHu B CHOTBETCTBHE ¢ paznen 3.4 or npunoxeHue [X, xaro ce
OTYMTAT KJIACHT B 3aBUCUMOCT OT PUCKAa U TUIIBT WU3JIEIIHUE,;

B) YECTOTaTa Ha B3€MaHE Ha M3BAJIKU OT IPOU3BEJCHUTE W3ICIHS WIN
HNapTUAM u3zenus oT kiaac D, KouTo oa ce m3mpaTsiT Ha pedepeHTHa
nabopatopusi Ha EC, onpenenena cwrimacio wieH 100 B choT-
BeTcTBUE ¢ paznen 4.12 or mpunoxkenune IX wm pasmen 5.1 or
npunoxkenne XI; wumm

r) ¢usnueckure, 1aOOPATOPHUTE WIN JAPYTUTE W3MUTBAHUS, KOUTO
HOTH(UIMPAHUTE OpTaHM TPsAOBa Ja M3BBPIIBAT NPH H3IMHTBAHHATA
Ha o00pa3uyu, OICHSABAHETO Ha TEXHUYECKaTa JOKyMEHTauus |
W3CIEIBAHETO HAa TUMa ChrmacHo pasgemu 3.4 uw 4.3 ot
npuwioxenue IX u paszaen 3, OykBU €) U k) OT HpuiioxeHue X.

AKTOBETE 3a H3IIBIHCHHE, IMOCOYCHH B ITbPBa AIMHEs, C¢ IIpUCMar B
CBOTBETCTBHE C HpOIeaypara MO pasriexiaHe, mocoucHa B wieH 107,
naparpad 3.

Ynen 49

Yyactue Ha HoTUGUUIMPAHUTEe OPraHd B TMpoUeAypUTe 3a
OlleHsIBaHE HA CHOTBETCTBHETO

1. Koraro mporeaypara 3a OIICHSBaHEC Ha CHOTBETCTBHETO Haiara
YYaCTHETO Ha HOTU(HIUpPAH OpraH, MPOU3BOAUTEISIT MOXKE a MOAaje
3asBJICHHWE 10 HOTH(HUIMpAH OpraH MO CBOH M300p, MpPH YCIOBHE Ye
U30paHUAT HOTU(HIPAH OPTaH € ONpeesieH a U3BbPIIBA ACHHOCTUTE
[0 OIICHSBaHE HA ChOTBETCTBHETO BBB BPB3KA CHC CHOTBETHHUTE THUIIOBE
u3genust.  [IpOM3BOIMTENAT HE MOXE Jia I[0JaBa CIHOBPEMEHHO
3asBIeHHEe H J0 [Jpyr HOTH(QWIMpPAH OpraH 3a egHa | Chlla
IpoIe/ypa 3a OLICHSBaHE Ha ChOTBETCTBHETO.
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2. CbOTBeTHHMAT HOTHGUUUpPAH OpraH HHPOpPMHpa UYpe3 eJeK-
TPOHHATa CHCTEMa MO B WIEH 52 OCTaHaINTE HOTH(GUIMPAHU OPTaHH
32 BCEKM MPOU3BOJAUTEIN, KOHTO OTTEINIM 3asBICHUETO CH IpPeau
B3EMaHETO Ha pelIeHHne OT HOTH(UIMPAHUSA OpPTaH BHB BPB3Ka C OICHS-
BaHETO HA CHOTBETCTBHETO.

3.  Koraro nopasat 3asiBieHHe 10 HOTU(UIMPAH OpraH Mo naparpad
1, mpoM3BOIUTENUTE 3asIBSIBAT JNATM Ca OTTEIJIMIN 3asBICHHUETO CH IO
JIpYr HOTH(MHUIUPAH OpraH MPead B3EMAHETO Ha PEIICHHE OT BBIIPOCHHS
HOTHGUIMPAH OPraH W IPEIOCTaBAT WHAOPMALHS 338 BCSIKO IMPEIXOIHO
3asBJICHHE 32 CHIUIOTO OIICHSBAHE HA CHOTBETCTBHMETO, MO KOCTO € OHII
[IOCTAHOBEH OTKAa3 OT APyl HOTH(HUIMpPAH OpTraH.

4.  Hortudumupanusr opran MoKe Ja M3UCKBa BCSKakBa MHGOpManus
WM JaHHM OT TIPOM3BOAWTENSA, HEOOXOAWMH 32 IPAaBUIHOTO
U3BBpIIBAHE Ha M30paHaTa NpoleAypa 3a OlEHABAHE HA CBHOTBETC-
TBHETO.

5.  HortupunupaHute OpraHd W TEXHUST IEPCOHAT OCHIICCTBIBAT
HCﬁHOCTHTC II0 OLICHsBAHEC HA CBHOTBETCTBUECTO C Haﬁ-BHCOKa CTCIICH
Ha TNpodecHoHaTHa IOYTEHOCT W ¢ HeoOXomuMaTa TeXHHYeCcKa |
HayYyHa KOMIICTEHTHOCT B CHOTBETHaTa oOJacT M He TpsOBa jga ca
00eKT Ha HHWKaKbB HATHCK, HUTO Ja MOJIyYyaBaT KaKBHTO W Ja OWJIO
oOmnaru, 0coOeHO (HUHAHCOBH, KOWUTO OMXa MOIJIM Ja TMOBIUSAT Ha
TAXHATA TpEIEeHKa WIH Ha pe3ylTaTuTe OT TEXHHWTE MIEHHOCTH IO
OLICHSIBaHEe Ha CHOTBETCTBUETO, MMO-KOHKPETHO MO OTHOLICHHE Ha JTHIA
WIH TPYIH C WHTEPEC OT PE3yATATHTE OT TE3W JECHHOCTH.

Ynen 50

MexaHu3bM 32 KOHTPOJ Ha OLEHSIBAHETO HAa CHOTBETCTBHETO Ha
u3aeausa or kjaac D

1. Horubunmupanuar opraH yBeAoMsABa KOMIICTCHTHHS OpraH 3a
U3JaJIeHUTEe OT Hero cepTUu(UKaTu 3a U3enus oT kiac D, ¢ uskiodeHue
Ha 3asABIECHHUATA 3a JONBIHEHHE WIH MOJHOBSBAHE HAa CHIIECTBYBAIIH
cepTuUKaTH. YBEIOMSIBAHETO C€ W3BBPIIBA dYpe3 eJCKTPOHHATA
cucteMa IO wieH 52 W BKIIOYBA HUHCTPYKLUHMTE 32 yHNoTpeoda,
mocoueHn B pazgen 20.4 ot mpuiiokenue [, pe3romMeTo BBB BpPB3Ka C
0e3omacHOCTTa U JEHCTBUETO CBIVIACHO wieH 29, JoKIaja OT OLEHA-
BAHETO Ha HOTU(UIMPAHMS OpraH M KOTraTo € TMPUI0KHUMO — OT Jabo-
paTOpHHTE M3MHUTBAHMSA U HAYYHOTO CTAHOBHINE Ha pedhepeHTHaTa J1abo-
paropust Ha EC cbriacHo unen 48, maparpad 3, BTopa ajauHesl, KakTo U
KOTaTro € MPHIOKHMO — OT MHEHHATa, U3Pa3eHH B CHOTBETCTBHE C
unied 48, nmaparpad 4 or excrneprure no wien 106 or Permament (EC)
2017/745. B ciyuait Ha pa3nMyHN MHEHHS Ha HOTH(UIMpAHHS OpraH u
Ha eKCIEPTUTE Cce BKJIIOYBA M LSIOCTHA OOOCHOBKA.

2. KowmmerenTtHure opranu, u kKorato € nmpuioxumo — Komwucwusira,
MOraT TPH OCHOBATEIHH OIACeHWsl Ja MpUiarar JIOMBIHUTSITHH
npoueaypu B cboTBeTcTBHE ¢ uneH 40, 41, 42, 43 wimm 89 u ako ce
CMETHE 3a HEOOXOJMMO — Jia B3eMaT MOJAXOJSIIM MEPKH B CHOT-
BeTcTBHE ¢ wieHoBe 90 u 92.

3. KI'MMU, u xorato e mpmnoxkumo — Komwucusita, MoratT mpu OCHO-
BaTE/IHM OIACCHMsl Jia IOMCKAT HAayYyHO CTAHOBMIIE OT EKCIIEPTHHUTE
TPYIIH BBB BPB3Ka ¢ OE30IMaCHOCTTAa U JEHCTBUETO HA JAIEHO H3MIEIHE.
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Ynen 51

CepTHukaT 3a CHLOTBETCTBHE

1.  Ceprudukarure, U3AaJeHU OT HOTH(PUUIUPAHH OPraHU CHIIIACHO
npunoxennss IX, X wm XI, ca Ha odunuaneH e3uk Ha Cbro3a,
ompeJiesieH OT JAbp)KaBaTa YICHKa, B KOSTO € YCTAaHOBEH HOTU(UIIM-
paHuAT opraH, Wik Ha oduumaneH e3uk Ha Chro3a, MPUEMIIMB 32 HOTH-
¢unupanus opraH. MHHUMATHOTO ChIbpPXKAHHE HA CEPTHPHUKATHUTE €
ycTaHOBEHO B mpuioxenue XII.

2. CepTI/I(bI/IKaTI/ITe Ca BAJIMJHU 3a YKa3zaHHUsA B TAX CPOK, KaTO TOW HE
HaAXBBPJIA TICT T'OAWHH. Ilo nckane Ha MPOM3BOAUTEII BaJIMUIHOCTTA Ha
CepTI/I(bI/IKaTa MOXKE [1a C€ YABJDKU 3a JOIIBIIHUTCIIHU CPOKOBE, BCCKHU OT
KOUTO HE€ HAAXBBPJA IMCET TOAWHH, BB3 OCHOBA Ha MOCJICABAIIO
OLICHABAHE CBITIACHO MNPHUIIOKHUMUTE NPOLCAYPU 3a OLUCHABAHC Ha CHOT-
BETCTBHETO. Bcesiko JOIIbJIHCHUE KbM CepTI/I(bI/IKaT ocCTaBa BaJIMJTHO 10
HN3THUYAaHC Ha BAJIMJIHOCTTA Ha CHOTBCTHHUA CCpTI/I(I)I/IKaT.

3.  Hortudpuumpanure opraHm Morar Ja HajaraT OrPaHUYCHUS BbB
Bpb3Ka C IMpPEJHA3HAYEHUETO Ha JaJeHO H3JeNUe JI0 OIpeesieHH
IPYNU TALMEHTH WM MOTPEOMTENM WM Ja W3UCKBAT OT HPOM3BOIM-
TEJIUTE Ja W3BbPIIAT KOHKPETHH IPOYYBAHUS 3a MpOCIEAsBaHE Ha
JICHCTBUETO clle]] MyCKaHe Ha Ma3apa B CbOTBETCTBME C 4acT b or
npunoxenue XIII.

4.  Koraro HOTHGHIMPAaH OpraH yCTaHOBH, YC MPOU3BOIUTCISIT €
mpecTaHajg Ja OTroBaps Ha WM3HCKBAHMATA 10 HACTOSIIMS PETJIAMEHT,
Bb3 OCHOBA Ha IPHHIIUIIA HA TPOIOPLHOHAIHOCT TOH crmpa ACHCTBUETO
WIH OTHEMa W3[aJeHusl CepTU(UKAT WIM Halara OTPAHHUYCHHS BBPXY
HEro, OCBEH KOraTo ChOTBETCTBHETO C M3UCKBAHHUSITA CE€ OCUTYPH HUpe3
MOAXOMIIO KOPHTHPAIO JICHCTBHE, KOETO MPOM3BOMUTEISIT IPE/-
npueMa B paMKHTE Ha TOAXOJSIN CPOK, ONMpPEIeieH OT HOTU(HIUPAHUSI
oprad. Hotupuuupanust opran o00OCHOBaBa PELICHUETO CH.

5. HortupuumpanusT opraH BbBEXJa B €JIEKTPOHHATa CHCTEMa II0
gineH 52 Beska MHGOPMAIA, CBBpP3aHA C W3AJCHUTE CEPTU(UKATH,
BKJIIOUMTEITHO TEXHUTE U3MEHEHUS U JOIbIHEHUS, KaKTO U 3a cepTudu-
KaTUTE, YMETO JEHCTBHE € CIPSHO MM KOUTO Ca BB3CTAHOBEHU WIIU
OTHETH, WJIM YUETO M3J[aBaHe € OTKAa3aHO, KAKTO ¥ 3a OrpaHUYEHHsATa
Ha cepTudukarure. Tasu uHGOPMAIM € JOCTHIIHA 32 OOIIECTBEHOCTTA.

6. Ha Kommucusita ce mpenocraBsi IpaBOMOIIUETO Ja IpHeMa Jieje-
TUPaHN aKTOBE B CHOTBETCTBHE C wieH 108 3a mM3MeHeHWe Ha MUHU-
MaJIHOTO ChJAbpXKaHWE Ha ceprudukarure mno npuwioxkenue XII, kato
OTYHMTA TEXHUYCCKHUS MPOTPEC.

Ynen 52

EnexrponHa cucreMa 3a HOTUGQUUMPAHUTE OPraHd U 3a
cepTH(PUKATHTE 32 CHOTBETCTBHE

3a menuTe Ha HACTOSIIMS PErJaMeHT cleqHaTa uHdopmaius ce croupa
u obpabotBa ceriuacHo wieH 57 ot Pernmament (EC) 2017/745 B enek-
TPOHHATa CHCTEMa, Ch3[aJCHA CHITIACHO ITOCOYCHHUS UJICH:

a) CIHUCHKBT Ha MOJENICHHUATA MO wieH 33, maparpad 2;
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0) CHMCHKBT Ha EKCIEepTUTE Mo wieH 36, maparpad 2;

B) wuH(pOpMaIuaTa OTHOCHO HOTH(UKaIKsITa 110 wieH 38, maparpad 10,
U U3MEHEHUTE HOTH(UKALMKU, OCOUeHU B wieH 42, maparpad 2;

I') CIUCHKBT HAa HOTH(HIMpPAHUTE OpraHu 1o wieH 39, nmaparpad 2;

JI) pe3toMeTo Ha Jokiana no uwied 40, naparpad 12;

¢) HOTH(UKaIMUTE 3a OICHSBAHETO HAa CHOTBETCTBHETO U CEPTU(H-
katute 1o wieH 50, maparpad 1;

XK) CIy4auTe Ha OTHEMaHE WJIM OTKa3 IO 3asBJICHHSTA 332 CEpPTUPHUKATU
o uieH 49, maparpad 2 u pasgen 4.3 or npunoxenue VII;

3) uH(opManusTa OTHOCHO cepTuUdUKaTuTe IO uieH 51, maparpad 5;

1) PE3IOMETO BHB BPB3Ka ¢ 0E30IAaCHOCTTa M JEHCTBHETO IO wieH 29.

Ynen 53

CMmsiHa Ha HOTl/l(l)I/ll_ll/IpaHI/lﬂ OpraH II0 KeJIaHuE€ Ha NMPOU3BOAMUTEIA

1. B caydauTe, KOrato IpoU3BOAMUTEI NMPEKPATH JOTOBOPA CH C HOTH-
¢unupan opraH M CKIIOYU JOTOBOP C JIpyr HOTH(HUIUpPAH OpraH BbB
Bpb3Ka C OILEHSIBAaHETO HA CHOTBETCTBHETO Ha CBIIOTO U3JENHE,
noJpoOHUTE NpaBWiia 3a CMsSHATa Ha HOTU(QUIMPAHHUS OpraH SICHO ce
OIIPEIENAT B CHOPa3yMeHHe MEXIY NPOM3BOAUTEINS, BCTHIIBAILMS HOTH-
¢unmpan opraH M KOraTo € BB3MOXHO, HOTU(UIMPAHUS OpraH c
W3THYAIM TIpaBoMolus. ToBa cropasymMeHue oOXBala Hal-MaKo
CJICJIHUTE aCIIEKTH:

a) JaraTa, Ha KOSATO CepTU(UKATHTE, H3AAAECHU OT HOTUGHLUPAHUSL
OpraH ¢ M3THYAIN TIPABOMOIIHS, CTABAT HEBATUIHM;

6) nmaraTa, 10 KOATO MICHTU(UKALMOHHUAT HOMEP Ha HOTUGHLUPAHUSL
OpraH ¢ M3THYAIIW TIPABOMOIIHSA MOke 1a ObJe mocouBaH B HHMOp-
MauusTa, IPeJoCTaBsiHa OT IPOU3BOIUTEINS, BKIIIOUYUTEIHO B
PEKJIAMHHUTE MAaTEPUATIH;

B) IPEXBBPJISHETO HAa JOKYMEHTUTE, BKJIIOYUTEIHO acCHEeKTHTE BBbB
BpB3Ka C MOBEPUTENHOCTTA U IpaBaTa Ha COOCTBEHOCT;

I) JaraTa, cied KOATO 3a/auuTe IO OLEHsIBaHE Ha CHOTBETCTBHETO HA
HOTU(UIMPAHUS OpraH ¢ U3THYAIIU [TPABOMOIIHUS CE MPEIOCTaBAT Ha
BCTBHIBALINS HOTH(UIMPAH OpTraH;

Z[) MocCJCAHUS CEPUCH HOMEP MJIM HOMEp Ha IapTujara, 3a KOUTO HOCHU
OTI'OBOPHOCT HOTI/I(i)I/II_II/IpaHI/IﬂT Ooprad ¢ U3THYallu MPaBOMOIIUA.

2.  HorudummpaHUAT opraH ¢ U3THYANIN TPABOMOLINS OTHEMa CEPTH-
(uxatuTe, KOUTO € U3AANT 32 ChOTBETHOTO M3JENUE, HA JaTaTa, Ha KOSITO
T€ CTaBaT HEBAJINIHU.
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Ynen 54

I[eporauml OT mpoueaypurte 3a OlUeHABaHe Ha CbOTBETCTBHETO

1. Upes neporanust oT wieH 48 U MpU Ha/UISKHO 0OOCHOBAHO HCKaHE
BCEKH KOMIIETEHTEH OpraH MOXKE Jia pa3pelly IIyCKAaHeTO Ha rasapa Win
[yCKaHeTo B JEHCTBHE HAa TEPUTOpHATA Ha CHOTBETHATA [IbpIKaBa
YIEHKAa Ha JaJeHO H3JeIHe, 3a KOETO HPOLEJypHTE IO MOCOYCHHUS
4JIeH HE ca MPOBEJICHH, HO YHMATO ynorpeba € B MHTEpec Ha oOLiecT-
BCHOTO 37paBe MM 0E30IaCHOCTTA MJIM 3[PAaBETO Ha MAIlUCHTHTE.

2. HvpxaBata uneHka wuHpopmupa Komucusaita u ocraHamure
Ibp’KaBU YIEHKU 3a BCAKO PELIEHHE 3a pa3pellaBaHe Ha IIyCKAaHETO
Ha Iasapa WIM IIyCKaHETO B JICHCTBME HA M3JEJME B CHOTBETCTBHE C
maparpad 1, Korato paspemeHHeTO ce TpeaocTaBs 3a ymoTpeoda,
pasiIMyHa OT ynorpebara IpH €IUH MaLUEHT.

3.  Cnen ysenomsBaHe mo maparpad 2 OT HAcTOSIIMS 4WIEH, B
W3BBHPEIHU CIydYau, CBBP3aHU C OOIIECTBEHOTO 3[paBe Min Oe3omac-
HOCTTA WJIM 3[paBeTO Ha ManueHTHTe, KoMucuaTa Moxe upe3 aKkToBe 3a
M3IIBJIHCHUE J1a PA3IINPH 32 OIPAHUYCH CPOK BAJIHMIHOCTTA Ha pasperiie-
HHUETO, MPEJOCTABEHO OT JIbprKaBa WIEHKa B ChOTBETCTBHE ¢ maparpad 1
OT HACTOSILMUS 4YICH, Taka 4e Ja oO0xBaHe Teputopusra Ha Cblo3a, U ja
OlpeneNs YCIOBUSTA, NPH KOUTO H3JEIUETO MOXKE Ja ce IIycka Ha
masapa wii B aelictBue. Te3n akToBe 3a M3IIBIHCHHE CE IpUEMaT B
CBOTBETCTBHE C MPOLEAypaTa Mo pasriexaane, mocoueHa B wieH 107,
naparpad 3.

B cmemnm cinyyam W mpM HaAJIeKHO OOOCHOBAHM HAJIOKHUTEIHU
NPUYUHA BBB BpB3KAa CBC 3[paBeTo M 0€30MacHOCTTa Ha XopaTta,
Komucusita npuema akrtoBe 3a M3IBJIHEHHE C HE3a0aBHO NPUIIOKEHHE
B CHOTBETCTBHE C Ipolleaypara, nocoueHa B wieH 107, maparpad 4.

Ynen 55

Ceprudurar 3a cBo00aHA mpoaa:kda

1. 3a menuTe Ha M3HOCA M MO HMCKAaHE HA MPOU3BOAMTEN WM YIIBI-
HOMOIIICH IIPEICTABHUTET AbP)KaBaTa WICHKA, B KOATO MPOU3BOAUTEISAT
WIN YIOBIHOMOLICHUAT MNPCACTAaBUTCII HMMa PErucTtpupaHo MsACTO Ha
CTOITaHCKa JIEHHOCT, W3/aBa cepTH(HKAT 3a CBOOOMHA mpojaxda, ¢
KOHTO C€ yJOCTOBEepsiBa, Y€ HPOM3BOJUTEIAT WIH YITBIHOMOIICHUST
NPEICTaBUTEN, CIOpe] CIydas, HMa pPErHuCTPUpPaHo MACTO Ha
CTOIIAaHCKA JCHHOCT Ha HeifHa TEPUTOPHS M Y€ CHOTBETHOTO H3JCIHE C
MapkupoBka ,,CE®, HaHeceHa ChIi1acHO HACTOSALIUS PErJaMeHT, MOXe Ja
ce mpemnmara Ha masapa B Ceioza. B ceprudukara 3a cBobGomHA
nponax06a ce mocouBa 6azousT UDI-DI Ha u3nenuero, KakTo € mpea-
ocTaBeH Ha ©Oa3ara maHHM 3a UDI cerimacuo wien 26. Koraro HOTH-
¢unupan opra e u3nan cepTudUKAT chIyIacHO WwieH 51, B ceprudukara
3a cBOOOJHA Mpojaaxba ce MoCoYBa YHHKATHHIT HOMEp 3a HICHTU(H-
[UpaHe Ha cepTH(HKATA, U3NAACH OT HOTH(HIMPAHUS OPTaH, ChIIACHO
rnasa I, pazgen 3 ot mpunoxkenne XII.

2. Upes akroBe 3a wu3mbaHeHne Kommcuara Moke Ja yCTaHOBH
oOpazery Ha ceprudukatuTe 3a CBOOOAHA Mpojaxda, Karo B3eMe
MPEJBH]I MEKAYHApPOHATA TPAKTHKA [0 OTHOIICHHE HAa H3MOJI3BAHETO
Ha cepruduKaTUTEe 32 CBOOOHA Tpoaak0a. Te3n akToBe 3a M3IIbIHEHHUE
ce IpUeMar B ChOTBETCTBHE C MpOIEAypara MO KOHCYJITHpaHEe, Mpei-
BuaeHa B wieH 107, maparpad 2.
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I'JTABA VI

KJIWHAYHUA JOKA3ATEJCTBA, OIEHKA HA JEHCTBUETO H
U3MUTBAHUSA HA JECTBUETO

Ynen 56

Ouel-ma Ha HeﬁCTBHeTO U KJIMHHYHH J0Ka3aTe/JICTBA

1. IloTBbpxkKIaBaHETO HAa CBHOTBETCTBUETO C IPHIOKUMHUTE OOIIU
U3UCKBaHHA 3a 0€30MacHOCT U AeHCTBHE, YCTAHOBEHH B IPHIOKEHHE
I, mno-cmenuasHO OTHOCHO  XapaKTEPUCTUKUTE Ha  JEUCTBUETO,
nocoueHu B rimaBa I u pasgen 9 or mpuiokeHue I, mpu HOpManHU
yclnoBus Ha ymoTpeba Ha M3AENHETO MO TpeAHAa3HadeHHWe, KaKTO H
OLICHKaTa Ha B3auUMOJEICTBHETO(ATa) U KpbCTOCaHAaTa(UTe) peakius(u)
1 Ha IPUEMIIMBOCTTA HA CBHOTHOLIEHUETO MEXIY PHCKAa U IOJ3UTE,
KakTO € IOCOYEeHO B pazfaenu 1 u 8 or mpunoxkenue I, ce ocHoBaBaT
Ha HayyHa BaJMJHOCT, aHAJMTHUYHM JaHHU U JAHHU 33 KIMHUYHOTO
JEeHCTBUE, OCUTYpsBaIlY JOCTAaThbYHU KIMHUYHU JJOKA3aTEICTBA, BKIIIO-
YUTETHO, KOraTo € IPWIOXKUMO, CHOTBETHUTE [aHHH, IIOCOUCHH B
npunoxenue I11.

ITponU3BOIUTENAT YTOUHIBA 1 0OOOCHOBABA HMBOTO HA KIMHHYHHTE JOKA-
3aTeNcTBa, HEOOXOAMMH 32 JIOKa3BaHE Ha CHOTBETCTBHE C MPUIOKHMHUTE
0011 U3UCKBAaHMA 3a 0e30MacHOCT U JelicTBue. HUBOTO HA KIIMHUYHUTE
JIOKA3aTeJICTBa TPsOBa Jla € MOAXOIAIIO TPEIBH XapaKTEPUCTUKUTE Ha
U3/ICIIMETO M HErOBOTO MpeIHA3HAYCHHE.

3a Ta3u 1en NPOU3BOJAUTENINTE IUIAHUPAT, U3BBPIIBAT U JOKYMEHTHPAT
OLIEHKa Ha JEHCTBUETO B CHOTBETCTBUE C HACTOALIMS WIEH U yacT A oOT
npunoxxenue XIII.

2. KnuandaATEe JOKa3aTencTBa NOAKPECIIAT MNPEAHA3HAUYCHUECTO Ha
U3JCIIMCTO, KOCTO € JACKIIapUpaHO OT IMPOU3BOAUTEIIA, U CEC OCHOBaBaT
Ha HEIIPCKBCHAT IIPOLEC Ha OLCHKA Ha ﬂeﬁCTBHCTO, IIpoTHUYal CbriiacCHO
IJlJaHa 3a OILICHKAa Ha JICMCTBHETO.

3. B cbOTBETCTBHE C HACTOSLIMS WIEH U 4YacT A OT IMPUIIOKECHUE
XIII, npu oneHkata Ha ACHCTBMETO CE CIa3Ba OIpEAEICHa METOHO-
JIOTMYHO M3JbpKaHa IpoLeNypa 3a JOKa3BaHE Ha:

a) HaydYHaATa BaJUIHOCT;

0) aHaJMTUYHOTO JCHCTBHE;

B) KJIMHUYHOTO JICHCTBHE.

JlaHHMTE M 3aK/IIOYEHUATAa OT OLEHSBAHETO HAa TE3U EJIEMEHTH
CHCTABJIABAT KIMHUYHUTE JOKA3aTeNCTBA 3a TOBA M3zenue. KnuHnanure
JloKazaresnicTBa TpsiOBa Ja IOTBBPXKAABAT HAy4dyHO, IIPEIBHI ChBpe-
MEHHHUTE JOCTH)KEHHS B MEIMIMHATA, ye ThpceHaTa(uTe) KIMHUYHA(H)
nonza(u) 1e Obae(ar) mocTMrHaTa(M) M Ye M3IACIUETO € 0e30MacHO.
Knunuunurte poxasarencTBa, M3BEAEHM OT OLEHKAaTa Ha JEHCTBUETO,
MPEIOCTaBAT HAYYHO BAJMIHM TapaHIWH, Ye Ca CMA3eHU MPHIOKUMHTE
o0l M3WCKBaHUS 3a OE30MacHOCT W JICHCTBHE, IIOCOYCHH B
MpUIIoKeHue I, mpu HOpPMaHHM YCIIOBUSI Ha ymoTpeOa.

4.  TlpoBexxmaT ce H3NUTBAHUS Ha KIMHUYHOTO JEHCTBHE B CHOT-
BercTBHe ¢ dacT A, pazmen 2 ot npunoxenwe XIII, ocen ako e
HATJIC)KHO OHpaB,Z[aHO Ja ce pa3111/ITa Ha ,I[pyFI/I U3TOYHUIM HA OAaHHU
3a KIIMHAYHOTO JEHCTBHE.
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5. JlamHuTe 3a Hay4yHaTa BaJHJHOCT, JAHHUTE 32 AHAJIUTHYHOTO
JIEMCTBHE M JTaHHUTE 3a KJIMHUYHOTO JECHCTBUE, TAXHATA OLIEHKA M M3BE-
JIEHUTE OT OIlEHKaTa KJIMHUYHM JO0Ka3aTeJCcTBa C€ JIOKyMEHTHUPAT B
JIOKJTaja 3a OLIEHKAa Ha JeMCTBHETO, MOocoueH B yacT A, paszen 1.3.2
ot npunoxenue XIII. JlokmagbsT 3a olleHKa Ha ACHCTBHETO € 4YacT OT
TeXHUYECKaTa JOKYMEHTaIus, rmocodeHa B mpuioxkenue I, BB Bpb3ka
ChC CHOTBETHOTO H3JCIHE.

6.  OueHkara Ha JEHCTBHETO U JIOKYMEHTALUATA BHB BPb3Ka C Hes ce
aKTyaJln3upaT TMpe3 LEeJdusl eKCIUIOATallMOHEH CPOK Ha CHOTBETHOTO
W3/IeTHe C JaHHUTE, MOJyYeH! OT M3ITBIHEHUETO Ha IUIaHa Ha MPOU3BO-
JIUTeNs 3a TpocieisBaHe Ha JCHCTBHETO clie]] IMyCKaHe Ha ma3apa B
cpoTBeTCTBUE ¢ 4yacT b ot mpunoxenue XIII u miana 3a Ham3op ciexn
IyCKaHe Ha Tasapa no wieH 79.

JloknmaapT 3a OLIEHKA Ha ACHCTBHETO 3a m3aenusaTa oT kiac C u kiac D,
ce aKkTyaJM3upa Mpu HEOOXOIUMOCT, HO Hali-MaJikO BEIHBX B TOJMHATA
C JaHHUTE, IOCOUYEHU B I'bpBa anuHes. Pesromupanara uHpopManus BbB
BpbB3Ka ¢ 0E30MaCHOCTTA M JICHCTBUETO ChITacHO wieH 29, maparpad 1
Ce aKTyalu3upa BbB BB3MOKHO Hal-KpaThK CpOK, KOraro € HeoO-
XOJIMMO.

7.  Koraro e Heo0X0aUMO Jla Ce rapaHTHpa €JHAKBOTO IMpUJIaraHe Ha
npunoxkenue XIII, Komucusta, karo oTunTa HaAJIEKHO TEXHUUYECKUS U
Hay4HHUs [POTpec, MOXKeE Jla IprueMa aKTOBE 3a U3IBbIHEHHUE, JOKOJIKOTO
TOBa € HEOoOXONUMO 3a paspeliaBaHe Ha TMPOOJIEMH, CBBP3aHH C
pa3IMYHOTO THIKYBAHE W MPUIArAaHETO Ha IMpaKTHKa. Te3u aKToBe 3a
W3MIBJIHEHWE C€ IIpueMaT B CBHOTBETCTBHE C IpoLEAypara IO
pasriexnaane, nocodeHa B wien 107, nmaparpad 3.

Ynen 57

OO0mM M3MCKBAHUST 10 OTHOIIEHHE HA M3NMTBAHUATA Ha
JeliCTBHETO

1.  IlpomsBomuTensaT rapaHTupa, 4Ye HW3JEINETO 3a W3MHUTBAaHE Ha
JIEHCTBUETO OTroBaps Ha OOLIMTE M3MCKBAaHUS 3a OE30IacHOCT H
JIEHCTBUE, yCTAHOBEHH B NMPHJIOKEHHE [, ¢ M3KITIOYeHNe Ha acleKTHTE,
00XBaHATH OT M3IUTBAHETO HA JICHCTBUETO, U Ye MO OTHOIICHUE HA TE3U
aCTMeKTH ca B3E€THW BCHYKHU IMPEANa3HH MEPKU 3a 3aKpWiia Ha 3/paBETO H
0e30macHOCTTa Ha MAlMEeHTa, NOTPEOUTEIIsE U JIPYTUTe JIMLA.

2. Koraro e 1nenecbo0pa3HO, M3INUTBAHMATA Ha JEHCTBUETO ce
MIPOBEXIAT B YCJIOBHS, CXOIHH C HOPMAJHHTE YCJIOBHS Ha yrorpeda
Ha H3/ICIIHETO.

3. U3nuTBaHuATa Ha JACHCTBHETO C€ IUIAHUPAT W MPOBEXKAAT IO
TaKbB HAYWH, Y€ MpaBaTa, 0E30MMaCHOCTTa, JOCTOHHCTBOTO M OJaroche-
TOSIHUETO Ha YYacTHHLIWTE B Te3M HW3MUTBAHUS Ha JIEHCTBHETO ca
3alUTEHN U UMAT NPUOPUTET IIPE]] BCAKAKBU JAPYI'M MHTEPECH, a IOIy-
YEHWUTE JAHHU ca HAYYHO W3ABPKaHW, HANEKIHU U CTAOWIHU.

HznurBanusTa Ha ﬂeﬁCTBHeTO, BKJIFOUYUTCJIIHO TE3H, IIPU KOUTO C€

H3I10JI3BAaT OCTaHaJIn HpO6I/I, C€ MIpoOBEXKIAAT B CBOTBETCTBUE C IIPHUIIO-
JKUMOTO IIpaBO 3a 3allluTa Ha JaHHUTEC.

Ynen 58

)IOHBJ'IHI/ITCIIHH H3UCKBAaHUA 3a HAKOHU M3INUTBAHHUA HaA HeﬁCTBHeTO

1. Bcsko usnurBaHe HA JIEHCTBUETO:

a) IpHU KOCTO CC€ M3BHpPLIBA MHBA3WMBHO B3€MAaHC Ha l'lp06l/l CIMHCTBCHO
3a ICJIMTC HA HM3IIMTBAaHUATA Ha HCﬁCTBHCTO;
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6) KO€TO C€ sBsABa HWHTCPBCHIMOHAIIHO MU3NUTBAHC Ha KIWMHUYHOTO
,E[eﬁcTBPIe ChIJIaCHO ONPEACIICHUCTO B YJICH 2, TOYKa 46, W

B) IIpM TPOBEXKJAHETO HA KOETO C€ U3BBPIIBAT JIONBJIHUTEIHN
WHBAa3UBHHU TPOLEAYPU WM KOETO HOCH JPYrd PHCKOBE 3a Y4acT-
HUIIUTE B M3MMUTBAHUATA,

OCBEH u€ OTroBaps Ha M3UCKBaHMATA 1O uieH 57 u npunoxenue XIII,
ce IUIaHUpa, pas3pelaBa, MPOBEXKIA, PErMCTpUpa M JOKJIagBa B CHOT-
BETCTBHE C HACTOSILMUS WieH, wieHoBe 59—77 u npuioxenue XIV.

2. WsnurBaHWATa Ha JICHCTBHETO, BKIIOYBAIIM  CHITBTCTBAIH
u3aciyda, C€ IOoAYMHABAT HA CHIIMTEC M3MCKBAHHUs KaTO HM3IIMTBaAHUATA
Ha JeiicTBueTo, n30poeHu B maparpad 1. ToBa He ce mpuiara 3a M3MHT-
BaHMATA HA JIEHCTBUETO, BKIOYBAIIM CHITBTCTBAIIM U3/CIHUS, TIPH KOUTO
Ce M3IO0JI3BAaT CaMO OCTAaHAJIW MPOOM, HO KOMIICTCHTHHSIT OpPraH ce
YBEIOMsIBA 32 TAaKWBA M3MTUTBAHMSI.

3. MznuTBanusTa HA JEHCTBUETO noJJjie)kat Ha nperijiea Ha CbOTBET-
CTBUCTO C HAYYHUTC U CTUYHUTEC CTAaHHAAPTH. Hpernemﬂ Ha CBOTBETC-
TBHCTO C €THYHHUTC CTAaHOAPTU CC HM3BBHPIIBA OT KOMHUCHA II0 €THUKA B
CbOTBETCTBUEC C HAIIMOHAJIHOTO IIPaBO. I[Lp)I(aBI/ITe YWICHKU rapaHTUpar,
Y€ MpOoucaAypUTE 3a MPErjaca OT KOMHUCHUUTE IO €THKa Ca CbBMCCTUMH C
MIPOUCAYPUTEC, YCTAHOBCHU B HACTOAIIMA PCETIIAaMCHT 3a OLCHSBAHC Ha
3a4BJICHUCTO 3a Pa3spClUICHUC Ha U3IIUTBAHC Ha I[CI‘/’ICTBI/ICTO. B nperiaena
Ha CBOTBCTCTBUETO C CTUYHHUTC CTAaHIAAPTHU Yy4dacCTBa Hak-MaJKo CIIVH
HECHICIUAIUCT.

4. KoraTto CroHCOpPBT Ha M3NUTBAHE HA JCHCTBUETO HE € YCTAHOBEH
B Cbl03a, TOH TapaHTHpa HAJMYUETO HAa (PU3NYECKO WK HOPUIMYECKO
nuune, ycraHoBeHO B Cbro3a, KOETO € HEroB IpejcTaBuTest. Tosu mpen-
CTaBUTEN € OTrOBOPEH 3a CMA3BaHETO Ha 3aJb/DKCHUSTA Ha CIOHCOpa
CBITIACHO HACTOSIIMS PErJaMeHT M € ajpecaT Ha BCUUKH CHOOLICHHS 32
CIIOHCOPA, NPEABUCHNU B HACTOSIIMS periaMeHT. Besko choluieHue 10
MPECTaBUTENS Ce CYMTA 32 CHOOIIEHHE 0 CIIOHCOPA.

JIbprkaBUTE YJICHKH MOTaT Ja U30epar Ja He Mpuiiarat bpBa ajauHes Mo
OTHOIIICHHWE HA W3MUTBAHUSA HA JEHCTBUETO, KOUTO IE C€ IMPOBEKAAT
caMO Ha TSIXHA TEPUTOPUS WM HA TAXHA TEPUTOPHUS U HA TEPUTOPHSITA
Ha TpeTa HObp)KaBa, akO TapaHTUpPAT, Y€ CIOHCOPBT HMMa — IO
OTHOIIIEHHE Ha JaJ€HO W3MNUTBAaHE Ha JEHCTBUETO — Ha-MajKo €THO
JUIE 332 KOHTAaKT, YyCTAHOBEHO HAa TAXHA TEPUTOPHSA, O KOTOTO Ja Ce
aZipecupar IMpEeJBHJIEHUTE B HACTOSILUS pErJIAMEHT ChOOLICHUS 3a
CIIOHCODA.

5. MsnutBaHe Ha AelCTBHETO, KAaKTO € IMOCOYeHO B maparpad 1,
Mo)ke Ja ObJe MPOBEICHO CaMO aKO Ca M3MBIHEHH BCHUYKH YCIOBHS
0-J1011y:

a) U3NMTBAHETO Ha JCHCTBMETO 3aBHCU OT pa3pelleHHe OT IbpiKaBa-
Ta(uTe) WieHKa(h), B KOSATO(KOMTO) Ie ObAE H3BBPIICHO H3IHUT-
BaHETO Ha IEHCTBHETO, B CHOTBCTCTBHE C HACTOSIINS DPETJIAMEHT,
OCBEH aKO He € MOCOYEHO JPYro;

6) KOMHUCHA II0 €THKa, Cb3JaJ€Ha B CBHOTBCTCTBHC C HAIIMOHAIHOTO
npaBo, HE € JaJla OTpHUUATCIIHO CTaHOBUIIC BHB BPB3Ka C MU3IUT-
BAHCTO Ha HeﬁCTBHeTO, KOE€TO € BaJIMIHO 3a IgiilaTa IbpXKaBa
YJIeHKA ChIJIACHO HEHMHOTO HAIMOHAJIHO paso;

B) CIIOHCOPHT WJIM HErOBUST NPEACTAaBUTE] WM JIMIE 32 KOHTAKT
chritacHo naparpad 4 e ycraHoBeH B Chio3a,

I) ySI3BUMHUTE IPYNHM OT HACEJICHUETO M HMHIUBHIYAJIHUTE YYaCTHULU
ca MOJXOJSAII0 3allUTeHH B CHOTBETCTBHE C WIEHOBE 59—64;
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)

)

M)

H)

OYaKBaHUTE MOJI3M 32 YYACTHUIUTE WM TOJ3HUTE 33 OOIICCTBEHOTO
3[[paBe OIpaBAaBaT IPEIBUANMUTE PUCKOBE U HEYHOOCTBA, Karo ce
M3BBPIIBA TMMOCTOSHHO HAOIIONCHHE HA CHOTBETCTBHETO C TOBA
ycJIoBHE;

YYaCTHHKBT WIIM, aKO TOW He MOXe Ja najae HHOOPMUPAHO
ChbIVIACHE, HETOBUSAT 3aKOHHO OIpENEeNeH IpeACTaBUTeN, € Jall
UHPOPMHUPAHO CHIVIACHE B CHOTBETCTBHE C WiICH 59;

Ha yYaCTHHUKA WITH, aKO YJaCTHUKBT HE MOXKe Ja Aajae HHGOpMUpaHO
CBIJIACUE, HA HErOBUs 3aKOHHO OIpeJeNeH IMpPeACTaBUTEN ca Oumiu
IIPEIOCTaBEeHN AAHHUTE 3a KOHTAKT Ha OOpa3yBaHHUE, KBIECTO MOXKE
Ja Oble MoydyeHa JONbIHUTENHA MH(OpMaIMs B Clydail Ha HEoO-
XOJIUMOCT;

[pPABOTO Ha yYacTHHKA Ha (DM3MYECKAa M ICHXHYCCKA HEMPHKOCHO-
BEHOCT, Ha JIMYEH XUBOT M Ha 3allUTa HA JAHHUTE, OTHACSIIH CE IO
Hero, B cboTBeTcTBHE ¢ JupektuBa 95/46/EO, e rapaHTupaHo;

M3MUTBAHETO HA JCHCTBHETO MMa 3a LET Ja CBEAC J0 MHUHHMYM
Goinkara, quckom@opra, cTpaxa M BCAKAKbB APYT MPEABHIMM PUCK
3a y4YaCTHHUKaA, a TPCACIHHUAT PUCK KU CTCIICHTA Ha MNPUYUHCHUA
¢usudeckd AUCKOM(OPT ca H3PUYHO OINpElesICHM B IJlaHAa Ha
M3MHUTBAHETO Ha JICHCTBHETO U Ce HAOIIOJaBaT HEMPEKbCHATO;

MEAUIUHCKUTE TPHIKH, TOJIATAHU 33 yYaCTHUKA, Ca OTTOBOPHOCT Ha
MOAXOAAIIO KBATM(GHUIUPAH JIEKap MM, KOraTo TOBa € LeNechod-
pa3HoO, Ha BCSAKO Jpyro JIMIE, OINPAaBOMOIIEHO CBHIVIACHO HAlMO-
HQJIHOTO TMpaBO Ja Iojlara TOAOOHM TPHKK 32 NAlMEHTUTE B
YCIIOBHS Ha M3MMTBaHE Ha JICHCTBUETO;

Ha Y4YaCTHHKa WK, KOrato € IpPHUII0XKHUMO, Ha HCETOBHUSA 3aKOHHO
OINpeAcCJICH MPCACTaBUTE]I, HC € OKa3BaHO HCIPABOMCPHO BJIMSAHUEC,
BKJIFOUHUTCIIHO OT (I)I/IHaHCOBO €CTCCTBO, 3a Ja y4dacTBa B H3IINT-
BaHCTO Ha HeﬁCTBHeTO;

npu HCO6XOJ_'[I/IMOCT ca Ownn IMpOBCJACHU TECTOBE 3a OHOJIOrMYHA
6C3OHaCHOCT, oTpa3saBalln Hall-HOBUTE Hay4YHHU JOOCTHOKCHHA, H
BCAKaKBU JIpyru TECTOBE, KOUTO C€ CMATAT 3a H606X0)II/IMI/I
npeaBu NpeaHasHA4YCHUCTO Ha HU3ACIIUETO,

3a M3MMUTBAHUA HAa KIMHUYHOTO ACHCTBHE € OMJIO J0Ka3aHO aHalld-
TUYHOTO JCWCTBHE, KAaTO Ca B3E€TH NPEABH] CHBPEMEHHUTE JOCTH-
JKEHHS,

3a MHTCPBCHIUOHAJIHUTC H3IMWTBAHWA Ha KIMHUYHOTO ﬂeﬁCTBHC (S
OMJI0 JOKA3aHO aHAJIMTHYHOTO JICUCTBUE U Hay4YHaTa BaJIUAHOCT,
KaTo cCa B3€TU TMpPEABUA CBBPEMCHHUTEC  OOCTUIKCHUA. Axo
Hay4YHaTa BAJMJIHOCT Ha CBIIBTCTBAIUTE U3ACJIHMA HE € YCTAHOBCHA,
CC NpeAcTaBs Hay4yHaTa 000CHOBKA 3a H3IMOJI3BaHE Ha 6M0Map1<epa;

JI0OKa3aHa € Owia TexHWYeckara Oe30lacHOCT Ha W3AEIUETO 110
OTHOIIIEHWE Ha ymoTpebara My, Karo ca B3€TH MPEIBHI ChBpe-
MEHHHUTE JOCTHXKECHHUS, KakTO M pasnopeadure B o0iacTra Ha
6e30MmacHNUTe YCIOBHUS Ha TPY M MPEIOTBPATABAHETO HA 3OTIONYKH;

V3MBIHEHN Ca U3UCKBAHMATA MO mpmiiokenne XIV.
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6. Bcexu yyacTHHMK WJIM, aKO YYacTHHKBT HE MOXe Ja Aane HHQOp-
MHPAHO CBITAaCHe, HETOBHAT 3aKOHHO OMpeJeleH IPEACTaBHTE, MOXE,
6e3 ToBa Jla My HaBpeJIH MO KaKbBTO M Jia OMJIO HAYMH M 0e3 J1a My ce
Hajara Jia JaBa KakBOTO M Ja € OOsICHEHWe, Ja Ce OTTeINIM OT H3IHT-
BaHETO Ha JEHCTBHETO IO BCSKO BpEME, KaTO OTTEINIM CBOETO MH(OP-
MupaHo cbriacue. bes na ce 3acsara Jupextusa 95/46/EO, ortermsHeTo
Ha MH()OPMUPAHOTO CHIIIACHE HE 3acsra Bede M3BHPIICHUTE ACIHOCTH,
HHUTO W3IOJI3BAHETO Ha JaHHWTE, MOJYyYeHU Bb3 OCHOBA Ha HUH(OPMHU-
PaHOTO CBINIACHE IPETH HETOBOTO OTTETIISHE.

7. U3cnenmoarenar e JMIe, YOPaXHSABANIO TNpodecus, KOITO €
MpU3HaTa OT ChOTBETHATA JbPKaBa WICHKA KAaTO JaBalla My IpaBO Ja
M3BIHSABA (QYHKIMHUTE Ha M3CIEIOBaTeN, Thil KaToO MpUTekaBa HE0O0X0-
JUMHTE HayYHH 3HaHUS M ONHUT B 00JAaCTTa HA TPUKHUTE 3 TMALUCHTUTE
win nabopatopHara MeaniuHa. OcTaHaNMAT HEPCOHAN, ydYacTBall B
MPOBEX/JaHE Ha M3MHMTBAHETO HA JCHCTBHETO, MMa IMOAXOASIIA KBaJIU-
(ukanyst 3a U3MBIHCHWE HA BBUIOKEHHTE My 3a/a4M, MPEIBHI
HEroBoto oOpa3zoBaHMe, 0OyueHHE WM ONUT B ChOTBETHATa 00JacT Ha
MEIWIMHATA M [0 OTHOIIEHHE Ha METOJOJOrHATa 3a KIMHUYHHUTE
H3CIIEIBAHMUS.

8. Koraro e memechoOpa3Ho, Mecrara 3a TNPOBEXKIAHE HA H3IUT-
BAaHETO Ha JEHCTBMETO, B KOETO yuacTBaT JiMLa, TpsAOBa jga ca
MOAXOAAIIM 3a M3MMTBAHETO HAa JIGWCTBHETO M Ja ca CXOAHU C
MecTaTa, B KOMTO HM3/EIHMETO € MpeJHa3sHaYeHo 3a yrnorpeoda.

Ynen 59

Hudpopmupano cbriacue

1.  HudopmupanoTo chriacue € B mucMeHa ¢opma, ¢ AaTa U MOIINC
Ha JINIETO, MIPOBEKAAI0 PAa3roBopa, IIOCOUYeHO B maparpad 2, Oyksa B),
U Ha y4YacTHHKA, WIH, KOraTO Y4YacTHUKBT HE € CIOocoOeH Ja naanie
HHGOPMHUPAHO CHIIIACHE, HA HErOB 3aKOHHO OINPEAENCH IIPEACTaBHTE,
cilell Karo TOW e Ouil HamaexHo UHGOPMUPAH B CHOTBETCTBUE C
maparpad 2. AKO yJaCTHHKBT HE € B CHCTOSHHE Ja IHIIe, ChITACHE
MOke Ja ObJe JaJeHO M 3aliCcaHO IOCPEACTBOM MOAXOMSANIM aTep-
HATUBHU CPEACTBA B IIPUCHCTBUETO HAW-MalKO Ha €IUMH HE3aBUCHM
cuzeTell. B TO3M ciydall CBUAETENAT IOANMCBA M cjara JaTa Ha
JOKyMeHTa 3a MHGOpMHpaHO cbrylacue. Ha ydacTHHKa WM, KOrarto
YYaCTHHKBT HE € CIocoOeH ma nane WHGOPMHPAHO ChIIAcHe, Ha
HErOB 3aKOHHO ONPEJENIEH NPEICTABUTEN CE NMPENOCTaBs, B 3aBUCUMOCT
OT CIlyJasi, KOomue OT JOKyMEeHTa HJIM 3alHca, ¢ KOWTO e OWMio JajaeHo
nHopMupaHOTO chIimacue. MHPOpPMHpAaHOTO CchINIACHE C€  JOKY-
MeHTUpa. Ha yvacTHMKa MJIM HEroBHs 3aKOHHO OINpENeNeH mpea-
CTaBUTENl Ce IPENOCTaBs JOCTaThYHO BpeMe, 3a Ja OOMHUCIM CBOETO
pELIeHHE 3a y4acTHe B M3IMUTBAHETO HA JEHCTBHUETO.

2.  Uudopmarnmsara, mnpenocraBeHa Ha Y4YacTHHKA WJIHM, KOTaTo
YYaCTHHKBT HE € CHocoOeH aa nane WHPOpPMHUpaHO ChIiacue, Ha
3aKOHHO ONPENENICHUSI My IPEICTAaBUTEJ 3a LEIUTEe Ha IOJydaBaHe Ha
HETOBOTO MH(MOPMHUPAHO CHIIIACHE:

a) MO3BOJISIBA HA YYACTHHKA HMJIM Ha HETOBHs 3aKOHHO OIPEAENIeH IMpea-
craBuTeln Jia pazoepe:

1) eCTecTBOTO, IIEJHTE, MOJI3UTE, MOCICANINTE, PUCKOBETE U HEI0C-
TATHLUUTE HA M3IUTBAHETO HA JEHCTBUETO;

il) mpaBata Ha Yy4YaCTHHKAa M TapaHUUUTE 110 OTHOILEHHE Ha
HEeropaTa 3allMTa, U B YaCTHOCT HErOBOTO MpPaBO Ja OTKaxe 1a
y4acTBa M TIPaBOTO Ja C€ OTTeNNIM OT W3MUTBAHETO Ha
JICHCTBUETO TIO BCAKO BpeMe M 0Oe3 ToBa Ja My HaBpeau IO
HSKAKbB HAuWH, U 0€3 Ja My ce Hajara Ja jJiaBa OOSCHCHHC;
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iil) ycioBusTa, IpU KOUTO TpsiOBa Ja ce MPOBEAE U3MMTBAHETO Ha
JefiCTBHETO, BKIIOYMTENHO OYaKBaHATa IIPONBIKHTEIHOCT Ha
YyYacTHETO HA YyYaCTHUKA B TOBA U3IUTBAHE, KaKTO U

V) BB3MOYKHHUTE aNTepHATHBH HA JICYEHHETO, BKIIOUUTEIHO MOCIe-
BaIllUTe MEPKH, B CIydYail 4e y4acTHETO Ha yJacTHHKA B HM3IHUT-
BaHETO Ha JEICTBUETO ce IPeyCTaHOBH;

0) ¢ wu3uepmaTesnHa, KparTka, sCHa, OTHOCMMa U pasz0upaema 3a
YYaCTHHMKA WJIM 332 HErOBHUSI 3aKOHHO OMpEJCICH MPEICTaBUTEIN,

B) ce MPEIOCTaBsl B NPEIBAPUTENICH PA3roBOp C WIEH Ha M3CIEH0Ba-
TEJICKHSI €KHII, KOWTO € MOJAXOISIIO0 KBATH(UIUPAH CHIIIACHO HAIAO-
HAJIHOTO TIPaBO; KaKTO U

I') BKJIHOUYBA MHPOPMALIKS 32 TPUIIOKHUMATA CUCTEMa 3a 00e3lIeTeHHE Ha
BpPEJH, [TOCOYCHA B WiIEH 65;

1) BKIIIOYBA CJMHHUS, YHHKAJICH MJICHTU(PUKAIIMOHEH HOMEp 3a LeIHs
Cbi03 32 M3MHUTBAHETO HA JICHCTBHETO MO 4ieH 66, maparpad 1,
KakTo W WH(GOpPMAaIMs OTHOCHO HAJMYHOCTTa Ha PE3YJITaTUTE OT
W3IUTBAHETO Ha JICHCTBUETO B CHOTBETCTBHE C maparpad 6 oT
HACTOSIIIUS YJICH.

3. Hudopmanusara, mocoueHa B naparpad 2, ce M3roTBsl B IMHCMEHA
(dopma ¥ e Ha pa3MoTOKEHIE Ha yYaCTHUKA WM, KOTaTO YYaCTHUKBT HE
€ B CbCTOSIHUE Ja Jajieé MH(POPMHUPAHO CHIJIACUE, HA HErOBUs 3aKOHHO
ompeseneH MpeaCTaBUTel.

4. B pasroBopa, mocoueH B maparpad 2, OykBa B), ce oOpsbIia
CMEIHalHO BHUMAaHWE Ha TMOTPEOHOCTHTE OT HHpOpMANUs Ha
KOHKPETHHTE I'PYNH OT MALMCHTH W Ha OTACIHUTE YYACTHHIH, KaKTO
7 Ha METOJIMTE, W3MOJI3BaHM 32 JaBaHe Ha WH(pOpMAaus.

5. Tlo Bpeme Ha pasroBopa, mocodeH B maparpad 2, OykBa B), ce
MpOBepsiBa Al YYaCTHUKBT € pazOpan uHpopMalusTa.

6. YyacTHHKBT OHMBa yBEJIOMEH, 4Ye B EJEKTPOHHATA CHCTEMa 3a
M3MUTBAHE Ha JICHCTBHMETO, MOCOYEHa B wieH 69, e ca JOCTBhIHU
ChIVIACHO wiieH 73, maparpad) 5 AOKJIa] 3a W3MUTBAHE HA JICHCTBHUETO
U pe3ioMe, NPEJCTaBeHO 110 pa3dupaeM 3a LeNeBUs MOTPeOUTeN HauuH,
HE3aBHCHMO OT pe3yJNTaTUTe OT W3NUTBaHE Ha JeHCTBHETO, W,
JOKOJIKOTO € BB3MOXHO, TOH C€ YyBEIOMsBa, KOraro Te CTaHaT
JOCTBITHH.

7.  Hacrosmmsr periaMeHT He 3acsira pasmopeaduTe Ha HaIHo-
HAJTHOTO MPaBO, KOMTO W3HMCKBAT, B JOMBJIHCHHE KbM HH(M)OPMHUPAHOTO
ChIJIaCHE, IaJCHO OT 3aKOHHO OIPE/ICICHUS MPEICTABUTEI, MAJIOJICTHO
WIIH HEM'BIHOJIETHO JIMIE, KOSTO € CIOCOOHO Jla CH ChCTaBM MHEHHE U
Ja OLEHHM TIpeJocTaBeHata My HWHQopMalms, ChIIO Aa JaBa 0100-
PEHHETO CH, 33 []a y4acTBa B JAJICHO W3IHMTBAHE HA JCUCTBHETO.

Ynen 60

H3nuTBaHus HA JeiicTBUETO BBPXY HeJleecnocoOH! YyacTHHIHA

1. Koraro HemeecnmocoOHM y4YacTHHIM HE ca Jald WIM HE ca
OTKa3aJlM Jia Jajgat WHGOPMHUPAHO ChIIAache NMpeau HavyaloTo Ha Hele-
€CIIOCOOHOCTTA CHU, U3IUTBAHE Ha JEHCTBUETO MOXeE J1a Ob/ie IPOBEACHO
CcaMO ako B JONBJIHEHHE KbM YCJIOBHATA, ONpPEAENIeHH B 4ieH 58,
naparpad 5, ca M3IBJIHEHH BCHYKH YCJIOBHUS I10-JOY:

a) TMoJlyueHO € MH()OPMHUPAHOTO CBHIVIACHE HA TEXHUS 3aKOHHO
OIpeieicH MPEACTABUTEIL,
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6) HemeecoCOOHUTE YYaCTHHIM ca HONYyYHWIH  HMHGOPMANHUATA,
mocodeHa B wieH 59, maparpad 2, Mo MOAXOMAN] OT TIeIHA TOUKa
Ha TAXHATa CHOCOOHOCT ja pa3zbepar Ta3u MHQOpMaLUs HAUYMH,

B) HW3PUYHOTO J>KEJTaHWE Ha HEAEECIOCOOHMS YJYaCTHUK, KOHTO € B
CbCTOSIHMUEC J1a CH CbCTaBM MHCHHUC W Ja IMPCEUCHU I/lH(i)OpMa]J,I/IﬂTa,
mocoueHa B wieH 59, maparpad 2, 1a OTKaXKe ydacTHE WM Ja Cce
OTTErJIM OT U3MHUTBAHETO Ha JCHCTBHUETO I10 BCSKO BPEME, € YBaXKEHO
OT W3IUTATENS;

F) Ha YJaCTHHLIUTEC WM HAa 3aKOHHO ONPCACIICHUTC UM IIPEACTAaBUTCIINA
HC € MPCAOCTAaBCH HUKAKbB CTUMYJI, HUTO (pI/IHaHCOBa nusroga, OCBCH
0663HI€T6HI/16 34 PA3HOCKHUTEC U IPOIYCHATUTC IIOJI3HU, IIPIAKO
CBBP3aHU C YYaCTUCTO B M3IHUTBAHCTO Ha HeﬁCTBHCTO;

J1) M3NUTBAHETO Ha JCHCTBUETO € OT ChIIECTBEHO 3HAYCHHE I10
OTHOIICHUE HAa HE/ICECIIOCOOHUTE YYACTHHIM U JIAHHU ChC CBIIOC-
TaBMMa BAJIUIHOCT HE MOTAT Jia OBIAT MOJTYYeHH OT M3IUTBAHMS Ha
JIEHCTBUETO BBPXY JIMIA, KOMUTO Ca B CHhCTOSIHUE Ja AajaaT UHQOp-
MHUPAHO CbIJIaCHe, WIH 4pe3 JIPyrd METOJHM Ha W3CIE/IBaHE;

€) W3NUTBAHETO Ha JEHCTBHETO € CBBP3aHO NPSIKO ChC 3a00NsBaHE Ha
YYaCTHHKA;

)K) HaJuie ca Hay4YHH OCHOBaHHUA Ja CC O4YaKBa, 4C y4aCTUETO B HM3IHUT-
BaHETO Ha JICHCTBHETO IIE JOHECE:

1) TpsiKa MOJN3a 32 HEAEECHOCOOHUSI YYacTHHMK, KOSATO HaAXBBPILL
pHCKOBeTe WM Heyn00cTBaTa; I

il) HAKOM IOJ3U 3a IpyHara OT HACEICHUETO, MPEACTABIABAaHA OT
CHOTBETHHSI HEJEECNIOCOOEH YJYaCTHHK, a W3IHTBAHETO Ha
JEeHCTBUETO 1ILe IOpOAM CaMO MUHMMAJIEH pPHCK 3a TO3HU
YY4acCTHHK M 1Ie My MNPUYMHM MHUHMMAlHO HeyIoOCTBO B
CpaBHEGHHE CBC CTAHJAPTHOTO JIeYeHWE Ha 3a00NsIBaHETO Ha
HEJICECTIOCOOHHUS YYACTHUK.

2. YYacTHHKBT, JOKOJIKOTO € BB3MOXKHO, B3e€Ma ydacTHe B IIPOIe-
Jypara 3a JaBaHe Ha MH()OPMHPAHO ChHIJIACHE.

3. Tlaparpadp 1, OykBa k), mojaToyka ii) ce mpuiara, 0e3 1a ce
3acsrat IO-CTPOTUTE HAIMOHAIHKM IpaBWia, 3a0paHsABAIld IIPOBEXK-
JaHeTO HAa TE3W W3IHMTBAHHMS HA [ECHCTBHETO BBPXY HEICECIIOCOOHH
YYaCTHHIIM, KOTaro HsIMa HaydyHH OCHOBAHWS Ja Ce OdaKBa, 4e
y4acTHEeTO B HM3IMTBAHCTO Ha JICHWCTBHETO IIE JOHECE MpsKa IMoi3a 3a
YYaCTHHKA, HAIXBBPISIIA CBBP3aHUTE C HEr0 PHCKOBE U HEymoOCTBa.

Ynen 61

M3nuTBaHusi HA AeiCTBUETO BBPXY MAJ0JETHH W HENbJIHOJJECTHH
Juaa

1.  M3nurBaHe Ha AEHCTBHETO BHPXY MAJOJETHU WU HEIBJIHOJIETHU
JaMIa MOXKE Jla ce IPOBEXKAA CaMO aKO B JIONbJIHEHHE KbM YCIIOBUSATA,
olpezeneHy B wieH 58, naparpad 5, ca U3IMbIHEHU BCUUKHU YCIOBUS IO-
JoIy:

a) TMOJyYeHO ¢ HH(POPMUPAHOTO ChIJACHE HA TEXHUS 3aKOHHO
olpezieieH IPeICTaBUTE;

0) MaJOJIETHUTE WM HEIBJIHOJETHUTE JIUIA ca MOJYyYydsId UH(opma-
nusTa, IMocoueHa B wieH 59, maparpad 2, 1O agantupaH KbM
TAXHATA BB3PACT W IICUXUUYECKa 3PSIIOCT HAYMH M OT W3CIeq0Ba-
TEJIUTE MWIN WICHOBE HA U3CJICNOBATEICKUS €KHUIl, KOMTO ca
o0yueHH 3a paboTa C Jela WX UMaT ONMUT B Ta3u 00JIACT;
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B) U3PUYIHOTO JKCJIAHHUEC Ha MaJIOJIETHOTO WM HCIBJIHOJCTHOTO JIMIE,
KOC€TO € B CBCTOAHHE J1a CU CbCTaBM MHCHHUE W Ja IPCICHU I/IH(I)Op-
ManuysAaTa, rmocodcHa B 4JICH 59, Haparpa(b 2, Jla OTKaXXe y4aCTHue Win
J1a c€ OTTErNIM OT H3MHTBAHETO HA JCUCTBHETO IO BCIKO BpeME, €
YBaXXCHO OT HU3CIICAOBATCIIA;

I) Ha YYaCTHHIMTE WIM Ha 3aKOHHO ONPEICICHHUTE MM IPEIACTABUTEIIH
HE € MPEeIOCTaBeH HUKAKBB CTHMYJ, HUTO (DUHAHCOBA M3rojia, OCBEH
obe3lieTeHHe 3a PA3HOCKUTE M MHPOIYCHATHTE IIOJI3HM, IPSKO
CBBP3aHU C YYaCTHETO B M3IHTBAHETO HA [ICUCTBHETO;

J) HU3MUTBAHETO Ha AEHCTBMETO MMa 3a Ied Ja HM3CieiBa METOIH 3a
JedeHHe Ha 3a00ABaHEe, KOETO CE Cpella caMo IIPH MaJoJEeTHH
WM HEN'bJIHOJICTHU JIMI@A, WIM U3INMTBAHETO Ha JEHCTBUETO € OT
CBIUIECTBEHO 3HAUCHUE 110 OTHOLIEHHE HA MAaJOJIETHUTE WM HEIbl-
HOJIETHUTE JMIA 3a BaJIUIUPAHETO HA JAHHUTE, IOJYYEHU OT
U3IMTBAHUS HA JIEHCTBMETO BBPXY JIMILA, KOUTO Ca B CHCTOSHUE Ja
Jagar UHGOPMUpPAHO CbIVIACHE, WM 4Ype3 Jpyrd MeTOAU Ha
U3CIIeBaHE;

e) M3IUTBAHETO Ha JCHCTBUETO WU € IpsAKO CBBP3aHO CBHC 32007151~
BaHETO, OT KOCETO CTpaga MaJOJETHOTO WJIM HEIIBJIHOJIETHOTO
Jimne, njim € OT TaKoBa €CTECTBO, Y€ MOXKE Ja C€ IMPOBEIAC CaMO
BBPXY MAJOJICTHU WA HCI'BJIHOJICTHU JIUIIA,

’K) HaJIMIIEe Ca HAYYHH OCHOBAHHSI Jla C€ OYaKBa, 4e y4aCTHETO B WM3IIHT-
BaHETO Ha JCHCTBHMETO IIE JIOHECE:

l) Ipsika TI10J13a 3a MaJIOJICTHUS WM HCIBJIHOJCTHHUSA YYaCTHHUK,
KOATO HaAXBBPJSA PUCKOBETC HIN HCyZ[OGCTBaTa; njimn

11) HJAKOW IOJI3W 3a rpynata OT HACCJIICHUCTO, IIPCACTaBJIsIBaHa OT
CbOTBCTHHUSA MAJIOJIETCH WM HCI'BJIHOJICTCH YYaCTHUK, a HU3MNHUT-
BaHETO Ha JICHCTBHETO e nopoau CaMO MHUHHUMAJICH PHUCK 3a
TO3M YYaCTHUK W IIC MYy IPUYMHU MHUHHUMAJIHO HCyZ[OGCTBO B
CpaBHCHHEC CBC CTAaHAAPTHOTO JICUCHHUE Ha 3a00IIBaHETO HAa
MaJIOJICTHHUS WJIN HEIIBJIHOJCTHHUSA YYaCTHHK.

3) MaJOJETHOTO WM HEIBIHOJETHO JIMIE B3e€Ma ydacTHe B IIPOIle-
nypata 3a JaBaHe Ha HMHPOPMHPAHO ChIVIACHE [0 HAYUH,
cb0o0pa3eH ¢ HEroBara BB3PACT M IICHUXUUYECKA 3PSUIOCT;

M) aKo O BpeMEe Ha H3MUTBaHE Ha JICHCTBUETO MAaJOJIETHOTO WIIU
HEI'bJIHOJIETHOTO JIMLIE HaBbPILU BBH3PACT, HA KOATO CIIOpPE] HAIMO-
HAJIHOTO TPaBO CTaBa JIEECIIOCOOHO Ja jJajne HHPOPMHUPAHO
ChbIVIaCHE, HErOBOTO H3PUYHO HH(POPMHPAHO  CBIJIACHE  C€
[oJly4yaBa, MpeId TO3M YYAacTHHK Ja MOXe Ja TNPOAbIDKU Jia
y4acTBa B M3MHUTBAHETO Ha JCHCTBHETO.

2. Tlaparpad 1, OykBa k), moarouka ii) ce mpuiara, 0e3 Ja ce
3acsrar I0-CTPOTUTE HALMOHAIHM INpaBWia, 3a0paHsABaIlM IIPOBEXK-
JaHCTO HA TE3W HW3MUTBAHUS HA ACHCTBUETO BBHPXY MAJOJICTHH WITH
HEM'bJIHOJICTHU YYaCTHHIM, KOTraTO HsIMa HAay4yHH OCHOBaHHS J1a ce
OYaKBa, 4YC YYaCTHETO B M3IHMTBAHETO HA JCHCTBHETO MIE JOHECEe
mpsika Moj3a 3a yYacTHUKA, HAJIXBHPJSIIA CBBP3aHHTE C HETO PHCKOBE
U HeynoOcTBa.

Ynen 62

H3nuTBaHus HA HeﬁCTBl/leTO BBPXY 6peMeHHl/I K€HHU WJIN KbPMa4vYKH

WznuTBaHe Ha NEfCTBUETO BHPXY OpeMEHHH KEHU WM KbpMauKnd MOXKE
Jla ce MPOBEXJa CaMO aKO B JOIBJIHEHNE KbM yCIOBHATA, ONPEICICHU B
uien 58, maparpad 5, ca M3IBIHEHH BCHYKH YCIOBHS TIO-JOJTY:

a) M3MUTBAHETO Ha ACHCTBUETO MMa IOTEHLHUAN A2 JOHEeCe NPEKH MOJI3H
32 ChOTBETHaTa OpeMEHHa »KEHa WJIM KbpMauka WIM 3a HEHHHA
eMOPHOH, 3apOJUII WM JIETE CJCI PAXKAAHETO, HAIXBBPJISIIM CBbp-
3aHHUTE C M3MUTBAHETO PHCKOBE M HEYIOOCTBA;
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0) ako TakoBa M3IHUTBAHE Ha JICHCTBHETO HAMA IPEKH MOJI3H 3a CHOT-
BeTHAaTa OpeMEeHHA JXeHa MM KbpMauka WM 3a HEIHUS eMOpPHOH,
3apOJMII MM JeTe Clie]] PakJaHeTo, TO MOXE J1a CE€ H3BbpIIBA
caMo aKo:

1) BBpXY KCHHU, KOUTO HE ca OPEMEHHU WJIM KbPMA4yKH, HE MOXKE J1a
Ob/ie M3BBPIICHO W3MHUTBAHE Ha JEHCTBHETO ChC CHIOCTABHMA
e(eKTHBHOCT;

il) W3NMTBAHETO Ha JEWCTBUETO JONpUHACA 3a IIOCTUT'AHETO Ha
pe3ynraTtd, KOMUTO MOTaT Ja JOHecaT MON3H 3a OpeMEeHHHTE
JKEHW WIM KbpPMauKHTE WJIM JAPYTH JKEHH BBB BpPbB3Ka C PErpo-
JOYKIUATA WIK APYTH eMOPHOHHM, 3apOJAWIIN WU JIela; KaKTO U

iil) M3NMTBAHETO HA JCWCTBHETO IMpPEJCTaBIsIBA MUHHMAJICH PUCK U
BOJM JI0 MHUHHUMAJIHO HEYJ00CTBO 3a ChOTBETHaTa OpEeMEHHA
JKeHa WJIM KbpMayka M HEHHHS eMOpHOH, 3apOJuIl WIH JeTe
ClIe/l paXKJIaHETO;

B) KOraTo Hay4YHUTE H3CJEIBAHUS C€ M3BBPIIBAT BbPXY KbPMauku, ce
B3eMarT CIEIHAaIHHU TPeIa3Hi MEPKH, 3a Jia ce U30erHe CTpaHuIHOTO
BB3JIEUCTBUE BBPXY 3[PaBETO Ha JETETO;

I) HA YYaCTHULUTE HE € NpPeJOCTaBeH HHUKAKbB CTUMYJ, HUTO
(uHaHCOBa W3ro/a, OCBEH 00E3IICTEHHE 3a PA3HOCKUTE U MPOITyC-
HaTUTE TIOJI3M, TPSKO CBBP3aHM C YYaCTHETO B M3IHTBAHETO Ha
JICHCTBHUETO.

Ynen 63

ﬂ()l'l’b.]'ll-ll/ITeJ'lHl’l HAIIUOHAJIHH MEPKH

JIbpkaBUTe UJICHKM MOTaT Ja HOMIbPKAT JONBIHUTEIHA MEPKH
OTHOCHO JIMIATa, OTOMBAIIM 3aJbJDKUTEIHA BOCHHA CIyXk0a, JHIaTa,
JHUIIEHH OT CBOOOAA, JIMIATa, KOUTO TNOPagd ChAECOHO pelIeHHE He
MOraT Ja ydJacTBaT B W3MMUTBAaHMS Ha JCMCTBHETO, WM IMIATa,
HAaCTaHEHW B CIICUATM3UPAHU WHCTUTYIINH.

Ynen 64

M3nuTBaHus HA JeHCTBUETO B CHEIIHU CUTyaluu

1. Upe3 pmeporauumst or wieH 58, maparpad 5, OykBa e), wieH 60,
naparpad 1, OykBu a) u 6) u uneH 61, maparpad 1, Oyksu a) u 0),
MHOOPMHPAHO ChIVIACHE 32 YJYacTHEe B M3NUTBAaHE Ha JEHCTBHETO MOXeE
na Obae monmydeHo, a WMHQOpMAnMs 332 M3MUTBAHETO HA JCHCTBHETO
MOXKe Ja Obae NpenocTaBeHa Ccliell PEHIeHHEeTO 3a BKIIOYBaHE HA
YYaCTHHKA B W3IUTBAHETO, IIPU YCIOBHE Y€ TOBAa PELICHHE € B3ETO IO
BpEME Ha IbpBaTa WHTEPBCHLUS BHPXY Y4YacTHHKA B ChOTBETCTBHE C
IUTaHa 32 W3NUTBAHETO Ha KIMHUYHOTO JeiCTBHE, CBBpP3aH C
BBIIPOCHOTO M3MUTBAaHE HAa JAEHCTBUETO, M Ca H3IBIHEHH BCHUKU
YCIIOBHSL TIO-I0JTY:

a) TOpajy CIEIIHOCTTa Ha CHUTyallusTa B pE3yJTaT Ha BHE3aIHO
HACTBIWIO XKMBOTO3ACTPALIABAIIO CHCTOSIHUE WM JPYro BHE3AIIHO
HACTBIIJIO CEPUO3HO 3a00JsBaHE YUYAaCTHUKHT HE € B CHCTOSHHE Ja
MPEIOCTaBN IPEABAPUTEIHO HHPOPMHUPAHO ChHIIIACHE H Jla TONy4H
npeaBapuTenHa MHGOPMaIMsS OTHOCHO HU3MMTBAHETO Ha JEHCTBHETO,

0) HamMIle ca HAy4YHM OCHOBaHHs Ja Ce OYaKBa, Y€ YYacTHETO Ha
yYaCTHWKA B M3MUTBAHETO HA MEHCTBHETO I MMa MOTEHIHATa Ja
JOHECEe TMPEKH 3HAYMMH OT KIMHWUYHA TJIC[Ha TOYKa IOJ3H 3a
YYaCTHHKA, BOJCIIM JO M3MEPHMO, CBBP3AaHO CBC 3/PABETO
moo0peHre, HamalsBallld CTPAJaHHETO W/WIM  MOMo0psBaIy
3IpaBeTO Ha YyYacTHUKA, WIH 10 JUACHOCTHIMPAHE HA HErOBOTO
CBCTOSIHHE;

B) HEBB3MOXKHO € B pPaMKHTE Ha TEpaleBTUYHHUS IIPO30per jAa ce
JOCTaBH IsUIaTa TpeaBapuTeiHa MHHOPMAIHS U Ja ce TOIydH Mpea-
BapUTEIHO MH(GOPMUPAHO ChIVIACHE OT 3aKOHHO OIPEAENeH IpeJicTa-
BUTE,
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I) M3CIEAOBATENAT yNOCTOBEPsiBA, Y€ HE ca My H3BECTHH HHKAKBU
BB3PAKEHUS 3a y4acTHE B U3IMTBAHETO HA NEHUCTBUETO, M3PA3EHU
Ipeiu TOBA OT y4YaCTHUKA,

JI) U3MUTBAHETO Ha JEHCTBUETO € MPSKO CBHP3aHO ChC 3a00JSIBAHETO HA
YYaCTHHUKA, BCIIEICTBHE HA KOETO B PaMKHTE HA TEPareBTHUHUS
HPO30peI] € HEBB3MOXKHO Ja Ce IONydd MpeaBapuTeNHO HHDOp-
MHpPaHO CBITIACHE OT YYaCTHMKA WIJIM 3aKOHHO OMNpeeneH mpen-
CTAaBUTET M Ja C€ IPEJOCTaBH IIpeABapHTeNHA WH(MOpMANmus, H
M3NUTBAaHETO Ha JEHCTBUETO € OT TAaKoBa €CTECTBO, Y€ MOXKE Ja
Ob/ie M3BBPIICHO M3KIFOYUTETHO B CICIIHH CHTYAIlUH;

€) M3MMTBAHETO Ha JICHCTBUETO MPE/CTaBIsiBAa MUHIUMAJIECH PUCK M BOJIU
JI0 MHHHAMAJIHO HEyJO00CTBO 3a y4aCTHHKAa B CPaBHEHHE CBhC CTaH-
JAPTHOTO JICYCHHE HA 3a0O0JISIBAHETO MY.

2. Cnen uHTEpBeHLUS cbriacHo mnaparpad 1 OoT HACTOSIIMS 4JICH, €
HEOOXOMMO J1a ce MOMCKa WH(GOPMHPAHO CHIIIACHE B CHOTBETCTBHE C
yieH 59 ¢ men mpoabKaBaHE Ha Y4acTHETO HA yYaCTHUKA B H3IHT-
BaHETO Ha JeiicTBHeTO, a wuHOpOpPMAIMATa 3a M3MUTBAHETO Ha
JIEHCTBUETO C€ MPEAOCTaBS B CHOTBETCTBUE ChC CIICIHUTE W3UCKBAHHS:

a) 10 OTHOIIGHHE Ha HENEeeCIOCOOHM YYaCTHUIM U MAaJOJIETHH U
HEITBTHONETHH ~ JIMIA, W3CNIEIOBATENAT ThPCH 0€3  HEeHYXKHO
3a0aBsiHe MH(OPMHUPAHOTO CBHIJIACHE OT 3aKOHHO OIIPENENICHUS UM
IpeJCcTaBuTell, a MHGOpPMaLUATa, IOCOYeHa B WwieH 59, maparpad 2,
ce TPeNOCTaBsl BB3MOXKHO Hai-O0Bp30 HAa yJaCcTHHKA M HA 3aKOHHO
OIpeJieNIeHss My MpeICTaBUTE;

0) MO OTHONICHHWE HA JPYrM YYaCTHHIM, H3CIEIOBATENAT ThpCH 0e3
HEHY)XHO 3a0aBsiHe WH()OPMHPAHO ChIJIACHE OT YYaCTHHKA WM
HEroBUsI 3aKOHHO OIPEACNIEH MPEACTaBUTEN, B 3aBUCHMOCT OT TOBa
KOE € OCBIIECTBUMO MO-0bp30, a MH(OpMAIMATA, [TOCOUCHA B YJICH
59, maparpad 2, ce mpeaocTaBsi Bb3MOKHO Hai-Obp30 HAa yYaCTHHKA
WK Ha HETOBUS 3aKOHHO OTPE/ETICH MPEJCTABUTEN, B 3aBUCUMOCT OT
CITydast.

3a nenurte Ha OykBa 0), ak0 € OWIJIO TMOJydYeHO WH(POPMUPAHO ChITIACHE
OT 3aKOHHO ONPEIENICHUS IPEIACTaBUTEI, HHPOPMUPAHOTO ChIVIACHE 3a
OpPOAB/DKABAHE Ha YYacTHETO B H3NUTBAHETO HA JACHCTBHETO Ce
Mmojy4aBa OT YYacTHHKA HEMOCPEACTBEHO CleJ KaTo TOi Oble B
CBCTOSIHHE Jia Jiajie MHGOPMHUPAHO ChIIacHe.

3. AKO yYaCTHHUKBT WJIM, KOIaTO € IPHUJIOKUMO, HErOBHUAT 3aKOHHO
ompesieNieH TIPeACTAaBUTEN HE Jajge ChIIache, TOH TpsaOBa ma Obae
uH(GOpMHUpaH 3a MPaBOTO Ja OTKAKE M3IOI3BAHETO Ha JAaHHUTE,
NOJy4€HHU OT M3MUTBAHETO HA IEHCTBUETO.

Ynen 65

Obe3merenue 3a Bpean

1. ﬂ’bp)KaBI/ITe YWICHKHU rapaHTHupar, 4€ CUCTEMHUTE 3a O6€3H.IGT6HI/IG 3a
BCsKa BpCJa, NNOHECCHa OT Yy4YaCTHHUKaA, MNpOoU3THYalla OT YyYaCTHUCTO B
H3IIUTBAHCTO Ha I[eﬁCTBI/IeTO, MPOBCACHO Ha TAXHA TCPUTOPUA, CC
npuiarat nofg (l)OpMaTa Ha 3aCTpaxoBKa, rapaHius Uil CXoJgHa JOTOBO-
PCHOCT, KOATO € C€KBUBAJCHTHA IO OTHOIICHHUC Ha LCJITa U KOATO CHOT-
BETCTBAa Ha €CTECTBOTO MU CTCIICHTA Ha PHCKA.

2. CHoHCOpPBT M HU3CIENOBATENAT U3IOJI3BAT CUCTEMATa, IIOCOUEHa B
naparpad 1, mo HauuH, MOAXOIMIL 3a JIbp)KaBaTa WICHKA, B KOSTO ce
IIPOBEXkJAa U3NUTBAHETO HA JEUCTBUETO.
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Ynen 66

3asiBjieHHe 32 U3NMTBAHUS HA JelCTBHETO

1.  CnoHCOpBT Ha HM3NMUTBAHE Ha JCHCTBHETO, MOCOYCHO B 4ieH 58,
naparpadu 1 u 2, BbBEXK/Ia U NPEACTaBs, 3asBJICHUC JI0 AbpKaBaTa(ure)
wieHKa(), B KOATO(KOMTO) IIe C€ IMpOBEXJa H3IUTBAHETO Ha
JIelcTBHEeTO (HapuyaHa 3a LENUTe Ha HACTOSMIMS YiIeH ,,ChbOTBETHATa
IbpKaBa WIEHKa'), KaTo Ipujara JOKYMEHTAIWsITa 1Mo pazmenu 2 u 3
ot npuioxenue XIII n no npunoxenune XIV.

3asBJIEHHETO C€ II0JaBa 4pe3 €JEKTPOHHATa CHCTEMa, IIOCOYEHa B
wieH 69, KOSTO reHepupa 3a TOBa M3IUTBAHE HA JEHCTBUETO €IUHEH,
YHUKAJIeH WICHTH(UKANHOHeH HoMmep 3a menus Cpio3, KOHTO ce
U3M0M3Ba 33 BCUUKM CBHOOLIGHUS, CBBP3aHU C TOBAa M3MUTBAaHE Ha
neiicrBuero. B cpok or 10 aHM OT mosryyaBaHETO Ha 3asBJICHUETO CHOT-
BETHATa [IbpiKaBa WICHKA yBEJOMsABA CIOHCOpAa 3a TOBA Jald HU3IUT-
BaHETO Ha JEHCTBHETO Homajga B 00XBaTa HAa HACTOSIIMS PEIIaMEHT U
Jany JIOCHETO Ha 3asBICHUETO € IIBJIHO B CHOTBETCTBHE ¢ Iiasa I or
npunoxxenne XIV.

2. B cpok or enHa ceaMmuua ciell BCsAKA €BEHTyalHa IPOMSHA BbB
Bpb3Ka ¢ JOKyMEHTauusATa 1o rinasa | or npunoxenue XIV, coHcopsT
aKTyallM3Mpa ChOTBETHUTE JAHHM B €JIEKTPOHHATA CUCTEMA, II0COYECHA B
usieH 69, u sAcHO 0003HauyaBa Ta3d NPOMsHA B JoKyMeHTauusaTa. ChoT-
BETHATa JAbprkaBa YJCHKA C€ yBEJOMsBA OTHOCHO aKTyalln3alusTa 4ypes
€JIEKTPOHHATA CUCTEMA.

3.  Koraro croTBeTHaTa IbpikaBa YICHKA 3aKIIOYM, Y€ W3MHTBAHETO
Ha JIefCTBHETO, 32 KOETO € MOAAIeHO 3asBICHHE, He Tomana B o0XBaTa
Ha HACTOSIIUS perjaMeHT WM Y€ JIOCHETO Ha 3asBJICHUETO HE € ITBJIHO,
TS yBEIOMSIBA CIIOHCOpA 3a TOBAa M OIpeneisi MakcHuMajeH cpok oT 10
JIHH, B KOMTO TOH Ja NpeacTaBM KOMEHTap WIM Jia JONBIHHU 3asB-
JIEHUETO Ype3 eJIeKTpOHHATa cHucTeMa, mocoueHa B wieH 69. Cwot-
BEeTHATa JbpXKaBa WICHKA MOXE J1a YABDKH TO3HM CPOK C HE IOBEYE
ot 20 aHHU, KOraTo € LeJIechoOpasHo.

AKO CIIOHCOPBT HE TPEACTaBH KOMCHTApW WIM HE [OIBIHU 3asB-
JICHUECTO B PAMKHUTC Ha IOCOYCHHSA B IIbpBa ajIMHESA CPOK, PasrieiK-
JAHETO Ha 3asBICHUETO CE CYMTa 3a OpekpaTeHo. Koraro CroHCOpBT
CMATa, Ye 3asBJICHHETO MMOMaja B 00XBaTa HA HACTOSIIUS PErJaMeHT
W/WIKM € TBJIHO, HO CHOTBETHATA [Ibp)KaBa WICHKA HE € ChIJIACHA C
TOBa, 3asBIICHUETO CE CYHMTA 3a OTXBbpJieHO. CHOTBETHATa IbpiKaBa
YJICHKAa MPEABIKIA Mpoleaypa 3a oOXajlBaHE IO OTHOLICHHE Ha
TaKbB OTKa3.

ChoTBETHATA AbpiKaBa YWICHKa YBE€JOMsBa CIIOHCOpPaAa B CPOK OT IET JHU
OT NOJIydyaBaHC Ha KOMCHTApUTC WM Ha IIOHMCKaHaTa AOOIBJIHHUTCIHA
I/IH(i)OpMaI_[I/ISI JIAJIM U3MUTBAHETO Ha JICMCTBUETO Tomaja B oOxBaTa Ha
HACTOAIIUA PCTIIAMCHT W JaJId 3asBJICHHUCTO € ITBJIHO.

4.  OcBeH TOBa CHOTBETHATa JIbpXKaBa YJICHKA MOXE Ja YIBJDKH
cpoka, Toco4yeH B maparpadu 1 u 3, ¢ 1Mo ome ner JHU.

5. 3a menure Ha HACTOsIIATa IJIaBa JaraTa, Ha KOSATO CHOHCOPBT €
YBEJIOMEH B CHOTBETCTBHE C maparpad | wim 3, e narara Ha Balu-
JIMpaHe Ha 3asBICHHETO. AKO CIIOHCOPBT HE € YBEJOMEH, JaTrara Ha
BaJIMJMpPaHe € TOCJICIHUAT JICH OT CPOKOBETE, [TOCOYEHH CHOTBETHO B
naparpadu 1, 3 u 4.
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6. B mnepuona Ha oueHABaHE Ha 3asABICHUETO JbpKaBaTa WIECHKA
MOXKE Jla HM3UCKa OT CIIOHCOpa JIOmbIHHTenHa uHpopMmanui. CpokbT
no naparpad 7, Oyksa 0) ciupa Ja Tede OT JaTaTa Ha IIbPBOHAYAIHOTO
HCKaHEe JO MOMEHTA Ha IMOTy4YaBaHE HA JONBIHUTENHATa HHMOPMAIIHA.

7.  CHOHCOpBT MOXE Jia 3al04YHe HM3MHUTBAHETO HA JCHCTBHETO MPH
CIIEIHUTE OOCTOSTENICTBA:

a) IpH U3NUTBAHWS Ha [EHCTBHETO, MPOBEXKIAHU CHIIIACHO WICH 58,
naparpad 1, OykBa a) M KOrato B3eMaHETO Ha MpoOH OT
YOBEMIKOTO TSUIO HE IMPEACTABISIBA CEPHO3CH KIMHHYCH PHCK 32
YYaCTHHIIUTE B M3MUTBAHETO, OCBEH aKO B HAIIMOHAIHOTO MPaBO HE
€ IOCOYCHO JIPYro, HEMOCPEICTBCHO CIIC] Jararta Ha BalMIUpaHe Ha
3asBIICHUETO CBIVIACHO maparpad 5 OT HACTOSIIMS WICH U TpH
YCJIOBHUEC Y€ KOMHCHUA IO €THKa B CHOTBETHATa AbpiKaBa YICHKa HE
¢ Jana BbB BpB3Ka C W3MUTBAHETO HA JCHCTBHETO OTPHUIATEIHO
CTAQHOBHIIE, KOCTO € BAaJMAHO 3a IPUIaTa JbpXKaBa WICHKA CHITIACHO
HALOHAIHOTO IPaBO;

0) mpM W3NUTBAaHUS Ha JACHCTBHETO, MPOBEXKIAHU CBHIVIACHO WieH 58,
naparpad 1, Oyksu 0) u B) u uneH 58, naparpad 2, UiIM U3NUTBAHU
Ha JEMCTBHETO, Pa3IMYHU OT MOCOYCHHUTE B OYKBA a) OT HACTOSIIHS
naparpad, HEIOCPEACTBEHO CIIE]l KaTO ChOTBETHATA JbpiKaBa UICHKA
€ yBEJAOMMWJIAa CIIOHCOpa 3a Pa3pelIeHHeTO CH M IMPH YCIOBHE 4Ye
KOMHCHSL TI0 €THKa B ChOTBETHATa Jbp)KaBa YJCHKA HE € Jajia BbB
BpB3Ka M3MHUTBAHETO Ha JIEHCTBUETO OTPULATEIHO CTAHOBHIIE, KOETO
€ BAIMIHO 3a IsAjara JbpiKaBa WIEHKA CHIVIACHO HALMOHAIHOTO
npaBo. J[bpkaBaTa WICHKA yBEAOMSBA CIIOHCOPA 3a Pa3peIICHUETO
B Cpok OT 45 nmHM OT JaraTa Ha BajJlWAWpaHE HA 3asABICHUETO
cbriacHo maparpad 5. JIbpikaBaTa WieHKa MOXE Ja yIBIDKH TO3H
cpok ¢ omie 20 gHU 3a IENUTE Ha MPOBEXKIAHETO HAa KOHCYJITAIMH C
€KCIIEPTH.

8. Ha Komucusita ce mpenoctaBs NpaBOMOIIUETO Jla MpHEMa Jieje-
TUPaHN aKTOBE B CHOTBETCTBHE ¢ wieH 108 3a WM3MeHeHHne Ha M3UCKBa-
HUsTa, onpeneieHu B riuasa | or npunoxenune X1V, ¢ ornex Ha TeXHU-
YEeCKHsI TPOrpec W OOLIOTO pa3BUTHE HAa HOpMAaTHBHATA ypenoa.

9. C men Ja ce OCUTYypU €IHAKBOTO IIpUJIaraHe Ha H3MCKBAHMATA,
onpeneneny B rnaBa I or npunoxenne XIV, Komucusara moxe na
ImpHeMa aKTOBE 3a M3IBIHCHHE, JOKOIKOTO TOBA € HEOOXOJMMO 3a
paspeliaBaHe Ha MHPOOJIEMH, CBBP3aHU C PaA3IMUYHOTO TBIKYBaHE HU
[IpUJIaraHeTo Ha MPaKTHKA. Te3d aKTOBE 3a M3IIbIHEHHE ce IIpUeMaT B
CBHOTBETCTBHE C NpOleaypaTa MO pasriexjaHe, nocoueHa B wied 107,
naparpad 3.

Ynen 67

OHeHﬂBﬁHe OT CTPaHA HA ABPKABUTE YJICHKH

1. JIppxaBuUTe YJICHKHM rapaHTUpAT, 4Ye JIUIAaTa, KOUTO BAIMUAMpAT U
OLICHSIBAT 3asBICHMETO WJIM B3E€MaT pPEUICHHE OTHOCHO HEro, HsAMar
KOH(JIMKT Ha HMHTEpPECH, Y€ ca HEe3aBUCHMH OT CIIOHCOpAa, OT yd4acT-
BalllUTE B HEr0 M3CJIEIOBATENIM U OT (PMHAHCHPAIIUTE U3MUTBAHETO HA
JeUCTBHETO (HM3MYECKH WIN IOPHAMYECKH JHIA, KakTo M 4e He ca
W3JI0KEHN Ha KaKBOTO M JIa € JIPyro HEMO3BOJICHO BIIMSHUE.

2. JlppxaBuUTE 4YJIEHKM rapaHTHpAT, 4€ OLICHABAHETO CE HM3BbPILBA
CBbBMECTHO OT JOCTaTbu€H Opod JIMIa, KOMTO KAaTO €KUIl IPUTEKaBaT
HEOOXOIUMHUTE KBaJH(DUKALMU U OIMT.

3.  JIbpkaBHUTE WICHKU OILICHSBAT Jalld M3MUTBAHETO HA JACHCTBHUETO €
pa3paboTeHO MO HAYMH, NPU KOMTO MOTEHLMAIHO OCTABAIIUTE PUCKOBE
32 YYaCTHHUIIMTE WM TPETH JIMIA CIIC] CBEXKJAAHETO HA PHUCKOBETE [0
MHHUMYM, Ca OINpaBJaHH [0 OTHOLICHHE HAa OYAaKBAHWUTE KIMHUYHH
nomu. Karo Bzemar mpeasua npuinoxumure OC WM XapMOHU3HPAHU
CTaHJAPTH, TC PA3IIICKAAT MO-CICIUATHO:
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a) JIoKa3aTesCcTBaTa, Y€ W3JCIMETO(sITa) 3a M3MUTBAHE Ha JICHCTBHETO
oTroBapsi(T) Ha MPUIOKHUMHUTE OOIIM M3WCKBAHUS 3a 0E30MaCHOCT W
JICHCTBHE, ¢ M3KIIIOYCHHUE HA aCleKTUTE, 00XBaHATH OT W3IMHTBAHETO
Ha JEHCTBMETO, W JajdH [0 OTHOIIEHHE Ha TE3W aCMEeKTH Ca B3ETH
BCHYKH TMpPENa3Hi MEPKH 3a 3aKpHila Ha 3[paBeTo U 0e30MacHOCTTa
Ha y‘{aCTHI/IHI/ITC. TOBa BKJIFOYBA:. 3a HU3NUTBAHUA HaA ﬂCﬁCTBHCTO —
OlleHKAaTa Ha AaHAJIWTHYHOTO JEeHCTBHE, a 3a HMHTEPBEHIIMOHAIHH
U3MUTBAHUS Ha KIMHAYHOTO JCHCTBHE — OLCHKaTa Ha aHallu-
THYHOTO JEHCTBHE, KIMHUYHOTO JEHCTBHE W HaydHaTa BaJHIHOCT,
KaToO C€ B3€Mar Hpe}lBI/l}l C"beeMCHHI/ITC JOCTUKCHUSA,

0) Ianu M3MON3BAHUTE OT CHOHCOpA PELICHUs 3a CBEXKAAHETO Ha PHCKA
0 MHHAMYM Ca OIMCAaHW B XapMOHHM3HPAaHH CTaHIAPTH, a aKo
CIIOHCOPBT HE M3IOJI3Ba XapMOHHM3UPAHU CTaHIAPTH — JaJH U3IOJI-
3BaHHTE PEIICHUS 33 CBSKAAHETO HA PHUCKA 1O MHHHUMYM OCHTYpsIBaT
HUBO Ha 3alllMTa, KOETO € PaBHOCTOHHO Ha OCHUTYpEHOTO C XapMo-
HU3UPAHUTE CTAHIAPTH;

B) JajM ca TOAXOMASIIM IUIAHUPAHWTE MEpPKH 3a Oe30MacHO HWHCTa-
JIUpaHe, IycKaHe B JCHCTBHE W MOJAPHKKA Ha H3JEIUETO 3a
M3IUTBAHE Ha JEHCTBUETO;

I) HAQASKIHOCTTa M CTAOWJIHOCTTA Ha JAHHUTE OT M3MUTBAHETO HA
JICHCTBUETO, KAaTO C€ OTYUTAT CTATUCTHYECKUTE MOAXOIH, pa3pabot-
BAHETO Ha M3IMUTBAHETO Ha )ICI\/’ICTBI/ICTO U MCETOAOJIOTHUYHHUTE
aCIeKTH, BKIIIOYMTEIIHO OOEMBT Ha HW3BaJKaTa, KOMIaparopa M
KpalHUTE TOYKH;

1) AT ca M3IIBIHEHN M3UCKBaHUsATAa Mo mpuiokeHue XIV.

4. ﬂ’bp)KaBI/ITe YWICHKH OTKasBaT Ja JadaT paspCuICHUC Ha H3MNUT-
BaHCTO Ha )IeﬁCTBHeTO, aKo:

a) JIOCHETO Ha 3asBJICHHETO, MOJaJICHO ChIVIACHO WieH 66, maparpad 3,
OCTaHE HEIThJIHO;

0) M3IETHeTO WM MPEICTaBeHUTe JOKYMEHTH, IO-CIIEIIHaIHO IUIaHbT 32
M3NHUTBaHE Ha JCHCTBUETO M Opollypara Ha M3CIEeJOBaTENs, HE ChOT-
BETCTBAT HA HAYYHHUTE JIOCTIKEHHUS, a CaMOTO W3IUTBAHE Ha
JEHCTBUETO € HENpUroJHo Ja INPeJoCTaBd JIOKa3aTelcTBa 3a
0e30MmacHOCTTa, ONEPAaTHBHUTE XapaKTEPUCTUKH WM TION3UTE OT
W3JIENTUETO 32 YYACTHUIUTE WIM MalUCHTUTE,

B) HE ca CIIa3eHM M3MCKBAHUATA 110 4iieH 58, Win
I') HIKOS OT OLIGHKUTE 1O maparpad 3 e oTpHlaTelHa.

JIbpkaBuTe WICHKHM MPEABIDKAAT MPOIeaypa 3a o0)KalBaHE BBHB BPB3Ka
C OTKa3 ChIVIACHO IIbpBA aJHHEs.

Ynen 68

IIpoBe:knane Ha M3NUTBaHe HA AelicTBHETO

1.  CnHoHCOpPBT W H3CJIEIOBATENISAT TapaHTHpaT, Y€ HW3MUTBAHETO Ha
JIEHWCTBHETO c€ TPOBEXKAAa B CHOTBETCTBHE C OAOOpEHMs IUIAH 3a
M3MUTBAaHE Ha JECHCTBHETO.

2. C uen jpa mpoBepu 3aliuTara Ha mpasarta, 0€30MacHOCTTa U OJ1aro-
CHCTOSTHHETO Ha YYaCTHHIINTE, HAIEXKIHOCTTA M CTabWIHOCTTa Ha
OTYETCHUTE PE3yNTATH, KAKTO M Y€ MPOBEKJAHETO HA M3MUTBAHETO HA
JNEHCTBUETO € B CBHOTBETCTBHE C MW3HCKBAHMATA HA HACTOSIIUS
periiaMeHT, CIIOHCOPBT OCUTYPsIBA MOJXOJSINIO HAOIIOICHUE Ha MTPOBEXK-
JIAHETO Ha M3NMTBAHETO Ha zekcrBuero. CTElEeHTa M €CTECTBOTO Ha
HaOJIOZIEHUETO Ce OMPENEIAT OT CIIOHCOPa Bb3 OCHOBAa Ha OLEHsSBaHE,
HpI/I KOE€TO C€ B3cMar npezuaym BCHUYKHU XapaKTepI/ICTI/IKI/I Ha U3IMMUTBAHECTO
Ha JEHCTBUETO, BKIIOYMTEIHO CIICTHUTE XapaKTEPUCTHUKH:
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a) LeiTa ¥ METOJOJIOTHATA Ha M3MHMTBAHETO Ha JCHCTBHETO;, U

0) cremeHTa Ha OTKJIOHEHHWE HAa WHTEPBEHLUSATa OT HOpMalHaTa
KIIMHUYHA TPAKTHKA.

