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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)

ITonpaseH che:

»>Cl IMompaeka, OB L 117, 3.5.2019 ., ctp. 11 (2017/746)
»>C2 [Mompaska, 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, NPEeJ0CTAaBSHETO Ha Ia3apa WIN IyCKAHETO B
nericreue B Chro3a Ha MEIMIMHCKHA M3JICNINS 32 WHBUTPO JUArHOCTHKA,
MpeJHa3HaYeHN 3a XyMaHHa yIoTpe0a, W Ha NMPUHAIIICKHOCTH 33 TAX.
HacrosimusT pernmameHT ce mpujiara ¥ 1o OTHOIIEHNE HA IMPOBEXKIaHUTE
B Cbro3a M3NUTBaHMS HA ACHCTBMETO HA TaKMBAa MEIUIMHCKU H3JENHs
32 MHBUTPO JMAarHOCTUKA W HA MPHHAICIKHOCTH 3a TAX.

2. 3a HCJINTEC Ha HACTOALINA PETIAaMCHT MCAWIUWHCKHUTC U3JCIHUA 3a
HWHBUTPO TUArHOCTHUKA W MPUHAMJICKHOCTUTC 3a MCOAUIIUHCKUTE U3ACITUA
3a MHBUTPO JUATHOCTHUKA IMO-HATATBK CC€ Hapu4aT ,,I/I3,HGJ'II/I${Ta“.

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

a) MPOXYKTH 3a 00mIa JabopaTopHa ynoTpebda MM 3a MPOIYKTH, Mpei-
HA3HAUYEHW EJAMHCTBEHO 3a HAyYHOU3CJIEJOBATEJICKU LeJIH, OCBEH
KOTaTO TE3M TMPOAYKTH, IIOpPaay CBOWUTE XapaKTEPUCTUKH, ca
CIELHATHO NPEeIHA3HAYEHH OT MIPOU3BOIUTEINS 1a OBIAT U3IOI3BAHU
32 MHBUTPO JAMArHOCTUYHO H3CIICBAHE;

0) WHBA3MBHH MPOMYKTH 33 B3€MaHE Ha MPOOH WM MPOLYKTH, KOHTO
JMUPEKTHO C€ MpHUiaraT BBPXY YOBEHIKOTO TSUI0 3a B3eMaHe Ha
poou;

B) MEKAYHAPOJIHO CepTUPHUIMPAHU PEPEPEHTHU MaTCpPHAIIM,

F) MaTtepuaid, HU3I0J3BaHHW 3a CXEMHU 3a BBHIIHO OICHABAHE Ha
Ka4yC€CTBOTO.

4.  Wzpenusta, KOUTO MNpH IyCKaHe Ha Ia3apa WIM IyCKaHe B
JIeWCTBHE BKIIIOYBAT KaTO HepasJlelHa 4acT MEIMLHHCKO H3JeNue IO
cmuchbia Ha wieH 2, touka | ot Permament (EC) 2017/745, ce
ypeXIaT oOT ChbIIMS perjaMeHT. VI3uCKBaHWSTA HAa HACTOALIMA
periaMeHT ce mpuiaraT KbM 4YacTTa, IPEJCTaBisABalla METUIIMHCKO
U3/eNUe 3a UHBUTPO JHATHOCTHKA.

5. HacroAummsaT perylaMeHT € CHeluajeH 3aKOHOJIATeJIeH akKT Ha
Chro3a 110 cMuchIIa Ha wieH 2, naparpad 3 ot Jupekrusa 2014/30/EC.
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6. Uznenusara, KOUTO ca W MalIMHU 110 CMUCHJIA Ha WIEH 2, BTOpa
anuHes, OykBa a) ot JlupektuBa 2006/42/EQO Ha Espomnerickus
napiament u Ha CbBera (1), HpU HAJIMYHUETO HA CHOTBETCH PHCK
CBITIACHO IIOCOYCHATa JUPEKTHBA, CBHIIO OTrOBApAT HA CBHIIECTBEHUTE
M3UCKBAHUS [0 OTHOIICHHE Ha 0E30MACHOCTTa M 3IPaBETO, ONpPE/ICIICHN
B MpUWIOKEHHE | KbM ChIaTa TUPEKTHBA, JOKOJIKOTO TE3H M3MCKBAHUS
ca TO-KOHKPETHH OT OOIIUTE M3UCKBAaHWS 3a OE30MacCHOCT U IEHCTBHE,
u3nokeHu B rnasa I oT mpusiokeHue I KbM HACTOSIINS PErJIaMEHT.