3. L[smaTa HHd)OpMaHHSI 3a U3MUTBAHETO HA JIEUCTBUETO CE 3alurcBa,
06pa60TBa, H3I0JI3Ba U CbXpaHsABa OT CIIOHCOpa WKW H3CJICH0BATECIIA
CIlopen cirydas, Taka 4€ aa MOXKE aa 6'[)2[3 TOYHO JOKJIaJiBaHa, U3ThJI-
KyBaHa W IPOBEpPEHA, KaTO B CBHIIOTO BPEMC MOBEPUTCIHOCTTAa Ha
3aIUCUTC U JIMYHUTEC JaHHW HAa YYaCTHUIHUTC OCTaBaT 3alllTUTCHU B CHOT-
BETCTBUC C IPUJIOXKHUMOTO IIPaBO OTHOCHO 3allUTaTa Ha JIMYHUTC JTaHHU.

4.  TlpunaraT ce MOJAXOJSIIIM TEXHUYECKA U OPTaHU3AIMOHHH MEPKH,
3a Jla ce 3aIUTIT HHpOpMauusTa W 00pabOTBaHUTE JHYHHM JIaHHH
Cpelly HepaspelleH MM He3aKOHEH JOCTHII, ONOBECTsIBAaHEe, Pa3IpocTpa-
HCHME, NPOMsHA WM YHHUIO)KaBaHE MM CIy4ailHO H3ryOBaHe, IIO-
CIEIHATHO aKo O0pabOTBaHETO BKJIIOYBA MpEJaBaHE IOCPEICTBOM
MpeKa.

5. JlbpkaBuTe 4WICHKM MHCIEKTUPAT Ha MOJXOMAALIO PAaBHUILE MACTO-
To(MecTaTa) Ha U3NUTBAaHE HA JIEHCTBUETO, 3a Ja MPOBEPAT JAJIM M3IHT-
BaHMsTA HA JICHCTBUETO CE M3BHPILIBAT B CHOTBETCTBUE C M3MCKBAHUATA
110 HACTOSIIIMS PErJIaMeHT W ONOOpEeHUs IUIAH 3a M3MUTBAHETO.

6. CHoHCOpBT yCTaHOBsBa TMpolefypa 3a H3BBHPEIHH CHUTYyalluH,
KOSITO ITO3BOJIsIBA HE3a0ABHOTO MICHTU(GUIMPAHE U, IPH HEOOXOIMMOCT,
He3a0aBHO M3TETJISTHE HA W3AENUATA, M3MOI3BAaHU MIPU H3MHUTBAHETO.

Ynen 69

EJIeKTpOHHa CHCTEeMA 3a M3NUTBAHHUA HA HeﬁCTBHeTO

1. B cerpymamuecTtBo ¢ appxkaBuTe wieHkn Kowmmcusara ch3gasa,
yIpaBiisiBa U IOAIbPKA €JIEKTPOHHA CHCTEMA:

a) 3a TEHepUpaHe Ha C€IUHHM WJCHTU(QUKAIMOHHHM HOMepa 3a
WU3MUTBAHUS Ha JICHCTBUETO, TIOCOYCHU B 4WieH 66, maparpad 1;

0) ¢ ¢QyHKIMS HAa NpHeMall MOPTad TPH TMOJABAHETO HA BCHYKHU
3asBICHHUS MM YBEJOMJIGHUS 3a M3IUTBaHMUA Ha JICHCTBHETO,
mocoyeHn B uwieHoBe 66, 70, 71 m 74, KakTO W TPHU TOJABAHETO
Ha BCUYKM OCTAHAIM JaHHW WIM NPU 00pabOTBAHETO Ha JaHHWUTE B
TO3U KOHTEKCT;

B) 32 oOMeH Ha wuH(]OpMaIiMs, OTHAcsIA Ce 3a H3MHUTBAHHATA Ha
JCUCTBUETO CHIVIACHO HACTOSIIUS PErNIAMEHT, MEXIY IbPXKABUTE
YWICHKH W MEXAy TsiX u Komucusita, BKIIOYHTENIHO OOMEHa Ha
nHoOpManus, TOCOUeH B WieHOBe 72 u 74;

r) 3a uH(popManus, KOSITO CE MPEJOCTaBst OT CIIOHCOpA B CHOTBETCTBHE
¢ wjeH 73, BKIIOYUTEIHO JAOKJIaJa 3a M3IMUTBAHETO HA JICMCTBHETO U
PE3IOMETO ChIVIACHO M3MCKBAaHUATAa Ha Taparpad 5 OT ChINUS YIICH;

1) 3a JOKJaJBaHC HA CCPUO3HU HEXKEJIaHW ChOWTHS W HEJOCTATHIM Ha
n3aeiusaTra U CbOTBETHOTO aKTyanusnpaHe Ha Ta3u I/IH(l)OpMaLlI/IH
CBhIJIAaCHO 4JIeH 76.
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2. Tlpu cw3naBaHe Ha EINEKTpOHHATa cucTtema 1o maparpad 1 or
HacTosmus 4wieH, Komucnsra obesnedaBa HelfHaTa ONepaTHBHA ChbBMeEC-
TUMOCT ¢ 0a3ara gaHHM Ha EC 3a KIMHMYHUTE M3NUTBAaHUS Ha JIEKap-
CTBEHHU TIPOAYKTH 3a XyMaHHa ymoTpeba, Chb3AafeHa ChINAcHO WieH 81
or Permament (EC) Ne 536/2014 ma EBpomelickus mapiaMeHT W Ha
Cogera (1), mo ce oTHAacs [0 H3OMTBAHMATa HAa JCHCTBHETO Ha
CBITBTCTBAIIY H3MICIHSL.

3. Tocouenara B maparpad 1, OyxBa B) mH(OpMamms e JOCTHIIHA
caMo 3a abpkaBuTe wieHku u Komwmcwmsrta. Madopmanusra, nocoyeHa
B OCTaHaNIHTe OYKBH OT CBHINMA maparpad, € myOIMYHO TOCTBHITHA, OCBEH
KOrato Ipguiata MHGOpMaLUs WIM 4acT OT Hesd € IOBEpUTEIHA Iopaau
HAKOSL OT CJICAHUTE NPUYUHU!

a) 3amuTa Ha JMYHATE JaHHU B ChoTBeTcTBHEe C Permament (EO)
Ne 45/2001;

6) 3ammTa Ha TbproBckara uH(oOpMaLUs C IOBEPUTENIEH XapakTep,
ocobeHo B Opomrypara Ha H3CIIEIOBAaTENs, IO-CIICNHATHO KaTo ce
OTYUTA CTATYChT HA OLEHABAHETO HAa CHOTBETCTBHETO HA M3JEIUETO,
OCBEH B CJIy4auTe, KOraTo ChLIECTBYBA I10O-BUCII OOLIECTBEH MHTEPEC
3a OMOBECTABaHE Ha MH(MOPMAIATA;

B) eeKTHBEH HaJ30p Ha [POBSKJAHETO HAa M3MUTBAHETO Ha
JICHCTBUETO OT CTpaHa Ha ChOTBETHATa(UTE) IbpikKaBa(u) WieHKa(H).

4.  JIMYHMTE AAHHW HA YYaCTHHUIIUTE HE ca IyOJMYHO JOCTBITHH.

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

Ynen 70

H3nurBaHus HA AeiiCTBHETO MO OTHOLIEHUE HA M3/1EJIUs C HAHECeHa
MmapkupoBka ,,CE“

1.  Koraro TpsOBa 5a ce mpoBejae W3MUTBAaHE HA JICHCTBHUETO C LEI
JNOIBJIHUTENHO OLCHsABaHe, B PaMKHTE Ha INpeJHa3HAYCHUETO My, Ha
u3JIeNe, BbPXY KOETO Bede ¢ HaHeceHa mapkuposkara ,,CE“ B choT-
BercTBue ¢ uwieH 18, maparpad 1 (,,ipoydBaHe 3a MpOCIEIsBaHE Ha
JEHCTBUETO Cliel IyCKaHe Ha maszapa’™), M KOrato H3IHMTBAaHETO Ha
JelcTBueTo OM OWIIO CBBP3aHO C TOIaraHeTO Ha YYaCTHULIUTE Ha
MpoLeAypH B JONBJIHEHHE KbM TNPOBEKIAHUTE TMPU HOPMAIHU
ycloBHs Ha ymnorpeba Ha HM3JCIUETO, H TE3H JIOMBJIHUTEIHH
MIPOLIEAYPH Ca MHBA3MBHU WIIM OOPEMEHHTEIHH, CIIOHCOPBT yBEIOMsIBa
ChOTBETHATA JbpKaBa WiICHKa Hai-manko 30 JIHHM Mpeau HayaloTo Ha
M3MUTBAHETO Ype3 eNIeKTPOHHaTa cHucTeMa Mo wieH 69. CHoHcopbT
BKIIIOYBA JOKyMEHTAllMATa, I0COYeHa B 4YacT A, pa3gen 2 oOr
npunokenne XIII wm B mnpunoxenme XIV. Ilo oTHomenwe Ha
MpOYYBAaHUATA 3a MPOCIEAsBaHE Ha JEHCTBUETO cliel IIyCKaHe Ha
nasapa ce npuiaratr 4wieH 58, maparpad 5, OykBu 0)—i) u OykBa ),
» C1 unenose 71, 72 u 73, unen 76, naparpadu 5 1 6 ¥ CHOTBETHUTE
pasnopenou <« Ha npwioxenus XII u XIV.

2. Koraro 1ps6Ba ga ce IpoBeAe U3NMTBaHE Ha JECHUCTBUETO C LEI
OIICHSBAHE Ha W3JIENHE C Bede HaHeceHa MmapkupoBkata ,,CE*“ B cpoT-
BETCTBHE ¢ wieH 18, maparpad 1, U3BbH paMKUTe Ha NpeIHA3HAUEHUETO
My, ce mpuiarat wieHoBe 58—77.

(") Pernament (EC) Ne 536/2014 na Eponeiickust napnament u Ha CbBera OT
16 ampun 2014 1. OTHOCHO KIMHWUYHHTC W3MUTBAaHHWA Ha JICKAPCTBCHU
MPOIYKTH 3a XyMaHHa yrortpeda, u 3a oTMsHa Ha [lupektusa 2001/20/EO
(OB L 158, 27.5.2014 r., ctp. 1).
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Ynen 71

CpbluecTBeHI IIPOMEHU B M3INUTBAHUATA HaA JeiicCTBHETO

1. Axo cIoHCOp Bb3HaMepsBa Ja BHECE NPOMEHH B H3MHUTBaHE Ha
JeHCTBHETO, 3a KOETO ce MpeAmnoNara, 4e IIe OKaXaT 3HAYUTEITHO
Bb3/ieiicTBHE BbPXY O€30IIaCHOCTTA, 3[paBETO WM IIpaBaTa Ha ydacT-
HUIUTE WM BBPXY CTAOMIHOCTTA MM HAAEXKIHOCTTa HAa JaHHHUTE OT
M3MHATBAHETO, TOH yBEeJOMsSBAa B CPOK OT €JHA CEAMHIA dpe3 eleK-
TPOHHAaTa cUCTeMa MO0 wWieH 069 pabpxaBaTa(uTe) wWieHKa(u), B
KOATO(KOHTO) Ce TNPOBEXKAAa MM INe Ce MPOBEeXkKJa H3MUTBAHETO Ha
JEeHCTBUETO, 3a OCHOBaHUSATa U €CTECTBOTO Ha Te3U IPOMEHH.
CroHCOPBT MpHUIara akTyalW3UpaHa pPEeJaKIds Ha ChOTBETHATA IOKY-
MEHTalus, IOocoueHa B mpuiokeHue XIV, karo uyacT oT yBegoMIle-
Hueto. IIpomMeHuTe B CHOTBETHATa JOKyMEHTalMs TpsOBa la ca SCHO
0003HaYEHH.

2. JlppxkaBara YJICHKa OIICHSBAa BCHUYKH CBHIICCTBCHH MPOMEHH Ha
WU3MUTBAaHETO Ha JEHCTBHETO B CBHOTBETCTBHE C IMpoleaypara, IMpes-
BHJICHA B 4JICH 67.

3. CHooHCopbT MOXKE Ja IPUIIOKH NpOMEHHUTe 1o maparpad 1 Haii-
paHo 38 AHU crel yBeIIOMJICHHUETO, OCOYEHO B maparpad 1, ocBeH ako:

a) IppKaBaTa WICHKA, B KOSTO CE IPOBEXJIa WIM IIe Ce IPOBEXKIA
M3MUTBAHETO Ha JIEHCTBUETO, € YBEJIOMHJIA CIOHCOpA 3a OTKa3a Ch
Bb3 OCHOBA Ha ChOOpa)KEHUsTa, [IOCOUYEHU B wieH 67, maparpad 4,
WIA BB3 OCHOBA Ha CHOOpPaXEHWs, CBBP3aHM C OOIIECTBEHOTO
31paBe, 0S30IIaCHOCTTA M 3[PaBeTO Ha YYaCTHHUIUTE MM IOTpeOu-
TEIUTE, WIK C OOLICCTBCHUS PEI; WU

6) KOMHCHs II0 €THKa B Ta3W [bpiKaBa YJICHKa € Jajla OTPULATCIHO
CTAaHOBHUIIC IO OTHOIICHHMEC Ha CBhIICCTBCHATA IPpOMAHA B H3IIUT-
BaHCTO Ha HeﬁCTBHETO, KOC€TO CBIVIACHO HAIMOHAJIHOTO IpaBoO, €
BaJIMIHO 3a ILslaTa AbprKaBa YJICHKA.

4.  CrporBeTHaTa(uTe) IbpkaBa(n) djeHKA(M) MoOke(MOTraT) Ja yIbl-
KU(aT) cpoka, mocoueH B maparpad 3, ¢ ome celeM JHH C Lel
MPOBEX/JJaHE HAa KOHCYJITAIMHU C EKCIIEPTH.

Ynen 72

Kopurupamm wmepku, KOUTO TpsiOBa Jda ce mpeanmpueMar oOT
Ibp:KABUTE YWIEHKH, U O00MeH Ha uHpopMauus MeXIy TAX
OTHOCHO M3MUTBAHHUS HA JIeHCTBHETO

1. Ako mbpikaBa WICHKA, B KOSTO C€ IMPOBEXKIA HJIM LIC CE MPOBEKIA
U3IHUTBAaHE HA JCHCTBHETO, IMa OCHOBAHUS JIa CMSTA, Ye M3UCKBAHMUAITA,
MOCOYEHH B HACTOSIIHS PETJaMEHT, He Ce M3MBIHABAT, TS MOXKE Ja
[peIIpueMe Ha CBOSI TEPUTOPHUS HAW-MAKOTO HSIKOS OT CJICIHHTE
MEpKH:

a) Jla OTHEMe pa3pellieHUeTo 3a M3MUTBaHEe Ha JCHCTBUETO;
0) ma crpe WM Ja MPeKpaTH M3MHUTBAHETO Ha JICHCTBHETO;

B) Jla H3UCKa CIIOHCOPBHT Ada MNPOMEHHU OIPCACICH acCICKT Ha U3NUT-
BaHETO Ha JEHCTBHUETO.

2. Tlpenu na mpeanpueme HIKOsS OT MEpKHTE 1o maparpad 1, cboT-
BETHATa JbpP)KaBa YICHKA W3MCKBA CTAHOBHIIE OT CIIOHCOpA MIIA M3CICI-
oBaTelis, WIM M OT JIBaMaTa, OCBEH aKO HE € HeoOXOAMMO He3abaBHO
nerictBue. CTaHOBHIIETO Ce MPEICTaBsl B CPOK OT CEIEM THH.
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3.  Koraro nappkaBa ujeHKa € Mpelanpuesia HAKOS OT MEpKHUTE,
mocoueHH B maparpad | OT HACTOAIIMS 4UIICH, WIH € OTKasala
U3NUTBaHE Ha JIEHCTBUETO, WM € Ouila yBeJOMEHa OT CIIOHCOpa 3a
HpexIEBPEMEHHO MPEKpaTsBaHe HA M3MUTBAaHE Ha ACHCTBHETO TOpamn
CcboOpakeHUsl BBB BpPb3Ka C O€30I1aCHOCTTA, Ta3W IbpiKaBa 4YIEHKA
cbo0IaBa CHOTBETHOTO PEIICHWE M MOTHUBHTE 3a HEr0 Ha BCHYKH
IObpXKaBH wWICHKH W Ha KoMmmcHATa d9pe3 eNeKTpOHHATa CHUCTEMa II0
yneH 69.

4, Korato CIIOHCOPBT OTTETJIM 3asABJICHUCTO, MMPEAU J1a UMa PCUICHUC
Ha JbpiKaBa 4YJICHKaA, Tasu HH(pOpMaL[Mﬂ cTaBa AOCTOSAHHUE HA BCHUYKH
AbpPXXaBU YJICHKH H Komucusita Ype3 CIICKTPOHHATa CHUCTEMa IO YWICH
69.

Ynen 73

Hudopmanusi oT cnoHcopa B Kpasi HA H3NMMTBaHe HA JIeiiCTBHETO
WIN NPU CNHPaHe WIN NMpex/IeBpeMeHHO NMpeKpaTsiBaHe

1. AKO CHOHCOPBT CIpE WU IPEKAEBPEMEHHO NPEKPATU U3IUTBAHE
Ha JelicTBueTo, TOW uH(OpMHpa B paMKuTe Ha 15 AHU Ibp)KaBUTE
YJIEHKH, B KOMTO TOBAa M3MHTBaHE Ha JEHCTBHETO € OWJIO CHPSHO WM
IPEXAEBPEMEHHO MIPEKPATEHO, UPe3 EICKTPOHHATA CUCTEMa MO wieH 69.
B ciyuaii ye coHCOpBT cnpe WM NPEeXICBPEMEHHO MpPEKpaTh HM3IHT-
BAaHETO Ha JICHCTBUETO MMOpajaud ChOOpa)KCHUS BBB BpbB3Ka C Oe3omac-
HOCTTa, B paMKuTe Ha 24 4yaca Toii WH(OpMHpA 3a TOBA BCHYKH
IbpKaBU WIEHKH, B KOUTO C€ IpPOBEXJAa TOBAa U3IMUTBAHE Ha
JIeHCcTBUETO.

2. Ilpuema ce, 4e KpasT Ha U3IMUTBAHE Ha JEUCTBUETO CbBHALa C
TOCTEAHOTO TMOCEHIEHHE Ha MOCIEJHUS yYaCTHHK, OCBEH aKO B IIJaHa
32 M3MUTBAaHE Ha JEHCTBHETO HE € OmpefeleH APYr MOMEHT 3a TO3H
Kpai.

3.  ChoHCOpPBT yBEAOMSIBA BCsSKa Abp)KaBa WIEHKAa, B KOSATO ce €
MPOBEXJAJI0 TOBA M3MUTBAHE Ha JEHCTBHETO, 3a Kpas Ha BBIIPOCHOTO
M3MUTBAHE Ha JICHCTBUETO B Ta3 JIbpKaBa 4lieHKA. TOBa yBEJIOMIICHHE
ce W3BBpLIBA B CPOK OT 15 mHM ciiex Kpas Ha HM3IUTBAHETO HA
JEeHCTBUETO 3a Ta3U AbpPXKaBa WICHKA.

4. AKko Ja/ieHO M3NHTBaHE Ce MPOBEXIa B IOBeUe OT eIHa JbpiKaBa
YJIEHKA, CIIOHCOPBT YBEJIOMSIBA BCHUYKHU JABPIKABH YICHKH, B KOUTO CE €
MIPOBEXIAJI0 TOBAa M3MUTBAaHE HA JIEHCTBHETO, 32 Kpas Ha M3IUTBAHETO
Ha JIMCTBUETO BBB BCHYKH JbPKaBU WIEHKH. ToBa yBelOMJICHHE ce
W3BBPIIBA B CPOK OT 15 AHUW crieq Kpas Ha M3MUTBAHETO Ha JEHCTBHUETO.

5. HesaBUCHMO OT pe3yJiTaTHTEe OT HM3MUTBAHETO HA IEHCTBHETO, B
CPOK OT €/IHa I'OJMHA OT Kpas Ha W3MHMTBAHETO Ha JCWCTBHETO WU J0
TPU Mecella OT NPEeKAEBPEMEHHOTO MpPEKpaTsIBaHe WM CIHPaHETo,
CIIOHCOPBT MPECTaBs Ha IbP)KaBUTE YJICHKH, B KOUTO CE € TPOBEKAAI0
M3IHUTBAHETO Ha JAEHCTBUETO, AOKJIAJA 3a M3MHUTBAHETO HA JEHCTBHETO
chriacHo 4act A, paszzuen 2.3.3 or npunoxenue XIII.

JloknmaabT 3a M3MUTBAHETO HA JICHCTBHETO CE MPHUJPYXKaBa OT pe3loMe,
W3rOTBEHO TI0 JIECHO pa30upaeM 3a IIeJeBHS MNOTPEOMTEN HAYUH.
JIOKIarbT U pe3rOMETO ce MPEACTAaBAT OT CIIOHCOpa 4Ype3 eJEKTPOHHATA
CHCTEMAa, TOCOoYeHa B 4jieH 69.

Korato mopaau cboOpakeHHs OT HAy4YHO €CTECTBO HE € BBH3MOXKHO
JOKJIJIbT 332 W3MHUTBAaHE Ha JICHCTBHETO Jia CE MPEACTAaBH B CPOK OT
€JHa TOJIMHA OT Kpas Ha H3IUTBAHETO, TOM Ce€ MNpEJCTaBs BeaHara
moM ObJie M3roTBeH. B TO3W ciayyald B IUlaHa 3a W3NUTBaHE Ha
nercTBueTo 1mo 4gact A, pasgen 2.3.2 ot mpmioxkenue XIII ce mocousa
Kora Iie ObJaT HaJIMYHHM PE3yJITATUTE OT M3IMTBAHETO Ha ACHCTBHETO,
KaTo C€ M3jarar OCHOBAaHMS 3a TOBA.
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6. Komucusita U3roTBsi HaCOKM 1O OTHOIICHHE Ha CbAbPIKAHUETO U
CTpYKTypaTa Ha pE3IOMCTO Ha AOKIaaa 3a U3IMWTBAHCTO Ha HeﬁCTBHGTO.

OcBeH TOBa 3a CIIy4aWTe, B KOUTO CIOHCOPHT pEIIaBa [a CIIOICIH
HeoOpaboOTeHN MaHHM Ha J0OpOBONHA OCHOBa, Komucusra Moxe Ja
W3rOTBU HACOKM 3a (popmaTa M OoOMEHa Ha Te3M JaHHU. Te3u HaCOKH
MOTaT Jia e OCHOBaBAT Ha CHINECTBYBAIM HACOKH 32 CIIOJEISHETO Ha
HeoOpabOTeHHU JAaHHU B 00JaCTTa Ha M3MMTBAHUATA HA JICHCTBUETO, KAaTO
I aJIalTHPAT, JOKOIKOTO € BB3MOJKHO.

7.  Pe3tomMeTo M IOKIAIbT 32 M3MUTBAHETO HA JEHCTBHETO, MOCOYCHHU
B maparpad 5 OT HAcTOSIIUS WIEH, CTaBaT IyOJMYHO AOCTHIIHM 4pe3
eJISKTPOHHATA CHUCTeMa MO WieH 69 Hail-KbCHO KOraTo HM3IelHeTO Objae
PEruCTPUPaHO CHITIACHO WICH 26 W NpPEAM ITyCKaHeTO My Ha maszapa. B
cilydall Ha TPEXAEBPEMEHHO NPEKpaTsIBaHE WM CIIMPaHE PE3IOMETO U
JOKJIabT CTABAT MYOIMYHO JOCTBHITHU BeIHATra CJIE]] IPEICTABIHETO M.

Axo m3nenuero He ObJe PETUCTPUPAHO B CHOTBETCTBHE C WieH 206 B
paMKHTE Ha €/IHA TOJIMHA OT BHBEXKJIAHETO Ha PE3OMETO M Ha JIOKJIaaa
32 M3MUTBAHETO Ha JCHCTBUETO B CJICKTPOHHATA CHCTEMa CBIJIACHO
naparpad S5 OT HACTOSIIUS YICH, T€ CTaBaT MyOJIMYHO JOCTHIIHU B
TO3M MOMEHT.

Ynen 74

IIpouenypa 3a KOOPAMHHMPAHO OliCHSIBAHE Ha H3NUTBAHMATA Ha
JIeliCTBHETO

1. Upes enekTpoHHATa CUCTEMA IO 4WiIeH 69 CHOHCOPHT HA U3NUTBAHE
Ha JeHCTBUETO, KOETO IIe ce IPOBEeXJa B IOBEYE OT €/HAa JIbp)KaBa
YIeHKa, MOXE Jia TOAaJe €JIMHHO 3asBIICHHE 3a LEIUTEe Ha 4jeH 006,
KOETO IpU I0Jy4yaBaHE ce€ IpeJaBa 0 E€JIEKTPOHEH IbT Ha BCUYKU
Ibp)KaBU UJEHKM, B KOWTO IIe C€ TIpOBeXJa M3IMUTBAHETO Ha
JIEHICTBHETO.

2. B enuHHOTO 3asBiieHUe 1o naparpad | CHOHCOPBT mpejasara eaHa
OT JBPXKABUTE UWIEHKH, B KOHMTO WI€ Ce€ MPOBEKIA H3MUTBAHETO HA
JIECTBUETO, Ja JeHCTBAa KaTo KOOpJAMHHUpalla JbpXkaBa uieHKa. B
CPOK OT LIECT JHM OT TOJAaBaHE Ha 3asBJIEHHETO IbPKABUTE UYJICHKH,
B KOUTO IIE€ C€ MpOBEkKJa H3MUTBAHETO HA JEUCTBUETO, IMOCTHraT
ChIVIACHME KOS OT TAX IIe Tnoeme (YHKIMUTE Ha KOOpAMHHUpAIa
J'bp)KaBa wiIeHKa. AKO Te HE Ce CIopa3yMesT OTHOCHO KOOPJIUHHUpAIlaTa
Ibp)KaBa WIEHKa, Te3W (YHKIMU C€ IMOoeMaT OT HpeaioKeHaTa OT
CIIOHCOPa KOOPJHMHHUpAIIA JbprKaBa YICHKA.

3. Ilom pbBKOBOACTBOTO HA KOOPAWHHUpAIIATa IbpXKaBa UJICHKA II0
naparpad 2 3acerHaTuTe Ibp)KaBU WICHKH KOOPAWHUPAT OLEHSIBAHETO
Ha 3asBJICHUETO, [T0-KOHKPETHO Ha JIOKYMEHTAlUsTa, II0COYEeHa B IJlaBa
I ot npunoxenne XIV.

Brnpexkn ToBa mBiIHOTAaTa Ha JOKYMEHTalUsATa 1Mo TIiaBa I, pasmenn
1.13, 4.2, 43 u 4.4 or npunoxenue XIV u gact A, paszmen 2.3.2,
OykBa B) or mnpwioxenue XIII ce omeHsBa OTAETHO OT BCsKa
ChOTBETHA JbpXKaBa 4WIEHKa B CBOTBETCTBUE C 4WieH 60,
naparpadgu 1—S5.

4. [lo oTHomIeHHMEe Ha AOKyMEHTAIMsTa, pPa3lIWyHa OT MOCOYEHATa B
naparpad 3, BTOpa ajuHes, KOOpJUHHpAIaTa JIbpKaBa UYJICHKA:

a) B CpOK OT HIECT IOHU CJEA IOoJydaBaHC Ha CJIWHHOTO 3asABJICHUC
yBCAOMsBa CIIOHCOpa, Y€ Td € KOOpJAWHHpallaTa AbpiKaBa YJICHKaA
(,,daTa Ha yBeJOMSBaHE");
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0) 3a LeNMTE Ha BaJIMMpAHE HA 3asABJICHHETO B3eMa MPEABH] BCHYKU
ChOOpaKEHHs, TPEACTABEHH B CPOK OT CEIEM MHM OT JaTrarta Ha
YBEJOMSIBAHE OT 3aCETHATHTE IbPKaBH UWICHKH;

B) B cpok oT 10 maHM OT marara Ha yBeIOMSIBAaHE OICHSBA JAU W3IUT-
BAaHETO Ha JICHCTBHMETO IOMNaja B 00XBaTa HA HACTOSILIUS PErJIAMEHT
W Jany 3asBJICHUETO € IIBJIHO M YBEAOMsBa CIIOHCOpa 3a ToBa. BbB
Bpb3Ka C TOBAa OICHSABAHE 3a KOOpJIMHMpAIIaTa JAbpXKaBa WICHKA Ce
npuiara 4ieH 66, maparpagpu 1 u 3—5;

I) OpEeACTaBs pe3yNTaTHTE OT HANpaBEHOTO OICHSBaHE B MPOEKT 3a
JIOKJIaJl OT OIICHSIBAHETO, KOMTO TpsiOBa Ja Objie M3MpPATeH JI0 3acer-
HATUTE JbPKABU WICHKA B CPOK OT 206 JHH OT JaTaTa Ha BaJUIH-
panero. Jlo 38-ust nen cnex Jnartatra Ha BaJUAMpaHE JIPYTHTE
3acerHaTd Ibp)KaBW WICHKH HM3IMPAllaT CBOUTE KOMEHTapu U Ipel-
JIOKEHHs IO IPOEKTa Ha JIOKJIAJa OT OLCHSIBAHETO M CHOTBETHOTO
3asBIEHHNE Ha KOOpAMHMpAIIATa Ibp)KaBa UWIEHKA, KOATO B3eMa
HAQJUICKHO MPEABUJ TE3H KOMEHTapU M MPEIJIOKEHUS TPH H3rOT-
BSHETO Ha OKOHYATENHHS JOKJIan OT OIEHIBAHETO, KOWTO ce
mpeaBa Ha CIOHCOpa W Ha JIPYTUTE 3aCeTHATH TbP)KaBU WICHKH B
CpOK OT 45 JHU OT jJaTara Ha BaJWJUpaHE.

OKOHYATEIHUAT JOKIa[ OT OLEHSBAHETO CE B3eMa IPEIBUI OT BCHUKH
3aCerHaTH [bp)KaBU WICHKH IPH B3E€MAaHETO Ha peIIeHHE [0 3asB-
JICHHETO Ha CIIOHCOpa ChIVIACHO WiieH 66, maparpad 7.

5. Ilo oTHoOLIEHUE HA OLEHSABAHETO HA JOKYMEHTALUsATa, I0OCOYEHA B
nmaparpa¢ 3, BTOpa ainHes, BCSKa 3aceTHaTa Ibp)KaBa WICHKAa MOXKeE
eIHOKPAaTHO Ja IIOWCKA JOIBJIHHTENHA HH(OpPMAIHsA OT CIOHCOpA.
CHoHCOpBT IpencTaBs IOUCKAHATAa JONBIHUTETHA HHpOpMauus B
paMKHTe Ha CpOKa, OINpEHeNieH OT 3acerHarara Jbp)KaBa WICHKA,
KOWTO HEe HajABMIIABa 12 JHM OT JaTaTa Ha MOJydyaBaHE Ha HMCKAHETO.
Iocnegnusar cpok mo maparpad 4, OykBa T) criupa Jla Tede OT jJaTaTa Ha
UCKAHETO 10 MOMEHTa Ha IMOJIydYaBaHE HAa JONbJIHUTENHATa HHQOP-
MaIus.

6. 3a mzgenuara or wiac C u knac D xoopauHupamara IbpikaBa
YIEHKa MOXE ChIIO Taka Ja YABDKA CPOKOBETE, MOCOYEHH B
maparpad 4, ¢ ome 50 IHU ¢ LN HPOBEKJAHE HA KOHCYNTALMH C
eKCIIePTH.

7.  Komucusta Moxe upe3 aKTOBE 3a U3IBJIHCHUE Ja KOHKPETU3HPA
JOI'BJIHUTENHO MPOLEIYPUTE U CPOKOBETE 33 KOOPAMHHUPAHHUTE OLEHS-
BaHUS, KOUTO Jla C€ B3eMaT I10Jl BHUMAHWE OT CHOTBETHUTE JIbpPXKABU
YIEHKU IIPU B3€MAHETO Ha pelIeHHe I10 3asBICHUETO Ha CIoOHcopa. Te3u
aKTOBE 3a M3IIBJIHEHHE MOraT Ja OINpelesiAT W MpoLegypure u
CPOKOBETE 3a KOOPIUHUPAHO OLEHABAaHE B Cilydaill Ha CBbILIECTBEHU
npoMeHn 1o maparpad 12 OT HacTOSMIMs WIEH, B CilIydail Ha
NOKJTaZBaHe Ha HEXENAaHW CHOWTHA TO wieH 76, maparpap 4 u B
cillydyaif Ha M3NUTBAHMS Ha JEHCTBUETO, BKIIIOYBAILY CHIBTCTBAIIU
W3IEHs, KOTaTo JIEKAPCTBEHUTE IPOAYKTH ca OOEKT Ha IapayeHO
KOOpAUHHUPAHO OLICHsABAHE Ha KIMHHUYHO HU3IHUTBAHEC CbhI'NIaCHO
Pernmament (EC) Ne 536/2014. Te3u akToBe 3a U3INBIHCHHE CE
IpueMaT B ChOTBETCTBHE C IpoLedypaTa IO pasriekaaHe, IOCOUYEHa B
uwieH 107, maparpad 3.

8. Koraro 3akiroueHweTo Ha KoOpAuHUpalara AbpiKaBa YICHKaA
OTHOCHO 00JIacTTa Ha KOOpAWHHWPAHO OLCHABAHE €, Y€ IPOBECKIAHECTO
Ha M3MUTBAHETO HA JICHCTBUETO € HNPUEMIIMBO HJIM € NPHUEMIIUMBO IIPpU
CIIa3BaHCTO Ha ONPCACJICHU YCJIIOBUSA, TOBa 3aKJIOYECHHC CE€ CUHTa 3a
3aKJIIFOYCHUCTO HAa BCUYKH CBOTBECTHH AbPIKABU YJICHKH.
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HeszaBucumo ot II’bpBa aJIMHEs, BCAKA OT 3aCCrHATUTC ABbPrKaBU YICHKH
MOXKE Ja HU3pa3u HECBITIAaCHEC CBC 3aKIOYCHHUCTO Ha KOOpAWMHHpamlara
AbpiKaBa 4JICHKa OTHOCHO o0yracTTa Ha KOOpAWHUPAHO OLECHSABAHE CaMO
Ha CJICIHUTC OCHOBAHUA:

a) Korarto c4uTa, 4€ Yy4YaCTUETO B M3IUTBAHCTO Ha JICCTBUETO on
JOBCJIO 10 TIIOJIOKCHUE, IPU KOETO MAaJA€H YYAaCTHHUK TII0Jy4YaBa
JICYCHHUEC, KOCTO € IIO-HCKAa4YE€CTBEHO OT TOBa B YCJIOBUATA Ha
HOpMaJiHaTa KJIMHUYHA MPaKTHKa B 3ac€rHarata AbpiKaBa 4YJICHKA,

0) HapylieHHe Ha HAIMOHAJIHOTO NPaBO; HIH

B) ChOOpaXkeHHsI BbB BPH3Ka ¢ OC30IMACHOCTTA HA YYACTHHKA W HAICHKI-
HOCTTa M CTaOHMJIHOCTTAa Ha PE3yJTATUTE, MPEACTABCHH IO maparpad
4, OykBa T).

Korato Hsikosi OT 3acerHaTure JbpXKaBU UWIEHKH HE € ChIJIACHA CbC
3aKJIIOUYCHUETO Bb3 OCHOBAa Ha BTOpa AJMHEs OT HACTOsMMA maparpad,
TSl YBEAOMSIBA 32 CBOETO HECHIVIACHE, KATO CHIIEBPEMEHHO IPEIOCTaBs
nopoOHa 00ocHOBKa, KomwucusiTa, BCHYKH JIPYI'M 3aCErHATH JIbp)KaBU
YICHKH W CIIOHCOpa 4pe3 eJeKTPOHHATa CHCTeMa Mo wWieH 69.

9. Koraro 3akiroueHHeTo Ha KOoOpAuHUpallarta AbpiKaBa YICHKaA
OTHOCHO o0JjlacTTa Ha KOOpAWHUPAHO OLCHABAHC €, Y€ HU3IMMUTBAHCTO
Ha ,[[efICTBPIeTO € HCIIPUEMJIMBO, TOBA 3aKJIIOYCHUEC CC CUHUTA 3a 3aKIIIO-
YCHUETO Ha BCHUYKU 3aCETHATU ABbPIKaBU YJICHKH.

10. Jlamena 3acernara JbpKaBa 4WIEHKAa OTKa3Ba Ja pa3perin
M3MUTBaHE Ha JIEWCTBHETO, aKO HE € ChIVIACHA ChC 3aKJIIOUEHHETO Ha
KOOpAMHMpAIIaTa Ibp)KaBa WICHKA, Ha KOETO U J1a € OT OCHOBAHMATA,
ocoYeHu B maparpad 8, BTopa aliHes, WM aKO yCTaHOBU BB3 OCHOBA
Ha HaJJEKHO OOOCHOBaHM CHOOpaXKECHHUS, Y€ HE Ca WU3IIBJIHCHU
acmeKkTuTe, pasrienaHu B rmaBa [, pazmenmu 1.13, 4.2, 43 u 4.4 or
npuioxkenue XIV, uiam Koraro KOMHUCHS 0 €THUKa € Jaja OTPULATEITHO
CTaHOBHIIE OTHOCHO M3MUTBAHETO HA JEHCTBUETO, KOETO CBHITACHO
HaIMOHAJHOTO NPaBO € BAIMAHO 3a LisylaTa JIbp)KaBa 4JICHKA. 3acer-
HaTaTa Ibp)KaBa WICHKAa MPEABIDKIA INpoleaypa 3a oOXanBaHe II0
OTHOIIICHHWE HA TaKbB OTKa3.

11. Bceska 3acerHara Jbp)kaBa 4WICHKa YBEAOMSBA CIOHCOpa 4Ype3
€JeKTPOHHATAa CHUCTeMa Mo wWieH 69 3a ToBa Aanu HM3NUTBAHETO HA
NEUCTBUETO € pa3pelieHo, Jald € pa3pelieHo MNP CHa3BaHETO Ha
ONpeJIeNICHH YCJIOBUS WM € OWIO OTKa3aHO pa3pelieHue 3a Hero.
VYBenoMsBaHETO Ce M3BBPIIBA YpE3 €AHOKPATHO pEIICHHE B CPOK OT
meT JHU OT TNpeAaBaHEeTo, chriacHo maparpad 4, OykBa T) OT
HACTOSIIHUS YICH, Ha OKOHYATEJTHHS JOKJIAJ OT OIICHSBAHETO OT KOOp-
JUHMpaIarTa JbpkaBa yieHka. Koraro paspeniaBaHeTo Ha M3IUTBaHE Ha
JICHCTBUETO € OOBBP3aHO C OMPEACTICHU YCJIOBHUS, TOBA MOrar ja Obaar
caMO YCIIOBHS, KOUTO IIOpajJd €CTeCTBOTO CH He Morar jga Obaar
M3IIBJIHEHH KbM MOMEHTa Ha pa3peliaBaHETo.

12.  Bcuuku chIIeCTBEHH NPOMEHHM NO wieH 71 ce cpoOmaBaT Ha
3aCErHaTUTE IbpKaBU WICHKH 4Ype3 EJIEKTPOHHATa CHCTeMa [0 4YJICH
69. Hanmuumero Ha OCHOBaHHWS 3a HechIylache 1o maparpad 8, BTOpa
aJIMHes] OT HACTOALIMS 4YJICH CE OLEHSBa IMOJ| PHKOBOJICTBOTO Ha KOOP-
JUHMpallaTa Jbp’kaBa YJIEHKAa, OCBEH B Cilydail Ha CBbIIECTBEHU
MPOMEHU IO OTHOIIeHWe Ha Tiama I, pazmemu 1.13, 4.2, 43 u 4.4 ot
npunoxenne XIV u gact A, pasmen 2.3.2, OykBa B) OT NPUIOKCHUE
XIII, xouTo ce oreHsBaT OTAEITHO OT BCSKA 3aceTHATa IbpKaBa UICHKA.
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13.  KomucusTa npeaocrass aAMUHUCTPATUBHA MOJKpPENa Ha KOOPIH-
HUpalaTta Ibp)KaBa WICHKAa IPU M3IBIHEHUETO HAa 3aJayure M IO
HACTOsAILATA IJ1aBa.

14. o 25 maii 2029 r. ycraHOBeHaTa B HACTOALIMS YJIEH MpoLerypa
ce Tpuiara camo OT IbP)KaBHTE WIEHKH, B KOUTO MIE€ C€ MPOBEXKIAT
M3MUTBAHUATA Ha JICHCTBUETO M KOUTO Ca Jallil ChIJIacHe 3a IpHia-
rageto . Ot 26 maii 2029 r. mocoyeHara mpoueaypa ce mpuiara oT
BCHUYKH JBPXKABH YJICHKH.

Ynen 75

IIpersen Ha mpoueaypaTa 3a KOOPAMHHPAHO OLEHsIBaHe

Jo 27 maii 2028 r. Komucusta npezacraBs Ha EBponelickus napiaMeHt
u Ha ChbBeTa JIOKJIA] 32 ONMUTa, NPUAOOUT OT MPUIIATaHETO Ha 4JeH 74,
1 aKo € HeoOXOAMMO, TIpeiyiara Iperiex Ha uieH 74, maparpad 14 u
ynen 113, maparpad 3, OykBa x).

Ynen 76

Perucrpupane u J0K/1a]BaHe HA CIy4yad HA HEXKeJaHO ChOMTHE NPH
M3NUTBAHUSA HA JelCTBHETO

1. CmoHcopsT perucTpupa IpsuIaTa HHGOpPMAnus 3a:

a) BCSIKO HEXKEJIaHO CHOUTHE OT BUJ, ONPEACIICH B IUIaHA 3a U3IMUTBAHC
Ha HCﬁCTBH@TO KaTO KPUTHUYCH 3a OLCHKAaTa Ha PE3yJITaTUTC OT TOBA
HU3IMATBAHC Ha HGP‘ICTBI/IGTO;

0) BCAKO CEPHO3HO HEXETaHO CHOUTHE;

B) BCEKHM HEIOCTATBK HAa W3JEINETO, KOMTO € MOXeNn jAa J0Bejie /0
CEPHO3HO HEKENAaHO ChOMTHE, aKo He € OWIO MpPEeAlpUETOo
HOAXOAIIO HelicTBHe, He ¢ Omia OCBHINECTBEHA WHTCPBEHIHUS IIIH
aKo 00CTOsTENCTBaTa ca OMIM IMO-MalKo OJaroNpHsATHH;

I') BCSKO HOBO 3aKJIIOYCHHE BBHB BPB3Ka ChC CHOMTHE 1O OYKBU a)—B).

2. CroHcopbT 0e3 3abaBsiHE IOKIA/ABA 4Ype3 CICKTPOHHATA CHCTEMa
mo wieH 69 Ha BCHYKH IbpKaBH WICHKH, B KOHTO C€ IIPOBEKIa
U3MHUTBaHE Ha JEWCTBHUETO, IsIaTa MHpOpMANuUs 3a:

a) BCSIKO CEpHUO3HO HEXKEIaHO CHhOUTHE, KOETO HMMa MPUYMHHO-CIIC-
CTBEHa BPB3KA C HW3JCIHETO, KOMIIApAaTopa WM MpOIeAypara Ha
M3NHUTBAaHE WM aKO TakaBa MPUYMHHO-CIEJCTBEHA BpPB3KA €
pa3yMHO BB3MOXKHA;

0) BCEKM HEJIOCTAaThK HAa W3JCIHETO, KOHTO € MOXeNl Ja JoBeae 0
CEepUO3HO HEXEJaHo CcbhOUTHEe, ako He € OWI0 NpPEeANpHeTo
HOJXO/AIIO JICHCTBUE, HE € OWila OCBHIICCTBCHA HHTEPBEHIMS WA
aKo OOCTOSTENCTBAaTa ca OWIM MO-MAalKO OJarOTpHSTHH;

B) BCAKO HOBO 3aKJIIOYCHUC BBB BPB3Ka C BCIAKO crOuTHE TIO 6yKBI/I

a) 1 6).

Ipu ompesensiHe HA CPOKa 3a JOKJIAJBAHE CE B3eMa IPEIBUA TEKECTTA
Ha cpOUTHETO. AKO € HEeoOXOOMMO, 3a Ja Ce rapaHTHpa CBOCBpe-
MEHHOTO JOKJIa/[BaHE, CIIOHCOPHT MOXKE Ja IPEACTABH ITbPBOHAYAJICH
JOKJIaJ, KOWTO € HEIIBJICH, IIOCIIE/IBAH OT ITBJICH IOKIA.
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ITpu uckaHe OT Abp)KaBa WICHKA, B KOSATO CE MPOBEXKAa M3ITUTBAHETO HA
JEHCTBHUETO, CIIOHCOPBT MPEAOCTaBs msuiata MH(MOPMAIHS, MOCOYCHA B
naparpad 1.

3. OcseH TOBa Ype3 €JNEKTPOHHATA CHUCTeMa MO 4WieH 69 CIOHCOPHT
JIOKJIa/IBa HAa JTbP)KaBUTE YICHKH, B KOUTO CE MPOBEXK/Aa U3IUTBAHETO HA
JICHCTBUETO, BCSIKO €IHO ChOMUTHE MO maparpad 2 OT HACTOSIIHUS YJICH,
HACTBIIWJIO B TPETH IBPXKABH, B KOWUTO C€ IPOBEXkKJA H3MHUTBAHE Ha
JICHCTBUETO ChC CHIIMS IUIAH 32 WU3IUTBAHE HA JICHCTBHETO KaTO TO3H,
KOHTO Cce mpuiara 3a W3NUTBaHE Ha JICHCTBHETO, OOXBaHATO OT
HACTOSIIIUS PErJIaMeHT.

4. Tlpu n3nutBaHe Ha JEHCTBUE, 3a KOETO CIOHCOPBT € H3IO0JI3Bal
€IMHHOTO 3asgBJICHHE 10 wWieH 74, TOW MOKJIaaBa BCAKO CHOWTHE IIO
naparpad 2 OT HACTOSIIMS WICH 4pe3 eJIeKTPOHHATa CUCTEeMa I10 YJIeH
69. Ilpu momyvaBaHe AOKIAABT C€ IMpeAaBa MO EJIEKTPOHEH IbT Ha
BCHYKHM JbPKaBU WICHKH, B KOUTO C€ IPOBEXJa H3MUTBAHETO Ha
JIeHCTBUETO.

[Tox ppKOBOACTBOTO HAa KOOPAMHHUpAIIATa IbpKaBa YieHKA MO 4ieH 74,
naparpad 2 JIbp)KaBUTE YJICHKH KOOPJMHUPAT OLECHSIBAHETO HA CEpH-
O3HUTE HEXeJTaHH CHOUTHS M HENOCTATBLMTE Ha H3IEIMeTO, 3a Ja
YCTaHOBAT Il € HEeoOXOAWMO H3IUTBAHETO Ha [EeHCTBHETO Ja ce
MPOMEHH, CIIPEe WJIM TPEKPATH WM Jalli Jla C€ OTHEME pPa3pelIeHUETO
3a MMPOBEXIAHETO HAa TOBA M3MUTBAaHE HA IEHCTBUETO.

Hacrosmustr maparpad He 3acsira IpaBaTa Ha OCTAHAIUTE AbPKABU
YIeHKH [a W3BBPIIBAT COOCTBEHa OIEHKA W Ja TpHeMaT MepKH
CBIVIACHO HACTOSILIMS PEIJIaMeHT, 3a Ja OCUTYpPST 3allluTaTa Ha OOLIeCT-
BEHOTO 37paBe M Oe3zomacHocTTa Ha manueHTtuTe. Ha koopaumHupamaTa
IbpkaBa wieHKa 1 Ha KomucusaTa ce cho0ImaBaT pe3ynTaTHTe OT TaKaBa
OLICHKA U IIPUEMAHETO HA TaKUBA MEPKH.

5. B cnyu4aii Ha mpoydBaHus 3a MpocielsiBaHe Ha JEHCTBUETO ciel
MyckaHe Ha maszapa, nocoyeHn B uieHn 70, maparpad 1, BMecTto
HACTOSIMS WIEH ce IpuiaraT pasnopeildure 3a NpocieisBaHe Ha
0e30macHOCTTa, NPEJABUICHN B WieHOBE 82—85 M B aKTOBETE 3a M3IIbJI-
HEHHe, NPUETH ChIIIacHO wieH 86.

6. HesaBucumo ot maparpad S, HACTOSIIMAT 4YICH Ce IpHiara,
KOTaTO € YCTaHOBEHA NMPHIMHHO-CIIEACTBEHA BPB3Ka MEXKIY CEPUO3HOTO
HEXKEJIaHO ChOMTHE M NPEAILIECTBAIIOTO M3MUTBaHE Ha JCHCTBHETO.

Ynen 77

AKTOBE 32 M3IbJIHEHHE

Upe3 akroBe 3a wu3nbaHeHue Komucusita Moke nga  ompenens
o poOHUTE MpaBuiIa U MPOLEyPHUTE ACHIEKTH, HEOOXOIUMH 3a MpHJia-
TaHeTo Ha HACTOAIIATa IJIaBa M0 OTHOLICHHE Ha!

a) XapMOHHM3WpAHUTE EJEKTPOHHH o00pasly Ha 3asBIECHHE 32
M3NHUTBAHUS HA JEHWCTBUETO M TAXHATA OICHSABAHE MO WICHOBE 66
u 74, Kato ce B3eMaT NPEIBH] KOHKPETHUTE KATETOPUH WM TPYIH
W37eNns;

6) (YHKIMOHUPAHETO Ha €JIEKTPOHHATa CUCTEMa IO wieH 69;

B) XapMOHHU3UPAHUTE €JIEKTPOHHH 00pa3LH 32 YBEAOMJIEHHE OTHOCHO
MpOyYBaHUS 32 MpoOCJesBaHe Ha JEWCTBHETO CIEJA IyCKaHe Ha
nazapa 1no wieH 70, maparpad 1 W OTHOCHO CHIIECTBEHH NMPOMEHH
mo uieH 71;
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r) oOMeHa Ha MH(OPMAIHSI MEXIY IbpPKaBUTEC YICHKU IO WieH 72;

1) XapMOHH3UPAHUTE EIEKTPOHHM OOpa3ly TMpu JOKJIaJBaHEe Ha
cepno31—m HEXCIIaHU C"I)6I/ITI/IH U HCAOCTATBLM Ha HU3ACIUsITa II0
4jeH 76;

€) CpOKOBETE 3a JOKJIaJBaHe Ha CEPUO3HH HEXKeJlaHH ChOUTHUS U HEeI0C-
TaThLM Ha W3JCIHSTA, KATO CE B3eMa IMPEJBHUJ TEKECTTAa HA CHOM-
THETO, KOETO TpsiOBa Ja ce CHOOIIM CHINIACHO WieH 76;

) €IHAKBOTO IIpWJIaraHe Ha W3MCKBAaHMATA 10 OTHOIICHHME Ha
KJIMHUYHHATE JOKA3aTeJICTBA/IaHHU, HEOOXOJWMH 3a JOKa3BaHEe Ha
CBHOTBETCTBHETO € OOLIMTE U3MCKBAaHMSA 3a 0O€30MacCHOCT U
JIEHCTBUE, YCTAHOBEHHW B TpHiIOKeHue I.

AxTOBETE 3a U3I'BJIHCHUC, IIOCOYCHU B IIbpBa aJIMHEA, CC€ IIpueMar B
CBOTBETCTBHE C MPOLEAypaTa Mo pasriexaane, mocouena B wieH 107,
naparpad 3.

I'JTABA VII

HAJI30P CJIEJ], IIYCKAHE HA TIIA3APA, NPOCJ/IEJABAHE HA
BE3OIMACHOCTTA U HAJI30P HA ITA3APA

Pazngen 1

Hapng3op ciexq myckaHe Ha ma3apa

Ynen 78

Cucrema Ha NMPOU3BOAMUTEIA 32 HAA30P CJI€A MyCKaHe Ha Ima3apa

1. 3a BcsAko wW3Ienue MPOHM3BOMUTENUTE IUIAHHPAT, Ch3AaBaT, JIOKY-
MCHTHUpAT, MPUIIArar, MOJIbPKAT M aKTyaJn3UpaT CHCTeMa 3a Haa3op
clieNl TyCKaHe Ha Ia3apa [0 HauWH, ChOoOpa3eH C Kiaca Ha M3IeNHeTO B
3aBHCHUMOCT OT PUCKa M IOJXOMAII 3a THIA M3enue. Tasu cucrema e
HepasJenHa YacT OT CHCTEMaTa 3a YIPaBICHHC HA KadeCTBOTO Ha
Npou3BOUTENs, 1ocodyeHa B wieH 10, maparpad 8.

2. Cwucremara 3a HaJa30p CleJ IyCKaHe Ha maszapa TpsOBa jga Obie
MPUTOHA 33 AKTUBHO M CHCTEeMAaTHYHO CHOHMpaHe, PErucTpupaHe Hu
AHaJIM3UpaHE Ha CBOTBETHUTC HAAaHHU 3a Ka4dCCTBOTO, ﬂCﬁCTBHCTO nu
6e301acHOCTTa HAa W3JEIHMETO [0 BPEME Ha IENUs My EKCILIOATAI[HOHCH
CpOK, ¥ 3a MU3BIMYAHE HA HY)XHUTE M3BOJIH U 3a OMpeIessiHe, TpHIarane
1 HaOJIFO/ICHUE HA ChOTBCTHUTE MMPEBAHTUBHU W KOPHTHPAILH ACHCTBHUSL.

3. Jauaure, chOMpaHH Ype3 CHCTEMATa Ha MPOM3BOJUTEIS 32 HAA30P
Clie]] IyCKaHe Ha masapa, ce M3I0J3BAT MO-CHCLHAIHO 3a:

a) aKTyaJu3upaHe Ha ONPEACISIHETO Ha ChOTHOIICHHUETO MEXAY pPHUCKa
W TION3UTE U MONOOpsiBaHE Ha YNPABICHHETO Ha PHCKA CBHITACHO
m1aBa | ot nmpunoxenue I;

0) axryanu3upaHe Ha MH(oOpMalMATa 32 IETUTE Ha MPOSKTHPAHETO U
MPOM3BOJICTBOTO, Ha WHCTPYKIMHUTE 3a ymoTpebda W HAa CTHKETH-
paHero;

B) aKTyaJln3HWpaHe Ha OIeHKaTa Ha JeHCTBHETO;
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I') aKTyaJMu3upaHe Ha Pe3loMeTo 3a 0e30MacHOCTTa M ACHCTBHETO IO
uyaeH 29;

JI) YCTAQHOBSIBAHE Ha HyXJaTa OT IPEBAHTHUBHU WU KOPUIHpPaILU
JEUCTBUS WM Ha KOPUI'MpallM AEHCTBUS BBB Bpb3Ka C Oe3zomac-
HOCTTA;

C) YCTAaHOBSABAHE Ha BB3MOXHOCTHUTE 3a HOIIO6p${BaHe Ha H3I0J3Bac-
MOCTTA, JICUCTBUETO U 0e30IMacHOCTTa Ha HU3JCIUCTO,

’K) TIOJIIOMAaraHe Ha Haa30pa CJIeA IyCKaHe Ha Iasapa Ha [Ipyrd
U3JICITHs, KOTaTo € MPUIOKUMO; H

3) YCTaHOBsIBAHE Ha TEHJAEHIMHU M TAXHOTO JOKJaJBaHE CBHIJIACHO
yiaeH 83.

Texuuueckara JOKYMEHTaIus CC aKTyaJu3upa CbOTBETHO.

4. Axo B X0la Ha Haj30pa ClieJ IyCKaHEe Ha Ma3apa ce YCTaHOBH
HEOOXOJUMOCT OT TPEBAHTUBHU WJIM KOPHUTHpAINX JCHCTBUS, WIH H
JIBETE, IPOU3BOIUTEIAT TpUIIara IMOAXOMSIM MEPKH u HHPOpMHUpa
ChOTBETHUTE KOMIICTCHTHH OpPTraHH, M aKO € MPUIOKHMO — HOTH(H-
mupanus oprad. Koraro e ycraHOBEH CEpHO3E€H WHIMICHT WIH Ce
MPUIOKNA KOPUTHpAIIO JICHCTBHE BBHB BpPB3Ka € OE30IACHOCTTA, TOBA
ce JIOKJIaJBa CHIJIACHO WieH 82.

Ynen 79

Ilnan 3a HaaA30p cJjea IyCKaHe Ha masapa

Cucremara 3a HaJ30p cje[ IyCKaHe Ha Ias3apa, Ioco4YeHa B 4iieH 78, ce
OCHOBaBa Ha IUIAaH 3a HAA30p cJea IycKaHe Ha Ia3apa, YHUTO
W3HUCKBaHMs ca omnpeneiaeHu B pasaen 1 ot npunoxenue [II. Ilmanst
3a HAA30p Clej MyCKaHe Ha Ma3apa MpeCTaBisIBa 4acT OT TEXHHUUECKaTa
JIOKyMEHTalusl, MOCOYeHa B mpuioxenue Il

Ynen 80

I[OK.]'la}_'[ 3a Haa3opa cjeld nmyCKaHe Ha Imasapa

IMpousBoaUTENIUTE HA M3JEIHS OT KiIac A M Kiac B W3roTeaTt nokmaz 3a
HaJa30pa cilef MycKaHe Ha Ma3apa, B KOMTo ce 00001maBaT pe3ynraTure u
3aKJIIOYCHUSTA OT aHAIM3UTE Ha JAHHUTE OT Ha/I30pa ciel IycKaHe Ha
nasapa, chOpaHM Bb3 OCHOBAa Ha IUIaHA 3a HAI30p CleA IyCKaHe Ha
razapa, IoCOYeH B WieH 79, 3aeHO ¢ 00OOCHOBKA W ONHCAHWE HA TPe.-
NPUETUTE MPEBAHTHBHU U KOPHUTHPAIIM JIeHCcTBUsA. J[OKIAmbT ce aKTya-
JHM3Mpa MPU HEOOXOJUMOCT U IPU MOUCKBAaHE Ce MPEAOCTaBsl Ha HOTH-
(bunmpanus opraH U Ha KOMIICTCHTHUSI OpraH.

Ynen 81

Ilepuoauyen akTyaJu3upaH AOKJIa] 32 0e30MaCHOCT

1. IIpousBogutenure Ha m3aenust oT kimac C u kmac D wm3rorsst
MepUoINYeH aKTyann3upan nokian 3a OeszomacHoct (ITA/IB) 3a Besiko
u3eNue U, KOraro € NPUIOKUMO, 332 BCAKAa KaTeropus WIM Ipyma
n3Ienns, B KOWTO ce 0000maBaT pe3yNTaTHUTe M 3aKIIOYEHHATa OT
aHaIM3UTE HA JJaHHUTE OT HaJ30pa ciel IyCKaHe Ha Ia3apa, CbOpaHU
Bb3 OCHOBA Ha IIaHA 3a HAJI30p Clie]l IyCKaHe Ha Ias3apa, I10COYEH B
yieH 79, 3aemHO ¢ OOOCHOBKA W OINHCAaHWE Ha MPEANPUETUTE
MPEBaHTUBHU U Kopurupamu aevictsus. Ilo Bpeme Ha nemus ekcruioa-
TallMOHEeH CPOK Ha CHOTBETHOTO m3nenue B To3u [IAJIb ce BkiouBat:
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a) 3aKJIFOYCHHUATA, KOUTO Oa C€ HU3IOJI3BAT IPU OINPCACIAHEC Ha CHOT-
HOIICHUECTO MEXIY PUCKA U IIOJIBUTE;

0) OCHOBHHUTE KOHCTaTallMM OT MPOCIEISBAHETO Ha JAEHCTBHETO Clel
[yCKaHe Ha maszapa; u

B) 00eMbT Ha MpPOJaXOUTE HA M3IENHETO M MPHOIU3HUTEHA OLICHKA Ha
Opost M JpPYrUTe XapaKTEPHCTHUKU Ha HACEICHUETO, KOETO H3IOJI3Ba
W3EINETO M, KOTaTo € BB3MOXKHO, YeCTOTaTa Ha ynoTpeba Ha u3je-
JIHETO.

[IpousBogurenure Ha u3znenus ot kiac C um ximac D akryanusupar
ITABJ] mnaiti-manko Benuwx roaumHo. To3u [IAJIb e wact oTr TexHu-
yecKaTa JOKyMeHTalusl, nocodeHa B npuioxkenus 11 u 111

2. IlpousBoaurenute Ha M3nenus OT kiac D mpemocTaBAT Ha HOTH-
(¢unupanus opraH, ydacTBall CBhIJIACHO WieH 48 B OLEHABAHETO Ha
CHOTBETCTBUETO Ha Te3W manenus, [IAJIb upe3 emextponnara cucrema,
nocoueHa B uieH 87. HoruduuupaHusT opran pasriexaa IOoKIaga U
n00aBsi CBOSATA OLICHKA B Ta3M €JIEKTPOHHA CHCTEMa, 3aeJHO ¢ MOApOOHA
nHpopManus 3a Besiko npeanpueto aeiicteue. Tesu [TAJIb u onenkara
Ha HOTH(QUUUPAHMUS OpraH ce IPEAOCTaBsIT upe3 Ta3h eIeKTPOHHA
cucTeMa Ha KOMIICTEHTHUTE OpTaHH.

3. Ilo orHomenne Ha wusmenuara or kmac C TpoOW3BOAWTENHTE
npenoctaBit [TA/Ib Ha HOTH(UUHMpaHUsS OpraH, y4acTBall B OLICHS-
BaHETO Ha CHOTBETCTBUETO, KAKTO M HA KOMIICTEHTHUTE OpPraHH HpHU
MTOUCKBAHE.

Pasngen 2

IIpocanensiBane Ha 0e30MaCHOCTTA

Ynen 82

JlokjaaBaHe Ha CepUO3HH HMHUUIEHTH W KOPUIMPALIM JeiCTBUS
BbB BPb3Ka ¢ 0€30MaCHOCTTA

1.  IlpomsBomuTenuTe Ha W3AENHs, NPEJOCTAaBEHW Ha Iazapa Ha
Cbro3a, pa3IMuHU OT U3AENAMS 3a U3MUTBAHE Ha JEUCTBUETO,
JNOKJTaZABaT Ha CHOTBETHHTE KOMIIETCHTHH OpPraHH B CHOTBETCTBHE C
uiied 87, nmaparpagu 5 u 7 3a:

a) BCEKH CEPHO3CH WMHIMIEHT, BKIFOUBAI W3JENHA, TPEIOCTaBEHH Ha
nazapa Ha Cbi03a, ¢ U3KIOYECHHE HA OYAKBAHUTE HETOYHH
pe3ynTaTH, KOWTO Ca SICHO TOKYMEHTHPAHW W OTpPEHeTIeHH KOJIH-
4eCTBEHO B WH(OpMAIMATa 3a MPOAYKTAa W B TEXHUYECKATa JOKY-
MEHTAllMsl W KOWTO IIOJUIE)KAaT Ha JOKJIaABaHe 3a HaOJIIOJaBaHU
TEHJICHIIMKM CBITIACHO 4WicH &3;

0) BCAKO KOpUTHpAN[o JeHCTBUE BBB BpPB3Ka C 0€30MAcCHOCTTA Ha
W3/IeNHsl, NPEeIOCTaBeHH Ha masapa Ha Chro3a, BKIFOYHUTEIHO BCSIKO
KOPHTHUpAIIO JCHCTBHE BBB BPb3Ka ¢ 0E30MACHOCTTA, MPEAIPHETO B
TpeTa JbprKaBa Mo OTHOIICHHE HA M3/EJINe, KOSTO 3aKOHHO € IPeaoc-
TaBeHO M Ha mas3apa Ha Cpro3a, ak0 OCHOBAaHHETO 338 KOPUTHPAIIOTO
JIEVCTBHE BHB BPB3Ka C 0E30MACHOCTTa HE € OrPAHUYCHO JO H3[e-
JINETO, NPEJOCTABEHO B TPETATa IbPIKABA.

JlokilauTe, MOCOYEHN B IbpBa aJMHEs, C€ TOAABaT Ype3 eJeKTPOHHATA
cHcTeMa 1o 4ieH 87.
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2. Kato 00mo npaBwio mpu omnpeensHe Ha CpoKa 3a JOKJIAIBAHETO,
moco4yeHo B maparpad 1, ce B3eMa NpeIBHI TEKECTTa HA CEPHO3HHMS
WHIUJICHT.

3. HpOI/I3BOI[I/ITeHI/ITe JOKJIaABaT 3a BCCKU CCPHUO3CH MHIOUACHT, KaAKTO
€ MpEeABHUICHO B 6yKBa a), BEHAara IoM YCTAaHOBAT HNPUYUHHO-CICH-
CTBCHA BpPB3Ka MCEXKIAY TO3UW HWHHOUIACHT W TMPOU3BEACHOTO OT TAX
U3ACIINEe WJIM Y€ TaKaBa BPBb3Ka € pasyMHO BH3MOXHA, U HE IMO-KBCHO
oT 15 JHU CJI€A KaTO Ca y3HaJIM 3a MHLUJACHTA.

4. bes nma ce 3acsara naparpad 3, B ciiyuail Ha cepuo3Ha 3aruiaxa 3a
00IIECTBEHOTO 3/IpaBe, MOCOYEHUAT B naparpad 1 nokiaza ce mpencrass
He3a0aBHO W HE MO-KbCHO OT [Ba THHM, Clie]l KaTo NPOM3BOAUTENAT €
pa3Opait 3a 3aruraxara.

5.  bBe3 nma ce 3acsara maparpad 3, B ciiyyail Ha CMBPT WIH HENpe-
BUJICHO CEPHO3HO BIIOIIABAHE Ha 3IPAaBHUS CTaTyc Ha IaJeHO JIHIE,
JNOKIaAbT Ce MpEACTaBs He3a0aBHO, CJeA KaTo IPOHM3BOIUTENSAT €
YCTQaHOBMJI WJIM BeJHAara IIOM € IPEANOJOKMWI HAJIMYUETO Ha
MIPUYUHHO-CIICICTBEHA BpB3KAa MEXIY HU3ACIAETO W  CepHO3HHS
HMHIUIECHT, HO HE MO-KbCHO OT 10 AHM cien garara, Ha KOSTO MPOU3BO-
JUTEISIT € Y3HAT 38 CEPUO3HUS MHIHMICHT.

6. Axo e HeoOXOIUMO Ja Ce OCHIYPU CBOEBPEMEHHO MOKJIA/IBaHE,
HPOM3BOIUTENAT MOXKE Jla NPEACTAaBU IbPBOHAYAJCH JOKJIaJ, KOWTO ¢
HEIIbJICH, MOCJIE/BAH OT IIBJICH JOKJIAJ.

7. AKO cien Karo y3Hae 3a HHIMJICHT, KOWTO € BBb3MOXHO Ja
MIOJUISKU Ha JOKJIaIBaHe,IPON3BOJUTEISIT BCE OILIE HE € CUTYPEH IajH
MHIMJCHTHT TPsiOBa J1a ce JOKJa/aBa, TOW BBIPEKH TOBA IPEICTaBs
JIOKJIaJl B OIIPEJeSICHHs CPOK B ChOTBETCTBUE C maparpadu 2—S5.

8. OcBeH B CICHIHK CIydYadW, KOTaro IPOM3BOJMTENIAT TpsiOBa maa
npeanpueMe He3abaBHO KOPUTHpAINO JACHCTBHE BHB BpB3Ka C Oe3omac-
HOCTTa, MPOM3BOJUTEIAT 0€3 M3/IUIIHO 3a0aBsHE TOKJIAJBA 3a KOPUTH-
pamioTo AefcTBHE BHB Bpb3Ka ¢ 0E30MAaCHOCTTa, IIOCOYEHO B maparpad
1, OykBa 0), npeaAn MPeaNpPUEMAHETO MY.

9.  3a cXOAHU CEepHO3HM MHIMACHTH C €JHO U CHIIO M3/ENUE WIH THII
U3/IeNUsl U 32 KOWTO OCHOBHATA NMpHYMHA € OWiia yCTAHOBEHA MM €
HpEeANpPUETO KOPUIHPAIIO IeHCTBHE BHB BPb3Ka C 0OE30MAaCHOCTTA, WU
KOTaTO Ca HAJIUIIE OOIIU 1 100pe JOKYMEHTHPAHU MHIUICHTH, TPOU3BO-
JUTEISIT MOXKE JIa TPEIOCTaBH IMEPUOJUYHU 0000IIaBaly JTOKIaIH
BMECTO JIOKJIQJU 3a OTICIHH CEPUO3HU WHIUACHTH, MPU YCIOBHE 4e
KOOPAMHHUPALIMAT KOMIIETEHTEH opran mo uieH 84, maparpad 9, B
KOHCYJNTaIlMsi C KOMIIETEHTHHUTE OpraHd, IOCOYeHH B wWieH &7,
naparpad 8, OykBu a) u 0), ce € IOroBOPWJI C IPOU3BOAMUTENS 32
(dopmara, ChABPKAHUETO M YECTOTATA HA MEPUOJUYHOTO 000OIIABAII0
noknansane. Koraro B unen 87, maparpad 8, OykBu a) u 0) € mocoyeH
CaMoO €IMH KOMIIETCHTECH OpraH, MPOU3BOAMUTEISIT MOXKE Ja IPE/CTaBs
MePUOANYHUTE 0000IIaBaNIM TOKIAJAN Bb3 OCHOBA Ha JIOTOBOPEHOCT C
TO3M KOMITETEHTEH OpraH.

10.  JIbpkaBUTE WICHKA TpEANpPUEMAT HEOOXOIUMHUTE  MEpPKH,
HarpuMep  OpraHM3uWpaHe Ha  IIEJICHACOYCHH  WH(DOPMAIOHHU
KaMIIaHWH, 32 HaChbpUaBaHE U IMPEAOCTaBSIHE Ha BB3MOXKHOCT Ha MEIH-
OUHCKUTE CHEHUAJHCTH, NOTPEOUTENUTe M MAlMeHTUTE Ja CUTHa-
JIM3UpaT Ha KOMIICTCHTHUTE OpPraHh B CBHOTBCTHUTEC AbpiKaBU YJICHKH
3a MpeJIojaracMi CEpUO3HH MHIUACHTH 1o naparpad 1, Oyksa a).
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KoMmeTreHTHUTE OpraHd PEerucTpUpaT LEHTPAIU3UPAHO HA HALIMOHAIHO
PaBHUIIE CUTHAIUTE, KOATO MOJTyYaBaT OT MEJULUHCKUTE CHELUAINCTH,
HOTPEOUTENNTE U MALUCHTUTE.

11. Koraro KOMmIeTeHTEH OpraH Ha IbpXKaBa WWIEHKA IOJyYd
CHTHAIM 3a MpeanoiaraeMd CepHO3HM HHIMACHTH 1o maparpad 1,
OykBa a) OT MEIUIIMHCKH CHCIUAIMCTH, MOTPEOUTEIH MM MAIUCHTH,
TOW TmpennpreMa HeoOXOIMMHUTE MEPKH, 33 Jia TapaHTHPa, 4€ MPOU3BO-
JUTEIISIT HA ChOTBETHOTO U3zenue ¢ uHpopmupan Oe3 3a0aBsHe 3a mpe-
MoJIaraeMusl CepUo3eH WHIHIICHT.

Korato mnpou3BOAMTENAT Ha CHOTBETHOTO H3JIEJIME CMSTA, Y€ WHIIH-
JNCHTHT € CEPHUO3CH, TOW MPEIOCTaBsi HAa KOMIICTCHTHHS OpraH Ha
Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAJ CEPUO3HUSAT HMHLUJACHT,
JIOKJIJl 32 TO3M CEPUO3CH HWHIMJCHT B CHOTBETCTBHE C maparpadwu
1—5 or HacrosMs WIEH W IpeanpueMa IMOIXOAALIM I10CIe/(Balln
JIENCTBHSL B CHOTBETCTBHUE C 4jieH 84.

Koraro mnpoW3BOJAMTENSIT Ha CHOTBETHOTO H3JEIUE CMsATA, Y€ HHIIH-
JCHTHT HE € CepHO3eH WM TpsIOBa Ja ce pasriekaa KaTo yBEIUdeHHe
Ha OYaKBaHWUTC HETOYHHM pE3yJITaTH, MOJUICKAlN] Ha [OKJIajJBaHEe 3a
HaOJIO/IaBaHU TEHJICHIIMM ChIJIACHO wieH 83, Toll mpezcraBs o0sic-
HUTCIHU OCNeKKU. AKO KOMIICTEHTHHUSIT OpraH HE € ChIJIACeH ChC
3AKJIIOYEHUETO B OOSCHUTEIIHUTE OEJIEKKH, TOM MOXE Ja HM3UCKa OT
MPOU3BOJIUTENS]  Ja  TpPEACTAaBM  JOKJIaJl B  CBHOTBETCTBHE  C
naparpagu 1—5 OT HacTrosmuMs WIEH W Ja HW3UCKa OT Hero ja
OCHUTYpU TPEINPUEMAHETO Ha TOAXOISIIM TOCICABAIN JICHCTBUS B
CHOTBETCTBHE C ujieH 84.

Ynen 83

JloknaaBaHe 3a HAOJI0AaBAaHU TeHIEHIIUH

1. IlpousBoguTenure MAOKIAABAT dYpe3 ENEKTPOHHATA CHCTEMa IO
yiieH 87 BCSKO CTATHCTHYECKO 3HAYMMO YBEIIMUCHHE Ha 4YecToTaTa
WM TEXKECTTa Ha HWHIUICHTUTE, KOUTO HE Ca CEPUO3HH, HO Ouxa
MOTJI J]a UMAaT CHINECTBEHO BB3ACHCTBHE BBHPXY aHaIHM3a Ha PUCKA M
nomsure, P C2 nocoueH B pasfend 1u 8 or mpunoxeHue I, U KOMTO
ca « 1OBEIM WIM MOTaT Ja JOBeAaT 1O HENPHUEMIIMBH DPUCKOBE 32
3IpaBeT0 WM 0e30IacHOCTTA Ha NAlUCHTHTE, IOTPEOUTENUTE HIH
ApYyrure Jjna, WM BCIAKO 3HAYUTCIIHO YBCJIMYCHUC Ha OYaKBAHUTC
HETOYHH PE3yJTATH, YCTAHOBEHO CIIPSIMO 3asBEHOTO NEWCTBHE HA H3JIe-
JIMETO, KaKTO € Moco4YeHo B pazzen 9.1, Oyksu a) u 0) ot npuiioxkenue [
W YTOYHEHO B TeXHHYeCKaTa IOKYMEHTalWs M HHpOpMamusaTa 3a
TPOYKTA.

[Tpon3BOIUTEISIT KOHKPETU3WpAa HA4YMHA 3a YIPABICHUE HA WHIM-
JICHTUTE, [IOCOYEHH B IIbpBa ajJHMHEs, M METOAMKATa, M3II0JI3BaHA 32
OTpeJieNiTHE Ha CTATHCTHYECKH 3HAYMMOTO YBEJIMYCHHE Ha 4YeCTOTara
WINA TEKECTTa Ha Te3W CHOMTHS WIM NPOMsSHATa B JEHCTBHUETO, KaKTO
W MepuoJia Ha HaOJI0ACHHUE, B IUIaHA 33 HAJ30p CJe]| ITyCKaHe Ha rasapa
o uieH 79.

2. KoMrmeTeHTHHTE OpraHM MOTaT Jia W3BBPILIBAT CBOM COOCTBEHU
OLICHSBaHMS Ha JIOKJAJUTE 3a HAOJI0JaBaHW TEHICHLUH, NOCOYCHHU B
nmaparpad 1, W 1a M3MCKBAT OT IPOU3BOJUTEIS Ja MpeArnpreMe
MOIXOAAIIM MEPKH B CBOTBETCTBHUE C HACTOSIIMS PErIaMeHT C Lell
OCUTYpsIBaHE Ha OIa3BAaHETO Ha OOLIECTBEHOTO 3/paBe U 0€30MacHOCTTa
Ha manueHture. Beexn kommeTreHTeH opraH uHpopmupa Komucusra,
OCTaHAIUTE KOMIIETEHTHH OpraHH ¥ HOTH(GUIMPAHHS OpraH, H3Iall
ceprudukara, 3a pe3yaTaTHTE OT TOBA OLEHSABAHE U 3a IPHEMAHETO
Ha TAaKWBa MEPKH.
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Ynen 84

AHanu3 Ha CEPpHMO3HM HMHUMACHTH H KOPHUTHpalIH JeiicTBUSI BbB
BPBb3Ka C 0e3omacHoOCTTA

1. Crmexm nmoknanBaHeTO HA CEPHO3CH WHIWACGHT TO wWieH §2,
naparpadg 1 mnpousBoauTensT He3a0aBHO IIPOBEXKAA HEOOXOAUMHTE
pascrneBaHUs BBB BPB3Ka ChC CEPHO3HHS HHIUICHT U CHOTBETHHUTE
nm3genus. ToBa BKIIOYBA OIEGHSBAaHE HAa PUCKA, CBBP3aH C MHIUJCHTA,
KaKTO U KOPUTHpAIlU JEHCTBUS BBB BPb3Ka C 0OE30MACHOCTTA, KAaTO ce
B3eMaT MpeABHA MOCOYCHHTe B Taparpad 3 OT HACTOAIIMA UICH
KPUTEPHUU, KOTaTo € MPUI0KUMO.

HpOI/ISBO)J,I/ITCJ'[HT CH CBPTPYAHHUYH C KOMIICTCHTHUTEC OpraHd M, KOraro €
1enechoOpa3Ho, ChC CHOTBETHHSI HOTH(HIMPAH OpraH IO BpeMe Ha
pascieqBaHusATa, TIOCOUSHN B MbpBAa ANWHEs, U HE MPOBEXKAA pascie/-
BaHWsI, BKJFOYBAIIM MPOMSIHA HAa W3JCIMETO WM Ha 00paser OT ChOT-
BEeTHaTa MapTHAa 10 Ha4YMH, KOWTO MOXE Ja 3acerHe Iocie/BaniaTa
OlLICHKA Ha NPUYMHUTE 33 WHIHUICHTA, Npeau jaa HHOOPMHpa KOMIIe-
TEHTHHUTE OpraHu 3a TOBa JeiicTBHE.

2. JIppxaBuUTE WICHKH NpEANpUeMaT HEOOXOAMMHUTE MEPKHU 33 OCHUTY-
psiBaHE Ha OLEHKA, HU3BBPIIBaHA [EHTPAJIM3UPAHO HAa HAIMOHAIHO
paBHUIIE OT CHOTBETHHS MM KOMIIETEHTEH OpraH, MpHU BBH3MOXKHOCT
3aeAHO C IPOM3BOIUTENS M KOraTo € LeNechoOpasHo, CbC ChOTBETHHS
HOTH(UIHMPAaH OpraH, Ha BCSAKAa CHOOLIEHA WM CBHIIACHO wWieH 82
UH(OPMAIs 32 CEPUO3CH MHIM/CHT HA TSAXHA TEPUTOPHS WM 32 KOPH-
THpamio JeiicTBHe BBHB BPB3Ka ¢ 0€30MacHOCTTA, KOHTO € MPEIIpHETO
WIN 1LIe Ce MpeAllpueMe Ha TSXHa TepUTOpUS.

3. B pamkuTe Ha oueHkara Ho naparpad 2 KOMIETEHTHHAT OpraH
OI[CHSABA PHCKOBETE, MPOM3THYANM OT JOKIAIBAHMUS CEPHO3CH
UHLUJIEHT, U OLICHSBA BCUYKU KOPUI'MpAllM JEUCTBUS BBB BPb3Ka C
Oe3omacHOCTTa, KaTo B3eMa MPEABHA OMAa3BaHETO Ha OOIIECTBEHOTO
31paBe M KPUTEPHH KAaTO NPHIMHHO-CIEACTBEHA BPB3KA, BB3MOXKHOCT
32 OTKPHUBAHE M BEPOATHOCT 3a MOBTOPHO BB3HWKBaHE Ha Tpobiema,
4ecTOTa Ha ynoTpeba Ha HU3/EJIUETO, BEPOATHOCT OT HACTHIBAHE HA
Ipsika WIM KOCBEHa Bpela, 3HAUMMOCTTAa Ha TasW Bpela, KIMHUYHA
moms3a OT W3JENHEeTO, IENeBH W TIOTCHIMANHH MOTPeOHUTEeNnH |
3acerHaty Jjuna. KoMIETeHTHUST opraH OLEHsBA U JOKOJIKO €
HOAXOJSIIO KOPHTUPANIOTO JeHCTBHE BBB BpPB3KAa C OE30MACHOCTTA,
KOETO € IUIAHUPAHO WU HPEANPUETO OT HNPOU3BOJAMUTENSA, U HEOOXOIU-
MOCTTa M €CTECTBOTO Ha BCSKO APYro KOPUTHpAIO IeHCTBHE, IO-
CIIeNMaHO KaTO B3eMa IMPEeJIBHJ NPHHINIIA Ha WHTETPHPAHETO Ha
6e30macHOCTTa, YCTAaHOBEH B MpHioxkeHue I.

[Ipu mouckBaHe OT KOMIIETEHTEH OpPraH MPOM3BOJUTEINUTE NPEICTABST
BCHYKH JOKYMEHTH, HCOOXOINMH 3a OICHSABAHETO HA PHCKA.

4, KomnerentauTe OopraHu Ha6J'IIOHaBaT IMIPOBEKAAHOTO OT ITPOU3BO-
JAUTCIIA pa3CiieABAaHC HA CEPUO3HUA MHIUIACHT. Korato e HGO6XO)II/IMO, B
pascieaBaHCTO OT CTpaHa Ha IPOU3BOAUTEIIL MOXKE Jda C€ HaMeCHu
KOMIICTCHTCH OpraH WKW KOMIICTCHTCH OpraH Jga MNpeAarnpuceMe HE3a-
BHCHUMO pasCjicIBaHC.

5. Ilpou3BomuTENnsAT NpPEAOCTaBs HAa KOMIICTCHTHHS OpraH OKOH-
yaTeNleH JOKJIaJ, B KOHTO M3Jlara KOHCTATaIlMUTE CU OT Pa3ClieIBAHETO,
upe3 eJIeKTPOHHATA CHCTeMa, TocoueHa B wieH §7. B mokmana ce mpaBsT
3aKJIIOYCHUSI W, KOTaTo € MPHJIOXKHMO, CE€ IOCOYBAT KOPUTHPAIIN
JICHCTBUS, KOUTO J1a OBJIAT MPEAPUCTH.
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6. B cayuyail Ha chIbTCTBAIM U3/EIHS U B 3aBUCUMOCT OT TOBA JIaJIH
HOTU(GUIUPAHUAT OpraH ce € KOHCYJNTHpal CbC CBOTBETHHS
KOMIIETEHTEH OpraH Ha JbpKaBaTa YJCHKA, pa3peuiuiia JeKapCTBEHUTE
npoxayktu, win ¢ EMA B chOTBeTCTBHE C mpoueaypuTe mo pasmen 5.2
or npuioxkenue IX u pazgen 3.11 or nmpunoxenue X, OIEHABAIIMAT
KOMIICTCHTCH Opral WJIKX KOOPAWMHUPAIIUAT KOMIICTCHTCH Opras,
mocoyeH B maparpad 9 OT HACTOSIIUS WICH, YBEAOMSBAa TO3M
HAIIMOHAJICH KOMIIETEHTeH opraH mwin EMA, B 3aBUCHMOCT OT Ciy4as.

7. Cren W3BBpILIBAaHE Ha OIICHKAaTa B ChOTBETCTBHE ¢ maparpad 3 ot
HACTOSAIIUS WIEH, OLCHABALIMAT KOMIIETEHTEH opraH 0Oe3 3a0aBsiHe
uHopMHpa uYpe3 eJEeKTPOHHATa CHCTeMa 10 WieH 87 ocTaHaluTe
KOMITETEHTHH OpPTaHM 3a KOPHTHPALIOTO NEHCTBHE, KOETO € TPEIIPHETO
WIN IUIAHUPAHO OT NPOM3BOAUTENS MJIM KOETO € OWJIO M3MCKaHO Ja ce
IPUJIOKH OT HEroBa CTpaHa 3a MaKCHMAaJHO OTpaHHYaBaHE Ha PUCKa OT
MOBTapsSHE HA CCPHO3HHS WHIWACHT, BKIIIOYHTEIHO HH(OpPMAIMs 3a
CH3JalUTe NPEANOCTABKU 3a HEr0 CEPUO3HU MHIMACHTH M 3a pe3yln-
TaTUTE OT OICHSIBAHETO MY.

8. IIpomsBomuTensT mpaBH HEOOXOAMMOTO 3a TOBa MH(OpMamusTa 3a
KOPUTHpAlLlOTO JAeiicTBHE BBB Bpb3ka ¢ Oe3omacHocTTa jga Obae
JIOBeZIeHa He3a0aBHO 10 3HAHMETO Ha MOTPEeOHTENHTe Ha BBIPOCHOTO
U3/eNre Ype3 MpeaylpexIcHHe BbB Bpb3ka ¢ OeszomacHoctra. Ilpemy-
TIPEKICHAETO BBB BPB3Ka C OE30IIACHOCTTa CE ChCTAaBA Ha O(DHIMAICH
e3uk win odurnmanHu e3uim Ha Cplo3a, ONpPENeNICHH OT Abp)KaBaTa
9IeHKa, B KOATO € TPEANpPHETO KOPUTHPAIIOTO ACHCTBHE BHB BPB3Ka
¢ 6ezomacHocTTa. OCBEH B CIICIIHU CITy4YaH, ChABPKAHUETO HA IPOEKTA
Ha TpeynpekKAeHUETO BBB BPB3Ka C OE30MacHOCTTA ce MpeaCcTaBs Ha
KOMIETEHTHHs OpraH, WM3BBPIIBAIl OIEHKAaTa, WJIH B CIyYaWTe IIO
naparpag 9 — Ha KOOpAMHHUpANIUs KOMIETEHTEH OpraH, 3a Ja ce
momyyn MHeHHeTo WM. C M3KIIOUEHHE Ha CIIyJauTe, HamIexkHO oboc-
HOBAHH [TOPAJN CUTYallUiTa B OTICNHA JbpKaBa WICHKA, ChIBPKAHUECTO
Ha TPEIyNpeXICHHETO BBB Bpb3Ka ¢ Oe3omacHOCTTa TpsiOBa 1a €
€IHAKBO BBB BCHUKH JHPKABH UICHKH.

[penynpexeHueTO0 BHB Bpbh3Ka ¢ 0E30IIaCHOCTTA JaBa BB3MOXKHOCT 32
NPaBUIHO MACHTHUIMpPAHE HA W3ACIUETO WIM H3JeNnusira, I0-
CTEIHATHO 4Ype3 BKIIOYBaHETO Ha choTBeTHHTe UDI M mpaBHIIHOTO
0003HayaBaHe, TO-CIEIMATHO 4pe3 BKIouBaHeTo Ha EPH ako Beue e
W3IaJIeH, Ha TPOU3BOAMTENS, TPENPHENT KOPUTUPAIIOTO JCHCTBUE BHB
BpB3Ka ¢ Oe3omacHoCcTTa. B mpenynpexaeHneTo BbB Bpb3ka ¢ Oe3omac-
HOCTTa — SICHO | 0e3 Ja ce TIO/LCHsIBA CTENEeHTa Ha PUCK, ce OOsICHABAT
NPUYUHUTE 33 KOPUTHPALIOTO JeCTBHE BBB Bpbh3Ka C 0E30MaCHOCTTA,
KaTo Ce II0COYBA €CTECTBOTO Ha HENPABWIHOTO (YHKIMOHHpaHE HA
M3ICTIMETO M CBBP3AHUTE C TOBAa PUCKOBE 3a IMAlHEHTHTE, MOTPeOu-
TCIUTC WKW JApyru Judnoa, U SICHO C€ II0COYBAT BCHUYKH ﬂCﬁCTBMﬂ,
KOUTO Ja ObJaT MpeINpHEeTH OT MOTPEOUTEIINTE.

ITpon3BOIUTENAT BBBEXKIA MPEAYIPEKICHAETO BB BPB3Ka ¢ Oe3omac-
HOCTTa B €JIEKTPOHHATA CHUCTEeMa MO WieH 87, Ype3 KOsITO TO CTaBa
MyOJIMYHO JOCTBITHO.

9.  KowmmereHTHHTE OpraHM ydacTBaT aKTHBHO B HpoOLEIypa € Lell
KOOpJIMHHpaHE Ha OLCHSIBAHUATA CH 1O naparpad 3 B CIeIHUTE CIyYau:

a) KOraToO BB3HHUKHE OIIACCHUE I10 OTHOHICHUE Ha KOHKPETCH CCPHUO3CH
WHIUACHT WK TIpyla CEPUO3HHU HHIOUACHTHU, CBHBP3aHU C €JHO U
CbIIO U3ACIUC WIW TUIl U3ACJTIUE Ha CAWH TPOU3BOAUTEII B IOBEYEC
OT €aHa ObprKaBa YJICHKA,
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6) xoraTo € MoJ BBIPOC MOIXOIAIIMAT XapaKTep Ha HPEIUIOKEHO OT
MPOU3BOIUTENS] KOPUTHPAIIO ACHCTBHE BBB BPB3Ka C OE30MacHOCTTA
B [I0BEYE OT €JHA AbpPXKAaBa UICHKA.

Ta3u npouemypa 3a KOOpJMHHpaHE 00XBalla CIEJHOTO:

— ompenensiHe NPH HEOOXOJMMOCT Ha KOOPIAMHHpAL] KOMIIETEHTEH
OpraH CIope] KOHKPETHHUS Cilydaii;

— oIpelensHe Ha Ipoleca Ha KOOPAMHUPAHO OLEHSIBAaHE, BKIIIO-
YUTEJIHO  3aJauuTe€ W  OTrOBOPHOCTUTE Ha  KOOPIMHUPALIHS
KOMIIETEHTEH OpraH M y4YacTHEeTO Ha JIPYI'M KOMIETEHTHU OpIaHHu.

OcBeH KOrato MeEXIy KOMIIETEHTHHTE OpraHu € JOTOBOPEHO ApYTo,
KOOPJMHHUPAIIUAT KOMIETCHTCH OpraH € KOMIICTCHTHHST OpraH Ha
JIbp)KaBaTa 4WIEHKA, B KOATO IPOU3BOJIUTEISAT HMa PEruCTPUpPAHO
MSICTO Ha CTONAaHCKa JIEHHOCT.

KoopauHupamusaT KOMIETEHTEH OpraH MH(GOpPMUpa 4pe3 eIeKTPOHHATa
cHcTeMa 10 4ieH 87 MpOM3BOIUTEIIs, OCTAHAINTE KOMIIETCHTHU OPraHu
n Kommucusita 3a ToBa, 4e e moen (yHKIUSATa Ha TaKbB OpTaH.

10.  OmnpezenstHETO Ha KOOPAMHHpAIL KOMIIETEHTEH OpraH HE 3acsra
MpaBaTa Ha OCTAHAINTE KOMIIETCHTHH OPraHd Ja U3BBPIIBAT COOCTBEHO
OLICHSIBaHE M Jla MPEANpUeMaT MEPKH ChIVIACHO HACTOALIMSA PErIaMeHT,
3a Jla OCUTYpPAT 3alluTaTa Ha OOIIECTBEHOTO 3/paBe U 0€30I1aCHOCTTA Ha
nanuenTure. Ha koopauHupamms komneTeHTeH oprad u Komucusita ce
chOOIIaBaT pe3yiTaTUTE OT BCAKA TAKOBa OLCHSBAHE W MPUEMAHETO Ha
TaKUBa MEPKH.

11. Komucusita npeaocTaBss aAMUHUCTPAaTHBHA MMOJAKPECIIa Ha KOOpAU-
HUpalusa KOMIICTCHTEH OpraH IMpH W3IIBJIHCHUE Ha 3aJadyuTe MYy II0
HacCTosdIIaTa riaBsa.

Ynen 85

AHaJIu3 HA JAaHHUTE OT npocjieAIBAHETO HA 0e30macHoOCTTA

Komucusita, B ChTPYAHUUECTBO C IbP)KABHTE WICHKH, BHBEKIA CUCTEMU
U TPOLECH 3a aKTUBHO HAONIOJIeHHE Ha HAJUYHHUTE JAHHU B EJIEK-
TpOHHATa CHCTE€Ma, MOCOYeHa B ujeH 87, ¢ Ien Ja ce YCTaHOBAT B
Te3W JaHHHU TEHJEHIMUTE, MOJICJINTE WIM CUTHAIUTE, KOMUTO MOTraT Ja
Pa3KpUAT HOBU PHCKOBE WM ONACEHUs] OTHOCHO 0€30MacHOCTTA.

Korarto HeusBecTeH 110 MOMEHTa pPHCK ObJie HICHTUGHUIHMPAH WIN
YyecToTaTa Ha MPEABUACH PUCK 3HAYUTEIHO M HEOIaronpusTHO
MIPOMEHH OIPENIENITHETO Ha CHOTHOUIEHHUETO MEXAY PUCKA M IIOJI3UTE,
KOMIIETCHTHUST OpPTraH WJIH, B 3aBUCHUMOCT OT CJIy4asi, KOOPAMHUPAIIUAT
KOMIIETEHTEH OpraH YyBEJOMsBAa IPOM3BOJAUTENS, WJIH KOraro e
MPUIOKAMO — YITBJIHOMOIIEHUS MPEACTaBUTEN, KOWTO CIIe/l TOBa Mpe-
npremMa HyKHUTE KOPUTUPAIIU JEHCTBHUS.

Ynen 86

AKTOBE 32 M3IbJIHEHHE

Upes akToBe 3a m3mbiaHeHue u cien koHcyntamms ¢ KIMUW Komucusita
MOXeE JIa TIpreMa TMoApoOHHTe TpaBmila U MPOLETYPHATE aCleKTH, HE00-
XOQMMHU 3a INpuilaraHero Ha uwieHoe 80—85 u wien 87 mo oTHOILe-
HHUE Ha!
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a) THIIOJIOTHSITa HA CEPHO3HUTE WHIMJCHTH U KOPUTHUPAIINTE JCHCTBUS
BBB BpB3Ka C OE30MMaCHOCTTA MO OTHOIIEHHE Ha KOHKPETHU H3JIEITHS
WU KaTEerOpuu, WIH T'PyIU U3ICIINS;

g

~

JIOKJIQ/IBAHETO 332 CEPHO3HM MHIIMJCHTH U KOPUTHPAIIH JCHCTBUS BB
BpB3Ka ¢ 0€30MacHOCTTa U MPEAYIPEKICHNS BbB Bpb3Ka ¢ Oe3omac-
HOCTTa, M TMPEICTaBIHETO OT CTpaHa Ha MPOU3BOJUTEIUTE Ha
MEPUOTUYHN  0000IIABAIK JOKIAAM, JOKIAJMd 3a HaJa30pa Cliej
myckaHe Ha maszapa, IIAJIb u Joknamu 3a  HaOnroJaBaHUTE
TEHJCHLIMK ChOTBETHO 1O ujieHoBe 80, 81, 82, 83 u 84;

B) CTaHIAPTHHUTE CTPYKTypHPaHU 00pa3uu 3a ENeKTPOHHO M HeeJeK-
TPOHHO JIOKJIaJIBaHE, BKJIIOYUTEIHO MHUHUMYM JIaHHU 3a JIOKJIAJBaHE
Ha MpEIIoiaraéMiu CEpPUO3HM MHIMUACHTH OT MEIHMIMHCKH CIelna-
JIMCTH, TOTPEOUTENN U TALMEeHTH;

I') CpPOKOBETE 3a JIOKJIaJIBaHE Ha KOPUTHMpAIy JEHCTBHS BbB BPB3Ka C
0e30MacHOCTTa U 3a MPEJICTABSIHE OT CTpaHa Ha IPOU3BOAUTEIIUTE Ha
MepUOIUUHN 0000IIABaIIN JOKIaId U JOKIaIM 3a HaOJI0[aBaHUTE
TEHJICHIIMH, KaTO Ce B3eMa MpPEIBHJI TEKECTTa Ha MOMJISKAIIUS Ha
JIOKJIaJBaHE MHIIUJACHT CBHIJIACHO WIEH 82

A

~

XapMOHHU3UpPAaHUTEe 00pa3iu 3a oOMeHa Ha HWHQOPMAIUS MEXKIY
KOMIIETEHTHUTE OpraHu 10 4ieH 84;

€) MpoLEAypUTE 3a ONPEAeNISHETO Ha KOOPIMHHUpALl KOMIETEHTEH
oprad; mpolueca 3a KOOPAMHUPAHO OICHSBAaHE, BKIJIIOYUTEIHO
3aJ[aYUTe M OTTOBOPHOCTUTE HAa KOOPAWHHUPAIIUS KOMIIETEHTEH
OpraH M y4acTHETO Ha APYIMTe KOMIIETEHTHU OPraHU B TO3HU IIPOIEC.

AKTOBETE 3a H3IBIHCHHE, MMOCOYCHH B IIbPBa AIMHEs, CC IIpUCMar B
CBOTBETCTBHE C HpOIEeAypara MO pasriexiaHe, mocodcHa B wieH 107,
naparpad 3.

Ynen 87

EJ’ICKTPOHHa CHUCTEMA 32 MpocjieAsAIBaHe HA 0€e30MmacHOCTTa B HaA30p
CJIel myCKaHe Ha Ia3apa

1. B cwhIpyaHnuecTBO C JIbpXkaBUTe WieHKH KommucusATa cb3naBa M
yIpaBJisiBa CIEKTPOHHA CHCTEMa 3a chOMpaHe u 00paboTKa Ha ClieJHATA
nHbopManus:

a) JIOKIAJUTe Ha MPOM3BOAUTENUTE 3a CEPUO3HU HHLUJICHTH U KOPU-
rHpaiy JCHCTBUS BBB Bpb3Ka C O€30MacHOCTTA MO UiIeH &2,
naparpad 1 u no unen 84, maparpad 5;

0) nmepuoaMYHKUTE 0000LIABAIM OKJIAJANU HA MPOU3BOJUTEIHNTE 110 YICH
82, maparpad 9;

B) MOKJIAWTE HA TMPOW3BOAMUTEINTE 3a HAONIOAaBAHWTE TCHIACHIMH TI0
yjeH 83;

r) ITAJIb no unen 81;

1) IpeAynpexIeHusTa BbB Bpb3Ka ¢ O€30MacHOCTTa OT CTpaHa Ha
MPOM3BOUTENNTE TI0 wieH 84, maparpad 8;

¢) uH(hOpMamusiTa, KOSTO TPsOBa Ma ce OOMEHS MEXITy KOMIICTEHTHHTE
OpraHv Ha AbPIKAaBUTC WICHKU U MCEXKAY TAX U Komucusita B chOT-
BeTcTBHE ¢ wieH 84, maparpadu 7 u 9.
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Ta3u enekTpoHHa cHcTeMa BKJIIOYBA CHOTBETHM BPB3KH KbM 0Oa3ara
nagau 3a UDI.

2. Hocrbn no uHdopmanuara mno naparpad 1 oT HacTOSILIMS YIEH ce
NpPEOCTaBs Ype3 €JEKTPOHHATA CHCTEMa HA KOMIIETEHTHMTE OPIaHHM Ha
IObpxkaBuTe WIieHKH W Ha Komucusra. Hotudunuparure opraHu chIio
UMaT JOCTBI 10 HMHGOPMAaUMATA, JOKOJIKOTO TS c€ OTHAcid OO0 H3[e-
JHATA, 32 KOUTO Ca W3MANH CepTH(UKATH B CHOTBETCTBHC C WIeH 49.

3. Komucusara npennpueMa He0OXOAUMOTO, 3a J]a C€ OCUTYPSIT CHOT-
BETHHTE HHUBA Ha JOCTHII JI0 €IEKTPOHHATA CHCTeMa Mo maparpad 1 Ha
MEIULUHCKUTE CHELUAIUCTH U OOIECTBEHOCTTA.

4. Bb3 ocHoBa Ha JoroBopeHocTH Mexay Komucusita m xomre-
TEHTHUTE OPTaHH Ha TPETH IbpPKAaBU MM MEXKIYHAPOIHU OpraHU3aluH,
Komucusita Mmoxke Ja NMpeaocraBsd Ha TE3W KOMIICTCHTHU OpraHd WM
MEXIYHapOIHH OpTaHW3allMd CHOTBETHO HUBO Ha JIOCTBI IO eleK-
TpoHHaTa cucreMa no naparpag 1. Te3u HOroBOPEHOCTH C€ OCHOBABAT
Ha PELUIIPOYHOCT U CHIBPKAT KIIay3W 3a MOBEPUTEITHOCTTA M 3alUTaTa
Ha JAaHHUTE, KOUTO Cca €KBMBAJICHTHHM Ha NpuioxkuMute B Cbro3a.

5. Jlokmaaute 3a CEpUO3HM MHLUJCHTH, IIOCOYEHHM B ujeH 82,
naparpag 1, OykBa a), IpH TOJIyuyaBaHEe C€ H3Mpamar aBTOMATHYHO
Yype3 eNeKTPOHHATA CHUCTeMa Mo maparpad 1 OT HAcTOSIIUS dieH, Ha
KOMITETEHTHHUsSI OpraH Ha [Ibp)KaBaTa WICHKa, B KOSNTO € BB3HUKHAI
WHIUICHTBT.

6.  Jlokmamurte 3a HaOJIIOAaBaHWTE TEHIACHIIMM, IIOCOYEHU B WicH 83,
naparpa¢ 1, mpu mosryyaBaHe ce HM3MIpallaT aBTOMATHYHO 4pe3 eleK-
TpOHHATa cucTeMa o mnaparpad 1 OT HACTOSIIMS 4WIEH Ha KOMIIE-
TEHTHUTE OpPraHHu Ha AbP)KABUTE YICHKH, B KOUTO Ca BH3HUKHAIM MHIU-
JICHTHUTE.

7.  JloknmaauTe 3a KOPUTHpAIIMTE JIEHCTBUS BBB Bpb3Ka ¢ Oe3omac-
HOCTTa, TIOCOYCHH B wWieH 82, maparpad 1, Oyksa 0), mpu moiyvaBaHe
ce M3MIpanarT aBTOMaTHYHO Ype3 eJICKTPOHHATa cUcTeMa Io maparpad 1
OT HACTOSIIMS WICH HAa KOMIICTEHTHUTE OPTraHW Ha CIIEIHHUTE JbPKaBU
YJICHKU:

a) JbpKaBaTa 4JEHKAa, B KOATO € NPEINPHUETO WU LIe Ce HpeanpueMe
KOPHUTHPAILIOTO JEHCTBUE BBB BPb3Ka C 0E€30MaCHOCTTA;

0) IppkaBaTa WICHKA, B KOSTO IIPOM3BOMUTENSAT HMa PETUCTPUPAHO
MSCTO Ha CTOINAHCKA JIEHHOCT.

8. Tlepuommunute 00OOIIABAIIM JOKJIAAM, I[MOCOYEHH B 4ieH 82,
maparpag 9, TmpH TOMy9YaBaHe Ce W3Mpamar aBTOMATHYHO dYpe3 elleK-
TpoHHAaTa cucTemMa Mo maparpad | OT HACTOSIIUS YICH Ha KOMIIe-
TEHTHHSI OpPTaH Ha:

a) oppkaBata(uTe) WieHKa(n), KOATO(KOUTO) ydacTBa(T) B MpoLeaypara
3a KOOpIUHMpaHE chriacHo uieH 84, maparpad 9, u omoOpuia(u)
NIepHOIMYHHS 0000IIeH JTOKIa;

0) IbpkaBaTa WIEHKA, B KOSTO IIPOM3BOIUTENAT HUMa PETUCTPUPAHO
MSICTO Ha CTOIAHCKA JCHHOCT.

9.  Ilpu nomydaBane uHbOpMaNUATa, IOCOYEHA B maparpapu 5—~8 ot
HACTOAINMS WIEH, C€ U3Mpalla aBTOMAaTHYHO 4Upe3 eNeKTPOHHATa
cucreMa mo maparpad 1 OT HacTOAIMS WIEH HAa HOTH(UIMPAHHSI
opraH, u3jaj cepTU(UKaTa 3a BBIPOCHOTO M3JEIHE B CHOTBETCTBUE C
yieH 51.
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Pazngen 3

Han3op Ha ma3zapa

Ynen 88

JeiiHocTn M0 HAA30p HA maszapa

1.  KoMmmereHTHHTE OpraHH HW3BBPIIBAT LEICCHOOPAa3HHU MPOBEPKH Ha
CHOTBETCTBHETO M JCHCTBUETO HA W3JCIHATA, BKIIOYUTEIHO, aKO €
HEOOXOMMO, Tperjiesl Ha JOKyMEHTalusAta W (U3M4ecKd Wi Jiabo-
paTOpHH TPOBEPKH BB3 OCHOBAa Ha moaxomsmm obOpasuu. Ilo-
KOHKPETHO KOMIETEHTHHTE OpraHM B3eMaT MpEABH YCTAHOBEHHTE
MPUHIMIIA OTHOCHO OLICHSBAHETO M YIPABJICHHETO HA PHUCKA, JAHHHUTE
OT IPOCJIEASBAHETO Ha OE30IIaCHOCTTA M CHIHAJIHTE.

2. KoMmereHTHUTE OpraHu U3rOTBAT TOJUIIHU IUIAHOBE 3a JeiHOCTTa
0 HAA30pa W PasmpefelaT AOCTAThYHO MaTepHATHH M KOMIIETCHTHH
YOBEIIKM PECYPCH C LeN OCBIIECTBABAHETO HA Te3W AEHHOCTH, KaTo
ce OTYMTAT eBpomeiickaTa Mporpama 3a Haa30p Ha Ta3apa, M3TOTBEHA
or KI'MU ceraacHo uiaeH 99, u ycloBusTa Ha MACTO.

3. C uen u3nbIHEHUE HA 3ab/DKCHUATA, IPEABUACHH B maparpad 1,
KOMIICTEHTHHTE OPIaHU:

a) MoraT Ja M3HWCKBaT OT MKOHOMHYECKHTE OmNeparopH, inter alia, na
MPEOCTAaBIAT JOKyMEHTAalusATa M HHQPOPMALUATA, HEOOXOIUMH 3a
U3BBPIIBAHE Ha JEHHOCTUTE HAa OpraHuTe, U KOraTo MMa OCHO-
BaTEJIHU TPHYMHU 32 TOBA — Ja MPEJOCTaBAT OE3IUIaTHO HEeoOXo-
JUMHTE 00pa3lM Ha M3ACIHMS WM JOCTBI O H3JCIHATA; KAKTO U

0) mpoBekIaT KaKTO IPEABAPUTEIHO OOSBEHM, Taka M, ako € Heod-
XO/JMMO, BHE3AITHU MPOBEPKH Ha MOMELICHUSITA HA HKOHOMUYECKHUTE
OIlepaToOp, KAaKTO M Ha JOCTABYMIUTE W/MIM THOAU3IIBIHUTCINUTE,
KaKTO W IpH HEOOXOAMMOCT Ha MECTara, KOMTO Ce I0J3BaT OT
CIICIIMAJIICTH.

4.  KommeTeHTHUTE OpraHd M3TOTBST EKETOJHO PE3IOME Ha pe3yl-
TaTUTE OT OCBHIIECTBSIBAHUTE OT TAX JCHHOCTH IO Ham3opa H TO
[OPefoCTaBsIT Ha PpaA3NOJIOKEHUE Ha JPYrM KOMIIETEHTHH OpraHu
MOCPEJCTBOM €JIEKTPOHHATa CHCTEMa, MocoueHa B wieH 95.

5. KowmmnereHTHHTEe OpraHM MoOraTr Ja KOH(HCKyBaT, Aa YHHIIOXXAaT
WIM IO Pyl HA4MH Ja HaNpaBAT HEU3IOJI3BAEMHM H3JCIHUATA, KOHUTO
IPEICTAaBIABAT HENPUEMINB PHUCK, KakTo U dammuduuupaHure
M3JeNHs, KOTaTo CYeTaT TOBa 3a HEOOXOAMMO B MHTEPEC Ha OIa3BaHETO
Ha OOLIECTBEHOTO 3]paBe.

6. Cnen Becska HpoBepKa, U3BBPILICHA 3a LenauTe mo maparpad 1,
KOMIICTCHTHHSIT ~OpraH M3rOTBsL JIOKJIaJ 33 KOHCTAaTalHHTEe OT
MpoBEpKaTa, KOUTO CE€ OTHACAT N0 CHbOTBETCTBUCTO C MPABHUTEC U TCXHU-
YECKUTe M3NCKBAHHs, NPUIOKHMH CHITIACHO HACTOSIIMS periiameHt. B
JIOKJIaJia e I0COYBAT BCHYKH HEOOXOJIMMH KOPHIMPAIH JICHCTBUSL.

7.  KoMmnereHTHHAT opraH, KOWTO € M3BBPIIMI IPOBEpKaTa, Mperasa
CBIBPKAHUETO HA JOKJIAJA, TIOCOUCH B Maparpad 6 OT HACTOSIIHS WICH,
Ha MpOBepsBaHUs MKOHOMHUYecKu omepatop. IIpeau na npueme oxoHva-
TEMHMS AOKJIAJA, KOMIIETCHTHHUST OpPraH JaBa BB3MOXKHOCT Ha IIPOBE-
psIBaHMST MKOHOMHUYECKH OIIepaTop Ja MpeAcTaBu Oenexxku. To3u OKOH-
YaTeJIeH JIOKJaJ 3a IPOBEpKaTa Ce BBbBEXKJA B CJICKTPOHHATA CHUCTEMA,
TpeABHUIeHA B WieH 95.
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8. JIpp>kaBUTE WICHKHU IPaBST MPErje] U OLEHABAT U3IIBIHEHUETO Ha
JeHHOCTUTE CH 0 HAaI30p Ha maszapa. Tesu Iperiaequ U OLEHSABAHUS ce
U3BBPIIBAT Hal-MalKO BEIHBXK Ha YETUPU TOJUHU U PE3YITATUTE OT
TSIX ce ChOOIMABAT HAa OCTaHAIHWTE IbPXKaBU WieHKkH H Kommucusra.
Besika abpakaBa WieHKa M3TOTBS PE3IOME Ha PE3ylNTaTHTE, OO KOETO
OCHTypsiBa ITyONMYEH HOCTBI IOCPEACTBOM €NEKTPOHHATA CHCTEMa,
1I0coYeHa B 4ieH 95.

9.  KoMmnereHTHUTE OpraHd Ha JAbPXKABUTE 4YIEHKU KOOPAUHUPAT
JEHMHOCTUTE CU 10 HaJ30p Ha Ma3apa, ChTPYAHUYAT CU M CIIOAEIAT
nomexny cu u ¢ Komucusra pesynraTure OT Te3H AEWHOCTH € Ll
OCUTypsiBaHE Ha XapMOHM3UPAHO U BUCOKO PpaBHUINE Ha HAA30p Ha
razapa BbB BCHYKH JIbP)KAaBU UICHKH.

AKo € Heo0XOIUMO, KOMIIETEHTHUTE OpraHU Ha JbP:KABUTE WIECHKH CE
JIOTOBapsT 3a pasmpeieneHue Ha paboTaTa, ChBMECTHH JEHHOCTH 3a
HAJ30p Ha Iazapa U CIeLHaln3alus.

10.  Koraro B abpkaBa 4leHKa MOBeYE OT €IUH OpPraH OTroBapsT 3a
HaJ30pa Ha Masapa M KOHTPOJNA MO BBHIIHUTE TPAHUIM, TE3U OPTaHH CH
CBTPYJHHMYAT, KaTo OOMeHAT HMH(OpManus BBB BpB3KAa C POIATA H
(byHKLIUHTE CH.

11.  Korato e nenecb00pa3Ho, KOMIETEHTHUTE OPTaHU Ha IbP)KABUTE
YICHKH CH CBHTPYJHHYAT C KOMIICTCHTHHTE OPraHH Ha TPETH IbPXKaBH
3a 00MeH Ha MH(pOpMaIMs U TEXHUYECKO ChAEICTBHE U 3a Hachbp4yaBaHE
Ha JIHHOCTHTE 1O HAJ30p Ha Ta3apa.

Ynen 89

OuneHka Ha u3ae/Ing, 3a KOUTO C€ IMOoA03Upa, 4Ye MNpPeaACTaBJIABAT
HEIMPUEMJIMB PUCK WJIM APYI BUJA HECHOTBETCTBHE

Korato BB3 ocHOBa Ha JaHHUTE, TIOJYYCHU OT JICHHOCTUTE IO
IpociacasaBaHe Ha 0€30MacHOCTTa WM 110 HaI30p Ha Imasapa, WJInh BB3
OCHOBa Ha JApyra I/IH(l)OpMaHI/ISI KOMIICTCHTHUTEC OpraHd Ha JAbpiKaBa
YICHKAa MMAaT OCHOBAHHA Jla CMATAT, Y€ MaJICHO M3ACIHC:

a) MOJKe Ja NpeJCTaBlsiBa HEMPUEMIIMB PHCK 32 3paBeTO WM Oe3omac-
HOCTTa Ha IMALUEHTUTE, NOTpeOUTENUTe WIM APYrH JMLA, WIH 3a
JIPYTH acleKTH Ha ONa3BaHEeTO HA OOIIECTBEHOTO 3/paBe; HIIH

0) MO Opyr HauYMH HE OTroBapsi HAa W3UCKBAHHATA [0 HACTOSIIHS
peraMeHT,

TC HM3BBPIIBAT OLCHKAa Ha CHOTBETHOTO H3ACIIUE, o6x3amama BCHUYKH
W3UCKBAHUA 110 HACTOAIIMUA PETIIaMEHT, CBBpP3aHU C pPHUCKa OT
U3JACIIMCTO WM C BCAKAKBB APyl BUJ HECHOTBETCTBUEC Ha U3ACIUCTO.

CBOTBETHUTE HKOHOMUYCCKH onepaTtopu CU CbHTPYAHUYAT C KOMIIC-
TCHTHUTC OpPraHU.

Ynen 90

IIpoueaypa npu u3jeus, KOUTO MPEACTABJISIBAT HeNPHEMJIMB PHCK
3a 3ApaBeTo U 0e30macHOCTTA

1. Koraro cien wu3BbplIBaHE Ha OLEHKaTa HO 4ieH 89 Komie-
TEHTHUTE OPTAaHM YCTAHOBAT, Ye M3AEIUETO TPEACTABIABA HETIPHEMITHB
PHCK 3a 37paBeTo MU 0e30MacHOCTTa Ha MAl[MEHTHTE, NOTPEOUTENHTE
WIH ApYTH JHIA, WIM 3a JPYTH aclHeKTH Ha OMA3BaHETO Ha 0OIIecT-
BEHOTO 31paBe, Te 0Oe3 3a0aBsHE M3MCKBAT TIPOM3BOJMTENAT Ha
BBIIPOCHUTE W3IENHUS, HETOBHTE YITBIHOMOIICHNM MPEICTABUTENH |
BCUYKHM OCTaHAJIM 3aUHTEPECOBAHM MKOHOMUYECKH OIEPaTOpU Ja Ipei-
npHeMaT BCHUKH HEOOXOAWMH M HaJJIeKHO OOOCHOBAaHM KOPUTHPAIIN
JefcTBHS 3a TNpPUBEXKIAHE Ha WH3JENHETO B CHOTBETCTBHE C H3HCK-
BaHMATA HA HACTOSILUS PErIaMEHT, CBbP3aHU C PUCKA OT HU3JAENIUETO,
10 HAYH{H, NIPOIMOPIIFOHANICH Ha eCTECTBOTO Ha PUCKA, 32 OTpaHWYaBaHE
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Ha TIIPEJOCTABSIHETO Ha Ia3apa Ha W3JCIMeTO, 3a IpHiIaraHe Ha
crienn(UYHE HW3MCKBAHUS 3@ MPEIOCTABSIHETO Ha W3ICIHETO, 33
U3TCINITHE Ha M3/JCIMETO OT Ia3apa WIM 3a H33EMBAaHETO My B
paMKHTEe Ha pa3yMEH H SICHO ONpEJCNICH CPOK, KOWTO ce choOlaBa Ha
3acerHaTiss HKOHOMUYECKH OTepaTop.

2. Upes enekTpoHHATa CHCTEMa 10 WiIeH 95 KOMIIETCHTHUTE OpraHU
0e3 3abaBsHe yBenmomsBaT Kommucusra, ocTaHaIUTe ObP)KaBU UICHKHU H,
KOTaTo € W3HafeH cepTH(UKaT B CHOTBETCTBHE C wWieH 51 3a cBOT-
BETHOTO H3/ejiHe, HOTU(UIMPAHUS OpraH, M3/l TO3U cepTU(dUKaT, 3a
pe3yiTaTuTe OT OIleHKaTa W JIeHCTBUATA, YMETO MpeJIpueMaHe ca
W3HUCKAIIM OT UKOHOMUYECKUTE ONEPaTOpH.

3. HxoHommuyeckute omeparopu 1o naparpad 1 Oe3 3abaBsiHe rapan-
THpaT, 4e ca MpeaNpHeTH BCUYKU MOJXOJSIIIN KOPUTHpAIlU JeHCTBUS B
nenus Chro3 M0 OTHOIIEHHE Ha BCUYKU 3aCETHATH M3IEIHs, KOUTO Te ca
MIPEeIOCTaBUIIM Ha Ma3apa.

4.  Korato HMKOHOMHYECKHAT omeparop mo mnaparpad | He mpen-
nprueMe MOAXOSII0 KOPUTHPAIIO JCHCTBHE B IOCOYCHHUS B maparpad
1 cpoK, KOMIIETEHTHUTE OpPTaHM B3eMaT BCHYKH LEJIECHOOPa3HU MEPKH,
3a Oa 3a0paHAT WM OrpaHMYaT NPEJOCTABSHETO Ha M3JEIHETO Ha
HAIMOHAITHHS CH Ta3ap, Ja M3TeTJIAT U3/EIUETO OT TO3M Ia3ap WK J1a
ro u33emar.

Komnerentnure opranu 0e3 3abaBsine yBenomsiBaT Komwucusita, ocra-
HAJIUTC JbPXKABM YICHKHM W HOTUQUIMPAHUS OpraH, ITOCOYEH B
naparpad 2 OT HACTOSIIUS WICH, 38 T€3M MEPKH 4pe3 CJICKTPOHHATa
cucTeMa I10 4jieH 95.

5. VYBeIOMIEHHETO, HOCOYEeHO B maparpad 4, BKIIOYBA BCHUUKU
HAJIWYHH JAHHH, TO-CIIENMAHO JaHHHWTE, HEOOXOAMMHM 3a HAEHTH(H-
LUpaHe U IMpocIe[sBaHE Ha HECHOTBETCTBALIOTO W3JENUE, MIPOHU3X0Aa
Ha M3/IeJIMETO, €CTECTBOTO M MPUYMHUTE 3a MPEANONaraéMoTo HeChOT-
BETCTBUE U CBHITBTCTBAIIMS PHCK, €CTECTBOTO U TPONBIKHTETHOCTTAa Ha
IpeANpUETUTE Ha HAIIMOHAIHO PAaBHUIINE MEPKHU, KAKTO U apryMEHTHUTE,
U3TBKHATH OT CHOTBETHHS MKOHOMHYECKH OIEpaTop.

6. /lppkaBuTe WICHKH, Pa3IMYHM OT Abp)KaBaTa 4WIEHKa, 3aroyHaia
nponenypara, HezabaBHo wuH(popmupar Komucusta u ocraHamuTe
'bp)KaBU 4YJIEHKM 4Ype3 eJIeKTPOHHATa cucreMa 1o wieH 95 3a Bcska
JOIBJIHATENHA MPUIOKHUMa WHOOPMAIHs, C KOSTO pasmoyaraT 3a HeCh-
OTBETCTBHETO Ha JaJCHOTO H3JEIHME M 3a MEPKHUTE, KOMTO ca IpHEeNn
BBB BPB3Ka ChC CHIIOTO H3JEIHE.

[Ipn Hechriacwe ¢ HaMOHATHATAa MSAPKA, 32 KOSATO MMa yBEIOMIICHHE,
Te Oe3 3abaBsHe yBemomsBar KomucusaTa M OCTaHAIUTE JIbpPKABU
YIEHKU 32 BB3PAKEHUSITa CU Upe3 eJIeKTpOHHATa cUcTema o wieH 95.

7. Koraro B cpok 10 JBa Mecela cCie[ IOJy4YaBaHE Ha YBEIOM-
JeHueTro 1o maparpad 4 He € TOBJWTHATO BB3PAKEHWE HUTO OT
J'bp)KaBa 4ieHKa, HUTO OT KomucusaTa BbB Bpb3Ka C MEPKH, IIPEANPUETH
OT ABbp)KaBa WICHKA, TE3W MEPKH Ce CUYMTAT 3a 00OCHOBaHH. B TakbB
cilydail BCHYKHM JbPXKaBH WICHKHM TapaHTHpaT, 4Ye IO OTHOIICHHE Ha
BBIIPOCHOTO HM3JENIUE Cca MPEANpHeTH 0e3 3a0aBsHe MOAXOMIIIN OTPaHU-
YUTETHH MEPKH HJIM MEPKH 3a 3a0paHa, BKIIOYHTEIHO C [eJl H3TEeTIsHE,
W33€MBaHE WM OTPaHUYaBaHE HA HAIMYHOCTTA HA W3JICIHETO Ha HALMO-
HaJTHHS UM T1a3ap.
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Ynen 91

IMpoueaypa 3a oueHKa HA HAMOHAJIHMTE MEPKH HAa PABHULIETO HA
Cnbl03a

1. Koraro B cpok OT aBa Mecema cieq TMOTydYaBaHE Ha YyBEIOM-
nenuero no wied 90, maparpad 4 gbpkaBa 4YieHKa € I[OBIUTHaNa
BB3pAKEHUS] Cpelly MspKa, MpeAnpHeTa OoT Apyra Ibp)KaBa UICHKA,
mm korato KommcmsaTra cumra, 4e MsApKaTa IPOTHBOPEYH Ha MPaBOTO
Ha Cblo3a, cie]] KOHCYJITAlUs ChC ChbOTBETHUTE KOMIIETCHTHU OpPraHU U
aKo ¢ HeOOXOINMO — CBC CHOTBETHHTE HMKOHOMHYECCKH OIEPaTOpPH,
Komucusara u3BbpIIBa OLEHKa Ha Ta3d HalMOHalIHAa Mspka. Bb3
OCHOBAa Ha pe3ylTaTUTe OT Ta3um omeHka Kommucmara Moxe dpes
aKTOBE 3a M3IIbJIHEHUE Ja B3€ME€ pelleHHE 3a O0OCHOBAaHOCTTAa Ha
MspkaTa. Te3n akToBe 3a M3NBJIHEHHE C€ MPUEMaT B CHOTBETCTBHE C
Ipoleypara 10 pasriiekIaHe, mocoueHa B wieH 107, maparpad 3.

2. Koraro Komucusra cuura, ye HayoHaiHaTa Mspka € 000CHOBaHa
CBITTACHO TTOCOYEHOTO B maparpad | oT HacToAmus 4iIeH, ce MpHuiIara
uned 90, naparpad 7, Bropa anuHes. Axko Kommucusra cuuTa Hauuo-
HajlHaTa MsApKa 3a HEoOOCHOBaHA, CHOTBETHATa IbPXKaBa WICHKA
OTTETJIs MSIPKaTa.

Korato B Cpok OT oceM Mecela OT MOJy4aBaHE Ha YBEAOMIICHHETO IO
wieH 90, naparpad 4 Komucusita He npueme pemieHue mo mnaparpad 1
OT HACTOSIIMS YICH, HAI[OHATHATa MspKa Ce CYMTa 3a 00OCHOBaHA.

3.  Koraro nbpkaBa unenka unu KomwucusTta cymra, 4e PHUCKBT 3a
3IpaBeTo M 0e30IacHOCTTa OT H3IeNie He MOXe Ia ObJe OorpaHHYeH
B 3aJIOBOJIMTENIHA CTEIEH 4Ype3 MEpKUTe, IMPEANpUETH OT ChOTBET-
Hata(ute) IbpkaBa(u) wieHka(u), MO MCKaHE Ha Jbp)KaBa YJICHKA WA
1o coOCTBeHa WHUIMATHBAa W 4Ype3 aKkToBe 3a M3MmbiHeHue, Komucusra
MOXKE Jla IpeanpreMe HeoOXOIUMUTE M HAIJIeKHO 0OOCHOBAHU MEPKH
3a rapaHTHpaHe Ha 3aKpuja Ha 3[paBeTo M O0e30IacHOCTTa, BKIIIO-
YUTETHO MEpPKU 3a OrpaHuuYaBaHe WM 3a0paHa Ha IIyCKaHETO Ha
ma3apa W IIyCKaHETO B JEHCTBHME Ha CHOTBETHOTO wu3fenue. Te3m
aKTOBE 3a U3IBJIHEHUE CE NPUEMaT B ChOTBETCTBUE C IpOLeypaTa 10
pasriexaane, nocouena B wieH 107, maparpad 3.

Ynen 92

Jlpyru HechbOTBETCTBMS

1. Koraro crnem wu3BbpIICHA OICHKA TO WieH 89 KOMIIETEHTHUTE
OpraHd Ha Jbp)KaBa UWICHKAa KOHCTATHUpPAT, Y€ JaJCHO H3JCiIHe He
OTroBaps Ha M3MCKBAHUATA II0 HACTOSIIMS pEriJaMeHT, HO He Mpea-
CTaBIISiIBA HEMPUEMJIMB PHCK 3a 3/IpaBETO WJIM OE30MacHOCTTA Ha Maly-
CHTHTE, MOTPEOUTENUTE WIM APYrH JIMIA WK 3a JAPYTH acleKTH Ha
OMa3BaHETO Ha OOIIECTBEHOTO 3/paBe, TE H3UCKBAT OT CBHOTBETHHUS
WKOHOMHYECKH OIepaTop Ja MPEKpaTH BBIPOCHOTO HECHOTBETCTBHEC B
paMKHTe Ha pa3yMeH U SICHO OIpeleNieH CPOK, KOWTO ce choOliaBa Ha
MKOHOMHYECKHS ONEepaTop M € MPOIMOPIMOHAJICH Ha HEChOTBETCTBHETO.

2. Koraro MKOHOMHYECKHST OIEpaTop HE NPEKpaTd HEChOT-
BETCTBHUETO B CpoKa 1o maparpad 1 oT HacTosus 4ieH, ChbOTBETHATa
IbprKaBa WieHKa 0e3 3a0aBsiHe MpeanprueMa BCHUKU MOIXOSIIH MEPKH,
3a Jla OTpaHMYM WJIM 3a0paHM IMPeJIOCTaBsSHETO Ha Ia3apa Ha HpPOJyKTa
WM 3a J1a OCUI'YPHM HEroBOTO M33€MBaHE WM U3TEIJIsIHE OT mas3apa. Tasu
Ibp)KaBa wWieHka Oe3 3a0aBsiHe yBenoMsiBa KoMmucHsTa WM OCTaHAIUTE
I'bp)KaBU WICHKU 3a TE3W MEPKH 4Ype3 €JICKTPOHHATa CHUCTEeMa IO YJICH
95.
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3. C umen ga ce OCUTypW €IHAKBOTO IpHUJIaraHe Ha HACTOSIIMS WIEH
Komucusara moxke, 4pe3 akToBe 3a H3IIBJIHEHHE, Ja KOHKPETH3Hpa
MOJIXOJSIIUTE MEPKH, KOUTO Ja C€ IMpeaIpueMarT OT KOMIIETCHTHUTE
OpraHd 3a CIpaBsSHE C ONpEeNeNieHH BUAOBE HECHOTBETCTBHE. Te3n
aKTOBE 3a M3IIBIHEHHE C€ MpPHUEMAT B CHOTBETCTBUE C IpOIenypara 1o
pasriexaane, nocouena B wien 107, maparpad 3.

Ynen 93

IIpeBaHTHBHM MEPKH 3a 3aKpHJIa HA 3/PaBeTO

1. Koraro mbpxaBa 4iieHKa, ce]l KaTO M3BBPIIM OLIEHKA, IOKa3aa
MOTEHIMAJIICH PHUCK, CBBP3aH C M3JIENIUE MM KOHKPETHA KaTeropusi Win
rpymia M3Jeus, CYUTa, Y€ 3a Ja Ce 3aLIUTAT 3APaBeTo M 0e30IacHOCTTa
Ha NalMEHTHUTE, MOTPeOUTENUTe WM JAPYrHTe JIMIA, WM 3a Ja ce
3alIUTAT JIPYTH ACleKTH Ha OOIIECTBEHOTO 31paBe, NPEJOCTaBSHETO
Ha Maszapa WJIM IIyCKaHeTO B JCHCTBHE Ha M3/€iMe WM KOHKpETHA
KaTeropusl WM Tpyna M3Jenus cliefBa Ja ce 3a0paHu, OTpaHW4d WU
110 OTHOLICHHE Ha TAX Jla Ce MPWIOKAT CHeUU(UYHU W3UCKBAHMS, WIH
4e M3/ICIMETO WM KOHKPETHATa KaTeropusi WiM Trpyna U3Aeius clie/iBa
Jla ce M3TEerJIAT OT Ias3apa WM Jla ce M33eMaT, TS MOXKe Ja Npeanpueme
BCUYKH HEOOXOAMMH U OOOCHOBaHH MEPKH.

2. JlppxaBara ujeHka, ImocoueHa B mnaparpad 1, He3abaBHO
yBenomsiBa KomucusiTa M OCTaHAIWTE IBbPIKABU UYICHKH, KaTO MOCOYBA
OCHOBAaHHUATA 3a pEUICHWETO CH, Ype3 eJEeKTPOHHATa CHUCTeMa II0
e 95.

3. Karo ce xoncyntupa ¢ K'MU u, xorato € He0OXOIUMO, ChC CHOT-
BETHUTE HKOHOMHYECKH orepaTopu, KoMucusita oneHsBa npearpueTiTe
HaIMOHATHM Mepku. Upe3 akToBe 3a M3mbiHEeHHEe Kommcusara Moxe na
B3eME pelleHne 3a O00OCHOBAHOCTTa HA HalUMOHAIHUTE Mepku. Ilpum
JWIICa Ha pelleHue OT cTpaHa Ha KomucusaTa B paMKUTE Ha IIECT
Mecena OT MOMEHTa, B KOWTO € OuWiia yBeIOMEeHa 3a HalHOHAJIHUTE
MEpKH, T€3d MEpPKHM ce CuuTaT 3a O0OCHOBaHM. Te3u akToBe 3a
W3OBJIHEHHE Ce IpueMaT B CBOTBETCTBHE C Ipoleaypara o
pasriexzaane, nocodeHa B wien 107, maparpad 3.

4. Korato mpu oreHkara 1o mnaparpad 3 OT HACTOSNIMS YIIEH Ce
YCTaHOBH, Y€ MPEIOCTaBsIHETO Ha Ia3apa WIH ITyCKaHeTO B JeiicTBHE
Ha M3JeNHe, KOHKPETHA KaTeropusl WIM Tpyla M3Jeius CleaBa Aa ce
3a0paHyd, OrpaHHYM WIM KBbM TAX Ja C€ MPWIoKAT CcrenuuaHu
W3UCKBAaHUS WJIM Y€ BBIPOCHOTO H3JEJINE WM KaTeropusita WId
rpynara Hu3fenus cielBa Ja ce M3TerIiAT OT Iasapa Wi Ja ce
W33eMaT BbB BCHYKH JIbPXKABH WICHKH, 3a Jla CE 3aLIUTAT 3APABETO U
0e30MacHOCTTa Ha MaIlUEHTUTE, IOTPEOUTEIUTE WU IPYTUTE JIUIA WIN
3a J1a ce 3alIUTAT IPYTH acleKTH Ha 00mecTBeHOTO 31paBe, Komucusra
MOXE Jla IIPUeMa aKTOBE 3a U3IBJIHEHUE C LeJ NPEIpUeMaHe Ha HE0O-
XOIMMHTE ¥ HAJJIEKHO 0OOCHOBaHH MepKH. Te3n akToBe 3a H3IIbIHEHHE
ce IpueMaT B ChOTBETCTBHE C IIPOLENypaTa MO pasriekaaHe, I0COYeHa
B wieHn 107, naparpad 3.

Ynen 94

JloGpa aAMHHUCTPATHBHA NPAKTHKA

1. 3a BcsAka MspKa, IpHETa OT KOMIETCHTHUTE OPTaHH HAa IbP)KaBHTE
WIEHKU cbriacHo wieHoBe 90—93, ce yka3Bar TOYHMUTE MOTHUBH, Ha
KOHTO TSI ce€ OCHOBaBa. Koraro Mspkara ¢ HAacOueHa KBbM KOHKPETCH
UKOHOMHMYECKU OIIepaTop, KOMIIETGHTHHUAT opran 0Oe3 3a0aBsiHe
yBEIOMSABAa CHOTBETHHS MKOHOMHYECKH OMNEpaTop 3a Ta3sh MApKa, KaTo
CBLIEBPEMEHHO o uH(oOpMHpa 3a cpeicTBaTa 3a IpaBHA 3allUTa, C
KOUTO paslojara ChIJTaCHO MPaBOTO MM  aJMUHHCTpaTHBHATa
IPaKTHKa Ha CHOTBETHATa JbpiKaBa WICHKA, M 32 CPOKOBETE, CBHP3aHU
C Te3H CpeJCcTBa 3a MpaBHa 3ammTa. Koraro Mspkara e ¢ o0Io npuio-
KEHHe, TS ce MyONMKyBa 110 HAUICKHHS pPexl.
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2. OcBeH B ciy4auTe, KOTaTo € HE00XOAMMO He3abaBHO JCHCTBHE
[Opajii HEIPHEMJIMB PUCK 3a 3IpaBeTO Wi 0E30MacHOCTTa Ha Xopara,
Ha CHOTBETHHS HKOHOMHYECKH OTEPaTOp Ce MPEeT0CTaBs Bh3MOXKHOCT J1a
npeacTaBu OCJIEKKH Ipel KOMIICTCHTHHsSI OPraH B PAaMKHTE Ha SICHO
oIpesieNieH TIOAXOIAII CPOK MPEAr MPUEeMaHeTO Ha MsIpKara.

Korato e mpexmnpueTo JefictBre, 0e3 MKOHOMHUYCCKUAT OIEpaTop aa e
UMal BB3MOXKHOCTTa Ja MPEJICTaBH IIOCOYCHHTE B ITbPBA AIIMHES
OCJNCKKHM, Ha HEro My C€ IpPEIOCTaBsi BB3MOXHOCT Ja MPEACTaBH
OeneXKHTe BBB BB3MOKHO HAW-KPaTbK CPOK, a MPEIIPHETOTO
JelicTBHe ce Mmpepasriiexk/a BeJHara ciie]] TOBa.

3.  Bcsxa npuera mspka He3a0aBHO Ce OTTEIJISl MJIM HM3MEHS, CJel
KaTO MKOHOMHYECKHAT OIEpaTop AOKaKe, 4e € Ipennpuen eheKTUBHO
KOPHUIHpAIo ACHCTBUE M Y€ W3JEUEeTO OTroBaps Ha M3MCKBAaHUATA Ha
HACTOSIIIUS PErJIaMEHT.

4.  Korato wmspka, mnpuera cwriaacHo uieHoBe 90—93, 3acsara
u3eNue, B UYHETO OIEHSBAaHE Ha CHOTBETCTBHETO € ydacTBal HOTH-
¢unupan opraH, KOMIIETGHTHHTE OpraHd MH(OPMHUpPAT, upe3 EJIeK-
TPOHHATa CHCTEMa II0 wWieH 95, ChOTBETHMS HOTHOHIUPAH OpraH H
opraHa, OTroBapsIll 3a HOTU(GULIHUPAHUI OpraH, 3a MpeAlpUeTaTa MIpKa.

Ynen 95

EnexTpoHHa cucTeMa 3a HaI30p Ha ma3apa

1. B cwrpyannyectBo ¢ gappkaBute uieHkH Komucusita cp3nmaBa u
yIpaBisiBa eIeKTPOHHA CHUCTeMa 3a ChOMpaHe U 00paboTKa Ha clieqHaTa
uHpopmarys:

a) pe3foMe Ha Pe3yJNTaTHTEe OT JCHHOCTHTE IO HAJ30p, ITOCOYCHH B
wieH 88, maparpad 4;

0) OKOHuATEeNHHUs JOKJIAJ] 3a IpoBepKaTta mo wieH 88, maparpad 7;

B) HH(OpMaIMA 3a U3AENUATA, KOUTO MPEACTABIIBAT HEIPUEMIIUB PUCK
3a 37paBeTo U Oe3omacHocTTa 1o wieH 90, nmaparpadu 2, 4 u 6;

r) mHpOpMAIHsA 3a HECHOTBETCTBHETO HA IPOAYKTUTE IO HWIeH 92,
naparpad 2;

1) uH(popMaIMs 3a NMPEBAaHTUBHUTE MEPKH 3a 3aKpWiia Ha 3APaBETO MO
wieH 93, nmaparpad 2;

€) pe3loMe Ha pe3ylNTaTHUTe OT TperyieuTe W OLCHSBAHMATA HAa
JNEHHOCTUTE MO0 HAA30p Ha TMa3apa Ha JIbpPKABUTE UJICHKH,
mocovyeHu B wieH 88, maparpad 8.

2.  HWudopmanusra no naparpad 1 oT HacTOsIMs 4IeH He3a0aBHO ce
mpefaBa  dUpe3  €NeKTPOHHATa CHCTeMa Ha BCHYKH  CHOTBETHH
KOMIETEHTHH OpPTaHM H, KOTaTo € MPHIOXKHMO, Ha HOTH(OUIUPAHUS
opraH, KOWTO € u3iayn cepTuUKaT B CbOTBETCTBHE C WwieH 51 3a cboT-
BETHOTO W3/eNHe, M € JIOCTBIHA 3a IbpKaBHTe WieHKH n Komucusra.
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3.  OOmeHeHaTa MeXAy AbpXKABUTE WICHKH HH(popmamus He ce
OIOBECTSBA ITyONMYHO, KOTaTO TOBa OM MOITO Ja TIONpedYd Ha
JedHOCTUTEe IO HaA30p Ha Ma3apa U Ha CBHIPYAHHUUECTBOTO MEXKIY
IbPKABUTE WICHKH.

I'JTABA VIII

CbTPYJHUYECTBO MEXAY JABbPKABUTE YJEHKHU,

KOOPAUHAIIMOHHA TPYIIA MO MEIUWIOUHCKUTE W3JAEJINA,

PE®EPEHTHU JIABOPATOPUU HA EC W PETHCTPU HA
MU3JEJUATA

Ynen 96

KomnerenTtHu opranu

JIbp:kaBUTE UJIEHKM OIpEJeNsT KOMIETEHTHHMs OpraH WIM OpraHi,
OTroBapsiii 32 TPHWIAraHeT0 Ha HACTOSIIMS  peryiameHt. Te
HPEOCTaBAT HAa OPraHUTE CH IPABOMOIIMATA, PECypCUTE, 000PYIBAHETO
M eKCHEepPTHHUTE 3HAHMS, HEOOXOAMMHM 3a IMPABWIHOTO H3IBIHEHHE HA
33Jla4UTe UM CBITIACHO HACTOSIIHUS perigameHT. Cilel KaTo IbpKaBHTE
YIeHKH choOUIT Ha KomucusaTa HaMMEHOBaHUATA M JaHHHUTE 32 BPB3Ka
C KOMIICTCHTHUTE OPTaHHM, TS IyOJIHMKyBa CIHCHKA HM.

Ynen 97

CbTpyAHHYECTBO

1.  KoMmmnereHTHHTE OpraHd Ha Jbp)KABUTE WICHKH ChTPYAHHYAT
KakTo momexay cH, taka u ¢ Komucusara. Komucusra ocurypssa opra-
HU3anusATa Ha oOMeHa Ha WHQopManusTa, HeoOOXOIMMa 3a €IHAKBOTO
MpUIaraHe Ha HACTOSIIUS PETJIAMEHT.

2.  JI»pxaBuTe UIEHKH, ¢ mojakpenara Ha KomucusTa, ydacTsart,
KOTaTo € IMelechoOpa3HO, B HMHHUIMATHUBH, pa3pabOTEHH Ha MEXIy-
HApOJIHO HUBO C LI JIa C€ OCHI'YPH CHTPYAHHUECTBOTO MEXIY peryia-
TOPHHUTE OPraHU B O0JIACTTA HA MEIUIIMHCKUTE HM3/CIHS.

Ynen 98

KoopanHanuoHHa rpyna no MeJuUMHCKUTE W3/1eJIHs

Koopaunanmonnata rtpyna mno wmeaunuHckure wusnenus (KITMU),
Ch3/1aZiIcHa B CBHOTBETCTBUE C YCJIOBUATA M TOAPOOHHUTE IpaBUIIA,
nocoueHn B wieHoBe 103 wu 107 or Permament (EC) 2017/745, ¢
noakperiata Ha Komucusta ceriacHo mpensuiaeHoto B wieH 104 ot
Pernament (EC) 2017/745 w3nbnHsBa 3ajgadure, KOMTO ca M
BB3JIOKEHH CBIJIACHO HACTOSIIHS PETJIAMEHT, KAaKTO H ChIJIACHO
Pernament (EC) 2017/745

Ynen 99
3agaun na KI'MHU

CewrinacHo Hacrosimust periiameHT KITMU uma crnennute 3amayu:

a) JIONPHUHACcA 3a OLEHABAHETO Ha OPraHMUTE 3a OLEHABAHE HAa CHOTBET-
CTBHETO, KOUTO Ca IOJAJIM 3asBJICHUSA, M 3a OLECHABAHETO HA HOTH-
(upaHnTe OpraHU CBHINIACHO pasmopenduTe Ha riasa [V;

0) koHcynarupa Komucusita, 1o HEHHO WCKaHe, IO BBIPOCHUTE,
CBBP3aHU C KOOpJMHAIIMOHHATa Tpyna Ha HOTU(QUIMPAHUTE
OopraHul, Ch3AaaeHa CHhIIAcCHO WieH 45;
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B) JONpHHAcs 3a pa3paboTBaHe HAa HACOKU 3a €()EKTUBHO M XapMOHHU-
3UpAHO TpHJIAraHe Ha HACTOSIIHS PETIIAMEHT, TO-KOHKPETHO I10
OTHOILLICHHE Ha ONPENENISIHETO W HaOIIOACHUETO Ha HOTHU(HIHU-
paHHWTE OpraHd, NpPWIAraHETO Ha OOLIMTE HW3MUCKBaHHUS 34
0e30macHOCT W JIeiCTBHE M H3BBPIIBAHETO Ha OICHKM Ha
JICHCTBUETO OT MPOU3BOJUTEIHNTE, OIICHSBAHETO OT HOTHU(UIIH-
paHUTE OpraHu M JCHHOCTHTE IO MPOCIE/sIBaHe Ha 0E30MacHOCTTa;

T) JONpHHACS 33 HEMPEKbhCHATOTO CIlieIeHe Ha TEXHUYECKHs IPOrpec U
MpeleHsiBa  Jajld  ca  MOAXOAAIM  OOIIMTE M3MCKBAaHUS 34
0e30MmacHOCT M JeiCTBHE, NMPEIBHICHN B HACTOSIIHMS PErJaMEHT U
B Pernament (EC) 2017/745, Taka ue na ce ocurypu Oe3onacHoCTTa
1 JEWCTBHETO Ha M3JENUsTa, W 10 TO3M HAYMH Ja e CIOMOTHE 32
IpeLeHKaTa Ha HeOoOXOIUMOCTTa OT M3MEHEHHE Ha INpuioxeHue |
KbM HACTOAIIHNA PEriIaMEHT,

Il) JomnpuHacs 3a paspaborBaHe Ha cranaaptu u OC 3a u3genusTa;

€) OKa3Ba ChICHCTBME HAa KOMIIETEHTHHTE OpraHH Ha IbP)KaBHUTE
9IeHKH B JEHHOCTHTE WM MO KOOPJIHMHALNSA, MHO-CIICIHATHO B
obyacTTa Ha KiIacU(pUKAIMATa U OMNPENCISIHETO Ha HOPMAaTUBHUS
CTaTyC Ha W3JCNNATA, H3MUTBAHMATA Ha JCHCTBHETO, IIPOCIENs-
BaHETO Ha O0E30IAaCHOCTTa ¥ HAJI30pa Ha I1a3apa, BKIIOYUTEIHO
pa3paboTBaHeTO W TOAAPEAKKATa Ha paMKa 3a eBporeiicka
mporpama 3a HaJg30p Ha Iasapa C Ied MOCTHTaHe Ha eeKTHBHOCT
¥ XapMOHHM3UpaHe Ha Haj30pa Ha ma3zapa B Cbio3a, B ChOTBETCTBHE C
yjaeH 88;

)K) npeaocrass, 1o coOcTBeHA WHUIHMATUBAa HJIM 110 MCKAaHC Ha Komu-
CHsATa, KOHCYJITalMW TIpU IIPCUCHKATa Ha BBIIPOCH BBB BPb3Ka C
MIPpUIaraHeTo Ha HACTOALIUA PETIIaMEHT,

3) JONpHHAcS 3a XapMOHM3UpAHE HAa aJMHHHCTpaTHBHATA MPaKTHKa
BBB BpB3Ka C H3/ENUATA B JBPKABUTE UICHKH.

Ynen 100

Pedepentnn nadoparopun Ha EBponeiickusi cbio3

1. 3a KOHKpETHH M3IENUS WM KaTCTOPHs WM IPyIa H3ACNUS WX 32
KOHKPETHHU OIIAaCHOCTH BBHB BPB3Ka C KaTCropus WKW Tpyna H3ACIINA,
9gpe3 aKTOBE 3a M3NbIHeHHe KommcumaTa Moxe 1a ompenerns eJHA WITH
noseue pedepeHTHH Jaboparopun Ha EBponeiickus cbro3 (,,pede-
pentHuTe JNadoparopun Ha EC®), KOUTO OTroBapsAT Ha KPUTEPUHUTE IO
naparpad 4. Komucusara ompenens camMo pedepeHTHUTE J1abopaTopuu
Ha EC, 3a kouto appkaBa uieHka nin CbBMECTHHUAT U3CJIEAOBATEICKH
HeHThp Ha KommucusaTra e mojal 3asBICHHE 3a OIPEACIIsSHE.

2. B coepara cu Ha KOMIIETEHTHOCT peepeHTHUTE JTa0OpaTOpUH Ha
EC umar crnepHuTe 3a1a4M, KOTaTo € MPHIOKUMO:

a) TpOBEpsIBAT TBBPASHOTO OT INMPOM3BOJUTENS JICHCTBHE M CHOTBETC-
TBHETO Ha W3Jenusrta OT Kiac D ¢ npmioxkumure o0mm crerubu-
Kaliy, KOraTto ChIIECTBYBAT TaKWBa, WIH C JPYTUTE PEUICHHUS,
M30paHu OT MPOU3BOJAUTENS, 3@ JIa OCUTYPH HHUBO Ha 0€301MacHOCT
W JeHCTBHUE, KOCTO ¢ Hal-MaJk0 €KBUBAJICHTHO Ha MPEIBUICHOTO B
unieH 48, naparpad 3, Tpera anuHes;

0) W3BBPIIBAT IOAXOJSIIUTEe H3MUTBAHUS Ha O0pa3ly OT NPOM3BE-
JIEHUTe M3IeNHs OT Kiac D winu mapTuam m3nenus ot kinac D, mpen-
BuzieHu B paszgen 4.12 or mpunoxenue IX m B pasgen 5.1 or
npunoxkenne XI;
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B) IMpPEJOCTAaBsIT HAYYHO M TEXHUYECKO cChiaehcTBHe Ha Komwucwusra,
KI'MU, nbpxaBUTe WICHKH W HOTH(DUIMPAHUTE OpraHu BHB
Bpb3Ka C MPUJIAraHETO Ha HACTOALIUS PErjaMeHT;

I) IpPEAOCTaBIAT HAy4YHH CTAHOBMIIA IO AaKTyaJHOTO CBbCTOSHHE Ha
TEXHOJIOTUUTE BBB BPB3KAa C KOHKPETHM M3JEIMS HIM KaTeropus
WIN TPpyHa U3JEINs;

II) ciel KOHCYJTAalMsl C HAIMOHATHWUTE OPTaHM Ch3[aBaT U YHpaBIsABAT
Mpeka OT HAaIMOHATHU peQepeHTHH J1abopaTopuy W IyOJIHKyBaT
CIMCBK Ha y4yacTBAlLIUTEe HALMOHATIHU pedepeHTHH TabopaTopuu U
CBOTBETHUTE MM 3a]1auu;

€) IONpHHACAT 3a pa3paboTBaHEe Ha TMOAXOMIIIM METOJM 33 W3MHUTBaHE
W aHaJIu3, KOUTO Jla C€ W3ION3BAT MU NPOLEAYypUTE 3a OLCHSBaHE
Ha CbOTBETCTBHETO M HaJ30pa Ha Ia3apa;

) CHTPYIHHYAT C HOTH(PHUIMPAHUTE OPraHu MpH pa3paboTBaHEe Ha Haii-
JOOpH MPAaKTUKK 332 M3IIBIHEHHE Ha MPOIEIYPUTE 3a OLICHSIBAaHE Ha
CBOTBETCTBHETO;

3) TPEACTaBAT NPETOPBKH 32 MOAXOAAIMHM peGepeHTHH MaTepuand U
pedepeHTHH Mpolenypy 3a U3MEpBaHE OT MO-BHCOK METPOJIOTHYEH
pex;

W) JonpuHacsT 3a paspaborBaHe Ha OC, KakTo M Ha MEXKIyHapOJHU
CTaH/IapTH;

i) mpefocTaBAT HayYHM CTAHOBMINA, KOraTO ca KOHCYJITHPAHU OT HOTU-
¢bunupaHn OopraHd B CHOTBETCTBHE C HACTOSIIMS PETJIAMEHT, U TH
nyOIMKyBaT [0 EIEKTPOHEH BT, KaTO ca B3€lIU IPEIBH] HaLUO-
HaJHUTE Pa3nopeOu OTHOCHO MOBEPUTEIHOCTTA.

3. Ilo wuckanme Ha nappkaBa wieHka Komucusta Moke ChIIO 1a
ompenenu pedepeHtautTe saboparopun Ha EC, koraro BbIpOCHATa
JIbp)KaBa YJICHKA jKeJae Jia M3I0JI3Ba TaKuBa JabopaTopuu ¢ Iell rapaH-
THUpaHEe Ha TPOBEpPKAaTa Ha TBBHPSHOTO OT MPOU3BOAWTENS JICHCTBUEC W
CHOTBETCTBHETO Ha m3zaenuAra ot kiac C ¢ npuioxumure OC, korato
CHIIECTBYBAT TaKWBA, WM C JAPYTUTE PELICHHUS, U30paHU OT IMPOH3BO-
JUTENs, 3a J1a e OCUTYpH HHMBO Ha O€301acHOCT M JICHCTBHE, KOETO €
Hali-MaJIKO €KBHBAJICHTHO.

4.  Pedepentnure nabopatopun Ha EC 0TroBapsr Ha CIEIHUTE
KPUTEPHUH:

a) pasnojiarat ¢ JOCTaThb4YCH NEPCOHA C MOAXOAsIIa KBaJ'II/I(I)I/IKaI_[I/ISI u
aJICKBATHHU 3HAHUA U OIIUT B oOacTTa Ha MCIUIIMHCKUTC U3JICIIHA 3a
HWHBUTPO JAWArdHOCTHKA, 3a KOUTO Ca ONPCACIICHU,

6) mpuTexaBaT HEOOXOAUMOTO O0OpyABaHEe U pedepeHTeH Marepual,
3a J1a M3MBIHABAT BB3JIOKEHUTE UM 3a]a4n;

B) MpPUTEXaBaT HEOOXOAMMHTE 3HAHMS 32 MEXKIYHAPOAHHUTE CTAaHAAPTH
U Hail-noOpH NpPaKTUKY;

I) HMMaT NOJXOJsIIa aJMHHUCTPATHBHA OpPTraHU3allUs M CTPYKTYypa;

JI) TapaHTHpaT, ye TeXHUAT IEePCOHANl ChOJI0aBa OBEPUTEIHOCTTA HA
uHMOpPMANATa ¥ JaHHUTE, TOTyYCHH MPH M3IBIHCHHE HA 3aJ1aunTe
um;

€) OCBIIECTBSIBAT IEHHOCTTA CH B HHTEpeC Ha OOIIECTBOTO M IO
HE3aBUCUM HAuHH;
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) TapaHTHpaT, 4e IEpPCOHATbT UM HAMA (UHAHCOBU WIH APYTU
HMHTEPECH B CEKTOpA HAa MEIUIMHCKUTE M3JEIUs 3a MHBUTPO JUAar-
HOCTHKA, KOUTO OMXa MOBJIUSUIM HA HEroBaTa OE3NPHUCTPACTHOCT, U
4e TOH JIeKJIapupa BCEKH JIPYT MPAK U KOCBEH UHTEPEC, KOMTO MOKE
Jla UMa B IIOCOYEHHMsI CEKTOp, U aKTyalHW3Hpa Ta3H JNEKJIapanus Ipu
HACTBIIBaHE HA CHOTBETHUTE NPOMEHH.

5. Pedepentaure madoparopun Ha EC cb3maBaT Mpexa c men Ja
XapMOHHU3UpPAT W KOOPIUHUPAT MOMEXKAY CH PAOOTHUTE CH METOIH
BBB BpPB3Ka C H3MUTBAHUITA W OLCHsABaHETO. TOBa KOOPAMHUpAHE H
XapMOHHU3UPAHE BKIIOYBA!

a) IpujaraHe Ha KOOpAMHUPpAHWU METOJAU, NPOUCAYPHU U IMPOLECH;

0) mocTMraHe Ha ChIVIACHE 3a W3IOJ3BAHETO HA €JHM M ChIIU pede-
PEHTHH MaTepHaiy W 00K 00pa3ly 3a M3NWTBAHHS M IMAHCIH 32
CEPOKOHBEPCHS;

B) YCTaHOBsIBAHC Ha 061_[11/1 KPpUTCPUU 3a OLCHSABAHC M THJIKYBAHC,

I) H3M0I3BaHE HA OOLIM NMPOTOKOJM 3a M3IUTBAHMS U OLCHSABAaHE Ha
pEe3yNTaTUTe OT HM3MMTBAHHUATA IOCPEACTBOM CTAHIAPTHU3HPAHU U
KOOPJIMHUPAHH METOJH 32 OLICHKA,

J1) M3MO0J3BaHE Ha CTaHIAPTH3UPAHH M KOOPAMHUPAHW JOKJIaId OT
W3IUTBAHUS;

e) paspaboTBaHe, TIpujaraHe W MOJJbp)KaHE Ha CHCTeMa 32
NapTHBOPCKU MPOBEPKH;

) OpraHM3UpaHe Ha PEJOBHM H3NMTBAaHUS 3a OLEHSIBAaHE Ha
Ka4yecTBOTO (BKJIFOUMTEIHO B3aMMHHU INPOBEPKM Ha KadyeCTBOTO H
CPaBHMMOCTTA Ha PE3yJNTaTUTE OT W3MHUTBAHHUSATA);

3) ceIyacyBaHe Ha OONmM HACOKM, WHCTPYKIHUH, MPOIETypHN
UHCTPYKLUUM WIM CTaHJAPTHHU OIEPATHUBHU HPOLELYPHU;

I/I) KOOpAWHHWpAHE Ha BBBCKIAAHCTO Ha MCTOJAH 3a M3NMTBAHE Ha HOBHU
TEXHOJIOTUU B CBHOTBCTCTBHUEC C HOBU HJIM U3MCHCHH OC,

i) TpeolleHKa Ha CHBPEMEHHHTE IIOCTIDKCHHS Ha Oa3ara Ha cpaB-
HUTEJIHHM pe3yNTaTh OT W3NUTBAHUS WM TOCPEICTBOM JIOIIBJI-
HUTEIHU U3NUTBAHMA, 110 UCKaHE Ha JbpXkaBa dieHKa uiau Ha Komu-
CHUSTa;

6. Pedepentnure naboparopuu Ha EC morar na mosyyaBatr (uHAH-
cupane ot Cproza.

Upes akToBe 3a m3mbiaHeHne Komucusta Moxke na mpueMa moapoOHUTe
IpaBuJIa 3a yCcJOBUATa U pa3Mmepa Ha ¢uHaHcupaHe oT Cbro3a 3a pede-
pentHuTe Maboparopun Ha EC, kato B3eMa mpeBu[ LETUTe 3a 3aKpuiia
Ha 3/1paBeTo M 0E30HacHOCTTa, IOJKpeNna Ha HHOBALMUTE M HKOHO-
MHU4YecKa e()eKTUBHOCT. Te3U aKTOBE 3a U3MBJIHCHUE CE MPUEMAT B ChOT-
BETCTBHE C TIpoIlelypaTa IO pasriiexaane, mocodena B uwiedH 107,
naparpad 3.

7. Koraro HOTH(HWIMpAaHH OPraHd WIN JbP)KABH UICHKH IOMCKAT
HAYYHO WJIM TEXHUYECKO CBHICHCTBHE WM HAyYHO CTaHOBHIIE OT pede-
pentHa saboparopust Ha EC, e BB3MOXKHO Te aa TpsOBa Jga 3aruiaTsT
TaKCH CBIVIACHO IIPEIBAPUTEIHO OMpPEACICHH IPO3PAYHHU yCIOBUSL, 33 1a
Ce MOKPHUAT M3IPUIO WM YaCTUYHO Pa3XOJHTe, U3BBPIICHH OT Jabopa-
TOpUsITA TP W3ITBJIHCHUE HA BB3JIOKCHATA 3a1adva.

8  Upes axrtoBe 3a m3mpiHeHHEe Komucusra ompemens:
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a) mofpoOHM TNpaBMiIa 3a ylIeCHABaHE Ha MpHUIaraHeTo Ha maparpad 2
OT HACTOSILKUS WIEH U NOAPOOHU IpaBUia 3a OCUTYpsBaHE Ha CHOT-
BETCTBHETO C KPUTEPUUTE IO maparpad 4 OT HACTOSIIUS 4JICH;

§

=

CTPYKTypaTa W pa3Mepa Ha TakcuTe 1o maparpad 7 OT HACTOSIIHS
YJIeH, KOUTO MOrar Jia ce chOupar oT pedepeHTHa JlabopaTopus Ha
EC 3a mpemocrtaBsiHe Ha Hay4YHH CTAHOBHINA, KOTaTO ca KOHCYJ-
TUPaHU OT HOTH(GUIMPAHH OPTaHH U ABPIKABUTE WICHKU CHITACHO
HACTOSIIMS PEIIaMEHT, KaTo Ce B3eMaT NPEeBH[ LEIUTE 3a 3alluTa
Ha YOBELIKOTO 3/paBe M OE30MacHOCT, MOJAKpENa Ha WHOBAIMUTE H
MKOHOMHMYECKa €()EKTUBHOCT.

Te3u akTOBE 32 U3MBJIHEHUE CE MPUEMaT B CHOTBETCTBHE C MpOLeaypara
o pasmiexjaane, mocoyena B wien 107, maparpad 3.

9.  Pedepenrnure mnadoparopun Ha EC mommexatr Ha NTpOBEPKH,
BKIIFOUUTEHO TIIOCEIICHHsT Ha MSCTO M OJHTH, W3BBPIIBAHH OT
Komucusta ¢ ormex Ha CbONIOABAHETO Ha H3UCKBAHHUATA 110
HACTOSIIIMS PEriaMeHT. AKO [P TE3W MPOBEPKH CE YCTAHOBH, ue pede-
penTHa Jabopatopust Ha EC He 0TroBaps Ha W3UCKBAHHATA, MPHUIOKUMU
KbM 3ajIaudTe, 32 KOHTO € OIPEICICHA, Ype3 aKTOBE 3a H3ITBJIHCHHUE
Komucusra npennpreMa He0OOXOJUMHUTE MEPKH, BKIIOYUTEITHO OTPAHU-
YaBaHEC, CIIMpPAaHC Ha HeﬁCTBHCTO WK OTTCIJIAHEC Ha MaHOaTa.

10.  Ynen 107, maparpad 1 or Permament (EC) 2017/745 ce npuiara
3a mepcoHania Ha pedepeHTHuTe 1aboparopun Ha EC.

Ynen 101

Pernctpu Ha u3genusita u 6a3u JaHHHU

Komucusita u IbpikaBUTE WIEHKU MPEANPUEMAT HEOOXOAUMMTE MEPKU
3a HachpuaBaHE Ha CB3JAaBAHETO HA PErMCTpU M 0a3u [aHHM 3a
KOHKPETHH THIIOBE W3JEIHsA, KaTO YCTAHOBABAT OONIM MPHHIWIH 32
cbOupaHe Ha cblocTaBuMa HHpopManus. Te3u peructpu u 6asu
JAHHM JIONIPUHACAT 33 HE3aBMCUMAaTa OLEHKAa Ha JBJIrOCPOYHATa
0e30macHOCT U AEUCTBUE HA U3JENUATA.

I'IABA IX

MOBEPUTEJIHOCT, 3AIIUTA HA JAHHUTE, ®UHAHCHUPAHE U
CAHKIIUH

Ynen 102

IloBepuTennoct

1. OcBeH KOraTo € npeJBHICHO IPyro B HACTOSIMIMS peryIaMeHT U 0e3
Ja ce 3acsrar JAeCTBAIUTe HANMOHATHM pa3Nopei0H U TNPaKTHKH B
JIbP)KaBUTE UJICHKM OTHOCHO ITOBEPHTEIHOCTTa, BCHYKH CyOeKTH,
yyacTBall B NPWJIAraHeTO Ha HACTOSIMIMS perJiaMeHT, CHONoaaBaT
MOBEPUTEJIIHOCTTA Ha HHPOpMALUATA W JaHHHUTE, IOJYyYEHU NpHU
U3IbJIHEHNE HAa TEXHWUTE 3aJaud, C OIJIeJ 3allluTara Ha:

a) JUYHUTE JaHHU B CHOTBETCTBHE ¢ wWwieH 103;

0) noBepuTenHata HHGOpPMAIKS C THPrOBCKH XapaKTep M ThPTOBCKHUTE
TalHU Ha (QHU3WYECKUTE WIM IOPUANYECKHTE JIHIA, BKIIOYHTEITHO
npaBaTa Ha HHTEJCKTyaJHAa COOCTBEHOCT, OCBEH aKO Pa3KpPHUBAHETO
HE € B OO0IIeCTBEH WHTEpEC;
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B) ¢()eKTHBHOTO NpWJIaraHe Ha HACTOALIMS PErJIAMEHT, MO-KOHKPETHO
IIPY IIPOBEPKUTE, PA3CICIBAHUATA WIA OJUTHTE.

2. be3s pa ce 3acara naparpad 1, oOMeHeHaTa IpU yCIOBUs Ha IOBeE-
pHUTETHOCT HWHGOPMAIMA MEXIy KOMIETEHTHHTE OPTraHH M MEeXIy
KOMIETEHTHHTEe opraHu U KommcusaTa, He ce paskpuBa 0e3 IperBapH-
TEITHOTO CBhITIaCHEe HA OpraHa, KOHTO s TPEIOCTaBsl.

3. Tlaparpadu | u 2 He 3acsrar mpaBaTta W 3aJbJDKCHUsATa Ha KoMu-
CUSTa, JbPKABUTE WICHKA M HOTU(UIMPAHUTE OPraHU MO OTHOLICHHE
Ha oOMeHa Ha WH(pOPMAIUS U Pa3NPOCTPAHSBAHETO HA MPEIYIPEK-
JICHUsI, HUTO 3aJb/DKCHUSITA Ha CHOTBETHUTE JIMIA 32 NPEJCTaBsiHE Ha
uH(OpMAIsL CHITACHO HAKa3aTEIHOTO IMIPABO.

4. Komucusita u OBbPXKABUTC YJICHKHW MOTaT Ja 00OMeHsIT IIOBCPUTCITHA
I/IH(i)OpMaI_[I/ISI C PEryJJaTOpHUTE OpraHu Ha TPETHU AbpiKaBHU, C KOUTO Ca
CKIIIOYNUIIM  ABYCTPAHHMW WA MHOTOCTPAaHHHU CIIOPA3yMEHHA OTHOCHO
TIOBEPUTCIIHOCTTA.

Ynen 103

3amMTa HA JAHHHUTE

1. JIbpxaBure wieHku mnpuiaarat dupektuBa 95/46/EO  mo
OTHOIICHHE Ha 00paboTBaHETO HA JMYHU JIAHHW, W3BHPIIBAHO B
JbPYKABUTE WICHKH CBHIIIACHO HACTOSIIHMS PETIAMEHT.

2. Tlo oTHOlICHHE Ha JIMYHUTE JaHHH, KouTo Komucusita o6paboTBa
CBIVIACHO HACTOALIMA peryiameHt, ce npwiara Permament (EO) Ne
45/2001.

Ynen 104

HauucnsiBane Ha Takcu

1. HaCTOSIHII/IHT PpCeriIaMEHT HE 3acsra BbB3MOXHOCTTA IAbpPKABUTE
YICHKH Ja HaA4YUCJIABAT TaKCH 3a Z[CﬁHOCTPITe IO HACTOAIUA PETIIAMCHT,
npu ycCjoBUE€ Y€ pasMEpbT Ha TaKCUTEC € OHNpEAC/ICH IO IIPO3padCH
Ha4yMH U BB3 OCHOBA Ha NPUHIMUIIUTEC 3a INOKPHBAHC Ha Pa3sXOIaUTC.

2. JlppxaBure wieHKH wuHpopmupar KommucusiTa W OCTaHAIUTE
Ibp)KaBU WICHKM Hal-MaJKo TpU Mecela Npead Ja IMpuemar CTpyk-
Typata M pazMmepa Ha Takcure. CTpyKTypara W pa3MepbT Ha TaKCHUTE
Ce ONOBECTSBAT IPU MOUCKBAHE.

Ynen 105

duHaHCHpPaHe HA J1eIHOCTH MO ONpeAesiHETO W HAOJII0eHHeTO Ha
HOTH(HUIHMPAHH OpraHu

Pasxomure, cBBp3aHM C JEWHOCTHTE 3a CHBMECTHA OICHSIBAaHE, Ce
nokpuBar ot Komucusita. Upe3 akrtoBe 3a u3nmbiaHeHue Kommucusra
oIpezeNs pazMepa M CTPYKTypaTa Ha ITOJUIeKAIIUTE HAa Bh3CTaHOBSIBAHE
pa3xoau M IpyruTe HeoOXOMUMHM IpaBWiIa 3a TpHilaraHe. Te3u akToBe
32 M3NBIHEHHE Ce INpHeMaT B CHOTBETCTBHE C IpoleaypaTa IO
pasriiexxaane, mocodeHa B wien 107, maparpad 3.

Ynen 106

Cankuun

JIbp)KaBUTE YICHKH YCTAHOBSIBAT CHCTEMA OT CAHKIHH, IPUIIOKUMHU [PH
HApYIICHHE HA Pa3lopea0y Ha HACTOSIIUS PErIIAMCHT, U B3eMaT BCHUKH
MEpKH, HEOOXOIMMHU 3a OCUTypsiBaHE Ha mnpwiaraHeTo uM. CaHKUIuHTE
TpsiOBa na ObAaT e(eKTHBHM, ChPa3MEPHU W Bb3NUpaliu. [IbpxaBuTe
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wieHKH HoTH(uimpar Ha KomwucusitTa Tasw cucTteMa OT CaHKIHUHA W
Mepku 10 25 ¢epyapu 2022 T., BKIFOUUTEIHO M s HOTH(PHUIIUPAT
He3a0aBHO 3a BCSAKO IOCIEBAIIO U3MEHEHUE, KOETO T'H 3acAra.

T'JIABA X
SAKUIIOYUTEJIHU PA3IIOPEJIBHU

Ynen 107

IIpouenypa Ha KOMHTET

1. Kowmmucusita ce mnoxamomara oT KomuTera 1O MEIHMIIHCKUTE
u3nenus, ch3naaneH cbriacHo wieH 114 ot Permament (EC) 2017/745.
To3u komuTeT € KomuTeT 1Mo cmuchia Ha Permament (EC) Ne 182/2011.

2. Ilpu mo3oBaBaHe Ha HACTOSIIMS Hmaparpad ce mpuiaara @wieH 4 ot
Pernament (EC) Ne 182/2011.

3. Ilpu no3oBaBaHe Ha HACTOsLMA maparpad ce npujaara WwieH 5 oT
Permament (EC) Ne 182/2011.

Koraro KOMHUTETBT He Aajie cTaHOBHUINE, KomucusTa He nmpuema mpoekTa
Ha aKT 3a M3IBJIHCHHUE U Ce IpHiara wieH 5, maparpad 4, Tpera anuHes
ot Pernament (EC) Ne 182/2011.

4. Tlpu mo3oBaBaHe Ha HACTOSIIMS aparpad ce mpuiara 4ieH 8 or
Pernament (EC) Ne 182/2011 BBB Bpb3Ka C wieH 4 WM S5 OT HEro, B
3aBHCHMOCT OT CITydJasi.

Ynen 108

anamnﬂBaHe Ha JeJIerupaHeTo

1. IlpaBomoruuero Ja nmpueMa JejJerupaHd akKTOBE C€ NpPEeaoCTaBs Ha
Komucusata mnpu crnasBaHe Ha NPEABHICHUTE B HACTOSIIMS WYJIICH
YCIIOBHS.

2. IlpaBomouuero Ja npuemMa jAejerupaHd akToBe, IOCOYEHO B YJIECH
10, maparpad 4, wien 17, maparpad 4, uien 24, naparpad 10, unen 51,
naparpad 6 u uwieH 66, maparpad 8, ce mpemocraBs Ha Komwucusara 3a
CPOK OT HeT ToJuHH, cuuTaHo ot 25 mai 2017 r. Komucusra u3rorss
JIOKJIa/l OTHOCHO JI€JIETMPAHETO Ha MPABOMOIIUS HE MO-KbCHO OT JICBET
Mecena IMpenud HM3THUYaHeTO Ha NEeTroAMINHMA Cpok. [lenmerupanero Ha
[IPaBOMOILMS CE€ MPOABIKABA MBJIYAIMBO 33 CPOKOBE C €HAKBa
MPOABIDKUTEIHOCT, OCBeH ako EBponeiickusar mapaameHT win CbBETHT
HE BB3Pa3AT Cpelly MOZOOHO MpPOAbKABaHE HE IO-KbCHO OT TpPHU
Mecela Mpeay M3THYaHETO Ha BCEKH CPOK.

3. JlemerupaHeTo Ha MPaBOMOINKS, ocoueHo B wieH 10, maparpad 4,
uned 17, naparpad 4, unen 24, naparpad 10, unen 51, naparpad 6 u
wieH 66, nmaparpad 8, mMoxe na ObJe OTTErVICHO MO BCSKO BpEME OT
EBporneiickust napiaament mwin ot Cbsera. C peIICHUETO 3a OTTEINISIHE Ce
MpeKpaTsBa MOCOYEHOTO B HEro JelierMpaHe Ha mpaBomolnusi. OTrer-
JISTHETO TOpakjaa JEHCTBHE B JIeHA Cie]] MyOJMKYBaHETO Ha PEIICHHETO
B Oguyuanen secmuux Ha Eeponelickus cvio3 I Ha TO-KbCHA J1aTa,
mocoueHa B perieHHeTo. To He 3acsra JICHCTBUTEIHOCTTAa Ha JICNICTH-
paHHTE aKTOBE, KOUTO BEYE Ca B CHJIA.

4. Ilpenn mpuemaHeTo Ha jaenerupa akT Komwucusra ce KoHCydaTHpa
C eKCIIEPTH, ONpPEIeTICH! OT BCSKA Jbp)KaBa YiICHKAa, B CHOTBETCTBHE C
MNPUHOUIIATE, 3aJICTHAJIA B MC)KI[yI/IHCTI/ITy]J,I/IOHaIIHOTO CIIOpasyMEHHUEC
ot 13 ampun 2016 r. 3a M0-700pO 3aKOHOTBOPYECTBO.
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5. Bennara cnen kato mpueme jenerupaH akT, Komucusra HOTH-
¢umpa akta erHOBpeMeHHO Ha EBpomeiickus mapiamenT u Ha ChbBerTa.

6.  Jenerupan akr, npuer ceriaacHo wien 10, maparpad 4, unen 17,
naparpad 4, unen 24, naparpad 10, wnen 51, maparpad 6 u uieH 66,
naparpag 8, BiIM3a B CHiIa EIMHCTBEHO ako HHUTO EBpomeiickusar
napJJaMeHT, HHUTO CBBeTBT ca NpeaCTaBUIN BB3PAKCHUA B CPOK OT
TpU Mecela cien HOTHGUIMpaHETO Ha akrta Ha EBpomeiickus
napiaMeHT U Ha ChbBeTa, MM aKO Mpeau M3THYAHETO Ha TO3U CPOK U
EBpomnetickuar mapnament, u CpBeThT ca yBemommian Kommucusita, ye
HSIMa Jla NPEJCTaBAT Bb3pakeHHsA. [I0COYEHHSAT CpPOK ce yabDKaBa ¢
TPU Mecella 1O WHMIMATHBa Ha EBpomeickus mNapiaMeHT WiIM Ha
CeoBera.

Ynen 109

OTtaesHn AeJIerMpaHd  aKTOB€ 3a pas3jiMdyHUTE JIeJerupaHu
IpaBoOMoOIIUsA

Komucusita nprueMa OTIACICH ACJICTUPAaH aKT BbB BPB3Ka C BCAKO IPaBO-
MOIIUE, KOCTO M e JACICTUPAHO CBHIVIACHO HACTOALIHNSA PEriIaMEHT.

Ynen 110

IIpexoanu pasmopendun

1. Or 26 wmait 2022 r. Bcsika myOnuKanuss Ha HOTH(UKAIUS BbHB
Bpb3Ka ¢ HoTuduLupaH opraH cbriacHo Jupexrusa 98/79/EO crasa
HEBaH/IHA.

2. Ceprudukarure, u3JafeHd OT HOTU(GHUIMPAHM OPraHU ChITACHO
Jupextusa 98/79/EO npeau 25 maii 2017 r., ca BanIugHU A0 M3THYAHE
Ha CpOKa, TTOCOYCH B CHOTBETHHS CEPTH(UKAT, ¢ M3KIIOUCHNE Ha CEPTH-
(uxaTuTe, M3aEHN B CHOTBETCTBHE ¢ npuioxkenue VI kbm Jupexrusa
98/79/EO, xoWTo cTaBaT HEBaIMAHM Hai-KbcHO Ha PMI1 27 wmaii
2025 . 4

Ceprudpukarure, H3JaJAEHM OT HOTH(PHUIMPAHU OpraHu ChIVIACHO
HupektuBa 98/79/EO cnex 25 maii 2017 r., craBaT HEBaJWJHU Ha
> M1 27 maii 2025 r. <

3. Upes nmeporamms OT Wi€H 5 OT HACTOSIIMS PETJIaMEHT H3ACIUsTa,
MMOCOYECHH BBB BTOpPA M TpeTa ajMHesl OT HACTOSIIMs maparpad), morar
Ja ObJaT TMyCKaHW Ha Masapa WIM MYCKaHW B JICHCTBUE [0 JIATHTE,
MIOCOYEHHU B TE3W alWHEH, CaMO aKO — CYMTAHO OT HayallHaTa jJaTa Ha
NpUIaraHe Ha HACTOSILIUS PETJIAMEHT — TEe3W W3ACIHs MPOJbJDKaBaT Ja
OTroBapsAT Ha u3uckBaHusata Ha JlupexktuBa 98/79/EO u ako HsMa
3HAYUTEIHU POMEHHU B TIPOSKTA W MPEJHA3HAUYCHUETO HA TE3U U3JIeNUsL.

Wznenusita cbec cepTHU(HKAT, KOWTO € HU3A3JCH B CHOTBETCTBHE C
HupextuBa 98/79/EO m e BaimmieH mo cwiata Ha maparpad 2 ot
HacToAlMsA YJICH, MOorar Ja 6’])}13.T IMyCKaHW Ha Tazapa WJIW IIyCKaHUu B
nericreue no 26 mam 2025 r.
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W3zpenusTa, 3a KOMTO NpOLEAypaTa 3a OLEHSABaHE Ha CHOTBETCTBHETO
cbriiacHo JlupektuBa 98/79/EO He e W3MCKBala y4yaCTHETO Ha HOTH-
(unmpan opras, KaTo 3a TSAX € M3rOTBEHA JEKJapalus 3a CbOTBETCTBHE
npenn 26 maii 2022 r. chIVIACHO TOCOYEHATa JUPEKTHBA U 32 KOUTO
rporexypara 3a OLCHSIBAHE Ha CHOTBETCTBHETO CHIVIACHO HACTOSLIMA
perjaMeHT HW3MCKBA Y4YacTHETO Ha HOTU(GUIMpPAH OpraH, MoraTr Ja
ObJaT MyCKaHM Ha TMa3apa WM IMyCKaHH B JEHCTBUE IO CICIHUTE JATH:

a) 26 wmait 2025 1. 3a mpenusaTa ot Kiac D;

0) 26 mait 2026 r. 3a uzgenusra ot kinac C;

B) 26 mait 2027 r. 3a u3aenausATa OT Kiac B;

r) 26 maii 2027 r. 3a uzgenusATa OT Kiac A, MyCKaHW Ha maszapa B
CTEPHUJIHO CHCTOSTHHE.

Upe3 peporaiysi OT I'bpBa aiMHEs OT HACTOSAIMsS maparpad, o
OTHOILICHHE Ha M3JICNHATA, [OCOYCHH BBB BTOpPAa M TpeTa ajluHEesl OT
HACTOSAIMA Taparpad, ce NpuiIaraT HM3MCKBAaHMATA HAa HACTOSIIHS
pernaMeHT OTHOCHO Haj30pa ciie]| MMyCKaHe Ha Iasapa, Haja3opa Ha
nasapa, IpociesIBaHeTO Ha OE30MACHOCTTA, PErUCTpALMATa HA UKOHO-
MHYECKUTE OIIePaTOpH M Ha M3IEIMSITAa BMECTO CHOTBETCTBALIUTE MM
U3UCKBaHMA, ChAbpxkamu ce B Hupektusa 98/79/EO.

bes na ce 3acsrar rnaBa IV u maparpad 1 OT HacTOSIIUS YiICH, HOTH-
(dbunupaHuAT opraH, u3gal cepTuduUKara, IOCOUYEH BbB BTOPA aIMHEs OT
HacTrosmus maparpad, mpoabipKaBa a OTroBaps 3a YIPaKHSIBAHETO Ha
MOJXOAIL HAJ30p MO OTHOLICHWE HA BCUYKU MPUIOKUMH WU3UCKBAHMS,
OTHACSIIH Ce JI0 CepTHGUIMPAHUTE OT HErO H3IETHs.

4. 3aKkoHHO ITyCHATUTE Ha nasapa U3JIENHsS CBIIIACHO
Hupektua 98/79/EO mnpemu 26 wmait 2022 1. W uU3IeIUsi, KOUTO ca
3aKOHHO ITyCHaTH Ha masapa or 26 maii 2022 r. HaraTbK CBIJIACHO
maparpad 3 OT HACTOSIIMS WIEH, MoraT Ja NpOABDKAaT Ja ce
MPEJOCTAaBAT Ha Ia3apa WM Jia ce IMyCKaT B JieiicTBue.

5. Upes peporamus ot JlupekruBa 98/79/EO, wusnmenusta, KOUTO
OTrOBapsAT Ha M3MCKBAaHUATA HAa HACTOSIIMS DPErJIaMEeHT, MOraTr Ja ce
IycKaT Ha maszapa mpean 26 mait 2022 1.
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6.  Upes meporanus or dupexruBa 98/79/EOQ opranute 3a OlCHsSBaHE
Ha CHOTBETCTBHETO, KOMTO Ca CHOOPA3CHM C HACTOSIIHSA DETJIaMeHT,
Morat Aa ObJar omnpeieissHd U HOoTU(UIMpaHu mpeau 26 mail 2022 .
HoTtndwuimpanute opraHu, KOHUTO ca OMpeAeTeHH U HOTHOHIMPAHH
CBIVIACHO HACTOSIMSA PErJaMEeHT, MOraT Ja IpOBEXAaT MpPOLENypHUTE
32 OLEHSBAaHE HAa CBHOTBETCTBHETO II0 HACTOSAILIMS DErJaMEHT U Ja
n31aBaT CepTU(GUKATH CHITACHO HACTOSIIHS PETIaMEeHT Ipeau 26 Maif
2022 r.

7. Tlo OTHOIICHWE Ha W3IENUsTA, 33 KOMTO CE€ MpUIAraT MpoIe-
aypute, mocoyeHd B uieH 48, maparpadum 3 wu 4, maparpad 5 or
HACTOSIIIMS WICH CE MpUiara, Mpu yCIOBHE Y€ ca HAlPaBEHH HEOOXO-
muvute HazHadeHns B KTMU u ekcriepTHUTE TPy U ca ONpe/elieHH
pedepentHn naboparopun Ha EC.

8. Upes nmeporarust ot wien 10, wien 12, maparpad 1, Oyksu a) u 0)
u wieH 15, maparpad 5 ot Hupextusa 98/79/EO, 3a npou3BOAUTEINTE,
YITBIHOMOILCHUTE TIPEJCTAaBUTENH, BHOCHUTENUTE W HOTH(PUIMPAHUTE
OpraHu, KOWTO TIpe3 Iepuojia, 3amoyBal] Ha MO-KbCHATa OT JaTUTE,
nocoueHn B uwieH 113, maparpad 3, OykBa ¢), u npukirouBamn 18
Mecela Mo-KbCHO, OTrOBapsAT Ha M3MCKBAaHUATA MO wieH 26, maparpad
3, unen 28, maparpad lwu wien 51, maparpad 5 oT HacTosmHUs
periaMeHT, ce Ccyura, 4Ye Cla3BaT 3aKOHOBHUTE W IIOJ3aKOHOBUTE
aKTOBE, MPHUETH OT ABP)KABUTE WIEHKU chbriaacHo uieH 10, umen 12,
naparpad 1, OykBu a) u 0) u uieH 15, maparpad 5 ot [upekTuBa
98/79/EQ, xakto ¢ mocouyeHo B Pemenne 2010/227/EC.

9. Pazpemenwmsta, w3mageHW OT KOMIETCHTHHUTE OpPraHW Ha
IbpKaBUTE WIEHKU CbIVIacHO wieH 9, maparpad 12 or dupekrtusa
98/79/EO, ocraBar BaJMIHH 3a CpOKa, OIPEICICH B ChOTBETHOTO
paspeleHue.

10.  Jokaro Komucusara He ompenenu u3aaBalure CyOeKTU B CHOT-
BercTBHe ¢ wieH 24, naparpad 2, GS1, HIBCC u ICCBBA ce cuutar 3a
OIIpEAEIECHH U3JaBalllid CYyOEKTH.

Ynen 111

Onenka

Ho 27 mait 2027 r. KoMmucusita orneHsiBa MpUIIaraHeTO Ha HACTOSIIIHS
perjaMeHT M M3rOTBS JIOKJIAJl 3a OLEHKAa Ha HarpeIbKa MO OTHOIICHHE
Ha TIOCTUTAHETO Ha HETOBHWTE II€JM, BKIIOYBAI OIICHSIBAHE Ha
pecypcute, HEOOXOAMMH 3a NPWIATAHETO HA HACTOSIIMS PErjaMeHT.
CrieriiajqHO BHHMMaHHME c€ OOpbIlla Ha IMPOCICAMMOCTTa Ha HW3JCIHSTA
upe3 chXpaHeHHe B ChoTBeTcTBHE ¢ wieH 24 Ha UDI or mxonomu-
YECKUTE ONEepaTopH, JICYUCOHNUTE 3aBEJCHUS M 3JIPABHUTE CICLHUAINCTH.
OrneHkaTta BKJIIOYBA ¥ TIPETJie]l Ha JCWCTBUETO Ha WieH 4.
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Ynen 112

OTMmsiHa

Bes na ce 3acsra wnen 110, maparpagu 3 u 4 OT HACTOSIIUS PETIIAMEHT,
3aIBJDKEHHATA Ha IBP)KABUTE WICHKU W IPOM3BOANUTEINTE BBB BPB3Ka C
MpOCIe/IIBaHETO Ha OE30MacHOCTTAa M 3aJBJDKCHUATA Ha HPOM3BOIM-
TEIUTE BBB BPB3KAa C MPEJOCTABIHETO Ha JOKYMEHTAIMsl CBHITIACHO
Jupektusa 98/79/EO, mocodeHara IUPEKTHBA CE€ OTMEHS, CUATAHO OT
26 mait 2022 1., ¢ U3KIIOYCHUE HA:

a) wieH 11, uiren 12, maparpa¢ 1, Oyksa B) u wien 12, naparpadu 2 u
3 or JlupexktuBa 98/79/EO, KakTO M 3aJbJDKCHUATA, CBBP3aHU C
perucrpanusaTa Ha U3IEIMATa U HA MKOHOMMYECKHUTE OIEpaTOpH, U
YBEJOMJICHUSITA 32 CEePTU(HKATHTE, TPEABUAECHH B CHOTBETHUTE
MPUJIOXKEHUS,, KOUTO CE€ OTMEHAT, CYUTAaHO OT II0-KbCHATa OT
JatuTe, nocoyeHu B wieH 113, maparpad 2 w unen 113, maparpad
3, OykBa €) OT HACTOSIIWS PEriJaMeHT, U

6) unen 10, wien 12, maparpa¢ 1, Oyksu a) u 6) u wien 15, maparpad 5
or [upektuBa 98/79/EO, KakTO W 3aabJDKCHUSTA, CBBP3aHH C
perucTpanusaTa Ha U3ENUSATa U HAa WKOHOMHUYECKHTE OIepaTopH, W
YBEJOMJICHUSITA 32 CEPTU(UKATUTE, INIPEABUAECHH B CHOTBETHUTE
MPUIIOXKEHNsI, KOUTO Ce OTMEHST, cuuTaHo OoT 18 mecema cien mo-
KbCHATa OT JaTUTe, ocoueHu B wieH 113, maparpad 2 u wien 113,
naparpad 3, OykBa €) OT HacTOSAIINS PErJaMeHT.

[To oTHOWIEHHE Ha M3NenUATa, TocoyeHu B wieH 110, maparpadu 3 u 4
oT HacTosimus periament, upektua 98/79/EOQ mpoasmkaBa aa ce
npuiara A0 CTENeHTa, HeoOXoauMma 3a TPUIIAaraHeTO Ha IOCOYCHHTE
naparpadu.

Pemienne 2010/227/EC, mnpueto B H3NBJIHCHHE HA JAUPEKTHBU
90/385/ENO, 93/42/EMO u 98/79/EO, ce OTMEHS, CUMTAHO OT IIO-
KbCHATa OT JATHUTE, MOocoveHH B wieH 113, maparpad 2 u unen 113,
naparpad 3, OykBa €) OT HacCTOSIIUS pPeraMeHT.

[TozoBaBaHMsATa HAa OTMEHEHAaTa JUPEKTHBA CE CUMTAT 3a I1030BABAHUS
Ha HACTOAIIMS PErIaMEHT M Ce 4YeTaT ChOOpa3HO TalbiuiaTa Ha ChOT-
BETCTBUETO B MpUIIOKEHUE XV.

Ynen 113

Bauzane B cuiia W jgara Ha npujarate

1.  HacrosmusaT periameHT BIIM3a B CHJIa Ha JABAJECETHS JCH CJe[
nyOnukyBaHeTo My B Ouyuanen eecmuux na Eeponetickus cvio3.

2. Toit ce mpunara ot 26 maii 2022 r.

3. Upes neporauusi ot maparpad 2:

a) wieH 26, naparpad 3 u uien 51, naparpad 5 ce npuiarar 18 mecena
CJIe/T TTO-KbhCHATA OT JATHTE, MOCOYCHU B OYKBa €);

6) unenose 31—46 u unen 96 ce mpunarat or 26 HoemBpu 2017 T.
Bompeku ToBa, or mocoueHata gatra o 26 wmait 2022 r. 3ambi-
JKEHHMSATAa Ha HOTU(HIMPAHUTE OpPraHM ChIVIACHO uieHoBe 31—46
ce mpuiaraT caMo 3a OpraHuTe, KOMTO ca IOJajlu 3asBICHHE 3a
OTIpEJIeNIsSTHe ChIVIACHO WieH 34;
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wieH 97 ce mpunara ot 26 maii 2018 r.;
qren 100 ce mpumara ot 25 moemBpu 2020 1.5

3a m3nenuATa ot kiac D uien 24, maparpad 4 ce mpuara ot 26 maif
2023 r. 3a mznenusta ot kinac B u knac C unen 24, naparpad 4 ce
npuinara ot 26 mait 2025 r. 3a msmenmara ot kimac A uneH 24,
naparpad 4 ce mpuiara ot 26 maii 2027 r.

0e3 ma ce 3acsrar 3agbpkeHusTa Ha Komucusta ceriaacHo wieH 34
ot Pernament (EC) 2017/745, xoraro nopaau 00CTOSTEICTBA, KOUTO
HE € MOIJIO Pa3yMHO Ja Ce TPEABHIAT NPH pa3pabOTBaHETO Ha
IUIaHa, TOoco4eH B wieH 34, maparpad 1 OT MOCOYEHHsT peryiaMeHT,
Eudamed He ¢QyHKIMOHMpa OBIHOUEHHO KbM 26 Maii 2022 r.,
3abIDKEHHUATAa M W3UCKBAaHUsTA, KOUTO ce oTHacsaT no Eudamed,
ce mpuiiarat OT JaTtara, CbOTBETCTBAllla Ha CPOK OT MIECT Mecena
cien jaarata Ha MyOJMKYBaHETO Ha CHOOIICHHUETO, IMOCOYCHO B
uiieH 34, maparpad 3 oT mocoueHus pernameHT. Pasnopendute mo
MIPEAXOAHOTO HM3pEUYEHHEe ca, KaKTO CIeaBa:

— uJeH 26

— ujieH 28,

— uyjeH 29,

— ugen 36, nmaparpad) 2, BTOpo U3pEUYCHUE,
— uneH 38, maparpa¢ 10,

— unen 39, naparpad 2,

— unen 40, naparpad 12, BTOpa anuHes,
— uneH 42, naparpa¢ 7, OykBu T) U 1),
— uneH 49, naparpad 2,

— unen 50, maparpad 1,

— wieHoBe 66—73,

— uneHn 74, naparpagpu 1—13,

— uneHoBe 75—77,

— unen 81, maparpad 2,

— uyjeHoBe 82 u 83,

— wren 84, maparpadu 5 u 7 m unen 84, maparpad 8, Tpera
aJIuHes,

— uyjeH 85,
— unen 88, maparpagu 4, 7 u 8§,
— wien 90, maparpadu 2 u 4,

— unen 92, nmaparpad 2, MociaeIHO M3pEUYCHUE,
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— uneH 94, naparpa¢ 4,
— unen 110, naparpad 3, mbpBa ajuHes, BTOPO H3pPEUYCHUE.

Hokaro Eudamed He crane HambiHO (YHKIMOHAJIHA, CHOTBETHUTE
pasnopendou or dupektuBu 98/79/EO mpoabikaBar aa ce mpuiiarat
C Orjeq M3MBbIHEHHETO Ha 33JbJDKCHHATA, TPCIBHICHA B
pasnopeaduTe OT CHUChKAa 10 MIbpBa ajMHEs OT HacTosIlara
OykBa, B oOsiacTta Ha oOMeHa Ha MH(OpPMAaNHWs, BKIIOUUTEIHO IO-
CIICIUaJIHO I/lH(i)OpMaLII/IH OTHOCHO M3IIUTBAHUATA Ha ﬂCﬁCTBHCTO,
JIOKJIQJIBAHETO BBB BPB3Ka C TMPOCICAIBAHETO HAa OE30IaCHOCTTA,
pCFI/ICTpaHI/IHTa Ha HU3acausiTa U HA UKOHOMHUYCCKUTEC onepaTopI/I n
YBEJIOMJICHHSATA 33 CEPTUDHUKATUTE.

x) [lpouenypara mo uieH 74 ce mpuiara, cuuTano ot 26 mai 2029 r.,
0e3 ma ce 3acsra wieH 74, maparpad 14;

3) wren 110, maparpa¢ 10 ce mpmara, cumrano ot 26 maif 2019 T
u) wieH 5, naparpad 5, OykBu 0), B) U A)—Wu) ce mpuiaarat oT 26 mai

2024 1.

i) unen 5, maparpad 5, OykBa T) ce mpuiara ot 26 maif 2028 r.

HaCTOSIIHI/IHT PerilaMeHT € 3aAbJDKUTCIICH B CBOsSITA LAJIOCT U CE ITpUjiara
MPSAKO BBB BCUYKHU OBPKABU YIICHKH.
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TIPUJIOJKEHUA

OO0 M3UCKBaHUS 3a OE30MACHOCT U JENCTBHE

TexHnuvecka JOKYMEHTALHS

TexHuuecka JOKYMEHTAIMsI 32 HaA30pa Clie/l [yCKaHe Ha Ia3apa

EC nexnapauus 3a CbOTBETCTBHE

MapkupoBka 3a cborBercrBue ,,CE*

Wudopmarnusi, KOSITO ce MPEJCTaBsi MPU PETUCTPALMATA HA W3ACIUATA W
MKOHOMHYECKHUTE ONEpaToOpu B CHOTBETCTBUE C wieH 26, maparpad 3 u
yieH 28, OCHOBHM JIaHHH, KOUTO C€ MPEAOCTaBsT Ha O6a3zaTta nanHu 3a UDI
3aenHo ¢ UDI-DI B choTBercTBUE ¢ uiieHOBE 25 U 26, u cucrema 3a UDI
V3uckBanus, Ha KOUTO TpsOBa Ja OTrOBapsT HOTU(UIMPAHUTE OpraHH

[paBuna 3a knacudukanms

OleHsIBaHEe Ha ChOTBETCTBHETO Bh3 OCHOBA Ha CHCTEMa 3a YIIpaBJICHHUE Ha
Ka4eCTBOTO M OLCHABAHC HAa TCXHHUYCCKATa NOKYMEHTalUs

OrieHsiBaHe Ha ChOTBETCTBHETO BB3 OCHOBA Ha H3CJIC/IBAHC Ha THUIIA

OreHssBaHE Ha CHOTBETCTBHETO BH3 OCHOBA Ha ocurypsiBaHe Ha
Ka4eCTBOTO Ha IIPOU3BOJCTBOTO

CeprudukaTi, U3aBaHd OT HOTH(UIMPAH OpraH

OreHka Ha ﬂeﬁCTBHeTO, M3MUTBAHUS Ha JICUCTBUETO U IpocieisiBaHe Ha
JICHCTBUETO CIIET ITYCKaHC Ha I1a3apa

VHTepBEeHIIMOHATHY W3MUTBAHUS HA KIMHUYHOTO JEHCTBHE M HSIKOH
JIpYTH M3MHUTBAaHUS Ha JACHCTBHETO

Tabynnua Ha ChOTBETCTBUETO



02017R0746 — BG — 20.03.2023 — 003.001 — 112

IIPUJIO)KEHUE 1

OBIIM U3UCKBAHHUSI 3A BE3OIACHOCT U JEMCTBUE

T'JIABA 1
OBl U3UCKBAHUA

Wznenusara umar HCﬁCTBHCTO, NpEeABUICHO OT TEXHUS IMPOU3BOAUTEI, U CE
IIPOCKTHUPAT U MMPOU3BLEKIAAT TaKa, 4€ IIpU HOpMaJIHU YCJIOBUS Ha yHOTpC6a
Jda Ca noaxoasmu 3a IIpeAHa3HA4YCHUETO CH. Te ca OesomacHu U
quCKTI/IBHI/I U HC 3acTpaniaBaT KJIMHUYHOTO CHCTOSTHUC WU 0e30MmacHOCTTa
Ha MAaUCHTUTC HWIIH 0Oe3omacHOCTTa U 3ApaB€TO Ha HOTpC6I/ITCHI/ITe HIu,
Korato ¢ IpHJIOXKHUMO, Ha JApyru Jidina, I[pu YCJIOBUE Y€ BCCKU €IUH
PUCK, KOHUTO MOXe Ja ce CBBpKE C yHOTpCGaTa UM, IHIpeacTaBiisiBa
IIpUEMJIUB PUCK, MPEHECHCH CIIPAMO IIOJ3UTE 3a IIallMeHTa, W Y€ CaMHUTC
n3Jcust OTroBapsAT Ha BUCOKO HHMBO Ha 3aKpuja Ha 3/1paBeTO U Oe3omac-
HOCTTa, KaTo C€ OTUHTA O6HIOHpI/I€TI/ITe Hal-HOBH HaydYHU OOCTHUIKCHUA.

I/ISI/ICKBaHeTO, NpEeABUICHO B HACTOALIOTO IPUIIOKEHUE C 1ICJI HaMallsiBaHE
Ha PHCKOBETEC, MOOKOJKOTO € BbB3MOXHO, O3Ha4YaBa HaMaJlIBaHC Ha
PHUCKOBETE, MOOKOJKOTO € BbB3MOXKHO, 6e3 OTpULATEIIHO BB3ﬂeﬁCTBH€
BBpXY CHOTHOUICHHUETO MEXKAY PUCKA U IIOJIBUTE.

HpOI/ISBOZII/ITCJII/ITe YCTaHOBsABAT, IMpwiarat, JOKYMCHTUPAT WU MNOAAbpPKAT
CucCTeMa 3a YIpaBJICHHUC Ha pHUCKa.

VYhpaBieHHeTo Ha pUCKa ce pa3dupa Karo HENPeKbCHAT MPOIeC Ipe3
LeJIUST eKCIUIOATAIlOHEH CPOK Ha M3JIeNIMETO, N3UCKBAIL PEIOBHO M CHCTE-
MaTHYHO akTyanusupane. [Ipm ynpaBieHHeTo Ha pHCKa IPOU3BOJUTEIIHTE:

a) Ch34aBaT U NOKYMCHTHUpAT IUIaH 3a YIpaBJICHUE Ha pHUCKA Ha BCIKO
U3CINE;

6) HabesI3BaT | aHaJin3upaTr MU3BECTHUTEC W INPEABUAUMHTE OIIACHOCTH,
CBBpP3aHU C BCSKO HU3ICIINC,

B) HpPELEHSABAT U OLEHSIBAT PUCKOBETE, CBBP3aHU M BBb3HHUKBAIH 110 BpeMe
Ha IIpeJBUJCHATA yNOTpeba M IpU pasyMHO IpeABHANMA HEIpPaBUIIHA
yrnotpeba;

I‘) IpeMaxBaT WJIM KOHTPOJHUPAT PUCKOBETE, IIOCOUYCHU B 6yKBa B), B CbOT-
BETCTBUC C M3HCKBaHUATA Ha pas3lcit 4;

L[) OLCHsABAT BB3JCHCTBHETO Ha I/IH(bOpMaI_II/ISITa oT crama Ha
IpOU3BOACTBO, MW IMO-COCHUAIHO OT CHCTEMATa 3a HaA30p Cleaq
IMYCKAaHETO Ha Ia3apa, BbpXY OIMACHOCTUTE U YCCTOTAaTa Ha IMOSABABAHETO
UM, BbpXY IIpClCHKAaTa Ha CBBP3aHUTE C TAX PUCKOBE, KAKTO U BBPXY
IUIOCTHUSA  PUCK, CBHOTHOHICHUETO MEXAY PpHCKa W IOJ3UTE, U
NpUEMIIMBOCTTA Ha pUCKA; U

€) Ipu HEOOXOAMMOCT HM3MEHST MEPKUTE 3a KOHTPOJI B CHOTBETCTBHE C
W3NCKBAHUATA HA pa3zen 4 Bb3 OCHOBA Ha OICHKAaTa Ha BB3JCHCTBHETO
Ha uH}popManusTa, MocoueHa B OykBa J).