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

8. HaCTOfIHII/IﬂT PCTJIaMCHT HE 3acsra IpaBOTO Ha AbpiKaBa YICHKaA Aa
OrpaHrYy HM3IMOJI3BAHETO Ha KOHKPETCH THUII H3ACJINC BBB BPB3Ka C
ACIICKTH, HEOOXBaHATH OT HACTOAIIMA PETIIAMEHT.

9.  HacrosAmusir periaMeHT He 3acsira HallMOHAJHOTO IIPaBO OTHOCHO
OpraHu3aluATa, JOCTaBKaTa WM (PMHAHCHPAHETO Ha 3/[PaBHH YCIyTHd U
MEIHUIIMHCKO O00CITy’)KBaHE, KaTO HAIpHMep H3UCKBAHETO OIpPEICICHH
U3Jends Ja MOraT Ja Ce JOCTaBAT €IMHCTBEHO IO JIEKApCKO Ipen-
NMCAHUE, M3UCKBAHETO CaMO OIPEJCIECHH MEIUUUHCKH CIEHUAIUCTH
uiy JieyeOHM 3aBEJEHUSl Ja MOraT Ja MpeloCTaBAT WIM M3I0I3BaT
ONpPENENIEHN HM3JENUs WIA HM3MCKBAHETO Ja C€ ION3BaT KOHKPETHU
CIeUUaIU3UPaHK CbBETH IIPHU ynoTpebara UM.

10. Humo B HacToslMs perjaMeHT He orpaHM4aBa cBoOojara Ha
meyata WIM CBOOOJaTa Ha H3pa3sgBaHE B MEIUHTE, JOKOJIKOTO TE3U
cBobomu ca rapantHpann B Cbl03a M B JIBPXKABHTE UICHKH, IIO-
CHenuaJHo cbriacHo uiaeH 11 or XapraTa Ha OCHOBHMTE IIpaBa Ha
EBpormetickus cpro3.

Ynen 2

Omnpenenenus

3a HCINTC Ha HACTOSANUA PEIriIaMEHT C€ IpujlaratT CJICAHUTE OIpea-
CJIICHUS:

1) ,,MEAMIIMHCKO W37eHe” O03HaYyaBa MEIMIIMHCKO H3JICNIUE ChIJIACHO
ompeneneHriero B wieH 2, Touka | ot Permamentr (EC)
Ne 2017/745.;

2) ,,MEAMLMHCKO H3J/IeJIMe 32 WHBUTPO JHMATHOCTHKA" O3HAa4YaBa MeEJIH-
LUHCKO H3/eHe, KOETO € PEarceHT, MPOAYKT OT PEarcHT, Kajauo-
paTop, KOHTpOJIEH MaTepual, HaOop, WHCTPYMEHT, amapar, 4acT
oT 00opyBaHe, cOPYTyep WM CUCTEMa, U3MOJI3BAHO CAMOCTOSATEITHO
WIM B KOMOMHALMS M IpeJHa3HAYCHO OT JaJeH NPOM3BOAMTEN 3a
M3M0JI3BaHE WHBHUTPO IPH M3CIE/IBaHE Ha TPOOH OT YOBEHIKOTO
TSJI0, BKIIFOYMTENHO JapeHH KPBbB W THKaHM, EJUHCTBEHO WM
IJIABHO C TIeJ TMOJy4aBaHe Ha MHQPOpPMALUS 3a €IHO WM TOBEYE
OT CIICOHUTE:

a) OTHOCHO (PM3MOJOTMYEH WM TATOJIOTHYCH TPOIEeC HIH
CBCTOSIHUE,

0) OTHOCHO BpoOJicHa (U3MUECKA WIIM YMCTBEHA HEJOCTATHYHOCT;

B) OTHOCHO TMPEAPA3MOJI0KEHNE KBbM KIMHHYHO CHCTOSHHC WIIH
3a00JIs1BaHe;

(") Hupexrusa 2006/42/EO na EBporeiickust 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 ompejeiisiHe Ha 0e30IacHOCTTa U ChBMECTHMOCTTA C TMOTCH-
[HUATHA PELUTUCHTH;

,I[) 3a MPOTHO3HMpPAHE Ha OTroBOpa Ha JICUCHHUCTO WJIMW PCAKIIUHTE;

€) 3a ompenelsHe WM HaOJI0JeHHE Ha TEPANleBTHYHM JEHCTBUS.