Mepkute 3a KOHTPOJ Ha PHCKA, BB3IPHUETH OT TMPOM3BOAUTEIHUTE IPH
MPOCKTUPAHETO W MPOU3BOJACTBOTO HA H3MICIHATA, OTTOBAPSAT HA TMPHH-
nunuTe 3a Oe30MacHOCT, KaTo C€ OTYUTa OOUIONPHETOTO aKTyallHO
CHCTOSIHME HA TEXHOJIOTHHTE. 3a J]a HAMAIST PUCKOBETE, IPOU3BOIUTEINTE
TH yIPaBisIBaT MO TaKbhB HAYWH, Y€ Jia Ce CTUTHE [0 3aKIFOYCHHETO, ue
BCEKHM OCTAThUYCH PHCK, CBBP3aH C OTIEIHA OMACHOCT, KAKTO U LSIIOCTHHST
OCTaThbUeH pHCK, ca NpPUEMIMBH. 3a Ja wu3depar HaH-MOIXOAALINTE
pelieHusl, MPOU3BOAUTEINTE MPUIAraT MOCOYEHATa IO-IA0Jy MOPEIHOCT
HA TPUOPUTETHTE:
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a) OTCTpaHsABAHC WM HaMaJIIBAaHC Ha PUCKOBETE, NJOKOJKOTO € BB3MOKHO,
qpes3 0e3omacHo IIPOCKTUPAHE U IPOU3BOACTBO;

0) Korato e Lenaecbo0pasHo, MpeanpueMaHe Ha MOIXOMAIIN IPEANa3HH
MEpKH, BKIIOYUTEIHO MPU HEOOXOAMMOCT IMpPEIyNPEIUTEIHH CUIHAIIH,
BbB BPB3Ka C PUCKOBETE, KOUTO HE MOraT Ja ObJaT OTCTPAHEHH; Kak-
TO U

B

~

npepocraBsiHe Ha MH(opManus 3a Oe3omacHocTTa (TperyHpesKkacHus/
Hpe/na3sHd MepKH/IPOTHBOIOKA3aHUS) M, KOraTo € LelechboOpa3sHo —
ocurypsiBaHe Ha OOyd4eHHE 3a MOTPEOHTENHTE.

IIpousBoxurenure uHGpOPMUPAT MOTPEOUTENUTE 33 OCTATHUHUTE PUCKOBE.

IIpn orcTpaHsBaHETO MM TPH HaMalsBaHETO HAa PUCKOBETE, CBBP3aHU C
rpeuika npu ynorpedara, IpOM3BOJUTENIAT:

a) HamajsiBa BbB BB3MOYKHO Hal-rojisiMa CTEIEH PUCKOBETE, CBBP3aHH C
E€PrOHOMHMYHHUTE XapaKTePHCTHKH Ha H3JEIMETO M CpPe/laTa, B KOSTO €
NpeHa3HAueHo J1a ObJe U3M0NI3BaHO (IPOEKTHPAHE OT IJIE/IHA TOYKA Ha
0e30IacHOCTTa 3a MALUEHTUTE), U

0) mpereHsBa TEXHUYECKUTE 3HAHUS, ONUT, oOpa3oBaHHE, OOydeHHE H
cpefia Ha W3IOJI3BaHE, KOTaro TOBa € MPUIIOKHMMO, KaKTO M 3JpaBOC-
JIOBHOTO ¥ (PU3HUECKOTO CHCTOSIHUE Ha IIEIEBUTE MOTpeOUTENN (MOICITH
3a HECNELUAIUCTH, NPOGECHOHATIHH MOTPEOUTEIN, X0pa ¢ YBPEKIAHUS
WIH IPYTH TOTPEOUTENN).

XapakTepuCTUKUTE U JEHCTBUETO HA HM3JEHETO He TpsOBa Ja ce 3acsrat
OTPHUILIATEIIHO, KOTaTO U3/EUETO € MO/UI0KEHO Ha HaTOBAPBAHUS, KOUTO HE
ca M3KIIOYEHM TP HOPMAJHH YCIOBUS Ha yrotpeba, M KOratro ce
MOAAbP)KAa TMPABHIHO CBIVIACHO HHCTPYKIUHTE HA MPOM3BOJAUTENS, A0
CTEMeH, KOSATO MOXKE Ja 3acTpalld 3/paBeTo WiIM Oe30MacHOCTTa Ha
MalMeHTa, NOTPeOUTEeNs WIIM, KOraTo € INPHIOXKHUMO, Ha JPYrH JIHLA,
npe3 MOCOYEHHs OT MPOM3BOAUTENS SKCIUIOATALMOHEH CPOK.

W3penusita ce IMPOCKTUPAT, NPOU3BEKAAT U OIIAKOBAT TaKa, Y€ XapaKTCpUc-
THUKATE UM M TAXHOTO JICHCTBHUE Ipyu npeaBuaeHaTa yHOTpCGa HC C¢C
3acdaraT OTpUUATCIIHO II0 BpPEME Ha TpaHCHOPTUpPAHE W CbXPaHCHUC,
HaripuMep 4Ype3 MNpoMsiHa Ha TEMIIEparypara W BJIAXXHOCTTA, KOrato ca
B3€THU IIpE€ABUA HHCTPYKLUUUTC U I/IHqDOpMaL[I/ISITa, IpeaocraBeHu oT
TIPOU3BOAUTECIISA.

Beuuky M3BECTHH WM MPEOBUIMMH PHCKOBE, KAKTO M BCHUKH HEKEIAHH
edekTH ce orpaHnYaBaT BBB BB3MOXKHO HAW-rOJsIMa CTEMEH H ca
MPHEMITIBH, KOTAaTO CE MPELCHSBAT CIPSMO KOIMYECTBEHO ONPEICICHHUTE
MOTEHIMATHY TION3H 3a MAIMCHTHTE W/MIN MOTPeOHTENs, IPOU3THIALIA OT
NPEABUICHOTO JCHCTBHE HA W3ACIHETO INPH HOPMATHH YCIOBHS Ha
yrnorpeba.

I'JIABA 1I

MN3UCKBAHUA o OTHOULIEHHUE HA JENCTBUETO,

MNPOEKTHPAHETO U NNPOU3BOJACTBOTO
XapaKkTepuCTUKH Ha JCHCTBHETO

Wznenusta ce MpoeKTUpAT M MPOM3BEKIAT TakKa, 4e Ja ca MOJAXO/IIH 3a
LeJIUTE 1O WIeH 2, TOYKa 2, TOCOYEHH OT IPOU3BOAMTENS, H IO
OTHOIICHWE Ha JICHCTBHETO, KOETO ca IpeJHAa3Ha4YeHW Ja IIOCTUTHAT,
KaTo Cce OTYMTa OOLIONPUETUTE HAH-HOBM HAyYHW IOCTHDKCHHS.
Wznenusata wumar JACHCTBHETO, 3asBEHO OT IPOU3BOJMTENS, M IO-
KOHKPETHO, KOraTo € MPHI0KUMO:

a) aHAJIUTHYHO JICHCTBHE, KaTO aHAJIWTHYHA YyBCTBHTEIHOCT, AaHAIUTUYHA
CcHepUIHOCT, BIPHOCT (OTKJIOHEHHS), MPELHU3HOCT (MOBTOPSIEMOCT U
BB3IPOU3BOJUMOCT), TOYHOCT (IIPOM3THYANIA OT BEPHOCTTA M HPENH3-
HOCTTA), TPAHWUIM HA OTKPUBAaHE U KOJHMYECTBEHO OIpE/CIIIHE,
IUana3oH Ha W3MEpBaHE, JHMHEHHOCT, TPAaHWYHU CTOWHOCTH, BKIIIO-
YHUTEJHO OINpPEACIISIHE HAa MOAXO/SIIN KPUTEPUH 32 B3eMaHe Ha mpodu
OT YOBEIIKOTO TSUI0 W padoTa M KOHTPOJ HA W3BECTHHTE CHOTBETHH
SHJOTEHHH W eK30TCHHHM B3aMMOJCHCTBUS, KPBCTOCAHW PEAKIUM;
KaKTO U
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6) KIIMHUYHO HCﬁCTBHC, KaTO MarHoCTu4yHa YyBCTBUTEIHOCT, JHar-
HOCTHUYHaA CHCHI/I(bI/I‘{HOCT, TIOJIOKUTEIHA ITPOrHO3HA CTOﬁHOCT, OTpu-
narejiHa IpOrHo3Ha CTOﬁHOCT, CbOTHOLICHUE Ha BEPOATHOCTUTE,
OYaKBaHU CTOWHOCTH npyu HOpMaJIHU W 3aCCrHaTH I'pymnr OT Haceye-
HHETO.

9.2. XapakTepHCTHKHTe Ha JCHCTBHETO HA W3JCIMETO Ce 3ama3BaT Ipe3
eKCIIJIOATAIllMOHHUS CPOK Ha M3JEIHMETO, KAKTO € YKa3aHO OT IPOH3BO-
JTATEIISL.

9.3. KoraTo neicTBHETO Ha U3/ENMATA 3aBUCU OT yNoTpedaTa Ha KaaubpaTopu
W/MIM KOHTPOJIHM MaTepHalli, METPOJOTMYHATa HPOCISAUMOCT Ha CTOMH-
HOCTHUTE, ONpEJeIeHH 3a Te3U KaauOpaTopH W/WIIM KOHTPOIHHU MaTepualH,
ce rapaHTupa 4pe3 NOAXOAAIM pedEepeHTHH IpPOLEAypH 3a H3MepBaHe
W/MnM TOAXOAAIM pedepeHTHH MaTepuaad OT IMO-BUCOK METPOJIOTrHYeH
pen. Ilpu HanmmuHOCT, 3a cepTuduUUpaHuTe pedepeHTHH MaTepuaad HiIn
pedepenTHHTE TpOLELYPU 332 M3MEPBaHE CE rapaHTHUpPa METPOJIOrMYHATA
MPOCNIEJUMOCT Ha CTOHHOCTUTE, OIpeNeleHH 3a KaauOpaTopure U
KOHTPOJIHUTE MaTepUaly.

9.4. XapaKTCpI/ICTI/IKI/ITC U JCHCTBMETO Ha M3JCIMETO Ce IIpoBepsBaT
CricuaiHoO, B Cquaﬁ Ye MOrar jJa ObJaT MOBJIHSHU IIpU HM3IIOJI3BAHE Ha
U3JCIUETO 3a NpeaBuacHaTa yHOTpe6a IIpyU HOpMAJIHU YCJIOBUS:

a) TpU W3JEUs 38 CaMOTECTBAHE — [CICTBHE IPH H3MOJ3BAaHE OT HECIie-
LHAJINCTH,

0) mpu U3JenaMs 3a TECTBaHE HA MSCTO — JEHCTBHE B YCIOBHATA HA CHOT-
BeTHATa cpeja (Hampumep B J0Ma HA MAIMEHTA, CHEHIHUTE OTACICHH,
JIUHEHKHTE).

10.  Xwumununu, GU3MYHA U OMOJOTUYHHU CBOICTBA

10.1. U3penusita ce HpOEKTHpAaT M IPOM3BEKAAT Taka, 4e Ja Ce rapaHThupa
U3II'BJIHCHUE Ha M3HMCKBAaHHUsATA 3a XapaKTepPICTI/IKI/ITe u Jlef/‘ICTBPIeTO o
rnasa I.

OcobeHo BHMMaHHe ce OOpbIa Ha BH3MOKHOCTTA OT BIOIIABAHE Ha
AQHAIUTUYHOTO JeHCTBHE Mopaau (U3HYecka W/MiIM XMMUYECKa HEChBMEC-
THMOCT Me)l(}ly H3I10JI3BAHUTC MaTepI/IaHI/I u np06nTe OT YOBCHIKOTO THJIO,
AQHAJMTBT WIK MapKepbT, KOHTO TpsiOBa Jia ce OTKpue (Karo OMOJOrMYHU
THKAHM, KJICTKH, TEJIECHH TEYHOCTU M MHKPOOPraHM3MH), KaTo ce B3eMa
Hpe/BU/I MPEHA3HAYCHUETO Ha W3JICIIUETO.

10.2. M3penusTta ce mMpoeKTUPAT, MPOU3BEKIAT U OMAKOBAT TaKa, Y€ MaKCUMAIIHO
Jla Ce OrPaHMYM PUCKBT OT 3aMBPCHUTENIN M OCTATHYHU BEILECTBA 3a MALH-
eHTHTEe (KaTo ce B3eMa IpeJIBHJ INPEAHA3HAYCHHETO Ha CbOTBETHOTO
H3/eNINe) M 3a JIMLATa, y4yacTBAIM B TPAHCIIOPTA, CbXPAHEHHETO M YHOT-
pebara Ha wu3menusta. OcoOeHO BHMMaHHE ce OOpbIIAa HA THKAHWTE,
H3JI0KEHH Ha BB3JICHCTBHETO HAa 3aMbBPCUTENIM M OCTAaThYHU BEILECTBA,
KaKTO M Ha MPOABIDKUTEIHOCTTa U YECTOTaTa Ha BB3JCHCTBHE.

10.3. M3pmenusata ce MpOEKTUPAT M MPOM3BEXKIAT Taka, ye Ja Ce HaMalsaT 10
BB3MOKHO HaH-HHCKOTO pPa3yMHO HHBO PHCKOBETE€ OT BeIeCTBA HIIH
YACTHIM, BKJIKOYATEIHO OTMAABIIM OT W3HOCBaHE, MPOAYKTH OT
pasrpaxkaaHe W OCTaThIM OT MPepadOTKa, KOMTO MOTaT ja Ce OTACIAT OT
n3aenueto. OcobeHo BHMMaHWe TpsiOBa ga ce OOpblla Ha BEIIECTBATa,
KOHTO Ca KaHLEPOICHHHM, MYTareHHH WIM TOKCHYHM 3a PEHpOyKIHsTa
chriacHo yact 3 or mpuiokenune VI kpM Permament (EO) Ne 1272/2008
na Eponeiickust mapmamenT u Ha ChBera ('), M Ha BeluecTBara, KOUTO
HapyuiaBaT (YHKIMUTE Ha CHJOKPUHHATa CHCTEMa, 3a KOHMTO HMa

(!) Pernament (EO) Ne 1272/2008 na EBpomneiickust mapiament u Ha CbBeta oT 16 1exeMBpu

2008 r. OTHOCHO KiacH(MHUIUPAHETO, CTUKETHPAHETO M ONAKOBAHETO Ha BEIIECTBA U
CMecH, 32 M3MEHEHHe M 3a OTMsHa Ha jupektuBu 67/548/EMO u 1999/45/EO un 3a
u3meHenne Ha Permament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., ctp. 1).
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Hay4HH JOKa3aTelICTBA 3a BEPOATHH CEPHO3HU IOCIEIHIM 33 YOBEIIKOTO
3[paBe U KOUTO ca MIACHTU()UIUPAHU CBIVIACHO HPOLEAypaTa Mo uieH 59
or Permament (EO) Ne 1907/2006 na EBponelickus napaamenT u Ha CbBe-

ta (1).

10.4. M3penusata ce NPOEKTUpPAT M TPOU3BEXKAAT Taka, 4e Ja ce HaMalsiT,
JIOKOJIKOTO € BB3MOKHO, PHUCKOBETE, MPEIM3BUKAHH OT HEIPEIBHICHO
MomMajaHe Ha BEHIECTBA B H3JCIUETO, B 3aBUCHMOCT OT H3ICIHETO |
€CTECTBOTO Ha cpeJliaTa, B KOSTO TO IIE CE H3MOJI3BA.

11.  3apaszsiBaHe U MHUKPOOHO 3aMbpCsIBaHE

11.1. M3penusara u mpouecuTe 3a MPOU3BOJACTBOTO UM C€ MPOSKTHpAT Taka, ue Ja
ce MpemMaxHe WIM Ja ce HaMaylk, JOKOJIKOTO € BB3MOXHO, PHUCKBT OT
3apa3sBaHEe Ha IOTPEOUTENINTE M KOraTto € INPHIOKUMO — Ha JpYyrH
ymna. JIn3aliHbT Ha M3ACITUETO:

a) MO3BOJISIBA JICCHO M 0€30IacHO H3II0JI3BAHE;

0) HamansBa, JIOKOJKOTO € BB3MOYKHO, BCSKO OT/CIsIHE HA MHKPOOH OT
M3JCTMETO M/MIM MUKPOOHATa €KCIO3UIMS NPH yroTpeda;

U, KOTaTo € HeoOXOIMO,

B) HE JIOMyCKa MHKPOOHO 3aMbpCSBaHE HA W3/CIMETO IO BpEeMe Ha
yrnorpeba, a TpH ChIOBE 3a ChXpaHEHHE Ha MPOOM OT YOBEIIKOTO
TS0 — PHCK OT 3aMbpCsBaHe Ha MpodaTa.

11.2. I/ISI[CIII/IHTa, BBPXY YUHUTO E€TUKET € 0603Ha'-I€HO, 4e ca CTCPpUJIHU, WU UMaT
creuualiCH MI/IKp06€H CTaTycC, C€ MPOCKTUPAT, IIPOU3BEIKAAT U OIIAKOBAT I10
Ha4uH, KOWTO rapanTvpa, 4€ KOraro c€ IIyCKaT Ha I1asapa C€ 3alla3Ba
TsIXHaTa CTCPUIIHOCT U MI/IKp06€H CTaTyC Ipy CIlla3BaHE Ha yCJIOBUsATaA 3a
TpaHCIIOPTUPAHE W CBbXPAaHCHHUC, OIPCACICHU OT MPOU3BOAUTEISA 10
MOMCHTa Ha OTBapsAHE Ha OIIaKOBKaTa Ha MACTOTO Ha yHOTpeGa OCBC€H
aKO HE€ € HapylICHa LEJIOCTTa Ha OIlaKOBKaTa, IoJAbpikalla CTCPpUIIHOCTTA
UM WA MI/IKpO6HI/I$I UM CTartyc.

11.3. Uspenusita, BbpXy YMHATO €THKET ¢ 0003HAUEHO, Y€ ca CTEPUIIHH, ce 00pa-
60TBaT, MPOM3BEKAAT, OMAKOBAT M CTCPHIM3UPAT Ype3 TMOAXOSIIN Bali-
JMpaHd METO[IH.

11.4. I/I3,I[CIII/I${T8., NnpeaHa3sHauYCHU 3a CTCpUIIN3alys, C€ INPOU3BEIKAAT U OIIaKOBAT
B IOAXOJSIIN U KOHTPOJIMPAHU YCIIOBUSI U CHbOPBIKCHUS.

11.5. Cucremure 3a onakoBaHe Ha HECTEPWJIHH HM3JENUs 3ama3BaT LIEJIOCTTa U
YHCTOTATa HA MPOAYKTa M KOraTo € MPEABHICHO HM3JeNusTa Ja Ce CTepH-
JU3UpaT TMpead ynorpeba — oOrpaHuYaBaT A0 MHHHMYM pHCKa OT
MHUKPOOHO 3aMbpcsiBaHe; CHUCTEMaTa 3a ONAaKOBaHE € MOJAXO/sImia 3a
MOCOYEHHSI OT TPOM3BOAUTENSI METOJ HA CTEPUIIN3ALIMS.

11.6. OcBeH W3MON3BAaHETO HA CHUMBOJIA, KOHTO YyKa3Ba, de H3Jenusra ca
CTEPWJIHH, TNIPH ETHKETUPAHETO Ha WM3JeNHsATa Ce MPaBH pa3rpaHHYCHHE
MEKIy WICHTUYHH WM CXOJHH W3JENUs, MyCKaHH Ha ra3apa B CTEPHIICH
W HECTCPUJICH BHJL.

12.  W3penus ¢ mMatepuanu OT OMOJIOTHYEH IPOHU3XOJ

Koraro n3nenusra BKIIOYBAT ThKAaHM, KIETKU M BELIECTBA OT KMBOTHHCKH,
YOBEIIKM WJIM MUKPOOEH MpOM3X0J, M300pbT HAa U3TOYHULUTE, 00paboT-
BAHETO, CbXPaHABAHETO, M3IUTBAHETO U paboTaTa C TbKAHM, KIETKH U
BEILECTBA OT TAKBB IIPOM3XO0J, KAKTO M IPOLEAYypHTE 3a KOHTPOJI, C€
U3BBPILIBAT TaKa, Y€ [a C& OCUI'ypH O€30IaCHOCT 3a MOTPEOUTENUTE WU
JpYTH JIHLA.

(") Pernament (EO) Ne 1907/2006 na Esponeiickus napiament u Ha CbBera oT 18 nexeMBpu
2006 r. OTHOCHO perucTpauusTa, OLEHKATa, pa3pellaBaHeTO M OrPaHMYaBaHETO Ha
xumukanu (REACH) (OB L 136, 29.5.2007 r., ctp. 3).
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13.

HO—KOHerTHO 0e30MacHOCTTa 10 OTHOIICHHWE Ha MI/IKpO6HI/I W Apyru TpaH-
CMHUCHUBHU arcHTU C€ OCUTYpsBa 4Ype3 MU3II0JI3BAHC HA BaJlUJUPAHU METOAU
3a CJIMMUHHPAHC WM WHAKTUBHUPAHE B XOJa Ha ITPOU3BOJACTBCHUS IIPOLEC.
ToBa Moxe ma He ce npujiara KpM HIKOW U3JACIHA, aKO JICCTBUETO Ha
MI/IKPOGHHH n Apyrusa TPpaHCMHUCHUBEH arceHT € HEpasJciiHa 4aCT OT Mpea-
Ha3HAa4YCHUETO Ha WU3JCJIIUETO MJIM KOraTo TOBa CJIMMUHUPAHE WM WHAKTH-
BHUpAHC oun HapyumuiIo JICCTBUETO HA W3JICIHETO.

W3pabGoTBaHe Ha M3[eiMsITa U B3aUMOJEHCTBHE ChC CpElaTa, B KOSTO Ce
HamMupar

. Korato wuspenuero e IpeaHa3sHauY€HO 3a H3I0JI3BaHC B KOMOMHAIHS ¢

OPYyrH H3JeIus Wi 00OopyABaHE, LslaTa KOMOHMHAIWS, BKJIIOYHUTCIIHO
CBBp3BAlllATa CHCTEMa, € Oe30IacHa X HE HapyllaBa I[10COYECHOTO
IeifcTBHe Ha HM3IeNHATa. BCAko orpaHMYeHHME Ha ymoTpeOara Ha TakaBa
KOMOMHAIMSL Ce I0COYBA BBPXY CTHKCTA H/WIM B MHCTPYKIMHTE 3a
ynorpeba.

. M3penusra ce mpoekTHpar M MPOU3BEXKAAT Taka, 4e Ja ce IpeMaxHaT HIIH

HaMaJAT, TOKOJKOTO € BB3MOKHO:

a) PHUCKBT OT YBpEKJAaHE BHB BpPB3Ka C TEXHHUTEC (PU3MYECKH Xapakre-
PHUCTHKH, BKJIFOYHTEIHO CHOTHOLICHUETO O0eM/HajsiraHe, pa3Mepure U
KOraro € 1eJ1echbo0pa3sHO — eproHOMUYHUTE XapaKTEePHUCTHUKY;

6) PHUCKOBETE, CBBP3aHU C Pa3yMHO [PEABUAMMU BHHIIHU BB3JICHCTBUS
WK YCJIOBHS Ha OKOJIHaTa Cpe€lia, KaTO MarHWTHO I10JI€, BbHIIIHU CJICK-
TPUYCCKHU U CICKTPOMArHUTHU BJIUAHUA, CICKTPOCTATUYCH 3apsn,
JIbYCHUEC BBB BPb3Ka € AUArHOCTUYHH WJIM TEPAIICBTUYHU IIPOLEAYPU,
HaJIsiraHe, BJIAKHOCT, TEMIIeparypa, KoJIcOaHMsI B HAJSITAHETO W YCKoO-
PEHUETO WM PaAUOCMYIICHUS ]

B) PHMCKOBETE BbB BPb3Ka C M3IOJ3BAHETO HA M3/ENUETO NPH KOHTAKTa MY
C MaTepHalld, TEYHOCTH M BEIECTBA, BKIFOYUTEIHO M Ta30B€, HA KOUTO
€ M3JI0KeHO IPH HOPMAIIHU YCJIOBHS Ha ynortpeda;

I) PHCKOBETE BBB BpPB3Ka C BB3MOXKHO OTPHLATEIHO B3aMMOJCHCTBHE
Mexay copryepa m UT cpenmara, B KOSTO (DYHKIMOHHpPA M C KOSTO
CH B3aMMOJICHCTBA;

[[) PUCKOBETE OT cnyqaﬁHo TIPOHMUKBAHE Ha BEIIECTBA B U3ACIIHUECTO,

€) PHUCKBT OT HENPABHJIHO HACHTU(HIMpPAHE HA MPOOHTE OT YOBEIIKOTO
TSUI0 U PUCKBT OT TOTPELIHH PEe3yNTaTH HANpUMep MOopajd 0ObPKBAIL
UBAT W/uan udpoB W/UiIK OYKBEH KOJ Ha ChIOBETE 3a ChbXPAaHCHHE Ha
HPOOHUTE OT YOBELIKOTO TSUIO, Pa3ryIOOAEeMUTE YacTH W/UIN PUHAIIEK-
HOCTHUTE, W3MOJI3BAHKU C W3JENMATA, 33 [a CC M3BBPLIM U3IUTBAHE MM
n3CIeBaHe, KakToO € MPEe/IBUICHO;

)K) PHUCKOBETE OT BCAKO MPEABUAUMO B3aMMOJICUCTBUE C Apyru usacius.

. Uznenusara ce NPOCKTUPAT W MPOU3BEKAAT TaKa, 4€ Oda CE€ HaMallAT B

MaKCHMallHa CTETIeH PHUCKOBETE OT MOXKap WM EKCIUIO3WS MPH HOpMaiHa
yrnotpeba M B ciy4ail Ha exuHM4YHA noBpena. CrenuanHO BHHUMaHHUE ce
oOpblua Ha W3ZENHS, YMATO NPEIBHACHA yHnoTpeda BKIIOUBA EKCIIO3MIUS
WM W3M0JI3BaHE B KOMOMHAIWSA ChC 3alaIMMU WM B3PHBHHU BEIIECTBA WIIN
BEIIECTBA, KOUTO MOTAT Jla MPHUYHMHAT 3araiBaHe.
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13.4. W3penusta ce NPOEKTHPAT M IIPOU3BEXKIAT TaKa, Y€ HACTpOIfBaHETO,
KaJMOpUpaHeTo U MOJAPBIKKATA Jla MOraT jJa Ce M3BbpLIBAT 0€301acHO U
e()EeKTUBHO.

13.5. Uspenusta, npeaHasHayeHH 3a (yHKIMOHHMpAHE C JPYrH H3JSNIHUS WIH
HPOJYKTH, C€ MPOEKTUPAT U NPOM3BEKAAT TaKa, 4e ONepaTHBHATA ChbBMEC-
THMOCT M CHOTBETCTBHMETO IOMEXKIY MM Ja Ca HAASKIHH M Oe3omacHu.

13.6. U3penusAta ce NpOEKTHpAaT W TPOM3BEXkKAAT Taka, 4e Ja ce YJIeCHsIBa
TAXHOTO O€30MacHO YHHMINOXKaBaHE U OOE3BPEXKIAHETO HAa CHOTBETHHUTE
OTIaJHU BeIIecTBA OT MOTPEeOHMTEeNs WIM APYTM IHHA. 3a Ta3W el
MIPOU3BOAUTENNTE OMPEACIIAT U U3MUTBAT HPOIETYPU U MEPKH, BCIEACTBHE
HAa KOMTO TEXHHUTE M3JENUs MOraT Ja ObaaT 0e30MacHO YHHIIOKEHH CIIe]
yrnotpeba. Te3nu mpouexypu ce omucBaT B MHCTPYKIMHUTE 3a ymoTpeda.

13.7 Ckanara, 1o KOSTO C€ OTYMTAT HU3MEPBAHMATA, HAOIIOJEHHUATA WU
MamabsT Ha H300paeHHATA (BKIIOYHTENIHO MPOMSHATA HA LBETa H
IPYrUTe BU3YaJHH MHIMKATOPH) CE MPOEKTUPAT U MPOH3BEXKIAT B CHOT-
BETCTBHE C CPrOHOMUYHUTC MPHHIMUIN, KATO CC B3eMAaT HPEABHUI IPEIHA3-
HAYCHHUETO, LICJICBUTE HOTPEOMTENN U YCIOBUATa Ha Cperara, B KOSTO
U3JENHATA Ca MPEAHA3HAYCHH 33 M3IOJI3BAHE.

14. Uspenust ¢ u3MepBarenHa QyHKIUS

14.1. W3penusTa ¢ OCHOBHA aHAJIWTHYHA M3MepBaTeNHa (GyHKIHMS ce MPOSKTHPAT
1 MPOM3BEXKAAT TaKa, 4¢ Ja CE OCHTIYPH IMOIAXOJSINO aHAIHTHYHO JeHCTBHE
chrilacHo pasnen 9.1, Oyksa a) oT nmpuwioxkeHue I, Kato ce B3eMe MpeaBH]
IPEAHA3HAYCHUETO HA H3/CIIHETO.

14.2. V3mepBanusTa, HANpPABEHH Ype3 M3JENUsA C U3MepBaTeNHa (QyHKUUsS Ce
u3passBaT B CTAHJAPTHU €IMHHUIM B CHOTBETCTBUE C JlupekTuBa
80/181/EMO Ha Cnbaeta ().

15.  3ammra OT JIbYEHHE

15.1. UspenmsAta ce NpoeKTHUpAT, NPOU3BEKAAT W ONAKOBAT Taka, 4e 1a ce
HaMaJd, JOKOJIKOTO € Bb3MOXHO, CKCIO3UIMATA HA JIbYCHHUE (IIPEABUACHO,
HETPe/IBU/ICHO, MPEMHUHAIO WM Pa3cesiHO) Ha TOTPEOUTEeNMTe WIN IPYTH
JIMLA 110 Ha4YMH, CbBMECTUM C IpeJHAa3HAYCHHETO Ha H3Jenusra, 0e3 ToBa
Jla OTpaHNYaBa MPUJIATaHETO Ha MOAXOAANINTE IIOCOUCHN HMBA HA JIbUCHHE
3a TMArHOCTHYHM IIEITH.

15.2. Koraro usaeciiaTa ca InpeJaHasHauYCHU Ja H3J1b4BaT PHUCKOBO WIIM ITIOTCH-
HHAAJIHO PHUCKOBO i’lox—msupamo /Wi HCﬁOHHSHpaLHO JIBUCHHUE, JOKOJIKOTO
€ BB3MOKHO TC!:

a) ce MPOEKTHUpPAT M MPOM3BEXKIAT Taka, 4e Ja Ce TapaHTHpa, 4e XapakTe-
PHCTHKHTE M KOJIMYECTBOTO HA M3IBYCHOTO JIBYCHHE MOXE Oa Ce
KOHTPOJIUpA W/MJIM PEryjupa; KakTo U

0) ca cHaOneHM C BHU3YaIHO M/WIM 3BYKOBO IPEIYNPEKACHUE 33 TOBA
H3IbYBAHE.

15.3. B uHCTpyKIMHTEe 3a ynoTpeba Ha H3ACIHUATA, M3TBYBAIIA PHCKOBO HIIH
MOTEHIMAJIHO PUCKOBO JIbUYEHHE, CE ChAbpKa MoApoOHa MHpOpMaIMs 3a
€CTECTBOTO HA M3IBYCHOTO JIBUCHHE, CpEeJACTBaTa 3a 3alldTa Ha
moTpeduTeNsl ¥ HAYMHUTE 3a M30ArBaHe HAa HEMpaBUIIHATA yrmoTpeda W 3a
HaMaJsIBaHE HAa PUCKOBETE MPU HHCTAIMPAHETO, JOKOJIKOTO TOBA €
BB3MOXHO M Heobxoaumo. [locouBa ce u uHpOpManus 3a NpUEMaHETO U
M3IHUTBAHETO HA JICHCTBHETO, KPUTEPHUTE 3a NMPUEMaHe M IpOoIeaypaTa 3a
MOAJPBKKA.

16.  Ilporpamupyemu eleKTPOHHHM CUCTEMH — M3/IE€JNHs, BKJIIOUBALIN B ChCTaBa
CH HPOrpaMHPYEMH €JICKTPOHHH CHCTEMH H codrTyep, KOHTo caMm Ho cebe
CH IIPEe/ICTaBIIsIBA U3JEIHe

(") Hupextusa 80/181/EMO na Cuaera ot 20 nexemBpu 1979 r. 3a cOmmkaBaHe Ha 3aKo-
HOJ/IaTeJICTBATAa HA JbP/KABUTE WICHKH OTHOCHO MEPHHTE CJMHUIM W 3a OTMsHA Ha
Jupexrusa 71/354/EMO (OB L 39, 15.2.1980 r., ctp. 40).
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16.1.

16.2.

16.3.

16.4.

17.1.

17.2.

17.3.

17.4.

17.5.

18.
18.1.

WznenusaTa, BKIIOYBAIIM B CBHCTaBA CH IPOTPAaMHPYEMH EIEKTPOHHHU
CHCTEMHM, BKIIIOUMTEIHO codTyep, HiaM codryep, KOHTO caMm 1o cebe cu
NIPEACTAaBIsIBA M3/EJINE, Ce NPOEKTHpAT Taka, 4e 1a TapaHTHUpaT IOBTO-
pSIEMOCT, HAACKIHOCT W JACHCTBHE CBHOOPA3HO TPEABHJCHATa UM
ynotpeba. B ciywait Ha eamHHMYHA MOBpexa ce MpUeMar HEeOoOXOAMMHUTE
MEpKHU 3a OTCTpPaHSBaHE WM HaMaJsBaHE Ha IOCIE/IBAIUTE PUCKOBE WU
HapyUIeHUs Ha JEHCTBUETO, JOKOJIKOTO TOBA € BB3MOXKHO.

3a u3menusiTa, BKIOYBAIIHM B ChCTaBa cu codTyep, WM 3a codryep, KOUTO
caM 1o ce0e CHM TpEeACTaBIsiBA M3AeNNe, COPTyepbT ce pa3paboTBa U
[pOM3BEXkKJIa Bb3 OCHOBA HAa HAW-HOBHTE HAYYHH NOCTH)KCHHUS, KaTto ce
OTYNTAT MNPUHIHMINTE Ha IMKBJIA Ha pa3paboTBaHe, YIPaBICHHETO Ha
PHCKa, BKIFOUUTEIHO MH(pOPMAIMOHHATA CHUTYPHOCT, TIPOBEpKaTa M BalH-
JIUPAHETO.

CodryepsT 1m0 HacTOAIMS pasjell, HPEJHA3HAUECH 3a U3IOJI3BaHE B
KOMOUHAUUS ¢ MOOMJIHM KOMIIOTBPHU IUIAT(OPMM, CE€ HPOEKTHUpPA U
MPOU3BEXK/A, KaTo Ceé B3eMaT HPEIBHJ KOHKPETHHTE XapaKTepHUCTHKH Ha
MoOmiHaTa miargopma (HanpuMmep pasMep M CbOTHOLIEHHE Ha KOHTpAcTa
Ha eKpaHa) U BbHIIHUTE (JAKTOPU, CBBP3aHH C H3IOJI3BAHETO My (IIpO-
MEHSIA Ce Cpesia 110 OTHOIIEHHE HAa CBETJIMHATA MM IIyMa).

[pon3BoaUTENNTE YCTAHOBABAT MHHHMAIHNTE M3UCKBAHMS 3a Xapiayepa,
xapaktepuctukute Ha UT Mpexnre u HHPOPMAIMOHHO-TEXHOIOTHIHHUTE
MEPKH 3a CHTYPHOCT, BKJIFOUHTEIHO 3alIdTarta Cpelly HEMO3BOJICH
JOCTBII, KOATO € HeoOXonMa, 3a Ja MOXe CopTyepbT Aa (yHKIHOHHpA
[0 TIpeIHa3HAYCHHE.

W3penus, cBbp3aHM KbM EHEPrHEH W3TOYHUK WM OOOpY/IBaHU C TaKbB
U3TOYHHUK

B cnyqaﬁ Ha ¢IMHHU4YHA [OBpEJa, BbB Bpb3Ka C HU3JCJIUS, CBBP3aHU KbM
CHECPTrU€H U3TOYHUK, WIN 060pyL[BaHI/I C TaKbB M3TOYHHUK, CE€ INpeanpueMar
HCO6X0[[I/IMI/IT€ MEPKHU 3a OTCTPAHSABAHC WM HaMaJIsIBAHE Ha IOCJICABAIIUTE
PHUCKOBE, TOKOJIKOTO TOBAa € BB3MOXKHO.

W3penusTa, npu KOUTO O€30IAaCHOCTTA HA MAIMEHTA 3aBUCH OT BBTPELICH
HM3TOYHMK HA EHeprus, ca CHA0JEHH ¢ amaparypa 3a ONpejelsiHe Ha
CBCTOSIHMETO Ha W3TOYHUKA HA CHEPTHUs U C MOJIXOAIIO MPeayNpexkacHue
WIM yKa3aHHe 3a TOBAa KOra KalalUTeTbT Ha M3TOYHMKA HA EHeprus
JOCTHIa KPUTHYHA TOYKAa. AKO € HeoOXOAMMO, TOBA MpEIyNpexkacHHE
WIM YyKa3aHWEe ce JaBa MpeAd HM3TOYHHMKA Ha EHEprus Ja IOCTUTHE
KPUTHYHA TOYKA.

Wznenusata ce NpoeKTUpaT M NPOU3BEKAAT Taka, dYe JOKOJIKOTO €
BB3MOXKHO B IIpEABHJACHATA 3a TIX pabOTHA Cpeja pHCKOBETE OT
Ch3/1aBaHE HA EJICKTPOMATHUTHU CMYIICHHs, KOUTO MOTaT Ja IMOBIMSAT
Ha JICHCTBHETO Ha BBIIPOCHOTO WJIM HA JAPYTW W3JCIUS WIN arapaTd, J1a
ObJaaT MUHMMAJIHH.

WznenusaTa ce MPOEKTHPAT M MPOU3BEXKAAT TaKa, Y€ Ja OCUTYpsSBAT HHUBO
Ha BBTPEIIHA YCTOHYMBOCT Ha €JIEKTPOMArHUTHHU CMYIICHUs, KOETO Ja €
MOAXOJIIIO, 33 [1a UM IO3BOJIU Jia paboOTAT 10 MpeaHa3HAYCHHE.

WznenusaTa ce mNpoekTUpaT M NPOU3BEKAAT Taka, dYe JOKOJIKOTO €
BB3MOXHO Ja ce M30erHe PHCKBT OT CIy4yalHM TOKOBH YJAapH Ha
MOTPEOUTENST WM JPYro JMIE NPH HOpManHa ynotpeba Ha M3aenusra u
Opy  €MHUYHA TOBpela Ha U3JeNusATa, KOraro ca MWHCTalMpaHd M
HOIbPIKAHU CHOpPE] MHCTPYKLHMUTE Ha MPOU3BOAUTEIIS.

3aIIII/ITa OT MECXaHWYHU U TOIUIMHHU PUCKOBE

Wznenuata ce mMpoeKTHpaT W TPOM3BEXKAAT Taka, 4€ JAa Mpeana3Bar
MOTPEOUTENINTE MM APYTH JIMLA OT MEXaHHYHH PHCKOBE.
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18.2.

18.3.

18.4.

18.5.

18.6.

18.7.

18.8.

19.

19.1.

W3penuara ca A0CTaThUHO YCTOMUMBM IPH INPEABUJIEHUTE YCIOBHsA Ha
¢dyukuuonupane. Ilpu crmasBaHe Ha UM3MCKBaHMATa 3a IPOBEPKA H
MOAJPBKKA, ONpPEAENCHH OT IPOU3BOAUTENS, H3JEIUATa HU3IbpXKAT Ha
HATOBapBaHMATA B PaMKUTE Ha IpeJBHJIEHAaTa pabOTHA Cpela W OCTaBaT
YCTOHYMBH 110 BpeM€ Ha €KCIUIOATAL[MOHHUS MM CPOK.

HpI/I u3Je/ivs, KOMTO Cbh31aBaT PUCKOBE IOpaau HaJIU4YUE HA ABUKCLIU CC
4acTH, CYYINBAHC WJIM OTKBCBAHC HA KOMIIOHCHT MWW HW3THUYaHE Ha
BEIIECTBa, CC IpeanpueMar H606XOI[I/IMI/ITC 3allUTHU MEPKHU.

Besiko mpenma3Ho ycTpOHCTBO, BKIIOUEHO B HM3EIHETO, TMO-CIIEHHATHO C
[eNT 3allMTa CpPelly JABMKEIIUTE Ce YacTh, ¢ Oe30MacHO W He MpeYd Ha
HOPMAIHOTO (PYHKIIMOHMPAaHE HAa HW3/EIHUETO, HUTO OTPaHWYaBa BBH3MOXK-
HOCTUTE 3a HEroBaTa HOpMallHA MOAJAPBHKKA, KAKTO € TPEABHICHO OT
TIPOU3BOIUTEIIS.

Wznenusra ce IIPOCKTHUpAT W IIPOU3BEKAAT TakKa, 4€ Ha C€ HaMasiT 10
MHUHUMYM PHCKOBETEC OT I'CHCPUpPAHU OT HU3ACIUATA BI/I6paI_[I/II/I, KaTto c¢
OTUUTAT TEXHUYCCKHUAT NPOrpeC U CHUICCTBYBALIUTE CPEACTBA 3a OrpaHU-
YyaBaHC Ha BI/I6paI_[PII/ITC, 0CO0CHO IIpy  HW3TO4YHHKA, OCBCH KOraro
BI/I6paI_II/II/IT€ ca 4acT OT ITOCOYEHOTO JICHCTBUE.

W3nenusta ce mpoekTupaT M IMPOU3BEXKJIAT Taka, 4ye Ja ce HaMasT A0
MHUHUMYM PHCKOBETE OT H3TBYCHHUS LIYM, KaTO CE OTUUTAT TEXHUYECKHAT
IpOrpec M ChIIECTBYBAIUTE CPE/ICTBA 332 OTpaHMYaBaHE HA LIyMa, OCOOCHO
IIPU M3TOYHUKA, OCBEH KOraTO W3IBYCHUAT LIYM € 4YacT OT [1OCOYEHOTO
neicTBue.

TepMmuHanuTe W CBBP3BAIIUTE YAaCTH KbM H3TOUHHIM HA EJIEKTPHUYECTBO,
ra3, XHAPABINYIHA MM ITHEBMaTHYHA €HEPTHs, C KOUTO TMOTPEOUTENIAT HIIN
Ipyro juie TpsOBa na paboTH, ce NMPOSKTHpAT W KOHCTPYHpAT Taka, 4e
BCHUYKU BB3MOKHHM PHCKOBE Jla Ca MUHHMMAIHH.

FpeIJ_IKI/ITC, KOHUTO MoOrar Ja C€ HalpaBsaT HNpU MOHTaX WJIK CMsHA Ha
OnpeaeicHu 4acTu U KOUTO Ouxa Moriu Ja Cb3JalaT pUCKOBE, C€ MIpen-
OTBpATAT YPE3 NPOCKTUPAHETO MM KOHCTPYKIUATA HA TE3U YaCTHU UJIK aKO
TOBa € HEBB3MOXKHO — HYpE3 I/IH(l)OpMaI_II/ISI BBpXYy CaMUTC 4YaCTU W/ATH
KOXYCHUTE UM.

Coirara nHdGopMalys ce MpeicTaBsi BbPXY JBHKCIIUTE CE YacTH W/WIH
TEXHHUTE KOXKYCH, KOTaTo MOCOKAaTa Ha JBMXKEHHE TPsOBa Ja € M3BECTHA,
3a Ja ce n30erHe PUCKbT.

JlocThIIHUTE YacTH HA U3/eNUsATa (C M3KIIOYEHHE HAa YaCTHTE WM 30HUTE,
MIpeAHA3HAYECHN [a W3ThbUBAT TOIUIMHA WM Ja CE€ HarpsBaT A0 OMpeaeicHa
TeMIepaTypa) U ChbCeJHUTE UM YaCTH IIPU HOPMAJIHU YCJIOBHS Ha ynorpeda
HE JOCTHUraT MOTCHIMAJIHO ONACHH TEMIIEPaTypH.

3amuTa OoT PUCKOBE, CB3JAACHU OT U3ACIIHMA, NPEAHA3HAYCHU 3a CaMo-
TCCTBAHC WJIM TCCTBAHC Ha MCTO

WznenusaTa 3a caMOTeCTBaHE WM TECTBAaHE HA MSICTO CE€ MPOEKTHpAaT
MPOU3BEXK/IAT Taka, ue Ja (PYHKIHOHUPAT MPABUIIHO CHIVIACHO NpEIHA3HA-
YEHHETO CH, KaTO CE€ OTYMTAT YMEHHUSTA M CPEACTBaTa, C KOUTO pasroiara
LEJeBUAT TOTPEOUTEN, KAKTO W BIMSHHETO HA NPOMEHUTE, KOMTO MOTaT
00OCHOBaHO Ja ce MpeABHIAT B TEXHHKATa M Cpejara Ha IeJCBUS
notpebuten. MubopmanuaTa 1 MHCTPYKLUHUUTE, NPEJOCTABEHNU OT IPOU3BO-
JMTENIs, ca JICCHH 3a pa30MpaHe M HpHJIaraHe OT LEeNIeBUsl NOTpeOuTel, ¢
[eJl TPaBMIIHO THJIKYBaHE HA IIOCOUCHHTE OT H3JCIUETO pPEe3ylaTaTH M
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19.2.

19.3.

n3bsareaHe Ha 3a0myxknaBama wuHGopManua. [Ipm TecTBaHe Ha MACTO
nHdopManuaATa M HMHCTPYKIMHUTE, IIPEJOCTaBEHH OT IPOM3BOJMTENS,
[I0COYBAT SCHO HUBOTO HA OOy4eHWe, KBATM(HUKALUUTE W/WIH TPOecho-
HaJIHHS OIIUT, KOUTO CE M3MCKBAT OT HMOTPEOHTEINs.

WznenusaTa, mpeaHa3sHa4YeHH 3a CaMOTECTBAaHE MM TECTBAHE HA MSCTO, CE
MPOCKTUPAT U MPOMU3BEXKIAT TaKa, de:

a) Jla rapaHTHpaT, 4Ye M3/IeIMeTO MOXKe Ja ObJe M3M0a3BaHO Oe30macHo U
TOYHO OT LIeJIeBUsl IOTPEOUTE] Ha BCUUKHU €Talu OT IpOoLeaypara, ako e
HEOOXOJMMO — CJI€l OCUTYpSIBAHE Ha IOJXOJAII0 OOydeHHe H/UIn
nHpopMmaLys; KakTo U

6) Jla HaMaJisIT BbB BB3MOXKHO HaW-TOJIIMAa CTETICH puCKa OT TIpeliKa Ha
OCICBUA HOTpeGI/ITeH pu pa60Ta C U3IOCIUETO U aKO € IMPUIIOKUMO —
C Hp06aTa OT YOBEIIKOTO TsJI0, KAKTO U IIPHU UHTEPIIPETUPAHE HA PE3YII-
TaTHUTE.

Korato ¢ BB3MOXHO, H3ICNHATA, NPEIHA3HAYCHH 3a CAMOTECTBAHC HWIH
TECTBAHE Ha MCTO, BKJIIOYBAT TPOLEIAYpa, 4Ype3 KOSNTO LEICBHSAT
noTpeduTeN:

a) MOXKE Ja HOpoBEpu IO BpEME Ha yHOTpC6aTa Jlaji  U3JACIUCTO
(1)yHKI_II/IOHI/Ipa, KaKTO € NpCABUACHO OT IPOU3BOMUTEIIS;, KAKTO U

0) OuBa mpeaympekiaBaH, aKO M3IEIHETO HE MPEACTaBH BaIMACH
pesyanTar.

I'JIABA 11T

MN3UCKBAHUSA 3A HWH®OPMAIMUATA, MNPEJOCTABSHA C

20.
20.1.

U3AEJIUETO
Etuxer u nHCTpyKUMH 32 ynoTrpebda
OOwwM M3UCKBaHUS 32 MHGPOPMALMATA, NPEAOCTABSIHA OT MPOU3BOAUTEIS

Besiko n3penue ce npuipyxasa oT HHGOpMaLMs 3a UISHTUGUIMPAHE HA
U3JEeIUETO U IPOU3BOJUTEINSL My U OT BCsKakBa MH(OpManus 3a Ge3omac-
HOCTTa M JEHCTBUETO, OT 3HAYEHUE 3a IOTPEOMTEN MIM 3a JPYro JHUIIE,
B 3aBUCHMOCT OT ciy4as. Tasu uH(oOpManus MoXe Ja € Ha CaMOTO
u3jleNiie, Ha ONAKOBKAaTa WM B HHCTPYKLHUHTE 3a yNoTpeda M aKo
MPOU3BOIUTENAT HMMa yeOcaiT — ce TmocoyBa M aKTyalu3upa Ha
yeOcaiita, KaTo ce B3eMa IPEIBHUJ] CIEIHOTO:

a) HOCHTENSIT, (OpPMATHT, CBHIBPKAHUETO, HYETIMBOCTTA H PA3MONo-
JKEHHETO Ha CTHKeTa H Ha WHCTPYKIMHTE 3a yrmotpeba ca
MOIXO/MIIIM 32 KOHKPETHOTO W3/eNHe, MPECAHA3HAYCHHETO My H
TEXHHYCCKUTE 3HAHUS, OMHT, 00pasoBaHHE MM OOydeHHE Ha Lieie-
Busi(te) morpebuten(u). [To-KOHKPETHO MHCTPYKLUHMHTE 3a yrmoTpeda
ca pelaKTHPaHH IO JIECHO pa3dupacM HA4YMH 3a IIEJICBHS MOTPEOHTEN
M, aKO € TMOJXO/INO, Ca JOIBIHCHH C YEPTEKH U JHATPAMHU;

0) uHdopmanuaTa, KOSATO TpsiOBA 1a € I0COYeHA BbPXY CTHKETa, ce
HpeJCcTaBs Ha CaMOTO M3JelHe. AKO TOBA € HEBB3MOXKHO HJIM HEINoJ-
X010, YacT OT MHpOpMALMATA WIM Ls1aTa UHHOPMALHS MOXKE J1a
ce I0COYM Ha OIAKOBKAaTa Ha BCsKa €AMHUYHA Opoiika. Ako He e
BB3MOXKHO []a MMa MHAMBHAYyalHA IThJIHA €TUKETHAa MH(OpMaLus Ha
BCsIKa eMHMYHA Opoiika, MH(pOpMaLuATa ce IOCOYBa HAa OIAKOBKATa
HAa MHOXKECTBO M3JIEINUS;

B) ETHKETHTE CE MPEACTaBAT BBB (hopmar, pa3bupaeM 3a xopara, U
Morar Ja ce JONBIHAT ¢ HH(OpManus, KOSATO Ce pa3uura OT
MalliHa, Karo HampuMep pajnouecTOTHA WACHTHOUKAIMSI WK
OapkonoBe;
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20.2.

F) HWHCTPYKIHUUTE 3a yHOTpe6a CC€ ocurypsiBat 3a€HO C HU3ACIUATA. B
HaIJIC)KHO 000CHOBaHM W HW3KJIFOUUTEITHH clIydaun obaue He ce
HU3UCKBAT MHCTPYKLHUU 3a yHOTpC6a Wik TC MOXE Ja CC CbKpaTsiT,
aKO HU3ICIIHUETO MOXKE OJa CE H3II0JI3Ba 0e30macHO M KakTo € npen-
BUACHO OT MNPOU3BOAUTEIIA 0e3 TakuBa HUHCTPYKIIUKU 3a yHOTpeﬁa;

1) KOTaTO MHOXECTBO H3/enus (C M3KIIOYEHHE Ha W3AEIHATA, TPEIHA3-
HAUCHM 332 CAMOTECTBAHE WM TECTBAaHE Ha MSCTO) C€ JOCTaBST Ha
e/IMH TOTPeOUTEN W/WIM MSICTO, MOXKE Ja Ce MpPEJCTaBU CaMO €/IHH
€K3eMIUIIpP Ha HMHCTPYKIMHTE 3a yNoTpeda, ako KyIyBaybT €
CBITIACEH, KaTo MPU BCAKO IMOJOKCHNWE TOW MOYKE Ja M3HCKa Ja My
ObaaT jocTaBeHH OE3IUIATHO JOIBJIHUTEIHH E€K3EMILUISIPH;

€) KOraTo M3JEIHETO € MpeJHa3HaueHO caMoO 3a NpoQecHOHaTHa
yrnoTpeba, MHCTPYKIMUTE 3a yrmoTpeda MoXke Jla ce MpPEeIOCTaBAT Ha
OTpeOUTENs Ha HEXapTUeH HOCHUTEIN (HAalpHMep eJICKTPOHEH), OCBEH
KOTaTo W3JEIHETO € MpeJHa3HAa4eHO 3a TECTBAHE Ha MJCTO;

X

N2

OCTaThbYHHUTE PUCKOBE, 32 KOUTO IOTPEOUTEIAT /WM JPyro JUIE
TpsgOBa 1a OBJAT YBEJIOMEHHM, CE€ BKIIOYBAT B MPEIOCTaBSIHATA OT
npousBoauTelsi nHdopManus mojx Gpopmara Ha OrpaHUYCHUSI, TPOTH-
BOIIOKA3aHUs, MPEANa3sHN MEPKHU I TPEIyIpPEKACHNS;

3) KOrato e LenechoOpa3HO, IIPefoCTaBeHaTa OT IPOU3BOAUTENS
uH(opMaLus BBPXY €THKETa, BbPXY OIAKOBKATa, B HHCTPYKLUHTE
3a ynorpeba M, KOraro € IpUIIOKUMO, Ha yeOcaiira Ha IpPOU3BO-
JUTEN WM TIPEfOCTaBeHa OT IMPOU3BOAUTENS IO JAPYr HAayMH, Ce
npezcTaBs mox ¢opmara Ha MEXITyHAPOIHO HPHETH CUMBOJH, KaTo
ce B3eMar IpeaBHJ LeaeBuTe noTpedurenu. Bceeku wusnonspan
CHMBOJI WIM HICHTH(QUKAMOHEH IBAT OTTOBapsS HA XapPMOHH3HU-
panute cranmaprta win OC. B obmactute, B KOMTO HAMAa XapMOHH-
supanu cranpapti uau OC, B IpefocTaBeHara C U3JEIMETO JOKY-
MEHTallUsl C€ OIMCBAT CUMBOJIMTE U IIBETOBETE;

1) KbM H3JICIUATA, ChIBPIKAIIM BEIIECTBO MK CMEC, KOSITO MOXKE 1a ce
cueTe 3a OlacHa IPEIBUJI €CTECTBOTO, KOJIMYECTBOTO M (hopmara Ha
CBCTaBKHMTE M, C€ MNpHIaraT ChOTBETHHTE M3UCKBAHUS 3a ITUKTOT-
pamHTe 3a OIAaCHOCT M ETHKETUPAHEeTO, NpPEABUICHH B PeriameHt
(EO) Ne 1272/2008. Korato HsiMa HOCTAThYHO MSICTO 3a MOCTABSHE
Ha IpUIata MHGOpPMAIMS BBPXY CaMOTO H3/eNHe WM eTHKeTa My,
CHOTBETHUTE MHMKTOTPAMHU 3a ONACHOCT €€ MOCTAaBAT BBPXY €THKETa,
a ocraHamara wuHpopmanus, usnuckBaHa ¢ Permament (EO)
Ne 1272/2008, ce mpencraBsi B WHCTPYKIMHUTE 3a ymoTpeda;

i) Mo OTHOLICHHE Ha HMH(OPMAIMOHHHUTE JIUCTOBE 3a OE30MACHOCT ce
npunarat pasmopenoure Ha Permament (EO) Ne 1907/2006, ocsen
KOrato IpijiaTa ChOTBETHA MH(OpMalus Bedye He € NPEeJoCTaBeHa B
MHCTPYKLIHUHTE 3a yHnorpeda.

Wudopmanus BbpXy eTHKETa

ETHkeTsT chabpika BCHUKH AaHHHU MO-I0ITY:

a) HUMETO WA THPTOBCKOTO HAMMCHOBAHHME HA HU3ICIUETO,

0) moapoOHa mH(OpMAaIHs, CTPOro HeoOXOaMMa Ha MOTpeOUTeNs, 3a Ja
uaeHTHGHUIMpPA U3ACIHETO, M KOTaTo He € SCHO 3a MOTpeOHuTeNns — u
NpeIHa3HAUCHUETO Ha HM3IICIHETO;

B) HAaWMEHOBAHUETO, PErHCTPUPAHOTO THPrOBCKO HAWMEHOBAHHE WU
perucrpupaHata THPrOBCKa MapKa Ha HPOM3BOJMTENS M ajpeca Ha
PErucTPUPaHOTO My MSCTO Ha CTONAHCKa JIEHHOCT;

r) aKko PEriCTPUPAHOTO MSCTO Ha CTOMAHCKAa NEHHOCT Ha IPOHM3BO-
nutenst ¢ m3BbH Chr03a — MMETO Ha YITBITHOMOIICHHS IPEACTABUTEN
M ajpeca Ha PETUCTPUPAHOTO MSICTO Ha CTOMAHCKA JEHHOCT Ha yIThIl-
HOMOIIICHHST TPEACTABUTEIT;
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n)

e)

)

3)

K)

)

H)

0)

)

p)

<)

)

a ce 0003HAYM JTANTM M3JICIINETO € MEAUIIMHCKO H3/elIUe 32 HHBUTPO
JIMarHOCTUKA WM aKO W3JCIMETO € ,W3JIeNINe 3a H3IUTBaHE Ha
JieicTBHETO", TO3U (haKT J1a ce IOCOYH;

HOMEp Ha TMapTHIaTa WIA CEPUCH HOMEP Ha W3JEIUETO, MNpej-
mectBaHo ot aymute ,,HOMEP HA TIAPTUJA® wmm ,,CEPUEH
HOMEP* unu exBUBajJE€HTEH CHMBOJI, B 3aBHCHMOCT OT TOBa KO€ €
ITOIXO/ISAIIIO;

nocutensT Ha UDI mo unen 24 u yact B ot mpunoxenue VI;

SICHO TIOCOYECH KPAaeH CPOK 3a 0e30I1aCHO M3IIONI3BAHE Ha W3JIEIIHETO,
6e3 1a ce BiOMmAaBa JEHCTBHETO My, C YKa3aHH Haii-Mallko OJWHA H
Mecell, a KOrato € IlelechoOpa3sHo — M JIeH, B IOCOYeHaTa MOCIHe-
OBATEJIHOCT;

KOraTo HE € II0COYCHA JaTara, J0 KOSTO H3JENMETO MOXE Ja ce
n3nomsBa 0Oe30mMacHoO, ce yKa3Ba JaraTa Ha MPOWU3BOJCTBO. Tasm
JaTa Ha MPOM3BOJCTBO MOXKE Ja CE€ BKJIIOYM KaTO 4acT OT HOMepa
Ha TapTUAaTa WK CePUHHHS HOMEp, NPH YCIOBHE Ja € SICHO ONpes-
ennMa;

KOrato e IejechoOpa3Ho, MOCOYBAHE Ha HETHOTO KOJIMYECTBO Ha
ChABpPKAHUETO (Terao, obeM WM MpedposBaHe HIM 4Ype3 KOMOH-
HUpaHe Ha TEe3W HAYMHM, WIM 1O JPYr HAYMH, KOHTO TOYHO Ja
OTpassiBa ChAbPIKAHMETO HAa OINAKOBKATa);

MOCOYBAHE HA BCHYKH NPWIOKHMHU CIICHHATHNA yCIOBHS Ha
ChXpaHeHHE W/uiau paboTa ¢ M3EIHETO;

KOrato € MnpujoXUMO — IIOCOYBAHEC Ha CTCPUJIHOTO CHCTOAHHUE Ha
U3JACJIIMETO U Ha METOAAa 3a CTepuiausanus, WIK II0COYBAHE Ha
CricuaJIHuA MHKpOGCH CTaTyC WU CbCTOSIHHUE Ha YUCTOTA,

HpeIynpexaeHus] WIH NPeANa3sHH MEepKH, KOUTO € HeOOXO0AUMO Jia ce
CBEJAaT Ha HENOCPEACTBEHOTO BHMMAaHME Ha [OTpeOMTeNs Ha
U3/IeNMeTo WM Ha apyro Jmne. Tasu uHdopMaunus Mmoxke ga ce
CBele J0 MHHMMYM, HO B TaKbB Ciy4ail B MHCTPYKLMHUTE 3a
ynorpeba ce mpejcrass Ho-noapodHa nHdopmanus, KaTo ce B3eMaT
HpeBU LEJIeBUTE NOTpedUTENN;

aKo MHCTPYKIMHTE 3a yrnorpeba He ca NpPeJIOCTaBeHH Ha XapTHEH
HOCUTEN B ChoTBeTcTBHE C paszgen 20.1, OykBa e) — yka3aHue
JIaJM ca JIOCTBITHM (WM HAJINYHH) M aKO € NMPUIIOKUMO — aJpPechT
Ha yeOcaiita, KbIETO MOXE Ja ObJaT M3MOJI3BaHU 33 CIPAaBKa;

KOraTto € npuJIOXKWMO, BCUYKU CIECHHAIHA YKa3aHUs 3a pa60Ta;

aKO H3/IENIMETO € 3a eJHOKpaTHa ynoTpeda, Ja ce I[OCOYM TOBa.
Yka3aHHETO Ha NMPOU3BOAUTEINS 3a €JHOKpAaTHATA yHoTpeda e mocnes-
oBatesiHo B uenus Cbios;

AKO M3JCJIMETO € 3a CAMOTCCTBAHC WM TECTBAHEC Ha MACTO —
IIOCOYBAaHE Ha TO3H q)aKT;

Koraro 6'I>p31/ITe aHaJIM3u HE Ca NPEAHA3HAYCHU 3a CaMOTCCTBAHC WU
TE€CTBAHE Ha MACTO, USPUYHOTO UM HU3KIIFOYBAHEC OT €THUKETA,

Koraro Ha60pI/ITC OT H3ACIUsA BKIKOYBAT OTACITHHU PCAKTUBU U
H3JCJIHAA, KOUTO Ca NMPEAOCTaBEHU KAaTO OTACIHU HU3ACIUsA, BCAKO OT
TE€3U HU3ACIHA OTroBapsg Ha H3UCKBAHUATA 3a CTUKCTHUPAHETO 110
HACTOAIIMUA pa3feil U Ha M3HUCKBAHUATA HA HACTOAIIMA PETITAMCHT,
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20.3.

20.4.
20.4.1.

y) usaciaudaTa 1 OTACIIHUTEC KOMIIOHCHTH CE I/IL[eHTI/ICDI/II_[I/IpaT, Koraro €
IIPUJIOKHUMO, KaTo MNapTuAH, 3a [Aa C€ Ha/ic BB3MOXKXHOCT 3a IIpel-
IIpUeMaHe Ha BCIKO HCJ'ICC'I>O6p2_3HO JIeicTBUE 3a OTKpHUBAaHE Ha
TIOTCHIUAJIEH PUCK OT HU3JACIUATA U ACMOHTHPYEMHUTE KOMIIOHCHTH.
HOKOJ’IKOTO € BB3MOXXHO M IIOAXOAIIO, I/IH(bOpMaI_H/IHTa CE€ Ioco4yBa
BBPXYy CaMOTO HU3ACIINC I/I/I/IIII/I, Korato € mnoaxoasmo, BbpXY
THPTOBCKaTa OITAKOBKa,

(1)) C€TUKETHT Ha MU3JCIIHUATA 34 CaMOTECTBAHC CbAbpPXKA CICAHUTE NaHHMU:

i) Buga Ha HeoOxoammara(ute) mpoba(d) OT YOBEHIKOTO TSIO 3a
MPOBEKIAHETO HA TecTa (HAlp. KPHB, YPUHA WM CITFOHKA);

il) HeoOXOJMMOCTTa OT JAOMBJIHHUTEIHH MaTepHald 3a IPABUIHOTO
NPOBEKIAHE Ha TECTa;

ill) TaHHU 3a Bpb3Ka 3a JOIBIHUTEIHH KOHCYJNTALMU M ChICHCTBHE.

HaumeHnoBaHueTo Ha U3AENMsITA 32 CAaMOTECTBAHE HE OTpas3siBa Ipea-
Ha3HA4YeHHE, PAa3JIMYHO OT TOBA, KOETO € IOCOYEHO OT IPOM3BO-
JIATEISL.

Wupopmaryss BbpXy OINAKOBKaTa, KOSTO MHOIBPKA CTEPHIHOCTTa Ha
W3MIENneTo (,,CTEpUITHA OTaKOBKa“):

B"pry CTepuJIHATa OITAKOBKA C€ IOCOYBAT CICAHUTE HaHHU:

a) YKa3zaHu€, MO3BOJISIBAILIO Ta3yW OIIAKOBKa Ja 6’[;,HC pasrio3HaTa KaTto
CTCpUIIHA;

0) nexyapanusi, 4e M3JEJHETO € CTEPUITHO;

B) METOJ Ha CTEpUIM3ALU;

I) HMMETO U afpechT Ha MPOU3BOAMUTEIIS;

Z[) OIMMCAaHWEC Ha HU3IOCIIUCTO,

€) Mecell ¥ TojIMHA Ha MPOM3BOJICTBO;

)K) SICHO IIOCOYCH KpacH CPOK 3a 0e301acHO M3I0JI3BaHe Ha U3OCITUETO, C
YKa3zaHu Hal-MaJIKO TOJIMHA U MECEII, a Korato ¢ HCHCCLOGpa3HO — H
JCH, B IIOCOYCHATA ITOCIICA0OBATCIIHOCT,

3) yKasaHHe B Clyyail Ha HapylleHa CTEPUJIHA ONAKOBKA WJIM HEMpea-
HAMEPEHO OTBapsiHE Ha CTEPHJIHATA ONAKOBKA Mpeau yrnorpeda na ce
HAaIpaBy CIIpaBKa ¢ MHCTPYKLHUHTE 3a yHnoTpeda.

Wudopmanys B HHCTPYKIHMHUTE 32 ynoTpeda

WucTpykuuute 3a ynorpeda ChAbpiKaT BCHUKH JAHHH MO-I0JY:

a) HUMETO WJIU THPrOBCKOTO HAMMCHOBAHUC Ha U3JCIIHCTO,

0) moApPOOHOCTHTE, KOHKPETHO HEOOXOAMMH Ha MOTpeOHuTens, 3a Ja
UICHTHOHIMpPA U3/IEIINETO;

B) TNpeAHa3sHAYCHUETO Ha U3ACIIHECTO!:

i)  KaKBO ce OTKpWBA W/WIM U3MEpBa C HEro;
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)

)

3)

)

il) ¢yHKuusTa My (HarmpUMep CKPUHMHT, HAOIIOJCHHE, AUArHOC-
TUIHMpPaHE WM TIOAIIOMaraHe Ha JMarHOCTUIMPAHETO, MPOTHO-
3upane, MpeIBIKIaHe, ChIIBTCTBAIIO0 H3/CNIHUE),

iil) KoHKpeTHaTa MH(pOPMAIWs, MpeAHA3HAYCHA 1a ObJIe Mpeaoc-
TaBeHa B CICHHHS KOHTEKCT:

— q)PI3I/IOJ'IOFI/I‘{HO NN ITaTOJIOTUYHO CBHCTOSHHUE,

— BpojJeHa (u3MYecKa WIM yMCTBEHA HELOCTAThYHOCT;

— TIpeJpasMoJIOKEHNE KbM KIMHUYHO CHCTOSHHE WIN 3a00-
JISIBaHE;

— omnpejensHe Ha 0e30MacHOCTTa U ChBMECTUMOCTTA C MIOTEH-
LUATHU PELUTIHEHTH;

— TIPOTHO3MpPAHE HA OTTOBOpA HA JICYEHHETO MM PEAKIHNTE;

— OIIPEACIAHE WU Ha6monem/1e Ha TEPAINICBTUYHUTE MCPKH,

iV) JlaJid € aBTOMAaTHYHO WJIU HE,

V) Jajii € 3a Ka4eCTBCHA OLCHKA WM 3a IOJIYKOJIMYECTBEHA WU
KOJINMYECTBCHA OILICHKA,

vi) BHUIa Ha HeobOxomumara(urte) Mpoda(r) OT YOBEUIKOTO TsUIO,

vii) KOrato € NMpHJIOKHMO — IpylaTa OT HACENCHHETO NMPH U3MUT-
BaHETO, KaKTO U

Viii) 3a CBHI'BTCTBAIINTE M3JCIHSI — MEXKAYHAPOJHOTO HEMATCHTHO
nanMenoBanue (INN) Ha cBbp3aHHs JEKapCTBEH MPOAYKT, 3a
KOWTO TOBa € CBHII'BTCTBAILl TECT;

J1a ce 0003HAUM Janu U3JEIUeTO € MEAUIMHCKO U3/IeNIHe 33 HHBUTPO
JINAaTHOCTUKA WM aKO HU3JEIUEeTO € ,U3JelUe 3a W3IUTBAaHE Ha
JieicTBHETO, TO3M (DaKT Ja ce IO0COuH;

CbOTBCTHHUA LICIICBU HOTpe6I/ITCH (HaHpI/IMCp CaMOTECTBaHC, TCCTBAHC
Ha MICTO H l'[pO(beCI/IOHa.IIHO H3II0JI3BAaHE B na60paT0pHﬂ, MEIu-
OUHCKHA CHBHI/IaJ'H/ICTI/I);

TIpUHIHKIIA HAa TECTa,

OIMCAaHUE Ha KAIMOpPAaTOpUTE W KOHTPOJMTE, KAKTO M BCAKO Orpa-
HUYCHHE Ha ynorpebara WM (HampuMmep MOAXOAAIIA caMoO 3a
KOHKpETEH MHCTPYMEHT);

OIMCAHUE HAa PEAKTUBUTE M BCSIKO OrpaHUUYCHHE Ha yrnorpebara UM
(HampuMep NMOJXOIAIIM CaMo 32 KOHKPETeH HHCTPYMEHT), U ChCTaBa
Ha MPOJYKTa OT PEaKkTHUBA MO €CTECTBO U KOJIMYECTBO MJIM KOHLICH-
Tpalyss Ha aKTHBHAaTa(MTe) CBHCTAaBKA(M) HA peaKTUBA(UTE) WIH
Habopa, KaKTO M CTAHOBUILE, KOTaTo € MOAXOJIIO, Y€ H3IEIUETO
ChABPXKA JIPYTH ChCTABKU, KOUTO MOXE JIa MOBIUSAT BbPXY HM3Mep-
BaHUATA;

CIIMCBbK Ha HNPEAOCTAaBCHUTC MaTCpHaJl W Ha CIICHUAJIHUTE Mate-
puaiii, KOUTO Ca HeOGXOIII/IMI/I, HO HC€ Ca MPEAOCTaBCHU,

3a M3JeNUATa, NPEJHA3HAUYCHH 3a W3IM0J3BaHE B KOMOMHAIMS C
NPYTH W37enus u/mim o0opyzaBaHe ¢ OOLIO TpeHa3HAueHHe, N
MHCTAJINPAHU WIH CBBP3aHH C TAX:
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)

H)

— wuHbOpMaIMs 3a UACHTUDHUIUpPAHE HA TE3U W3ICIHsS WIH
obopyzBaHe, 3a Jla ce MOJy4YH BaIUIUpaHa M Oe30macHa KOMOH-
Haluus, BKJIOYUTEIHO  OCHOBHHTE  XapaKTEPUCTUKH  Ha
IIEACTBHETO, W/VIH

— uHdopManys 3a BCHYKH U3BECTHM OIPAaHUYECHHUs 3a KOMOH-
HHMpaHe Ha M3fenus U o0opyBaHe;

Jla ce I0coYaT BCHUYKH IPUWIOKHUMH CHELHAIHU YCIOBHS Ha
CbXpaHEeHHe n/unu paboTa ¢ U3AEIMETO (HAIpHMep TeMIIeparypa,
CBETJIMHA, BJIAXKHOCT U [p.);

CTaOMITHOCT npu yrIOTpe6a, KOE€TO MOXKE [1a BKJIIOYUBA YyCJIOBHATA Ha
CbXpaHEHHE W CpOKa Ha TIOAHOCT CJIEA MIBPBOTO OTBApsSHE Ha
OCHOBHUA KOHTGf/'IHep, 3a¢lHO C YCJIOBUATA Ha CbXpaHCHUE U
CTaOMITHOCT Ha pa6OTHHTC pasTBOpPHU, KOrato TOBa € uenec1>06pa3H0;

aKO U3JIENIMETO C€ JIOCTaBsl CTEPUIIHO, OCOUBAHE HA CTEPUIIHHS MY
CTaTyC, METO/Ia 3a CTePWIN3AlMs ¥ WHCTPYKIMHU B CiIydail Ha Hapy-
HIaBaHe Ha LIEJIOCTTAa HAa CTEPUIIHATA OINAKOBKA NpPEIu yHnoTpeda;

nHpopManusi, KOSITO JaBa BB3MOXKHOCT Ha MOTpeduTesns na Obie
MHGOPMHPAH 3a BCHYKM NPEIYNPEKICHHS, TPEANasHH MEpKH
W/WIKM JefcTBUS M OrpaHHYCHHs Ha yrmoTpebarta Ha H3ICIHETO.
Tasu undopmanus o0xBala, KOrato € MoAXOMAAMIO:

1) TOpexynpexIeHUs, MNpeANasHu MEpPKH W/WIH JeHCTBHUS HpPH
HenpaBWIHO (YHKIMOHMPAHE HA M3JEIUETO WIM INPU YBPEK-
naHeTo My (IpU3HAK 3a KOETO ca NMPOMEHHTE BHB THIA MY),
KOUTO MOTaT 1a TOBIHSAT Ha ACHCTBHETO,

il) OpexynpeXICeHUs, MpeANna3Hu MEpPKH H/WiId ACHCTBHUS 110
OTHOIICHHE Ha CKCIO3HIHS HA Pa3yMHO NPCABHIMMHU BBHHIIHH
BIMSHASL WM YCIOBHSL Ha CpelaTa, KaTo MarHHUTHH IOJETa,
BBHIIHK CJICKTPUYECKH U CICKTPOMATHUTHH C€(EKTH, eIeKTPOC-
TaTHYCH paspsil, JTbUCHHC BBB BPB3KAa C AMATHOCTUYHH HIIN
TEPATeBTHYHN TMPOLECAYPH, HAIAraHe, BIAKHOCT MM TEMIIe-

parypa,

iil) TpeaynpekICHUs, MpeArna3Hu MEpKH W/WId ACHCTBUS 110
OTHOIICHHE HA PHCKOBE OT CMYLICHHS OT pasyMHO Mpe-
BHINMOTO MPHCBCTBUEC HA H3ICIHETO NPU KOHKPETHH JHar-
HOCTHYHH H3CIICIBAHNS, OLICHKH WM TEPAleBTHYHO JICYCHHC
WIM  JpYrH  TpPOLCAYPH,  HAmpHMEp  CICKTPOMATHUTHO
CMyIICHHE, H3TBYCHO OT M3ACAMETO M 3acsAramo JApyro
obopy/Base,

iV) mpeanasHd MEpPKH BBB BPB3Ka C MaTEpUaIH, KOUTO Ca BKIFOUYCHU
B U3ETHETO, ChAbPIKAIIU UK cherosny ce oT CMR BemiecTsa,
WIM HApYIIUTENd Ha (YHKIMUTE HA CHIOKPUHHATA CHCTEMA,
WM KOUTO OMXa MOTJHM Ja JOBEJaT 10 YyBCTBUTEIHOCT HITH
aJlepruyHa peakiysi Ha TMalHeHTa WK NOTpeOuTes,

V) aKo M3JENUETO € 3a eIHOKpaTHa ynoTrpeda, a ce IOoCOYM TOBA.
Yka3aHMETO Ha TPOM3BOJMTENS 3a €IHOKpaTHaTa ynorpeda e
nocuenoBatenHo B nenust Crro3s,

vi) aKo M3JIENHETO € 32 MHOTOKpaTHa yrnoTpeba — uHpopMmalms 3a
HOXOSIIUTE MPOLECH, JAABAIIM BB3MOXKHOCT 3a IOBTOpPHA
ynortpeba, BKIFOYUTEIHO TOYUCTBAHE, JAe3nH(peKnus, ode33apas-
sIBaHe, OIAKOBAHE M, KOTaTo € MPUJIOKUMO, BAITHINPAH METO 3a
HnoBTOpHa cTepunu3aims. IIpenoctaBs ce uHpopmaims 3a ToBa
KaKk Ja Ce YCTaHOBM KOra M3JIeJIMeTO Ja TpecTaHe Ja ce
U3II0JI3Ba, HANPUMEP NPH TNPU3HAIM 32 YBPEeXKIaHE HA Mare-
puana, Wik ce MOCOYBa MaKCHMaleH Opoil MOBTOPHH ymoTpedu;
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0)

p)

<)

1)

y)

)

X)

1)

BCSIKAKBH TIPEIYTIPEKICHUS W/WJIM TIPEIITa3HH MEPKH BBB BPB3Ka C
MOTCHIIMATHO MH(EKINO3eH Marepual, KOWTO ¢ BKIIOYCH B H3Jle-
JIHETO;

KOraTo € IeJIechoOpa3sHO — WU3HCKBAHUA 32 CICHUAIHH ChOPb-
XKEHMS, HalpuMep uHuCTa CTas, WIM CIenuaaHo oOydeHue,
HampuMep Oe30IIaCHOCT MpPH JbYEHUs, WIM KOHKPETHH KBallH-
(ukanmy Ha nesneBHs MOTpeOUTE;

ycioBust 3a B3€MaHe, pa60Ta U TIOJArOTOBKa Ha np06aTa oT
YOBCIUIKOTO TAJIO;

MOAPOOHOCTH 32 BCAKO MOATOTBUTEINHO ACHCTBHE MM MaHUITYJIAIUS
Ha WU3JCNUETO, KOETO LI CE M3IO0J3BA, KAKTO € HPEABHICHO OT
HPOM3BOAUTENS, HMPEAM TO Ja € TOTOBO 3a ymoTpeda, Hampumep
CTEpUIIM3AIMS, OKOHYATEIHO KOMIUICKTYBaHe, KaauOpupane U Jp.;

I/IH(l)OpMaL[I/IﬂTa, HeobOXxomuma 3a TIIpOBEpPKa Ha IPABUJIIHOTO HHCTa-
JiIupaH€ Ha HM3ACJIUMETO U Ha TIOTOBHOCTTAa MYy 3a 0e3omacHo
HCﬁCTBHe, KaKTO € NpEeABUJCHO OT IPOU3BOAMUTEIIS, KOTaTO € Lieie-
C’LO6pa3HO, 3a€IHO CBC cClie/iHaTa HH(bOpMaLII/lHZ

— JIaHHU 33 €CTECTBOTO M YEeCTOTaTa Ha HM3BBPIIBAHE Ha MPODU-
JIAKTHYHATa U PEJOBHATA MOJJPHKKA, BKIIOYUTEIHO MOUHCTBAHE
U Je3uHdexuns,

— I[IOCOYBAHE Ha BCHUYKU KOHCYMAaTHBU M HAaYMHaA Ha CMsAHATa UM,

— wuHbOpMaIMs 3a BCSIKO €IHO HEoOXOoaMMo KamuOpupaHe 3a
MPAaBUJIHOTO M 0€30MacHOTO (DYHKIHMOHHpPAHE HA M3JCIHETO I10
BpeMe Ha eKCIUIOATAllHOHHHS MY CPOK,

— MeTOAM 3a HaMaJsIBAHC HA PHCKOBETE 3a JIMIATA, YYacTBALd B
WHCTAJIMPAHETO, KaJHOPHPAHETO WM OOCIY)KBAaHETO Ha H3Je-
nmsTa;

KOTaTo € TPUIIOKIMO — TPETMOPBKHU 3a MPOLEAYPHUTE 3a KOHTPOI Ha
Ka4eCcTBOTO;

METpPOJIOTHYHATA MPOCIEIUMOCT Ha CTOWHOCTHTE, OIPEACICHH Ha
KaIHOpaTOpUTe U KOHTPOJIHHUTE MATEPHANH, BKIFOYMTEIHO HIACHTH-
(ukanus Ha TPHIOKEHHTE peepeHTHH Marepuand u/win pede-
PEHTHH HPOLEAYPH 3a MU3MEPBaHE OT MO-BUCOK Pei, U MHpOpMALMs
3a MakcuMmanHata (caMopaspelieHa) pas3luka MEXKAy OTICITHH
MapTUIM CbC CHOTBETHUTE CTOMHOCTH M MEPHHU €JMHHIIM;

Ipoueaypa 3a aHaIN3, BKIIOYUTEIHO W3YHCICHHS W HHTEpIIpe-
THUpaHe Ha Pe3yJTaTUTe U KOraTo € LeJIechoO0pasHo — Jaiu € HeoO-
XOIMMO Jila ce OOMHCIM BB3MOXKHOCTTa 3a IPOBEXJAHE Ha
M3MUTBAHE 3@ NMOTBBPIKACHHE; KOTAaTo € MPHUI0KUMO, HHCTPYKIINUTE
3a yrnorpeba ce mpuapykaBaT OT MH(OpPMANUs 3a pazinKata MEexIy
OTJICTHU TApTHAW ChC CHOTBETHUTE CTOWHOCTH M MEPHU €IUHUIIN;

XapaKTepUCTUKUTE HA  AHAJIUTUYHOTO  JEHCTBHE,  HanpuMep
aQHAJUTUYHA TyBCTBUTEIHOCT, aHAJIUTHYHA CHELMU(PUIHOCT, BIPHOCT
(OTKIIOHEHHS), TPEIHU3HOCT (MOBTAPSIEMOCT M BB3MPOHU3BOIMMOCT),
TOYHOCT (IPOM3THYAIIA OT BEPHOCTTA M HPELUHU3HOCTTA), TPAHUIU
Ha OTKpUBAaHE W [Mala3oH Ha u3MepBaHe (MH(pOpMaIWs, HE0O-
XOIMMa 32 KOHTPOJ Ha H3BECTHHTE CHOTBETHHM B3aHMOJCHCTBUS,
KPBCTOCAHM PEAKIMU M OrPaHMYEHMS HA METO/a), AUANa3oH Ha
n3MepBaHe, JIMHEHMHOCT M MH(OpManus 3a H3MOJN3BAHETO Ha
HAJMYHUTE peepeHTHH MPOLEIYPH M MaTepHald 3a M3MepBaHe OT
OTpeOnTES;
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1)

)

1)

aa)

a0)

aB)

ar)

an)

ae)

ax)

az)

XapaKTEPUCTUKUTE HA KIIMHUYHOTO JCHCTBHUE, OMPE/IEIICHN B pa3jiel
9.1 OT HACTOSIIOTO NPHUIIOKCHNUE;

MaT€MaTU4YCCKHUs IIOAXO0I, 1O KOHTO ce U3BBbPIIBA U3UYUCIABAHETO HaA
AHAIIUTUYHUSA PE3YJITaT,

KOrato € 1eJecho0pa3Ho, XapakTepUCTUKM Ha  KIMHUYHOTO
JIEHCTBHE, KaTO MparoBa CTOHHOCT, JMArHOCTHYHA YyBCTBHUTEIHOCT
U JUAarHoCTH4YHa Cl'IeLlI/I(l)I/I‘{HOCT, MMOJIOKUTEJIHA W OTpULATCIIHA
IPOTHO3HA CTOMHOCT;

KOTaTo € ILesecho0pa3Ho, pe)epeHTHUTE MHTEPBAIN PU HOPMATHU
U 3aCEeTHATH TPYIH OT HACEICHHETO;

uadopmanys 3a HHTep(EpHpAIlN BELIeCTBA HWIH OrPaHUYCHUS
(HampuMep BH3yalHH JIOKA3aTeICTBA 3a XHUICPIUIHUIACMHUS WIN
XEMOJIH3a, Bb3pacT Ha Mpodara OT YOBEIIKOTO TSJI0), KOUTO MOTaT
Jla TIOBJIUSISIT HAa JEHCTBHETO Ha HM3JEIHETO;

NPEAYNPEXJICHNUS WIM TpEAliasHd MEPKH 3a YJCCHSABaHE Ha
0€30I1aCHOTO YHUINOXKABAaHE HA M3[EIHETO, NPUHAIICKHOCTHTE 32
HEr0 M KOHCYMAaTHBHTE, KOUTO CE€ W3IIOJI3BaT C HEro, ako HMa
TakuBa. Ta3u mHpopMaius 00XBala, KOraTto € MOJXOISMIO:

1) uH}EeKIMH WM MUKPOOHU ONACHOCTH, HAPUMEP KOHCYMAaTHUBH,
3aMBPCEHM C  IOTEHLUMAJIHO MH(MEKUHMO3HM BELIECTBA OT
YOBEILKH MPOU3XO]I,

il) eKOJOrMYHH ONACHOCTH, Karo HampuMep OaTepuu  WIH
MaTepHali ¢ MOTCHIMAIHO OIAaCHH HHUBA Ha JTHUYCHHUC,

iii) (u3MUeCKn OMACHOCTH, KaTO HATPHMEP EKCIUIO3HSI.

UMETO, PEruCTPHUPAHOTO THPIOBCKO HAUMEHOBAHME MM PETHCTPH-
paHaTta ThProBCKa Mapka Ha IPOU3BOAUTENS U aJpeca Ha PErucTpu-
pPaHOTO My MSCTO Ha CTONAHCKAa JEHHOCT, HAa KOETO MOXE Ja ce
OCBIIECTBH BPB3Ka C HETO U KBJETO MOXKE Jla CE€ YCTAHOBHU MECTOIIO-
JIOKEHUETO My, 3a€[HO ¢ TenedOHEeH HOMep W/WIM HoMep Ha (axc
u/um ajgpec Ha yeOcaiiTa, KbIETO MOXE [a Ce IONydd TEeXHHYECKa
HIOMOLI;

JlaTa Ha U3rOTBSIHE HA MHCTPYKLMUMTE 3a yrnorpebda WM, ako ca Ouiu
npepadoTeHa, JlaTa 1 HASHTH(HUKATOP HA MOCIeHaTa MpepaboTKa Ha
MHCTPYKIMNTE 3a yrnotpeda, ¢ sACHO 0003HAaUeHHWE Ha HANPABEHHUTE
HPOMCHH;

YBEJOMsIBAaHE Ha MOTPEOUTENsI, Y€ BCEKM CEPHO3CH MHIMICHT BBHB
Bpb3Ka C M3EJIUETO Ce JOKJIaJBa Ha IPOU3BOAUTENSI U KOMIIE-
TEHTHUSI OpraH Ha JbplKaBaTa WICHKa, B KOSITO € YCTaHOBEH
HOTPEOUTENSAT M/MIIN NMAlUCHTHT,

KOrato HaOOpUTE OT H3JeMs BKIIOYBAT OTACIHH PEAKTHBH U
M3ENs, KOUTO MOTaT Jia Cce MPEAOCTaBsAT KaTo OTACITHM H3JEIHs,
BCAKO OT TE3M M3JeAMs OTroBaps Ha M3HCKBAaHMATa Ha
UHCTPYKLMHUTE 33 ynoTpebda IO HACTOSIIMS pas3jiedl M Ha M3UCK-
BaHMATA HA HACTOSIIUS PErIaMEHT;

3a M3/eNus], BKIIOYBAIIN B ChCTaBa CU MPOTPAMHUPYEMHU EIEKTPOHHM
CHCTEMH, BKIIIOUUTEIIHO codTyep, Win codryep, KOUTO caMm 1o cede
CH TIPECTABIsIBA M3/eNIe — MHHUMAIHU M3UCKBAHUS 3a Xapayepa,
xapakrepuctukure Ha WT Mpexure n HMHOOPMAMOHHO-TEXHOJO-
TMYHUTE MEPKH 3a CHUTYPHOCT, BKIIFOUHTENHO 3aIllUTaTa CpEILy
HETIO3BOJICH JIOCTBII, KOSTO € HeoOXoquMa, 3a 1a MOXe Co(pTyepbT
Ja GyHKIMOHMpA MO HpeJHa3HAuYCHUE.
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20.4.2. OcBeH TOBa MHCTPYKIMHTE 3a YHOTpeOa Ha M3JEIHATAa 32 CAMOTECTBAHE
OTroBapsT HAa BCHYKHU IPHHIUIHN MO-JONTY:

a) naBa ce moapoOHa MH(pOpMaIMs 3a IMpoleaypara Ha TECTa, BKIIO-
YUTEJIHO IIOJATOTOBKA Ha PCAKTUBUTEC, B3CMaHC I/I/I/Iﬂl/l IIOJroTOBKa
Ha npobwure, U MH(OpPMALKs 3a HauMHA HA MPOBEKAAHE HA TECTa W
THJKyBaHe Ha PE3yJITaTHTE;

0) KOHKpPETHHTE MOAPOOHOCTH MOraT Ja C€ M3IyCHAT, IIPH yCJIOBHE 4e
ocraHanaTta HHGOPMAIHs, IPEJOCTABEHa OT IMPOU3BOAUTEIS, € JIOCTa-
ThYHA, 32 JIa M03BOJM MOTPEOUTENAT Aa W3MOJI3BA M3JCIHUETO U Jia
paszbupa nonydeHust(te) ¢ Hero pesynrar(u);

B) B IpPCJHA3HAYCHHETO HA M3ICIHMETO CC MPEAOCTaBs JOCTATHYHO
HHpOpMaILHs, KOATO Ja MO3BOJIM Ha MOTpedurens aa pasdbepe Menn-
[MHCKUSI KOHTEKCT U J]a HHTEPIIPETHPA MPABHIIHO PE3YJITATHTE;

I) pe3yNTaTHTe Ce M3pa3sABaT M NPEACTaBAT 10 HAYMH, KOUTO J1a € JIECHO
pazbupaeM OT LieJIeBUs TTOTPEOHUTE;

1) uHpoOpMalMATa Ce TPEACTaBs Ha MOTpeOMTeNs CbC ChBET 3a
JISWCTBUS, KOUTO Ja ce IpearnpueMar (B Ciydail Ha IOJIOXKHTEICH,
OTPULATEIICH WU MEKINHCH peSynTaT), 3a OrpaHU4YCHUsATA Ha TECTa
U 32 BB3MOKHOCTTA 3a HEICHCTBUTENICH IIOJIOXKUTEICH WM OTpPU-
naresieH pesynrar. [IpeactaBs ce W uHQopMmanmus 3a BCEKH CIUH
(dakTop, KOHTO MOXKe Ja IOBIMsAe Ha pe3yirara OT TecTa,
HalpuMep Bb3pacT, II0JI, MEHCTpyauusi, HWHQEKUHUs, CIOPTyBaHE,
[IOCTEHE, JMeTa WIN NPUeMaHe Ha JIEKapCTBa;

¢) mpencraBeHaTa MH(OPMAIWs BKJIOYBA TEKCT, SCHO MOCOYBAI, Ye
MOTPEOHUTENAT HE CIe/Ba Ja B3eMa HUKAKBO PEIICHUE OT MEIHIIMHCKA
rieaHa ToYKa 6e3 mpeaBapuTeIHa KOHCYATALHS C MOAXOISIINS ME/IH-
LUHCKH CICIHATICT, HHPOPMAIHS 3a BB3ICHCTBUATA U Pa3IpoOCTpa-
HCHHETO Ha GONECTH W MPH HAIMYHOCT — KOHKPETHAa WH(OPMAIHS
3a JbpkaBata(ure) wieHKa(d), B KOATO(KOMTO) H3JEIHETO Ce IMycKa
Ha TMasapa, 3a TOBa KBJAC MOTPEOUTETAT MOXE [a IMOIYYH AOIBI-
HHUTEIHA KOHCYJTAllMH, HANPpUMEp HALMOHAIHU Teae(OHHH HOMEpa
3a OKa3BaHC Ha MOMOII, yebcaiiToBe;

)K) 3a u3aeciivsaTa 3a CaMOTCCTBAHC, KOUTO CC€ M3MOJI3BaT 3a HaGJ’IIOZ[CHI/Ie
Ha BEYE€ JUArHOCTUIMPAHO  CBIICCTBYBAUIO 3a00JsIBaHe  FUTH
CbCTOSIHHUE, B I/IH(i)OpMaLII/ISITa CC yKasBa, Y€ IalUCHTHT Cj€/Ba Ja
IIpOMEHS JICUCHUETO CaMO aKoO ¢€ M[IpEeMHUHA IIpe3 CHOTBETHOTO
06y‘IeHI/I€ 3a felra.
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IIPUJIOKEHUE 11

TEXHUYECKA JOKYMEHTALUA

TexHnuueckara JOKyMEHTalus U, ako € IPUIIOKHUMO, HEHUHOTO pe3toMe, U3roTBEHU
OT IIPOU3BOAUTEIISA, C€ IPEACTABAT 110 sSICCH, OpraHu3MpaH, JIECCH 3a TbPCCHE U
HCJIBYCMHCJICH HAa4YWH W BKJIKOYBAT II0-CIICHHUAJIHO CJIEMCHTUTE, I/136pOCHI/I B
HACTOSAIOTO HPUIIOKEHUEC.

1. OIMIMCAHHUE W CIHEINU®UKALIMA HA WU3AEJIMETO, BKIIIO-
YWUTEJIHO BAPMAHTU U ITPUHAJJIEXXHOCTH

1.1. Ornucanne u crienuUKANUS Ha U3ICTUETO

a) MMe Ha MPOIYKTa WIH THPTOBCKO HAMMEHOBAHHE M OOILIO ONMHCAHHE
Ha M3CIMETO, BKIFOYUTEIHO MPEIHA3HAYCHHETO MY M LEJICBHUTE
MOTPEOUTENH;

6) 6azoB UDI-DI, kakto e mocoueHo B wacT B ot mpumoxenue VI,
OnpesieNieH OT MPOU3BOJMUTENS 3a CHOTBETHOTO H3JEJNe, BeIHara
NP HAIMYHA MASHTH(UKAIMSA HA M3EIUEeTO BbB3 OCHOBA Ha
cucremara UDI, win apyra sicha uaeHTH(UKANNS Ype3 MPOIYKTOB
KOJl, KaTaJlOoXKEH HOMEp WM Jpyra HEJIBYCMHCIICHA CIpaBOYHA
nHdopManys, KOATO JaBa Bb3MOXKHOCT 32 IPOCICAUMOCT;

B) MpeIHA3HAYCHHE Ha W3ACIHETO, KOETO MOXKE [a BKIIOYBA
uHpOpManus 3a:

i)  KakBo Tps0Ba Ja ce OTKpUBA H/IIM H3MEpBa C HETO;

ii)  ¢QyHKUMATA My, KaTO HallpuMep CKPHHHHI, HAOJIIOJIEHHUE, Juar-
HOCTHIIMPAHE WM IIOMOIIHO CPEACTBO 33 AUATHOCTHIUPAHETO,
IIPOTHO3UPAHE, NPEeIBIDKIAHE, CHIIBTCTBAIIO H3JCIHE,

iil) KOHKPETHOTO 3/PaBOCIIOBHO HApYyILICHHE, CbCTOSHHUE WIIH
PHCKOB (hakTOp, KOWTO € NPEABUICHO Ja OTKpHUE, ONpEaenu
w pudepenuupa,

V) J1amy e aBTOMaTW4HO WM He,

V) JaJid € 3a KayeCTBCHA OLICHKA WJIM 3a IOJIYKOJIMYECTBEHA WU
KOJIMYCCTBCHA OIICHKA,

vi) Buaa Ha HeoOXxoaumara(ute) mpoda(i) OT YOBEUIKOTO TSIIO,

vil) KOraTro e MPHIOKHMO — IpylaTa OT HACEICHUETO NPH U3MUT-
BaHETO,

viil) meneBust mMoTpedUTEN;

iX) OCBeH TOBa, 3a CHI'BTCTBALINTE H3IEIUS — ChOTBETHATa
[eJieBa Ipyla HAceleHWE M CBBbP3aHMsA(TE) JIEKapCTBEH(H)
IpOAYKT(H);

F) OnucaHue Ha MpUHIOHUIIA HAa METOJAA 3a aHaJIUu3 WM Ha NPUHUUIIATE
Ha JICWCTBUE HA HUHCTPYMCHTA,

JI) OCHOBaHMATA 3a KBAJM(UIMPAHETO HA MPOJYKTa KaTO H3JEIHE;

€) KJac Ha W3CITHETO B 3aBHCHMOCT OT pHCKa M OOOCHOBKa 3a
npaBuiio(a) 3a KinacuuKanus, NpuiaraHo(u) ChIiaacHO MPHIOKEHHUE
VIIL

’K) ONMCAHHE Ha KOMIIOHEHTHTE U KOTaTO € MOJXO/SII0 — OINUCAHHE Ha
PEaKTHBHUTE ChCTABKM HA CHOTBETHUTE KOMIIOHEHTH, KAaTO aHTHUTENA,
AQHTUTCHHU, TIpaliMepy Ha HYKJICHHOBUTE KHCEIHMHHU,

M KOrato € mpuiIoXuMO:
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1.2.

3) ONMCaHME Ha B3EMAaHETO HAa IPOOMTE M TPAHCIOPTHHTE MaTepHau,
MPEJICTAaBEHH C H3JEIMETO, MM OIMCaHHE Ha IPernopbyaHuTe 3a
ynoTpebara crnenupHuKanyy;

PI) 3a UHCTPYMCHTHUTC 3a aBTOMAaTUYHU aHAJIM3U: ONNMCAHUEC Ha XapaKTe-
PUCTUKHUTEC HA IOAXOIAIIUTE aHAIW3W WIIN CIICHAAJIHUTE aHAJIN3U;

ﬁ) 3a aBTOMATUYHHUTC aHaJIU3U: ONUCAHUEC Ha XapPaKTCPUCTUKUTE Ha
noAXOAAIUTE UHCTPYMEHTU WM CIICHUAIHUTC UHCTPYMEHTH,

K) omnucaHue Ha coTyepa, KOWTO TpsOBa 1a ce M3IOJ3BA C U3/EIHETO;

J'I) ONMCaHuE WU IIBJICH CHUCBK Ha Pa3IMUHUTE KOH(bI/IpraI_[PII/I/Ba-
PpHUaHTH Ha U3JACIUETO, NPECAHA3HAYCHO Jla C€ NPEAOCTaBU Ha Iasapa,

M) OIHMCaHHE HA MPUHAIICKHOCTUTE 3a H3JCIHETO, JPYTH HU3JCIUs U
JIpPYTH TPOJAYKTH, KOUTO HE ca W3JENUsl, KOMTO ca Ipe/Ha3HAuYCHU
3a U3IM0JI3BaHEe B KOMOMHALMUS C U3/ICIHETO.

ITozoBaBaHe Ha NpEeAXOaHN U CXOJAHH IOKOJICHUS Ha HU3ACITUETO

a) mperje] Ha HPEAXOJHOTO(MTE) IOKOJICHHE(s) Ha  HW3JCIHUETO,
IIPOM3BEICHO(M) OT MPOU3BOAMTENS, KOTaTO MMa TaKMBa W3/IENNS,

6) nperyiiea Ha I/I,HCHTI/I(bI/IIII/IpaHI/ITe CXOAHU M3Aeius, IMpeaoCTaBeHU Ha
Tasapa Ha Cpio3a WM Ha MCEXKAYHAPOJAHUTE I1a3apu, KOraro uma
TaKuBa H3OCIIUS.

MHOOPMAILMSA, KOSITO CE TIPEJOCTABS OT TIPOM3BO-
JIATEJIA

IIbJieH KOMIUIEKT OT:

a) erwkera(WTe) BBPXY H3JCIHETO M ONAKOBKaTa My, KaToO HalpuMep
€IMHUYHA OIIAaKOBKa, THPrOBCKAa OIIAKOBKA, TPAHCIIOPTHA ONAaKOBKa
B ciydail Ha crenu(uYHM YCJIOBHS 3a YIpaBICHHE, Ha E3UIIUTE,
npuero() B JbpP)KAaBUTE WICHKH, B KOHTO € IIPEIBHJICHO Ja ce
IIpoJIaBa M3/IEIIHNETO;

0) MHCTPYKLMUTE 3a yNoTpeda Ha e3ULUTe, IPUETU B IbPKABUTE
YICHKH, B KOUTO € NPEeIBHICHO Ja Ce MPOjaBa U3IENHETO.

NHOOPMALUSA 3A TTPOEKTUPAHETO U IMTPOU3BOJCTBOTO
Wudopmarms 3a NpoeKTHPAHETO

Wudpopmanusara, mnosBosisBama Jjga Obxar pa3OpaHu —eramure Ha
NPOEKTUPAHE HA M3/IEINETO, BKIIIOYBA!

a) OMNCaHWC HA KPUTHYHHTE CHCTABKM HA M3/EIMETO, KaTO AaHTHTENA,
AQHTUTCHH, CH3UMHU M TpaiiMepH Ha HYKJICWHOBHUTE KHUCEIHHH, KOUTO
ca MPEIOCTaBeHU WM MPEHophYaHH 3a yrnmoTpeda ¢ H34EIHETO;

0) 32 HMHCTPYMEHTHTE — OIMCAaHME Ha OCHOBHHUTE IOJICUCTEMH,
QHAJIMTHYHA TEXHOJOIWS, KAaTO HalpuMep NPUHIMIN Ha pabota u
MEXaHH3MH 32 KOHTPOJI, CICHUATICH KOMIIOTBPCH Xapayep W

codryep;

B) 3a MHCTPYMEHTUTE M co)Tyepa — Iperiej Ha Iisuiata CHCTeMa;

r) 3a codryepa — OIMCaHUE HA METOMOJOTHATA 32 HHTEPIIPETUpPAaHE Ha
JTaHHHUTE, a UIMEHHO alrOPUTHMA;
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Z[) 3a U3acinusATa 3a CaMOTECTBAHE MJIM TCCTBAaHC HA MACTO — OIIMCAHUC
Ha INPOCKTHUTE aCIICKTH, KOUTO I'M IPABAT MOAXOAANIN 3a LEJIUTE Ha
CaMOTECTBAHETO HJIM TECTBAHETO HA MIICTO.

3.2 Wudopmarust 3a mpon3BOICTBOTO

a) umHpopmanus, Mo3BOJIABaAILA Ja ObAAT pa3dOpaHU MPOU3BOACTBEHUTE
NPOIIECH, KAaTO MPOM3BOJCTBO, KOMIUIEKTYBaHE, H3IMTBAHE HA
KpaiiHus TPOIYKT M OMAaKOBaHE HA TrOTOBOTO m3zenue. Ilpenocrass
ce 1o-1moApodHa MH(OPMAIKS 32 OJUTa HA CHCTEMAra 3a YIpaBJICHHE
Ha KayeCTBOTO WJIM HAa OCTAHAIUTE MPHIOKHMH MPOIEAYyPH 3a
OIICHsIBaHE HA CHOTBETCTBHUETO;

0) moco4yBaHe Ha BCHUYKH OOCKTH, BKJIIOYUTEIHO JOCTaBUUIM U
NOJM3IBIHATEIN, KBJACTO Ca  M3BBPIIBAHM  IPOM3BOACTBEHU
JICHOCTH.

4. OBIIA U3NCKBAHHS 3A BE3OMACHOCT U JEVCTBUE

JlokymeHTanumsTa Chabpxka WHGOpPMAIHS 33 IOKA3BAHETO HA CHOTBETC-
TBHETO C OOIIUTE M3MCKBAHMS 3a OE30MACHOCT U JCHCTBHE, YCTAHOBEHH
B TIPMJIO’KEHHE |, KOUTO ca MPHUIIOKHUMU 32 M3/ACITHETO MPEIBUI HETOBOTO
npefHa3Ha4YeHHe, W BKIIOYBA OOOCHOBKA, BaJMIMPaHE M MPOBEpKa Ha
peleHusITa, BBH3MPUETH C LeN CHa3BaHe Ha Te3uW H3HCKBaHusA. Jlokas-
BAHETO Ha CHOTBETCTBHETO BKIJIFOYBA OIIE:

a) oOIIuTe M3UCKBAHMUS 3a 0€30MacHOCT M ACHCTBHE, KOUTO CE TpHiarart
KbM H3/CINETO, KAKTO M OOSICHEHHE 3all0 He Cce Mpuiarat Ipyrd
U3HUCKBaHMSI;

6) Meronma(ure), U3MOI3BaH(M) 3a JOKa3BaHE HAa ChOTBETCTBUETO C BCSKO
€/IHO TPUIIOKHUMO OOIIO0 M3HUCKBaHE 3a OE30MACHOCT U JICHCTBHE;

B

~

NPUIOKEHUTE XapMOHU3UpaHu craHaaptd, OC WM Apyru pereHus;

F) TOYCH OITUC Ha IPOBEPCHUTEC NOKYMEHTH, ChAbPIKALIA JOKA3aTCICTBA
3a CbOTBETCTBUETO C BCCKH IPUIIOKEH XapMOHHU3HUpaAH CTaHAapT, oC
Wi JApyr METoJ 3a YCTAaHOBSIBAHEC Ha CHOTBETCTBUETO C OGIIIPITC
M3MCKBaHUS 3a 0€30MacHOCT | JecTBHE. MHq)OpMaI_II/ISITa J(¢]
HacTosmara 6yKBa BKJIIOYBa IMperipaTka KbM MSACTOTO, KBIACTO C€
HaMupa CBHOTBETHOTO /JA0Ka3aTeJICTBO B IIbJIHATA TEXHUYECKaA JOKY-
MCHTalMs U aKO € IPUIIOKHUMO —PE3IOMETO Ha TEXHUYECKATa NOKY-
MCHTaIMs.

5. AHAJIN3 HA PUCKA U IIOJIBUTE U YIIPABJIEHUE HA PHCKA

JlokymMeHTanuaTa Chabpka MHpOpManus 3a:

a) aHaiaM3a Ha pucKa W moy3uTe no paszaenu 1 u 8 ot mpuioxenue I, u

0) BB3NPHETHUTE PEIICHUs ¥ PE3YJTATUTE OT YIPABJICHUETO HA PUCKA 110
pasgen 3 ot npuioxenue L.

6. IMTPOBEPKA HA TIPOAYKTA W BAJIMJIMPAHE

JIoKyMeHTaIsATa ChIbPIKA PEIYITATUTE U KPUTUYHUS aHAIHM3 OT BCHYKU
OPOBEPKH ¥ W3IHTBAHUS 33 BalMAUPaHE W/WIM  HAIPaBEHHUTE
NPOYYBAHUS C LN JI0KAa3BaHe Ha CHOTBETCTBUETO HaA U3JIEIHETO C U3HCK-
BaHUSTA MO HACTOSIIMA PETJAMEHT M MO-KOHKPETHO C TIPUIOKHUMHUTE
00IIM M3UCKBaHUs 3a 0€30I1aCHOCT U IEHCTBUE.

ToBa BKiIrOYBA:
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6.1.
6.1.1.

6.1.2.
6.1.2.1.

6.1.2.2.

6.1.2.3.

Wudopmanus 3a aHATUTUIHOTO ICHCTBUE HA HM3MIEIHETO
Bun npobu ot 4oBemkoTo TsIO

B nacrosmus pasaeil ca OIMCaHu pa3IMYHUTE BHIOBE Hp061/I oT
YOBCIUIKOTO TsAJIO, KOUTO MOTaT Ja C€ aHaJIu3upaT, BKIFOYUTEITHO crabu-
HOCTTAa MM, KaTO HAIpUMEp YCJIOBUATA Ha CbXpaHEHHE, KOraro ¢
TNPUIIOKUMO — YCJIOBUATA HA TPAHCIOPTUPAHE Ha HpO6I/ITe u C orjien
Ha CIICINHUTC MCTOAM 3a aHAJINU3 — I/IH(I)OpMaHI/ISI 3a nepuoa oT BpeMe
MEXKIAYy B3E€MAHETO Ha np06aTa W HEWHUS aHaIu3 U yciioBusiTa Ha CbXpa-
HEHHUEC, KaTO HaAllpUMEP IPOABIDKUTCIHOCT, OrpaHUYCHUS 10 OTHOLICHUE
Ha TeMIIepaTypaTa U LNUKJIU Ha 3aMpa3;IBaHe/pa3Mpa3;IBaHe.

XapaKkTepuCTUKU Ha aHAJUTUYHOTO JeHCTBUE
TouHOCT Ha M3MEpBaHETO

a) BspHocT Ha M3MepBaHETO

B Hacrosmums paszen e mpeacTaBeHa MHGOpPMALHA 32 BEPHOCTTAa Ha
nporesypaTa 3a U3MepBaHe U ca 00O0OIIEHH JOCTATBYHO IOAPOOHO
JaHHHTE, 33 Ja CC JaJe BB3MOXKHOCT 3a OLCHSABAHE HAa YMECTHOCTTA
Ha CPEACTBATA, M3IOJ3BAHH 32 YCTAHOBSBAaHE Ha BepHOcTTa. M3mep-
BAHETO HA BEPHOCTTA CE IIpWara KbM KOJIMYCCTBCHHTE U KadyecT-
BEHHUTEC aHAJM3M CaMO KOraToO ChIIECTBYBa cepTUHUUUpaH pede-
pEHTEH MaTepual Wi CepTUGUIUPAH PeepeHTEH METOM.

6) Iperm3HOCT HAa M3MEPBAHETO

B Hacrosmus paszaeil ca OnuMCaHu MU3INUTBAHUATA HA IMMOBTOPSIEMOCTTA
1 BB3IPOU3BOAUMOCTTA.

AHaTUTUYHA YYBCTBUTEIHOCT

B Hacrosimus pasjen € BKIIOYeHa HMH(OpMAIMs OTHOCHO MPOEKTa Ha
M3MUTBAHETO W pe3yjiTaTtute. B HEro ce mpejcraBsi ONMCAaHHE HA BHIA
npoba ¥ TOArOTOBKATA, BKIFOYUTEIHO MATpPHIATA, HUBATA HA aHAIN-
THYHHS T[ApaMeThp M HAYMHA, 1O KOWTO ca YCTAHOBEHW HHBATa.
Ipencrasi ce u OpOST HA PEIUTMKATHTE, W3IUTBAHU TPU BCSKA KOHIICH-
Tpauus, KAaKTO W OIMCaHHEe Ha HW3YKMCICHUETO, W3IOI3BAaHO 34
olpeiesIsIHe Ha YYBCTBHTEIHOCTTA HA aHAJM3a.

AHanuTHYHa CrenupuIHOCT

B Hacrosmus paszen ce omMcBaT B3aMMOISHCTBHETO M M3IMUTBAHUATA Ha
KPbCTOCAHATAa PEAKTUBHOCT, M3BBPIIBAHM, 33 Jla CE ONPE/CNH aHajlu-
THUYHATA CHEHU(PUYHOCT TPU HAIMYME HA JPYrM BEIUECTBA MM areHTH
B mpobara.

IpencraBs ce mH(bOpMaIMs 3a OlEHKAaTa HAa MOTCHIHATIHO HHTEphepH-
paiMTe M KPBCTOCAHO pEarupaliiTe BEIIECTBA WM AarcHTH BBPXY
aHaNM3a, BBPXY H3MUTBAHWS BHI BCIICCTBO WM arcHT W HEroBaTa
KOHLCHTpauus, BHAAa 1poba, KOHLUCHTpAUUATa HAa  M3IUTBAHHA
QHAJIUTUYCH MApaMeThp U PE3yJITaTHUTE.

HnTepdepupammre M KPHCTOCAHO pEarnpamiuTe BEIIECTBA/arcHTH,
KOUTO BapupaT B IojsMa CTENEH B 3aBUCUMOCT OT BHJA M IPOEKTa Ha
aHaJlk3a, MOraT Ja HPOU3XOXKHAT OT €K30I€HHM HIM €HIOTeHHU
U3TOYHHULH, KaToO:

a) BCLIECTBA, MU3IIOJI3BAHU 3a JICYCHUCTO HA INALIMCHTA, KaTO HalpuUMEp
JICKapCTBEHU NPOAYKTHU;

0) BellecTBa, MOETH OT MAIL[MEHTA, KaTO HAIPUMEp AIKOXOJ, XPaHH;

B

~

BeLIeCTBA, J00aBCHN IIPpU MOArOTOBKATa Ha mpodara, KaTo HaIpUMeEp
KOHCEpPBAHTH, CTAOMIN3ATOPH;

I) BEILIECTBA, KOMTO C€ Cperiar B CHeUU(UYHU BHUAOBE NPOOH, KAaTO
HalpuMep XeMOTJIOOWH, JIUMUIH, OWIUPYOUH, TIPOTCHHH;
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6.1.2.4.

6.1.2.5.

6.1.2.6.

6.1.3.
6.2.

6.3.

1) aHAJIHUTH ChC CXOJAHA CTPYKTypa, KaTO HallpuMep MPEeKypcopHu, MeTa-
OOJMTH WM KIMHUYHH CBCTOSHHS, KOMTO HE Ca CBBP3aHH CbC
CBHCTOSHHETO IIPU TECTa, BKIIOYUTEIHO MHPOOH, KOUTO ca OTpH-
[aTeJIHU 33 aHalW3a, HO IOJIOKHUTEIHH 33 CHCTOSHHE, KOETO MOXKE
Jla Haro#o0sBa Ha CHCTOSHHETO MPHU TECTa.

Mertponornysa MpOCICAMMOCT Ha CTOWHOCTUTE Ha KanuOparopa W
KOHTPOJIHUSI MaTepHua

,Z[HaHaSOH Ha MU3MEpBaHE IIPU aHaJIKM3a

B mHacrosmms paszmen e BKIOYeHa HMHQpopManms 3a JAuanasoHa Ha
nU3MEpBaHe, HE3aBHCHUMO Jaly H3MEPBATCITHUTE CHUCTEMM ca JIMHEHHN
WIN HEJIWHEWHH, B TOBAa YHCJIO TPaHHWIAaTa Ha OTKPHBAHE, U € ONHCAH
HA4YMHBT, MO KOWTO JMANa3OHbT M TpaHUIATAa Ha OTKPUBaHE ca OWIM
YCTaHOBEHHU.

Tasn wundopmanus BKIIOYBA ONMCaHME HAa BHIa mpoba, Opos Ha
npobure, Oposi Ha pEIUIMKATHTE, ONMCAHHE Ha [OJArOTOBKAaTta Ha
npoOuTe, BKIIOYUTENIHO MH(MOPMALMS 32 MATPUIlATa, HUBAaTa Ha aHAJU-
TUYHMS MapaMeThp M HadyMHA, [0 KOHTO ca yCTAaHOBEHM HHMBaTa. AKO €
HPHIOKHMO, ce N00aBsi ONUCAHHE HA BUCOKOZO30BHS CBBP3aH e(EeKT U
JAHHUTE B TIOJKpeEIa Ha llef/'lCTBMﬂTa 3a HaMaJIsIBaHC, KaTO Halpumep
paspexaaHe.

OHpe[[CJ'IS[HC Ha rpaHydld Ha aHaJIu3a

B nacrosius paszen ce mpeictaBsi pe3roMe Ha aHAIMTUYHUTE JAaHHU C
ONMHCAaHNE HAa MPOCKTAa Ha HW3MHUTBAHETO, BKIKOUYHTEIHO METOIMTE 3a
ompesiesisiHe Ha TPAHUIMTE Ha aHalM3a, KaTo Harpumep:

a) wmacneBaHara(uTe) rpyna(n) OT HaceleHHEeTo: aemorpadus, moadop,
KPUTEPHH 3@ ydYacTHe M M3KIIOYBaHE OT ydacTue, Opoil BKIIOYECHH
JHIa;

6) METO/J WJIM HAYWH 3a XapaKTCpU3UPaHC Ha HpO6I/ITC; KakKTO H

B) CTaTHCTHYECKH MeToaw, karo Hampumep ROC kpuBa 3a momydaBaHe
Ha PEe3YNTATH, U aKO € MPHIOKMMO — OIpEeNsSHE Ha T.HAap. CHUBA
30HA/30Ha C HECUTYPHHU PE3yJTaTH.

Jlokyaa 3a aHATUTUYHOTO JeiicTBue, nmocoueH B npuiokenue XIII.

Wudopmaryst 3a KIMHUYHOTO JCiCTBHE M KIMHUYHHUTE JIOKA3aTeJICTBa.
Jloknan 3a oneHKa Ha JAEHCTBUETO

JlokyMeHTanusTa ChIbpKa JOKIAAa 3a OIeHKa Ha JCHCTBHETO, B KOHTO
ca BKJIFOYCHH JOKIJIQJNTEe OTHOCHO HAy4HATa BaJIMIAHOCT, aHATUTHYHOTO
U KIMHUYHOTO JEHCTBHE, CBITIACHO IMOcOoueHOTo B mpuioxenue XIII,
3ae€IHO C OICHsSBAHE HA TE3W JOKJIAJH.

JlokyMeHTuTe 3a U3NUTBaHE HAa KIMHUYHOTO JeHCTBHUE, IOCOYEHU B YacT
A, pazaen 2 ot npuioxenne XIII, ce BKIIIOYBAT B TEXHHUYECKATa JIOKY-
MEHTALMsI /WK B HEsl CE ChIbPKAT MPEHPATKU KbM THX.

CrabunmHocT (C M3KIIOYCHHE Ha CTaOMIHOCTTAa Ha mpobata)

B Hacrosuus pasien ce ONMMCBAT ICKIAPUPAHMAT CPOK Ha TOMHOCT,
CTaOMJIHOCTTa NpU ynoTpeba M M3MUTBAHHMATA Ha CTAOMIHOCTTA IIPU
TpPaHCIOPTHPAHE.

TBBpPASH CPOK HA TOJHOCT

B Hacrosiusi paszmen ce Chabpika MHPOpMANUS 3a W3MUTBAHUATA Ha
CTa0MJIHOCTTa B TOJKpENa Ha CPOKa Ha TOMHOCT, KOWTO C€ TBBPIAH 3a
u3AenneTo. M3MUTBAaHETO ce W3BBPIIBA [OHE BBPXY TPU PA3IHYHA
MapTHU/IM, POM3BEICHU MPU YCIIOBUS, KOMTO IO CHINECTBO Ca CIHAKBU
¢ oOWJallHUTE TPOW3BOACTBEHH YycioBus. He e HeoOXomumo Tpute
mapTHAM  Ja ca IOCICIOBATElIHH. YCKOPCHHUTE W3MUTBAHUS WA
JTAHHUTE, SKCTPAIONMpaHd OT JaHHH B pPeaHO BpeMe, ca JOMYyCTUMH
3a MBPBOHAYAIHO TBBPASHHS CPOK HA TOJHOCT, HO OHMBAT IMOCIICABAHH
OT M3MUTBAaHMs HA CTAOMIIHOCTTA B PEATHO BpEMeE.
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6.4.

6.5.

Ta3u nmogpoOHa MHpOPMANU BKIIOYBA:

a) JOKJIaJa OT U3MNUTBAHETO, BKIIIOYUTEIIHO IMPOTOKOJIA, 6p0ﬁ napTuau,
KPUTEPUUTE 3a NPUEMAHE W HUHTEPBAIUTE, HA KOUTO CE€ MPOBEKIAT
HU3NIUTBAHUATA,

0) KoraTo ca OWJIM H3BBPIICHH YCKOPEHHW H3MUTBAHHS MPEAU H3IHT-
BaHMATA B PEAHO BPEMeE, CE ONMMCBA METOIBT, M3MOJI3BAH 32 YCKO-
pPEHUTE M3MHUTBAHMUA,

B) 3aKJIIOYCHHUATA U TBBP/SHUSA CPOK HA TOJHOCT.

CrabunHocT mpu ymnotpebda

B Hacrosuus pasmen ce mpeicrtass HHGOpMAIMs 3a H3NUTBAHMATA HA
cTa0WiaHOCTTa TpHM ymoTpeba 3a eIHa NapTHAa, KaTo yrorpebara
OTroBapsi Ha OOMYAIHOTO M3MOJN3BaHE HA U3JEIUETO, HE3aBUCHMO Jald
peanHa wian cuMyiupanHa. ToBa Moxke 1a BKIIOYBA CTaOWIHOCT ClIEn
IBPBOTO OTBapsiHE Ha IbPBOHAYAIHUS KOHTCHHEP W/WIM 3a aBTOMa-
THYHUTE MHCTPYMEHTH — CTaOWIHOCT BBPXY KIMHUYHO-XMMHUYCH
QHAJI3ATOP.

HpI/I ABTOMAaTUYHU MHCTPYMEHTH, aKO C€ TBHPIAU CTa0MIIHOCT Ha Kajuo-
pUpPAHETO, €€ BKIKOYBAT IMOAKPCHAIIUN JaHHU.

Tasu noapoOHa MH(OpPMALUS BKIIIOUYBA:

a) JOKJIaga OT M3IHUTBAHETO (BKJ'IIO‘-H/ITBJ'IHO MOPOTOKOJIa, KPUTCPUUTE 3a
IpueéMaHe U HMHTCPBAJIUTE, HA KOUTO CC€ IIPOBEKAAT I/ISHPITBaHI/IﬂTa),

0) 3aKIIOYEHHATA U TBBPJSHATA CTAOMIHOCT MPU YHOTpeoda.

CTabuIIHOCT TIPH TPAHCIIOPTHPAHE

B Hacrosmms paszen ce mpejcraBs MHpOpMAMs 3a M3NUTBAHUATA Ha
CTaOWJIHOCTTA MPH TPAHCIIOPTHPAHE 3a €IHA MapTHIA M3Jeius, 3a Ja ce
OLICHM MOHOCHMOCTTa Ha H3JICIHMATa KbM OYAKBAaHUTE YCIOBHS IIpU
TPaHCIIOPTUPAHE.

W3nuTBaHusTa BHB BPB3Ka C TPAHCIOPTUPAHETO MOraT [a Ce€ U3BbpIIAT
B peaJHH W/WIM CUMYJIMPAaHU YCIOBUS M BKJIIOYBAT IPOMEHIIMBU
YCJIOBUSL IIPU TPAHCIIOPTHPAHE, KATO M3BBHPEJHO BHCOKH WM HHCKH
TeMIepaTypH.

Ta3u undopmanus onucsa:

a) JOKJIaja OT M3IHUTBAHETO (BKJIIOYMTEIHO IPOTOKOJI U KPUTEPUM 32
pHeMaHe);

6) METO/Z1a, U3II0JI3BAH 3a CUMYJIMPAHUTE YCJIOBUS;]
B) 3aKIIIOYCHUATA U TNIPEHOPHUBAHUTE YCJIOBHUS IIPU TPAHCIIOPTHpPAHE.

TIposepka u Bamugupane Ha copryepa

JlokymeHTanusATa ChAbpXKA JOKa3aTeICTBAa 3a BaIWJMPAHETO Ha
copryepa BbB BH[JA, B KOHTO € H3MOJ3BAH B TOTOBMS HPOAYKT. Tazu
uHpopmalys OOMKHOBEHO BKIIOYBA OOOOLIEHHM pPE3YJNTATH OT BCHYKU
JeiHOCTH 3a IpOBEpKa, BaIMAWPAHE U H3MHUTBAHE, M3BBPIICHH CaMo-
CTOATEIHO OT CBOTBETHHUS CYOEKT M MNPHIOKHMH IIPU JeHCTBUTENHA
ynoTpeba Ha M3EIMETO Npead OKOHYATETHOTO My myckaHe. Tasu
uH(pOpMaLMs CBIIO TaKa I[PEACTaBs Ppa3IM4YHUTE XapAyepHH KOH(DH-
TypalMd M KOraTo € MPHIOKHMO — ONEPALIOHHUTE CHUCTEMH,
MOCOYEHH BBPXY ETHKETA.

Jlombaaurenna HHPOPMALMS, U3UCKBaHA B OCOOEHHU Clydau

a) 3a wusnenusTa, MyCKaHW Ha Ia3apa CTEPWIHH WIH C OINpEeaesieH
MHKPOOHOJIOTHYEH CTATyC, Jla Ce NPEINCTaBH OIMCAHWE Ha cpejara
3a CHOTBETHWTE MPOM3BOACTBEHH eTanu. [Ipu u3zenus, MyCcKaHd Ha
nasapa CTEpHJIHH — OINMCAHWE HAa W3MOJI3BAHUTE METOMH, BKIIIO-
YUTEJHO JOKJIAJMTE 3a BaJIWAUpaHe, BbB BpPb3Ka C ONAKOBAHETO,
CTEpUIM3AIMATAa W 3alla3BaHETO HA CTEPUIIHOCTTA. B Jokimaga 3a
BaJIM/MPAHE C€ T0COYBAT MPOBEPKHUTE 32 HATMYUETO HA OHUOJOTMYHH
areHTH, TUPOT€HH W aKO € MPHIOKMMO — Ha CTEPHIIM3UPAIIH
OCTaThbUHM BEIECTBA.



02017R0746 — BG — 20.03.2023 — 003.001 — 135

0)

r)

3a uzaeiusa, CbAbpXKallu TbKaHU, KICTKH W BCEHIECTBA OT KUBO-
THHCKH, 4YOBCIIKH HIIN MI/IKpO6CH Inpousxo[, Ja ce€ IpeacraBu
I/IH(i)OpMaI_[I/UI 3a Ipou3xXo/Ja Ha TO3U MaTepuall U yCJIOBUATA HA IOy~
YaBaHCTO MY.

3a m3menus, MyCKaHW Ha asapa ¢ u3MepBarenHa (QyHKIMs, Aa ce
IpEJICTaBH OINKMCAaHWE Ha W3IOJI3BAHUTE METOJIM 3a TapaHTHpaHE Ha
TOYHOCTTA, MOCOYEHA B CrEHHU(UKALUHTE.

Ako m3genuero me OBJE CBBP3aHO C Apyro oOopyxaBaHe, 3a naa
paboTu 1o mpepHa3HAa4YeHHe, [a Ce IMpPEICTaBH ONHMCAHHE Ha MOJy-
yeHata KOMOMHAIMS, BKJIIOUHTENIHO JIOKA3aTeJCTBO, Y€ M3ICIUETO
OTroBapsi Ha OOILIUTE W3MCKBAHUS 32 OE30MACHOCT W JCHCTBHUE, yCTa-
HOBEHH B NPWJIOXKEHHUE I, mpu CBBpP3BaHE ¢ APYroTo 00OpyIBaHE IO
OTHOIIIEHWE Ha TTOCOYCHUTE OT MPOHM3BOAUTENS XapPaKTEPUCTHKH.
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1IPUJIOKEHUE 111

TEXHUYECKA JOKYMEHTALUSI 3A HAJI3OPA CJIE]] ITYCKAHE
HA TIA3APA

TexHnuueckara JAOKyMEHTAallMsl 3a HaJA30pa CJie[ IIyCKaH€ Ha Iia3apa, KOsTO
IIPOU3BOAUTEIIAT U3IOTBS B CHOTBETCTBUE C YJICHOBE 78*81, Ce Ipeacrass 110
SICCH, OpraHu3upaH, JIECCH 3a TbPCCHE U HEABYCMHUCIJICH HAYWH WU BKJIIOYBa I10-
ClIEUAJIHO CJIEMEHTUTE, OIMCAaHU B HACTOSLIOTO IPUIIOKEHUEC!:

1. Ilman 3a Ham30p cieA IMyCKaHe HA Ma3apa, M3TOTBEH B CHOTBETCTBUE C
yieH 79.

B mnana 3a Hajg3op cieq MycKaHe Ha Iazapa MpPOW3BOJHUTEINST JIOKa3Ba, e
M3IBJIHABA 33IBJDKEHUETO 10 4jieH 78.

a) B ruiana 3a Hajz0p ciel IMycKaHE Ha Iaszapa ce CIeAM 3a ChbOMpaHEeToO U
M3M0JI3BAHETO HA HaJIMYHATa MH(OpMALUs, IT0-KOHKPETHO!

— uHpOpMalLMsd  OTHOCHO  CEPUO3HM  WHLUMICHTH,  BKJIIOYHMTEIHO
unpopmanmst ot [IAJIB u kopurupam JelCTBHS BBB BpPH3KA C
0e30MacHOCTTa Ha MSCTO,

— 3alMCH 3a HECePHO3HM MHIMAEHTH M JIAHHU 332 BCHYKM HEXKETaHU
CTpaHUYHH e(PEKTH,

— uHpOopMaLHs OT JIOKJIAIBAHETO HA TCHICHIMUTE,

— OTHOCHMa CIEIMaIH3UpaHa W TEXHHYECKa JUTepaTypa, 6a3u JaHHU
W/WUITH PETUCTPH,

— wuHpOpManys, BKIIOYBAILA MHCHUSTA U CUTHAIUTE OT MOTPEOUTEINTE,
JUCTPUOYTOPUTE M BHOCUTEINTE, U

— myOnM4HO [OCTBIIHA MHGOPMANUSA 3a CXOIHU MEAWIMHCKH H3JeIHS.

0) IlmanbT 3a HaA30p Ciej MycKaHe Ha ma3apa 0OXBalla Hail-MajKo:

— aKTUBEH M CHCTEMAaTH4YCH IpoleC Ha CchOMpaHe Ha BCsSKakBa MHQOP-
Manus, nocoyeHa B OykBa a). [IpomechT mo3BossiBa INPAaBHIIHOTO
ONpe/ieiIsiHe Ha XapaKTePUCTHKUTE Ha JCHCTBUETO HA H3JenusiTa |
OCBEH TOBa JlaBa BB3MOXKHOCT Ja C€ HalpaBd CpPaBHEHHE MEXIY
M3JIETIMETO M CXOJHM HAJMYHM Ha Ta3apa MpOIyKTH;

— e(exTHBHYU U MOIXO/ANIM METOJH U IIPOLIECH 3a OLIEHKAa Ha ChOpaHUTE
JTaHHU;

— TOJIXOJISIM MOKA3aTeIN U MPAaroBU CTOWHOCTH, KOUTO Jla CE M3I0J3BaT
MpU HEMPEKbCHATOTO MOCIE/IBAIIO OLICHSIBAaHE HA aHalIM3a HAa PHCKa U
MOJI3UTE M HA YIPABICHHETO HA PUCKOBETE, CBHIVIACHO MOCOYCHOTO B
paszgen 3 ot nmpuioxeHue [;

— e(l)I/IKaCHI/I U 1oAXoAsAIM METOAW U MHCTPYMCHTU 3a PasrjieKAaHE Ha
CUT'HAJIM W aHAJIM3 Ha Ia3apeH OIIUT, l'IpI/II[06I/IT Ha MsCTO,

— METOAM W TIPOTOKOJHM 3a YIPABICHHEC HA WHIUICHTH, KOHTO C€
oTpa3sBaT B JOKJIaJa 3a HAOJFOJaBaHUTE TEHICHIMH, TPEIBUICH B
wieH §3, BKIIOYHTEIHO METOAW U TMPOTOKONH, KOUTO Ja ce
M3M0J13BAT 338 YCTAHOBSBAHE HA CTATHCTHYECKH 3HAYUMO TOBHIIIABAHE
HA YeCTOTaTa WIIM TEKECTTa Ha WHIMICHTHTE, KAKTO W IEpHOja Ha
Ha0II0IEHKE;
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— METOAU W MPOTOKOJIN 3a e(beKTI/IBHa KOMYHHKalUsl ¢ KOMIICTCHTHUTE
opraHu, HOTI/I(bI/II_II/IpaHI/ITC OpraHv, HWKOHOMHYECKUTE OIepaTopu u
HOTpC6I/IT€JII/ITC;

— IpernpaTka KbM TMPOLEIYPUTEC 3a H3MBJIHCHUEC Ha 3a[bJDKCHHATA Ha
pou3BOgUTENNTE MO uieHoBe 78, 79 u 81;

— CHUCTEMAaTUYHU H[Opoueaypu 3a HaOens3BaHe | npujiaraie Ha
noaxoAsmu MEpKH, BKIIIOUUTCIIHO KOpUT'Mpallu HCﬁCTBHH;

— e(eKTHBHM MHCTPYMEHTH 32 HpOCIEIsBaHE M HACHTH(HULHUpaHEe Ha
U3JIENMATA, 33 KOMTO MOXKE Jla C€ HaJlOXM IPEINpUEMaHe Ha KOpH-
THpalu ACHCTBUS; U

— IJJaH 3a NpoCleAsBaHe Ha JEHCTBUETO CJeJ ITyCKaHe Ha Tasapa
ceriacHo 9acT b ot mpunoxenne XIII uian 060CHOBKa Ha MPHUYMHUTE,
Mopajii KOMTO HE € NPHJIOKHMMO NpOCiesBaHe Ha JAEHCTBUETO clen
MyCKaHe Ha Ia3apa.

2 TIA/Ib no wien 81 u moknaj 3a HaA30pa cliej MyckaHe Ha rnaszapa 1o wieH 80.
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EC

10.

IIPUJIOKEHUE 1V

EC JEKJIAPALIUSA 3A CBOTBETCTBHUE

JACKJIapanysaTa 3a CbOTBETCTBUC ChbAbpiKa ClieiHaTa I/IH(i)OpMaI_(I/IﬂZ

. I/IMC, PETUCTPHUPAHO THPTrOBCKO HAMMCEHOBAHUE WM PETUCTPHUPaHa ThbProBCKa

Mapka H, ako Bede e m3najaeH, EPH Ha mpomsBoauTens cbriacHo uieH 28, u
aKO € MNPWJIOKHMO, Ha YITBIHOMOIICHHS My MpPEACTABUTEN, M aapec Ha
PETHCTPUPAHOTO MM MSICTO Ha CTOIAHCKa JCWHOCT, Ha KOWTO MOXe Ja ce
OCBIIECTBH BPB3Ka C TSIX M MOXKE JIa CE YCTAHOBH MECTOHAXOXKCHHUETO UM,

. I/ISS{BJ’ICHI/IC, e EC JACKJIapanysTa 3a CbOTBCTCTBUE € HU3Jla/ICHA CAUHCTBEHO

Ha OTrOBOPHOCTTA Ha IPOU3BOAUTCIIA,

. bazos UDI-DI, xakto e mocoueno B yact B ot mpunoxenune VI;

. Nme na IpoAYyKTa U THbPrOBCKO HAaMMEHOBAHHUEC, NPOAYKTOB KO/, KaTaJIOXKEH

HOMEp WM Jpyra HeIBYCMHCIIEHA pedepeHLns, KOATO JaBa Bb3MOXKHOCT 3a
uIeHTUGHUKALUS U HPOCISIUMOCT Ha U3JIEIIMeTO, BKIIOUEHO B 00XBaTa Ha
EC nekmapaumsra 3a CbOTBETCTBHE, KAaTO HAlpUMeEp CHUMKA, KOraTo €
HOJXOJSII0, KAKTO U HEroBOTO NpeaHa3HaueHue. C M3KIIOUEHHE Ha UMETO
Ha MPOJYKTa MIM ThPrOBCKOTO HaMMEHOBaHME, MH(OpPMaLUATA, KOATO JaBa
BB3MOKHOCT 32 MIGHTU(UKALHUS U MPOCISIUMOCT, MOXKE [1a Ce IPEeNOCTaBH
ype3 6azosust UDI-DI no Touka 3;

. Kmac B 3aBHCHMMOCT OT pHCcKa Ha H3IENUETO CBIJACHO IMpaBMiaTa II0

mpunoxenue VIII;

. I/IS}IBJ’I@HI/IG, 4€ HU3OCIHUETO B oOxBaTa Ha Tas3u JACKiapanysaTa € B CbOT-

BCTCTBUE C pa3nope)16m‘e Ha HACTOosAlMUA PETJIaMCHT U aKo € MPUIIOKUMO
— C JpyTrd NPUIIOKUMH 3aKOHOJAATCIIHM aKTOBE Ha C’LIOSH, KOUTO Hpen-
BHOKIAT HU3J1aBaHC Ha EC JICKJIapanys 3a CbOTBECTCTBUC,

. Ilocousane Ha m3nomsBanute OC, kakto 1 Ha OC BBB Bpb3Ka C KOUTO €

JACKIapUpaHO CbOTBECTCTBUETO,

. Korato ¢ TNIPUJIIOKHUMO — HAUMEHOBAHUC U I/IL[CHTI/I(bI/IKaI_[I/IOHCH HOMEp Ha

HOTH(QHLHMPAHUS OpraH, ONMCAaHWE HAa W3BbpLICHATa INpoleaypa 3a
OLICHSIBAHE HA CHOTBETCTBHETO M MACHTH(UKAIMS HAa M3IaAeHUs(TE) CepTHu-
¢duxar(n);

. Koraro e npuinoxxumo — pombiHuTeIHa HHOpPMALUS;

MsicTo 1 gaTa Ha W3/IaBaHE HA JACKiIapanysaTa, MM€ U JUIBKHOCT Ha JIMLETO,
KOCTO s € NOANHNCAJIO, KAKTO M YKa3aHME 3a KOT'O U OT YU€ UME € IMOANHCAIIO
TOBa JHUIE, IMOAIHUC.
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IIPUJIOJKEHUE 'V

MAPKHNPOBKA 3A CbOTBETCTBMUE ,,CE*

1. Mapxkuposkara ,,CE*“ ce cbcron or mnunmamure ,,CE“ cbe cinennara dopma:

120000 A0
TEITEETy

1
T
Hert

EN SRR RASES RRE NN
AN

2. Axo ce HamalsiBa WM yBeJIMuYaBa pa3MepbT Ha Mapkuposkata ,,CE®, TpsiOBa
Jla ce craspaT MPONOPLMHUTE, JaJeHH MO-rope B rpaduuHaTa MpeKa.

3. Paznuunute enemenTH Ha MapkupoBkata ,,CE® TpsOBa ma umart kato Isio
€IMH ¥ CbII BEPTUKAIEH pa3Mep, KOWTO He TpsdBa Ja € MO-MalbK OT
5 mm. To3n MHUHMMAaJIEH pa3Mep MOXKe 1a He ce NpHiara 3a MajKu U3JeIHs.
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IIPUJIOJKEHUE VI

HNH®OPMAILIMA, KOATO CE IIPEJACTABA IIPU PEIMCTPALIUATA

HA M3JAEJUMATA W HKOHOMMUYECKUTE OIEPATOPU B

CBOTBETCTBUE C 4YJIEH 26, HAPATPA® 3 MW YJIEH 28,

OCHOBHHU JAHHH, KOUTO CE HNPEJOCTABAT HA BA3ATA

JAHHHU 3A UDI 3AEJHO C UDI-DI B CBOTBETCTBHUE C
YJIEHOBE 25 U 26 U CUCTEMA 3A UDI

YACT A

HWH®OPMALIMA, KOATO CE IIPEJACTABA IIPU PEIMCTPALUATA
HA M3JAEJUMATA W HKOHOMMUYECKUTE OIEPATOPU B
CBOTBETCTBHUE C YJIEH 26, IAPAI'PA® 3 U YJIEH 28

HpOI/ISBO}lI/ITCHI/ITe WK, aKO € NPHUIO0KUMO,YII'BJIHOMOIICHUTE INPEACTABUTEIIN, U
aKO € IPUJIOKHUMO — BHOCHUTCIIUTE, NPCACTABAT I/IH(l)OpMaI_[I/IﬂTa, II0CoYcHa B
paszen 1, W rapa”HTvpar, 4e€ I[ocodyeHara B pasaei 2 I/IH(l)OpMaI_[I/ISI OTHOCHO
TCXHUTEC U3JCIIUA € ITbJIHA, JOCTOBCPHA U aKTyaJlM3upaHa OT CbOTBETHATA CTpaHa.

1. Wudopmanuss 0OTHOCHO HKOHOMHYECKHS OIepaTop

1.1.  BHJ MKOHOMHYECKH oOreparop (T.e. MPOU3BOAUTEIN, YIIBIHOMOIIEH Mpe/-
CTaBUTEJ MJIM BHOCHTEN);

1.2. HUME, apeC U JaHHU 3a BPH3Ka C UKOHOMHYCCKHSA OIIEPATOP;

1.3. xoraro mojaBaHETO Ha WH(MOpPMAIMATa CE W3BBPILIBA OT JPYro JIHIE OT
HMETO Ha HSKOW OT HMKOHOMHYECKHTE OIEPaTOpH, IMOCOYCHH B pasjiel
1.1, ume, agpec U DaHHM 3a BPb3Ka C TOBA JIHIIC;

1.4. wmme, ampec W MaHHM 3a BpB3Ka Ha JHUIETO(aTa), OTTOBAPSIIO(H) 3a CHOT-
BETCTBUETO C HOPMATHUBHHUTE M3MCKBAHMUS, MOCOYCHU B wWieH 15;

2. Hudopmanus OTHOCHO U3/EIHETO

2.1. baszos UDI-DI;

2.2. THI, HOMEP U JaTa, 1O KOATO € BAIUJICH CepTU(UKATHT, U3JaJeH OT HOTHU-
(buLMpaHus OpraH, ¥ MMe WIM MIACHTU(UKALMOHEH HOMEP Ha TO3M HOTHU-
¢dumpan opran (M Bpb3Ka KbM HH(POpPMAIMATA, ChAbPKALIA CE B CEPTHU-
(duKaTa u BbBEIeHA OT HOTU(UIMPAHUS OPraH B €JIEKTPOHHATA CUCTEMA 3a
HOTU(GHIMPAHUTE OPraHU U CePTU(PUKATHUTE);

2.3. nabpkaBa WIEHKA, B KOSTO H3JEIMETO C€ IyCKa WIIM BeYe € IIyCHATO Ha
nazapa Ha Cplo3a;

2.4. 3a mpemus ot knac B, kmac C wmm xiac D — ngbpikaBU 4iI€HKH, KBIETO
H3MIENIUETO C€ MPEIOCTaBs WU IIe CE MPEIOCTaBs;

2.5. HajiMYhe HA THKAHHW, KIETKH WJIH TEXHH [POM3BOJAHH OT YOBEIIKH
npousxoxn (JAA/HE);

2.6. HanMyMe Ha THKAaHM, KICTKH WIH TEXHH IMPOM3BOAHH OT IKUBOTHHCKH
npousxox ceriaacHo Permament (EC) Ne 722/2012 (JIA/HE);

2.7. HannmuWe Ha KJIETKM WIM BelecTBa oT MukpobOeH npousxon (JA/HE);

2.8. KJac B 3aBHCHMOCT OT PUCKa Ha W3IEIHUETO;
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2.9. korato e MNPUIIOKUMO, CIUHHUAT I/I,HeHTI/I(bI/IKaI_II/IOHeH HOMEp Ha H3MNHUT-
BaHCTO Ha HCﬁCTBHeTO;

2.10. 3a u3zenus, NMPOCKTUPAHW M IPOMU3BEACHH OT APYro IOPUANYECKO WIIN
¢usnyecko smie, Kakto ¢ mocoueHo B wieH 10, maparpad 14 — wume,
azpec M JIaHHU 3a BPb3Ka C TOBA IOPUAUUYECKO WM (PU3HUECKO JIULE;

2.11. 3a w3penust ot kinac C mnu kiaac D — pestome BbB Bpb3Ka ¢ Oe30macHOCTTa
U JCHCTBUETO;

2.12. cratyc Ha m3nmenueTo (T.e. HA Maszapa, Bede HE € Ha ma3apa, U33eTo, Ipea-
MPUETH KOPHUTUpAIIM JEHCTBUS BbB BPb3Ka ¢ OE30IaCHOCTTA);

2.13. ykazaHMe Janu U3/EIUETO € ,,HOBO' M3JIEIHE.

W3nenuero ce cuuTa 3a ,,HOBO™, aKo:

a) HAMa TaKoBa M3JENHUe, KOeTO Jia € HAJIMYHO Oe3 MpeKbCBaHe Ha Iasapa
Ha Chro3a mpe3 MpeAxoJHHTE TPU T'OAWHM 3a CHOTBETHUS aHAIUTHYEH
WK JPYT TapaMeThp;

6) npoueaypara BKIIIOYBAa aHAJIWTU4YHA  TEXHOJIOTHA, KOATO HE €
U3I0JI3BaHa HEIPEKBCHATO BHBB BPb3Ka C NAJICH aHAJIUTUYCH WIIN APYyT
IapaMeTbhbp Ha I1a3apa Ha Cpro3a Ipe3 NpeAxoaHUTS TpU T'OAUHH.

2.14. YKasaHue Jajid U3ACIUETO € IPEAHAa3HA4YCHO 3a CaMOTECTBAHC WIIHU
TCCTBAHC Ha MsCTO.

YACT b
OCHOBHM JAHHH, KOUTO CE HNPEJOCTABSAT HA BA3ATA

JAHHHU 3A UDI 3AEJHO C UDI-DI B CBOTBETCTBHUE C
YJIEHOBE 25 U 26

[IpousBomurensT npenocTaBs Ha Oazara manau 3a UDI UDI-DI u unpopmanms
M0-JI0JIy BB BPB3Ka C MPOU3BOIUTEISI U U3/ICITHETO:

1. KOJMYECTBO B ChOTBETHATA OITaKOBKa,

2. 6azoB UDI-DI cbernacuo wien 24, naparpad 6 U €BeHTyaJIHH JOINBIHUTEIHH
UDI-DI;

3. Ha4MH 3a KOHTPOJI HA MPOU3BOACTBOTO HA M3AEIUETO (CPOK HA TOJHOCT WIIH
Jata Ha MPOM3BOJACTBO, HOMEp Ha MapTujarTa, CEpUeH HOMeED);

4. aKo e MPWIOKHUMO — HJICHTHU(UKATOp Ha m3noi3BaHaTa eamHuia UDI-DI
(xoraTo BBpPXY H3IIOJI3BaHATA €AMHHIIA OT M3/EIUETO HE € ITOCTaBEH ETHKET
3a UDI, ce ompenens uaeHTH(UKATOp HA ,,M3II0JI3BaHATA SIUHUIA™, 32 Jla Ce
CBBpXKE ymoTpedaTa Ha M3MIENHUETO C IaJeH MaIHeHT);

5. ume u apeCc Ha IPOU3BOJAUTEIIA, KAKTO Ca INOCOYCHU HAa CTUKETA,

6. EPH, u3nanen B choTBeTCTBHE C wieH 28, maparpad 2;

7. ako € UPHIOKHMO — HME U aJpec Ha YINBIHOMOIICHHS IPEICTAaBUTEIN
(KaKTO ca MOCOYEHU Ha ETHKETa);

8. KO 110 HOMCHKJIaTypaTa Ha MCEIUIUHCKUTEC U3ACJIHS CBIJIACHO YJICH 23,

9. kiac Ha U3CIIMETO B 3aBUCUMOCT OT pHUCKA,

10. axo e TIPUIIOKUMO — HAMMEHOBAHHUE WM THPrOBCKO HAMMEHOBAHHC,
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11.

13.

14.

15.

16.

17.

18.

19.

20.

21.

aKo € MPHIOKUMO — MOJET Ha M3JEIHeTO, Pe)epeHIHs] MM KaTaloKeH
HOMEp;

. JIOITBJIHUTEITHO OIMCAHKWE Ha MPOAYKTa (HE3aAbJIKUTEIHO);

aKo € NPHUJIOKHUMO — YCJIOBUSI HAa CbXpaHEHHE W/WiM padoTa ¢ M3IENUETO,
KaKTO ca IOCOYEHM Ha €THKeTa WIM B MHCTPYKLHMHUTE 3a yrnorpeda;

aKo € TIPUIOKUMO — JOMBIHUTEITHA THPTOBCKA HAUMEHOBAHHS Ha W3Ie-
JINETO;

Jlany € OMJIO eTHKETHpPAHO KaTo M3Jeine 3a eqHokpaTHa ynorpeda (JA/HE);

aKO € MPUIIOKUMO — MaKCHUMaleH Opoil MOBTOPHU yIOTPeOwH;

Jaid U3JeIHMEeTO € eTuKeTHpaHo kato crepuino (JA/HE);

Jany e HeoOxoauMma crepwiusanus npeau ynorpeba (JA/HE);

URL 3a pombiHuTenHa uHpOpMANUs, KAaTO HAMpUMEpP HMHCTPYKIHMH 3a
yrnotpeba B eneKTpoHHa (opMa (He3aJIb/KUTEIHO);

AKO € MNPWJIOKHUMO — KPUTUYHHU MPEAYTIPEIKACHUA HUIN MMPOTHUBONOKA3aHUA.

CTaTyC Ha M3JCJIMETO Ha ras3apa (Beue He ¢ Ha mas3apa, M33eTo, HPEINpUETH
ca JIeHCTBHS BbB BpPb3Ka C OE30MACHOCTTA).

YACT B
CHUCTEMA 3A UDI
Onpenenenus
ABTOMAaTHYHO pasno3HaBaHe M npountane Ha naHuure (AIDC)

AIDC e TexHOIOTHS, KOSITO CE M3II0J3Ba 32 aBTOMAaTUYHO IPOYMTAHE Ha
nannute. TexHonorusra 3a AIDC BxirouyBa 6apkojioBe, KapTH C YMIIOBE
(smart cards), OHOMETPUYHM [JaHHM U PaAJUOUECTOTHA MAEHTH(UKAIMS
(RFID).

bazos UDI-DI

Bbazosusar UDI-DI e mbpBHYHUAT MACHTU(HUKATOP HA MOJENA HA H3Je-
muero. Toit e DI, ompenenen Ha paBHUINE ,,U3MOJ3BaHA CIUHHNA HA
u3neneto. Toll € OCHOBHHAT KJIIOY 3a 3amucuTe B 0a3aTa JaHHU 3a
UDI u ce nmocouBa B chorBetHuTe cepruduxaty nu EC nexnmapanuum 3a
CBOTBETCTBUE.

DI Ha u3nos3BaHara eJIuHUIA

DI Ha wm3non3BaHaTa CAWHUIIa CIIYy>KH, 3a Ja C€ CBBPKE yHOTp€6aTa Ha
U3JC/IUE C MAIMCHT, KOTaTO BBPXY M3IIOJI3BaHATa €IMHHIA OT HU3ACIIUCTO
HEC € IIOCTaBE€H C€THUKET 3a UDI, HalpyuMeEp KOTaTO HAKOJIKO €AWHWUIHN Ha
€IHO MU ChLOIO HU3ICIHE Ca OITAaKOBAaHHU 3a€IHO.

W3penue ¢ xondurypauus

Wznenue ¢ koH(GUrypaiys € H3[IelHe, ChCTOSAIIO CE OT HSKOJIKO KOMIIO-
HEHTa, KOMTO MOTaT ja ObJaT Crio0eHH OT MPOU3BOJMTEINS B MHOXKECTBO
koH(purypanuu. Te3nm OTACTHM KOMIIOHEHTH MOraT camu 1Mo cebe cu jaa
MIPEICTABIISBAT H3/IENHS.
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Koudurypanust

Kondurypauunsita e koMOMHaLuUsI OT €IEMEHTH OT 000py/BaHE, MOCOYCHU
OT TPOM3BOAWTENS, KOWUTO (GYHKIMOHMPAT 3acOHO KATO H3JCIHe 3a
MOCTHTaHe HA ONpPEAeiCHO mpeaHasHadeHune. KomOunammsra OT
CIIEMEHTH MOXeE Ja ObIe MPOMEHEHA, MPHCIOCOOCHA WM HACTPOCHA 3a
3a/10BOJISIBAaHE HAa OCOOEHM MOTPEOHOCTH.

UDI-DI

UDI-DI e ynuxanen uugpos uiu OyKBeHO-LU(POB KOJ, ONpPEneNeH 3a
JlaJieH MOJIEJNl M3ZENNE, KOMTO ce M3I0J3Ba M KaTo ,,KII0Y 3a JOCThI JI0
uHdopmanuATa, cbXpaHsBaHa B 0asara gaHuu 3a UDIL

Yernueo o6o3naueHue (HRI)

HRI o3nayaBa 4eTAMBOCT Ha 3HALUTE B JAHHUTE, 3aKOAUPAHU B HOCHTEIS
na UDI.

HuBa Ha omakoBaHe

HuBa Ha onakoBaHe O3HauyaBa Pa3IMYHHUTE HUBA HA ONAKOBKM Ha WU3Jie-
JIMETO, CHABPIKAIIM ONPE/EICHO KOJIMYECTBO H3/ENHA, KaTo Halpumep
KapTOHEHa KyTHsl WIM Kab(.

Wnentnduxarop na npoussoncrsoro (UDI-PI)

UDI-PI e uudppo wumu OykBeHO-IM(DPOB KOI, KOWTO wHACHTH(DHUIHpPA
MPOM3BO/CTBEHATA CANHHUIA HA H3ICIHETO.

Paznmuunute Bumoe UDI-PI BirouBaT cepmeH HOMEp WIM HOMEpP Ha
napruaara, uaeHTuUKanus Ha codTyepa W/WiaM 1ara Ha MPOU3BOACTBO
WIM CPOK HA TOJHOCT WIIM M JBETE JATH.

Pagnouecrorna unentudukanus (RFID)

RFID e TEXHOJIOI'Usl, KOATO M3I10JI3Ba KOMYHUKALUA 4YpPe3 palMOBBLIIHU 3a
o0MeH Ha JaHHU MCEXKAY 4YCeTALIO yCTpOi’ICTBO u CJICKTPOHCH CTUKET,
TNPUKPEIIEH KbM IPEAMET, C LECJ I/II[eHTI/I(bHKaL[I/IS[.

ToBapuu KoHTeiHEpH

ToBapeH KOHTEHHep € KOHTEWHEep, NpU KOWTO MPOCIECAUMOCTTa Ce
KOHTPOJIPA 4pe3 CHELHANICH MPOIEC 3a JOTUCTHYHUTE CHCTEMH.

Vuukanen uaentudukarop Ha m3nenusra (UDI)

UDI e cepust ot 1mppoBr u OyKBEHO-IM(POBU 3HAIM, Ch3AaZCHA 4pe3
oOmonprera uASHTUGUKALMS HAa M3JEIHATa ¥ CTAaHJapTH 332 O3HA4YaBaHE.
Cucremara jJaBa Bb3MOYKHOCT 3a siCHa HJCHTH(UKAIMS HA CHOTBETHOTO
n3nenue Ha nasapa. UDI ce cweron ot UDI-DI u UDI-PI.

Jlymara ,,yHUKajeH* He BKJIOYBA CEPUIHOTO HOMEPHUPAHE Ha OTJICIHUTE
MIPOM3BOJICTBEHH EHHUII.

Hocwuren na UDI

Hocurenst wa UDI e cpeactBoTo 3a chobmaBane Ha UDI upe3 u3mo-
3Baneto Ha AIDC u ako e mpuioxkumo, HeroBoro HRI.

Hocurenure na UDI Brimtousat, inter alia, naeHTH(UKATHOHEH JTHHECH
Gapko, aByusmepeH marpuueH Oapkox, RFID.
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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.

OO0 M3UCKBAHUS

Hanacsinero Ha UDI e 1ONBJIHUTEIHO M3UCKBAHE, KOCTO HE 3aMEHS HHUKOE
OT M3MCKBAHUSTA 32 MapKHPOBKA WM 3a CTHKCTHUpPAHE, MPEIBHICHH B
MpUIOKeHHe | KbM HACTOSIIHS PErIaMEHT.

[IpouzBonutensat onpenens u nonabpka yHukanau UDI Ha uznenusra cu.

EnunctBeno npoumssoautenst moke aa Hanacsi UDI Ha uzgenuero wim Ha
HETOBHUTE OMAKOBKH.

Morar na GbIaT M3MON3BAHM CAMO CTAaHIAPTH 3a O3HAYABaHE, KOHTO ca
MPEIOCTaBeHH OT H3JaBaluTe CyOeKkTH, ompeneneHn ot Kowmmcusita
chriacHo uieH 24, maparpad 2.

UDI

UDI ce ompeznens 3a camMOTO H3JeNue WM Heropara omakoBka. Crien-
BAIl[UTC HHMBA HAa OMAaKOBaHE pasmojarat c¢bc codctBen UDI.

ToBapHHTEe KOHTEHHEPH ce 0CBOOOXKIaBaT OT M3UCKBAaHETO MO paszen 3.1.
Hanpumep, ne ce wusuckBa UDI 3a JOrHCTHYHM eAMHHULM; KOTaTo
JIOCTaBYMKBT Ha 3ApaBHM IPIKU IOPHYBA MHOXKECTBO H3JENUsl, KaTo €
nocouer UDI unn HOMepBT Ha MOJENIa Ha OTACIHUTE U3JeNINs, @ IPOU3BO-
JIUTENISAT MOCTaBsl TE€3U M3JENUs B KOHTEHHEp 3a TpaHCIOpTHpaHe WIN 3a
Jla 3alIUTH OTJEJTHUTE ONMAaKOBaHU M3JICIHs, 32 KOHTEHHepa (JIOrMCTHYHATA
€AMHMIA) HEe ce MpwiaraT m3uckBanusTa 3a UDI

UDI ce cuerou ot ase wactu — UDI-DI u UDI-PIL.

UDI-DI e yHukaneH Ha BCSKO HHBO Ha ONAKOBAHE Ha M3JEIHETO.

AKO BBpXY €THKETa ca MOCOYEHM HOMEpBT Ha MapTUAaTa U CEPUHHHAT
HOMep, HIeHTU(uUKaLKATa Ha copTyepa WIM CPOKBT Ha TOJHOCT, T ca
yact oT UDI-PI. Ako BppXy eTuKeTa e IOCOYeHa M JlaTa Ha MPOU3BOACTBO,
T He ¢ HeoOxomumo aa ce BkmouBa B UDI-PI. Axo BBpXy erHkera e
IIOCOYCHA CaMoO JaTa Ha MPOM3BOJCTBO, T ce m3noissa 3a UDI-PL

Ha Bcexkum KOMIIOHEHT, KOHTO ce cuuTa 3a H3Jellde U ce Ipejajara Ha
raszapa caMmoCTOsITeNIHO, ce ompenens otaenen UDI, ocBeH axko kowmro-
HEHTHTE HE Ca 4acT OT W3Jeine ¢ KoH(urypamus, Koero ¢ 0003HaueHO
cbe cBoil coberBen UDI

3a Habopute ce omnpenens U HaHacs TexeH cobctBeH UDI.

IIpouzBonutensat onpenens UDI 3a gageHo usnenue cbrilaCHO ChbOTBETHHS
CTaH/AapT 3a O3HAYaBaHE.

Wzuckea ce HoB UDI-DI, koraro e Hamuile mpoMsiHa, KosiTo OM Moria jaa
J0BeAC 10 norpeLm-la I/I}leHTI/Iq)VIKaLU/Iﬂ Ha HU3JICIIUETO I/I/I/IJ'II/I J10 HEesICHOTa
[0 OTHOIICHHWE Ha MpociequMocTTa My. Ilo-crenuanHo BCsKa MpOMsiHA B
€IMH OT CJIEJHMUTE €JIEMEHTH Ha JaHHWUTe B Oazarta nanau Ha UDI usucksa
nos UDI-DI:

a) HAMMCHOBAHUEC WUJIM TBbPrOBCKO HAMMCHOBAHUE,

0) BapuaHT WIM MOJEN Ha H3JENIUETO,

B) CTHKCTHPAHO KaTO HM3/eNHe 3a CIHOKpaTHa ymorpeba,

T) CTepHiIHA OMAaKOBKa,

1) HEOOXOAMMOCT OT CTEpUIIM3HpaHe Mpeau yrnorpeoda,
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4.2.

4.3.

4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

4.10.

4.11.

e) KOJINMYECTBO H3ACIHA B OIIAaKOBKAarTa,

)K) KPpUTUYHU TIPEAYNPEIKACHUS WA [IPOTUBOIIOKA3aHUS.

[MpousBoauTeny, KOUTO MPEONAKOBAT W/MIN MPEETUKETUPAT U3/IHS ChC
coOCTBeH eTHKeT, 3anasar janHu Ha UDI Ha mpousBoauTesns Ha OpUrH-
HAJIHOTO W3JEJIHe.

Hocuten na UDI

Hocutensat na UDI (AIDC ¢opmar u HRI dopmar na UDI) ce nocrass
BBPXY €TMKETa M BbPXY BCUUKH CIEABAlllM HHBA HAa OINAKOBAHE Ha U3Jle-
muero. ClieBaliure HUBAa HA OINAKOBAaHE HE BKJIIOYBAT TOBAPHHTE
KOHTEHHEepHU.

B cnywaii Ha 3HAaYMTENTHM OrpaHMYEHHMs Ha IPOCTPAHCTBOTO BBPXY
OlaKoBKaTa Ha W3IOJI3BaHaTa ejauHuna, Hocutensst Ha UDI Moxe na
ObJic TOCTABEH Ha CJEIBAIIOTO HUBO HA OMAKOBAHE.

3a u3zenusiTa 3a eAHOKpaTHa ynotpebda or kiac A u kiac B, onakoBanu u
eTUKeTHPaHU TMOOTIENHO, He ce u3ucksa HocuTeasT Ha UDI na e Bvpxy
ONAKOBKATa, HO €€ IMOCOYBA HA CJIEJBAIIOTO HHMBO HA ONAKOBAHE,
HanpuMep KyTusTa, ChAbpiKalla HAKOJIKO omakoBku. Koraro obGaue He
ce OdYakBa JOCTaBUMKBT Ha 3[paBHU TPWXKHM Ja MMa JOCTBI, KaTo
HarpuMmep B Ciydail Ha 3/7paBHU T'PUKU B JIOMAIIHMU YCJIOBMS, JIO CIEA-
BAIOTO HHMBO Ha omakoBaHe Ha wusjaenuero, UDI ce mocTtaBs BbpXy
OIIaKOBKATA.

3a u3menusita, MpeJHA3HAYCHN M3KIIOYMTEIHO 3a MyHKTOBE 3a Mpojakoda
Ha gapebHo, He ce wusuckBat UDI-PI 3a AIDC na ce mocraBst Ha
OITaKOBKaTa Ha CaMus MyHKT 3a Mpojaxoa.

Koraro nocurenu na AIDC, pazmuaan ot Hocuten Ha UDI, ca BrimroueHH
B €THKeTa Ha mponykTa, HocutensaT Ha UDI e "eTimBo mocodeH.

Axko ce n3nomssar jmHeliHn 6apkogose UDI-DI n UDI-PI morar na 6paat
BEPI)KHO CBBP3aHM B [Ba WJIM IIOBe4e Oapkoja wmim jga He Opjar
CBBbp3aHN. BCHYKM 4WacTH W eleMeHTH Ha JIMHEHHuS Oapkox ca pasrpa-
HUYHAMHU U SICHO OIPEIECITUMH.

AKO CBLIECTBYBAT 3HAYUTEIIHU MPEUKH MIPEJ] €IHOBPEMEHHOTO U3IOJI3BAHE
na gasara ¢opmara (AIDC u HRI) BbpXy erukera, ce HM3HCKBA IOCOY-
BaHETO BbpXy eTukera camo Ha ¢opmara AIDC. 3a usmenus obaue,
KOMTO ca TpeAHa3HaYeHH 3a M3II0JI3BAaHE M3BBH 3IPABHUTE 3aBEICHUS,
HaIpHUMep W3JeNus 3a 30pPAaBHU IPKU B JgoMammuu yciaosus, HRI ce
[OCOYBA BBPXY ETHKETa, JIOPU aKO B PE3y/lTaT Ha TOBA HE OCTaBa MACTO
3a AIDC.

®opmatsT Ha HRI e chobpasen npaBuiara Ha cyOekTa, U3jaBall Koja 3a
UDIL

Ako mpousBoauTensaT usnonsBa texHoijorusara RFID, Bbpxy erukera ce
MOCOYBA M JIMHESH WM JIByM3MepeH O0apKoa B CHOTBETCTBHE ChC CTaH-
Jlapra, MpelocTaBeH OT M3ABAIIUTE CyOEeKTH.

3a m3genusTa 3a MHOrOKpaTtHa ymotpeba Hocutenmsit Ha UDI e Bbpxy
camoto wu3aenue. Hocurenmar na UDI 3a wusgenust 3a MHOrokpaTHa
yrnorpeba, W3MCKBAIIM JE3MH(EKLHs, CTepHIN3alys WIM OOHOBSIBaHE
Npeay BCSKO CIIE/BALl0 H3MON3BAHE OT MAlMEHTa, OCTaBa TpaeH M
YeTJIMB CJIe]l BCEKU TPOLEC Ha MOATOTOBKA HA M3JEINETO 3a MOCIEIBAI0
U3M0JI3BaHE B PAMKHUTE Ha MPEJBHUICHUS CKCIUIOATALIMOHEH CPOK Ha M3/e-
JIHETO.

Hocurenst #a UDI ocraBa ueTnuB mpe3 IsuiaTa HOpMajiHa yrmotpeda u
LeJHST TPEJBUICH KCIUIOATAIMOHEH CPOK Ha M3JIEIHETO.
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4.12.

4.13.

4.14.

4.15.

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

5.8.

5.9.

5.10.

S5.11.

Axo Hocurensar Ha UDI e sicHO 4eTiMB M MOKE 1a ce CKaHupa Ipe3
OIIaKOBKaTa Ha M3/IEJTMETO, HE C€ M3MCKBA MOCTABIHETO HAa HOCHTENS Ha
UDI BBpXxy omaxoBkara.

Korato OTIACIIHU I'OTOBU HU3ACIUA CE ChCTOAT OT MHOXKCECTBO 4aCTH, KOHUTO
Tp}I6Ba Ja ce CrII00ST npeau nbpBata yHOTpCGa, € JOCTAaTb4YHO HOCHUTEIIAT
na UDI Jla C€ MOCTaBU CaMO BBPXY €4Ha OT YaCTUTE OT BCAKO M3IACIHC.

Hocurenst va UDI ce mocraest Taka, e ¢opmarst AIDC ma moxe ma
ObJ/ie IOCTBIICH MO BpeMe Ha HOpMaiHa paboTa WIH ChbXpaHCHHUE.

Hocurenmute Ha Oapkoma, BrmouBamu UDI-DI u UDI-PI, morar ma
BKJIFOUBAT M CHINECTBCHN JAHHU 32 (DYHKIMOHHPAHETO HA H3/CIUETO
WIA APYTH JaHHH.

OO6uw nmpuHuunu Ha 6azata manau 3a UDI

Bazara mannm 3a UDI jgaBa BB3MOMKHOCT 3a H3MOJ3BAaHE Ha BCHYKHU
OCHOBHM €JIEMEHTH Ha JaHHWTE B Oasata maHHu 3a UDI, mocouenu B
yacT b OT HAacTOAIOTO NMpHIIOKEHHE.

HpOPBBO}IPITeJ'lI/ITe OTFOBapHT 3a lprBOHa‘{aJ'IHOTO nmoJgaBaHe U aKTya.]'H/I-
3alMUTe Ha WICHTU(UKALMOHHATA MHGOOPMALMS U JPYTH €JIEMEHTH Ha
JIaHHUTE 3a U3JIeNreTo B Oazara manHu 3a UDI.

[punarat ce mMOAXOSIM METOAW/TIPOLEAYPU 3a BaJMAUPAHETO Ha
[PEIOCTABEHUTE JIAaHHU.

HpOPBBO}l]’ITeJ'lI/lTe MEPUOAUYHO ITPOBEPSABAT TOYHOCTTA HA BCUYKH HNaHHH,
CBBpP3aHU C U3ACIUATA, KOUTO Ca IIyCHAJIM Ha Iasapa, ¢ MU3KIIIOUYECHUE Ha
nu3aeiivaTa, KOUTO BEUC HE CC MPCAOCTABAT Ha Iasapa.

Hanuumnero na UDI-DI na wusgenuero B 0Oazata jganHu 3a UDI He
03Ha4yaBa, ue W3J/ICIMETO ChOTBETCTBA HA HACTOSIIUS PEIJIaMEHT.

Bazara JlaHHU JaBa BB3MOXKHOCT 3a CBBP3BAHETO Ha BCUYKM HHBaA Ha
OIIaKOBAaHC Ha H3JICIIUECTO.

Januure 3a HoBM UDI-DI ca HanuyHM KbM MOMEHTa Ha IIyCKaHe Ha
M3JIETIMETO Ha Tasapa.

[IpowsBomuTenuTe aKTyaau3upaT CHOTBETHHUS 3amuc B Oa3ara JaHHHU 3a
UDI B cpok or 30 aHM OT HampaBeHa NPOMsHA Ha [aJiCH EJIEMEHT,
KkoiTOo He m3ucksa HoB UDI-DI.

Koraro e BB3MOXHO, 0Oasara manHum 3a UDI mn3nomsBa MexmayHapoIHO
NIPUETH CTAaHJApPTH 32 II0JIaBAaHETO HA JIAHHU M TAXHOTO aKTyaJIH3HMpaHe.

IMoTpebutenckusar untepdeiic Ha Oasara mannHu 3a UDI e nanuuen Ha
BcHukK oduuuanHu e3umu Ha Cbro3a. M3nonsBaHeTo Ha mosera 3a
cBOOOJIEH TEKCT obaye ce CBeXkJa J0 MUHUMYM, 3a Jla Ce OrpaHuyaT
€3UKOBUTE MPEBOJIH.

JlaHHWTE 32 M31EIMs, KOUTO BEYe HE CE MPEJOCTaBsT Ha I1a3apa, OCTaBaT B
Oasara januu 3a UDI.

HpaBHna 3a KOHKPETHU TUIIOBE MU3CIIHNS

Wznenusta 3a MHOTOKpaTHa ymoTrpeba, KOMUTO ca 4acT OT Habop u
M3WUCKBAT IOYKCTBAaHE, ME3MH(EKIHs, CTepUIM3alis WK OOHOBSIBAHE
[pear BCsKa ClieBala ynorpeba oT moTpeOuTenuTe.
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6.1.2.

6.2.
6.2.1.

6.2.2.

6.2.3.

6.2.4.

UDI Ha Te3u u3aenus ce mocTaBs BBPXY U3IACITUETO U OCTaBa YCTIUB CJIC[
BCsKa IIpoueaypa 3a IIOArOTOBKAa Ha H3JACIMETO 3a CieaBalla yHOTpC6a.

Xapaxtepuctukure Ha UDI-PI, kato Hanpumep HOMep Ha mapTHaaTa WIN
CEPUEH HOMEP, CE OINPEJENAT OT IPOU3BOAUTEINS.

Codryep 3a m3menusra
Kputepun 3a onpenensue na UDI

UDI ce ompezelnst Ha CHCTEMHOTO paBHHUILE Ha copryepa. ToBa u3nucKBaHe
ce mpuiara camo 3a codTyep, KOHTO ce mpejiara Ha IHasapa CaMOCTOs-
TeJHO, U codTyep, KOHUTO caMm mo cede Cu MpesCTaBiiBa U3Jeiue.

OO6o3HavyaBaHeTO HA copTyepa ce CUMTa 32 MEXaHW3bM Ha MPOM3BOJCTBEH
KOHTpon u ce mocousa B UDI-PIL.

WzuckBa ce HoB UDI-DI BuHarm, koraro € Haluie NpOMsiHA IO
OTHOIICHHE Ha:

a) TbPBOHAYAIHOTO JEHCTBHE,
0) OesormacHOCTTa WM Tpe/IBUJICHATa ynoTpeba Ha codryepa,
B) THJIKYBaHETO Ha JaHHWTE.

Te3u nmpomMeHH ce OTHACAT JI0 HOBM WM U3MEHEHU AJITOPUTMU, CTPYKTYpH
Ha Oas3uTe JaHHM, OIepaTHUBHA IUIAT(GOPMA, APXUTEKTYpa HIM HOBU
HOTPeOUTENCKY MHTep(eiich MM HOBU KaHAIM 3a ONEpPaTHBHA ChBMEC-
THUMOCT.

Hesnauntennu npomenu B codryepa m3uckBar camo HoB UDI-PI, a ne
nos UDI-DI.

Hesnaunrtennure mnpomeHn B codryepa OOMKHOBEHO Ca CBBP3aHH C
OTCTpaHsBaHEe HA TIPEIIKH, MMOJXOOPEHHsS C OIJIe] M3IO0JI3BAEMOCTTa, KOUTO
HE ce BBBEKAAT C ILeJI 0OE30MacHOCT, MHPOrpaMH 3a CHIYPHOCT HJIN
ornepariBHa €(PEKTHBHOCT.

Hesnaunrenaute mpoMeHH B codrTyepa ce 0003HAYaBaT ChC CIICHHATHA
(opma Ha waeHTHUKAIMS HA TPOU3BOIUTEIS.

Kpurepun 3a nocrassaero va UDI 3a codryep:

a) Koraro copTyepbT ce MPEJOCTaBs Ha MaTepUalieH HOCHTEN, HalphMep
ype3 CD nmu DVD, Ha Bcsko HUBO Ha OMAKOBAaHE C€ IMOCOYBA ITBIHUST
UDI B yernuB 3a xopara u B AIDC ¢opmar. UDI Ha marepuanus
HOCHTEI, ChABPXKAIL cCOPTyepa, U Ha HEroBaTa OMAKOBKA € HICHTHYCH
¢ UDI, npucBoeH Ha CHCTEMHOTO paBHHUINE HAa codryepa;

6) UDI ce mpejocTaBs Ha JIECHO JIOCTBIICH €KPaH 3a I0JI3BATeNIs B JIECHO
yeTauB popmar ,,plain-text”, karo Hanpumep BbB (ailin ¢ onucaHueTo
WIN BKJIIOYEH B HAYAIHUS €KPaH;

B) codTyep, KOHTO He pasmojara € MOTpeOUTENCKH HHTepdeic, KaTto
HaNpUMep MEXKAMHEH MHTErpaloOHeH codryep 3a mpeobpasyBaHe Ha
n3o0pakenusi, Moke mga mnpemage UDI upes mpummoxHO-mIporpameH
unrepdeiic;

r) B €JIEKTPOHHUTE JUCIJIEH Ha cO(Tyepa ce M3MCKBA CaMO YETIMBAaTa 3a
xopara 4yact ot UDI. O6o3nauaBanero Ha UDI upe3 u3non3BaHero Ha
AIDC He ce M3MCKBAa B EIEKTPOHHUTE JHUCIUIEH, KAaTO HalpHMep
MEHIOTO ¢ MH(OpMalMs 3a CUCTEMAara, eKpaHa NpH 3apexkJIaHe U T.H.;

1) yeTnuBuUsT 3a xopata ¢opmar Ha UDI 3a codryep BriIrOUYBa HICHTH-
(ukaropu 3a mpunoxenueto (Al) Ha craHmapra, W3MOI3BaH OT HM3/a-
BaIuTe CyOeKTH, 3a Ja ce MOMOTHE Ha MOTpeOuTeNs Aa uaeHTHUIHpa
UDI u na ompenenu Koil cTaHAapT € M3MOJN3BaH 3a Ch3AABAHETO MY.
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IIPUJIOJKEHUE VII

MN3UCKBAHMUSI, HA KOUTO TPSABBA  JIA OTT'OBAPAT

HOTU®UIHUPAHUTE OPI'AHU

OPTAHM3ALIMOHHHN 1 OBLIU M3NCKBAHHWA

[IpaBen craryc m opraHmM3alliOHHa CTPYKTypa

. Bcexu HoTHdUIIMPaH opraH ce ch3/aBa ChINACHO HALMOHAIHOTO NPaBoO Ha

JIbpKaBUTE WICHKU WM MPABOTO Ha TpeTaTa JbpikaBa, C KOSATO ChIO3BT €
CKJIIOUMJI CHIOpa3yMEHHe 3a LeNTa. 3a Heropara MpaBocyOeKTHOCT U CTaTyc
TpsaOBa Ja MMa NbJIHA AOKyMeHTauusa. Ta3su JOKyMEHTalMs BKJIIOYBA
uHdopmaLys 3a COOCTBEHOCTTAa M IOPHAMYECKUTEe WIH (QU3HYECKUTE
JIMI@A, YHPaXKHSABAIIM KOHTPOJ BBPXY HOTH(ULUPAHHUS OpraH.

. AKO HOTU(HULVUPAHUAT OpPraH € IIPaBeH CyOEKT, KOWTO € 4acT OT IIo-

rojsiMa OpraHM3aLus, SICHO C€ JOKYMEHTUpAaT AeHHOCTUTE M M HeliHaTa
OpraHu3alMOHHA CTPYKTypa M yIpaBlIeHHE, KaKTO M Bpb3KaTa M C HOTH-
(unupanus oprad. B TakuBa ciy4yaum M3MCKBaHHATA, NOCOYEHH B pasfeln
1.2, ca IpUIOKKUMHI KaKTO 32 HOTHOHIMPAHHUS OPraH, Taka U 3a OpPraHH-
3alMATa, KbM KOATO TOH MPHHAJUICHKH.

. Ako naneH HOTU(UIMpPAH OpraH M3IEUI0 WM YaCTHYHO TNPHTEKaBa

NpaBHU CYOEKTH, YCTAaHOBEHM B Jbp)KaBa WICHKAa WM TpeTa IbpiKasa,
WIM € TPUTEXaBaH OT JAPYr NPaBeH CyOeKT, SCHO Ce ONMpEeNeNsT U JOKY-
MEHTHpAT JAEHHOCTUTE M OTFOBOPHOCTHTE Ha Te3M CYOSKTH M TEXHHTE
IOPUIMYECKH M ONEPATHBHM B3aMMOOTHOLICHUS C  HOTH(HULMPAHUSI
oprad. 3a mepcoHana Ha Te3u CyOeKTH, HW3BBPIIBAIL ACHHOCTH IO
OLICHSIBAHE HA CBOTBETCTBHETO CBIVIACHO HACTOSIIMS pPEIJIaMeHT, ce
NpUIAaraT CbOTBETHUTE U3UCKBAHMS HA HACTOSIIUS PErJIAMEHT.

. OpFaHHSaHI/IOHHaTa CTPYKTypa, pasnpeAcjaceHueTOo Ha OTIOBOPHOCTHUTE,

HepapxuuHata CTPYKTypa M (DyHKIMOHMPAHETO Ha HOTH(MHLUHUPAHUSI
opraH ce OpraHu3Mpar Taka, 4ye Ja Ce rapaHTupa JOBEpHeTo B paboTaTta
Ha HOTH(MHULMPAHUS OPraH U B PE3YJNTATHTE OT HPOBEKIAHUTE OT HEro
JIEHHOCTH IO OLEHSBAHE HA CHOTBETCTBHETO.

. HOTPId)I/II_II/IpaHI/ISIT opraH sCHO JOKYMCEHTHpa CBOsTa OpraHu3aliiOHHaA

CTPYKTYpa U (YHKLHUTE, OTTOBOPHOCTHTE M MPABOMOIIMUATA HA BHCILIETO
CH PBKOBOJICTBO M HA OCTAaHAIMs MEPCOHAI, KOITO MOXKE /1a UMa BIMSHHE
BbpPXy paboTaTa Ha HOTHOULHMPAHHS OpPraH BBPXY PpE3YJNTATHTE OT
JICHHOCTHTE My TO OLICHSBAaHE HAa CHOTBETCTBHETO.

. HoTuduumpanust opraH ompejens JMIaTa BbB BHUCIIETO PHKOBOJICTBO,

KOUTO HUMAT IIBJIHU IIPAaBOMOIIUSA W HOCAT ITbJIHA OTIOBOPHOCT 3a:

a) OCUT'YPSIBAHECTO Ha MOAXOISIIHN peCypcH 3a JIGMHOCTUTE TIO OILICHSIBAHE
Ha CBbOTBETCTBUECTO,

0) pa3pabOTBaHETO HA MPOLEAYPH M MOJUTHKH 3a (YHKIIMOHHPAHETO Ha
HOTH(UIMPAHKST OpTraH;

B) HaJg30pa BBPXY MPWIAraHETO Ha MPOLEAYpPHUTE, IOJUTUKUTE U
CHCTEMHUTE 32 YIpaBJICHUE HAa Ka4eCTBOTO Ha HOTU(HMIUPAHUS OpraH;

r) Haa3opa BbPXY (UHAHCHTE Ha HOTH(HLHUPAHHS OPraH;

N) JACHHOCTUTE M PEIICHHsTa, B3eTH OT HOTU(MIMpPAHUSI OpraH, BKIIIO-
YUTEIHO CHOpPa3yMEHUS;
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1.2.1.

1.2.2.

1.2.3.

€) JeJerHpaHeTO Ha MPABOMOIIMS Ha IEPCOHANa W/HWIM KOMHTETHUTE,
KOraTo TOBa € HEOOXOAWMO, 3a W3IBJIHCHUETO Ha OIPEeICHI
NCHHOCTH;

’K) B3aMMOJICHCTBHETO C OpraHa, OTrOBapsll 3a HOTH()ULUPAHUTE OPraHH,
U 3a]{bJDKCHUATA BBB BPb3Ka C KOMYHHKAIMUTE C JPYTH KOMIIETCHTHU
oprann, Komucusra u Apyr# HOTHGUIMPAHH OPTaHM.

HeszaBucumocTt 1 0e3MpHCTPACTHOCT

HOTI/I(bI/II_II/IpaHI/ISIT opraH € TpeTo JIMLE, HE3aBUCUMO OT IIPOMU3BOAUTEIISA HA
U3JCJIINETO, BbB BPb3Ka C KOWTO U3BBpLIBA JICHHOCTHUTE TIO OlICHSBaHE Ha
CBbOTBECTCTBHCETO. HOTH(bHHHpaHHSIT € CbUIO TaKa HE3aBUCUM OT Apyru
HWKOHOMHYECKH OIlepaTopu C€ HHTEPEC KbM H3IACIUETO, KAKTO U OT
BCHUYKHW KOHKYPCHTH Ha I[POU3BOAUTECIIA. ToBa He H3KIIOYBA BBH3MOXK-
HOCTTa HOTI/I(iJI/IL[I/IpaHI/ISIT opraH Ja H3BbpUIBA JIGMHOCTH IO OILICHSIBAaHE
Ha CHOTBETCTBHUETO 32 KOHKYPEHTHHU NPOU3BOAUTEIIN.

Hortudunupanusar opraH e opraHus3upaH ¥ (yHKIMOHHMpA Taka, 4e Ja
ObaT 3ama3eHd HE3aBHCHUMOCTTAa, OOEKTUBHOCTTa M OE3MPUCTPACTHOCTTA
Ha JeiHoctHTe MM. HoTmduimpaHusT OopraH IOKyMEHTHpAa M BBBEKAA
CTPYKTypa W TIPOIEAYypH 3a OCHTYpsBaHE Ha OE3NMPHUCTPACTHOCT M 3a
HAchpyaBaHe M TIPWIATaHe Ha NPUHIMINTE Ha OE3NMPUCTPACTHOCT B
[sUIaTa CU OpraHM3alys, CPeA LENHsS CH MEePCOHANT M B JEHHOCTHUTE CH
10 oueHsBaHe. Te3n mporeaypu NpeIBIKAAT yCTaHOBSIBAHE, Pa3Clie/IBaHE
1 HaMHpaHE Ha pPelIeHHEe NPU BCUYKHU CITydad, B KOUTO MOXKE J]a Bb3HUKHE
KOHQIHMKT Ha HHTEPECH, BKIIOYUTENIHO YYacTHETO Ha CBHOTBETHHS
CIIy)KUTEJl B KOHCYNTAaHTCKM YCIYrM B cdepara Ha H3ACIUATA MPEIU
Ha3HAYaBaHETO My Ha paboTa B HOTHU(HUIMpaHus opraH. PascnenBanero,
pe3ynTaTuTe M HAMEPEHOTO PEIICHHE CE JOKyMEHTHpaT.

HoTtudunupanusat opran, HEroBOTO BHCIIE PBKOBOACTBO M IEPCOHATBT,
OTroBapsIl 3a U3MbIHEHNE HA 3aa4NTe 10 OICHSIBAHE Ha ChOTBETCTBUETO,
HE MoraT:

a) Ja ObJaT MPOEKTAHT, IIPOU3BOAUTEN, JOCTABUHK, JIUIE, KOETO MOHTHPA,
KyIyBay, COOCTBEHHK WJIM CTPYKTypa IO TOJJIPBKKA Ha H3JEIHATA,
KOWTO OLICHSBAT, HUTO YITBJIHOMOIICH TIPEJCTABUTENl Ha HIKOE OT
Te3u Juia. ToBa OrpaHMYEHHE HE M3KIIIOYBA 3aKyNyBaHETO M YIOT-
pebata Ha OLEHSABAHM M3JENUs, KOUTO ca HEOOXOMUMH 3a AEHHOCTUTE
Ha HOTH(UIMPAaHUs OpraH M 3a HM3BHPLIBAHETO HA OILCHSIBAHETO Ha
CBHOTBETCTBUETO, WM YIOTpebaTa Ha TaKWBa W3NS 3a JIMYHH LIEJIH;

6) Jla B3eMaT y4dacTue B IPOCKTUPAHETO, IMPOU3BOACTBOTO HIN I/I3pa60T-
BaHCTO, MpEUIaraHeTO Ha Masapa, MOHTHPAHETO W H3IOJI3BAHETO WJIHU
noAApbKKaTa Ha MU3ACIUsATA, 3a KOUTO Ca Ha3sHAa4Y€HWU, HUTO [a IIpea-
CTaBJIABAT CTPAHUTE, aHT'AXXKHUPAHU B TE3U [[ef/'IHOCTI/I;

B) Jla ce BKIIOYBAT B JEHHOCT, KOSTO MOXE Ja € B IPOTHBOpEYHE C
TAXHATa HE3aBHCUMA IIPEICHKA M IIOYTECHO IIOBEJCHUE IO OTHOIICHUE
Ha JIEWHOCTHUTE TIO OIICHSBAaHE HA CHOTBETCTBHETO, 32 KOHTO Ca OIpPEIl-
€JICHU;

r) [a TpemiaraT WM MPEIOCTaBIT KaKBaTo W [Ja ¢ yCIyra, KOATo Ou
MOrfia [1a 3acTpallidl JOBEPHETO B TAXHATAa HE3aBHCHMOCT, OE3MpH-
CTPACTHOCT WM OOEKTUBHOCT. [10-KOHKPETHO Te HE MpEiarar, HHUTO
MPEIOCTABAT KOHCYNTAHTCKH YCIyTH Ha TPOU3BOAUTENS, YITBIHO-
MOIIEHAST My TPEACTABUTEN, JOCTABYMK WM THPTOBCKH KOHKYPCHT
[0 OTHOLICHHE HA MPOCKTHPAHETO, M3PabOTBAHETO, MPOM3BOACTBOTO,
MpeTaraHeTo Ha Ta3apa WK TOIIPHKKAaTa Ha OLCHSBAHUTE W3ICITHS
WA TPOLIECH, U
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1.2.7.

1.2.8.

1.2.9.

1.3.
1.3.1.

[[) Jla ca CBBbp3aHM C OpraHu3alusi, KOSATO IIPEAOCTaBsI KOHCYJITAHTCKUTC
yciiyru, IOCOYCHH B 6y1<Ba I‘). Tosa OIpaHUYCHUE HE U3KIIOYBa
JICHHOCTH TIO 06Hl0 06yquHe, KOUTO HC KacasT KOHKPETCH KIMCHT U
Ca CBbp3aHUM C HOpMaTHBHATa ype)l6a Ha u3acCiuATa UJIn CbC CBOT-
BETHUTEC CTaHOApPTH.

VyacTHeTo B KOHCYNTAHTCKH YCIYTH B cdepara Ha H3ACTMSITA TPEAN
3aI0YBaHETO Ha PaboTa B HOTH(GUUIMPAHWS OpPraH ¢ HAIBIHO JIOKYMCH-
THPaHO B MOMEGHTa Ha 3all0YBaHETO Ha paboTa W MOTCHIUATHHTE
KOH(IIMKTH HAa WHTEPECH ce HAOIIOJaBaT M peIiaBaT B CHOTBETCTBHE C
HACTOSIIOTO MPHJIOXKEHHE. UJIEeHOBeTe HA IMEpCOHaTa, KOWTO, MPEa Ja
3amovyHaT pabota B HOTH(UIMpaHHS OpraH, ca OWJIM HaeTh OT
KOHKPETCH KIHEHT WM Ca MPEIOCTABSIN KOHCYNTAHTCKH YCIyTH B
chepara Ha HU3OENUATa HA TO3M KOHKPETCH KIHMEHT, HE M3BBPIIBAT
NEHHOCTH TI0 OLICHSBAHE HA CHOTBETCTBHETO 32 TO3M KOHKPETCH KIHCHT
WM 33 OPYKECTBA, NMPHHAMICKAIIM KbM ChIIATa TPyMa, 3a CPOK OT TPHU
TOJMHM.

lapanTpa ce Oe3MPUCTPACTHOCTTA HA HOTH(UUUPAHUTE OpraHH, Ha
TSAXHOTO BHCIIC PBKOBOJCTBO M HA IIEPCOHANA, OTIOBApPSI] 3a OLCHSI-
BaHeTO. Pa3MepbT Ha BB3HATPAXKICHUETO HA BHUCIIETO PHKOBOACTBO M Ha
HepcoHasa, OTroBapsiil 3a OLEHSIBAHETO, HA HOTU(GUIMPAHUST OPraH, KaKTO
U  Ha M[OOJAUSINBIHUTEINTE, Y4YaCTBalllM B CBBbpP3aHU C OLECHABAHETO
NeHOCTH, HE 3aBHCH OT pE3YJITaTHTC Ha H3BBPIICHUTE OLICHIBAHUS.
Hotudunupanure OpraHd ONOBECTSBAT IMyONIMYHO JCKIapalUuTe 3a
MHTEPECH Ha BHCLICTO CH PBHKOBOACTBO.

Axo cOOCTBEHUK Ha HOTH(HILMPAHMS OpraH € MyOJNYHONpaBeH CyOeKT
WIM UHCTUTYLMS, C€ TapaHTHpaT M JOKyMEHTHpAT HE3aBUCHMOCTTa U
JIMIICAaTa Ha KOH(UIMKT Ha MHTEPECH MEXJy OpraHa, OTrOBapslll 3a HOTH-
(ULMpaHUTE OpPraHW, W/MIM KOMIIETEHTHMS OpraH, OT €JHa CTpaHa, U
HOTH(UIMpPAHUS OpraH, OT Jpyra CTpaHa.

HoTtudunupanusar opran rapantupa U JOKyMEHTHpa, 4ye JAeHHOCTUTE Ha
HErOBUTE IIOJETIEHMS WM HOAU3IBIHUTENM M Ha JPYr CBBP3aH Opra,
BKJIIOUUTENIHO JEHHOCTUTE HA HETOBHTE COOCTBEHMIM, HE 3acsrar
HEroBaTa HE3aBUCUMOCT, OE3MPUCTPACTHOCT MM OOEKTHBHOCTTA B
JIEHHOCTHTE MY IO OLEHSIBaHE HAa ChOTBETCTBHETO.

Hortuduimpanust opraH W3BBpIIBA ICHHOCTHTE CH CHIJIACHO HAOOp OT
MOCIIEIOBATENIHA, CIPABEUTMBH ¥ TPHUEMJIMBU YCIOBUS, Karo B3eMa
MPEIBHU/ MHTEPECUTE Ha MAIKUTEe W CPECIHHUTE MPEANPUSTHS MO CMHCHIA
Ha [Ipernopska 2003/361/EO BBB Bpb3Ka C TakCUTE.

V3uckBaHusATa, YCTAHOBEHW B HACTOSIIMS Pasziell, He M3KII0YBAT oOMeHa
Ha TeXHUYecKa MH(OpPMALMsd W HACOKM BBB BpPb3KAa C HOpMAaTHBHATa
ypenba Mexay HOTHGHULUHMPAHHUS OpraH M MPOU3BOAUTENS, KOWTO MOjaBa
3asBJICHHE 32 OLICHABAHE HA CHOTBETCTBHUETO.

IToBeputennoct

HoTtudunupanusar opran uMa JOKyMEHTHPaHU MPOLELYpH, KOMTO rapaH-
THPAT, Y€ HErOBUAT MEPCOHAT, KOMHUTETH, MOJAENEHUs], MOAU3IIBIHUTENN
WIM Jpyr CBbP3aH OpraH WM IEpCOHAl Ha BBHIIHUM OPraHM CIa3BaTr
MOBEPUTEIHOCTTa Ha MH(MOPMALMATA, IOIyueHa IIPU HU3IIBIHEHUETO Ha
JIEHHOCTUTE II0 OLEHSABAHE HA CHOTBETCTBUETO, OCBEH KOraTo HEHHOTO
pasriacsiBaHe ceé M3UCKBA 10 3aKOH.

IlepconansT Ha HOTHOHULUMPAHHWS OpraH ChasBa 3aJb/DKCHHETO 32
cry)xkeOHa TaiflHA TIPM W3MBIHEHWETO HA CBOWTE 3a/addl  CBHITIACHO
HACTOSILIMSL PETJIAMEHT WM BCSKA pasnopenda Ha HALMOHAIHOTO IIPaBO
32 HEroBOTO TpHJIAaraHe, OCBEH II0 OTHOIICHWE HA OpraHa, KOWTO
oTroBapsi 3a HOTH(GHUIMPAHWTE OpraHH, OpPraHWTe, KOMIICTCHTHH 3a
n3fienuATa B AbpkaBUTe uieHkH, wim Kommcumsra. OcurypsiBa ce
3alMTa Ha TpaBara Ha coOcTBeHOCT. HoTuduimpanusT opran numa aoKy-
MEHTHPAHN MPOIEIYpH MO0 OTHOIIEHHE HAa HM3WCKBAHMATA HA HACTOSIINS
paszern.
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1.6.2.

2.2.

OTroBOpHOCT

HoTtudunupanusr opran CKIIIOUBa MOJXOASIIA 3aCTPAXOBKa 3a MOKPHBAHE
Ha OTTOBOPHOCTTAa CH BBB BPB3Ka C JEHHOCTHTE CH IO OIICHSABAHE Ha
CBHOTBETCTBHETO, OCBEH KOTaTO OTTOBOPHOCTTAa CE€ MOeMa OT ChOTBETHATa
JIbpiKaBa 4YJCGHKA CBIVIACHO HAIMOHAIHOTO TIPaBO WIJIM KOraTo TasH
JIbpKaBa 4ICHKA € MPSIKO OTTOBOPHA 3a OLCHSBAHETO Ha ChOTBETCTBHETO.

O6xBaTbT © OOWIOTO (UHAHCOBO TMOKPUTHE HA 3acTpaxoBKara 3a
MOKPHMBAHE HAa OTTOBOPHOCTTa CBHOTBETCTBAT HAa HMBOTO M reorpadckus
00XBaT Ha JEHHOCTHTE Ha HOTH(UIMpPAHHS OpPraH M ca ChOOpa3eHH C
puCKOBHs NPO(HUI HA HU3JEIMATA, CEPTUGUUMPAHU OT HOTH(OULUPAHHS
oprad. 3acTpaxoBKaTa IIOKpPHBA CJIy4auTe, B KOUTO HOTHOHIMPAHHAT
opran Moxe 1aa Obie 3aJb/DKEH Jla OTHeMe, OrpaHH4Yd W CIIpe
JICHCTBHETO HAa cepTH(HUKATUTE.

DHUHAHCOBU W3MCKBAHUS

Horudunupanusr opran pasmnonara ¢ (UHAHCOBUTE PeCypcH, Heo0-
XOIMMH 3a M3BBpIIBAHE HAa JEHHOCTUTE MYy IIO OLEHSBAHE HAa ChOTBETC-
TBHETO B PAaMKHMTE€ Ha ONPEJENIEeHHMS My MaHAaT M CBbP3aHHUTE C TOBA
cTonaHcku onepauuu. Toilt TOKyMEHTHpa M IpeJCTaBs J0Ka3aTelcTBa 3a
(DMHAHCOBHUTE CH BB3MOXKHOCTH M CBOSATA IBJITOCPOYHA HMKOHOMMYECKA
KU3HECTIOCOOHOCT, KaTO CE€ OTYMTAT KOHKPETHUTE OOCTOSTENCTBA IIPU
eTana Ha I'bPBOHAYAJIHOTO 3alOYBaHE Ha AEHHOCTTa My, B 3aBHCHMOCT
OT clydasl.

VYyactue B KOOPAWHAIMOHHU JIEHHOCTH

Hotudwuimpanusar opraH ydacTBa B ChOTBETHHTE JCHHOCTH IO CTaHAap-
TH3ALWUs U ICHHOCTHTE Ha KOOPAMHALMOHHATA TPyIa HA HOTU(GUIHPAHUTE
opranu, mocodeHa B uieH 49 ot Permament (EC) 2017/745, wnmm
rapaHTHpa, 4€ OTrOBApSIIMAT 3a OLCHIBAHETO MEPCOHAT ¢ MHMOPMHUpaH
3a Te3W JACHHOCTH, a OTTOBAPSIIMAT 32 OLCHSIBAHETO M B3EMAHETO HA
pelieHusl TepcoHan € WH(GOPMHpaH 3a CHOTBETHHUTE 3aKOHOIATEIHH
aKTOBE, HACOKH W HAW-T00pH MpPaKTHKH, TPUHETH B paMKHTe Ha
HACTOSIIMS PETJIAMEHT.

HoTtuduuupanust opran B3eMa MNpeABHJ HACOKUTE U Hai-100puTe
MIPAKTHKH.

WU3UCKBAHIA 3A YIIPABJIEHUETO HA KAYECTBOTO

HOTI/ICI)I/II_II/IpaHI/IXT OopraH Cb3JaBa, JOKYMEHTHPA, U3IIBJIHABA, NOAABPKA U
PBKOBOAU CUCTEMA 3a YIIPABJIICHUE Ha Ka4€CTBOTO, KOSATO € IoAxoAsia €
oriuea Ha €CTECTBOTO, C(bepaTa n Mama6a Ha JCHHOCTHUTE My 10
OLCHsABAHE HA CHOTBETCTBHETO M KOATO MOXKE Ja moAarnomara U aa CBHIC-
TCJICTBA 3a IIOCICAOBATCIIHOTO HM3IBJIHCHHUC Ha HW3HWCKBaHHUATaA II0
HacToAIMUA PETJIaMCHT.

Cucremara 3a yHOpaBJIECHHE Ha Ka4d€CTBOTO Ha HOTH(bHHHpaHHﬂ opran
BKJIFOUBA HaH-MaJiko CJIICIHOTO:

a) CTPYKTypa MW JHNOKYMEHTallMs Ha CHUCTEMaTa 3a YHNpPaBJICHHE, BKIIIO-
YUTECIIHO IMOJIUTHUKUTE M LECIHUTE HA HEWHHUTE HCﬁHOCTH;

0) MOJMTHKH 3a Bb3JaraHe Ha ACHHOCTHM M OTTOBOPHOCTH Ha MEPCOHANA;

B) OILCHSBAHC M MPOIEC HAa B3EMaHE HA PELICHHs CHOOPA3HO 3amadmTe,
OTTOBOPHOCTHTE M POJISITA HA TIEPCOHATA M BHCIIETO PBKOBOJICTBO Ha
HOTH()UIMPAHKSI OpraH;
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2.3.

2.4.

3.1.
3.1.1.