ChpaoBeTe 3a ChXpaHCHHE Ha MPOOH OT YOBECIIKOTO TSUIO CHILIO CE
CUUTAT 32 MEJMIIMHCKHU W3NSl 32 HHBUTPO IMATHOCTHKA,

,,Chbl 3a CBXPAaHCHHUC Ha Hp06I/I OT YOBEIIKOTO TS0 O3HAYaBa
n3aeiine, KoeTo, HE3aBUCUMO JaJii € OT BaKyyMCEH TUIl UK HE, €
CIICUAIIHO MMPECAHA3HAYCHO OT ITPOU3BOAUTEIIA CHU 3a MbPBOHAYAIHO
CT)6I/IpaHe 1 CbXpaHCHHUC Ha HpO6I/I OT YOBCIIKOTO TSAJIO 3a UHBUTPO
JUArHOCTUYHO H3CJICABAHC,

,IIPUHAUICKHOCT 32 MEIMIMHCKO H3JCINe 332 WHBHTPO JHar-
HOCTHKa* O3HAYaBa apTHKYJ, KOHTO BBIPEKH Ye caM Mo cebe cu
HE € MEAMIIMHCKO U3JeNIHe 32 WHBUTPO JIHArHOCTHKA, ¢ CIICLIHAITHO
IpeHa3Ha4eH OT MPOU3BOIMTEISI My 3@ HU3IOJI3BAaHE 3aeTHO C €THO
WM HSKOJIKO KOHKPETHM MEIUIIMHCKH H3JIeINs 32 WHBUTPO JIHar-
HOCTHKA, 32 Jia TI03BOJIsIBA yrorpedara Ha U3AeIHeTo(sTa) Mo mnpe-
Ha3Ha4YeHHe WJIM KOHKPETHO M MPSKO Ja MOAIoMara MeIUIMHCKaTa
GyHKIMS Ha MEIUIMHCKOTO(UTE) u3Aenue(s) 3a MHBUTPO Auar-
HOCTHKA C OTJIeJ] Ha MpeJAHa3HaYeHUeTo(sATa) My (M),

,,M3JIEITE 32 CaMOTEeCTBaHe O3HawYaBa W3JENNe, MPEAHA3HAYEHO OT
MIPOM3BOJUTEIS JIa C€ M3IMOJ3BA OT HECIEIHANNCTH, BKIIOYHTEITHO
M3IeNs, W3MON3BaHM 3a YCIAYTH 3a TeCTBaHe, MpeJlaraHd Ha
HECIICIUANCTH TOCPEJCTBOM YCIyTUTe Ha WH()OPMALHOHHOTO
00I11ECTBO;

,M3JIeJIMe 3a TECTBAHE Ha MSCTO® O3HAyaBa M3JEJHE, KOCTO HE €
MpeHa3sHa4eHo 3a CaMOTECTBAaHE, a 3a TECTBAaHE B H3BHHIIA00-
partopHa cpena, OOMKHOBEHO B OJM30CT [0 MAlMEHTa WIH MpU
HEro, OT MEIMIUHCKO JIHUIIE;

,CBHITBTCTBAIIO M37eNue” 03HauaBa H3JEIHe, KOETO € OT MbPBOC-
TENCHHO 3HAYeHHE 3a 0e30MacHOTO M e(EeKTHBHO H3IOJ3BaHE Ha
CHOTBETEH JICKAPCTBEH MPOJIYKT:

3.) 3a OIPCACIIAHE, MpeaAn W/WIU 10 BpEME Ha JICUYCHUECTO, Ha Ialu-
CHTHUTC, KOUTO € Haﬁ-BepOXTHO Jla UMaT 1oJi3a OT CbOTBCTHHUA
JICKaApCTBCH HPOAYKT; WJIN

6) 3a ompezensiHe, Ipeay W/UIM IO BpeMe Ha JICUEHHETO, Ha Hallu-
€HTHTE, KOHTO € BEpOSTHO Ja OBJAT M3IOKEHH Ha TIOBUILIECH
PHCK OT CEpPHO3HM HEKEIaHU PEaKlMH B PE3yNTaT Ha JIYECHHUE
CbC CHOTBETHUS JIEKAPCTBEH NMPOIYKT;