I‘) TUIaHUpaHE, MPOBEXKIAHE, OLCHABAHC W IIPHU H606XOL[I/IMOCT, ajari-
THpaHE Ha IPOLCAYPHUTE 3a OLCHSABAHC Ha CHOTBETCTBUETO,

JI) KOHTPOJI Ha JOKYMEHTHTE;

e) KOHTPOJI Ha 3alTUCUTE;

) Tperjean Ha ynpaBIeHHETO;

3) BBTPCUIHU OJAUTH;

1) KOPUTHPAIIU U IPEBAHTUBHU AEHCTBUS;

W) cuUrHaIM W Kauow,

K) NpoabJDKaBallo OOyYEHHE.

Korato JOKYMEHTUTE C€ MU3II0JI3BAT Ha HAKOJIKO €3HKa, HOTI/I(bI/II_II/IpaHI/ISIT
OopraH rapanTupa U KOHTpOJHpa AaJid T€ UMAT €JHO U CHIIO ChAbPIKAHUC.

Bucmiero PBKOBOACTBO HaA HOTI/I(l)I/II_II/IpaHI/IH opraH rapaHTupa, 4e
cucremMara 3a YyHOpaBJICHHE Ha KadeCTBOTO € HAIlbJIHO pa36paHa,
IpujiaraHa W Chia3BaHa B IisJlaTa OpraHu3alus Ha HOTI/I(l)I/II_II/IpaHI/IH
OpraH, BKJIIFOYHUTCIIHO HETOBUTEC MOJACICHUA WA TMOAU3IBIHUTCIN, KOUTO
ydacTtBar B JIEMHOCTH 3a OLICHSBAaHE Ha CBHOTBETCTBHETO CBIVIACHO
HacToAIMUA PETJIaMCHT.

Hortuduuupanust opraH H3MCKBa OT LENUs HEPCOHAN OQHIHMAIHO Ja
[I0eMe aHTaKMMEHT, Ype3 IOJIINC WM PAaBHOCTOEH aKT, Jla CIa3Ba IpoIie-
JIypUTe, ONpEIeNeHn OT HOTHQHUIMPaHHUS oOpraH. To3M aHTQKHUMEHT
BKJIFOYBA AaCIIEKTH, CBBP3aHM C IIOBEPUTEIHOCTTa M HE3aBUCHMOCTTa OT
TBPrOBCKM U JIPyTM WMHTEPECH W BCSIKAKBHM CBIIECTBYBAIIN WM
MIPEAXOAHN BPB3KH ¢ KiameHTHTe. OT mepcoHana ce M3MCKBA Ja IMOMBIHN
MIICMEHA AEKIapalys 3a Cla3BaHE Ha NPUHIMINTE HA IMOBEPHTENIHOCT,
HE3aBUCHMOCT M O€3IpPHCTPACTHOCT.

N3UCKBAHUS 3A PECYPCUTE
OOmM U3UCKBAHUS

HOTI/I(bI/II_II/IpaHI/ITe OopraHu Tpf{6Ba Ja Morat Ja Hu3IObJIHABAT BCHYKHU
3a/a4y, BB3JIOKCHHU UM CbHIVIACHO HACTOALINS PErjiaMeHT, C Hal-BUCOKA
CTCIICH Ha ITOYTCHO HpO(bGCI/IOHa.IIHO IIOBCACHUEC U HCO6XO,HI/IMaTa KOMIIC-
TCHTHOCT B OIlIpeJciieHaTa 06J'IaCT7 HE3aBUCUMO JajIi TE3U 3aJjadyu CC
U30BbJIHABAT OT CaMUsl HOTI/I(i)I/II_II/IpaH OpraHu HJid OT HETOBO UMC M Ha
HETOBa OTTrOBOPHOCT.

[lo-KOHKpPETHO HOTHU(HIMPAHUTE OPraHM pasHoiaraT ¢ HEoOXOIUMUS
[epCcOoHaT M MNPHUTEeKABAT WIM HUMaT JOCTBI JO IBUIOTO 00OpyIBaHe,
CHOPBKEHUSI M KOMIIETEHTHOCT, KOHMTO Ca HEOOXOAMMH 3a IPABHIHO
M3MBJIHCHUE HAa TEXHWYECKUTE, HAYYHUTC M aIMUHHCTPATUBHUTE 3aadd
B PaMKUTE Ha JICHHOCTHTE MO OLEHSBaHE HA ChOTBETCTBUETO, BHB BPB3Ka
¢ KOUTO ca onpeseneHd. ToBa M3UCKBaHE MPEAIonara, 4e Mo BCSIKO BpeMe,
3a BCsKa MpOLEAypa MO OLCHSIBAHE HA CHOTBETCTBHETO M 33 BCEKH THII
W3/IeNHs, 33 KOMUTO € OIpelelieH, HOTH(GHUIMPAHUAT OpraH pasroiara
MOCTOSIHHO C JIOCTaThYeH aJMHUHUCTPATHBEH, TEXHHYECKH M HaydeH
MepPCOHA ¢ ONMHT M 3HAHUS B 00JACTTa Ha CHOTBETHUTE M3MICNHUS U CBBP-
3aHUTE C TSIX TEXHOJOrHu. TOo3M mepcoHaa € JocTaTbhyeH KaTo Opoiika, 3a
a ce TrapaHTupa, 4Ye CHOTBETHUAT HOTHQHIMPAH OpraH MOXe Ja
W3IBJIHSABA 3aJaYUTE MO OLEHSIBAHE HA CHOTBETCTBUETO, BKIFOYHMTEIHO
HAa MeIMLMHCKAaTa (DYHKIMS, 32 HW3BBPIIBAHE Ha OLCHKA Ha ACHCTBHETO
U JEeHCTBHETO M O€30IaCHOCTTAa HAa W3JENHATA, 32 KOUTO € ONpeleleH, ¢
OrJie]] Ha M3MCKBAHMATA 110 HACTOSIIMS PETJIAMEHT, U TO-KOHKPETHO TE3H
mo mpuioxenue I.
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3.2.
3.2.1.

3.2.2.

O6111aTa KOMIIETCHTHOCT Ha HOTI/I(bI/IHI/IpaHI/I}I Opran € TakaBa, 4€ J1a MYy
II03BOJIsSIBA A OLICHsIBA TUIIOBETC H3JCJIUS, 3a KOUTO € OIPECICIICH. Hortu-
(bI/II_H/IpaHI/IfIT opraH pasnojara ¢ 10CTaTb4Ha BbTPCIIHA KOMIIETCHTHOCT 3a
KPUTHYHO OLCHABAHEC Ha OLCHABAHHUATA, U3BBPHICHW OT BbHHIIHU
CKCIICPTH. 3aIIa‘-II/ITC, KOHUTO HOTH(bHHHpaHHﬂT Oopran HE€ MOXE Ja
Bb3j1ara Ha IOJAUSIIBJIHUTEIH, Ca IIOCOYCHHU B pa3fci 4.1.

IlepcoHanbT, KOWTO y4acTBa B YIPaBICHHETO Ha JCHHOCTHTE HA HOTHU(H-
LMPAHMS OPraH IO OLEHSIBAaHE Ha ChOTBETCTBHETO 10 OTHOILICHHE HA U3Jie-
JMATA, TPUTEKAaBa HEOOXOJMMMTE 3HAHMS C OIJIeJ Cb3JaBaHETO MU
(DYHKLIMOHMPAHETO HA CHCTEMa 3a 1MOJ0Op Ha IepcoHana 3a OLEHsIBaHEe
U NpOBEpKa, 3a MPOBEPKA HAa KOMIIETEHTHOCTTa MY, 3a pa3pellaBaHe Ha
U3IBJIHEHUETO HA 33Ja4UTe My M TSAXHOTO DAs3NpeiesieHHe, 3a OpraHu-
3MpaHe Ha TbPBOHAYAIHOTO M TEKYIIOTO My OOydYeHHe, KakTo M 3a
Bb3JIaraHe Ha HEroBUTE 3aIbJDKCHHs M HaOJIOAEHHMETO My, Taka 4e ja
ce rapaHTupa, 4e HEepPCOHAIBT, KOWTO IMPOBEXJa M HM3BBPILIBA JCHHOCTH
[0 OLEHSBAaHE W MPOBEPKA, ¢ KOMIIETEHTEH Jia M3ITBJIHIBA BH3JIOKCHHTE
My 3aJlauH.

HOTI/I(I)I/II_II/IpaHI/ISIT opraH oIrpeneiass IMOHE €JHO JUIe B pPaMKHUTE Ha
BUCHICTO CH PBKOBOJACTBO, KOCTO J@ HOCHU LSJIOCTHA OTTOBOPHOCT 3a
BCHUYKH HCﬁHOCTH II0 OLCHABAHEC Ha CHOTBETCTBHUETO HA M3ACIIHATA.

Hotudwuimpanusr OpraH rapaHTHpa, dYe IEPCOHATBT, ydYacTBaml B
JEHOCTH MO OLCHSBaHE Ha CHOTBETCTBUETO, MOJIBPKA CBOSTA KBAlH-
(uKamus ¥ eKCIIePTeH OIUT, KaTo MpWiara CHCTeMa 3a OOMEH Ha OIHT
U mporpama 3a MpojabJDKaBamio o0y4eHre n o0pa3oBaHHE.

HoTtuduuupanusar opran siCHO IOKyMEHTHpa OOXBaTa W TPaHULUTE Ha
3abJDKEHHATa M OTTOBOPHOCTHTE, M KaKTO M HHBOTO Ha IIPaBOMOLIMS
Ha IEPCOHANA, BKIIOYMTEIHO MOAU3IIBIHUTENNTE U BBHIIHUTE EKCHEPTH,
KOWTO y4acTBa B JICHHOCTHTE I10 OLEHSBaHE HA CbOTBETCTBHETO, MU
CHOTBETHO I'M CBEXK/JA 10 3HAHHMETO HA TO3M MEPCOHAL.

KBaJ'II/I(bI/IKaI_[I/IOHHI/I KpUTEpUHN 1O OTHOLICHHUE Ha IMEpCOHaAIa

HoTtudunupanusar opran omnpeaenss U AOKYMEHTHPa KBIM(DUKALMOHHU
KPUTEPHH M TPOLEIYPH 3a MOAOOpP M INPEAOCTABSIHE HA MPABOMOLIMS Ha
JIMIATa, y4yacTBalld B IEHHOCTUTE IO OLEHSBAHE HAa CBHOTBETCTBHETO,
BIJIIOUMTEIIHO 10 OTHOLIGHME HAa 3HAHUATA, ONUTA M JApyra HeoOXoauma
KOMIIETEHTHOCT, KAaKTO W HW3MCKBAHOTO HIbPBOHAYAIHO U  TEKYLIO
obOyuenne. KBanundukaunoHHure KpuTepuu oOXBalaT — PazIUYHUTE
(yHKUMM B paMKUTE Ha Ipolieca Ha OLEHSABAHE HAa CbOTBETCTBHETO,
KaTo HanpuMmep OAMT, OLIEHKA WM M3MUTBAHE HAa NPOAYKTA, NpEriej Ha
TeXHHYECKaTa JIOKYMEHTAllMs, B3eMaHe Ha pelleHHe M IyCKaHe Ha
napTuja, KakTo W M3JEIMATa, TEXHOJIOrMUTEe M o0JacTHTe, Karo
HarpuMep OMOJNOrMYHA CHBMECTHMOCT, CTEPUIIN3ALMs, CaMOTECTBAHE MU
TECTBAHE HAa MJCTO, CBHITBTCTBALM W3/ENHsS U OLEHKAa Ha JEHCTBHETO,
KOMTO ca B chepara Ha KOMIIETEHTHOCT Ha HOTU()ULMPAHUS OpraH.

KBamudukannoHHUTe KPUTEPUH, MOCOYEHH B paszmen 3.2.1, 3aBUCAT OT
chepata Ha KOMIETEHTHOCT Ha HOTH(GHUIMPAHHS OpraH ChIJIACHO
ONMMCaHUETO Ha o0XBara, M3IMOJN3BAHO OT JbP)KaBaTa WICHKA 32 HOTH(U-
nupaHeTo 1o wieH 38, maparpad 3, kKaTo OCHUTypsIBaT JOCTATHYHO HUBO HA
MOAPOOHOCT 3a HEeoOXoAMMaTa KBaTU(UKALUS B MOJAPA3JelNCHUATa Ha
OIMCaHUETO Ha 00XBaTa.

OmnpenensaT ce crHenuaiHd KBaTH(UKALMOHHUM KPUTEPUHM Hal-Malko 3a
OIICHSIBAHETO Ha:

— OwuoyornyHata 0€30MacHOCT,

— OIIEHKAaTa Ha JCHCTBHETO,
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3.23.

3.2.4.

— HU3ICIIHUATA 3a CaMOTECTBAHE W TECTBAHEC HA MIICTO,

— CBIBTCTBAIIUTE HU3IOCIINA,

— (yHKuMOHaNHATAa 0E30I1acHOCT,

— codryepa,

— OITaKOBKara, u

— Pas3IMYHUTEC TUIIOBC IMPOLECH 3a CTCPUIIU3aIUs.

HepCOHaJ'I’BT, OTroBapsIl 3a YCTAaHOBSIBAHC Ha KBaJ’[l/I(bI/IKaI_U/IOHHI/ITe
KpuUTepun M 3a NPEAOCTaBsSHE Ha IPaBOMOIIMA Ha JiMlaTa, KOUTO UIC
U3BBPIIBAT KOHKPETHU JICMHOCTH TIO OIICHSBaHE Ha CBbOTBETCTBHUETO, €
CbCTaBC€H OT CIIYXKHUTCJIIM Ha CaMust HOTI/I(bI/IIII/IpaH OopraH W HE BKIIIOYBa
BBHIIHU CKCHEPTU WU [OAU3IIBIHUTEIIN. Toi IpuTexXaBa J0Ka3aHU
3HAHWS U OMUT BCHYKH OOJacTH I10-10J1y:

— 3aKoHOAAaTeNcTBOTO Ha CPhI03a OTHOCHO H3JCIHATA U CHOTBETHHTE
HACOKH;

— HOpoueaypure 3a OLECHABAHEC Ha CBOTBETCTBHUETO, MNPEABHIACHHU B
HaCTOALIUA PETJIaMEHT,

— IHUpOKa 0asza OT 3HAHWS 3a TEXHOJOTHUTE B 00JacTTa Ha u3aecnausaTa u
TIPOCKTUPAHETO U MPOU3BOJACTBOTO HA M3ACIHATA,

— CcHCTeMara 3a yIpaBJcHHE Ha KauyecTBOTO HA HOTU(HIMPAHUS OpTraH,
CBBP3aHUTE C TOBA TNPOIEAYPH W HEOOXOANMHTE KBATU(PHUKAIIMOHHHU
KPHTEPHUH;

- 06y‘I€HI/ICTO Ha nepcoHalia, y4yacrTBail B JICMHOCTUTE TI0 OlICHSBaHE Ha
CBHOTBCTCTBHUECTO HA H3ACIIUATA,

— MOAXO[SLI ONUT B OLEHSABAHETO HA CBOTBETCTBHUETO CHIJIACHO
HACTOSIIUMSL PErVIAMEHT WM IPUIOKHUMOTO IIPEAUM TOBAa IIPaBO, B
paMKHUTe Ha HOTH(HULHUPAH OpraH.

HoTtudunupanust opran pasmonara ¢ MOCTOSHHO HaJIMYEH MEPCOHAN ChC
CHOTBETHHUS KJIMHUYEH OITUT, KaTO MO BB3MOXKHOCT TO3M MEPCOHAN € HaeT
Ha padora oT HOTH(UUMpaHUs opraH. To3W NEpcoHa]T € YacT OT LEus
IPOIIEC HA OLCHSABAHE M B3EMaHE HA PEIICHHsS B PAMKUTE Ha HOTU(H-
LMPaHMsl OpraH, 3a Ja:

— yKa3Ba CJIydJaumTe, KOraTo C€ M3HCKBa HaMecaTa Ha CICHHUAJUCT 3a
OIICHSIBAaHE Ha OIIGHKAaTa Ha JeHCTBUETO, M3BBPILIEHA OT MPOU3BO-
JTUTENIs, M TI0COYBA EKCIEPTH C MOJAXO/sIIa KBamH(uKamms;

— o0yyaBa 10 MOJAXOJAIl HAYWH BBHIIHUTE KINHUYHHU EKCIIEPTH I10
OTHOIIICHHE Ha CHOTBETHHTEC WM3UCKBAHUS Ha HACTOSIIUS PErJIAMEHT,
OC, HacokHTe ¥ XapMOHHM3HPAHHUTE CTAHAAPTH W TapaHTHpa, dYe
BBHIIHUTE KIMHUYHH EKCHEePTH Ca HaNbIHO HWHOOPMHUPAHH 3a
KOHTEKCTa M TMOCJISUIUTE OT OLEHSBAHETO UM M IMPEIOCTABSIHUTE OT
TSIX KOHCYJITAllUH;
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3.255.

— MOXCE Ja IpaBu IHPErje] U HAydYHO Ja OCIIOpBa KIMHHUYHUTE NaHHH,
IIpeCTaBeHU B OLICHKAaTa Ha JICICTBUETO M BCSKO Apyro CbOTBETHO
HU3IIUTBAHE Ha ,Z[Ci/’ICTBHCTO, U Ja HalbTCTBa IIO H€06X0[[I/IMI/I$I Ha4dYuH
BBHIIHUTEC KIIMHUYHU C€KCIEPTHU 3a OLUCHABAHCTO Ha MpEACTaBCHATa OT
TIPOM3BOAUTESA OLIEHKA Ha HeﬁCTBHSTO;

— MOXX€ Hay4YHO Ja OLCHsABA U IIPpU HeOGXOHPIMOCT Jla OcCIriopBa mnpeacra-
BEHaTa OLIEHKAa Ha JIEWCTBUETO W pe3yJTaTUTE OT OLICHABAHCTO OT
BbHIIHUTE KIMHUYHU CKCIEPTH Ha OLCHKa Ha JICFICTBMCTO Ha
TIPOU3BOAUTEIISA;

— MOXe Jia TMOTBBPXKIaBa CHIIOCTABUMOCTTA H IOCIEIOBATEIHOCTTa Ha
OLICHSBAHETO HA OLICHKATa HAa JCHCTBUETO, U3BBPIICHO OT KINHHIHHTE
eKCIIEPTH;

— MOXeE Jla OIleHsBa OIleHKaTa Ha JIEWCTBUETO Ha TNIpOMU3BOAUTEIIA U Ja
JaBa KIHHHYHO CTAaHOBHIIEC OTHOCHO CTAHOBHUIIECTO HA BBHIIHHU
CKCIICPTH, KAaKTO M Ja JaBa IPEHOPbKU Ha JIMLIETO, OTTOBOPHO 3a
B3€MAaHETO Ha pCHICHUEC B PAMKUTE Ha HOTI/I(l)PII_II/IpaHI/IH opraH; U

— MOXE J1a U3rOTBS 3alMCU U JOKJIaJAM, AOKa3Balld, Y€ CHOTBETHUTE
JIeHHOCTH TO OLEHsBaHE Ha CHOTBETCTBHETO Ca W3BBPLUICHH 110
MOJXO/SAIINS HAYMH.

[lepconanbT, OTroBapsmy 3a H3BBPIIBAHE HA CBBP3aHUTE C TIPOAYKTA
mperiaequ  (MmaTa, W3BBPIIBAINM  TPErjie] Ha TNPOAYKTHUTE), KaTo
HampuMep Tperyiel Ha TeXHWYecKaTa JOKyMEHTAaIlus MM W3CIe/IBaHE Ha
THUINA, BKJIIOYUTENHO AacleKTH KaTo OleHKaTa Ha JaeiicTBHeTo, OHOIo-
ruyHata Oe30MacHOCT, CTEPHIM3ALMATA W BaIMIMPAHETO Ha codryepa,
MPUTEKABA BCSKA OT CIIEAHMUTE JNOKA3aHU KBATH(HUKALUM:

— 3aBbpUICHO BUCLIC 06p330BaHI/IC i 06paSOBaTCHHO-KBaHI/I(1)I/IKa-
OUOHHA CTCICH OT TCXHHUYCCKH KOJICK HIU CKBHBAJICHTHA CTCIICH B
ChOTBECTHATA O6J'IaCT, Harnpumep MeauluHa, Q)apMaLu/m, WHXXCHEPCTBO
Wi Apyru CbOTBETHU HAyKH;

— YeTHpU TOJMHHU mpodecroHaneH OMUT B 00JacTTa Ha 3IpaBHHUTE
MPOIYKTH HJIM B CBBP3aHU C Ta3W 00JAcT ACHHOCTH, KAaTO HAIpHMEp
IIPOU3BOACTBO, OAUT WJIM HAYYHU U3CJICABAHHSA, OT KOUTO ABEC I'OJAWHU
— B 00nacTTa Ha MPOEKTHPAHETO, IPOU3BOJICTBOTO, U3MUTBAHETO HIIH
y]'lOTpe6aTa Ha OLCHABAHUTE MU3ACIINA WM TEXHOJIOTHU WK CBHP3aHU
C OLCHABAHUTE HAYy4YHH aCHCKTHU;

— 3HaHUS BBB BpPb3KAa ChC 3aKOHOJATEICTBOTO 3a H3JCIHATA, BKIIO-
YUTEIHO OOIIMTE HM3MCKBAaHMS 3a OE30MacHOCT M JeHCTBHE, yCTa-
HOBEHHU B TpWIIOKeHHE [;

— TIOAXONSINM 3HAHWS M ONHT B 00JacTTa HAa CHOTBETHHTE XapMOHH-
3upanu cra"gaapti, OC U HacoKw;

— NOAXOJAIIN 3HAaHHSA W OIMT BBB BPB3Ka C YHPABJICHUETO HA PUCKA U
CBBP3aHUTE C TOBa CTaHAAPTU U HACOKU B obmacTTa Ha U3ACIIUATA,

— TIOAXOJSINM 3HAHUS W ONMUT B 00JIACTTa HA OLIEHKATa Ha JICHCTBUETO;

— NOAXOJAIIN 3HAHUA 3a U3ACIIHATA, KOUTO IEPCOHAIBT OLICHSABA,

— TIOAXOJAIIN 3HAHUSI U OIUT BHB BPB3KA C MPOIECIYPUTE 33 OLCHSBAHE
Ha CHOTBETCTBUETO, MOCOYEHHU B mpriioxkenus [X—XI, mo-cnenuanno
BbB BPB3Ka C AaCMEKTHTE Ha TE3W MNPOLEAYPH, 32 KOUTO OTroBapsi
MEPCOHATBT, M MOAXOMISIINA TPABOMOIIHS 3a H3BHPIIBAHE HAa TOBA
OIIEHsIBAHE,
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3.2.6.

3.2.7.

— CIIOCOOHOCT Ja H3roTBsA 3allMCH W JOKJIIaau, AJOoKas3Ballh, 4Y€ CBOT-
BETHUTE JIEWHOCTU TIO OIICHSBAaHE HAa CHOTBETCTBHUETO Ca H3BBPUICHU
110 IOAXOJAIN Ha4MWH.

ITepconansT, oTroBapsu] 3a M3BbPLIBAHE HA OJUTH HA CUCTeMara Ha
HPOM3BOJMTENS 32 YIpaBJICHHE HAa KAa4eCTBOTO (OJMTOPH Ha MSICTO),
HpUTEKABA BCSKA OT CIEJHUTE JIOKA3aHU KBanudukanuu:

— 3aBBPIICHO BHUCHLIC OﬁpaSOBaHI/Ie i 06paBOBaTCJ'IHO—KB€U’II/I(1)I/IKa—
OUOHHA CTCHICH OT TCXHHUYCCKHU KOJICK HJIIM CKBHBAJICHTHA CTCIICH B
CbOTBETHATA 06.]'[3.CT, Harnpumep MeauluHa, lbapMaIII/ISI, HWHXXCHEPCTBO
Wi Apyru CbOTBETHU HAYKH;

— 4YeTHpU TOJMHHM TpodecuoHajeH OmuT B obylacTTa Ha 3paBHHUTE
NPOAYKTH WIM B CBBP3aHH C Ta3d 00JACT JEHHOCTH, KaTO HAIpHUMep
HPOM3BOJICTBO, OAUT WM HAYYHU M3CJIEABAHMSA, OT KOMTO JBE T'OJHHU
— B 00JIaCTTa Ha YNPaBJICHUETO HA KAaueCTBOTO;

— NOAXOIAIIHN 3HaHWA BBB BPB3Ka CbC 3aKOHOAATEIJICTBOTO 3a U3JCIHUATA,
KaKTO U CbC CHOTBETHUTEC XapMOHU3HWPAHU CTAaHIAPTH, OC u HACOKH;

— NOAXOJAIIN 3HAaHHS U OIMUT BbB BPB3Ka C YHPABJICHUETO HA pUCKA U
CBBpP3aHUTE C TOBa CTaHAAPTU W HACOKU B obmactTa Ha n3CiusATa,

— HOOAXOIAINM 3HAHHUA 3a CUCTEMUTE 3a YIPABJICHHUE Ha Ka4Y€CTBOTO U
CBBP3aHUTE CTAaHAAPTH U HACOKU B obnacTra Ha H3CIIUsATA,

— TIOZXOJAILM 3HAHUS U OIUT BB BPB3Ka C MPOLETYPUTE 3a OLICHABAHE
Ha CHOTBETCTBUETO, MOCOYEHM B MpuiokeHus [X—XI, mo-koHkpeTHO
BbB BpPB3Ka C AaCMEKTUTE Ha Te3U MNPOLEIYPH, 32 KOUTO OTroBaps
MEPCOHANBT, M MNOAXOAANIM NPABOMOIIMA 3a M3BBPUIBAHE Ha TOBA
OLICHSBAHE;

— 06yquI/Ie B obiacTra Ha OJIMTHUTE TEXHHUKH, 32 a MOXKE IEPCOHAIBT
aICKBAaTHO Jia IoJJjiara Ha OIICHKa CHCTEMHUTEC 3a YIIPpaBJICHHUE Ha
Ka4yeCTBOTO,

— CrocoOHOCT Jla HM3roTBsA 3alMCH U JOKJIaJd, JO0Ka3Balluh, 4€ CbOT-
BETHUTE JICWHOCTU MO OICHSBAaHE HAa CHOTBETCTBHETO Ca H3BBPUICHU
10 IMOAXOJAI HAa4YMUH.

IMepcoramsT ¢ 00Ma OTFOBOPHOCT 3a 3aKIIOYMTECIHHTE MPETICAH MU
B3eMaHe Ha pCIICHHWE 3a CePTU(UIMPAHE Ce CHCTOM OT CIYKHUTCIH Ha
camusi HOTH(HIMPAaH OpraH W HE BKIOYBA BBHIIHM CKCIICPTH, HHUTO
MOIM3MBIHATEIN. TO3W TEpPCOHANl B CHBKYIHOCTTA CH TPUTEKaBa
JIOKa3aHHU 3HAHMS M ISUIOCTCH ONUT BBB BPB3Ka C BCSKO OT CJICTHHUTE:

— 3aKOHOJATCJICTBOTO BHB BpPb3Ka C U3ACIUATA U CHbOTBETHUTEC HACOKH;

— OIICHABAHCTO Ha CBHOTBETCTBHCTO HA H3ACIMUATA CHhITIACHO HACTOAIIUA
PETIIAMEHT,

— BHJIOBETC KBaJ’lI/I(i)I/lKaLlI/II/I, OIUT WU CKCIICPTHU 3HAHUA, MOAXOIAIIU 3a
OLICHABAHETO Ha CHOTBECTCTBHUCTO HA HM3ACIIHATA,

— mmpoka 6aza OT 3HAaHHA 33 TEXHOJOTHHTE B 00JacTTa Ha W3JEIHATA,
BKJIFOUUTENIHO JIOCTATHYHO ONUT NPU OLCHABAHETO HAa CHOTBETCTBHETO
Ha M3eNUATa, KOUTO ca MNpeAMET Ha Mperien 3a cepTuduumpane,
CeKTOpa Ha W3JEIHUATa W MPOEKTHPAHETO MU TPOU3BOACTBOTO Ha
W3CTNS;
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3.3.

3.4.
3.4.1.

— CHUCTE€MaTa Ha HOTHd)HHHpaHPI}I Opran 3a Kade€CTBO, CBbBHP3aHUTE
Ipoueaypu U U3UCKBAHUTE KBaJ'II/I(bI/IKaI_II/II/I 3a ydacTBallust IIEpCOHaJI;

— CImoCcOOHOCTTa Ja W3TOTBS 3alUiCH W JOKJIAIW, J[JOKa3Balld, dYe
JIEHHOCTHTE IO OICHSIBAHETO HAa CHOTBETCTBUETO Ca W3BBPIICHU II0
TTOAXO/ISI HAYUH.

JlokymMeHTHpaHe Ha KBaIU(UKaNUiTa, 00yYEHHETO M YIIBIHOMOIIABAHETO
Ha TepcoHana

. Horupunupanusar opran mma mpouegypa 3a IbIHO JIOKyMEHTUPaHE Ha

KBaJIM(UKALMATA HA BCEKH WICH HA I€PCOHANA, ydacTBalll B JEHHOCTHTE
[0 OLIEHABaHE HAa CBOTBETCTBUETO, M HA CIA3BaHETO Ha KBaIU(UKaLHU-
OHHMTE KpuTepuu 1o paszjen 3.2. Korato npu M3KIIOUUTETHH 00CTOS-
TEJICTBA CIA3BAHETO Ha KBAJM(HUKALMOHHUTE KPUTEPUH 110 pasien 3.2
HE MOXE H3LSI0 Ja Ce JOKaKke, HOTH(UIMPAHUAT OpraH 0OOCHOBaBa
npeJl OpraHa, OTropapsil 3a HOTU(UIMpPAHUTE OPraHH, IMPEIOCTaBSIHETO
Ha TIPaBOMOLIMS HAa Te3d WICHOBE Ha MEpCOHana Ja WU3BbpIIBAT
KOHKPETHH JEHHOCTH IO OLEHSIBAaHE Ha ChOTBETCTBHETO.

. 3a memus cu mepcoHan no paszgenu 3.2.3—3.2.7 HOTHHUIUPAHUAT OpPraH

Ch3aBa, MmoaAabpkKa U aKTyaIusupa:

— JIOKYMEHT, KBJETO IOJPOOHO ca OMUCAHU MPABOMOIIUITA H OTTOBOP-
HOCTUTE Ha MEpPCOHaNa BBbB BPb3Ka C JCHHOCTHTE IO OICHSABaHE Ha
CBHOTBETCTBHUETO;

— 3aIMCH, YAOCTOBEPSBALIM HEOOXOAMMUTE 3HAHUSI M OIUT BbB BPb3Ka C
JIEWHOCTTA TI0 OIEHSBAHE Ha CHOTBETCTBHETO, 3a KOSATO € OIpa-
BOMOLIIIEH NEPCOHATBT. B 3ammcure ce chiabpka 000CHOBKA 3a Ompe-
JIeTIHETO Ha O00XBaTa HAa OTFOBOPHOCTHUTE HA BCEKM 4WIEH Ha
OTroBapsIHsl 3a OLEHSIBAHETO MEPCOHAN W 3aliCH HA W3BBPIICHHTE
ﬂeﬁHOCTH 110 OLCHsSBAHEC Ha CHOTBETCTBHECTO OT BCCKH YJICH.

Tlou3nbIHUTENN U BBHIIHA CKCIICPTU

be3 na ce 3acsra pazaen 3.2, HOTUUIMPAHUTE OPTraHW MOTAT Jia Bbh3Jlarat
Ha TOAM3IIBIHUTENN HIKOU SICHO ONPEAETICHN acleKTH OT JajieHa IEHHOCT
10 OICHSIBAHE HAa CHhOTBETCTBUETO.

He ce paspemaBa Bbp31araHeTo Ha MOAM3IBIHUTENN HA LENUS MPOLEC Ha
OJIUT Ha CHCTEMHTE 3a YNPaBICHHE HAa KAaueCTBOTO WM HA CBBP3AHUTE C
MIPOJyKTa TPETJIed, HO BBIPEKH TOBA YAaCTHU OT TE3H JCHHOCTU MOXE 7aa
ce TMpOBEXIaT OT MOAM3IBIHUTENN M BBHIIHU OJUTOPH U EKCIEpPTH,
paboremy OT MMeTO0 Ha HOTHUUMpaHus opraH. CBHOTBETHMSAT HOTH-
¢unmpan opraH 3ama3Ba [bJHaTa OTTOBOPHOCT 32 TOBa J1a € B
CBCTOSTHME J1a TPEJCTaBM MOAXOMAAIIN J0Ka3aTeJCTBA 32 KOMIIETEHTHOCTTA
Ha TIOAM3IBIHUTEINTE M CKCHEPTUTE Ja H3BBPIIBAT KOHKPETHUTE CHU
3aJa4M, 3a B3EMaHETO Ha pEIICHHS Bb3 OCHOBA Ha OICHSIBAHETO Ha
MOAM3ITBIHUTENIUTE ¥ 3a padoTrara, M3BBPLIBAHA OT IOJU3IIBIHUTEIN U
€KCIIEpPTH OT HErOBO MME.

HOTVI(bl/IuI/IpaHI/ITe Opl"aHVl HE€ Morar Ja Bb3jaraT Ha TOJU3IIBJIHUTCIN
CIIEHUTE JIEHHOCTH:

— nperjiea Ha KBaJ'II/I(i)I/IKaI_II/II/ITG u Ha6n}o;[e1—me Ha pe3ylrature oOT
pa601‘a1‘a Ha BBHINHUTE C€KCICPTH;

— JIEWHOCTH TI0 OJIUT W CepTI/Iq)I/II_II/IpaHC, KOrato mnoau3NbJIHCHHETO CC
Bb3Jiara Ha OJAUTOPCKAa WA CepTI/Iq)I/IKaHI/IOHHa OpraHusanus;

— BbB3JIaraH€ Ha BBHIIHKA CKCOEPTU Ha KOHKPETHHU L[eﬁHOCTH o
OIICHABAHC Ha ChOTBECTCTBHUECTO,
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3.4.2.

3.43.

3.5.
3.5.1.

— (YHKIMHU 1O M3BBPIIBAHETO HA 3aKJIIOYUTENIEH IpEryie]l ¥ B3eMaHe Ha
pemnIeHus.

Koraro HoTMdHUIMpaHUAT opraH Bb3jlara Ha MOJU3NBIHUTEN (Opra-
HM3aUUs WM (QU3UYECKO JIMIE) ONpPEAeNICHH ASHHOCTH IO OLEHSIBaHe Ha
CHOTBETCTBHMETO, OPraHbT Pasnoara ¢ IMOJUTHKA MO OTHOIIEHHE Ha YCJIOo-
BHATA, IPU KOMTO MOJKE []a ce Bb3JIara Ha MOJU3IBIHUTEIN, U FapaHTUpa,
ye:

— HNOAUBMBIHUTEIAT OTroBapsa Ha CbOTBETHUTE  HU3UCKBAHHUA IO
HaCTOALIOTO NPUITIOKEHUE,

— TOAM3IBIHUTENUTE U BBHIIHUTE EKCHEepPTH He Bb3narar paboTa Ha
JIPYTH OpraHU3allud WM TI€PCOHA;

— (DU3MYECKOTO WM IOPHANYECKOTO JIHIE, KOETO € MOMCKAIO OLCHSIBAHE
Ha CHOTBETCTBHETO, € MH(POPMHUPAHO 32 HM3HCKBAHMATA TI0 II'BPBO H
BTOPO THpE.

Besiko Bb3naraHe Ha MOJUBITBJIHUTENN WM KOHCYJITHpPAaHE Ha BBHIICH
MepCoHaN ce JIOKYMEHTHpa HaJ/UIe)KHO, HE BKJIIOYBA YYacCTHETO Ha
HOCPETHULIM M € TPEJMET Ha MUCMEHO CIIOpasyMEHHE, KOeTo 0OXBalla,
HapeJ ¢ JPYyroTo, MOBEPUTEIHOCTTa ¥ KOHQIUKTUTE HA uHTepecH. ChOT-
BETHUAT HOTH(UIMPAH OpraH IoeMa ITbJIHaTa OTFOBOPHOCT 3a 3aadyuTe,
U3ITBJIHSBAHU OT MOAM3IIBIHUTEINTE.

Korarto ce W3moi3BaT MOAM3IBIHUTENN WM BHHIIHH €KCHEPTH B OLCHS-
BaHETO HAa CBHOTBETCTBHETO, MO-KOHKPETHO [0 OTHONICHHE Ha HOBU
W3/IeNHs WM TEXHOJIOTHH, ChOTBETHHAT HOTH(HMILMPAH OopraH TpsOBa 1a
pasmonara ¢ MOAXOJsIa BHTPEIIHAa KOMIIETEHTHOCT B chepaTra Ha BCEKH
€lIMH TPOAYKT, 32 KOWTO € OmIpenesieH, AaBalia My BB3MOXKHOCT Ja
PBKOBOJAM LENMSi MPOLEC IO OLEHSBaHE HAa CBHOTBETCTBUETO, Jia
npoBepsiBa  11eNechboOpa3sHOCTTa W BAIUJHOCTTA HA  EKCIIEPTHHUTE
CTaHOBHMILA M JIa B3eMa PELICHMS 3a cepTHHIMpaHE.

Ha6J’IIOH€HI/IC Ha KOMIICTCHIUUTE, 06y'-I€HI/Ie 1 OOMEH Ha OIHUT

HoTtudunupanusat opran BbBEXa NPOLEAYPH 3a IIbPBOHAYAIHATA OIICHKA
W TEKyIIOTO HaOJIOACHHE HAa KOMIETEHTHOCTTA, JEHHOCTHTE IO
OIIEHSIBAHE HAa CBHOTBETCTBUETO W TOCTHUTHATHTE PE3YyiTaTH Ha IENHs
BBTPEUICH U BBHIICH NEPCOHAT M BCHYKM IMOJU3NBIHUTENH, yJaCTBAIIN
B JICHHOCTH IO OIICHSBAHE Ha ChOTBETCTBUETO.

. HOTI/I(bI/II_II/IpaHI/ITC OpraHu H3BbPHIBAT PEAOBHO MPETIIC] Ha KOMIICTCHT-

HOCTTa Ha CBOs II€pCoOHAJI, HaOemsI3BaT HOTpeGHOCTl/ITC oT O6y‘I€HI/IC "
U3TOTBAT IIAH 3a 06y'-ICHI/Ie 3a MOAAbpIKaHE Ha HCOGXOHI/IMOTO HHBO Ha
KBaJ’II/I(I)I/IKaLII/ISI 1 3HaHUS Ha YWICHOBETEC Ha II€pCOoHAaJIa. B To3m Tperien
KaTO MUHUMYM C€ IIpOBEpsiBa AaJId IIE€PCOHAIDBT:

— ¢ 3amo3HatT C JeicTBamioTo npaBo Ha ChrO3a M HAI[MOHAIHO TPaBO B
o0JacTTa Ha W3AENUATA, ChOTBETHUTE XapMoHu3upanu cranxapti, OC,
HACOKHTE M Pe3yJITaTUTe OT KOOPJMHAIMOHHHUTE JCHHOCTH, MOCOYCHH
B pazzen 1.6;

— y4acTBa BbB BBTpELIHMs OOMEH Ha ONUT U IIporpaMara 3a MpOJbJ-
JKaBalo oOyuyeHHe U oOpa3oBaHHe, IocodyeHa B paszen 3.1.2.

W3HNCKBAHUNSA 3A TTPOLIECUTE
OOIIM U3MCKBaHHUS

Hortuduimpanusar opran uma JOKyMEHTHPAHH MPOIECH W JOCTATHYHO
MOJAPOOHN TPOLETYpH 3a MPOBEXKJAHE HAa BCAKA JACHHOCT 1O OICHSBaHE
Ha CHOTBETCTBHETO, 3a KOSTO € ONpEJEICH, KOETO BKIIIOYBA OTICITHUTE
eTanmy OT JCHHOCTUTE MpeAM MOAaBaHE Ha 3asBICHHETO A0 B3EMaHETO
Ha pelIeHHe W Haa30pa, KaTto ce OTYHUTAT, KOraro € HeoOXOIMMO, ChOT-
BETHUTE OCOOCHOCTH Ha HM3/EIHUSTA.
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4.2.

43.

W3uckBanusita, mpenBuaeHu B pazaenu 4.3, 4.4, 4.7 u 4.8., ce U3IbIHIBAT
KaTO 4acT OT BBTPEUIHUTE ACHHOCTH HAa HOTH(UIMPAHUTE OPraHd M HE
MOrar Jia ce Bh3JIararT Ha IOJU3ITbIHUTEIIH.

W3Bectust ot HOTI/I(i)I/II_II/IpaHI/ISI opraH u JIeHHOCTH Ipeay IroJaBaHE Ha
3asBJICHUEC

Horuduimpanusit opras:

a) myOJMKyBa OOIIECTBEHO JIOCTBHIIHO ONMCAHUWE Ha MpOLeAypata 3a
MojlaBaHe Ha 3asBJICHMS, 4Ype3 KOSATO MPOM3BOJUTEINTE MOraT Ja
noyiyvar cepTuuIMpaHe OoT Hero. B ommcanmero ce mocouBa KoH
€3ULM ca JOMYCTUMHU 3a II0JaBaHe Ha JOKYMEHTAlHUATa U 3a BCSKA
JIpyra CBbp3aHa C TOBA KOPECIIOHJCHIINS;

0) ¥Ma JOKyMEHTHPAaHH HPOLENYPH, KOMTO Ca CBBP3aHH ChC U ChAbPIKAT
JIOKyMEHTUPAHHU MOAPOOHM NpaBHIa OTHOCHO TaKCUTE 33 KOHKPETHUTE
JIEHHOCTH 110 OIIEHABaHE HAa CBOTBETCTBUETO U BCHYKU JPYTH
(HMHAHCOBH YCIIOBHSA, CBBP3aHM C JCHHOCTHTE Ha HOTH(OHIMPAHHUTE
OpraHy IO OLIEHsSBAHE HA CHOTBETCTBUETO 3a M3JENUATA;

B) MMa JOKYMEHTHPAaHHU HPOLEIYPH IO OTHOIICHHE HA Pa3IJIacsiBAHETO HA
YCIYTHTE CH MO OIEHSBAaHE Ha CHOTBETCTBHETO. Te3m mporexypu
rapaHTHPAT, Y€ JCHHOCTHTE IO pa3IilacsiBaHe WM HMOMYISIpU3UpaHE B
HUKAaKbB CIy4ail HE INpeZrojiaraT ¥ He MOrar Ja JOBeJaT IO 3aKIIo-
YEeHHE, 4Ye OIEHSIBAHETO HAa CHOTBETCTBHETO OT HEroBa CTpaHa IIe
OCHUTYpH Ha NPOU3BOJMTENIHNTE IIO-PAaHEH JOCTHII IO Ia3apa WIA 4Ye
me ObAaT Mmo-Obp3H, MO-NECHH WIM MO-MajKO CTPOTH CIPSIMO Te3U
Ha JApYTruTe HOTU(HIMPAHU OPTaHMU;

I‘) HnMa JOKYMCHTHPpaAHU IPOUEAYpPU, KOUTO U3UCKBAT IIpErjicaa Ha I/IH(i)Op—
ManysTa npeau MnoJAaBaHeTO Ha 3asBJICHHUCTO, BKIIIOUUTCIIHO IIpeABapu-
TEJIHATa MPOBEPKa AaJIW MNPOAYKTHT IOMazaa B oOxBaTa Ha HaCTOAIIHUA
PErIaMEHT U KaKBa € HEroBaTa Knacmbm(aum{, Ipean OTIPaBAHETO Ha
H3BECTHC N0 IPOU3BOAUTEISI OTHOCHO KOHKPETHO OLCHABAHC Ha CbHOT-
BETCTBHUETO,

I) CIeQM 3a TOBa BCHUKH JOTOBOPU, CBBP3aHM C JeHHOCTUTE IO
OLIEHSBAHE Ha CBHOTBETCTBUETO, KOUTO Ca OOXBAaHATH OT HACTOSILU
pErIaMeHT, Ja ca CKIIIOUEHH JUPEKTHO MEXITy IPOM3BOJUTENS U HOTH-
(unMpaHus opraH, a HE C pyra OpraHu3aLusl.

Hperne;[ Ha 3asBJICHUCTO U JOI'OBOP

Horuduippanust opran n3nuckBa O(UIMANIHO 3asBICHHE, MOIMUCAHO OT
MIPOM3BOUTEN WM YITBIIHOMOILCH MPEICTABUTEN, KOETO ChABPXKA IisaTa
uHpopManUsT W ACKIAPALMHUTE HA [POU3BOIUTENS, HEOOXOIMMH 3a
OIICHsIBaHE HA CHOTBETCTBUETO, KAKTO € MOCOUeHO B mprioxenus [X—XI.

JloroBopbT MeXIy HOTH(HULIHPAH OpraH M HPOM3BOJHUTEN € TMoJ (opmaTa
Ha THCMEHO CIOpa3yMeHHe, IMOANMCAHO OT JBeTe CTpaHu. 1ol ce
ChbXpaHsBa OT HOTU(UIMpaHus opraH. To3u TOrOBOp BKIIOYBA SICHU PEJ
U yCJIOBHUSI U ChABPKA 3a/IbDKEHHS, KOUTO JIaBaT Bb3MOXKHOCT HAa HOTH-
(unMpanus opraH Ja JIecTBAa CHIJIACHO H3MCKBAHHMATA IO HACTOSIIHS
pernaMeHT,  BKIIOYMTEIHO  3aJbIDKEHHE 32  NPOM3BOAUTENS  Jia
nHdopMHUpa HOTH(GUIMpAHUS OpraH 3a JOKIAJUTE 3a MPOCIeAsBaHE Ha
0e30macHOCTTa, MPABOTO HA HOTHU(UIMpAHUS OpraH Ja cupe NeHCTBHETO,
Jla OrpaHMYd WM JIa OTHEME W3/IaJICHUTe CepPTHU(MHUKATH U 3aIbIDKSHHETO
Ha HOTH(HULHUPAHHUS OpPraH Ja M3IBJIHIBA 3aJbDKCHHATA CH 3a IPEeIOC-
TaBsiHE Ha WH(OpMAIHS.

Hotuduimpanusar opran uMa IOKYMEHTHPAaHH MPOLEAYpH 3a Mperyie] Ha
3asBJI€HNS, KOUTO OOXBaIaT:
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4.4.

4.5.
4.5.1.

a) II'bJIHOTATa HA TE3H 3asBJIICHHUA II0 OTHOLICHHWC Ha HM3HMCKBAHHATA Ha
IpujioKuMaTa  Irpoueaypa 3a  OLCHsSBAHE Ha  CBOTBETCTBHETO,
IIOCOYCHU B ITPHUIJIOKCEHUETO, CBHIVIACHO KOETO € OWJIO TTOMCKAaHO OL[O6—
PECHUCTO;

0) mpoBepkaTa Ha ONPEJCISTHETO Ha MPOJIYKTHTE, BKIIOUYCHU B TE3U 3asiB-
JICHUS], KaTO M3JEIHs U ChOTBETHUTE UM KIIACH()UKAILIUH;

B) BBIpOCAa Hajll MNOpOoUEAYPUTE 3a OLCHABAHC Ha CBOTBETCTBHUETO,
I/136paHI/I OT 3ajdBUTECIA, Ca MPUIOKHUMH 3a BBIPOCHOTO HU3ACITUC
CBIVIACHO HACTOAIINA PETIIaMCHT,

1") CIIoCOOHOCTTa Ha HOTI/I(iJHI_[I/IpaHI/ISI opraH Ja OLCHU 3asiBJICHUETO BB3
OCHOBa Ha CBOsATa OIpeAeiCHa KOMIIETCHTHOCT, U

[[) HaJIMYXAETO HA AOCTATHYHO M MOAXOAAIIHN PECYPCH.

Pesynrarure ot Bceku mperiie] Ha 3asBlIeHHE ce JoKyMeHTupar. OTkasure
U OTHETHTE 3asdBJIEHUs Ce HOTU(UUIUpPAT HA EJIEeKTPOHHATA CUCTEMa,
MOCOYeHa B wieH 52, M ca JOCTBIIHU 3a OCTaHAIUTE HOTUGUIMPAHU
Opras.

PasmpeneneHue Ha pecypeuTe

Hotudunupanusar opran uMa JOKyMEHTHpAaHHM IpOLEIypH, 3a Ja ce
rapaHTHpa, 4eé BCUUKH AEHHOCTH IO OLIEHABaHE Ha CHOTBETCTBHETO CE
U3BBPIIBAT OT HAUISKHO YI'BIHOMOILEH M KBaIU(UIUpAH HepCoHal,
KOWTO MMa JIOCTaThbYHO ONUT B OLIEHSBAHETO HA M3JEJUATA, CHCTEMMTE
U IPOLECUTE U CBbp3aHaTa C TAX JOKYMEHTAlUs, KOMTO IOJJIEeXaT Ha
OLIEHSIBAHE HA CHOTBETCTBUETO.

3a BCAKO 3asBJICHHE HOTU(QUIMPAHUAT OpraH HaOels3Ba HY)KHUTE PeCypcH
U ompejieNa JHUIle, OTTOBOPHO 3a TOBA Ja CE TapaHTHpA, 4Ye OLCHABAHETO
Ha TOBA 3asBJICHHE CE M3BBPIIBA CHIVIACHO CHOTBETHHUTE MPOLEAYPH U Y€
ce M3MON3BaT MOAXOASAIIMTE PECypCH, BKIIOUHTEIHO IEPCOHAN, 3a BCAKA
OT 3ajauuTe MO OleHsABaHETO. PasmpeneneHueTo Ha 3ajadyuTe, KOHMTO
TpsiOBa na ObJAT M3BBPLICHM KAaTO YacT OT OLCHABAHETO HAa ChOTBETC-
TBUETO, U BCUUKH M3MEHEHUs, HAIPABEHU BIIOCIIEICTBHE 110 TOBA paslipe-
JIeNIeHHe, ce JOKyMEHTHpAT.

JIeMHOCTH 10 OLIEHSBAHE HA ChOTBETCTBUETO
OOy U3UCKBaHUS

HOTI/I(I)I/IHI/IpaHI/ISIT OpraH U HEroBUAT IIEPCOHAT U3BBPIIBAT JICHHOCTHTE T10
OIICHSIBAHE Ha CHOTBETCTBHETO C HAW-BUCOKA CTEIEH HA MOYTEHO HpO(bC—
CHUOHAJIHO IIOBCACHHUC U HCOGXOI[I/IMaTa TEXHUYCCKAa W Hay4dHa KOMIIC-
TCHTHOCT B OIPCACIICHUTE obnactu.

Hotuduimpanuar opran pasmojara ¢ JOCTaThbYHH EKCIICPTHH 3HAHUA,
obopyaBaHe U JOKYMEHTHPAHH IPOLEAYPH 32 ¢(hEKTUBHOTO MPOBEKIAHE
Ha JIHHOCTHTE 10 OLIEHABAHE HA CHOTBETCTBUETO, 33 KOMTO BBIPOCHHUSAT
HOTU(UIMpPAH OpraH € OIpe/eNieH, KAaTO OTYMTAT CHOTBETHUTE H3UCK-
BaHUsA, yCTaHOBEHH B mpuiokeHus IX—XI, U Mmo-KOHKPETHO ciefHuTe
N3UCKBAHUS:

— NOAXOIAIIO0 IJIaHUPAHE Ha MPOBEKIAHETO HAa BCEKU OTACJIICH MPOCKT,

— CBbCTAaBbT Ha TPYNUTEC 3a OLCHJABAHC Ja OCUT'ypsiBa HAJIMYUMETO Ha
JI0OCTaThYCH OIIUT B o0JyiacTTa Ha CHOTBETHATa TCXHOJIOTUA, KAaKTO H
HEIPEKbCHATA O0EKTUBHOCT M HE3aBUCUMOCT, M Ja C€ IpeABHUIKIa
poranys Ha YWICHOBCTE Ha rIpyliata 3a OLCHABAHC IIPE3 IOAXOMSIIN
HHTEpBAJIN;

— HOHpO6H0 000CHOBaBaHE Ha OIPEACICHUTE CPOKOBE 3a 3aBbPIIBAHE HA
HeﬁHOCTHTe 0 OICHABAHC Ha CHOTBETCTBHUETO,
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— OIICHABAHE Ha TEXHUYCCKATa NOKYMEHTAIlMd Ha MPOU3BOAUTEIIA U Ha
peuieHusATa, KOMTO Ca BB3IPHUCTH, 3a J1a C€ OTTOBOPU HA M3HCKBaHUsATA,
TNIpEeABUICHU B IIPUJIOKCHUE l;

— Tperyiell Ha TpOLEAYpUTE M JOKyMEHTAIUATa Ha MPOU3BOIAMTEIS,
OTHACSIIN CE 10 OLIEHKATa Ha JNEeHCTBHETO;

— pasriexkJaHe Ha B3aUMOJCHCTBUATA MEXAy IIpolieca Ha IIPOU3BO-
JUTENS 3a yNpaBlIeHWE HAa PHUCKa W HEroBaTa OIEHKAa W aHAIN3 Ha
OLICHKaTa Ha [JEHCTBUETO U OLEHsABAHE HA TAXHOTO 3HAUCHHE 3a
JI0Ka3BaHE Ha CBOTBETCTBUETO C KOHKPETHHTE UW3UCKBAHHS II0
npuiioxenue I;

— MpOBEXJaHE Ha ,,CHEIUATHUTE MPOLEAypU™, MOCOUCHH B pas3zien 5 oT
npunoxenue [X;

— npu m3nenust oT kinac B mim kimac C — oIeHsBaHE Ha TEXHUYECKaTa
JIOKyMEHTaIlUs Ha W3AENNATA, MOJOpaHH BB3 OCHOBA Ha IIpelcTa-
BUTEIHU 00pa3ny;

— TUIAHUpaHE W TEPHOJUYHO MPOBEKIAHE HA MOJXOJSIIM HAA30PHU
OJUTU U OICHSBAHE, HM3BBPIIBAHE MM HCKAaHE 3a H3BBPIIBAHE Ha
HSKOM W3IMTBAHMS, 332 Ja CE MPOBEPH IMPABMIHOTO (yHKIMOHHpAHE
Ha cHuCTeMara 3a YINpaBleHHE Ha KauyecTBOTO, M H3BBPIIBAHE Ha
BHE3AlHU OJUTH Ha MSCTO;

— BBB Bpb3Ka € B3E€MaHETO Ha Hp061/I OT uU3JAcnausTa — IIPOBEpPKa dalIn
TIPOU3BEKAAHOTO U3ACIIUC OTroBapss Ha TEXHUYCCKATa NOKYMEHTAlVs;
TC3U U3UCKBAHUS BKIIIOYBAT CBOTBCTHUTC KPUTCPUU 3a B3C€MaHC Ha
Hp06I/I u nponeaypara 3a HU3IWATBAHC IIPEAM B3E€MAHETO Ha Hp06I/ITC;

— M3BBPIIBAHEC HA OLICHKA W MPOBEPKA HA CIa3BAHETO OT IPOU3BOIAUTEIIA
Ha CbOTBCTHHUTEC NPUIIOKCHUS.

Korato e TIPUIJIOKUMO, HOTI/I(l)I/II_[I/IpaHI/ISIT opraH B3eMa HOPEABUI
HAJIMYHUTC OC, HAaCOKHu " Haﬁ-;[06pu IIPpaKTUKKU M, KOraro ToBa € J0ro-
BOpPEHO C€ MPOU3BOAUTEISL, XAPMOHU3UPAHUTEC CTaHAAPTH, HOOPU aKO
TIPOU3BOAUTEIIAT HE TBHPJAU HAJIUYUETO Ha CHOTBECTCTBUE.

OnuTH Ha cucTeMara 3a YIpaBJICHHEC Ha Ka4y€CTBOTO

a) KaTo 4YacT OT OLEHSBAHETO Ha CHCTEMara 3a YNpaBJCHUE Ha
KauecTBOTO, NpPEAN OJUTAa U B CHOTBETCTBHUE ChC CBOMTE JOKYMEH-
TUPAHU MPOLELYPH HOTH(OULUPAHUAT OpraH:

— OIICHSBA JIOKYMEHTALUATA, MPEACTaBeHa B CHOTBETCTBHE C CHOT-
BETHOTO TIPHJIOXKEHHE, YPESKIAN0 OICHSBAHETO HAa CHOTBETC-
TBUETO, ¥ M3TOTBS OJHUTHA IIPOrpama, B KOSATO SICHO CE€ ITOCOYBAT
OpOST ¥ TOCIIEIOBATETHOCTTa Ha JIEHHOCTHTE, HEOOXOAWUMH, 3a
JOKa3BaHe, 4e OMUTHT OOXBalla IpsUIaTa CHCTEMa 3a YIpaBiICHHE
Ha Ka4eCTBOTO Ha NMPOM3BOAUTENS, W 3a Aa C€ ONpPEeAeTH Jalu T
OTroBapsi Ha W3UCKBAHMATA MO HACTOALIWS PETrJIaMEHT,

— Ha0ens3Ba BPB3KM MEXKIYy OTFOBOPHOCTHUTE M TAXHOTO pasmpe-
JIeJICHHE CpeJ] Pa3IM4YHUTE MHPOU3BOJCTBEHH OOEKTH, HaOeis3Ba
CHOTBETHUTE JIOCTABYMIM W/WIM MOAU3IBIHUTEIH HA IPOU3BO-
JHATENSE M pasriexia HeoOXOIMMOCTTa OT CIELHMATHO OJUTHpPaHE
Ha HAKOW OT TE3H JOCTAaBUYUIM WU IOAU3NBIHUTCIIN, WA W Ha
JIBETE KaTErOpuH,

— $SICHO OTIpeJeNisi, 32 BCEKH OJIUT, HaOeNsI3aH B IMporpamara 3a OTUTH,
LeJINTEe, KPUTEPUUTE U 00XBaTa Ha OJUTA U U3TOTBS OJUTCH IUIaH, B
KOHTO ce pa3riexaaT Mo MOAXOMASI] HAYMH U CEe B3eMaT MPEIBU
crerupUIHNTE M3UCKBAHUS 3a BKIFOUCHUTE H3JCIUSI, TEXHOJIOTUHU
U TIPOLIECH,
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— 3a m3genuATa oT kiaac B u kmac C M3roTBA M aKkTyanusupa IUIaH 3a
B3€MaHE Ha NPOOM 3a OLEHSIBAHE HA TEXHHUUYECKATa JOKYyMCHTAIWs,
KakTo ¢ nocoueHo B mpwroxkenus I m III, xoiito obxBama rama-
Ta W3JIENWs, BKIIOYCHH B 3asABICHHETO HA IPOU3BOIUTEIIS.
»C1 B TO3M MIaH ce rapaHTHpa, Y€ 3a Isiara raMa H3JeNus,
obOxBaHaTa OT cepruduKara, ce B3eMaT IPOOM Mpe3 CpoKa Ha
BaJMIHOCT Ha cepTu(dukara, n «

— noz[614pa u onpeaeist NoaAXoasuo KBaJTI/I(bI/ILIHpaH TIepcoHal1, ompa-
BOMOLICH Jia u3BbpLIBA OTACIHUTC OJAWUTH. CbOTBETHUTE poJin,
OTrOBOPHOCTH W I[paBOMOIIMs Ha YICHOBETC Ha ¢€Kulla ce
OoHpeneiAT ACHO U C€ NOKYMCEHTHUPAT,

0) B3 OCHOBAa Ha M3TOTBEHaTa OT HEro OJWTHA NPOrpamMa U ChIJACHO
CBOMTE JIOKYMEHTUPAHU NPOLEIYPH HOTU(GUIMPAHUAT OpraH:

— IpaBM OJMT HA CHCTEMaTa Ha IPOM3BOJMTENS 32 YIpaBJICHHE Ha
KauecTBOTO, 3a Ja IIPOBEpH, Y€ CHUCTeMaTa 3a YIpaBJICHUE Ha
KauecTBOTO TapaHTUpa, 4Ye OOXBAaHATHTE M3JCNUS OTTOBApAT Ha
CHOTBETHUTE Pa3MoOpesdn Ha HACTOSAIIMS PErjaMeHT, KOHTO Ce
npHUjIaraT 3a M3eNUsTa Ha BCEKH €IMH eTan — OT MPOEKTUPAHETO

mpe3 KpalHUs KOHTPOJ Ha KadeCTBOTO A0 TEKYIIWs Haa3op, — H
ompenens Madd ca W3IBIHEHW W3UCKBAaHWATA 110 HACTOSIIUSL
peTJIaMeHT,

— BbB3 OCHOBA Ha CHOTBCTHATa TEXHHYECKa JOKYMCHTALUsI U C LI Ja
ce omnpenei Jganu  IIPpOU3BOAUTEIIAT  Clla3Ba  M3UCKBAaHUsATA,
TIOCOYE€HU B CBHOTBETHOTO IPUIIOKEHHUE, YPEKOANIO OLCHABAHETO
Ha CBOTBETCTBUCTO, IIpaBU IIpe€rjiedq W OAUT Ha IIPpOHECUTE U
IOACUCTEMHUTE Ha MNPOU3BOAUTEIIA, MO-CIICHUATIHO IO OTHOLICHUE
Ha:

— MPOEKTHPAHETO U Pa3pabOTBAHETO,

— TMPOBEPKUTE HAa MPOM3BOACTBOTO U MPOLECHTE,

— HpoAYKTOBaTa NOKYMCEHTaAIUI,

— TIPOBEpPKHUTE IO OTHOUICHHE Ha CHAOISIBAHETO, BKIFOYMTEIIHO
[IPOBEPKA Ha 3aKyNCHUTE M3JCIHs,

— KOPHTUPAIIUTE ¥ MPCBAHTUBHUTE ACHCTBHUS, BKIIOUUTEIHO MPU
HaJ30pa CJe/ IyCKaHe Ha Ta3apa, KakTo H

— HPOCICASIBAHETO Ha HeﬁCTBHSTO CJIeq MyCKaHe Ha Iasapa,

— KAakKTO M Ha H3HCKBaHUATA H pa3n0pez[6I/ITe 3a mperjienq u OoauT,
NPpUETH OT IMPOU3BOAUTEIISA, BKIIOUYUTCIHO CBBP3aHUTC CHC Clas-
BaHECTO Ha 06H.II/ITC M3HUCKBAHUS 3a OC30MACHOCT U I[el‘/'ICTBI/IC, YCra-
HOBCEHU B IPUIIOKCHUEC L

— TpPaBST Ce M3BAJIKM OT JAOKYMEHTALIMSTA MO TAKBB HAUYMH, Ye 1A CC
OTYETaT PUCKOBETE, CBBP3aHHU C MPEABHACHATA yrmoTpeba Ha H3ze-
JIMETO, CIOKHOCTTA HA TPOM3BOJCTBEHHUTE TEXHOJIOIHH, ramMarta M
KIAaCOBETe  MPOM3BEACHM  M3ACHAMS, W  BCSKAKBA  HAJIMYHA
HHpOpMaIHS 3a HAaaA30pa CJIeA IyCKaHe Ha masapa;

— akKO BC€ omI€ HE Ca 00XBaHATH OT OJIuTHATa mporpama, U3BHPIIBA
OJUT Ha KOHTPOJIA Ha MPOUECUTE B IOMCUICHUATA HA JOCTABYULIUTE
Ha MPOU3BOAUTEISA, KOraTO CbOTBETCTBUETO HA TOTOBUTE U3ACIIHUA €
TIOBJIMSAHO 3HAYMTCIHO OT ,I[efIHOCTTa Ha JOCTaBYHAIMTEC, II0-
CIICMUAIIHO, KOrato MPOMU3BOAUTEIAT HE MOXKE Ja JOKaXe
JOCTaTh4€H KOHTPOJI BBPXY CBOUTE AOCTABYHMIIH,
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— OIICHsBA TEXHWYECKaTa JOKYMEHTAIHsS Bb3 OCHOBA Ha CBOS IUIAH 3a
B3eMaHe Ha NpoOM M KaTo B3eMa NpeiBui paszen 4.5.4 3a omeHka
Ha JEHCTBHETO,

— HOTH(UIMPAHUAT OpraH ce yBepsiBa, Y€ OJUTOPCKUTE KOHCTATALMU
ca aJIeKBaTHO M MOCJIE0BATENIHO KIAaCU(HUIMPAaHU B ChOTBETCTBHE
C M3UCKBaHUATA HA HACTOALIMS PErJaMEHT M CbC ChOTBETHHUTE
CTaHJAPTH WIM C HaW-700pUTe MNpPaKTUKH, pa3pabOTeHH WIIH
npuetn ot KI'MU.

[IpoBepka Ha TpoIyKTa
OueHsiBaHE HA TEXHUYECKATa JOKYyMEHTALHs

3a OLEHABAHETO HAa TEXHMYECKaTa JOKYMEHTAlUss B CbOTBETCTBHE C
rnaa II or mpunoxenne IX HOTH(HLMpaHMTE OpraHu pasmojiarat ¢
JIOCTaTBYHO €KCIIEPTEH ONMT, 000pyJBaHE M JOKyMEHTHPAHU HPOLENypH
3a:

— ONpeNeNnsHeT0 Ha MNOAXOASANIO KBATH(GHIMPAH H  OINPABOMOIICH
MepcoHas 3a M3CJe[BaHE Ha OTICIHUTE acleKTH, KaTo yrmorpeda Ha
HU3JENINETO, OHMOJIOTHYHA CBBMECTUMOCT, OIICHKAa Ha JCHCTBHETO,
YOpaBJIeHUE Ha PUCKAa W CTEPUIM3ALUS, U

— OLICHSIBAHETO HAa CHOTBETCTBUETO HA IIPOEKTA C HACTOSIIUS PErIaMeHT
1 KaTo ce B3eMmar npeasun paznenu 4.5.4 u 4.5.5. Tosa oueHnsiBane
BKIIIOYBA TMpEriiefla Ha HU3MBIHEHHETO OT TPOW3BOAMTENS Ha
BXO/SIIIUTE, MEXKAUHHUTE U OKOHUYATEIHHUTE IIPOBEPKHU M PE3yJITaTHTE
OT TSAX. AKO Ce€ M3UCKBAT JOIBIHUTEIHN U3MUTBAHUS WIN JPYTH JOKa-
3aTENICTBA 3a OICHSIBAaHE Ha CHOTBETCTBHETO C WM3UCKBAHHATA I10
HACTOSIIINS PEraMEHT, BBIIPOCHUSAT HOTH(UIMPAH OpraH H3BBPINBA
MOAXOMSAMM (U3NYECKH WIM J1a0OpaTOPHM TECTOBE HA M3JCIHETO
WA W3UCKBA TPOM3BOAMUTEIAT Ja TH H3BBPIIU.

W3cnensanus Ha TUIA

Hotuduiupanusar opraHn uMa JOKYMEHTUPAHH IIPOLETYPH, JOCTATHYHO
€KCIIepTeH ONUT U 00OpY/BaHE 3a M3IMTBAHE HA THUIA HA U3JEIHATA B
CBOTBETCTBHE C NPUIIOKEHUE X, BKIIOUMTEIHO C KaralUTeT 3a:

— H3CIe[BaHE U OLEHSABAHE HA TEXHHYECKaTa JOKYMEHTalHs, KaTo ce
B3eMaT 10J BHMMaHue pasjgenu 4.5.4 m 4.5.5 u ce mpoBepu Jaiu
THIBT € OMJI NPOM3BENEH B CHOTBETCTBUE C Ta3U JIOKYMEHTAIHUs;

— HU3TOTBAHEC Ha IUIaH 3a HW3IHWUTBAHEC, B KOWTO ce OoHpeneisiT BCUYKHU
3HAYUMU U KPUTHUYHU MIApaMeTpu, KOUTO Tp}I6Ba Ja 6'I)HaT HU3IHUTAaHU
oT HOTHq)I/II_II/IpaHI/IH opraH HWJH I10J] HEroBa OTIOBOPHOCT;

— JIOKyMEHTHpaHe Ha 00OCHOBKaTa CH 3a M300pa Ha Te3H MapamMeTpH;

— W3BBPIIBAHE Ha MOJAXO/SIINTE W3CIEABAHWSA M M3MHUTBAHMA, 32 Ja CE
MIPOBEPH JalU PEUICHUSTA, BB3MPHETH OT MPOM3BOAUTENSA, OTTOBAPAT
Ha OOIIMTe W3WCKBaHWA 3a OE30MacHOCT W JICHCTBHE, YCTAHOBEHH B
npwioxkenue 1. Te3nw n3cnenBaHMsS M M3NUTBAHMS BKIIIOYBAT BCHUKH
HEOOXOAMMHU HM3MMTBAHMS, 32 Ja Ce MPOBEPH JAlM IPOM3BOIAUTENST
JICHCTBUTEIHO € MPUJIOKHUI CHOTBETHUTE CTAHIAPTH, KOUTO € M30pai
Jla M3I10JI3BA,;

— CBIJIACYBAHE CbC 3asBUTEJNISI KbJE ILE C€ HM3BBPIIAT HEOOXOJUMHTE
M3MUTBAHMS, aKO HE TpsiOBa Ja ce MPOBEXJAT JAUPEKTHO OT HOTU(H-
LMPAaHUs Opra;

— ToeMaHe Ha IbJIHA OTTOBOPHOCT 3a pe3yNTaTUTe OT HM3MHUTBAHUATA.
[IpenoctaBeHnTe OT MTPOM3BOAUTENSI JOKJIAAH C€ B3eMaT TIOf
BHUMaHHE CaMO aKo ca OWIM H3[aJeHH OT KOMIIETCHTHHUTE OpraHu
3a OIeHsSBaHE Ha CHOTBETCTBHETO, KOMTO Ca HE3aBUCHUMH OT IPOU3BO-
JIATEJIS.
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HpOBepKa YUpe3 HU3CIICABAHC W M3IMMUTBAHC HAa BCAKa NapThaa IMpPOAYKTH

Horuduimpanust opras:

a) UMa JOKYMCHTHpPAHM NPOLEIYpH, JOCTAThUHO EKCIEPTEH OIMHUT U
obopy/aBaHe 3a IpOBEpKAa upe3 H3CiIeABaHE M M3IHMTBAHE Ha BCAKA
napTuaa NpoAyKTH B ChOTBETCTBHE ¢ mpuioxenus 1X un XI;

0) M3roTBS IUIAH 33 M3IMTBAHE, B KOMTO C€ ONPENENAT BCUUKH 3HAYUMHU U
KPUTHYHM T1ApaMeTpu, KOMTO TpsiOBa aa ObJAT M3MUTAaHU OT HOTU(H-
LUPaHUsl OpPraH WM MOJ HEroBa OTTOBOPHOCT, C LI

— 3a usjaciusaTa OT Kiac C, Ja c€ HpoBEpU CHOTBETCTBUCTO Ha
u3aciauaTa ¢ TUIla, OIMKMCaH B CCpTI/Iq)I/IKaTa 3a EC HU3CJICABAHEC Ha
THIIA, W C U3HUCKBAHUATA Ha HACTOAIIUSA PErJIIaMEHT, KOUTO C€
nmpujarat KbM TE3U U3JCIINSA,

— 3a u3eNuATa OT Kiac B, 1a ce moTBbpIM ChOTBETCTBUETO C TEXHHU-
yeckaTa JOKyMeHTanus, mocodyeHa B mpminoxkenus Il u I, u c
M3MCKBAHMATA HA HACTOSIIMS PErJIAMEHT, KOMTO c€ HpHJaraT KbM
TE3M W3JIeIHs;

B

=

JOKYMEHTHpa 000CHOBKaTa CH 3a M300pa Ha MapaMeTpuTe, MOCOYCHH B
OykBa 0);

r) UMa JOKYMEHTHPAaHH IPOLEAYpH 3a HM3BBPIIBAHE Ha IOJXOJISIINTE
OLICHSIBAaHKMS M HW3IHUTBAHUS, 3a Ja CE NPOBEPH CHOTBETCTBUETO Ha
U3/IENINETO C U3UCKBAHUATA HA HACTOSIMS PErJIAMEHT Upe3 U3cleBaHe
Y M3MUTBAHE HA BCSKA IapTHJa MPOJYKTH, KaKTO € MOCOYCHO B pasjiell
5 ot npunoxenue XI;

L[) nMa JOKYMEHTHUpAaHHU [POUCAYpH, IpEABMXKAAIIU A0rOBapssHE CbC
3asBUTCIISL 3@ TOBA KOra U KbJI€ II€ CE U3BBPIIAT HCO6XOZ[I/IMI/ITC U3IHUT-
BaHNs, KOUTO HE C€ M3BLPULIBAT OT HOTI/I(i)I/II_II/IpaHI/ISI opraH;

C) HOCHU ITbJIHA OTTOBOPHOCT 3a PE3yJaTAaTUTC OT HU3INUTBAHETO B CbHOT-
BETCTBUE C€ JOKYMCHTHPAHHUTEC IIPpOLEAYypH; TIPEAOCTAaBEHUTE OT
MIPOU3BOAUTEIA NOKIAAW CE€ B3E€MAT IIOJA BHUMaHHUE CaMO aKO ca onnm
n3aa€HU OT KOMIICTEHTHUTE OpraHu 3a OLCHSBAHC HAa CbOTBCTCTBUETO,
KOUTO Ca HE3aBHUCHUMHU OT MPOU3BOAUTECIIA.

4.5.4. OrensBaHe Ha OIlEHKaTa Ha JEHCTBHETO

B u3BBpIIBAHOTO OT HOTH(HULUPAHMTE OPraHH OLEHSABAHE Ha IpOLe-
JlypuTE U JIOKYMEHTALUATa CE Pas3IVIekKAaT PEe3yJTaTUTE OT NPOYYBAHUATA
Ha HayyHaTa JUTEparypa, KaKTO M BCHYKM M3BLPIICHH BajauIUpPaHMs,
MPOBEPKH, M3MUTBAHUS U HANPABeHH M3BOAM, M OOUKHOBEHO ce
BKJIIOUBAT CHOOPAKEHMS 32 W3IOJI3BAHETO HA AITEPHATHUBHH MaTepHaIn
U BEIIECTBA M CE B3eMAT IIPEJBUJ ONAKOBKATa M CTaOWIHOCTTA, BKIIIO-
YUTEIHO CPOKBT Ha TOAHOCT Ha TOTOBOTO M3Jenue. AKO He e
M3BHPLICHO HOBO W3IMTBAHE OT MPOU3BOAUTENS MM IPU OTKIIOHEHHUS OT
MPOLEAYpPUTE, BBIIPOCHUAT HOTU(GULMpPAH OpraH HU3BHPIIBA KPUTHUCH
nperJie]] Ha 00OCHOBKATa, MPEJICTABEHA OT MPOU3BOAUTEILS.

Horudunupanusar opran umMa J0KyMEHTHPAHH IPOLEAYpPH 3a Iperie] Ha
HOpOLEAypUTe M JOKYMEHTAlMsATa Ha IPOU3BOAUTENS BBB Bpb3Ka C
OLIEHKaTa Ha JEeHCTBHMETO — KaKTO 3a IbPBOHAYAIHOTO, Taka M 3a
TEKyIIOTO OLICHABaHE Ha CBHOTBeTcTBUETO. HoTHHIMpaHHAT opraH
[paBy Tperjies, BaluIupa U IPOBEPsBA JAlM HPOLEAYPUTE U JOKYMEH-
TalusATa Ha TMPOM3BOAUTENS Ca yPENEHM HO MOAXOJAI] HayMH:

a) IUIAHMPAHETO, MPOBEKIAHETO, OLECHIBAHETO, JOKIAIBAHETO U aKTyalu-
3UpAHETO Ha OIeHKAaTa Ha JEHCTBHETO, mocoueHa B mpuiokenue XIII,
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6) Haza3opa cCjie ITYCKaHE Ha Ila3apa W IPOCIICASIBAHETO Ha HeﬁCTBHCTO
CJIEA IIyCKaHE Ha I1a3apa,

B) B3aMMOJCICTBHETO C MpoOLeca Ha YIpPaBICHUE HA PUCKa,

I') OLCHKAaTa M aHAIM3a Ha HAJIMYHMUTE JJAHHU U Ha TAXHOTO 3HAYCHHE BbB
BPB3Ka C JIOKA3BAHETO HA CHOTBETCTBUETO C KOHKPETHUTE M3HUCKBAHUS
1o TpuiokeHue I,

L[) 3aKJIIOUCHUATA, HAIIPABEHU BHB BPb3Ka C KIIMHUYHUTE JI0OKa3aTeJICTBa U
M3TOTBSIHETO HA JIOKJIajJa 3a OLEHKA Ha JIEHCTBUETO.

B mnpouenypute mo Bropa anmHes ce B3emar npeasua Hammuaure OC,
HACOKH M HaW-J0OpU TPaKTHUKH.

OneHsBaHETO OT HOTHU(MUIMpAHUS OpraH Ha OLECHKUTE Ha JEHCTBHETO
cwraacHo npuiokenne XIII Bxmousa:

— HnpeaBuaeHarTa yHOTp€6a, II0Cco4Y€Ha OT ITPOU3BOAUTEIIS, U TBBPACHUATA
3a U3CIIMCTO, OIPEACIICHU OT HETO,

— IUJIAaHUPAHETO Ha OLICHKAaTa Ha ﬂeﬁCTBHeTO,

— METOAMKATa 3a MPOyYBaHE HA HaydHATa JIUTEPaTypa,

— CBHOTBETHATA NOKYMEHTalYs 3a IpPOy4YBaHEC Ha Hay4dHaTa JUTEparypa,

— HU3IIATBAHHUATA Ha ZleﬁCTBI/IeTO,

— HaJA30opa ciie] MyCKaH€ Ha [a3dapa W MIPOCIICASIBAHCTO Ha JIEUCTBUETO
CJIeq MyCKaHe Ha Mmasapa,

— BaJIMIHOCTTA Ha TBbp/JsHATA CKBUBAJICHTHOCT I10 OTHOLICHUE HaA JAPYIr'U
U3OCIUA, OOKa3BAaHCTO Ha CKBUBAJICHTHOCTTA, MJAaHHUTC OTHOCHO
TNIPpUTrOAHOCTTA U 3aKIIIOYCHUATA OT CKBUBAJICHTHU W CXOJAHH U3CIINA,

— JIOKJIaJa 3a OIIEHKAa Ha JICHCTBHETO,

— O0OOCHOBKaTa BBB BPB3KAa C HEU3BBPIIBAHETO HA M3IUTBAHMA Ha
JEeHCTBHETO MM MpOCIEsBaHe Ha [EHCTBHETO Ciej ITyCKaHe Ha
nasapa.

BbB Bpb3Ka C HJAHHUTE OT U3INUTBAHHUATA Ha ZleﬁCTBMCTO, BKJIIOYCHH B
PaMKHUTE Ha OLICHKaTa Ha Z[eﬁCTBHCTO, CBbOTBCTHUAT HOTI/I(bI/H_[I/IpaH opraH
rapaHnTupa, 4€ HalIpaBCHUTEC OT IIPOU3BOJAUTEIISA 3aKIHOUYCHHUS Ca BaJIMJHU B
KOHTCKCTa Ha OZ[OGpCHI/IH IUIaH 32 W3MUTBAHE Ha JICHCTBUETO.

Hotuduimpanuar opraH rapaHTupa, 4e B OIGHKaTa Ha JeiiCTBHETO ce
pasriaexjaar 1o  MOAXOAAIl HAauuH  CbOTBETHMTE HM3MCKBaHMA  3a
6e30macHOCT U IeHCTBHeE, TIPeIBUACHH B IpUiIoxkeHue I, ue e crobpaseHa
M0 MOAXOJAIL HAYMH C M3MCKBAHMATA 3a YNPABJIECHMETO HA PHMCKA, Y€ €
U3BBpIICHA B ChoTBeTcTBHE ¢ npuioxenue XIII u d4e e mpaBuiHO
OTpa3eHa B IpeAcTaBeHaTa MHGOPMAIHA 32 W3/ETUETO.

. Crenmanau mpoueaypu

Hotuduimpanusr opran uMa JOKYMEHTHUPAHH MPOLEIYPH, TOCTATHYHO
EKCIIePTeH ONMUT W 00Opy/BaHE 3a MPOLELYpHUTE, NOCOYSHH B pasjen 5
oT npwiokeHne X, 3a KOUTO ca ONpeIesIeHH.

3a CBHIBTCTBAIIM H3/ENHsS HOTH(OUIMPAHHS OpraH HMa JOKYMEHTHPaHU
MpOLEAYypH, KOWTO HEISIT U3MBIHCHMETO HAa M3UCKBAHUATA HA
HACTOAIINS PErJaMeHT IO OTHOLICHHE Ha KOHCYJTAIlMUTE IIPU OLEHS-
BaHETO Ha Te3n TumoBe m3zenust ¢ EMA wim ¢ KOMIETEHTEH OpraH 3a
JIEKApCTBEHUTE MPOJYKTH.
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4.6.

4.7.

4.8.

JloxitaBane

Horuduimpanust opras:

— TapaHTHpa, Y€ BCHYKH CTBIKH B MPOIECA Ha OLCHIBAHC HA CHOTBET-
CTBHETO Ca JOKYMCHTHDAHH, Taka 4Ye 3aKIUYCHUSITA OT OLCHSIBAHETO
na ObmaT SCHM M [Oa [O0Ka3BaT CHOTBETCTBHEC C M3HCKBAHUATA Ha
HACTOSIIIMSI PETNIAMEHT, M [a MOTaT Ja IMOCTyXaT Karto OGCKTHBHO
JIOKa3aTeICTBO 32 TOBa CHOTBETCTBHE HA JIMIA, KOMTO HE y4acTBaT B
OLICHSBAHETO, HATPUMEp [EPCOHANA B OPTaHHUTE, ONMPEACISIIN HOTH-
(unmpanuTe oprasu,

— TapaHTHpa, 4e ca Ha pasoJIOKEHHE JOCTATHYHO 3aIUCH 32 OCHTYpS-
BAHETO Ha SICHA OJANTHA CJIea 3a IENUTe Ha OJMTHUTE HA CHCTeMaTa 3a
yIpaBlieHHE Ha Ka4ecTBOTO,

— JOKYMCHTHpA SICHO 3aKJIIOYCHHUATA CH OT OLCHABAHETO HAa OIICHKATa Ha
HeﬁCTBHeTO B JOKJIaa OT OLCHABAHETO HA OLCHKAaTa Ha HeﬁCTBHeTO,

— TIPEIOCTaBsi 3a BCEKH KOHKPETEH MPOEKT MOAPOOSH TOKIad, KOUTO €
OCHOBaH Ha CTaHAapTeH (GopMar W BKIKOYBA MHUHHUMAJCH Habop OT
eneMeHTH, onpenenenu or KI'MU.

JloknaapT Ha HOTH(ULIMPAHUS OPraH:

— JOKYMCHTHpA SICHO pPE3YJTAaTUTEC OT OLCHABAHCTO M BKIIIOYBA SICHU
3aKIIIOYCHUS OT IPOBEpKATa Ha CHOTBETCTBUETO Ha IPOMU3BOAUTECIISA C
MU3UCKBaHUATA HA HACTOALIUA PETJIaMCHT,

— CbhAbpiKa IPENOPbKa 3a 3aKIIOYUTCIHUS MPETIIC] U 32 OKOHYATCIHOTO
peuieHue Ha HOTI/I(bI/IHI/IpaHI/IH OopraH; Ta3u IperiopbKa €€ MoAIrCBa OT
OTrOBOpHUS WICH Ha IIepCOHaIa B HOTI/I(bI/II_II/IpaHI/ISI oprat;

— C€ npeaocrass Ha CbOTBETHUS IIPOU3BOAUTEIL.

3aKII0YUTEIICH nperyiea

Hpe)m B3€MaHC€ Ha OKOHYATC/IIHO PEIICHUEC HOTI/I(bI/IHI/IpaHI/ISIT opran:

— rapaHTupa, 4¢€¢ IEepCOHAIBT, Ha KOWTO € BB3JIOKEH 3aKIIOUHTECITHUAT
nperjieA u B3EMaHETO Ha PpeIICHHS OTHOCHO KOHKPETHU IIPOCKTH,
nMa CBOTBETHUTE IMPAaBOMOIIUA W € pas3IMd€H OT NepcoHala, KOWTO
€ U3BBPIINII OLCHABAHUATA,

— TIpoBepsiBa Janu AOKJIAABT(MTE) M TOJAKpEIsIara JIOKYyMEHTalus,
HEOOXOAMMHM 3a B3€MAHETO Ha PEUICHUs, BKIIOYUTECIHO BBB BpPbB3Ka C
OTCTPaHSBAaHETO HA HECHOTBETCTBHUS, KOHCTATHpaHW IO BpeMe Ha
OIICHSIBAHETO, Ca ITBJIHU U JIOCTaThUHM C OIJIe] Ha 00XBaTa HA IPHIIO-
JKEHHUETO, KaKTO U

— HOpoBepsiBa HaJii HsAMa HEOTCTPAaHCHU HECHOTBECTCTBUS, KOUTO JHa
BB3INPCIATCTBAT M31aBaHCTO Ha CCpTI/I(bI/IKaT.

Pemenus u ceprudunupane

Hortuduimpanusar opran umMa IOKyMEHTHPAaHH HPOLEAYPH 3a B3eMaHE Ha
pemeHus, BKIIOYWTENTHO 110 OTHOIIEHWE Ha pa3MlpefelieHHeT0 Ha
OTTOBOPHOCTH 3a H3/aBaHE, CUpaHe Ha ACHCTBHUETO, OrpaHHYaBaHE WM
oTHeMaHe Ha cepTudukary. Te3u mpoueaypH BKIIOYBAT M3UCKBAHUATA 32
HOTH(UKAIUITA, PSIBUACHA B I1aBa V OT HacTOsIMs periameHt. Tesu
MPOLEYPH TO3BOJISABAT HA CHOTBETHMSI HOTH(UIMpAH OpraH:

— Jila p€iu, Bb3 OCHOBA Ha NOKYMEHTALMATA 3a OLICHABAHEC W HaJWM4HATa
JOIIBJIHUTECIIHA I/IHd)OpMaHI/ISI, Jalli  HU3UCKBAHUATA Ha HACTOAIIUA
PErIaMeHT Ca U3IIBJIHCHU,
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— JIa pelld, Bb3 OCHOBA Ha PE3YJITATHTE OT OLICHSIBAHETO Ha OIIEHKaTa Ha
JICHCTBHETO M YIPABJICHUETO HAa PUCKA, NalH IUIAHBT 3a HAJI30p CIICX
IIyCKaHEe Ha TI1a3apa, BKJIIOYMTEIHO IUIAHBT 3a HPOCIEASBaHE Ha
JIEHCTBHETO cie] MyCcKaHe Ha Ma3apa, € MOJIXOJIII,

— Jla pei KOW Ca KOHKPCTHHTE OCHOBHM €Taly 3a JOIBJIHUTEICH
mperses OT HOTH(UIMpPaHHUs OpraH Ha aKTyaJHOCTTa Ha OICHKaTa Ha
JIEMCTBUETO,

— J1a pemd Janu 3a cepTU(HUIMpaHeTo TpsOBa aa ObAAT ONpeneieHH
KOHKPETHH YCJIOBUSI MJIH PA3IopeaoH,

— J1a ompejenu, Bb3 OCHOBA Ha HOBOBBBEICHMATA, KIaCH(pUKAIMATA
CIIOpe/l pHCKa, OLCHKaTa Ha JACHCTBHETO M 3aKJIFOUYCHHUSITA OT aHalIn3a
Ha pHCKa Ha HW3/EIMETO, CPOK Ha CEepTUGHUMPAHETO, KOMTO 1a He
HAJIXBBPIIS MET TOJMHH,

— J1a JIOKyMEHTHpa SICHO B3€MaHETO Ha PCIICHMS W eTamuTe Ha 07100-
peHue, BKIIIOUMTEIHO OJOOPEHHETO C IIOANUC HA OTrOBOPHHUTE
YJICHOBE Ha IEpPCOHaa,

— Jla JOKYMEHTHpa sICHO OTTOBOPHOCTHTE M MEXaHM3MHUTE 3a CbhOO-
IaBaHe Ha pELICHUS, MO-CIELMATHO KOraTo IOoCleJHaTa CTpaHa,
nojnucaia cepTudukara, € pasiiuHa OT B3eMallus(UTe) pelIeHUsTa
WIN He OTroBapsi Ha M3MCKBAHMATA, YCTAHOBEHM B paszen 3.2.7,

— Ja u3gaBa cepTuHKaT(d) B CHOTBETCTBHE C MUHHMAIHHUTEC H3MCK-
BaHMs, NpeIBUJICHN B npmioxeHue XII, cbc Cpok Ha BAIMIHOCT HE
IOBEYe OT MET TOAWMHM M J]a MOCOYBa Jald Ca HAIWIE CIICHHATHI
YCIIOBUS VI OIPaHUYCHUS, CBBP3aHH ChC CepTH(UIMPaHETO,

— Ja u3znaBa cepruduKar(d) camMo Ha 3asBUTENSI M [a HE H3J[aBa CepTH-
(ukarn, oOXBaIIaIN MHOXKECTBO CyOeKTH,

— Ja TapaHTHpa, Ye MPOU3BOAUTENAT € UHPOPMHpPAH 3a PE3yJITAaTUTE OT
OILICHSIBAHETO M MPOU3THYANIOTO OT TAX PEIICHHE U 4Ye TE CE BBBEXKIAT
B €JIEKTPOHHATa CHCTEMa, II0COYCHAa B WiICH 52.

W3menenus u TIpOMEHHU

Hotuduimpanusr opran uMa JOKyMEHTHPAHM TIPOLEIYPU M  CHOpa-
3yMEHHs C MPOU3BOJUTENIH, CBbP3aHH ChC 3aJb/KCHUATA HA MPOU3BO/IH-
TEJNUTE 3a MPEIOCTaBsHe Ha MH(OpPMAIMS U OLCHSIBAHETO HA MPOMEHUTE
BbB:

— opoOpeHara(ure) cucrema(M) 3a YHpaBJICHHE Ha Ka4eCTBOTO WM
ramara OT O0XBaHATH MPOIYKTH,

— 0[[06peHI/I${ IIPOCKT Ha HU3JCJIUETO,

— 0700peHHs TUIl Ha U3JEIHETO,

— BCSKO BEHIECTBO, KOETO € BKJIIOUCHO WIIM CE M3MON3BA 33 MPOM3BO-
CTBOTO Ha JAJCHO HM3/IEIHE U IMOMJICKH Ha CICLHUATHUTE MPOLEIYPH B
CBHOTBETCTBUE ¢ paznen 4.5.5.

HpOLICI[ypI/ITC u CcliopasyMeHusITa, IOCOYCHU B II'bpBa aJIMHEs, BKIIIOYBAT
MCEpKH 3a IIPpOBEpPKAa Ha 3HAYMMOCTTA Ha IIPOMEHUTE II0 II'bpBa aJIUHEd.

B crporBeTcTBHE CBHC CBOMTE JOKYMEHTHPAHU IPOLEAYPH CHOTBETHUST
HOTHGHIMPAH OpraH:

— TapaHTHpa, Y€ MPOU3BOJUTEIUTE MPEACTABAT 3a MPEABAPUTETHO
0J00peHne IUIAaHOBE 3a NMPOMEHH ChIJIACHO I'bpBA ajlMHEs U ChOT-
BeTHaTa MH(OpMaILKs, CBbP3aHA C TE3H HMPOMEHH,
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— OICHABA TMPCUIOKCHUTE IPOMEHHU HW MPOBEpABa HdalIu CJICA TE3U
IIpOMEHU CHUCTEMaTa 3a yIPaBJICHUC Ha Ka4€CTBOTO HJIU IIPOCKTHT Ha
U3JACJTIUETO, WK THUIIBT HA U3ACIUCTO IPOABJDKABAT Ja OTroBapsAT Ha
M3UCKBaHUATA HAa HACTOALINA PETJIaMCHT,

— YBEIOMSBaA IIPOMU3BOAUTEIIA 3a PCIICHUETO CU U INPEACTaBsA JOKJIan
WJIH, aKo € NPUIIOKUMO, NOIIBJIHUTECIICH NOKIal, KOWUTO CbhAbpKa oboc-
HOBAHU 3aKJIFOYCHUSI OT U3BBPIICHOTO OT HEro OLCHABAHE.

4.10. Jle#iHOCTH 1O HaJ30p M HAOMIOAEHME Cciell CepTH(ULUpPAHETO

Horuduiupanusr opran umMa GOKyMEHTHPAHU HPOLETYPH:

— 3a ompejesiHe KaKk M Kora Jia ObJaT OCHIIECTBEHH JEHHOCTHTE IO
HaJ 30p Ha MPOM3BOJAUTENUTE. Te3M MpoleaypH BKIIOYBAT MpaBHIIa
32 BHE3allHU OJUTH HAa MACTO HAa NPOU3BOJUTEIUTE U KOTaTto €
MIPUIOKHMO — TIOJU3ITBIHUTENIUTE U JOCTABUMLIUTE, 32 H3BBPIIBAHE
Ha W3MWTBAaHUS Ha TPOAYKTHTE W HAONIOJCHHE Ha CHa3BaHETO Ha
BCHYKHM YCJIOBHUs, OOBBp3BALM IPOM3BOJUTEINTE U CBBP3aHH C
pelieHusiTa 3a cepTU(UIMpPAHE, KATO HANpUMeEp aKTyalu3alus Ha
KIMHUYHNATE JaHHU TIpe3 ONpee/ICHH MHTEPBAI OT BpEMe,

— 3a moA0Op HA CHOTBETHM W3TOYHUIM HA HAYYHH U KIMHUYHH JAQHHHU U
nHbOpMaLHs cliell yCKaHeToO Ha ras3apa, CBbp3aHa ¢ Herosara cdepa
Ha KomreTeHTHOCT. Ta3u uHpopmarms ce B3eMa MPeABUJL TIPU IIaHHU-
paHeTO M MPOBEKIAAHETO HA JCHHOCTUTE IO HAA30pa,

— 3a Iperjiel Ha AaHHUTEC OT IIPOCICAABAHETO Ha 6630HaCHOCTTa, J10
KOATO HWMa JOOCTBII CBIVIACHO YIICH 87, C Lejl onpeneiisiHe Ha
HEWHOTO BLSHCﬁCTBHC, aKO HuMa TaKoBa, BBPXY BaJIUJHOCTTAa Ha
CBhIICCTBYBAIIUTE CepTI/I(bI/IKaTI/I. PeByJ’ITaTI/ITe OT OLCHKaTa W BCHYKH
B3€THU pEHICHUS CC NOKYMCHTHUPAT IIATCIIHO.

IIpn nonyyaBane Ha uHMOpMALMA, NPEAOCTABEHA OT IPOU3BOAUTEN MU
KOMIIETEHTHH OpraHH, 3a CIydad, yCTaHOBEHM IIPU HPOCIEISIBAHETO Ha
0e30I1acHOCTTa, BBIPOCHUAT HOTU(GUIMpPAH OpraH u30Mpa Aa NPUIIOKU
HSKOE OT CJICIHUTE pPELICHHUS:

— fJa He TpeampueMa ICHCTBUS ThH KaTO CIydYasT, YCTaHOBCH IIPU
MPOCIIESIBAHETO Ha OE30M1aCHOCTTa, OYCBHIHO HE € CBBP3aH C HM37a-
JleHnTe cepTuduKary,

— na HabnrogaBa JACHHOCTHUTE HA TPOU3BOAMUTENST W KOMIETCHTHHTE
OpraHd M pe3yjiraTure OT MPOBEKAAHOTO OT HPOU3BOIUTEIS
pascieBane, 3a J1a ONpPEAEIN JAIN U3IaJCHUTE CepTH(UKATH ca 3aCT-
pamieHd WM Aaid ca OWiIM MPEANPUETH MOAXOSIIM KOPUTHPAIIN
JIefCTBYS,

— Jla npeanpueMe U3BBHPEAHW MEPKU 3a HAA30p, KaTO Halpumep
nperjieAn Ha MAOKYMCEHTH, OJUTHU C KpPAaTKO HNPEAU3BECTUC HIIU oe3
TNIpean3BeCTUC U U3IUTBAHE Ha IMPOAYKTH, IPU HAJIMYUE HA BEPOSITHOCT
U3JaICHUTC CCpTH(bI/IKaTI/I Jla ca 3acTpallieHu,

— Jla YBCJIMYU 4Y€CTOTaTa HAa HAJA30PHUTEC OIUTH,

— Jla U3BBPHIN IMPETJICA Ha KOHKPETHU MNPOAYKTH WKW MPOLECU MPpU
ciaeaBamusa OOUT Ha IMPOU3BOAUTEIIA, WIN

— Jla B3EME€ JpYyTrd INOAXOISAIIU MEPKHU.

Ilo orHOmIeHME HA HAA30PHUTE OMUTH HA NPOU3BOAUTENUTE HOTH(HULIM-
paHUAT OpraH MMa JOKYMEHTHPAaHH IMPOLEIYpH 3a CIEIHOTO:

— Ja M3BBPIIBA HAH-MAJIKO BEAHBXK TOJMIIHO HAJ30pPHM OJAUTH Ha
MPOU3BOJIUTENSI, KOMTO C€ IUIAHUPAT M TPOBEXKIAT B CHOTBETCTBUE C
KOHKPETHHUTE M3UCKBaHUS MO pazzaen 4.5,
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4.11.

— Jla TapaHThpa, 4€ OLCHsABA II0 aJCKBATCH HAYWH AJOKYMCHTALUATa Ha
TIpOU3BOAUTEIISA, CBbpP3aHa € IPOCIICAIBAHE HA 6630HaCHOCTTa, Haza3opa
CJIEA ITYCKaHC Ha IIa3apa W HIPOCIICASIBAHCTO Ha JICCTBUETO CJIe]
IMyCKaH€ Ha TIasapa, W IHOpWJIaraneéto oOT HEroBa CTpaHa Ha
pa3n0pe;[6HTe, OTHacAMMN C€ OO0 TE3U BBIIPOCH,

— Ja B3eMa o0Opasuy M Ja M3BBPIIBA HU3MUTBAHE HA M3JICNUATA U TEXHHU-
YyecKkara JIOKYMEHTAllMsi MO BpeMe Ha OJUTHTE CBIVIACHO MpeJ-
BapHUTEIIHO ONPE/CICHUTE KPUTEPHUH 3a B3eMaHe Ha 00pasiy M Ipolie-
JIypUTe 3a U3MUTBAHE, 3a JIa Ce TapaHTUpa, Ye MPOM3BOIUTENAT HEpe-
KBCHATO MpHUJIara ogoOpeHara CHCTeMa 3a YIpaBJIeHHUEe Ha KadeCTBOTO,

— Jla TapaHTHpa, 4Ye IPOU3BOAUTENAT CHa3Ba 3aJb/DKEHUATA OTHOCHO
JIOKYMEHTAIUsTa M MPEJOCTaBsIHETO Ha MH(OpPMAIUs, YCTAHOBEHH B
CHOTBETHUTE TPHIOKEHHs, M 4e TPOLEAYypUTe My ca ChOOpaseHH ¢
Hal-100pUTe MPAKTUKU NPH BbBEXKAAHE HA CUCTEMHTE 32 YIPABICHUE
Ha KauecTBOTO,

— J1a TapaHTUpa, 4e MPOU3BOJUTEIAT HE M3I03Ba M0 MOABEXKIAIl HAUUH
cUCTeMaTa 3a yIpaBJCHHE Ha KayeCTBOTO HJIM OJ00peHHsATa Ha M3Je-
JIAATA,

— Ja c1>61/1pa J0CTaTb4HO HH(bOpMaHHSI, 3a J1a OoIpeAciIu Aajau cucremara
3a yHpaBJICHUE Ha Ka4YCCTBOTO MNPOABJDKAaBa Ja OTroBaps Ha H3HUCK-
BaHMATA HA HACTOSAUIWS PErJIaMEHT,

— [PpHU OTKPUBAHEC HA HECCHOTBCTCTBUS, [1a U3HUCKBA OT IPOU3BOAUTECIIA 1A
npearnpueMe  Kopurupamnu JeUCTBUS U, axKo ¢ [IPUIOKUMO,
TIIpEBaHTUBHU I[eﬁcTBPISI, KaKTO "

— [pu H606XOI[I/IMOCT Ja HaJlara KOHKPETHU OTpaHUYCHUS 3a CbOTBETHUS
CepTI/I(bI/IKaT, Ja cupe JICCTBUETO My WM J1a IO OTHEMEC.