,T€HepUYHa Ipyla M3JeNus’ O3HauaBa CbBKYIHOCT OT U3JENUS C
€THAKBO MM MOJOOHO MpeJHa3HAuYeHHE WM CXOJHA TEXHOJOTHS,
KOETO MO3BOJIsIBA KIACH(HIMPaHETO UM B o0mIa rpyma, 6e3 ma ce
OTYNTAT KOHKPETHUTE MM XapaKTEPUCTUKU;

»M3JENINe 33 €IHOKpaTHa ynoTpeba“ o3HauaBa H3AENHE, MPEAHA3-
HAuYeHO 32 M3IIOJI3BAaHE B PAMKUTE HA €IMHWYHA MPOIENypa;
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10)

11)

12)

13)

14)

15)

16)

17)

18)

Hhanmumpuuupano uzenue’ o3HayaBa M3JCIHE C HEBSPHO Mpe-
CTaBsHEe Ha HEroBara HMJICHTHYHOCT W/WIIM HAa HETOBHS H3TOYHHK
u/unu Ha HeroBute cepTudukartu 3a mapkupoBka ,,CE“ wmm Ha
JIOKYMEHTHUTE, CBBP3aHM C MpOLEAypUTe 3a MapkupoBka ,,CE®.
Hacrosioro omnpeneneHue He BKIIOYBA HENPEIHAMEPEHOTO HEChH-
OTBETCTBME M HE 3acsira HApyLIEHUATa Ha IIpaBaTa BbPXY WHTEIEK-
TyaHaTta COOCTBEHOCT;

,,Ha60p“ O3Ha4YaBa CBbBKYIMTHOCT OT KOMIIOHCHTH, OIIAKOBAHU 3aCIHO
U Mpe€AHasHa4YCHU Aa CC M3II0JI3BAT IIPHU M3BBPIIBAHC HA KOHKPETHO
UHBUTPO AWArHOCTUYHO H3CJICABAHC WJIM Ha YaCT OT HEIO,

HIIpeIHa3HaueHue o3HayaBa ynorpebaTa, 3a KOATO € IpelHa3-
Ha4YeHO MW3JEJHETO CHITIACHO MPEJOCTABEHUTE OT IMPOU3BOJUTEINS
JAHHH BBPXY C€THKETa, B MHCTPYKIMUTE 3a yrnorpeba WId B
pEKJIaMHHUTE WM THPrOBCKUTE MaTepUald WU TBBPACHMS, WU
CBIJACHO TIOCOYEHOTO OT TIPOM3BOAWTENSI B OIEHKAaTa Ha
JICUCTBUETO;

»CTHKET O3HauaBa IMHCMEHaTa, OTIeYaTaHaTa WiIM rpaduyHara
nHpOpManUs BBPXY CAaMOTO H3JeNHe WIM Ha ONAKOBKaTa Ha
BCsKa €JMHUYHA OpoliKa MM Ha OIAKOBKaTa Ha HSKOJIKO W3ZIEIIHS;

LAHCTPYKIIMH 32 ynoTpeba™ o3HauaBa uWH(opmamusra, Mpea-
OCTaBeHa OT MPOM3BOAMTENA, 3a Ja MH(popMupa morpedurens 3a
IpeJHa3HaYeHNeTO W TOYHATa yrmoTrpeda Ha H3JETHeTO, KaKTo U
32 HEOOXOAUMHTE TIPEIMAa3HU MEPKH;

»yHUKaneH naeHtuduxarop Ha mspenusra” (UDI) o3nauaBa cepus
OT U(POBH WIN OyKBEHO-IIM(POBY 3HAIM, KOSATO € Ch3JafeHa upe3
MEXAYHApOIHO MpUeTa UAECHTUGUKALYS Ha U3JEIUiTa U CTaHJapTu
3a O3HAa4aBaHE M KOSATO IaBa BB3MOXHOCT 3a SCHA MACHTU(DUKAIUS
Ha CbOTBETHUTE U3JENIUsl Ha I1a3apa;

,,PUCK* O3HAYaBa CHUCTAHHETO OT BEPOSTHOCTTA 332 BH3HHKBAaHE Ha
Bpe/la M CEPHO3HOCTTA Ha Ta3W BPEa;