AKO TOBa € BKJIIOUYEHO B YCJOBHSATA 33 cepTU(HUIMpPAHE, HOTUDUIMPAHUSIT
Opras:

— W3BBpIIBA IATENEH Iperyief Ha Hal-akTyalHaTta OLEHKAa Ha
JICHCTBHUETO, aKTyaIn3UpaHa OT HPOU3BOJUTENS Bh3 OCHOBA Ha yNpaxk-
HSBaHUS OT HErO HAJ30p Clie]l IMyCKaHeTO Ha Ia3apa, Ha MpOCienas-
BAaHETO Ha JEHCTBHETO CiIeA IyCKaHe Ha Ia3apa, KakTo U Ha
KJIMHUYHATA JIUTEpaTypa, CBBbP3aHa C JIEKYBaHOTO CBhC CBHOTBETHOTO
M3eINe ChCTOSIHUE, WM Ha KJIMHWYHATA JIUTEpPaTypa, CBBP3aHa ChC
CXOJIHH W3EIHS,

— JIOKYMEHTHpa SCHO pe3ysTata OT MIaTeIHUS Hperyien W MpecTaBs Ha
BHUMAaHHMETO HA MPOU3BOJUTEINS BCHYKM KOHKPETHU ONACEHHs WU MY
Hajlara KOHKPETHH YCIIOBHS,

— rapaHTupa, 4e Hai-akTyajHaTa OLEHKa Ha [eHCTBHETO € MHpPaBUIIHO
OTpa3eHa B MHCTPYKIHHTE 3a ynorpeba ¥ — KOraTto € MPHUIOKHMO
— B PE3IOMETO BBbB BPB3Ka C 0E30MaCHOCTTA M JICHCTBHETO.

[ToBTOpHO Cepruduipane

Horudunupanusr opran uMa JOKYMEHTHUPAHH HPOLEIYpPH, CBBP3aHU C
HperyieJuTe Ha MOBTOPHOTO CEPTU(UIMpPAHE U IOJHOBIBAHETO HA CEpPTHU-
¢ukarure. IloBTOpHOTO cepTH(UIUpPaHE Ha ONOOPCHHTE CHCTEMH 3a
yIpaBJIeHHe Ha KadecTBOTO Wwiu Ha cepruduxarure 3a EC ounensBane Ha
TeXHHUYEeCcKaTa JOKyMeHTauus wiu Ha cepruduxatute 3a EC uscnenBane
Ha THUIA Ce U3BBPIIBA HAW-MaJIKO HA BCEKH IIET I'OIUHHU.

Hortuduimpanusar opran uMa JOKYMEHTHUPAaHH HPOLEAYpPH, CBBP3AHH C
MOAHOBsIBaHETO Ha ceprudukatuTe 3a EC oleHsBaHe Ha TeXHHYECKaTa
nokyMeHTanust U ceprudukarute 3a EC u3cienBaHe Ha Tuma, Kato HpH
Te3U TPOIEIYPU OT CHOTBETHMS MPOU3BOJUTEIN CE M3MCKBA Jla MPEACTaBH
pe3foMe Ha MPOMEHHUTE M HAyYHWTE KOHCTATaIlWHU 3a M3/EIHETO, BKIIFOYH-
TEJHO:
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a) BCUYKHA MPOMEHU B MI'bPBOHAYAIHO OL[O6peHOTO HU3€JINUE, BKIIIO-
YUTCJIHO IIPOMEHH, KOUTO BCE OLIC Ha Ca C’I>06III€HI/I,

0) omurta, NPUIOOHUT OT HAI30pa Cjel IycKaHe Ha Ias3apa,

B) ONMTA, NPUIOOHUT NPH YNPABICHHETO Ha PUCKA,

r) OmMTa OT aKTyaJM3HpaHEe Ha J0Ka3aTeJCcTBAaTa 3a CHOTBETCTBHETO C
o0IIUTe M3MCKBAHMS 3a OE30MacHOCT W JICHCTBHE, YCTAHOBEHH B
npunoxenue I,

1) ONHTAa OT MperieJuTe Ha OLCHKATa Ha JACHCTBUETO, BKIIOYHTEIIHO
pe3yaTaTuTe OT BCHYKHM M3ITUTBAHHS HA JCHCTBHETO M IPOCIICASBAHETO

Ha L[eﬁCTBPICTO CJIea MyCKaHE Ha I1asapa,

e) NPOMCHUTE B H3HWCKBAHMUATA, B KOMIIOHCHTUTC Ha HU3ACIUETO WU B
HayYHaTa WM PerylaTopHaTa cpea,

X

N2

W3MEHEHMSTA B NPHIOKCHUTE MM HOBHTE XapMOHHM3UPAHU CTAHIAPTH,
OC wi paBHOCTOWHU OKYMEHTH, U

3) MHPOMEHHTE B MENHIMHATA, HAYYHUTE M TEXHHUYECKMTE 3HAHHs, KaTo
HaIpuMep:

— HOBH BHUJOBC JICUCHUA,
— HNPOMCHH B METOJAUTC HA MU3INMUTBAHE,

— HOBM HAy4YHH OTKPUTHS 3a MaTepuall W KOMIIOHEHTH, BKIIIO-
YHUTEIHO OTKPUTHS 110 OTHOLICHWE HAa OMOJOrMYHAaTa MM ChBMEC-
THUMOCT,

— ONHWT OT W3NHUTBAHUATA MPU MOTOOHH HM3ICIHS,
— JIaHHHU OT PETUCTPU U apXHBH,
— ONHWT OT M3NHUTBAHUATA HA JCHCTBHETO MPH TOJO00HH H3/CIIHS.

HoTtudunupanusar opran uMa NOKyMEHTHPAHU IIPOLELYPU 3a OLEHKA Ha
nHdopMaLKATa, MOCOYEHa BBB BTOpPA allMHEs, U OOpBIIAT OCOOEHO
BHMMAaHHE Ha KIMHMYHHMTE JaHHU OT HaA30pa Cle]] IyCKaHe Ha Iaszapa H
JIEHHOCTHTE 1O NpOCIesBaHe Ha JEHCTBUETO Clell IyCKaHe Ha Ia3apa,
HpPEIIPUETH CIe NMPEAXOJHOTO CepTU(UIMpPAHE UM NOBTOPHOTO CEPTHU-
¢duMpaHe, BKIIOYUTENHO CHOTBETHHUTE aKTyalM3alluM Ha JOKJIaauTe 3a
OLIEHKaTa Ha JeHCTBUETO Ha MPOU3BOJIUTEIHTE.

3a pEeIeHHETO OTHOCHO MOBTOPHOTO CepTH(HLIHMPAaHE HOTHUHUIHUPAHUSIT
OpraH M3IMoOJI3Ba CBUIUTEC METOAW W NPUHLIMUIINA KaTo H3IO0JI3BAHUTC IIPU
PELICHHETO OTHOCHO IbpBOHAYANHOTO cepTuduiumpane. Ilpun Heobxo-
JIMMOCT C€ YTBBPIKAABAT OTHACIHH (OPMYJISAPU 3a MOBTOPHO CepTUH-
[UpaHe, B KOHUTO C€ OTYUTAT HEOOXOAMMHTE 3a CEepPTUPHLIUPAHETO
CTBIIKH, KaTO HANPUMEp 3asBJICHHE W TIPErJe/l Ha 3asBICHUETO.
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1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

1.8.

L.9.

IIPUJIOJKEHUE VIII

IPABUJIA 3A KJIACUDPUKALIUSA

IMPABUJIA 3A TIPUJIATAHE

HpI/IHaFaHCTO Ha mpaBujiaTa 3a KJ'IaCI/I(I)I/IKaHI/ISI C€ ompeneisa OT npeaHasHa-
YCHUECTO Ha H3ACIIHATA.

AKO BBIIPOCHOTO H3/€NIHE € NMPeAHa3HAueHo 3a ynorpeda B KOMOMHALUS C
IpYro M3ziene, NpaBwiaTa 3a KiacM(HUKAlMs ce IpuiaraT OTIEIHO 3a
BCSIKO OT M3/EJIUSATA.

HpI/IHa,I[J'IC)KHOCTI/ITe 3a MEIUIUHCKU HU3JCJIUS 34 UHBUTPO JAHUArHOCTUKa ce
KJ'[aCI/I(l)I/lI.II/IpaT Ha CaMOCTOATCIIHO OCHOBAHHC, OTACIIHO OT H3ACIIUCTO, C
KOCTO CC MU3II0JI3BAT.

Co(dryepbT, KOHTO YHpaBisBa H3ACIHETO WIM HMa OTPAKCHHE BBPXY
ynorpebara My, Ionajga B ChLIMS KJIaC KaTo H3ICIHETO.

Ako coTyephT € HE3aBUCHM OT BCSIKO JIPYyro HW3JeNne, TOW Ce KIacH-
(GuLMpa OTAENHO, HA CAMOCTOSTEIHO OCHOBAaHHME.

Kanubparopure, mnpeaHasHaueHu 3a ynorpeba ¢ u3Jenue, ce KIacu-
GuLMpaT B CHUIMS KJIAC KATO M3JIENHUETO.

KOHTpOJ’[HI/ITC Marepuajin ¢ ONpeAC/ICHU KOJIUMYECTBCHU HWIIM KAa4YCCTBEHU
CTOI‘/’IHOCTI/I7 IpeaHa3sHauYCHU 3a HaJ€H KOHKPETCH aHaJIMTU4YCH MapaMeTbp
WKW HAKOJIKO aHAJIMTUYHU IapaMeTbpa, €€ KJ'IaCI/I(i)I/II_II/IpaT B CbhbIIHsA KJI1acC
KaTo HU3ICIHCTO.

Ilpy ompenensHe Ha TOYHATA KIACH(UKAIMS HA W3ICIHETO MPOU3BO-
IUTEISIT B3eMa MPEIBH BCHYKH MpaBWia 3a KIACH(UKAUWS M MpaBHiIa
3a TpUIIaraHe.

Korato IPOU3BOAMUTEIIAT  JCKJIapupa HAKOJIKO IpEAHa3HA4YCHUS  Ha
U3CIIUETO M KaTo pe3yJTar OT TOBa U3ACIHUCTO IIonaJga B IIOBEYC OT
CAWH KJac, TO CC Knacmbnunpa B IO-BUCOKHUs KJiac.

Ako 3a C€AHO U ChIIO HU3JACIUEC CC€ IIpujlaraT HIKOJIKO IIpaBUjla 3a KJIaCu-
quaum{, Ipujara c¢€ IIpaBUJIOTO, B PpE3yJTAaT Ha KOCTO HU3ACIHUCTO CC
Knacmbuunpa B IIO-BHUCOK KJiac.

. Bcsko ot IpaBWjIaTa 3a Knacn(bm(aum{ Ce Ipuiaara mo OTHOIICHHE Ha

IIbPBOHAYATHUTE aHaJIn3H, TIOTBBPKAAaBaALIATE n JOIIBJIHUTCIIHATE
AHaJIN3H.

IMPABUIJIA 3A KIIACUDUKALIMA
Ipasuio 1

Wznenusta ce kmacudummpar B kimac D, ako ca mnpeaHa3HAueHH 3a
CIICAHNUTE LICIIHU:

— OTKpHMBAaHC Ha HAJIUYUETO HA TPAHCMUCHUBEH Aar€éHT WJIX Ha
CKCIIO3MIMATa Ha TAaKbB arcHT B KPbBTA, KPBBHUTE KOMIIOHCHTH,
KJIICTKUTE, TBKAHUTC WK OPraHUTEC WM TEXHUTC NPOU3BOAHH, 3a Ha
C€ OLEHU HOKOJKO Ca MNOoAXOAAINM 3a HPCIUBAHE, TPaHCIJIaHTAlUsA
WX KJICTBYHO IIpUJIaraHe,

— OTKpUBaHE HA HAJIMYUETO HA TPAHCMHUCHBEH areHT MW Ha
€KCIIO3ULUATA Ha TaKbB AareHT, KOMTO IpPUYMHIBA JKMBOTO3aCT-
pamaBaiio 3aboisiBaHe ¢ BMCOK WM IIPEIIONAraeMO BHUCOK PHCK OT
pa3npoCTpaHeHue,

— ompezensiHe Ha MHQEKIHO3HOTO HATOBApBaHE HAa JKMBOTO3ACT-
pamiaBaiio 3a0oisiBaHe, KOraro HAaOJIONCHHETO € OT pellaBallo
3HAUEHME 3a MpoIleca Ha JICUCHHE Ha INAIUeHTa.
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[IpaBumno 2

» C2 Uspenusra, NpeIHA3HAYECHU 32 ONPENEIIAHE HA KPBBHHUTE TPYIIH, 32
onpesieNsiHe HAa HECHBMECTHMMOCTTa Ha KpbBHATa Ipyrna Ha OpeMeHHaTa
JKeHa M 3apoJMIla WM 3a THIM3UpaHe Ha THKaHW, 33 Ja Ce rapaHTupa
HMYHOJIOTHYHAaTa ChBMECTUMOCT Ha KpbB, € KPBBHU KOMIIOHEHTH,
KJICTKH, THKAaHW WIM OpPraHH, KOWUTO ca IpEJHA3HAYCHU 3a IIpeJIMBaHEe
WIM TPAHCIUIAaHTALMs, WIM KIETBYHO NpHJIaraHe, ce kiacuduuupar B
kiac C, ¢ U3KIIOYEHHE HA TE3W, KOMTO Ca MPEJHA3HAUCHHU 3a ONpEe/eIIsiHE
Ha HSIKOHW OT CJIEHUTE MapKepH:

— ABO cucremara [A (ABO1), B (ABO2), AB (ABO3)];

— Rhesus cucremara [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c),
RHS5 (e)];

— Kell cucremara [Kell (K)];

— Kidd cucremara [JK1 (Jka), JK2 (Jkb)];

— Duffy cucremara [FY1 (Fya), FY2 (Fyb)];

B KOWTO ciy4ail ce kiacupunupar B kimac D.

IIpaBumno 3

W3pnenusita ce KnacmbnunpaT B KJiac C, aKoO ca Ipe€aHa3Ha4YCHU 3a:

a) OTKpHBAaHC Ha HAJIMYUETO Ha IIp€AaBaHU IO IOJIOB II'bT ar€HTU WJIKA 3a
OTKpHBAHE Ha CKCIIO3ULUATA Ha TaKHWBa arcHTU;

0) oTKpHBaHE B LiepeOpPOCIMHATIHATA TEYHOCT WM B KPHBTA HA HATUYHETO
Ha WH(EKINO3eH areHT 0e3 BUCOK MM NPEAINoaraéMo BUCOK PUCK OT
pasnpocTpaHeHue;

B) OTKpMBAaHE Ha HAJIMYMETO HA MH(EKIHO3EH areHT, ako MMa 3HAYUTeJICH
PMCK OT TOBA IOIPELIEH pe3yJTaT Aa JOBEAE 10 CMBbPT WM CEPHO3HO
yBpeXkIaHe Ha JuieTo, (eryca Wiu eMOpHOoHa B PaMKHUTE Ha H3IHT-
BAHETO, WM Ha MOKOJEHHETO Ha JIMIETO;

F) IIpeHaTaJICH CKPUHUHT Ha KCHU 3a LECJIMTEC Ha OIPCACIIHETO Ha TCXHUL
Ha MUMYHHHUS CTATYC CIIPpSIMO TPAaHCMHUCHUBHU arc¢HTH;

JI) OmpesessiHe Ha CTaTyca Ha MH(EKIMO3HO 3a00JsiBaHe WM HAa UMYHHHS
CTaTyC, KOTaTO MMa PUCK OT TOBA IIOTPEIICH pE3yJTaT Ja JIOBEIE 10
peleHne BbB BPb3Ka C JICUCHUETO HA IAIMCHTA, B PE3YJITaT Ha KOETO
Ja HACTBIIM >KMBOTO3ACTpallaBallla CHUTyalus 3a TAIMEHTa WK 3a
TTOKOJICHHETO Ha TAIMeHTa;

€) ynorpeda KaTro ChI'BTCTBAILN HU3ICIUS;

)K) OINpeJessiHe Ha CTaausi Ha 3a00JsIBAHETO, KOraTO MMa PHCK OT TOBa
HOTPEIICH pe3yJiTaT 1a JOBee IO PCLICHHE BbB BPb3KA C JICUCHUETO
Ha MAlMeHTa, B Pe3yJTaT Ha KOETO Jia HACTBIIM YKUBOTO3acTpallaBalia
CHUTyauus 3a MALMCHTA WM 3a HErOBOTO MOKOJICHHC,

3) CKPUHHUHI, TUarHOCTUIIUPAHE WM ONPECHACIIAHE Ha CTalusd Ha pak;

1) W3BBPIIBAHE HA TEHETHYHM TECTOBE HA XOpa;
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2.5.

2.6.

2.7.

ﬁ) Ha6.]'[}0[[eHI/Ie Ha HHBATa Ha JICKApCTBCHU IPOAYKTH, BCIICCTBA HIIN
OHOJIOTUYHH KOMIIOHCHTH, aKO MMa PUCK OT TOBa IOTPCELICH pe3yJITaT
JAa A0BeaAC N0 peHICHHME BBB Bpb3Ka € JICYCHUCTO Ha [allMCHTa, B
pe3yiiTaT Ha KOCTO Ja HACTBhIMU KHUBOTO3aCTpallaBalla CHUTYyallds 3a
IMaqueHTa UK 3a HETOBOTO ITOKOJICHHUE;

K) JieYeHHe Ha TMalHeHTH, CTPaJallld OT >KHBOTO3acTpaliaBamio 3abo-
JISIBAHE WM OOJIECTHO CHCTOSHUE;

JI) CKPUHHUHI Ha BPOJCHU CMYIUCHHWsI HAa eMOpuoHa miu deryca;

M) CKPMHHMHI Ha BPOJCHH CMYIIECHHS y HOBOPOJCHH, KOI'aTO HEOTKPH-
BAHETO M HEJICUYCHUETO Ha TaKMBa CMYIICHMS OMXa MOIJIM Ja JOBEIaT
JI0 JKMBOTO3aCTpAIlaBaIli CUTYAllMd WIH TEKKH YBPEKIAHHS.

[Ipasuno 4

a) W3nmenmsita, npefHa3sHAYCHH 3a CAMOTECTBAHE, CC KIACH(QUIHUPAT B KiIac
C, ¢ U3KIIOYCHHE HA U3ICIHATa 3a OTKPUBAaHE HA OPEMEHHOCT,
M3IIUTBAHE 3a IUIOJOBUTOCT U ONPEAC/sIHE HAa HUBOTO HA XOJIECTEPOII,
KaKTO W M3JENsITa 32 OTKPHBAHE HA TJIOK03a, CPUTPOLIMTH, JICBKOLIUTH
u OakTepuu B ypuHaTa, KOUTO ce Kiacuduuupar B kiac B.

6) I/Is;[enmna, IpeaHa3sHa4YCHU 3a TECTBAHEC Ha MsCTO, CC KHaCI/I(l)I/II_[I/IpaT
OTACIHO, HA CaMOCTOATCIIHO OCHOBAHHUC.

IIpaBuno 5

Crnennute m3nenus ce kiacupuuupar B Kiac A:

a) mpoaykTH 3a oOma saboparopHa ymoTpeba, MPUHAIICKHOCTH Oe3
KPUTHYHH  XapaKTePHCTUKH, Oy(pepHH pasTBOpH, pasTBOpPH  3a
M3MHBAHE W PACTEKHH CPESAN M OLBETUTEIN 33 XHCTOJOTMYHU H3CICH-
BaHMs, MPEAHA3HAYCHN OT MPOM3BOIUTENS Ja M HAIPABSAT ITOAXOISIIH
3a MPOLEIYPH 3a HHBHTPO AMArHOCTHKA BBB BpPB3KAa C KOHKPETHO
H3CIICIBAHE;

0) MHCTPYMEHTH, CHELHAaJHO IIPeJHa3HaYeHW OT HPOU3BOIUTENS 3a
ynorpeba Ipu NPOLELYpU 3a MHBHTPO IMArHOCTHKA;

B) CBIOBC 33 ChXPaHCHHE Ha MPOOH.

Ipasuio 6

W3penusrta, KOUTO He ca 00XBAHATH OT TOPENOCOYEHHUTE MPABMIIA 3 KIIACH-
¢ukanms, ca ot kiac B.

IIpasuno 7

Wznenusta, KOUTO ca KOHTpOJIM 0O€3 oOmpeieieHa KOJIWYECTBEHA WITU
KayeCcTBEHa CTOMHOCT, ca OT Kiac B.
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IIPUJIOJKEHUE IX

OHEHSABAHE HA CBOTBETCTBHUETO Bb3 OCHOBA HA CUCTEMA
3A VYHOPABJIEHUE HA KAYECTBOTO M HA OILEHSBAHE HA

TEXHUYECKATA JOKYMEHTALUA

I'JTABA 1
CUCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO

IIpousBomutenaT cb3jlaBa, JOKyMEHTHpAa M BBBEXKAAa CHUCTEMa 3a
yIpaBJeHHE Ha KadyecTBOTO chriacHo wieH 10, maparpad 8 u momabpka
HeliHaTta e(eKTUBHOCT IO BpEME Ha LEJIHs CKCIUIOATAlMOHEH CPOK Ha
CBOTBETHHUTE M3JeNus. I[IpOM3BOAMTENAT OCUTYpsiBa NpHJIAraHeTO Ha
cucTeMaTta 3a yNpaBjieHHE Ha KauecTBOTO, CBIVIACHO pasfed 2, KaTro T
NOJIKH Ha OJMT, KaKTO € MNpeiBuIeHO B paznenu 2.3 u 2.4, u Ha
HaJ30pa, MMOCOYEH B pasjel 3.

OreHsIBaHEe Ha cHCTEMaTa 3a YIpaBJICHAE Ha Ka4y€CTBOTO

IIpousBoauTensaT moaasa 10 HOTU(GHUIUPAH OpPraH 3asBJICHUE 32 OLICHSIBAaHE
Ha CHCTeMaTa My3a YIpaBJICHHE Ha KadeCTBOTO. 3asBICHHETO BKIIOYBA:

— HMETO Ha MPOU3BOAUTEIISI M aJ[peca Ha HErOBOTO PETHCTPUPAHO MSCTO
Ha CTOIIaHCKa ﬂeﬁHOCT U BCCKU NONBJIHUTEIICH NMPOU3BOJICTBCH O6eKT,
00XBaHAT OT CHCTEMara 3a YNpaBJCHHE Ha Ka4decTBOTO, a B CIy4awuTe,
KOTaToO 3asBJICHHETO HAa MMPOU3BOAUTEIS € TOJaJ€HO OT HErOBHUSI YIIbJI-
HOMOILICH TNPEACTAaBUTEII — HUMETO Ha YI'BJIHOMOIICHHUS IPEACTABUTE]T
U ajpeca Ha PErHCTPUPAHOTO MACTO HA CTONAHCKA JCHHOCT Ha yIIbI-
HOMOIIEHHST [IPEJICTABUTEI,

— Ip1aTa ChbOTBETHA I/IH(I)OpMaLII/I}I 3a U3ACITUETO WM Tpylata H3IACIIns,
00XBaHATH OT CHCTEMaTa 3a YHOpaBJICHHUE Ha Ka4€CTBOTO,

— NHUCMEHA JeKjapanus, 4€ HE€ € MOoJaBaHO 3adABJICHUE OO0 APyl HOTHU-
d)nunpaH opraH 3a cCbllaTa CUCTEMa 3a YIIPaBJIICHUE Ha Ka4dY€CTBOTO
BbB Bpb3Ka C U3ACIHUETO, WA I/IH(bO]Z)MaI_H/IH 3a BCJIKO €IHO
NPEaxXOoaHO 3asABJICHHE 3a CbhlaTa CHCTEMa 3a YIPABJICHHE Ha
Ka4€CTBOTO BBB BPB3Ka C HU3IACIUETO,

— IHPOCKT Ha EC JACKJapanust 3a CbOTBETCTBUE CHIJIACHO YICH 17 n
TIPUJIOKEHUE IV 3a mopmena HU3CIHNE, 00XBaHAT OT nponeaypara 3a
OLCHABAHE HA CBHOTBECTCTBHETO,

— JOKYMCHTalusATa OTHOCHO CHUCTEMATa 3a yIpPaBJIC€HUE Ha Ka4YCCTBOTO Ha
TIpOU3BOAUTEIIA,

— JIOKYMEHTHPAHO OINMCaHUE HAa BBBEJCHHUTE IPOLEAYPH 3a H3IIbIHEHHE
Ha 3aJbJDKCHHATA, MPOU3THYAIIM OT CHUCTEMara 3a YIpaBICHHE Ha
Ka4eCTBOTO M OT M3HCKBAHUSTA HA HACTOSIIMS PEIIaMEHT, KaKTO W
Ha AHTXXMMEHTa OT CBHOTBETHMS MHPOM3BOJAMTENl 3a MNPHUJIAraHETO Ha
TE3U TPOLETYpPH,

— ONHCaHME Ha BBBEJCHHUTE MPOLETYPH, KOUTO TapaHTUPAT 3ala3BaHETO
Ha aJIeKBaTHOCTTAa W e()eKTHBHOCTTA HA CHCTEMAaTa 3a YIPABJICHUE Ha
Ka4ecTBOTO, U HA aHTAKUMEHTA OT MPOU3BOJUTENS 3a MPUIATaHETO Ha
TE3H NPOLENYPH,

— JIOKYMEHTaIlMsiTa 3a CHCTEMara Ha MpPOU3BOIHUTENS 3a HAA30p Cliej
MyCKaHe Ha Ma3apa, KakTO W akKo ¢ MPHIOKAMO — IUIaHa 3a
mpocie/siBaHe Ha JICHCTBUETO CJIe/] IyCKaHe Ha mas3ap, M 3a BbBEJACHHUTE
MpOLIEAyPH 3a OCUTYpsiBaHE HAa W3IBJIHCHHE Ha 3a1bJDKCHUSTA,
[IPOM3THYAIIM OT pa3mopenduTe 3a MpocieasiBaHe Ha 0Oe30MacHOCTTa
B ujcHOBe 82—87,
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— OIIMCAaHNC Ha BBBCJACHUTEC NPOUCAYPHU 3a aKTyaIM3UPAHE HA CHUCTEMaTa
3a Ha/A30p CJICA IIyCKaHE Ha [1a3dapa U ako € IPUIIOKUMO — Ha IIaHa 3a
IpocieasiBaHe Ha JICCTBUETO ClIET ITYCKaHC Ha I1a3apa, U OIlMCaHuE Ha
TpOUCAYPUTE 3a OCUTYpPSABAHC Ha H3IMBJIHCHUE Ha 3adbJDKCHUATA,
mpousTudan oOT pa3n0pe)16HTe 3a mpocieasBaHE Ha 0e30macHOCTTa
B YJICHOBEC 82*87, KaKTO M Ha aHTaKMMCEHTa Ha IIPOU3BOAUTEIS 3a
NpUujIaraieTo Ha TE3W NpOoUCaYypH,

— JOKYMCHTalU:A 3a IJlaHa 3a OLICHKa Ha ﬂeﬁCTBHeTO, "

— OIIKMCAaHWUE Ha BBBCJACHUTE IPOLCAYPH 3a aKTyaJIU3MpaHC Ha IJIaHa 3a
OIICHKa Ha HCﬁCTBHCTO, KaTO C€ OTYHMTAT Hal-HOBUTE Hay4YHU OOCTH-
JKCHHUA.

BbBexknanero Ha cucremara 3a YIpaBJICHUE Ha Ka4Y€CTBOTO rapaHTHUpa
CIIa3BaHCTO HAa HACTOALIUA PEIIIAMCHT. Benuku CJICMCHTHU, U3HUCKBaHHUs U
npeanucanys, IHpUeTU OT TIIPOU3BOAUTEIISL 3a HEroBara CUCTEMa 3a
yHopaBJICHHE Ha Ka4eCTBOTO, C€ NOKYMEHTHpAT PEAOBHO U CUCTEMATUYHO
noa (bopMaTa Ha HapbYHUK 1[I0 Ka4YeCTBOTO W IIHMCMCHHU IIOJUTUKU U
npoueaypu, Halpumep MnporpamMu Io KadyeCTBOTO, INIAHOBE IO Ka4Y€CTBOTO
U 3allMCHU 110 Ka4CCTBOTO.

OcBeH TOBa JIOKYMEHTALUsITA, KOSTO CE MpPEACTaBs 3a OICHSIBaHE Ha
cucTeMaTa 3a YIpaBlieHHEe Ha KauyecTBOTO, BKIIOYBA I10-CIIELHATHO
MOAXOASIIO ONMUCAHUE Ha:

a) HEJIUTE Ha IMPOU3SBOAUTEIA MO OTHOIICHHUE HAa Ka4€CTBOTO,

0) opraHM3alMsATa Ha JICHHOCTTA W MO-KOHKPETHO:

— OpraHus3allMOHHaTa CTPYKTYypa C pasnpeaciCHUEC Ha OTTOBOPHOCTUTE
Ha nieépcoHajia MO0 OTHOIIEHUEC Ha KPUTHUIHUTE NPOUEAYPHU, OTTOBOP-
HOCTUTE Ha PBKOBOAHHA CBCTAB M HETOBUTE OpPraHU3AllMOHHHA
IIpaBOMOIIHU,

— MeTOAMTE 3a HaOJIOJIeHHE Jladd CHUCTeMaTa 3a YyIpaBjeHHE Ha
KauecTBOTO (DYHKLHOHUpPA €(EeKTUBHO U I10-KOHKPETHO CHOCO0-
HOCTTA Ha Ta3u CHUCTEMa Jla OCHI'YpPH JKeJaHHsl HPOEKT M KayecTBO
Ha M3/IeJIMETO, BKJIIOYMTEIHO KOHTPOJ HAa M3/ICNIMATA, KOUTO He
OTroBapsT Ha M3UCKBAHUATA,

— KOrato MpOeKTHPAHEeTO, MPOU3BOICTBOTO W/WITH KpailHaTa MpoBepKa
W W3MUTBAaHETO HA W3ICTUATa WIM YacTH OT TE3HW TPOLECH Ce
U3BBPLIBAT OT [JPYro JHIE — ONHCAaHWE Ha METOOHUTE 3a
HaOmozieHe Ha e(eKTHBHOTO (DYHKIMOHMpAaHE Ha CHUCTEeMara 3a
yIpaBieHHE Ha KaueCTBOTO M IMO-KOHKPETHO Ha BHOa W 00XBara
Ha MPUIaraHusi KbM TPETOTO JIHMIE KOHTPOI,

— KOrato HpPOU3BOAUTEIIAT HSIMA PETUCTPUPAHO MSCTO Ha CTOINAHCKa
HCﬁHOCT B IbpiKaBa 4YJICHKa — IIPOCKTa Ha IIBJIHOMOMLIUETO 3a
onpeneiisHe Ha  YI'BJIHOMOULICH  IHMPEACTaBUTEI MW IHCMO  3a
HaMEpCeHUEC OT YIIBJIHOMOLICHHUS TIIPEACTAaBUTCI 3a IIPUEMaHC Ha
II'BJIHOMOIIUETO,

B) TPOLEIYPUTE M TEXHHKUTE 3a HAOJIIOACHME, NMPOBEPKA, BATHIUPAHE U
KOHTPOJI Ha TPOCKTHPAHETO Ha W3JeNHsTa W ChOTBETHATa JIOKYMCH-
Tauus, KAaKTO W JIAHHUTE W 3alliUCUTe, I[POU3THYAIIM OT TE3U
MpoLEAYpH ¥ TEXHUKH. Te3M mHpoueiypu M TEXHHKHM BKJIIOYBAT IO-
KOHKPETHO:

— cTparerusra 3a ChOTBETCTBHE C HOPMATHBHHUTE M3WCKBAHHS, BKIFO-
YUTEITHO MPOILECUTE 3@ ONPEACsIHe HAa CHOTBETHUTE TIPABHHU M3UCK-
BaHMs, KBanH(uKanuaTa, KiacuunupaHeto, OOpaBeHETO C CKBHBa-
JICHTHOCTTa, M300pa Ha MPOLEIYPHTE 3a OLCHSIBAaHE HA CHOTBETC-
TBHETO M TSXHOTO CIIa3BaHe,
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— ONpezeIIHEeTO Ha MPHIOKUMHUTE OOIIM M3UCKBAHUA 32 O€30MacHOCT
U JIeHiCTBUE U pELIeHUsTa 33 TSIXHOTO H3IIBIHEHUE, KaTo ce B3eMar
npensua npunoxkumure OC U, B ciyyaii ue 6b1aT U30paHU TaKHBa,
XapMOHH3HPAHUTE CTaHIAPTH,

— YNOpaBIEHHETO Ha PUCKA CBHITIACHO pasfen 3 OT mpHiIoXKeHue I,

— OLIEHKAaTa Ha JICHCTBHETO B CHOTBETCTBHE C WiIeH 56 wu
npunoxenne XIII, BKIIOUNTENHO NpoCiesBaHETO Ha JEHCTBHETO
ciel IMyCKaHe Ha Ias3apa;

— peIICHWSTAa 3a M3MBJIHEHHE HA [NPWIOKUMUTE Clenu(puuHU
W3MCKBAHUs 10 OTHOIICHHE HA MPOCKTHPAHETO M H3pabOTBaHETO,
BKJIIOUUTENIHO TOJIXOASAINA HPEIKIMHUYHA OLEHKA, I0-KOHKPETHO
n3ucKkBaHuATa 1o rnasa Il or mpunoxenue I,

— pCIICHUsTAa 3a M3MBJIHEHME HA [PWIOKUMUTE Creuu(puuHU
U3MCKBAHHUSA [0 OTHOIIGHHWE Ha MHQpOpMalMATa, KOSTO Ce
MIPEOCTaBs C M3JENNETO, MO-KOHKPETHO HW3UCKBAaHMATA I10 TJIaBa
IIT ot npunoxenue I,

— pa3pabOTeHUTEe M AKTyaJIM3UPAHHUTE MPOLEIYPH 32 MICHTU(UKAIUS
Ha W3JEIMeTO upe3 YepTeXH, CIeUupUKALUUM WIM  JIPYrd
TIOJXOMSIIN JIOKYMEHTH Ha BCEKH HMPOU3BOJCTBEH €Tall, KaKTO U

— YNOpPaBJICHHETO Ha MNPOMEHMTE B IPOEKTa WIM B CHUCTEMara 3a
YIpaBlIeHUE Ha KauecTBOTO;

I‘) IpoBepKaTa M TEXHUKHUTEC 3a OCUI'ypsiBaH€ Ha Ka4YeCTBOTO Ha
NPOU3BOACTBCHHUA €Tall U II0-KOHKPETHO IIPOLUECUTE W NPOUCAYPUTE,
KOUTO TpSI6Ba Jla CC M3II0JI3BAT, MO-CIIEHUAIHO BBB BPb3Ka CHC CTCPU-
Jin3anysTa, 1 CbOTBETHUTC JOKYMCHTH, KaKTO U

1) TOAXOJSIINTE W3NUTBAHUS M TECTOBE, KOWUTO TpsOBa Jjga Obaar
MPOBEJICHU TPEIH, MO BPEME HAa M CJEA MPOU3BOACTBOTO, YECTOTATA
Ha TPOBEXIAHE W M3IMTBATEIHOTO 00OpYy/BaHe, KOETO TpsOBa jaa ce
M3M0J13Ba; TPSOBA /1a € BH3MOXKHO MOJXO/ISIIO MPOCIe/sIBaHEe Ha KaHO-
PHMPAHETO HA M3MHUTBATEIHOTO 00OPY/BAHE.

OcBeH TOBa IPOM3BOAUTEINTE IPEIOCTABAT Ha HOTH(UIMpPAHWS OpraH
JIOCTBII 10 TeXHHUYecKkaTa JokyMeHTauus o npuioxenus II u II1.

Onur

Hotuduiupanusr opran oauTupa cucreMara 3a  yNpaBICHUE Ha
KauecTBOTO, 3a Ja ONpEAeIM Jald T OTroBaps Ha M3HCKBAHUATA IO
paszgen 2.2. Korato mpou3BOAUTENAT M3MOI3Ba XapMOHM3MPaH CTaHIAapT
wm OC, cBbp3aHU CbC CHCTEMAaTa 3a YIPABJICHUE HA KayeCTBOTO, HOTH-
(GULIMPaHUAT OpraH OLEHSABA CHOTBETCTBUETO ¢ Te3u cranzaptu mm ¢ OC.
Hotudunupanusr opran mnpuema, ue CHCTEMa 3a yIpaBlIeHHE Ha
KayeCTBOTO, OTroBapsiia Ha CBHOTBETHUTEC XapMOHU3UPAHU CTaHAAPTU
wi OC, oTroBaps Ha M3MCKBaHusTa B 0OxBara Ha crangaprure wim OC,
OCBEH KOI'aTo HaJIekKHO € 000CHOBaJ MPOTHBHOTO.

OpuTHaTa rpyna Ha HOTH(UIMPAHUS OpPraH BKJIIOYBA HAW-MalKO CIUH
4lleH C TPEIXOJCH OMUT B OICHSIBAHHUATA HA CHOTBETHATA TEXHOJOTHS B
cpoTBeTCTBUE ¢ pasaenn 4.3—4.5 ot nmpunoxkenne VII. Korato To3u omut
HE € HEMOCPE/ICTBEHO OYEBH/ICH WM MPUIOKHUM, HOTH(OUIMPAHUAT OpraH
mpeaocTaBst JOKYMEHTHpaHa 00OCHOBKA 3a ChCTaBa Ha Tasu rpyma. [Ipoie-
JIypaTta 1o OICHSBaHE BKIIOYBA OJUT HA OOCKTHTE HA MPOU3BOJUTENS U
aKo € HeoOXOaMMO, Ha OOEKTHUTE Ha JOCTABYMIINTE W/WJIHM IOJU3ITHIHH-
TENUTE Ha TMPOU3BOAMUTENS, 3a IPOBEpKAa Ha MPOU3BOJCTBCHUTE U
JPYTUTE CHOTBETHHU IPOILIECH.
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2.4.

3.2.

» C1 Ocpen ToBa mpH m3fenusara or knacobe B m C onenssaneto Ha
CHCTEMaTa 3a YyIpaBJICHHE Ha KAa4eCTBOTO CE HPHJIpYKaBa OT OICHSIBAaHE
HAa TEXHMYECKaTa JOKYMEHTAIUs 32 W3/eNHsATa, MOJ0paHd Bb3 OCHOBA Ha
MpeCTaBUTEIHA U3BaJIKa, ChriiacHo paszen 4. [Ipu u3bopa Ha d mpejcra-
BUTEITHU 00pa3iiyl HOTH(DUIIMPAHKUAT OpraH B3eMa MpPEeABU/I yOIUKyBaHUTE
Hacoku, wm3rotBeHrn or KI'MM ceroacHo uwinern 99, W IO-CIEIHATHO
HOBOCTTa Ha TEXHOJOTHSTA, MOTCHI[HAIHOTO BB3ICHCTBUE BBPXY
malMeHTa W CTaHJapTHATa MEAWIMHCKA TPAaKTHKA, CXOJICTBaTa B
MPOCKTUTE, TEXHOJOTHATA, METOIUTE 3a TMPOM3BOJACTBO MU, KBICTO €
MPUIOKHMO, METOJUTE 3a CTEPUIIM3AIMs, MPEAHA3HAYCHHUETO U Pe3yli-
TaTUTE OT BCHUYKH CHOTBETHHU IPEIXOJHU OILCHSBAHHsS, KOWTO ca OWiIn
MPOBEJICHU B CHOTBETCTBUE C HACTOSIIIMs periamMeHT. ChOTBETHHUAT HOTH-
(unupan opraH IOKyMEHTHpa 00OCHOBKATa CH 3a B3ETHUTE OOpasIH.

Axo cucremara 3a ynpapJeHME HAa KayeCTBOTO OTrOBaps Ha ChOTBETHUTE
pas3nopesdu Ha HACTOSIIMS pEryIaMeHT, HOTU(GUUIMpAHUAT OpraH wH3jaBa
ceprudukar 3a EC cuctemara 3a ynpasnenue Ha kadectBoto. Hotudurm-
PaHUAT OpraH yBeJIOMsiBa MPOM3BOJHUTENS 32 CBOCTO PEILICHHE 3a U3/IaBaHEe
Ha ceprudukara. PemieHHeTo Chabpka 3aKIIOYEHUSATAa OT OJMTA U
MOTHBHpAH JOKJIA]I.

CBOTBETHUSAT NMPOU3BOAUTEN HHOOPMHUPA HOTU(ULMPaHKs OpraH, 0100puI
CHCTEMAaTa 3a YNpaBJCHHE HA KayeCTBOTO, 33 BCEKM IUIAH 33 CHIIECTBEHH
HNPOMEHHM B CHCTEMaTa 3a YIPABJIEHWE HAa KauecTBOTO MJIM B ramara OT
obOxBaHati wuzfenus. HoTuduuupaHusT oOpraH OLEHABA HPEIJI0KCHUTE
MPOMEHH, OIpenenas HeoOXOAUMOCTTa OT JONBIHUTENHH OAUTH U
[poBepsiBa JAJIM ClleJl Te3d MPOMEHM CHCTeMaTa 3a YIpaBleHHe Ha
Ka4yecTBOTO MPOABDKABA Jla OTroBaps Ha M3UCKBaHMATA Ha pasjen 2.2.
Toii yBenoMsBa NMPOM3BOAUTENS 3a PEIICHUETO CH, KaTO MOCOYBA 3aKJIIO-
YEHMATA OT OLEHSIBAHETO M aKO € MPHIOKUMO — 3aKIFOUEHHSATA OT JOIbII-
HurenHure oauTu. OnoOpeHHeTo Ha BCsAKa CBIIECTBEHA MPOMAHA B
CHCTEMaTa 3a yNpaBjeHHE Ha KayecTBOTO WIIM B ramara OT OOXBaHATH
u3eNns ce U3BbpIIBA Nojx (opMara Ha JOIMBIHEHHE KbM cepTH(HKaTa
na EC 3a cucremara 3a ynpapieHHe Ha Kau€CTBOTO.

OrnensBaHe Ha Haza30pa

Ilenra nHa Ham3opa e pAa rapaHTupa, 4Ye MPOU3BOAUTENAT HAJIEKHO
W3MBIHABA 3aJbJDKCHUATA, MPOU3THYAINNM OT OJ00peHaTa cHcTeMa 3a
yIpaBlIeHHE Ha KAa4eCTBOTO.

[MpousBomurensT npaBa Ha HOTHOULHMPAHHS OpraH paspelieHue Ja
MPOBEX/Ja BCHUYKH HEOOXOIMMH OJHTH, BKJIOYUTEIHO OJWUTH Ha MSCTO, W
My IpEAOCTaBs IisAj1aTa ChOTBETHA MH(OpPMALUs, U MO-KOHKPETHO:

— JOKYMCHTalusATa OTHOCHO CHUCTEMaTa 3a YNpaBJICHUE Ha Ka4dCCTBOTO,

— JIOKYMEHTaLUsATa 3a BCHMYKM KOHCTATALMU W 3aKIIOYEHUS OT IIpuila-
raHeTo Ha IUIaHa 3a HaJ30p CleJ IyCKaHe Ha I1a3apa, BKIIOUMTEIHO
Ha IJIaHa 3a IpocieisBaHe Ha JeHCTBHETO Clie]l IlyCKaHe Ha I1asapa, 3a
HpeJCTABUTENHY 00pa3uu OT M3Jeius, U OT IpPUIAraHeTo Ha
pasropenouTe 3a 1pocieisBaHe Ha 0€301acHOCTTa M0 4ieHoBe 82—87,

— JIaHHUTE OT YacTTa Ha CHCTeMaTa 3a YIpaBJICHHE Ha Ka4eCTBOTO BBHB
Bpb3Ka C MPOCKTHPAHETO, KATO PE3yJTard OT AHAIIM3M, H3YHCIICHUS,
W3MUTBAHUSL U BB3MPUETH PELICHHS OTHOCHO YIPABJICHHETO Ha PUCKa
1Mo pasnen 4 ot mpuioxkeHue I,

— JIaHHUATEC OT YacTTa Ha CHCTEMaTa 3a YIPaBJICHHUC Ha KadY€CTBOTO BHB
BpB3Ka C MPOU3BOACTBOTO, KaTO JOKJIaAW OT KOHTPOJI IO Ka4€CTBOTO U
JAaHHW OT H3IUTBAHUA, JAaHHU OT Kann6p1/1paHe H 3alrcCH 3a KBaJ'II/I(bI/I—
KanuAaTa Ha CbOTBETHHUS IEPCOHA.
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3.3.

3.4.

3.5.

3.6.

3.7.

[leproanyHo m Haii-MaJIKO BEIHBXK Ha BCEKH 12 Mecerna HOTH(HUIMpPAHUTE
OpraHM M3BBHPIIBAT MOAXOMASAIIN OJUTH U OLEHSBAHE, 3a Jla Ce YBEpSAT, 4e
CBHOTBETHHAT IPOM3BOANTEN IpHiara ogoOpeHara CHCTeMa 3a YIpaBlICHUE
Ha Ka4eCTBOTO U IIIaHA 3a HAA30p CIE] ITyCKaHe Ha Tasapa. Te3u oauTu u
OIIEHSIBAHE BKIFOYBAT OJUTH B OOEKTHTE HA TPOM3BOAMTENS M aKoO €
MPUIOKUMO — B OOCKTHTE HA JOCTABYMLIUTE /WM IMOJM3IBIHUTEINTE
Ha mpousBoauTens. [Ipnm Te3m omuTm Ha MACTO HOTU(HUIMPAHUAT OpraH,
aKo e HeoOXOJMMO, TPOBEXAA WM H3UCKBA INPOBEKAAHETO HA H3IHUT-
BaHWA, 3a Ja NPOBEPU JaldM CHCTEMaTa 3a YIpaBICHWE Ha KadeCTBOTO
GbyHkIHoHUpa mpaBmiiHO. TOW MpemocTaBsi HA MPOM3BOIMUTENS JOKIAL OT
HAJ30pHMS OJUT, a aKO € MPOBEXKIAHO M3MHUTBAHE — JOKJIA[ OT M3IIHUT-
BAHETO.

Haii-manko BeIHBXK HA TIET TOJAWHHU HOTI/I(I)I/II_[I/IpaHI/IHT OopraH M3BbpIIBA HA
CIIy4a€H NPUHIUII BHE3AIHU OJUTH HAa MICTO B 00CKTUTE Ha IpOn3BO-
JUTEIIL U aKo € ueﬂecsoﬁpamo, B 00OEKTHUTE Ha JA0CTaBUYHUIIATE W/ n
TIOAU3ITBJIHATCIIUTE Ha TMPOU3BOAMUTEIIA, KOUTO MOraTr [a C€ ChUYCTaAT C
NEPUOIUYHOTO OLCHABAHE Ha HaA30pa MO0 pas3aci 3.3 wm Ja ce€
U3BBPIIBAT B AOIBJIHCHUE KbM HETO. HOTI/I(bI/IHI/IpaHI/IHT OopraH HM3TrOTBsA
IIJIaH 3a TE3W BHE3aIlHHW OAMTH Ha MACTO, HO HC IO c1>06111aBa Ha IPOU3BO-
JATETIA.

Ilpu Te3u BHE3amHM OAWTH HA MSCTO HOTU(HIMPAHUST OpPraH HU3BBPINBA
W3MUTBAHE Ha TMOIXOIIIM O0pasi OT MPOM3BEKIAHUTE H3ACIUS WU
MOJXO/SIII[A M3BaJIKa OT MPOM3BOJICTBEHHS MPOIEC, 3a Ja ce MOTBBP/N,
4ye MPOM3BEKIAHOTO M3/ICIME OTrOBaps Ha TEXHHUYECKATA JOKYMEHTAIIWS.
Ilpenn BHe3amHHWTE OMUTH HA MSICTO HOTH(MOHUIMPAHHUAT OPraH YTOYHSBA
CHOTBETHHUTE KPHUTEPUH 3a B3eMaHe Ha o00pasli W Tpoleaypara 3a
HM3MHTBAHE.

BMmecTo mocodeHOTO BBB BTOpa alMHes B3eMaHe Ha 00paslud WM B
JONBJIHEHHE KBbM HEro, HOTU(UIMpPAHUTE OpraHW B3eMar o0paslu OT
W3IeTMATa Ha Ta3apa, 3a Ja TMPOBEpT Jaly IPOMU3BEKIAHOTO MH3ZEIHE
oTroBaps Ha TEXHMYECKaTa JOKyMeHTamwms. [Ipean B3emaHeTo Ha
o0Opa3ud  BBIPOCHUAT HOTU(GUIMpPAH OpraH YTOYHSIBA CHOTBETHUTE
KPUTEpUH 3a B3eMaHE Ha M3BAJIKH W TNPOIEAypaTa 3a W3MHTBaHE.

HortuduimpanusT opraH MpEeIoCTaBs Ha CHOTBETHHS POU3BOIHUTEIN
IOKTaa OT OAWTA HAa MSCTO, KOWTO BKIIFOYBA, aKO € IPHIOKHUMO,
pesynTara OT M3MMTBAHETO Ha obpasema.

» C1 3a uzznenmsTa ot knacoee B n C onensBaHeTo Ha Ha/I30pa BKIIOYBA
U OLICHSIBAHE HA TEXHHMYECKaTa JOKYMEHTAlUs ChITIACHO pasfien 4 3a ChOT-
BEeTHOTO(UTE) M3AenHe(s]) Bb3 OCHOBA HAa JONMBIHHUTEIHH MPEACTABUTEIHU
obpasii € u3bpaHd B CHOTBETCTBHE C OOOCHOBKATa, KOSTO HOTH(HUIIM-
paHMAT OpraH JOKYMEHTHpa ChITIACHO pasjen 2.3, Tpera aluHes..

Hortuduimpanure opraHm rapaHTupar, 4e CbCTaBbT Ha Tpynara 3a
OLICHSIBAHE € TAKbB, Y CAa OCHI'YPEHH HYXXHHAT OMHT B 00JACTTa HA OLEHS-
BAHETO HA ChOTBETHHUTE M3/IEIIHs, CHCTEMH M MPOLIECH, HeNPEeKbCcHATA 00CK-
THBHOCT M OE3MPUCTPACTHOCT; TOBA BKIIIOYBA POTALMS HA IOJXOISIIN
WHTepBAIM Ha 4ICHOBETe Ha TpymaTa 3a oOmeHsBaHe. Karo o00mo
MPABUJIO BOJCIIMAT OJUTOP MOXE [a HU3IIBIHSABA BOJEIIA POJIsl M Ja
M3BBPIIBA OJHUT I10 OTHOLICHHE HA €IMH W CbII IPOU3BOIUTEN HE
MOBeYE OT TPH IMOCJICIOBATEIHU TOANHU.

AKO HOTHGUIMPAHUAT OpraH YCTAHOBH pas3iiMKa MEXIy B3eTHs obOpaser| oT
MPOU3BEACHUTE M3ICNUS WIM OT Ia3apa U CIeHU(pUKALUUTE B TEXHH-
Yyeckara JIOKYMEHTAlMsl WM Of00pEeHHs] MPOEKT, TOM crupa JeHCTBHETO
WM OTHEMa ChOTBETHMSI CepTH(HMKAT, WM BHACS OIPAaHUYCHHUS] B HETO.
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4.1.

4.2.

4.3.

4.4.

4.5.

4.6.

4.7.

4.8.

I'JIABA 11
OHEHSABAHE HA TEXHUYECKATA JOKYMEHTAIMUA

OL[CHSIBaHe Ha TEXHUYCCKaTa NJOKYMCHTAlUs Ha U3JC/IUsATa OT KJlac B, Kjac
Cuxnac D u IIPOBEpPKa HA NapTUAU, IPUIIOKUMU KbM U3CIIHATA OT KJlac D

B nmombiHeHWE KBbM 3aBIDKEHUATA, MPEABHICHU B pasjiell 2, MPOU3BO-
JUTENSAT Ha W3JENUsl MOAaBa 10 HOTU(HIUpAHUS OpraH 3asBICHHE 3a
OIICHSIBAHE HA TEXHHYECKaTa JIOKYMCHTALMs BHB BpPB3KA C H3/EIHETO,
KOCTO IUIaHMpa Ja MyCHE Ha Masapa WM Ja IyCHE B JICHCTBHE U KOETO
€ BKJIIOYCHO B CHCTEMaTa 3a YIpaBJICHHE Ha KadeCTBOTO, ITOCOYCHA B
pazmen 2.

B 3asBieHneTo ce ommcBaT NPOEKTHT, NPOM3BOACTBOTO M AEHCTBUETO HA
CBOTBETHOTO M3JieaMe. To BKIIOYBA TEXHMYECKATa MOKYMEHTALUS II0
npunoxenus 11 u IIL

Tlpu wu3zenust 3a camMOTECTBAaHE HJIM TECTBAHE HA MSICTO 3asBICHHUETO
BKJIIOYBA M acmeKkTuTe mo pasnen 5.1, Oyksa 0).

» C1 HotuduuupanusT opraH OLEHSABA TEXHMYECKAaTa JIOKYMEHTALMS,
KaToO M3I0JI3BA YCIYTHTe Ha HEpCOHal ¢ JoKa3aHW 3HaHus € U ONUT B
OIIEHKAaTa Ha TEXHOJIOTMATA, CHOTBETHUTE W3JCNIUS M OLCHSIBAHETO Ha
KJIMHUYHHM JI0Ka3arencTBa. HOTH(UIMpPaHUAT OpraH MOXKe Jla U3MCKa 3asiB-
JICHHETO Jla C€ JONBJIHM 4Ype3 IPOBEXKAAHETO Ha  JIOIBJIHUTEIHH
M3MUTBAHUS WIM 4Ype3 IPEACTaBSHETO Ha JOMBJIHHUTEIHU JJOKA3aTEJICTBA,
JJaBallll BB3MOKHOCT 3a OIICHSBAHE Ha CHOTBETCTBHETO C IPHIIOKUMHTE
W3MCKBaHUS MO HACTOSIIMA  periamMeHT. HoTuduumpanusr opran
M3BBPIIBA IMOIXOJAIM (PU3NYECKH WM JIADOpaTOPHM M3MUTBAHUS Ha
W3JICTMETO WIIM M3HCKBA MPOU3BOIAMTEIAT Ja TH IPOBEJIE.

HoTtudunupanusar opran npaBu mHperiie]] Ha KIMHUYHUTE IOKa3aTelICTBa,
HPE/ICTABEHN OT MPOM3BOAUTENA B JIOKJIAna 3a OLEHKAa Ha JEHCTBHETO M
U3BBPILICHATA BB BPb3Ka C TAX OLEHKA HA JCHCTBHETO. 3a LEJIUTE HA TO3H
nperJie]] HOTHYULUUPAHUAT OPraH HaeMa MPOBEPsBALIM JIULA C JOCTATbUCH
KJIMHUYEH eKCIIEePTEH OIHT, BKIIOUUTENHO U BBHIIHU KIMHUYHH €KCIePTH
C NpSK M aKTyaJleH ONUT, CBbP3aH C KIMHUYHOTO MPUJIOKEHHUE Ha ChOT-
BETHOTO H3/ICIIHE.

Korato kIMHMYHHUTE J0Ka3aTelICTBA CE OCHOBABAT YACTUYHO WIIM H3LISIO
Ha JIJaHHM 3a U3/eNus, 3a KOUTO Ce TBBP/H, Y€ Ca eKBUBAJCHTHU HA OLCHS-
BAHOTO WU3JeJIHe, HOTU(HUIMPAHUAT OpPraH OLEHsBA IelechoOpa3HOCTTa Ha
M3I0JI3BAaHETO Ha TAaKWBa JAHHM, KaTo €€ B3eMar MpeaBu[ (PakTopu Kato
HOBH OKa3aHMsl ¥ MHOBaMU. HoTH(hUIMpaHUIT opraH JOKYMEHTHpPA SICHO
CBOHTE 3aKJIIOUSHHUs] OTHOCHO TBBPACHMETO 3a €KBHBAJICHTHOCT, LIEIECHO0-
Pa3HOCTTA M aJIeKBATHOCTTA HA JIAHHMUTE 3a JIOKa3BaHE Ha CbOTBETCTBHETO.

HoTtuduupanusar opran nmpoepsiBa aIeKBaTHOCTTa HAa KIMHUYHHUTE JIOKa-
3aTeNICTBA U HA OICHKAaTa Ha JICHCTBMETO M NpOBEpsiBa 3aKIIOYCHHUATA Ha
MIPOU3BOJUTENSI 32 CHOTBETCTBHE C INPHIOKHUMHUTE OOLIM HM3UCKBAHUS 3a
OesonacHocT u jeiictBue. Tasu mpoBepka BKIIOYBA pa3MiIeikKIaHe HA TOBA
JIOKOJIKO Ca TIOJAXOJSIIN ONpPEICTICHOTO CBHOTHOILICHHE MEXIy pHUCKa U
MOJ3UTE, YHPABICHUETO Ha pPHUCKA, WHCTPYKUMHUTE 3a yHoTpeOa,
00y4eHHeTo Ha MoTpeOHuTeNs M IUIaHa HA NPOM3BOJHUTENS 33 HAA30p Clie]
MyCKaHe Ha Ia3apa, KakTo M KOraro € MPUIOKHMO — Mperjien Ha HeoO-
XOAMMOCTTa OT MPEJIOKEHHS TUIAH 33 MPOCJIEAsSBaHEe Ha JICHCTBHETO CIe[
MyCcKaHe Ha Ma3apa U JOKOJKO € MOAXOMSAII TO3H IIJIaH.

Bb3 ocHOBa Ha OLEHSIBAHETO Ha KIMHUYHHUTE IOKA3aTEJICTBA HOTH(HIM-
PaHUAT OpraH pasriekAa OICHKaTa Ha JICHCTBMETO M ONPEJCITHETO Ha
CBHOTHOILIGHHETO HA PHCKA M MOJ3UTE M NPELEHSABAa Jald € HeoOXOAuMO
Jla ce OmpeaensT KOHKPETHUTE OCHOBHH €Tally, 3a Ja MMa BB3MOXHOCT Jia
HampaBU Mperie] Ha aKkTyaldu3alyATa Ha KIMHUYHUTE J0Ka3aTelIcTBa B
pe3ynTaT OT AaHHUTE OT HaJ30pa ciej IMyCKaHe Ha Maszapa W JaHHUTE OT
HPOCIEIBAHETO Ha JISWCTBHETO Cle/ MyCKaHe Ha Ias3apa.

HoTtuduimpanusat opran JOKyMEHTHpA SICHO Pe3yJiTata OT OLICHSBAHETO CH
B JIOKJIaJa OT OICHSABAHETO HA OICHKAaTa Ha JEHCTBHETO.
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4.9.

4.10.

4.11.

Ipenn na m3pazme cepruduxar 3a EC oneHsBaHe Ha TeXHHYECKaTa JOKY-
MEHTaIMs, HOTHOULIUPAHUAT OpraH M3UCKBa OT pedepeHTHa JabopaTropust
na EC, ompenenena cwriacHo wied 100, na mpoBepu TBBPASHOTO OT
IIPOM3BOANUTENS ACHCTBHE U CBHOTBETCTBHETO Ha m3fenuero ¢ OC, ako
CBIIECTBYBAT TAaKWBa, WIH C APYTUTe PEIICHHs, M30paHH OT IPOU3BO-
IUTENs, 3a 1a OCHI'YpH HHBO Ha OE€30IIaCHOCT M JeHCTBUE, KOCTO € Hail-
MaJIKO CKBHBAJICHTHO. IIpoBepkaTa BKIIOUBA J1a0OPATOPHU M3IUTBAHHSA OT
pedepenrHara maboparopust Ha EC, mocouenu B unen 48, maparpad 5.

OcBeH TOBa, B CilydauTe, MOCOYCHU B wieH 48, maparpad 6 oT HACTOSIIHS
periaMeHT, HOTU(GUIMPAHUAT OpraH ce KOHCYJITHpPAa ChC CHOTBETHUTE
eKCIIepTH, KakTo ¢ mocodeHo B wieH 106 ot Permament (EC) 2017/745,
B CBHOTBETCTBHE C TpPOIEAypaTa, NpeaBuacHa B wieH 48, maparpad 6 ot
HACTOSILIMS PErJIaMEHT, OTHOCHO JOKJIaJa Ha MPOM3BOJMUTENS 3a OLICHKA Ha
JIENCTBUETO.

Pedepenrtnara nabopatopust Ha EC mpencraBs HaydHO CTAHOBHIIE B CPOK
ot 60 mguu.

B nmokymeHTanusaTa Ha HOTH(MIMPAHHS OpPraH OTHOCHO H3/EIHETO ce
BKJIFOUBAT HAYYHOTO CTaHOBHWIIE Ha pedepeHTHata naboparopus Ha EC u
KOraTto € INPHIOKHMMO, MHEHHMATA HAa KOHCYJNTHPAHUTE EKCHEePTH B CBHOT-
BETCTBHE C MpejBujcHaTta B wieH 48, maparpad 6 mporeaypa, KakTo U
BCUYKH BB3MOXKHHU akTyanmsauuu. [Ipu B3emaHeTo Ha perieHue HOTU(U-
LUPAHUAT OpPraH HAUIOKHO OTYMTA MHEHHMSATA, M3PA3eHH B HAYYHOTO
craHoBuIle Ha pedepeHTHata Jnabopatopuss Ha EC, wu korato e
IPWIOKHMO, MHCHHATA, WU3PAa3CHH OT KOHCYJITHPAHUTE  CBITACHO
uiieH 48, naparpad 6 excriepru. Hotuduupanust opran He U3aBa cepTU-
(ukar, ako Hay4HOTO CTaHOBHIIE Ha pedepeHTHaTa aboparopus Ha EC e
HeOJIaroNnpusITHO.

Hortudunupanusat opran npejcraBs Ha IMPOU3BOIUTENS JIOKJIAJL OT OLEHS-
BAaHETO HA TEXHMYECKaTa JOKYMEHTALMs, BKIIOYUTEIHO JOK/IAJ] OT OLEHs-
BAHETO HA OLEHKAaTa Ha JEHCTBHETO. AKO W3JEIHeTO OTroBapsi Ha ChOT-
BETHUTE PA3Mopeady Ha HACTOAIUUS PErjaaMeHT, HOTH(OULUPAHUAT OpraH
n3naBa ceprudukar 3a EC oueHsBaHe Ha TeXHUUYECKaTa JIOKYMEHTALHS.
CepTudukarbT ChIbpikKa 3aKIIOUEHHATA OT OLEHSBAHETO HAa TEXHUUYECKAaTa
JOKYMEHTALUsl, yCJIOBUATA 3a BAIMJHOCT Ha cepTuHKaTa, JaHHUTE 3a
naeHTHOULMPaHe Ha OJ00pPEHOTO W3JeIMe U aKo € HeoOX0JuMo,
OIMCaHUE Ha INPEeJHA3HAYEHUETO HAa M3JIENHUETO.

3a mpoMeHH B 000PEHOTO M3JeiHe € HeoOXOIMMO OJ00peHHe OT HOTH-
¢duumpanus oprad, Koirto e m3gan ceprupuxara 3a EC ouensBaHe Ha
TeXHUYECKaTa JOKYMEHTAlUs, KOraTo Te3W MPOMEHH MOTrar Ja MOBJIHUSST
Ha 0e30IacHOCTTa W JICHCTBHETO HA W3JEIMETO WIM Ha YCIOBHSATA, TPE-
MUCaHd 3a Herosara ynoTpeba. Koraro npou3BOAMTENST IUIaHUpa Ja
BBBE/IC HSAKOS OT IIOCOYCHHUTE IO-TOpe MPOMEHH, TOH HH(pOpMHpa 3a
TOBa HOTH(HIMpAHUS oOpraH, Koito e wu3man ceprudukara 3a EC
OLICHSIBAHE HA TEXHHYecKara JoKyMeHTanus. HorTuduumpanust oprax
OIlEHSIBA IUIAHMPAHUTE TMPOMEHH © pelllaBa Jald T€ W3MCKBAT HOBO
OLICHSIBAHE Ha CHOTBETCTBHUETO B CHOTBETCTBHE C WieH 48 WM BBIPOCHT
MOXke Jga Obje pelieH 4pe3 JombiHeHHe KbM ceprupukata 3a EC
OLICHSIBAHE Ha TEXHHMYECKaTa JOKYMEHTalus. B mocnennus ciydail HOTH-
(UIUpaHUAT OpraH OILEHSBA MPOMCHUTE, YBEJIOMsBA MPOU3BOAUTEIS 3a
CBOETO pEIICHHE W aKo IPOMEHUTE ca ONOOpeHH, H3/aBa JOIbIHCHHE
kbM ceprudukara 3a EC oneHsiBaHe Ha TeXHHYECKATa JTOKYMEHTAIUS.

Korato mpomenute morar Ja 3acerHar chorBercrBueTro ¢ OC wmm ¢
NPYTUTE pelIeHUs], W30paHu OT MPOM3BOIAMTENS, KOMTO Ca OJ00pEHH ChC
ceprudukara 3a EC oneHsBaHe Ha TEXHUYECKATa JOKYMEHTAIHMs, HOTH(DH-
LUPaHUAT OpraH Cce KOHCYJITHpa ¢ pedepeHTHara sadopatopus Ha EC,
KOSATO € y4acTBaja B ITbPBOHAYAIHATA KOHCYJITAIMS, 33 Jia C€ MOTBBPAN
3ama3BaHeTo Ha ChOTBeTcTBUETO ¢ OC MM C JPYruTe pelleHus, W30paHu
OT MPOM3BOJMTENS C II€JI OCHI'YpsIBaHE HAa HaW-MaJKO EKBUBAJIEHTHO HHUBO
Ha 0e30MaCHOCT U JEHCTBHE.
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4.12.

4.13.

5.1.

Pedepenrnara naboparopust Ha EC mpencraBs HaydHO CTAHOBHIIE B CPOK
ot 60 mHMH.

3a mpoBepka Ha CHOTBETCTBHETO HA NMPOM3BEKIAHUTE U3/ENUS OT Kiac D
MIPOU3BOUTEISIT M3BBPIIBA M3IHTBAHKS HA BCSAKA IPOM3BEJCHA MapTHAA
u3nenus. Criell NMPUKIIOYBAHE HAa NPOBEPKUTE M M3IHUTBAHMATA IPOU3BO-
JTUTENIAT He3a0aBHO H3Ipalia Ha HOTH(MIMPAaHWS OpraH ChOTBETHHTE
NOKJIagu 3a Te3u u3nuTBaHus. OCBEH TOBA IMPOU3BOAUTEISIT MPEICTABS
Ha HOTHQHUUHUPaHHS OpraH o0pa3lM OT IMPOM3BEKIAHUTE MAPTHUAN
M3/ICNUSL  CBITIACHO TIPEABAPHTEIHO JIOTOBOPEHHM YCIOBHS M HOAPOOHU
MpaBmiIa, KOUTO BKIIFOYBAT 3aJbJDKCHHETO 32 HOTU(HUIMpPAHUS OpraH WU
MPOU3BOAUTENSI [a H3Mpamia o0pa3ly OT NPOM3BEKAAHUTE NAPTUAN
u3nenus Ha pedepentHa nadopatopus Ha EC, KkosTo na wu3BBpIIBA
MOAXOJIIIMTE W3MUTBAHUS, aKo TakaBa JabopaTopus € OIpeaeNneHa
corinacuo wieH 100. Pedepentrara maboparopust Ha EC undopmupa HOTH-
(buLmMpaHus OpraH 3a 3aKkJIIOYEHHUSITA CH.

[IpowsBomutenaT Moxke Jga IycKa W3JEIMATa Ha Ta3apa, OCBEH KOraTto
HOTH(GUIMPAHUAT OpPraH yBEJOMH IIPOU3BOMUTENSI B PAMKHMTE Ha JOTO-
BOPEHHS CPOK, HO HE MO-KbCHO OT 30 JHM cliell MolydaBaHe Ha 00pasiuTe,
3a BCAKO JPYTO PEIICHHUE, BKIFOYUTETHO, TO-KOHKPETHO, 3@ BCIKO YCIIOBUE
3a BAJIMJHOCTTA HA M3/IAJICHUTE CEePTU(UKATH.

OuensiBaHe Ha TeXHUYECKaTa JJOKYMEHTAalUs 32 KOHKPETHH THUIIOBE
H3ICTUS

OLLeHilBaHe Ha TEXHUYCCKaTa JOKYMCHTALMA 3a U3ACIIHATA OT KJlaC B, Kj1ac
C u wiac D 3a camoTecTBaHe u 3a n3aeivsaTa 3a TCCTBAHC Ha MSCTO

a) MOPOU3BOAUTECIIAT HAa M3ICIHA OT KJac B, kmac C m kimac D 3a camo-
TECTBAHE W Ha HU3ACIHA 3a TECTBAHC Ha MACTO MoOAaBa MpPEn HOTI/I(bI/I—
HypaHust OpraH 3asBJICHUC 3a OLCHABAHC Ha TEXHHUYECKaTa JOKYMCH-
Tamus.

g

~

3asBJICHUETO JaBa BB3MOXKHOCT 32 pa3OupaHe Ha XapaKTepPUCTHKUTE U
JEWCTBHETO(STa) HAa NPOEKTa Ha M3JICIHETO W 3a HU3BBPIIBAHE Ha
OIIEHSIBAHE HAa CHOTBETCTBUETO ChC CBBP3AaHHUTE C MPOEKTA M3HMCKBAHUS
Ha HACTOSIIUS periaMeHT. To BKIOYBA:

1) JOKJIaAn OT HU3NUTBAHUATA, BKIIHOUUTEIIHO PE3YJITAaTH OT IIPOBE-
JCHUTC U3IMMUTBAHHUA C LCIICBU HOTpeﬁI/ITCJ'H/I,

il) ako € BB3MOXXHO — IPUMEPHO H3JENNe; ako € HeoOXOIUMO,
W3JIETMETO CE BpbINA ClIeA IPUKIIOYBAHE HA OLEHSIBAHETO Ha
TEeXHUYECKaTa JOKyMEHTAIus,

iil) [JaHHW, MOKA3BAIll{ MMPUTOJHOCTTA HA M3/EIUETO C OrJIe] Ha Mpe/-
HA3HAYEHUETO MY 33 CAMOTECTBAHE WJIM TECTBAHE HA MSCTO,

(iv) mHpOpMaIMATa, KOSATO Jia ce INPEHOCTaBs C M3CIUETO BBPXY
eTUKEeTa My M B MHCTPYKILMUTE 32 HEromara yrnorpeoa.

Hortuduimpanusar opran Moxke 1a M3MCKa 3asBJICHUETO Ja € JIOIBJIHU
C U3BBPIIBAHETO HA OIIE M3MHUTBAHUS WM C IPEJICTABIHETO HA JOIBII-
HUTEJHU J0Ka3aTeNICTBa, AaBallll BB3MOKHOCT 3a OLEHSIBAaHE HAa CHOT-
BETCTBHETO C M3UCKBAHUATA IO HACTOSIIHUS PETIaMEHT;

B) HOTHU()MIHMPAHUAT OpraH NpOBEpsBa CHOTBETCTBHETO HA H3JEIHETO C
MPUIOKIMUTE W3UCKBAHWS, TOCOYEHH B TpWIokeHHe | KbM
HACTOAIINS PErJIaMEHT;
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T) HOTH(QHUIUPAHUSAT OpPraH OLEHSIBA 3asSBICHUETO, KATO M3IOJI3BA HAET OT
HETO IIepCOHANl C JOKa3aHW 3HAHUS M ONHT II0 OTHOLICHHE HA CHOT-
BETHATa TEXHOJIOTHUS ¥ IPEIHA3HAUYCHUETO HA M3/EIHETO, M IPEICTaBs
Ha TIPOU3BOAMTEIS AOKJIAl OT OICHSIBAHETO HAa TEXHUYECKATa JOKYyMEH-
Talus;

1) aKO H3JEJIMETO OTroBaps Ha CbOTBETHHUTE Pa3Nopen0dM Ha HACTOSILIUS
periaMeHT, HOTH(QUUUPAHUAT Opra wu3maBa ceprupuxar 3a EC
OLICHSBAHEC Ha TEXHHWYECKaTa NOKyMeHTarus. CepTHOHKATBT ChIABPRKA
3aKJIIOUEHHUSATA OT OLIEHSABAHETO, YCJIOBUSATA 33 BAIUJHOCT HAa CEPTH-
¢ukara, JaHHUTE 32 MACHTU(UKAINA Ha OJOOPCHHTE M3IENHSI H aKO ¢
HEo0XO0MMO, ONHCAaHUE Ha NPEeJHA3HAYEHUETO HAa M3/IENHUETO;

€) 3a NMPOMEHHTE B OJOOPEHOTO W3JE/IME € HEOOXOAMMO O0/100peHHEe OT
HOTH(GHLMPAHUsT Oprad, KoiTo e wu3man ceprudukara 3a EC
OLICHSIBAHE HA TEXHHUYECKaTa JOKYMEHTAIMS BbB BCEKH CIMH CIIy4aii,
KOTaTo MPOMEHUTE MOTAT Jia TOBJIHSAAT Ha GE30IaCHOCTTA U JICUCTBUETO
Ha W3JEJMeTO WIK Ha YCJOBMSATA, MPEAIMCAHH 3a HeropaTta ymnorpeba.
Koraro npon3BOAMTEIAT IUTaHUPA [a BbBEIE HAKOS OT MOCOYCHHUTE T10-
rope MpOMEHH, TOH MHPOPMHpA 32 TOBa HOTU(HIMPAHHS OpPraH, KOHTO
e m3man ceprudurara 3a EC oueHsABaHE Ha TEXHUYECKATA IOKYMEH-
tauus. HotuduuupaHusT opraH OLEHsBa IUIAHHPAHUTE MPOMEHH W
peliaBa Jaqd Te W3MCKBAT HOBO OLCHSBAHE HA CHOTBETCTBHETO
ChracHO wieH 48 WM BBIPOCKT MOXeE Ja ObJe pelieH upes
JONbIHEHHE KbM ceprudukata 3a EC oleHsBaHe Ha TeXHHYECKATa
JIOKyMEHTamusl. B mociemdust ciydail  HOTHOHIMPAHHAT —OpraH
OLIEHsABA TIPOMEHUTE, YBEIOMsBA MPOM3BOJHUTENS 3@ CBOETO pEIIEHHE
W aKo TPOMEHHTE ca OJ0OpEHH, My TIPENOCTaBs IOIBIHEHHE KbM
ceprudukara 3a EC oneHsBaHe Ha TEXHMYECKATA JOKYMEHTALHSL.

5.2. OHCH}IB&HC Ha TEeXHHUYCCKaTa NOKyYMCHTAlYsl Ha CbI'bTCTBAILIA U3ACIUA:

a) TMPOM3BOJMTENAT HA CBHIIBTCTBALIO H3/eNHe I0AaBa TNpex HOTU(U-
LUpaHKUsl OpPraH 3asBICHHE 3a OLICHSBAHE HA TEXHHYECKAaTa JOKYMEH-
tauus. Hotuduuumpanust opran oleHsiBa 3asBICHHETO B ChOTBETCTBUE
¢ mpouenypara, npeaBuaeHa B paszenn 4.1 —4.8 oT HaAcTOSIIOTO
MIPUIIOKEHUE;

6) 3as4ABJICHUETO OaBa BB3MOXHOCT 3a pa36npaHe Ha XapaKTEPUCTHUKUTEC H
HeﬁCTBHCTO Ha U3ACJTMETO M 3a U3BBPIIBAHE HA OLECHABAHE HAa ChbOTBET-
CTBHETO CBC CBBP3AHUTE C TIPOCKTAa W3UCKBAHUA HaA HACTOAIMA
PETIIaMCHT, MO-KOHKPETHO JaJd  HU3ACIUETO € TOoAXOAlII0 10
OTHOULICHHWE HAa CHOTBETHHSA JICKAPCTBEH MPOAYKT,

B) mpenu na maznane ceprudukar 3a EC oneHsBaHe Ha TeXHUUECKaTa JOKY-
MEHTAIMsl 32 CBIBTCTBAIMTE M3ENUS M Bb3 OCHOBA Ha MPOEKTA Ha
pE3loMETO BBB Bpb3Ka C 0E30MACHOCTTa M JICHCTBHETO M HA INPOEKTa
Ha MHCTPYKIMHUTE 33 yHoTpeda, HOTH(GHUIMPAHUAT OpraH ce oOphlua 3a
CTaHOBMILE KbM €IWH OT KOMIETCHTHHTE OpraHH, OIpPEeIeNeHH OT
nbpkaBuTe wieHkd cbriacHo Jupextusa 2001/83/EO, mnmun kem EMA
(BCeKM OT KOMTO B HACTOSIIMS pa3[es ce Hapuya ,,KOHCYJITHUpPAH OpraH
32 JIEKapCTBEHWTE TPOAYKTH B 3aBHCHUMOCT OT TOBa C KOro ca
MPOBEJICHN KOHCYJTAIMUTE IO HacTosara Oyksa), IO Ce OTHACS JI0
TOBA JajJM M3JEIUETO € IMOAXOSIIO 10 OTHOLIeHHE HA ChOTBETHHS
JIEKapCTBEH MPOAYKT. AKO JIEKAPCTBEHUSAT MPOIYKT IOMaJ[a SANHCTBEHO
B oOxBara Ha mpuioxeHunero kM Permament (EO) Ne 726/2004 Ha
Esponeiickust mapnament 1 Ha CobBera ('), HOTHHIMpPAHUST OpraH ce
oOpsia 3a craHoBuiie kbM EMA. AKO 1eKapCTBEHHUST MPOAYKT €
paspelleH WK € MOJAJICHO 3asBJICHHE 32 HErOBOTO pa3pelleHHe, HOTH-
(GULMPAaHUAT OpraH ce KOHCYJTHpA C OTTOBAapsIIMS 3a Pa3pelieHHeTo
opras 3a JeKapCTBeHUTe NpoAaykTtu win EMA;

(") Pernament (EO) Ne 726/2004 na Esporeiickusi mapnament u Ha CbBera oT 31 mapr

2004 roxuHa 3a ycTaHOBsiBaHE Ha mporeaypu Ha OOMIHOCTTA 3a pa3pelraBaHe U KOHTPOI
Ha JICKApCTBEHU IPOJIYKTH 332 XyMaHHAa M BeTEpHHApHA yHnorpeba M 3a Ch3laBaHe Ha
EBponeiicka arennus mo nexapcrBara. (OB L 136, 30.4.2004 r., ctp. 1).
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6.

I') KOHCYITHPAHUAT OpPraH 3a JICKAPCTBEHHTE MPOJIYKTH NPEJCTaBs CTAHO-
BHIIIETO CH B CPOK OT 60 JHM OT IOJy4aBaHE HA IsIaTa HEOOXOIMMa
nokymeHrtanust. To3u 60-IHEBEH CPOK MOXKE Jia Ce YABDKH €IHOKPATHO
c ome 60 mHM Tmpu OOOCHOBaHW NpWYMHH. CTAaHOBUILETO M EBEHTY-
QTHATE aKTyaJM3alluk Ce BKJIIOYBAT B JOKYMEHTAlUWsTa Ha HOTH(H-
LUpaHHsi OpPraH BbB BPb3Ka C H3CIUETO;

J) IpY B3€MaHEe Ha pPEHICHUETO CH HOTH(GUIMPAHUSAT OpraH OTYUTA
HAJUIeKHO HAY4YHOTO CTAaHOBHMILE, IocodeHo B Oyksa r). Horuduuu-
paHUAT oOpraH cboOIllaBa OKOHYATENHOTO CH pEIISHHEe Ha KOHCYJI-
THpaHHUsi OpraH 3a JiekapcTBeHute npoxyktu. Ceprudukarst 3a EC
OLICHSIBAHE HA TEXHMYecKaTa JOKYMEHTalUss C€ M3/aBa ChbIJIACHO
paszmen 5.1, OykBa n);

€) NMpeau Ja Ce HAmpaBsAT IPOMEHH, 3acsrallld JSHCTBHETO /WM Ipej-
BUJIeHATa ynoTpeda, W/WIM MPUTOAHOCTTa HA H3/IENHETO C OrJed Ha
CHOTBETHHUS JIGKAPCTBEH MPOIYKT, IPOM3BOAUTENAT HHGOPMHPA HOTH-
¢buimpanus opra 3a npomenure. Hortuduumpanust opraH oneHssa
IUIAHUPAHUTE MPOMEHHM M pelliaBa JalM Te W3MCKBAT HOBO OILICHSIBAHE
Ha CHOTBETCTBUETO CBIVIACHO WieH 48 WM BBIPOCHT MOXe Ja Obje
pelieH 4pe3 AombiHeHHe KbM ceprudukata 3a EC orensBane Ha
TeXHUUYECKaTa JIOKyMeHTauus. B mocnennus ciydail HOTUUIMpPAHUST
OpraH OIEHsBa MPOMEHHUTE U ce OOpbIIA 33 CTAHOBHIIE KbM KOHCYJ-
THPaHMS OPraH 3a JISKAPCTBEHUTE MPOIYKTH. KOHCYNTHpaHUAT opraH 3a
JIEKapCTBEHUTE TPOAYKTH TPEACTaBsi CTAaHOBUIIETO CH B Cpok OT 30
JHU ClleJl IOJNy4YaBaHe Ha IplaTa  HEoOXoauMma  JIOKyMEeHTAlHs
OTHOCHO mnpomenute. JlombiHeHune kbM ceprudukata 3a EC
OLICHSIBAHE Ha TEXHMYECKaTa JOKYMEHTAlUs C€ M3aBa ChIJIACHO
paszmen 5.1, Oyksa e).

I'IABA 111
AJIMUHUCTPATUBHU PA3IOPEJBH

B mpoawsmkenue Ha Haii-mManko oT 10 roxuHM ciief MyCKaHETO Ha maszapa
Ha NOCJICAHOTO U3ACIHUEC IMPOU3SBOAUTEIAT WU HETOBUAT YIIBJIHOMOIICH
MPEACTaBUTE] — KOraTO MPOU3BOJUTEINISAT HSAMA PErMCTPHPAHO MSCTO Ha
CTONAHCKA JICHHOCT B bpKaBa WICHKAa — ChXPaHsIBA HA Pa3NOJI0KEHHE Ha
KOMIICTCHTHUTE OpraHu:

— EC nexmapanusita 3a ChOTBETCTBHE,

— JIOKyMEHTalusTa 1o pasjein 2.1, meTo THpe ¥ Mo-KOHKPETHO JAQHHUTE U
3amKMcuTe OT MPOLEAYpPHUTE MO pasjen 2.2, BTopa anuHes, OykBa B),

— wuH}opMarmsITa 3a IPOMEHHTE TI0 paszen 2.4,
— JIOKyMeHTauusTa 1o paszaen 4.2 u pasaen 5.1, Oyksa 0), u

— peIIeHUsATa M JOKJIAJUTe OT HOTHU(UUIUpAHWS OpraH, IMOCOYCHH B
HaCTOSIIOTO TPHUIOKCHHUE.

Besika IppkaBa WiIGHKAa HM3MCKBA JOKyMEHTalMsATa MO pasjgen 6 na ce
ChXpaHsBa Ha pAas3MoJOKEHHE HAa KOMIICTCHTHHTE OpraHW 3a CpoKa,
OonpencyieH B ChIIUA pasaei, akO IMPOU3BOAUTEIIAT UM YII'BJIHOMOIICHUAT
My MpPEJICTaBUTEN, YCTAHOBEH HA HEHHA TEPUTOPHSI, M3MAJHE B HECHCTOS-
TEHOCT WJIM TMPEKpaTH CTOMAHCKaTa CH JACHHOCT Mpead H3THYaHeTO Ha
TO3H CPOK.
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ITIPUJIOJKEHUE X

OHEHSABAHE HA CBOTBETCTBHETO Bb3 OCHOBA HA
U3CJIEJJBAHE HA THIIA

1. EC wusciexBaHe Ha THIIA € NpoLENypara, IPH KOATO HOTHU(UUUpPaAH OpraH
[poBepsiBa U IOTBBPXK/IaBa, Y€ JAAJEHO W3JENHe, BKIIOUUTEHO TEXHH-
yeckara My JIOKyMEHTalUs, CbOTBETHUTE MPOLECH M0 BpeMe Ha eKCILIoaTa-
LIMOHHUSL MY CPOK M CHOTBETCTBALI IPEACTABUTEIECH 00pasell OT U3ENHATA,
YMETO MPOU3BOJACTBO C€ TPEABWKAA Ja OTroBapss Ha CbOTBETHHTE
pasnopenOu Ha HACTOAIIUS PErJaMeHT.

2. 3asBieHue

[TpousBogurensr mnojaBa a0 HOTU(GMIMPAHMS OpraH 3asBiIEHHE 3a
OlleHsIBaHEe. 3asiBICHUETO BKIIIOYBA:

— HUMCTO Ha IPOU3BOAUTECIISL U aJipeca Ha HErOBOTO PErucTpupaHo MsCTO
Ha CTOIIaHCKa ﬂCﬁHOCT, a B ClIyJauTe KOraTo 3asBJICHHUCTO € IOAaJCHO

OT YI'BJIHOMOLICH IPEICTABUTE] — HMETO Ha YI'BIHOMOILICHHS Hpe.-
CTaBUTE] M ajpeca Ha HErOBOTO PETHCTPHPAHOTO MSCTO Ha CTONAHCKA
JIeHHOCT,

— TexXHuYeckaTa aokyMmeHTauusi mo mnpwioxkeHus I u III. 3asBuremsar
NperocTaBs Ha HOTU(GUIMpPAHUS OpraH TNPEACTaBUTEIEeH oOpaser oT
W3JICTNATA, YUETO TMPOM3BOJACTBO ce mpeaBmxaa (,tun’). Horuduim-
paHUAT OpraH MOXe Jia TOMCKa M JApYrH 00pasilu mpu HeoOXOAMMOCT,

— MIpH M3JENUs 32 CAMOTECTBAaHE MJIM TECTBaHE Ha MSCTO — JIOKJIAJUTE OT
W3IHUTBAHUATA, BKIIOYUTEIHO PE3YJITATUTE OT HM3MUTBAHHUATA C LICJICBU
MOTpeOUTENM, W JaHHM, IIOKa3BallHM, Y€ M3JCIHETO € IPUTOJHO II0
OTHOIICHWE Ha NpEJHAa3HAYCHHETO MYy 3a CaMOTECTBAHE WJIM TECTBAHE
Ha MSICTO,

— aKO € Bb3MOXXHO — IPUMEPHO HU3JCIIHUE. Ako e H€06XOI[I/IMO, U3OCITUCTO
CC BpbBIA CJIC/A IPUKIOYBAHEC Ha OLCHSABAHCTO Ha TEXHHUYCCKATa OKY-
MCHTalus,

— JIaHHH, TOKa3BallM JaJIM HW3JEIMETO € MOJAXOJANI0 IO OTHOIICHHE Ha
MpeIHa3HAYCHUETO MYy 3a CaMOTECTBAaHE WJIM TECTBAHE Ha MSCTO,

— wuH(opMarusTa, KOSITO Ja Ce IPEIOCTaBs ¢ U3JEIUETO BbPXY CTHKETa My
U B MHCTPYKIMUTE 3a Heromara ynorpeda, u

— I[HKCMCHA JCKJIapanus, Y€ HE € ounio IogaBaHoO 3asiBJICHUE 10 ApYT HOTHU-
(bmmpaH OopraH 3a CbIIMA THII, WA I/IH(i)OpMaI_II/ISI 3a BCIKO €IOHO
NpEeaAXOaHO 3asABJICHHUEC 3a CbOIWA THUII, MO KOCTO HMMa OTKa3 OT Opyr
HOTI/I(I)I/IIII/IpaH Ooprad, UJId KOETO € OHIIO OTTETIEHO OT TIPOM3BOAUTEIA
Wi OT HEroBUs YIIBJIHOMOLICH IIPEACTAaBUTCII NPEAU APYrusT HOTHU-
(bI/II_II/IpaH OopraH Ja M3BBPHIA OKOHYATCIIHO OLCHSABAHEC.

3.  Oueusasane

Hotudunupanusr opras:

a) pasmIeKaa 3asBICHUETO, KaTO M3IO0JI3BA TIEPCOHAI C JIOKa3aHU 3HAHWUA U
ONMUT B OICHKAaTa HA TEXHOJOTWATA, CHOTBETHUTE H3JENUS M OICHS-
BaHETO Ha KIMHUYHU JokaszaTesnctBa. HoTtuduumpanust opran Moxe
Jla M3MCKa 3asfBJICHHETO Ja CE JOIBJIHU C H3BBPIIBAHETO HA IOIBJI-
HUTEITHU W3MUTBAaHUA WM C JONBIHUTEIHM JOKA3aTeNCTBA, IABAIIN
BB3MOJKHOCT 32 OLEHSIBAaHE HA CBOTBETCTBHETO C TPHUIOKUMUTE
M3UCKBAHHMS HAa HACTOAIMS periaMeHT. Horuuimpanusr oprax
M3BBPILIBA TOAXOMSAIIM (GU3MYESCKH WM J1a0OpaTOPHH M3MMTBAHMS Ha
W3JETNeTO WM M3UCKBA MPOU3BOAMUTEIAT 1A TH TPOBEJE,;
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0)

B)

r)

)

e)

3)

H)

M3CIeBa U OICHABA TEXHMYIECKATa JOKYMEHTAIUS C IIel ONpeelsHe Ha
CHOTBETCTBHETO C MPWIOKHMHTE 3a TOBAa W3JCIHC HW3UCKBAHHUS Ha
HACTOSIIMS PETJIAMEHT W IIPOBEpsiBa [ali THUITBT € OMJI HPOU3BEICH B
ChOTBETCTBHE C Ta3W JIOKYMEHTAIUS; TON ONpeaeNs M EIEMEHTHTE,
MPOEKTUPAHN B CHOTBETCTBHE C TNMPUIOKHUMHUTE CTAHIAAPTH MO YiIeH 8
win npuiokumure OC, KakTo ¥ eIEeMEHTUTE, KOUTO HE Ca MPOCKTHPaHU
Bb3 OCHOBA HAa CHOTBETHUTE CTAHAAPTH TI0 YWIEH 8 WIM HAa ChOTBETHUTE
OC;

IpaBM Iperjie], Ha KJINHAYHUTE JIOKA3aTeJCTBA, IIPEJCTABCHH OT
IIPOM3BOJUTEIIS B JIOKJIAZa 3a OIEHKA Ha JEHCTBHETO CHIVIACHO Pa3ei
1.3.2 or mpunoxenne XIII. 3a nmemure Ha TO3M Tperyien HOTH(UIN-
pPaHUSIT OpraH HaeMa IMPOBEPSBAIM H3/CIHUATA JIUIA C JOCTAThYCH
KIMHUYCH EKCIePTCH OINT, Karo IPH HEOOXOAMMOCT H3IOI3BA H
BBHIIHM KIMHUYHU EKCIEPTH C HPSK W aKTyaleH OIMT, CBbp3aH C
KJIMHUYHOTO TPHIOKEHHE HAa ChOTBETHOTO H3ICIIHE;

KOraro KJIMHUYHUTC JOKa3aTCJICTBA C€ OCHOBABAT YaCTUYHO HJIU U3LSIO
Ha JaHHU OT M3/€Jvs, 3a KOUTO C€ TBBpPJAHU, Y€ ca HO,I[O6HI/I HUIIN C€KBH-
BAJICHTHU Ha OLCHABAHOTO H3ACIIHUC, OLICHsABA L[CJIGC’LOGpaBHOCTTa Ha
U3IIOJI3BAHETO Ha TaKWBa [AaHHU, KaTO C€ B3€MaT NPCABUI q)aKTOpI/I
KatTO0 HOBH IIOKa3aHHsA W HWHOBALIUH. HOTI/I(I)I/II_II/IpaHI/ISIT opraH JOKy-
MCHTHpA SICHO CBOUTEC 3aKJIFOYCHUSI OTHOCHO TBHPJACHUECTO 3a CKBHUBAJICH-
THOCT, I_ICJ'IeCT)O6p8.3HOCTTa n aACKBATHOCTTAa Ha AAHHUTC 3a OOKa3BaHC
Ha CbOTBCTCTBHUETO,

JAOKYMCHTUpA SICHO pe3yjiTaTa OT OLCHSABAHCTO CHU B JOKJIaJla OT OLCHS-
BAHETO Ha OIlEHKAaTa Ha JCHCTBUETO IO paszaei 4.8 ot TIPUIIOKCHUC IX.

IPOBEXJAAa  WIAM  OpraHM3upa  IPOBEKIAAHETO Ha  MOAXOMSAIIHUTE
OLCHABAHMS ¥ (PU3MYCCKHU WIH JaOOPaTOPHU M3IMHUTBAHUS, HEOOXOMUMH
Ja C€ MpOBEpU Jajll PpEUICHUATA, BBIINPUETH OT MNPOU3BOAUTEIA,
OTroBapsT Ha OOIIMTE M3UCKBaHUs 3a 0e30macHOCT M AeicTBHE, Tpen-
BUJICHH B HACTOSIIMS PETJIAMEHT, aKO HE Ca IpUJIAraHu CTaHIApTHTE 110
uien 8 win OC. Ako uszenuero TpsOBa na ce CBbpkKe KbM JIpyro(u)
n3zaenue(si), 3a ja paboTH MO NpeJHa3HAuUCHUE, CE MPEACTaBs JI0Ka3a-
TEJICTBO, Y€ TO CHOTBETCTBA HA OOIIMTE U3MCKBaHMA 3a 0E30MACHOCT U
JeficTBHE IIpU CBBbP3BaHE ¢ M3Jenue(s), MPUTEKaBallo(1) onpeaeIeHuTe
OT NPOU3BOAUTENS XapaKTCPUCTUKH;

NPOBEKAAa WIM  OpraHM3upa  IMPOBEKIAHETO HA  MOAXOMASIINTE
OLICHSIBaHUS M (M3MYECKH WM Ja0OpaTOPHH HM3MUTBAHUS, HEOOXOAMMHU
Jla ce MPOBEpPH JAIM aKo MPOM3BOAUTEIAT € M30pai aa mpuiara ChbOT-
BETHUTE XapMOHHM3MPAaHH CTaHIAPTH, TE3M CTaHAApPTH ca OWiIH
JIEHICTBUTENIHO MPUJIOKEHU;

ChbIylaCyBa CBC 3adBUTECIIA MACTOTO, KBACTO Ja C€ MpOBEAAT HE00XO0-
JAMHATE OLCHABAHUA W HU3IMUTBAHUA,

n3roTesa Jokaan 3a EC um3cinenBaHe Ha TUMa OTHOCHO PE3yINTaTHTE OT
OLICHSIBAHMATA U M3IUTBAHHATA, U3BBPIICHH CHITIACHO OYKBH a)—XK)

B CIiy4ail Ha wm3zenws, Kiacuduimpanu B kimac D, m3uckBa oT pede-
pentHa naboparopus Ha EC, xorato TakaBa ¢ OIpeeiicHa CBhIITACHO
wien 100, 1a mpoBepu TBHPISHOTO OT MPOU3BOAUTEIS ICHCTBHE U CHOT-
BercTBuero Ha m3fenneto ¢ OC, ako ChHIIECTBYBAT TaKWBa, WIH C
JPYTHUTE PEIIeHus, U30paHu OT MPOU3BOAMUTENS, 32 JIa CE OCUI'YPH Haii-
MaJIK0 eKBHMBAJICHTHO HHMBO Ha Oe3omacHoCT W [eiictBue. I[IpoBepkara
BKITFOUBA JIaDOpPATOPHU W3MUTBAHUsI OT pedepeHTHara yaboparopus Ha
EC B cporBercTBue ¢ unen 48, maparpad 5.
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OcBeH TOBa, B ClydauTe, IMOocodeHun B wieH 48, maparpad 6 ot
HACTOSAIINS PEIJIaMEHT, HOTH(OUIMPAHUAT OpraH ce KOHCYJITHpPA CbC
CHOTBETHUTE eKkcneptd cbriuacHo wieH 106 or Permament (EC)
2017/745, B cBOTBETCTBUE C MpOIEAypara, NpenBUicHA B wWieH 48,
maparpa) 6 OT HACTOSIIUS PErIaMEHT, OTHOCHO JIOKJaJia Ha HPOHM3BO-
JIATENIS 32 OLIGHKA Ha JICHCTBHETO.

PedepentHata mabopatopust Ha EC mpencraBs HaydyHO CTAQHOBHIIE B
cpok ot 60 aHH.

Hayunoto craHnoBuine Ha pedepentHara saboparopust Ha EC u, xoraro
npeaBujeHata B wieH 48, maparpad 6 mporeaypa € IMpUIIOKHMA,
MHEHHUSITA Ha KOHCYJITHPAHMTE EKCIEPTH, KaKTO M BCHYKH BB3MOXKHHU
aKTyalu3ally, Ce BKJIIOYBAT B JOKYMEHTALMATa Ha HOTU(GUIMpPAHUS
OopraH OTHOCHO u3ienuero. [Ipu B3emMaHeTO Ha perieHue HOTUHIM-
paHMAT OpraH HAIJIEKHO OTYUTA MHEHHUSTA, M3PA3eHH B HAYYHOTO
cTaHoBHUIlle Ha pedepeHTHata mabopatopusi Ha EC, um korato e
NPHIOKUMO, U3PAa3eHUTE MHEHHUSATA, M3PDA3e€HH OT KOHCYJITHUPAHUTE B
cpoTBeTCTBHE ¢ wieH 48, maparpad 6 excnepru. Horuduumpanust
opraH He wH3[aBa CepTU(HKAT, aKO HAYYHOTO CTaHOBHIIEC Ha pede-
penTHata nabopatopusi Ha EC e HeOmaronpusTHo;,

K) 3a ChIBTCTBAIIUTE M3/JEIMS U Bb3 OCHOBA Ha TPOCKTAa Ha PE3IOMETO BHB
BpB3Ka C OE30I1aCHOCTTA M JICHCTBHETO M HA IPOEKTa HAa MHCTPYKIMUTE
3a ynotpeba ce OOpbIla 3a CTAHOBHINE KBbM E€IHH OT KOMIIETCHTHHTE
OpraHH, OINpEJIeNCHH OT JIbpXKaBUTE 4YICHKH CbriacHo JlupekruBa
2001/83/EO, unu vHa EMA (Bceku OT KOWTO MO-I0NYy CE€ Hapuua ,,KOH-
CYJNITHpAH OpraH 3a JICKAPCTBEHHUTE MPOAYKTH B 3aBHCHMOCT OT TOBa C
KOT'O Ca HalpaBeHH KOHCYJITAlMKUTE [0 HAcTOsIaTa OyKBa) 3a TOBA Jaln
U3/ICIMETO € MOJXOJAII0 0 OTHOLICHHE Ha CHOTBETHHS JIEKAapCTBEH
HPOAYKT. AKO JISKAPCTBEHHUST MPOJYKT MONaja €AMHCTBEHO B 00XBaTa
Ha mpuitoxkennero kbM Permament (EO) Ne 726/2004, Hotuduimpanust
opran ce xoncyntupa ¢ EMA. AKO CHOTBETHUST JEKAPCTBEH MPOIYKT
BEUE € pa3pelleH WK € MOJAJACHO 3asBICHHE 32 HErOBOTO pa3pelleHue,
HOTU(UIMPAHUAT OpPraH Cce KOHCYJNTHpAa C KOMIIETEHTHHsS OpraH 3a
NeKapCTBEHUTE MPOAYKTH mimn ¢ EMA, B 3aBHCHMOCT OT TOBa KO OT
TSIX OTrOBaps 3a M3aBaHETO 3a paspeureHnero. KoHCynTupaHusT opran
3a JISKAPCTBEHUTE MPOJYKTH TPEACTABIT CTAHOBHIIETO CH B CPOK OT 60
JHM OT IMOJyYaBaHE Ha IisulaTa HeoOxoamma JokymeHrtarwms. Tosu 60-
THEBEH CPOK MOXeE Ja c€ YABIDKH eIHOKpaTHO ¢ ome 60 mHu mnpu
obocHoBanu mpuyvHU. CTAaHOBUIIETO HA KOHCYJITHPAHHS OpraH 3a
JICKaPCTBEHUTE MPOAYKTH W EBEHTYAJIHHUTE AKTyaJU3al[Md C€ BKIIOYBAT
B JIOKyMEHTAIMATA HA HOTU(ULMPAHUs OpPraH BbB BPb3Ka C M3JEIHUETO.
Ilpn B3emaHe Ha pELIEHMETO CH HOTH(QHLMPAHMAT OPraH HAIJIEKHO
OTYMTA CTAHOBMIIETO, W3PA3eHO OT KOHCYJTHPAHHMs OpraH 3a JeKap-
CTBEHUTE MpPOAYKTH. Toi chOOIIaBa CBOETO OKOHYATEIHO pELIeHHEe Ha
KOHCYJITUPAHHUSI OpPraH 3a JICKAPCTBEHUTE MPOJIYKTH; KaKTO M

1) m3rotBs poknan 3a EC m3cienBaHe Ha TWHAa OTHOCHO PE3YNTaTHUTE OT
OLICHSBAHETO M W3BBPIICHUTE M3MHUTBAHUS M TIPEACTABEHUTE HAYYHHTE
CTaHOBHIIA 1O OYKBH a) — K), BKJIFOUUTEIIHO JOKJIA] OT OICHIBAHETO Ha
OLlIEHKaTa Ha JeiicTBHeTo 3a m3zmenusrta or kiac C wmm ximac D, wmm
00XBaHATH OT pasziell 2, TPETo TUpe.

Cepruduxkar

AKO THUITBT CHOTBETCTBA HA HACTOSIIUS PETJIAMEHT, HOTH()UIIUPAHHUAT OpraH
m3naBa ceprudukar 3a EC um3cienane Ha tuma. CepTUPUKATHT ChABPKA
UMETO M ajapeca Ha HPOM3BOJMUTENS, 3AKIIOYCHHSATa OT OLCHSIBAHETO Ha
M3CIEBAHETO Ha THIIA, YCIOBUSTA 32 BAJIMAHOCT Ha cepTH(HKaTa U HE0O-
XOIMMHTE JIAaHHM 32 WIeHTU(uUIMpane Ha onoopenus tui. CepTudukarst ce
M3rOTBsl B ChOTBeTCTBHE ¢ mpmiokeHne XII. ChoTBeTHHTE YacTH Ha IOKY-
MEHTAIMATA Ce MpHIaraT KbM cepTH(HUKaTa, KaTo HOTH(OULIMPAHUAT OpraH
ChXpaHsBa KOIHE.
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5.2

5.3.

5.4.

5.5.

IIpomenu B THIA

. 3asBurensar uHGopMHpa HOTU(GUUMpPAHUS OpraH, KOMTO € H3Jan CcepTu-

¢ukara 3a EC wm3cnenBaHe Ha THma, 3a BCsSKAa IUIAHMpaHA MPOMsIHA Ha
0JI00peHUs] TUI WM HEroBOTO NpeJHA3HAuYeHHe M YCJIOBHS 3a ymoTpebda.

3a mpoMeHH B OJOOPEHOTO W3JeNNe, BKIIOYUTEIHO OrPAaHWYCHHS 110
OTHOIIICHWE Ha HErOBOTO IpeIHA3HAUYCHHE M YCJIOBHA 3a ymnorpeba, ce
M3UCKBA JIONBIHUTEIHO OA00pEHHE OT HOTHU(HIMPAHUS OpraH, KOHTO e
m3nan ceprudukara 3a EC n3cneqBaHe Ha THIa, KOTato TaKUBa MPOMEHH
MOraT Ja IIOBIIMSAAT Ha CBOTBETCTBMETO C OOIIMTE HW3MCKBAHUS 3a
0e30macHOCT U AEHCTBUE WM C YCJIOBHSTA, NPEINUCAHY 3a yrnorpedaTa Ha
npoaykra. HoTtuduuupanust opraH pasriexia IUIaHHPAHUTE POMEHH,
YBEIOMSIBA TPOU3BOAMUTENSI 32 PEHICHHETO CH W W3/1aBa JOIBJIHCHUE KbM
nokiana 3a EC m3cnenBane Ha tma. OnoOpeHHETO Ha BCSKA IPOMSHA Ha
0JI0OpeHUsI THI Ce M3BBpIIBA IMOA (opMaTa Ha IONBIHCHHE KbM CEPTH-
¢ukara 3a EC uscnensane Ha Tuma.

3a NpoMEeHH B NpeHA3HAYCHUETO U YCIOBHUATA 3a yHoTpeba Ha 0100pPEHOTO
M37IeNIie, OCBEH 3a OTPAHMYEHHATA 110 OTHOIICHWE Ha MPEHA3HAYEHUETO U
ycloBHATa 3a ynorpeba, ¢ HeOOXOAMMO HOBO 3asBJICHHME 3a OLCHABAHE HA
CBOTBETCTBHETO.

Koraro mnpomeHuTe Morar ja 3acerHaT TBBPASHOTO OT IPOHM3BOIMTEINS
neiictue mimu chorBercTBuero ¢ OC wium ¢ Jpyrure pemieHus, u3OpaHu
OT HPOM3BOJUTENS, KOUTO ca 0100penHu cbe ceprudukara 3a EC nscnenpaune
Ha THIA, HOTU(QUIMPAHUAT OpraH ce KOHCYITHpa ¢ pedepeHTHaTa 1abo-
paropus Ha EC, koATO € y4acTBaja B I'bpBOHAuUaIHATA KOHCYJTAlUs, 3a
na ce TOTBBPAM 3ama3BaHeTo Ha cbhoTBercTBHeTo ¢ OC, Korato ca
HaJIMYHHU, WK C JPYTUTE pelIeHHs, M30paHd OT IMPOU3BOAMTENS, 3a Ja
OCHTYpH Hali-MaJKO €KBHBAJIEHTHO HHBO Ha 0€30MacHOCT U JCHCTBHE.

PedepenTtnata naboparopus Ha EC mpejicTaBs Hay4yHO CTaHOBHUILE B CPOK
or 60 nHu.

Koraro mpomenurte 3acsraT AEHCTBHETO WIIM Hpe]BHACHATa yrnotpeba Ha
CBIBTCTBAILO H3Jenne, ono0peHo cve ceprudukar 3a EC uscnenBane Ha
THMA, WIK TOBAa Jald TO € TIOAXOMSII0 C ONJIe] Ha JIeKapCTBEHHs
HPOAYKT, HOTHOHUIUPAHUAT OPraH ce KOHCYJITHPA C KOMIETCHTHHs OpraH
3a JICKAPCTBEHHUTE IPOJYKTH, Y4acTBal B ITbpPBOHAYAIHATA KOHCYJITAIHs,
wm ¢ EMA. KoHcynTupaHusaT opraH 3a JIEKapCTBEHHTE NPOIYKTH
npeacTaBs CTAHOBHUIIETO CH B Cpok oT 30 JHM ciex mosydaBaHe Ha
BaJIM/IHATA JIOKYMEHTAIMs 110 OTHOIIEHHE Ha mpomenute. OnoOpeHueTo Ha
BCSIKA €Ha TPOMSHA Ha OJOOPEHWsl THI ce M3BbpIIBa Mox (opmarta Ha
JIOIBJIHEHHE KbM NbpBOHauaiHus ceptudukar 3a EC nscnensane Ha Tuma.

AIMUHHCTPAaTUBHU Pa3nopenon

B MIPOABIDKEHUE Ha HE IMO-MajJIKO OT 10 TOOWHHU CJIE IMMYyCKAaHETO Ha IMasapa
Ha MOCJICIHOTO M3ACIHUEC MPOU3ZBOAUTEIAT WK YIIBJIHOMOUICHUAT MY IIPEa-
CTaBUTE]I — KOrato NPOU3BOIAUTECIIAT HAMA PETACTPUPAHO MACTO Ha
CTOIIaHCKa [[eﬁHOCT B IbpXKaBa YWICHKAa — CbXpaHsABa Ha Pa3MOJIOKECHUC
Ha KOMIIETCHTHUTE OpPraHu:

— JIOKyMEHTalMsATa 10 paszien 2, BTOpO TUpe,
— wuHpopManusTa 3a MPOMEHHUTE MO paszien S,

— KOIlusg OT CCpTI/I(bI/IKaTI/ITe 3a EC u3cjeABaHe Ha THIIA, HAYYHUTC
CTaHOBHIIA U JOKJIAAUTC U Z[OH’LJ'IHCHI/IHTa/HpI/IJ'IO)KGHI/IﬂTa KBbM THX.

[Ipunara ce pazmen 7 ot mpunoxkenue 1X.
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IIPUJIOJKEHUE X1

OLEHSIBAHE HA CBOTBETCTBUETO Bb3 OCHOBA HA

3.2.

3.3.

3.4.

OCUI'YPABAHE HA KAYECTBOTO HA ITPOU3BOACTBOTO

IIpousBoauTENAT OCHIYpsiBa BBBEXKIAHETO HA CHCTEMaTa 3a YIpaBICHUE Ha
Ka4ecTBOTO, OJI0OpeHa 3a IPOM3BOACTBOTO HA CHOTBETHUTE W3JICIHS,
U3BbpIIBA KpaifHaTta HpoBepka IO pasien 3 M HOMISKH Ha Haa3opa I10
paznen 4.

Korato OPOU3BOAUTEIIAT HU3NBJIHABA 3aAbJDKCHUATA 110 pasacia 1, TOM
HU3TOTBA M ChbXpaHsABa EC JACKIapanus 3a CbOTBETCTBUE CBHITIACHO YWICH 17
H NPUIIOKCHUEC 1V 3a U3CIUETO, 00XBaHATO OT Ipoueaypara 3a OLCHABAHE
Ha cbhoTBeTcTBUETO. C HU31aBaHECTO Ha EC JCKIapanus 3a CbOTBETCTBUE CE
npueMa, Y€ TPOM3BOAMTEIIAT TapaHTHpa W ACKJIapupa, 4€ CbOTBETHOTO
HU3ACIUe OTroBapsg Ha MNPUITOKHUMHUTE KbM M3IOCIAETO H3WCKBAHUA Ha
HaCcTOAIMUA PETIIAMEHT, a HU3JCJiuATa OT Kiac C u knac D, IIOMJIOXKEHHU Ha
H3CICABAHEC Ha TUIIA, CBOTBETCTBAT Ha THUIIA, OIIMCAH B CepTI/I(bI/IKaTa 3a EC
H3CJICABAaHC Ha THIIA.

CucreMa 3a ympaBieHHE Ha KayeCTBOTO

. HpOI/I3BOI[I/ITeJI$IT noagaBa a0 HOTI/I(l)I/II_II/IpaH OopraH 3asiBJICHUC 3a OLICHSBAHC

Ha cucremara 3a yHnpaBJICHUE Ha KadyCCTBOTO.

3asBJICHUETO BKIJIFOYBA:

— BCHYKH eJleMeHTH 1o pasfen 2.1 ot mpunoxenue [X,

— TexHHYecKaTa JoKyMeHTtauusi no npunoxenus II u III 3a ogobpenute
THUIIOBE;

— xomnue ot ceprudukarure 3a EC mscnensane Ha THHa no pasaen 4 ot
npunoxenne X; ako ceprupuxatute 3a EC mscnensaHe Ha Tuma ca
U3/1aJIeHU OT ChILMs HOTU(UIMpPAH OpraH, 10 KOroTo € MOJaAeHO 3asiB-
JICHHETO, B 3asBIICHHETO CE BKJIIOYBA M I1030BaBaHE Ha TEXHUUYECKaTa
JOKYMEHTalUss M HEeWHHMTE aKTyalu3HMpaHU BEpCUM M Ha H3JaJCHHUTE
cepTuduKaTy.

IIpunaranero Ha cucTemara 3a yNpaBJ€HHE Ha KauecTBOTO € TAaKOBa, 4e J1a
TapaHTHpa Ha BCEKW €IUH €Tall CHhOTBETCTBHE C THUIIA, ONMCAH B CEPTH-
¢ukata 3a EC m3cnenBaHe Ha THIIA, W C Pa3MoOpefOMTE HA HACTOSIIUSL
perilaMeHT, KOWTO € TMpuiaraT KbM H3CIHATA,. BCHUKH eleMeHTH,
W3UCKBAaHUA W TMpPEAINNCAaHWSA, HPUETH OT IPOU3BOAWTENS 3a HEromara
CHCTeMa 3a yNpaBJIeHHEe Ha Ka4eCTBOTO, C€ JOKYMEHTHPAT PEAOBHO U CHCTE-
MaTUYHO 1oj opMaTa Ha HAPHUYHUK MO KAYECTBOTO M MUCMEHH MOJIUTUKH U
IIpOLeTypH, HAlPHMeEp MPOTrpaMy MO KauyecTBOTO, INIAHOBE IO Ka4eCTBOTO U
3aMUCH MO Ka4eCTBOTO.

ITo-KOHKPETHO B Ta3H JOKYMCHTALNs CE BKIIFOYBA MOIXO/SINO ONHCAHHUE Ha
BCHYKH €JIEMEHTH 10 paszaen 2.2, Oyksu a), 0), T) u a) oT npuioxenne [X.

Ipunara ce pazaen 2.3, mbpBa U BTOpa ajnuHes OT npuioxenue I1X.

Axo cucremara 3a YNpaBJI€HME HAa KayeCTBOTO IapaHTHpa, Y€ W3JeNHATa
CbOTBETCTBAT Ha THIA, onMcaH B ceprudukara 3a EC wuscienBane Ha
THUIA, U HAa CHOTBETHUTE PA3MOpe]0U Ha HACTOSIIMS PErJIAMEHT, HOTH(HUIH-
paHuAT opraH m3znaBa ceprudukar 3a EC ocurypssaHe Ha Ka4ecTBOTO Ha
npon3BoAcTBOTO. HOTHOHIMPaHUAT OpraH yBeIOMsBAa HPOM3BOJHUTENA 3a
pElIeHNeTo cu Ja u3zajne ceprudukar. PeleHneTo BKIIOUBA 3aKIIIOUSHHATA
OT OAUTa HAa HOTU(UIMPAHUS OPraH ¥ MOTHBHPAHA OLIEHKA.

IIpunara ce pasmen 2.4 ot mpunoxenue [X.
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5.2.

Hanzop

[Ipunarat ce pasmen 3.1, pasmen 3.2, mbpBO, BTOPO M UYETBBPTO THPE,
pasmenu 3.3, 3.4, 3.6 u 3.7 ot npunoxenue [X.

HpOBCpKa Ha IPOU3BCACHUTE U3CIINS OT Kjlac D

. 3a usnmenusTa oT Kjiac D, TIPOU3BOAUTENIAT U3BHPIIBA U3IMUTBAHWUS HA BCSAKA

npousBeneHa naptuaa wznenus. Ciel NPUKIIOYBAHE HA MPOBEPKUTE W
M3NUTBAHUATA TPOM3BOJMTENAT He3a0aBHO M3Mpalla Ha HOTU(GUIMpPAHUS
OpraH CbOTBETHUTE AOKIAIM 3a Te3u M3nuTBaHMs. OCBEH TOBA NPOU3BO-
JUTENAT NPEACTaBs Ha HOTH(HUIMPAHUS OpraH o0pa3iy OT NPOU3BEXKAAHUTE
W3JIeNMsl WM TIAPTHIM WM3IEIUs ChIJIACHO TPEABAPUTENIHO JIOTOBOPEHH
YCJIOBHSL M NOIPOOHU IMPABMIIA, KOUTO BKIIOYBAT 3a/IbJDKEHUETO 38 HOTH(H-
LMPaHUSI OpPraH WM NPOMU3BOAUTEINS Aa M3Ipaiia o0pasiy OT MPOU3BEXK-
JAHUTE W3JeNUs WM MapTHAM u3aenus Ha pedepeHTHa jabopatopusi Ha
EC, xoraro uma omnpenenena jgabopatopusi ceriaacHo wieH 100, 3a na ce
M3BBPIIAT MOAXOASAIINTE JabopaTopHH wu3muTBaHMs. PedepentHara nmabo-
paropust Ha EC uHpopMupa HOTHOHUIMPaHHUS OpraH 3a 3aKIIOYEHHUSITA CH.

IIpon3BoauTenaT Moxe /a MycKa M3AEINATA HA Ma3apa, OCBEH KOraTo HOTH-
(ULIUPAaHUAT OpraH yBEJIOMH IIPOM3BOAMTEINSI B PAMKUTE Ha JOTOBOPEHUS
Tepuoa OT BpeMe, HO He Mo-KbcHO oT 30 AHM ciej IoiydaBaHE Ha
oOpasiuure, 3a BCSKO IPYro pelIeHHe, BKIIOYMTEIHO, MO-KOHKPETHO 3a
BCSIKO YCJIOBHE 3a BAJIMJIHOCTTA HA M3JAJCHUTE CepTH(OUKATH.

AJIMMHHMCTPaTHBHU pa3nopendu

B MIPOABILKEHUE Ha HE IMO-MaJIKO OT 10 TOOWHHU CJIE[ IMMYCKAaHECTO Ha IMasapa
Ha MOCJICIAHOTO MU3ACIUE MPOU3BOAUTEIIAT WJIW YI'BJIHOMOIICHUAT MY NPEI-
CTaBUTE]I — KOrato IPOU3BOAUTEIIAT HAMA PETUCTPUPAHO MACTO Ha
CTOIMaHCKa ﬂeﬁHOCT B ObpKaBa YJICHKa — CBbXpaHsABa Ha Pa3IIOJIOKCHHUE
Ha KOMIICTCHTHUTEC OpTaHH:

— EC JACKIapanysTa 3a CbOTBETCTBUC,

— JOKyMEHTauusTa no paszgen 2.1, mero tupe oT mpuioxenue X,

— JOKyMEHTanusTa 1o pasaci 21, OCMO THUPE OT IIPUIIOKCHUC IX, BKIIIO-
YUTCITHO CCpTI/I(bI/IKaTa 3a EC H3CJICe/IBaHE Ha TUIIA IO MPUIIOKCHUE X,

— uHpopMalMs 32 IPOMEHUTE Mo paszuen 2.4 or npuioxenue X, n

— peIIeHUATa U AOKJIAANTE OT HOTH(UIMpPaHus opraH no paszgenu 2.3, 3.3
u 3.4 ot mpunoxenue [X.

IIpunara ce pasgen 7 ot npunoxenue 1X.
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IIPUJIOJKEHUE XII

CEPTU®UKATHU, U3JAJEHU OT HOTUOULIUPAH OPI'AH

T'JIABA 1
OBl U3UCKBAHUA

. Cepru¢ukaTuTe Ce M3rOTBAT HA €IUH OT opHuLHMaNIHUTe e3uuu Ha Cblo3a.

. Bcekn CepTI/I(bI/IKaT CE OTHacd caMO 3a €aHa mpoueaypa mo OLCHABAHE Ha
CBhOTBETCTBHECTO.

. Ceprudukarure ce mM3zaBaT caMo Ha €IUH IpousBoiuTel. VIMeTo u agpechT
Ha IPOM3BOAUTEN, BKIIOUCHH B CepTH(HKAaTa, ca CBHIIUTE KaTO PErHCTPH-
paHHUTE B €JIGKTPOHHATA CHCTEMa Mo uieH 27.

. O0xBarbT Ha cepTH(UKATUTE ONUCBA 110 HEJBYCMHUCIICH HA4MH OOXBaHATO-
To(ure) uzaenue(s):

a) ceprudukarute 3a EC olleHsBaHe Ha TEXHHUYECKAaTa [OKYMEHTAIMsS W
ceprudukarute 3a EC m3cnenBaHe Ha TuIa BKIIOYBAT SCHA UACHTH(DH-
Kalusl, BKJIIOUMTEIHO HAaUMCHOBAHHE, MOJENT M THII Ha M3JENHeTO(sTa),
NpeHA3HAYeHUEeTO, II0COYEHO OT MPOM3BOJHUTENS B HMHCTPYKIMUTE 32
ynorpeba, BbB BPb3Ka C KOSTO M3/ICJIHETO € OIIEHEHO B PAMKHTE Ha IpolLie-
JlypaTa 3a OLEHSBAHE Ha CHOTBETCTBHETO, KIACH(MKAIUITA B 3aBHCHMOCT
ot pucka u 6azoB UDI-DI cbriacuo unen 24, maparpad 6;

6

=

CCpTI/I(IJI/IKaTI/ITC 3a EC cucrema 3a YIpaBJICHHUE Ha KA4YCCTBOTO U CepTI/I(bI/I—
katute 3a EC OCUT'ypsIBAaHC Ha Ka4yeCTBOTO Ha IIPOU3BOACTBOTO BKIIIOYBAT
I/I[ISHTI/IC’[)I/IKB.I_H/IHTZ. Ha u3aeuvsaTa Win rpynure U3aciusd, K.]'IaCI/I(bI/IKaI_II/I}ITa
B 3aBUCUMOCT OT pHUCKa, KaKTO W IPEAHA3HAYCHUCTO.

. Hotudumpanuar opran TpsOBa Ja MOXKe IPH IOMCKBAaHE Ja IIOKaXKe KOU
(oTaennu) u3nenus ca oOxBaHatu or ceprudukara. Horupuuupanusr oprau
YCTaHOBSIBA CHCTEMa, KOSTO TIO3BOJISIBA OMNPENCIAHETO Ha  W3JICIHATa,
00XBaHATH OT cepTU(UKATa, BKIIOYUTEIHO TSXHATA KIACH(PUKAIUS.

. Ceprudukature ChIbpKaT, aKO ¢ IPUIOKHMO, OeleKKa, Y€ 3a MyCKaHeTO Ha
nasapa Ha H3[enueTo(sta), o0XBaHaTO(M) OT TO3M cepTH(UKAT, Ce H3UCKBA
Ipyr cepTU(HUKAT, U3AAACH B CHOTBETCTBHE C HACTOSIIHS PETIAMEHT.

. Cepruduxatute 3a EC cucremara 3a ynpaBlieHHe Ha KadeCTBOTO M CepTH(H-
karute 3a EC ocurypsiBaHe Ha KaueCTBOTO Ha IPOM3BOJICTBOTO 32 CTCPHUIHUTE
u3enus OT Kilac A BKJIIOYBAT JSKJIapalys, 4€ HOTH()ULIUPAHUAT OpraH e
HaNpaBWJI OAWT Ha CHCTEMaTa 3a yNpaBJeHHE HAa KadyeCTBOTO, OTPAHWYEH 0
aCTEeKTUTE Ha MPOU3BOJCTBOTO, CBBP3aHU C OCHTYPABAHETO W IOIBPIKAHETO
Ha CTEPWJIHH YCIIOBUSL.

. HpI/I JOIbJIBAHEC, U3MCHCHHUC MM IIOBTOPHO H3J1aBaHC Ha CCpTI/I(l)I/IKaT B HOBU:A
CepTI/IqJI/IKaT C€ I10COYBa NPEAXOAHUAT CepTI/IqJHKaT U JlataTa My Ha U3JaBaHC,
3a€IHO C BHCCCHUTEC U3MCHCHMUA.

I'/TABA 11
MUHUMAJIHO CBABbP)KAHUE HA CEPTU®UKATUTE

1. ume, agpec ¥ UACHTH(OUKAIIMOHEH HOMEp Ha HOTH(GHIMPAHUS OpraH;
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10.

11.

12.

13.

14.

15.

. MM€ U aJIpeC Ha ITPOU3BOAUTEIISI U aKO € IPHUJIOKUMO — Ha YII'BJIHOMOUIICHUS

MpeACTaBUTECIT;

. YHHUKaJIeH HOMep 3a WACHTHU(HIMpAHE HAa CepTU(UKATA;

. ako Beue ¢ m3mazeH, EPH wna mpousBomurens mo uien 28, maparpad 2;
. JaTa Ha W3/aBaHE;

. CPOK Ha BaJIMIHOCT;

. JaHHM, HEOOXOAWMHM 3a HEIBYCMHUCIICHA MACHTU(UKALUS Ha W3CIHETO(STa),

Koraro € IPUJIOXKHUMO CbIJTIaCHO IIOCOYCHOTO B pasacil 4 or HaCTOAIIOTO
IIPUIIOKCHUEC,

. aKO € NPUIOKHUMO — IOCOYBAHE HA MNPEIXOAHHM CepTH(HUKATH ChIIACHO

riaBa I, pazgen 8;

. IIO30BaBaHC€ Ha HACTOALIUA PEIIIaMEHT W CBHOTBETHOTO IPUIIOKECHUEC,

ChIVIACHO KOE€TO € M3BBPUICHO OLCHABAHETO Ha CHOTBETCTBHUCTO,

M3BBPILICHN W3CIICABAHMSA M M3MUTBAHUS, IpenpaTku KbM choTBeTHHTE OC,
XapMOHM3UPAHM CTaHIAPTH, JOKIAJM OT W3NHTBAHUS M  OIMTCH(M)
Jokan(u);

aKo € MPUIOKHMO — II030BaBaHE HA CHOTBETHHTE YAaCTH OT TEXHHUYECKaTa
JOKYMEHTALUsI MJIM APYTH cepTH(HUKATH, U3UCKBAHM 32 ITyCKaHETO Ha Iaszapa
Ha oOXBaHaTOTO(UTE) M3/EIHe(s);

aKo € MPUJIOKUMO — HMH(pOpPMAIHUs 32 HaJ30pa OT HOTU(GUIMpPAHUS OpraH.

3aKJIFOYCHUST OT OUCHABAHCTO Ha CHOTBETCTBUCTO, HU3BBPLICHA OT HOTI/I(iJI/l-
HupaHust OpraH BbB Bpb3Ka C IPUIOKUMOTO IIPUIIOKECHUEC,

YCIIOBHSL 3a BAaJIHMAHOCTTA WM OTPAHMYCHHS HA BaJUIHOCTTa HA CEPTH-
¢ukara;

HpaBHOO6B’Lp3]§aIII noAnmuc Ha HOTI/I(bI/II_II/IpaHI/ISI OopraH CbIJIaCHO IIPHUIIO-
JKUMOTO HallMOHAJIHO IIPaBo.
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ITPUJIOJKEHUE XIII

OLIEHKA HA JEICTBUETO, M3NMTBAHMS HA JEWCTBUETO U
MPOCJEJSIBAHE HA JEWCTBUETO CJIEJ] ITYCKAHE HA IA3APA

YACT A

OIIEHKA HA JEMCTBUETO YU U3MUTBAHMSA HA JEWCTBUETO

1.1

OIIEHKA HA JIEMCTBHUETO

OI_IGHKaTa Ha JICUCTBUETO HA JAJICHO M3JEIHE € HCIIPpEKbCHAT IIpouec, Mmpu
KOWTO JaHHUTE CE€ OICHSABAT W aHaJi3upar, 3a Jla C€ JOKaXaT HaydHaTa
BAJIMIHOCT, aHAJIUTUYHOTO JIeCTBUE W KIMHUYHOTO JICHCTBHE HA CBHOT-
BETHOTO H3JCJIKME, C OIJIed Ha MNPEAHA3HAYCHUCTO MY, ACKIApUpPaHO OT
TPONU3BOAUTEIIA. HpOI/ISBOHI/ITeHﬂT HU3roTBsd MW aKTyajlu3dupa IUIaH 3a
OLICHKa Ha [[ef[CTBHCTO, quaTO LeJ € Jda C€ IUIaHWpa, HEIPEKHCHATO
U3BbpIIBA U JOKYMCHTHpaA OIICHKaTa Ha neiictBuero. I[lnaHbpT 3a oneHka
Ha IIeﬁCTBHSTO TOCOYBa XapaKTECPUCTUKUTE U HCﬁCTBHeTO Ha HU3IOCIHETO,
KaKTO U IIponeca MW KpUTEpHUHUTC, [pUJlaraHd 3a Ha0aBsHE Ha HEOOXO-
JUMUTEC KIIMHUYHH OOKa3aTcJICTBa.

OreHKaTta Ha JEHCTBHETO € H3uepraresHa M OOEKTHBHA, KAaro OTYHMTa
KaKTO IOJIOKUTEITHUTE, TaKa U OTPULIATCIHUTE JaHHH.

Heiinara 3a1p1004eHOCT H 00XBAT ca NPOMOPIUOHAIHK U LEeIeCh0o0pa3Hu
C OrJIe/l Ha XapaKTEPUCTUKHUTE HA W3/EINETO, BKIIOYUTEITHO PHCKa, Kilaca
Ha PUCKa, JEHCTBHUETO W NPEAHA3HAYCHHUETO MY.

IInan 3a oneHka Ha JIEHCTBUETO

Kato o000 npaBujIo, IJIaHBT 3a OLCHKa Ha JIECTBMETO BKJIIOYBA Hail-
MaJIKOTO:

— cneuu(bm(aum{ Ha NnpeAHa3HA4YCHUCTO Ha H3JACIUECTO,

— crneuupuKanus HAa XapaKTEePUCTUKHUTE Ha H3/ENHETO ChITIACHO I0CO-
yeHoto B riasa II, pazgen 9 u rmasa I, pasmen 20.4.1, 6GykBa B) oT
npuioxenue [;

— cneuu(iom(aupm Ha aHAJIMTUYHUSA [apaMETbp WK MapkKepa, KOUTO Cc€
onpeneaT OT U3ACIINCTO,

— crenuuKanus Ha MpeABUAeHaTa ynoTpeba Ha M3/CIHeTO;

— upeHTHOUKAIMSA Ha cepTudUUUpaHuTe pedepeHTHH MaTepHalld WIIH
pedepeHTHHTE IpOLEAypH 3a U3MEpBaHE, C KOETo Ce JaBa
BB3MOXKHOCT 3a METPOJIOTUYHA HPOCIEANMOCT;

— sICHa IOCOYBAaHC HAa NPEABUACHUTC LECJICBA TI'PyNHU NAUCHTH C sSCHU
YKa3zaHuWs, OrpaHUYCHUA U MPOTHUBOIIOKA3aHUS,

— TIOCOYBaHE Ha OOLIMTE M3MCKBAHUs 32 OE30MaCHOCT U JICHUCTBUE, TPE/I-
BHJCHU B paznenu 1— 9 ot mpuioxenue I, kouto e HEOOX0aUMO na
Ce MOJKPEISIT ChC CHOTBETHA HAyYyHa BAJIMIHOCT U C AQHAIMTHYHH
JIaHHM ¥ JaHHHW 33 KIHHHYHOTO IEHCTBHUE;

— CHeLIH(l)PIKaLIHH Ha MCETOAUTC, BKIIOYUTCIHO IIOAXOJAIIM CTaTHC-
TUYCCKHU HWHCTPYMEHTH, H3IOJI3BAHU 3a IMPOYUYBAHC HA AHAJTIUTUYHOTO
U KIMHHUYHOTO ;[eﬁcmue Ha M3ACJIMETO, Ha OrpaHuYeHusTa Ha
HU3JCJIMCTO U HaA HH(iJOpMaI_II/IHTa, npeaocraBsiHa OT HEro;

— ONHCAaHWE Ha HaH-HOBUTE HAY4YHH [OCTIIKCHMS, BKJIIOUHTEIIHO
MOCOYBAHE Ha CHOTBETHHTE ChbliecTByBamm crangaptd, OC,
JIOKYMEHTH 32 HACOKU WJIM Hal-IoOpU MPaKTHUKH;
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1.2.1.

— II0COYBAHE U cHelu(HUKAIMI Ha apaMeTpUTe, KOUTO Jia Ce U3IOJI3BaT
3a OmpenessHe, Bb3 OCHOBA HAa HAH-HOBUTE HAyYHH MIOCTIDKCHUS B
obnacTra Ha MEJUIMHATA, HAa INPHUEMIMBOCTTa HA CHOTHOIICHHETO
MEKy pPHCKa M IOJ3HTE BBB BPB3Ka C IPEJHA3HAUCHUETO(SATa) U 3a
AQHATTUTHYHOTO M KJIMHWYHOTO JIEHCTBHE HA WM3/EIHETO;

— 3a codryepa, KBaIMPUIMPAH KATO M3JENUE€ — II0COYBAHE M CIIELHU-
¢ukanus Ha pedepeHTHH 0a3y TaHHHM U JPYTH W3TOYHMIN HA JaHHHU,
U3I03BAaHM KAaTO OCHOBA 3a B3€MAHETO HA PEIIEHUS OTHOCHO TO3H

codryep;

— KpaTKO OIMCAaHWE Ha pPa3IMYHUTE eTalu Ha pa3paboTBaHe, BKIIIO-
YUTEJIHO TI0CJIEIOBATEIHOCTTa M CPEJCTBATa 3a ONpEJessHe Ha
HayyHaTa BaJMJHOCT, aHAJMTHYHOTO M KJIMHMYHOTO AEHCTBHE, BKIIIO-
YUTEJIHO MOCOYBAHE HA OCHOBHMTE €TAIlM M ONMHMCAHHE HA BB3MOXKHHTE
KPUTEpHHU 32 TPHUEMaHE;

— IUIaH 3a OpoCJICAsIBaHE Ha JIEHCTBUETO CJIE] IMyCKaHC Ha Maszapa Io
yacT b ot Hacrosmoro TIPUJIOKEHUE.

AXO CBIVIACHO IIJIaHA 32 OIEHKA Ha JCHCTBUETO HSAKOW OT IOCOYCHHTE I10-
rope CJIICMCHTH HE CC€ CHUHMTa 3a IOAXOMMII opaau KOHKPETHUTC XapaKTe-
PUCTUKH Ha HU3JCIINCTO, B IIJIaHA CC IPEACTaBs 000CHOBKa 3a TOBA.

I_IOKa?:BaHC Ha HaquaTa BAJIMAHOCT MU HA AQHAJIUTUYHOTO U KIMHUYHOTO
JeHCTBUE:

Kato O6III METOHNOJIOTUYEH MPUHIUII MPOU3BOAUTEIIAT IMpaBU CICIAHOTO:

— upe3 CHUCTeMaTHueH Mperjie]l Ha HayyHaTa JUTepaTypa OIpeses
HAJIMYHUTE JAHHU OT 3HAYEHME 3a M3JIENUETO M HEroBOTO IIpeJHa3-
HayeHUe M  YCTaHOBSIBA E€BEHTyaJHMTE OCTaBAallld  HEPEeIIeHH
npo0GIeMH WM MPOITYCKU B JJAHHUTE,

— OLICHsBA BCHYKM JIAHHM OT 3HAYCHHE Ype3 OIIEHKa Ha IPUTOJHOCTTA
UM 3a omnpejesisiHe Ha O€30MacHOCTTa U JEHCTBUETO Ha W3JEIHETO;

— HabaBsi HOBHM WM JONBJIHUTEIIHU JaHHH, HEOOXOANMH 32 pelllaBaHe Ha
HEPEIICHUTE BBIIPOCH.

HOKaSBaHC Ha Hay4HaTa BaJIUJHOCT

HpOI/I?)BO,HI/ITeJ'IHT JIOKasBa Hay4YHaTa BaJIUMJIHOCT BB3 OCHOBa Ha €IWH OT
CICOHATEC M3TOYHUIIN WM Ha KOM6I/IHaLII/IH OT TAX:

— CBOTBETHaA I/IHqJOpMaI_II/ISI 3a Hay4yHaTa BaJIMAHOCT Ha U3JCIUATA,
u3MepBally CbUIUs aHAIIUTHYCH ITapaMEThbp WU MapKep,

— HayyHa (peleH3upaHa) JITeparypa;

— KOHCCHCYCHU CEKCIEPTHU CTaHOBI/IIIIa/HOSI/II_II/II/I OT CbOTBETHUTEC npotbe—
CHUOHAJIHU CHPYKEHUA,

— pe3yJTaTu OT U3IHNUTBAHUSA 3a JOKa3BaHC Ha KOHLCIIIUATA,

— PEe3yJITaTu OT U3INMHUTBAHHUA HAa KJIWHUYHOTO ﬂeﬁCTBMe,

Hayunata BanuaHOCT Ha aHATUTUYHUS PE3yNTaT WIH MapKepa ce JoKa3Ba
U TOKYMEHTHpa B JOKJIaJaa 3a HaydyHaTa BaJHIHOCT.
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1.2.2.

1.2.3.

1.3.
1.3.1.

ﬂoxa3BaHe Ha aHAJIMTUYHOTO JEHCTBHE

IIpon3BOANTENAT [OKa3Ba AHAJIUTHYHOTO MACHCTBHE HA H3ICITHETO BBHB
Bpb3Ka C BCHYKH TMapaMeTpd, omucanu B pasgen 9.1, Oyksa a) or
OpUIOXKeHHE I, OCBeH ako MOXe 1a ce 00OCHOBE, Y€ JaiCH IapamMeThp
¢ MpPOIyCHAT, Thi KaTo ¢ HEMPHIOXKHM.

Kato 06Hl0 npaBUiIO AHAITUTHUIHOTO IIeﬁCTBHe BHHAaru c€ I0Ka3Ba Bb3
OCHOBa Ha M3IUTBaHHUS HAa aHAJIMTUYHOTO JICHCTBHUE.

3a HOBUTE MapKepu WIM JAPYyrH MapKepH, 3a KOMTO HE CbIIECTBYBAT
HOAXOMAMHM pedepeHTHH MaTepHalldi WM pPeEepeHTHH NpoLeaypH 3a
U3MEPBAHE, MOXKE []a HE € Bb3MOXHO J]a C€ JOKake BSPHOCT. AKO HsAMa
CpaBHHUTEIHU METOJM, MOTaT Ja Ce M3MOJI3BAT PAa3IMYHU IOJIXOIHU, aKO Ce
JIOKa’Ke, 4e Te ca MOAXOJSIIN, HallpUMep CPaBHEHHE C APYrH 100pe JOoKy-
MEHTUPaHU METOAU MM KoMOuHupaH pedepeHren cranpapt. Ilpu numnca
Ha TakWBa IOAXOJIM CE& M3UCKBA M3IUTBAHE HA KIMHUYHOTO JEHCTBHE 3a
CpaBHEHHE Ha JIEHCTBHETO Ha HOBOTO H3JEJME C TEKyllaTa CTaHIapTHA
KJIMHUYHA MTPAKTUKA.

AHaNIUTUYHOTO ACUCTBHE CE J0Ka3Ba U JOKYMEHTHpa B JOKJIAJa 3a aHaIuU-
TUYHOTO JICHCTBUE.

Jloka3BaHe Ha KJIMHUYHOTO JCHCTBHUE

IIpou3BomuUTENAT HOKa3Ba KIMHUYHOTO JCHCTBUE HA M3JICIHCTO BBHB
Bpb3Ka C BCHYKM IapamerpH, onucanu B paszgen 9.1, Oyksa 0) or
npuioxenue I, ocBeH ako MOXe Ja ce 0OOCHOBe, ue JaJeH MapaMeTbp
¢ TPOIYCHAT, Thi KaTo ¢ HEHPHIIONKHIM.

KnuHuyHOTO AeiicTBME Ha JaJICHO M3JCIHE Ce JI0Ka3Ba Bbh3 OCHOBA Ha
€MH OT CJICAHUTE WU3TOYHMIIM WM HAa KOMOWHAIMS OT TAX:

— H3INHUTBaHUA Ha KIMHHUYHOTO HeﬁCTBHe;

— PpCLCH3MpaHa Hay4YHa JIMTeparypa,

— nyOJMKalMM 3a ONWTA, HATPyNaH Mpu OOMYAHHO JIMarHOCTHYHO
TECTBaHE.

TlpoBekaar ce M3NMTBAHMA HAa KIMHWYHOTO JIEHCTBHE OCBEH aKO HE €
npejcTaBeHa HaIe)KHa OOOCHOBKA 3@  W3IOJA3BAHETO HA  JPYrd
M3TOYHUIY HA JAHHU 33 KJIMHUYHOTO JIEHCTBHE.

KnuanaHOTO feficTBHE ce J0Ka3Ba M JOKYMEHTHpa B JIOKJIaja 3a
KJIMHUYHOTO JICHCTBHE.

KinHuyHM J0Ka3aTesicTBa M JOKJAJ 33 OLIEHKAa Ha JEHCTBUETO

[IpownsBomuTeNnaT MpaBy OLEHKA HAa BCUYKU CHOTBETHM JAaHHU 32 HAy4HATa
BAIMAHOCT W 3a AHAIMTHYHOTO WM KIMHUYHOTO AEiCTBHE, 3a Ja YHOC-
TOBEPH CBOTBETCTBUETO HA H3JIEIMETO CH C OONIUTE W3MCKBAHHSA 3a
OesomacHocT U aeiicTBue mo mpuioxkeHue I. OO0eMbT M KavyecTBOTO Ha
TE3W JaHHHU JaBaT BB3MOXKHOCT Ha MPOM3BOJMTENS 1a HAlpaBU KBaIU(U-
LUPAHO OLEHABAHE Jald U3/ENUETO M€ IIOCTUTHE TIPEIBHICHUTE
KIMHAYHA(M) TTon3a(1) U Oe30IacHOCT, KOraTo Ce M3I0JI3Ba, KAKTO € Mpe/-
BHICHO OT MPOM3BOAUTENA. JIaHHUTE M 3aKIIFOUYEHHATAa OT TOBA OICHSIBAHE
MIPEACTABISIBAT KIMHIUYHNATE J0KA3aTeICTBA 3a ToBa m3aenue. Kimanannre
Jl0Ka3aTeJIcTBA MOTBBP)KAABAT HAYyYHO, Y€ THPCEHUTE KIMHUYHA(M)
non3za(u) u Oe3omacHOCT Iie ObJAT IOCTHTHATH B CHOTBETCTBHE ChC
Hali-HOBHTE HAyYHM JOCTHKEHHS B 00JacTTa Ha MEJUIMHATA.
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1.3.2.

2.2.

2.3.

Jloknaa 3a OlleHKa Ha JCHCTBHETO

Kinuanunure nokaszaTencTBa ce JOKYMEHTHpAaT B JOKJIad 3a OLEHKa Ha
nefictBueto. To3W JOKIaa BKIIOYBA JIOKJIAJa 3a HayyHAaTa BaJUIHOCT,
JIOKJIa/Ia 32 QHAIMTUYHOTO JCWCTBHE, JOKJIAAa 338 KIMHUYHOTO ACHCTBHE
M OILICHSBAHE Ha TE3MW JOKJAJM, Taka 4ye Jia € BB3MOXHO Ja Ce JIEMOH-
CTpUpAT KIMHUYHHUTE JI0Ka3aTelICTBA.

)lomam;r 3a OIICHKA Ha JICHCTBUETO BKJIIOYBA ITO-CIICIIMAIIHO:

— o0OCHOBKaTa 3a nmoaxona, BB3NPUCT 3a C’L6I/IpaHC Ha KIWMHUYHUTEC
JI0Ka3aTelICTBA,

— METOAMKaTa 3a CINpaBKM B HayyHaTa JMTEparypa, MPOTOKOJA 3a
CNPaBKH B HayyHaTa JIMTEpaTypa M JOKJIAJ 3a HAIPABEHUTE CIIPABKH
B HayyHATa JINTEpaTypa BbB BPB3Ka C IpErjei Ha JIMTepaTypara;

— TCEXHOJIOr'usATa, Ha KOSATO C€ OCHOBaBa HU3JCIIMCTO, NPECAHA3HAYCHUCTO
Ha U3JCJIMETO U TBBPACHUATA OTHOCHO JICICTBUETO WJIA 0e30MmacHOCTTa
Ha HU3OCIHUETO,

— eCTeCTBOTO W o0XBara Ha Hay4YHaTa BaJMJIHOCT W Ha JAaHHUTEC 3a
AHAJIMTUYHOTO M KIMHHUYHOTO ,I[eﬁCTBI/Ie, KOHUTO Ca OLCHCHH,

— KJIMHUYHUTE JOKasaTeJiICTBa KaTo HNPUEMJIMBU  pPE3yJITaTu  I[IpU
CpaBHEHUEC Hal-HOBHUTE JIOCTHUKEHUS B obJylacTra Ha MCIUIMHATa,

— BCHYKHU HOBH 3aK/IIOYCHUSA, IIOJYHYEHH OT HAOKJIAIUTE 3a MNPOCIICHs-
BAaHCTO Ha HeﬁCTBI/ICTO CJIea MyCKaHE€ Ha ma3apa B CBOTBETCTBHUE C
yacT b ot Hacrosmoro TIPUIIOKEHUE.

KnuunuHuTe 10Ka3aTencTBa U TSAXHOTO OLCHSABAHE B JIOKJIAAa 3a OLCHKA
Ha JISHCTBUETO CE aKTyalu3HpaT Hpe3 LEeus eKCIUIOATAllMOHEH CPOK Ha
CHOTBETHOTO U3JIE/IUE C JaHHUTE, IOTyYEHN OT MPHJIAraHeTo Ha IUIaHa Ha
MPOU3BOIUTENS 32 MPOCIIesIBaHe HA JEHCTBHETO Cllie]] IyCKaHe Ha ra3apa
B CBOTBETCTBHE C 4acT b OT HACTOAIIOTO INPUIIOKEHHE, KATO 4YacT OT
OlLEHKAaTa Ha JCHCTBHETO M cHCTEeMaTa 3a HaJ30p ciej IMyCKaHe Ha
nmasapa, nocoueHa B wieH 10, maparpad 9. [JoximaapT 3a OleHKa Ha
JIEHCTBHETO € 4YacT OT TEeXHUUYecKara JOKyMeHTalus. B Texuumueckara
JIOKyMEHTAllUsl C€ BKJIIOYBAT KAKTO IIOJOXKUTEIIHUTE, Taka M OTpHUlla-
TEJIHUTE JAHHH, B3€TH INPEIBH[ IIPU OLEHKAaTa Ha JCHCTBHETO.

M3IIUTBAHUS HA KJIIMHUYHOTO JENCTBUE
Ilen Ha w3NUTBaHUATA HA KIMHUYHOTO JCHCTBUE

HCJ’ITa Ha M3MUTBAHUATA HA KJIMHUYHOTO JICHCTBUE € Jia ce YCTaHOBAT U
TIOTBBPASAT aClCKTU OT JICUCTBUETO HA U3OCIIUETO, KOUTO HE MOraT aa ce
onpenesaT 4pe3 MU3MUTBaHWA Ha aHAJIUTUIHOTO L[eI;'ICTBI/Ie, Hay4Ha JIUTC-
parypa W/ NpEeAxoCH OIUT MpUu o0HyaitHO JHUArHOCTUYHO TECTBAHC.
Tasu I/IH(bOpMaHI/IH C€ H3II0J3Ba 3a OOKa3BaHEC Ha CBOTBETCTBHETO C
TPUTIOKUMUTE O6HII/I M3UCKBaHUs 3a 0€30MacHOCT U JICNCTBHE BBHB
BpBb3Ka C KIIMHUYIHOTO HeﬁCTBHe. Korato ce MPOBEXKAAT M3NUTBAHUA Ha
KIIMHUYHOTO ﬂeﬁCTBHe, IIOJTYYCHUTE JaHHMU CE H3II0JI3BAT 3a OLCHKAa Ha
JEMCTBUETO M Ca YacT OT KJIMHUYHUTE JOKA3aTeJICTBA 3a W3JIEIIHUETO.

Etnunu NPUHOUINW NP U3NUTBAHUATA HAa KIMHUYHOTO ﬂeﬁCTBHe

Besiko ﬂeﬁCTBHe IIpU U3MUTBAHETO HA KIIMHUYHOTO ﬂCﬁCTBHC, OT II'bPBO-
Ha4yaJlIHOTO pasrjieKJaaHe Ha HCO6XOZ[I/IMOCTT3 u 00OCHOBKATa Ha W3IHT-
BaHCTO 10 HyGIH/IKyBaHCTO Ha pe3yiaraTture, C€ Hu3BbplIBa c1>06pa3Ho
IIPU3HATUTEC CTUYHU ITPUHIUIIA.

Mertoau 3a M3NUTBAaHUS Ha KIMHUYHOTO IAEHCTBHE
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23.1.

Tun L[HSaﬁH Ha M3IMUTBAHETO HA KIIMHHUYHOTO HeﬁCTBHC

M3nuTBaHusATa Ha KIMHUYHOTO JICHCTBUE C€ MPOCKTUpAT Taka, 4Ye
MaKCUMAaJIHO Ja C€ YBEJINYW 3HAYCHUETO HA JaHHUTE, KaTO CHIIEBPEMEHHO
C€ MUHUMM3UPAT Bb3MOXHUTEC OTKJIIOHCHUSA.

IInan 3a W3NMTBaHE HA KJIMHUYHOTO JICHCTBHE

M3nuTBanusTa Ha KIMHUYHOTO AEHCTBHE CE HM3BBPIIBAT Bb3 OCHOBA Ha
IUIaH 3a M3NWTBaHEe Ha KiIMHU4YHOTO aecteue (ITMKI).

B IIUK]] ce omucBaT OCHOBaHMSATA, LEINUTE, MPOCKTHT U IPEIJIOKCHUST
aHaJM3, METOJMKaTa, HaOJIOJICHUETO, IIPOBEKAAHETO U ChXPAHSIBAHETO Ha
pe3yiaTatute OT JaJCHO U3IUTBAaHE Ha KIMHUYHOTO JeiictBue. Toit
BKJIFOYBA I10-CHELHUAIHO CJEJHAaTa WH(pOpMAaIus:

a) CeOUHHHS UICHTH(HKALOHEH HOMEP HA M3IMHTBAHETO HA KIMHUYHOTO
JeiicTBHe, KaKTo € IOCOUeHO B wieH 66, maparpad 1;

0) WACHTU(MKAIMOHHY JaHHHM Ha CIIOHCOPA, BKIIIOYBAILYM MME, a/Ipec Ha
PErHCTPUPAHOTO MSICTO Ha CTOMAHCKA JCHHOCT U JIAHHH 32 BPb3Ka ChC
CIIOHCOpA M KOTaTO € MPUIIOKUMO — HME, aJ[pec Ha PErHCTPUPAHOTO
MSICTO Ha CTOINAHCKA ACHHOCT U JIaHHH 3a BPB3Ka C JIMLETO 338 KOHTAKT
WIN TIPEACTaBUTENs Ha CIOHCOpa ChIVIACHO WieH 58, maparpad 4,
ycranoBeH(0) B Cbio3a;

B) wuH(opManus 3a u3cleJoBaTels(uTe), a MIMEHHO IJIaBeH H3Ciel0BaTell,
KOOpAMHUpALL M3ClIeoBaTe] WIH JpYr H3CIeNoBaTel; KBaludu-
KallMy; JaHHU 33 BPB3Ka M MACTO(MECTa) Ha MPOBEKIAHE HA M3IMT-
BaHeTO, Hampumep Opoif, kBanudukanus, TaHHU 3a Bpb3Ka, a IIpU
M37IeNUATA 32 CAMOTECTBAHE — MECTOIOJIOKEHHETO U Opos Ha yuacT-
Ball[UTE HECHELHAIICTH;

F) HadallHaTta JaTa W [OpCABMIKAAaHATA IMPOABIDKUTCIHOCT Ha HM3IUT-
BaHETO Ha KIMHHUYHOTO HCﬁCTBHC;

1) WACHTH(UKALYS M ONMCAHWE HA H3JCIUETO, IPEIHA3HAUYCHUETO MY,
aHAUTHYHUSA(UTE) TapamMeTsp(pu) WIM Mapkepa(uTe), MEeTpOoIo-
THYHATA MPOCIEIUMOCT ¥ IPOU3BOIHUTEIIS;

e) wuH(popmamys 3a TUIA HA W3NUTBAHUTE O0Opa3Iy;

)K) pe3toMe Ha LSUIOTO U3INUTBAHE Ha KIMHUYHOTO HeﬁCTBHC, THUIIa Ha
IIpOCKTa, HAIIpUMEp 3a Ha6J'HOL[€HI/Ie, WHTCPBCHIIMOHAJICH, 3aC¢IHO C
HEJIUTE U XUITOTE3UTE HA U3NMUTBAHETO, IMTO30BaBaHE HA CbBPEMCHHUTEC
JOCTHIXKCHHA B ITUArHOCTHKATa n/unu MCIUIIMHATA,

3) OIKMCAaHUEC HA OYAaKBAHUTE PHUCKOBC U II0JI3U, CBBP3aHU C U3ACIUCTO, U
HU3IUTBAHETO Ha KIMHUYHOTO HCﬁCTBHC B KOHTEKCTa Ha CbBpE-
MEHHUTE NOCTWIKCHUS B KIMHUYHATA IPAKTUKA M, C U3KIIOYCHUC Ha
U3MNUTBAHUATA, IIPU KOUTO C€ H3I0JI3BAT OCTaHAIN Hp06I/I, H310J1-
3BAaHUTEC MEIUIIMHCKU TPOUCAYPHU M JICHCHUCTO Ha MallUCHTUTE]

1) UHCTPYKIUH 3a yHoTpeba Ha M3JEIMETO WIM IPOTOKOJA OT H3IUT-
BAaHETO, HEOOXoAMMOTO oOy4eHHe ¥ ONHT Ha HOTpeOuTens,
MOAXOJUIIINTE KaJUOpUpAlM IMPOLEIYypU M CPEACTBAa 3a KOHTPOJ,
TIOCOYBAHETO HA APYTU U3MACNIUS, MEIUINHCKN H3/ENUs, JTeKapCTBEHH
MPOAYKTH WM JAPYTH MHpPEAMETH, KOUTO Aa ObIAaT BKIIOYCHH WIH
M3KIIOUCHH, U ClHU(UKAIMHUTE 32 KOMIIApaTopa WM CPaBHUTEITHHS
METOJI, U3IOJI3BaH KaTo pedepeHtms;

i) ommcaHue M 00OCHOBKA Ha MPOEKTa HA M3MUTBAHETO HA KIMHHYHOTO
neiicTBre, HeroBaTa HayYHa HAAEKIHOCT M BaJTHIHOCT, BKIIOYHTEIHO
CTATHCTHYECKHUS MPOEKT, KAKTO M MOAPOOHOCTH 32 MEPKHTE, KOUTO 1a
ObJaT MPEANpUETH 3a HaMalsBaHE 10 MUHMMYM Ha €IHOCTPaHYH-
BOCTTa, HAIIPUMEP PaHIOMHU3AIMS, U yNpaBleHHEe Ha MOTCHIHWATHUTE
(hakTopH, BOZEIIN 10 OOBPKBAHE,
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K)

)

)

0)

1)

p)

<)

y)

d)

x)

1)

AHAIMTUYHOTO JIEWCTBUE B CHOTBETCTBUE C TJIaBa l, pasaei 91, 6yKBa
a) OT HIPUIIOKCHUEC I, ¢ 00OCHOBKa 3a BCSKAaKBU TIPOITYCKH;

rnapaMeTpuTe Ha KIMHHYHOTO JeHCTBHE B CHOTBETCTBHE ¢ paszaen 9.1,
OykBa 0) oT npuioxeHue I, ¢ 000CHOBKa 3a BCSIKAKBU IMPOITYCKHU; H, C
M3KJIIOYCHUE HAa WM3MUTBAHKATA, [PH KOMTO CE€ H3IMOJI3BAT OCTAHAIH
MpoOH, YTOYHEHUTE KIMHUYHU PE3yJTaTW/KpallHu ToKasaresu (bp-
BUYHI/BTOPUYHH), U3MOJI3BAHU TIPU JajJicHa 00OCHOBKA, M MOTCHIIU-
QTHATE MOCIEIUIM 3a PEIUICHHUATA 32 YIPABJICHHE 10 OTHOIICHHE Ha
30paBeTO Ha OTACIHHUTE IMAUMCHTH H/WIH OOLICCTBEHOTO 3/PaBeo-
nasBaHe;

UHpOpMALMsA 3a IpynaTa OT HACEJICHUETO, M3MO0J3BaHa 3a NPOyYBaHE
Ha JelictBueTO: crenu(UKAMU HAa YJYaCTHHULMUTE, KpPUTEPUH 3a
nogbop, pa3Mepu Ha TIpynaTa, IPEACTaBUTEIEH XapakTep Ha
nenesaTta rIpyma OT HACEIEHHETO M — aKo € IPUIOKMMO —
uHdopManus 3a ySA3BUMM Y4YaCTHHIM, KaTO Jela, OpeMeHHH >KEHH,
JMIA ¢ HaMaJleH UMYHHUTET WM BB3PACTHHU XOpa;

I/IH(l]OpMaLII/IH OTHOCHO H3IIOJI3BAHCTO HAa JAaHHU OT 0aHKK ¢ OCTaHAIU
HpOGPI, FeHETUYHU OaHKU ¥ OaHKH 3a TbKaHU, PEruCTpyu Ha NalUEHTHU
win 0oJecTd U T.H., C OIIMCAHUEC Ha HAJACKIAHOCTTA, NPEACTABUTCIIHUA
XapakTep U MoAxoJa 3a CTATUCTHYECCKH aHaJIM3; rapaHuus 3a CbOT-
BCTHHUSI METOJ 3a ONpEAC/IAHE Ha HMCTUHCKHSA KJIMHHUYCH CTaTyC Ha
HpO6I/ITe OT IMAIMCHTH,

IJ1aH 3a HaOJI0ICHUE;

yMpaBJcHUE HA TAHHUTE;

AJITOPUTMHU 32 B3EMAaHE Ha PCUICHUSA,

TIOJIUTHKATA 110 OTHOIICHNE HAa CBEHTYAJTHU U3MEHCHUS, BKJIIOYUTEITHO
te3n mo wieH 71, wnm otknonenus ot [IMKJ, ¢ schHa 3a0pana 3a
n3non3BaHe Ha geporamun ot [TMKJ;

OTYETHOCTTA BBB BPb3KA C H3JENIHETO, MO-KOHKPETHO KOHTPOJ Ha
JOCTBIIA O U3JEIMEeTO, MOCIEABALM IeHCTBUS BbB BPb3Ka C U3IOI-
3BaHOTO M3JEJIME B M3IUTBAHETO HA KIMHUYHOTO JelcTBHE N
BPBILAHE HA HEM3IION3BAHU M3JENUs, U3 C M3TEKbI CPOK MU
HENpaBUIHO (DYHKIHOHUPAIIN H3JEIINs;

JeKjlapanus 3a Cla3BaHEe Ha IPU3HATHTE CTHYHM IPUHIUIN 3a
KJIMHUYHA M3MUTBAaHWS TP Xopa W IPUHOUNHTE Ha jgo0pa
KJIMHUYHA TIpakTHKa B 00JIacTTa Ha W3IMTBAHUATA HA KIMHUYHOTO
JIEHCTBHE, KAKTO W CIIa3BaHE Ha INPHIOKUMUTE HOPMATHBHH HM3HCK-
BaHUS;

OIMCaHWE Ha NpOIeAypaTa HA JaBaHe HAa MH(OPMHUPAHO ChIIIACHE,
BKJIFOUMTEJIHO KOIMe Ha (opmyisipa ¢ MH(opMaiys 3a MalueHTa H
(hopmyIsipuTe 3a ChIIIACHE,

NpOIEAypUTE 3a 3alMCBaHe M JIOKIaJBaHe BbB Bpb3Ka ¢ Oe3omac-
HOCTTa, BKJIFOUMTEIHO OIpeJIeeHHsl 38 ChbOUTHS, KOMTO MOTar Ja ce
3alKCBAT W JIOKJIAJBAT, U CPOKOBE 3a JOKIaBaHE;

KPUTEPUH W HPOLEAYPH 3a CHMPAHE WM MPEXKICBPEMEHHO MHpeKpa-
TABaHE HAa M3MUTBAHETO HA KIMHUYHOTO JEHCTBHE;

KPUTEpUH M TPOLEAYPH 3a MPOCIEASBAaHE Ha YYACTHUIUTE CIEL
MPUKTIOYBAHE HA W3NHWTBAaHE HA JEHCTBHETO, MPOLEAYpPH 3a
TpocyesiBaHe Ha YYaCTHHUIUTE B CIydaidl Ha CHHPAaHE WIN IPEKACB-
PEMEHHO MpeKpaTsIBaHe, MPOLEAYPH 3a MPOCeIsBaHEe HA Y4acCTHHIIH,
KOHTO ca OTTETJIWUIM CBOETO CBITIACHE, W MPOLEIYPH 3a YJacTHHIIH,
KOHTO HE MOraTr Aa ObJaT OTKPUTH 3a MPOCIEISIBAHE;



02017R0746 — BG — 20.03.2023 — 003.001 — 198

HI) OpouecaypuTe 3a C’LOGIIIaBaHe Ha pe3yaTaTure OT TECTOBE U3BBH
IIPpOYYBAHETO, BKIIOYUTCIHO C’LO6HIaBaH€ Ha pe3ylraTuTe OT
TECTOBETC Ha yYaCTHULUTC B U3INUTBAHCETO Ha HCﬁCTBHCTO;

H_I) BB3IPUCT TI0AXO0J 3a HU3rOTBsAHE Ha JOKJaJla 3a MU3INUTBAHE Ha
KJIMHUYHOTO JCHCTBHE U HyGHI/IKyBaHC Ha pe3yJTaTure CbhITIAaCHO
IMPaBHUTEC U3UCKBAHUSA U CTUYHUTE IPUHILUIN I10 pa3aei 22,

aa) CMHUCHK Ha TEXHMYCCKUTE U (DYHKUIHOHATHUTE XapaKTEPUCTHUKH Ha
M3JIEJIMETO, BKIIOYUTEIIHO W TE3M, KOUTO ca OOXBaHATH OT W3IIUT-
BAHETO Ha JCHCTBHETO;

a0) Oubmmorpaduwus.

Axo yact oT nH(popmarmsTa, I0COUYCHa BB BTOpA aJIMHES, € MPE/ICTaBEeHA
B OTJEJCH JOKyMeHT, ToBa ce rnocoysa B [IMK/I. Byksu ¢), 4), m) u 1)
HE ce MpuIaraT 3a U3MUTBAaHKA, IPU KOUTO CE M3II0JI3BAT OCTAHAIN IPOOH.

Korato HsKOif OT MOCOYEHHTE BB BTOpA allHEs CICMEHTH HE Ce CUMTa 3a
noaxozsuy 3a BkiarouBaHe B [IMKJ] mopaau creunbukara Ha u30OpaHus
IPOCKT 3a M3IHMTBAHE, KaTO M3IMOJ3BaHC HAa OCTAaHAJIM NPOOM/ MHTEPBCH-
LMOHAJHU W3IHMTBaHUS Ha KIMHUYHOTO JEHCTBHE, CE INpenocTaBsi 000cC-
HOBKA.

. Jloknan 3a M3NMMTBaHE HA KIMHUYHOTO JICHCTBHE

JloknaapT 3a M3MHUTBAHE HA KIMHUYHOTO AEHCTBHE, TOIIUCAH OT MEIH-
LUMHCKU CICHUAIUCT WIH JIPYro KBaTU(UIMPAHO JHIE C TAKOBa IPaBo,
ChIbpiKa JOKYMEHTAJIHATa MH(pOpMALHUs 3a MPOTOKOJIA 332 M3IUTBAHE BBHB
Bpb3Ka C IUIaHA 3@ M3MUTBAHE HAa KIMHHUYHOTO JNEHCTBHE, PE3YJITATHTE U
3aKJIIOYCHHUSTA OT U3IUTBAHETO HA KIIMHUYHOTO ACHCTBUE, BKIIOYUTEIIHO U
OTPHULIATEIIHATE 3aKIIFOUCHHs. Pe3yiraTire u 3aKIIIOUCHHATA Ca MPO3PAYHH,
O0CKTHBHH ¥ KIMHAYHO 3HAYMMH. JIOKJIAIbT ChIAbPXKA JOCTATHYHO
nHpopmanus, 3a na Obae pa3bpaH OT He3aBUCHMa TpeTa cTpaHa 0e3
NpenpaTkd  KbM JPYTH JOKYMEHTH. AKO € IPUJIOKHUMO, JOKIaIbT
ChIBpKA U U3MEHEHHUSITA B MIPOTOKOJIA WM OTKJIOHCHHUSITA M M3KIIOYCHHUTE
JIAHHH C MOAXOJsIa 000CHOBKA.

JPYTU U3IMATBAHUS HA JIENCTBUETO

Ilo anamorusi, IUIaHBT 32 W3MUTBAHE Ha ICHCTBHUETO, NMOCOYEH B paszeln
2.3.2 v IOKJIabT 32 U3MHUTBAHETO HA JICUCTBUETO, IIOCOYEH B pasnen 2.3.3,
ce JOKYMEHTHPAT W 3a JAPYrd W3MUTBAHUs Ha JCHCTBHUETO, PA3IMYHU OT
M3IUTBAHMATA HA KIMHUYHOTO IEHCTBHE.

YACT b

MPOCJIEJSABAHE HA JIEMCTBUETO CJIE] MIYCKAHE HA TTA3APA

4.

[MpocnensiBaneTo Ha JAEHCTBHETO Clie]l IyCKaHe Ha Masapa O3HauaBa
HETPeKbCHAT TPOLeC 3a aKTyaJIn3WpaHe Ha OLEHKATa Ha JEHCTBHETO IO
wieH 56 U 9acT A OT HACTOALIOTO MPUIIOKEHHE U CE OTpa3siBa KOHKPETHO
B IUIaHA HA TPOM3BOAMTENS 3a HAA30p Ciej MyckaHe Ha masapa. [lpu
MPOCIIESIBAHETO Ha JISHCTBHETO CJIe/ ITyCKaHe Ha ra3apa MpOU3BOAUTEIST
AKTUBHO ChOMpa ¥ OLEHSBA JAHHM 33 JICHCTBHETO, KAKTO W OTHOCUMHU
Hay4HHU JaHHH OT yrortpebaTta Ha m3aenue ¢ Mapkuposka ,,CE®, xoeto e
IyCHATO Ha Ia3apa WM IyCHaTo B JEHCTBME 110 IpeAHa3HayeHHe
CBIIACHO CBHOTBETHATA IIPOLEJypa 3a OLEHSBAaHE HA CHOTBETCTBHETO,
KaTo LEIUTe ca MOTBbp)KJaBaHe Ha 0E30MacHOCTTa, JACHCTBUETO M
Hay4yHaTa BaJMIAHOCT IPEe3 LEIMs OYaKBaH EKCIUIOATALMOHEH CPOK Ha
W3/ICNINETO, 3alla3BaHe Ha IMPUEMIIMBOCTTA HA CHOTHOLICHMETO MEXKIY
pHCKa M MOJI3UTE W YCTAHOBSIBAHE HA HOBOBB3HMKBAIM PHCKOBE BbH3
OCHOBA Ha (paKTHYECKU JI0KA3aTeICTBA.

IMpocnensiBaHeTo Ha JCHCTBHETO CJIEJ IMyCKAaHE Ha Masapa ce M3BbpIIBa
CHIVIACHO JIOKYMEHTHPAH METOJ, W3JIOKEH B IIaHa 3a MpPOCIEIsSBaHe Ha
JICUCTBUETO CJIe/l MyCKaHe Ha Iasapa.
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5.1.

5.2.

B mmana 3a mpocnensBaHe Ha JIEHCTBHETO Clie/l ITyCKaHe Ha Iazapa ce
II0COYBAT METOAWTE M TIPOIEAYPUTE 3a aKTUBHO CHOMpaHE M OICHKA Ha
JIaHHUTE 3a 0€30I1aCHOCTTA U JICHCTBHETO, KAKTO M HA HAyYHUTE TAHHH, C
me:

a) TOTBbpXk/JIaBaHe Ha 0E30MACHOCTTA WM JICHCTBHETO HA H3JICIHETO Ipe3
LEJUsI My OYaKBaH EKCIIOATAI[MOHEH CPOK;

6) YCTaHOBsABAaHE€ HAa HEU3BCCTHU JO MOMEHTA PHUCKOBC WM OTpaHUYCHUS
3a JICHCTBUETO U IIPOTUBOIIOKA3aHUS;

B) YCTAaHOBSBaHE W aHAJIM3 HAa HOBOBBL3HMKBAIIM PUCKOBE Bb3 OCHOBA Ha
(hakTHUYECKH J0KA3aTENCTBA,;

) 3ama3BaHe Ha [PUEMIIMBOCTTA HA KIMHUYHMTE [OKA3aTeICTBA M HA
CBHOTHOLIEHMETO MEXJY PUCKa M IIOJ3MTE ChIVIACHO riaBa I, pasmenn
1 u 8 or npunoxenue I, u

1) ompeleisHe Ha BB3MOXKHHU Cllydal Ha CHCTEMAaTHYHA HENpaBUIIHA
ynotpeba.

[InanbT 32 mpocnensBaHe Ha [EHCTBHETO CleJ IyCKaHe Ha Masapa
BKJIFOUBA Hal-MaJIKo:

a) O6I]_[I/ITC METOAU W MPOUCAYPHU 3a MNPOCIICASIBAHC HA JICCTBUETO ClIe]T
IIyCKaH€ Ha Iasapa, KOUTO TpﬂGBa Ja ce rpujiarat, Kato C"b6PIpaHe Ha
HaTpymnaH KIMHUYCH OIIUT, 06paTHa Bpb3Ka C HOTpe6HTCJ’II/ITe,
IpocieassBaHe Ha Hay4dHaTa JIMTepaTypa W Ha JAPYrd HU3TOYHHIM Ha
JIaHHH 3a JIEUCTBUETO WJIU HayYHHU NaHHU;

0) crenuamTHUTE METOIU W IPOIEIypH 3a MPOCIesIBaHe Ha NEHCTBHETO
Clle/l TyCKaHe Ha Ta3apa, KOMTO TpsiOBa Ja ce Mpuiiarat, Kato mpodu ¢
Mara3oH Ha KOHIICHTPAUUATa M APYTH JEHHOCTH 3a OCUTYpsIBaHE Ha
KaueCTBOTO, CMHJIEMHUOJIOTHYHN M3MHUTBAHM, OIICHKA Ha IOAXOJSIIN
pEeTHCTpH Ha MAlWCHTHTE WK 3a00JsABaHUATA, TEHETHYHH 0a3u
JaHHW WM W3NUTBAaHUS HAa KIMHUYHOTO ICHCTBHE CIiel MyCKaHe Ha
maszapa;

B) 00OCHOBKa Ha ILENCCHOOPA3HOCTTa HAa METOAMTC M INPOLEAYPUTE IIO
OykBu a) u 0);

I) I030BaBaHE HA CBHOTBETHHTE YacTH OT JOKJIaga 3a OICHKAa Ha
JIeMCTBHETO 10 pa3zaen 1.3 OT HACTOAIIOTO MPHIIOKEHHUE W TI030BAaBaHE
Ha YNPaBJICHUETO HA PHCKA MO pasjen 3 oT mpuioxeHue I;

,11) KOHKPETHUTE LIEJIH, KOUTO CH IOCTABA MPOCICAABAHETO HaA JIEHCTBUETO
CJIC IyCKaHC Ha I1aszapa,

C) OIlCHKAa Ha JJAaHHUTE 3a JCHCTBHETO BHB Bpb3Ka C €KBHUBAJICHTHU HIN
CXOJHHU H3OCIHs, KaKTO U Hall-HOBHTE Hay4YHU OOCTUIKCHUS,;

X

N2

IIOCOYBAaHE HAa CHOTBECTHH OC, XapMOHHM3UPpAHU CTaHAApPTH, KOraTto ce
M3II0JI3BAT OT MPOU3BOJAUTEINSA, U CHOTBETHUTE HACOKH 3a IIPOCIECAA-
BaHCTO Ha Z[eﬁCTBPIeTO CJIE IMMyCKaHC Ha masapa, 1

3) mnoxpobeH u jpobpe oOocHoBaH rpaduk 3a  geifHocTuTe  3a
npocie/sBaHe Ha JEHCTBHETO cieJ IyCKaHe Ha [asapa, KaTo
HAIpUMEp aHaInW3 Ha JAHHUTE 3a MPOCJICISIBAHCTO Ha [EiCTBHETO
clIeJl IyCKaHe Ha Tasapa U JIOKJIaJBaHe, KOMTO TpsibBa ja ObaaT mpen-
HPHETH OT IPOU3BOIUTEIIL.

HpOI/I3BO[[I/IT€JI$IT aHaJlM3upa 3aKJIOYCHHATA OT IIPOCICASBAHETO Ha
JICMCTBUETO ClIe] IIyCKaHe Ha I1asapa MW JOKYMCHTHpaA pe3yJTaTUTC B
JIOKJIa 3a OL€HKa Ha MPOCIICAABAHETO Ha JIEUCTBUETO CIEN IIyCKaHE Ha
naszapa, € KOWTO ce aKTyaJiu3upa AOKJIaAbT 3a OICHKa Ha JIEHCTBUETO U
KOMTO € YacT OT TeXHHYecKaTa JOKYMEHTalUsl.

3aKIIIOYeHHATa Ha JOKJIAJa 3a OICHKA Ha MPOCHEIBAHETO Ha JCHCTBUETO
cliesl MyCKaHe Ha asapa ce B3eMaT NpEBHUJI 3a OLEHKaTa Ha JeiiCTBHETO,
nocodyeHa B 4jgeH 56 M B yacT A OT HACTOSIIOTO TPUIIOKEHUE, U B
YHPaBJICHUETO Ha PHCKaA, MMOCOYEHO B pasjen 3 oT npuioxenue I. Axo
HpH NPOCIIEABAHETO HA AEHCTBHMETO clieJ] MyCKaHe Ha masapa Obje ycTa-
HOBEHa HEOOXOAMMOCT OT IPEBAHTUBHU W/WIM KOPHUIMpAILIM MEpKH,
MPOU3BOIUTEIIST HPEIpUeMa Te3H MEpKH.

Axo ce IIpeHeHu, 1Y€ MPOCICASIBAHECTO Ha JIEUCTBUETO CIIETT IIyCKaHE€ Ha
nazapa HE € NOAXOJAIIO 3a KOHKPETHO M3ACJIUE, TO B JOKJIaaa 3a OLICHKa
Ha JICHCTBUETO C€ NpeaocTaBss NOKyMEHTHpaHa 000CHOBKA.
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1IPUJIOJKEHUE X1V

UHTEPBEHIIMOHAJIHU U3IIUTBAHUA HA  KIIMHUYHOTO
AEMUCTBUE W HAKOU JAPYTM BUJIOBE M3IUTBAHUS HA
JEUCTBHUETO

I'JTABA 1

JOKYMEHTALIUA BbBB BPB3KA CbHC 3AABJEHHUETO 3A

UHTEPBEHHUOHAJIHU  M3IUTBAHUA HA  KIIMHUYHOTO

JEACTBUE W JPYI'M M3MNUTBAHHMSA HA JEHCTBUETO CbC

CbII'bTCTBAILLIA PUCKOBE 3A YYACTHULUTE B
MU3INUTBAHUATA

3a u3aenuaTa, npeaHasHay€Hu 3a MU3I0J3BaHC B UHTCPBCHIIMOHAJIHU U3IMUTBAHUA
Ha KJIMHHYHOTO ﬂeﬁCTBHe WA Jpyrd HU3INUTBaHUA Ha JICCTBUETO ChC
ChI'BTCTBAILIM PUCKOBE 3a YYaCTHHULUTEC B HU3IWUTBAHUATA, CIIOHCOPBHT U3IOTBA U
npeacrass 3asiBJICHUE CHIVIACHO YJICH 58, NPpUAPYIKEHO OT CJICAHUTE NOKYMCHTH!

1. OOpasel Ha 3asBIeHHE

OOpaselbT Ha 3asBICHHE CE€ TIIONMBJIBA HAUICKHO, KaTo Ce IOCOYBA
cienHata uHGOpMarHs:

1.1. wmMe, azpec W JaHHH 3a BpPbH3Ka ChC CIIOHCOpA M aKO € MPWIOKHMO, HME,
aJpec M JaHHU 3a BPb3Ka C HErOBOTO JIMIETO 3a KOHTAKT HJIM HErOBHUS
MpeCTaBUTEN ChITacHO wieH 58, maparpad 4, ycranoen(o) B Cbro3a;

1.2.  axo ca pa3nuuHHU OT Te3u 1o pasaen 1.1 — mMme, agpec U AaHHH 3a BpB3Ka
C MPOU3BOAUTENISI HAa M3IENUETO (32 LeNUTe Ha OLlEHKaTa Ha JeHCTBHETO) U
aKo € NPWIOKUMO — Ha YII'bJIHOMOILECHHUS MY IPEJICTaBUTEII,

1.3. HanMeHOBaHHME Ha W3MUTBAHETO HA JEHCTBUETO;
1.4. enuneH uaeHTH(UKAIIMOHEH HOMEp ChIVIACHO uiieH 66, maparpad 1;

1.5. eram Ha W3MUTBAHETO Ha I[CﬁCTBPIeTO, KaTo MIpeaCTaBsHE Ha II'bPBO 3asB-
JICHUEC, ITOBTOPHO MNPEACTaBAHE Ha 3asBJICHUC, CBIICCTBCHO U3MCHCHUC,

1.6. mozxpobHa uH(pOpMANWs W/WIM Tpenparka KbM IIaHA 3a W3MUTBAHE HA
JeHCTBHETO, KaTO BKJIIOYBAaHE Ha MOJApoOHa MH(opManmus 3a erama Ha
MIPOCKTUPAHE Ha M3MUTBAHETO HA JEHCTBUETO;

1.7. Ipu OpeaACTaBsAHE Ha I[OCIE€ABAIlO 3asBJICHUEC BBB BPb3Ka C HU3JCIUC, 3a

KOETO BeYe € IMOJaJeHO 3asBieHMEe — nara(M) u pedepeHTeH(HH)
HOMep(a) Ha NPeIXOAHOTO(MTE) 3asiBICHHME(S), a TIPU  CHIIECTBEHO
W3MEHEHHE — II0COYBAHE HA ITbPBOHAYAIHOTO 3asBieHHe. CIOHCOPBT

IocoYBa BCHUYKU IMPOMEHHU CHPSAMO MNPEAXOAHOTO IOAAZICHO 3asiBJICHUEC,
3a€qHO C 000CHOBKa 3a TAX, W TMO-CIIEHHAIHO [aJii Ca HallpaBEeHU
HsJKaKBM [POMEHU BBB Bpb3Ka CbHC 3aKIOYCHUATA OT IPEAXOAHU
nperjea Ha KOMIICTCHTHUS OpraH WJIM Ha KOMHUCHUATA I10 €THKA;

1.8. mpM eIHOBPEMEHHO MOJABaHE W HA 3asBJICHHC 3a KIMHUYHO H3IHMTBAHE
cobrinacio Permament (EC) Ne 536/2014, mocouBane Ha OduIHaTHUS
PETHCTPAHOHEH HOMEpP Ha KIMHHYHOTO H3IHTBAHE;

1.9. nmocouBaHe Ha ABPIKABUTE YJICHKU U TPETUTEC AbPIKABH, B KOUTO LIE CE
IPOBEAC M3IMUTBAHCTO Ha KIMHHUYHOTO JICCTBUE KAaTO 4YacT OT MHOIO-
LCHTPOBO HJIU MHOI'OHAIlMOHAJTHO M3IMTBAaHC KbM MOMECHTA Ha IMOJaBaHE
Ha 3asBJICHUCTO,

1.10. xpaTko omucaHue Ha HW3IACTHETO 3a M3MUTBAHE HAa ACHCTBHETO, HEroBaTa
kIacuuKaIys U apyra uHbopManms, HeoOXoauMa 3a UICHTUPUIIIPAHETO
Ha M3[EMETO U HErOBHS THII,
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1.11

1.12.

1.14.

1.16.

1.17.

2.1.

2.2.

2.3.

2.4.

. pE€3roM€ Ha IJlaHa 3a U3NUTBAHEC Ha HCﬁCTBHeTO;

aKo € TMPUIOKUMO, MH(OPMAIWs OTHOCHO H3JENNETO, M3IMOI3BAHO KaTo
KOMIIapaTop, HerosaTa KiacH(HUKalums, KakTo U apyra uHdpopmauus, Heoo-
XO/MMa 3a MACHTU(HUIIMpaHEe Ha U3/IETHETO, U3IIOI3BAHO KaTo KOMIApaTop;

. JIOKa3aTelCTBa OT CIIOHCOPA, Y€ KIMHUYHUAT M3CIeI0BATENl U CHThPBT 3a
MPOBEX/JAaHE HA M3MUTBAHETO MOTAT Ja MPOBEAAT H3MUTBAHETO Ha
KIMHHYHOTO J€HCTBHE B CBHOTBETCTBME C IUIaHA 3a H3IUTBAaHE Ha
JIECTBUETO;

JMaHHU 3a OYaKBaHATA HaYalHa JaTa W MPOIBIDKUTEIHOCTTA Ha W3ITUT-
BAHETO Ha JCHCTBHUETO;

. JIaHHU 3a WIeHTH(UIMpaHe HAa HOTH(UIMPAHHS OpraH, ak0 TaKbB BeYe
yuacTBa KBbM e€Tala Ha TOJaBaHEe Ha 3asBJCHHE 3a HW3IHMTBAHETO Ha
JIECTBUETO;

TIOTBBP)KACHUE, Y€ CIOHCOPBHT € 3amo3HaT C (baKTa, Y€ KOMIICTCHTHHUAT
Oopran MOX€ Ha C€ CBBPXKE C KOMHCHATA IO C€THUKA, OILCHABAIA WU
OIICHMWJIA 3asBJICHUCTO,

JeKnapanusaTa mo paszgen 4.1.

Bpomrypa na uzcnenoBatens

bpomypara Ha uscnenoBarens (1) cvabpxa nadopmarmsta 3a u3aenuero
34 U3IIMTBAHEC Ha HeﬁCTBVIeTO, KOSATO € OT 3HA4YCHHUC 3a H3IIUTBAHCTO U €
HaJIMYHAa KbM MOMEHTA Ha 10J[aBaHe Ha 3asBJICHHETO. Besika akTyanu3anust
Ha BU win HanuuueTo Ha Japyra HOBa WH(OpMALHs OT 3HAUYCHUE 33 U3IUT-
BAaHETO C¢ ChOOIIaBa CBOCBPEMEHHO Ha m3cienosarenute. BU e scHo 0603-
HavyeHa U ChAbPXKA MO-KOHKPETHO ClieJHATa HHOPMALHUS:

Wnentudukanus 1 onucaHne Ha M3JEINeTo, BKIIOYUTEIHO HHpOpMaLus 3a
MpeIHa3HaYeHNeTo, KiIacu(pUKauusITa B 3aBUCUMOCT OT PUCKA M IIPUIIO-
KUMOTO TNpaBWiIO 3a Kiacuduxanus cbriacHo npuioxenue  VIII,
MIPOEKTUPAHE M NPOM3BOJICTBO Ha M3JEIUETO M TOCOYBAHE HA IMPEAXOJHH
W CXOJHM TOKOJICHUS Ha W3JIEJUETO.

WHCTpYKIIMH ~ HA  MPOM3BOAWTENS 3@  WHCTAIMpaHe, MOIUIPHKKA,
MOAbPKAHE HA CTAHIAPTUTE 38 XHWIHCHA M yHoTpeda, BKIIOYUTEIHO
M3UCKBAHUs 3a CBHXPAHCHHETO M paborara ¢ W3IEIHEeTO, KakTo H,
JOKOJIKOTO € HajJu4Ha, MH(pOpMAIHs, KOATO TpsiOBa 1a ce MOCOYM Ha
eTUKeTa, ¥ MHCTPYKIHMHU 3a yrnorpebda, KOUTO TpsOBa jJa ce MpPEeJOCTaBsT C
M3JIeINeTO TIPU MyCcKaHeTo My Ha maszapa. OCBeH TOBa ce ChAbpika HHPOP-
Manys, CBbp3aHa ChC CHOTBETHOTO OOYUYCHHE, KOCTO CE M3HCKBA.

AHaINTHYHO IEHCTBUE.

C’I:I]_ICCTByBaHII/I KIIMHWUYHU JTaHHU U MO-KOHKPETHO!:

— OT OTHOCHMMa pClCH3MpaHa Hay4YHa JIATEparypa MW  HAJIWYHU
KOHCEHCYCHU CKCIOEPTHU CTaHOBHUINA WA MO3WMIUHM Ha CBHOTBETHUTE
HpO(beCI/IOHaJ'IHI/I CIAPYXKEHUSA OTHOCHO 6830HaCHOCTTa, [[eﬁCTBPIeTO,
KIIMHAYHUTE TI0JI3KM 3a IMalUCHTUTE, MPOCKTHUTE XapaKTCPUCTUKH,
Hay4YHaTa BaJIUIHOCT, KIIMHUYHOTO L[eﬁCTBHC U OpeaHasHAYCHUCTO Ha
HU3OCITUETO W/WIA Ha €KBMBAJIEHTHH WU CXOOHHM M3IOCIINS,

— JApYru OTHOCHUMH HAJIWYHU KIIMHUYHU JaHHU OTHOCHO 6630HaCHO0TTa,
Hay4dYHata BaJMAHOCT, KIWHUYHOTO HeﬁCTBHe, KIIMHAYHUTE IIOJI3H 3a
TIAMMCHTUTE, MPOCKTHUTEC XaPAaKTCPUCTUKHM MW MNPEAHA3ZHAYCHUETO Ha
HOHO6HI/I U3aCIus, BKIIFOUHUTCIHO nonpo6Ha PIHCbOpMaHI/IH 3a
TIPUIIKKUTE U PA3JIUKUTE C BBIIPOCHOTO HU3AEIIHE.
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2.5.

2.6.

2.7.

2.8.

4.1.

4.2.

4.3.

4.4.

4.5

Pe3rome Ha aHaNM3a HAa PUCKA M MOJI3UTE U YNPABIEHUETO HA PUCKA, BKIIO-
YuTENHO MH(MOPMALMS 33 W3BECTHUTE WM HPEIBUAMMUTE PUCKOBE U 3a
pe Iy npexIeHHATA.

3a U3OCIHUsA, BKIIIOYBAIIW ThKAaHH, KJICTKW W BCIICCTBA OT YOBCIIKH, KUBO-
THUHCKH WUIIN MI/IKpO6CH pousxona — noupo6Ha I/IH(i)OpMaI_IPIH 3a TBKAaHUTE,
KIICTKUTE W BeUleCTBaTa M 3a CBOTBETCTBHUCTO C IIPHIIOKHUMUTE O6HII/I
M3MCKBAaHUS 3a 0O€30IaCHOCT U L[eﬁCTBHC n 3a YIPaBJICHUETO Ha
KOHKPETHUSI PUCK BbBB BPBb3Ka C TE3U ThbKaHH, KJICTKU U BCIICCTBA.

Cnucek ¢ noz[po6Ha PIH(iJOpMaI_II/IH 3a U3IBJIHCHUECTO HA CbOTBCTHUTC 06HII/I
M3UCKBaHUs 3a OE30MaCHOCT U ,IleﬁCTBPIe, OHpeNCIICHN B IIPUIIOKCHUC I,
BKIIFOUUTCIIHO CTaHAAPTUTC U OC, TIPUWJIOKCHU M3LSUI0O WM YaCTUYHO,
KaKTO M OIIMCaHUE Ha PCUICHHUATA 3a HU3IBJIHCHUEC HAa CHOTBETHUTC O6HII/I
M3UCKBaHUs 3a 0€30MMaCHOCT U HeﬁCTBHC, JOKOJIKOTO TE€3U CTaHAapTU U oC
HC Ca M3IIBJIIHCHHU, U3IIBJIHCHU Ca CaMO YaCTHU4YHO HJIK JIMIICBAT.

HOZ[p06HO OIMKUCaHWEC Ha KIUHUYHUTE TIpOoUCAYypU U JUAHOCTUIHUTE
TECTOBC, MU3IIOJI3BAaHU B IIpOLECa Ha MU3NUTBAHETO Ha HeﬁCTBHCTO, u 1o-
CreuuaIHO I/IH(i)OpMaI_H/ISI OTHOCHO BCSKO OTKJIIOHCHHE OT HOpMalJiHaTa
KIIMHUYHA IIpaKTUKa.

Ilnan 3a wu3nuTBaHEe Ha JEHCTBHETO CBIVIACHO paszfend 2 U 3 oT
npunoxenne XIII.

Jpyra undopmauus

TToanucana JACKiIapanys  OT (bHSH‘IeCKOTO Wi  HOpUAUYECCKOTO JIMIEC,
OTroBapsIo 3a TM[POU3BOACTBOTO Ha MU3ACIHMETO 3a MU3INWUTBAHC Ha
ﬂeﬁCTBMeTO, 4€ CHOTBETHOTO H3ACIUE OTroBaps Ha 06HL14Te HN3HUCKBaHUA
3a 0€30MacHOCT H JIEHCTBUE 110 TNPUIIOKECHUE I, C M3KJIIOYCHUEC Ha
ACIICKTHUTE, 00XBaHATH OT W3MHWTBAHETO HA KIWHUYHOTO }lel‘/'ICTBI/Ie, u 4e
10 OTHOILICHUC Ha TE3W aCIICKTH Ca B3€TH BCHUYKU NPCANIa3HU MEPKU 3a
3aKpujia Ha 3paBeToO U 0e30macHOCTTa Ha ydacTHULIMTE.

AKO € MPHUJIOKUMO CBITIACHO HAIIMOHAIHOTO MPaBO, KOMUE OT CTAaHOBHIIE-
To(aTa) Ha CHOTBETHATA(MTE) KOMUCHS(M) 1O €TUKa. AKO ChIJIACHO HAIMO-
HQJIHOTO NpaBO CTAaHOBHIIETO(aTra) HA KOMHCHUATA(MTE) IO €THKA HE ce
M3UCKBA(T) MPH TOJABAaHETO Ha 3asBJICHUETO, KOIME OT CTAHOBHUILETO(aTa)
ce MpeJICTaBsi, BeJHara oM TakoBa(uBa) e(ca) HaJMIE.

JlokasaTesICTBO 3a 3aCTPaxOBAaTEIHO MOKPUTHE WM Apyra (hopma Ha 00e3-
LIETEHHE 3a YYAaCTHHLMUTE 3a NPUYMHEHUTE YBPEXKIaHHs, KAaKTO € Ipel-
BHJICHO B WICH 65 M CHOTBCTHOTO HALMOHAIHO IIPABO.

JIOKyMEHTH, KOMTO I C€ M3IO0JI3BaT 3a MOJydaBaHe Ha HH(POPMHUPAHO
chrilacHe, BKIIOYUTENHO (opMmyisip ¢ uHOpManus 3a TNalUeHTa |
JOKYMEHT 32 MH(OPMUPAHOTO ChITIACHE.

Onucanne Ha TpeANpUeTHTe MEpPKH 3a Cla3BaHE Ha NPHIOKUMHTE
MpaBUJIa 3a 3allUTa U MOBEPUTETHOCT HA JUYHUTE JAaHHU U MO-KOHKPETHO:

— OpraHM3allMOHHU U TEXHHYECKH MEPKH, KOHTO IIi¢ OBIAT MPEANPHETH C
men ga ce m30erHe HepaspelieH IOCTBII, OMOBECTSIBaHE, PasmpocTpa-
HEeHHe, MPOMsHA WM 3ary0a Ha oOpaboTBaHa MH(pOpMALHUS U JIHYHH
JTaHHH;

— OmNHCaHWe Ha MEpPKUTE, KOUTO Ie ObJaT MPeAlpUeTH C el aa ce
rapaHTUpa MOBEPUTETHOCTTA HA 3aMMMCHUTE M JIMYHUTE JaHHU HA y9acT-
HHUILIUTE;
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4.6.

— OIIMCAaHHUE Ha MCEPKUTEC, KOUTO MIC 6'I)IIaT npeanpueTu B cnyqaﬁ Ha
HapyluieHue Ha CUI'YpHOCTTa Ha JMaHHHUTE, 3a da CC CMEKYAT CBCHTY-
AJIHUTC HEXKCJIaHW ITOCICIUIIN.

Ha xoMnereHTHHs opraH, KOHTO pa3riexaa 3asBICHUETO, IIPU MOUCKBAHE
ce TMpEeACTaBAT IBJIHM JaHHM 3a HaJMYHATa TEXHMYECKa JOKyMEHTallus,
HanpuMep MNOApOoOHA [OKYMEHTAalUs 3a aHallkM3a M YNPaBICHHETO Ha
pHUCKa MM KOHKPETHU JOKJIAIM 33 W3MUTBAHUATA.

I'IABA 11
JPYTH 3AABJOKEHUS HA CIIOHCOPA

. Cl'lOHCOp"bT C€ 3albJKaBa 1a CbXpaHsABa HAa Pa3IOJIOKCHHUC HA KOMIIETCHTHUTE

HallMOHAJIHU OpraHu ngjaaTta JOKyMCHTalLus, He06x0;[uma 3a NpEeACTaBsSHC Ha
JI0KasaTeJICTBa 3a JOKYMCHTalLUsATa I10 IjiaBa I or HacrosioTo TNIPUIIOKECHUEC.
Ako CIIOHCOPBT HE € (1)1/[31/1‘{BCKOT0 WA FOPUIUYICCKOTO JIMLE, OTTOBapsAIIO 3a
IPOU3BOACTBOTO Ha MU3JACJIHUCTO 3a U3IMTBAHC Ha ﬂeﬁCTBHeTO, 3aABJKCHUCTO
MOXKC J1a CC M3IBJIHU OT TOBA JIMLEC OT UMETO Ha CIIOHCOpA.

. CHOHCOp'bT nMa JIOroBOPEHOCT, 3a Ha CC€ TrapaHTupa, 4€ BCIAKO CEPUO3HO

HEe)KeJlaHO CHOWTHE WM Ha JIPyro chOuTHE 1Mo wieH 76, maparpad 2 my ce
JIOKJIA/[BA CBOCBPEMEHHO OT H3CIEI0BaTENsI(UTE).

. HOKyMeHTaLII/ISITa, IMOCOYE€HAa B HACTOALIOTO MNPUIIOKEHHE, CE€ CbXpaHsABa B

NpoAbDKEHHE Ha Hail-manko 10 roamHM ciep Kpas Ha HW3NUTBAHETO Ha
KJIMHUYHOTO JIEWCTBHE Ha CHOTBETHOTO H3JIEJME WIIM, aKO BIIOCIECICTBHE
M3JIeIMEeTO € IMyCHATO Ha Tas3apa, B NpoIbJDKeHHe Ha Hal-manko 10 roamHu
ClIe/l MyCKAaHEeTO Ha Ia3apa Ha IOCICIHOTO H3JeNue.

Besika AbpiKaBa YICHKa BBBEXKJAA HW3UCKBAHC JOKYMEHTalusATa, IIOCOYCHA B
HacTOSAIIOTO NPUIIOKEHHE, [1a CC CbXpaHsBa Ha Pa3IIOJIOKCHHUE Ha KOMIIC-
TCHTHUTEC OpraHU 3a CpOKa, IOCOYCH B IIbpBa ajMHEA, aKO CIIOHCOPBHT HIIU
JIMICTO MY 3a BpPb3Ka, YCTAHOBCHO Ha TECPUTOpHUATA I>I, u3nagHe B HECHCTOs-
TCJIHOCT WU IIPEKpaTH CTOIIaHCKaTa CU JIeHOCT peayu U3TH4YaHETO Ha TO3U

CPOK.

. CHoHCOpPBT Ha3HayaBa KOHTPONBOP, KOWTO € HE3aBHCHM OT IICHTBpa 3a

TMPOBEXKIaHE Ha M3IUTBAHE, 3a Ja C€ TrapaHThpa, Y€ H3NUTBAHETO Ha
KJIMHUYHOTO JICWCTBHE Ce TMPOBEXJa B CBOTBETCTBHUE C IUJIaHA 3a WU3MUTBAHE
Ha KJIHMHAYHOTO Z[ef/iCTBI/Ie, TIPUHOMUIIUTE Ha I[O6paTa KJIMHUYHA TPAKTHKa W
HaCTOAILIUSA PErjIaMEHT.

. CHOHCOp"bT IIpoBex)Kaa Z[OKpaﬁ IpociaeAssBaHETO Ha Y4YaCTHULUTE B H3IUT-

BaHECTO.
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IIPUJIOJKEHUE XV

TABJUMLIA HA CBOTBETCTBUETO

Jupekrusa 98/79/EO

Hacrosimusr periramMmeHT

Unen

Ynen

Uien

Unen

Unen

Unen

Unen

Uien

Unen

Unen

Uien

Ynen

Unen

Unen

Uien

Unen

Unen

Unen

Unen

Uien

Uien

Unen

Uien

Unen

Ynen

Unen

Unen

Unen

Uien

Unen

Unen

Unen

—_

—

—_

R N T

o

P o » o » o »

X

naparpad 1
naparpag 2
naparpad 3
naparpad 4
naparpad 5
naparpad 6

naparpag 7

naparpad 1
naparpag 2
naparpad 3
naparpad 4
naparpad 5
naparpad 1
naparpag 2

naparpa¢ 3

naparpad 1, mbpBa amuHes

naparpad 1, Bropa annHes

naparpag 2
naparpad 3
naparpad 4
naparpad 5
naparpad 6
naparpad 7
naparpad 8
maparpag 9
maparpag 10

maparpa¢ 11

Unen 1, maparpad 1

Unen 2

Unen 2, touku 54 u 55

Unen 5, naparpadu 4 u 5

Unen 1, nmaparpad 9

Unen 1

naparpad 5

UYnen 5, maparpad 1

Unen 5, maparpad 2

Unen 21

Unen 19, maparpadu 1 u 2
Unen 19, maparpad 3
Unen 10, maparpad 10
Unen 18, maparpad 6

Unen 8, maparpag 1

ien 9

Ynen 107

Unenose 89 u 92

Unen 48, maparpa¢ 10, mepBa anuHes

Unen 48, maparpad 3, Bropa amunes, wieH 48,
maparpag 7, Bropa anumHes u wieH 48,
naparpad 9, BTOpa anuHes

Unen 48, maparpapu 3 — 6

Unen 48, maparpapu 3 — 9

Unen 5, nmaparpad 6

Unen 11, naparpapu 3 u 4
Unen 10, maparpag 7
UYnen 49, naparpad 1

Unen 49

maparpa¢ 4

UYnen 51, maparpad 2

Unen 48, maparpad 12



02017R0746 — BG — 20.03.2023 — 003.001 — 205

Jlupextusa 98/79/EO HacToSIUAT peramenT

Unen 9, maparpad 12 Unen 54, naparpa¢ 1

Unen 9, maparpad 13 Unen 48, maparpad 2

Unen 10, naparpadu 1 u 2, unen 10, maparpa¢ | Ynen 26, maparpad 3 u uieHose 27 u 28

3, BTOpo u3peuenue u wien 10, maparpad 4

Ynen 10, maparpad 3, mbpBO H3peUeHHE Unen 11, maparpad 1

Unen 11, maparpad 1 Unen 82, maparpad 1 u unen 84, maparpad 2

Unen 11, maparpad 2 Unen 82, maparpad 10 u unen 82, maparpad 11,
bpBa ajJMHes

Unen 11, nmaparpad 3 Unen 84, nmaparpad 7

UYnen 11, maparpad 4 —

Unen 11, nmaparpad 5 Unen 86

Unen 12 Unen 30

Unen 13 Unen 93

Unen 14, maparpad 1, Oyksa a) —

Unen 14, maparpag 1, 6yksa 0) Unen 47, maparpagu 3 u 6

Unen 14, maparpad 2 —

Unen 14, maparpad 3 —

Unen 15, maparpad 1 Unenose 38 u 39

Unen 15, maparpad 2 Unen 32

Unen 15, nmaparpad 3 UYnen 40, maparpadu 2 u 4

Unen 15, maparpad 4 —

Unen 15, maparpad 5 UYnen 51, maparpad 5

Unen 15, maparpad 6 Unen 51, maparpad 4

Unen 15, nmaparpad 7 Unen 34, maparpad 2 u unen 40, naparpad 2

Unen 16 Unen 18

Unen 17 Unenose 89 — 92

Unen 18 Unen 94

Yien 19 Yen 102

Unen 20 Unen 97

Unen 21 —

Unen 22 —

Unen 23 —

Unen 24 —
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