,OTPEIENITHE Ha CBHOTHOIICHHETO MEXAYy pHCKa M MOJ3HTE™
O3HauaBa AaHAJIU3bT Bb3 OCHOBA HAa BCHYKM OLICHSABaHMSA Ha
IIOJI3UTE ¥ PUCKA, KOUTO OMXa MOTJIHM Ja OBbJaT OTHOCHMH 32 U3IOJ-
3BAHETO Ha M3JIEJIMETO 10 NpEeIHa3HAYeHHe, KOraTto ce H3I0J3Ba B
CHOTBETCTBHE C MNpeIHAa3HAUEHHE, ONpPEIETICHO OT MPOU3BOAUTEIS;

,,CbBMECTHMOCT O3HayaBa CIIOCOOHOCTTAa Ha W3CIHMETO, BKIIIO-
YUTENTHO COPTyep, KOraro ce H3MOoJI3Ba 3aeAHO C CIHO WIU
NoBeYE JPYrH M3/ACiHs B ChOTBETCTBHE CBhC CBOETO Ipe/IHA3HA-
yeHue:

a) ma geiictBa, 0e3 na M3ryOM WM HapyIlln CHOCOOHOCTTa Ja
JIefiCTBa CHIVIACHO MPEBUICHOTO, W/WIH

0) na ce wuHTerpupa W/uaum ga paboru 0e3 HEOOXOAMMOCT OT
NpOMsIHA WM aJalTHPaHe Ha KOSNTO M Ja € 4acT OT KOMOWHH-
paHuTe M3ACHUs, W/HUIN

B) Jia ce u3Mos3Ba ¢ apyro(n) usaenue(s) 6e3 KOHGIMKT/CMyIICHUs
W HEXeJTaH! PeaKiinm;
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19)

20)

21)

22)

23)

24)

25)

26)

27)

28)

29)

,OlIEpPaTHBHA CHBMECTHMOCT® O3Ha4aBa CIIOCOOHOCTTAa Ha JIBE WJIN
[oBeYe W3AENHsS, BKIIOYUTETHO codTyep, OT €AMH U ChIIA
MIPOU3BOJUTEN WM OT PA3IMYHH IPOU3BOIUTEIH:

a) n1a  oOMeHsT wuHpoOpMalUMsS M HM3MOJ3BaT  OOMEHEHaTa
uHGopManMsl 3a TPAaBWIHOTO W3IIBJIHEHHE Ha OIpe/eseHa
(yskuus, 0e3 1a ce NpoMeHs ChIIbP)KAHUETO HA JAHHUTE, W/UIH

0) 1a ca B KOHTaKT MOMEXIY CH, W/WIIN
B) Ma (YHKIIMOHHPAT 3a€IHO IO TpeIHa3HAuCHNE,

,IIPEIOCTaBsIHE Ha Ma3zapa™ O3HayaBa BCsSKa JHOCTABKA Ha H3JCIHE,
pa3IMYHO OT W3/ENWC 3a W3IUTBAHE HA JCHCTBUETO, 3a IHCTPH-
Oyuust, morpeOieHue WM W3NOJi3BaHe Ha mnasapa Ha Cpro3a B
mpoleca Ha TBHProBcKaTa JEHHOCT, Cpenly 3alulalllaHe  Wid
0e3IIaTHO;

,»IIyCKaHe Ha Ia3apa” O3HadyaBa IpPEJOCTaBSHETO 3a I'bPBU IBT HA
M37IeNie, Pa3IMYHO OT M3ZENHe 3a M3IHUTBAHE Ha JEHCTBHETO, Ha
nazapa Ha Cblo3a;

»IIyCKaHe B JeWCcTBHE O3HayaBa €TambT, NPU KOWTO H3IENHe,
pa3TUYHO OT W3JENHe 3a M3IMUTBAaHE Ha EHCTBUETO, CE MPEIOCTaBs
Ha nazapa Ha Cbro3a 3a MbPBH IBT HA KpallHU MOTPEOUTENN KaTo
rOTOBO 3a ynorpeda 1o NnpeaHa3HaYeHNuE;

,TIPOM3BOAMTEN O3HAa4YaBa (PU3MYECKO WM FOPHIUYCCKO JIHUIIE,
KOETO TPOM3BEXK/Aa WM HAIIBJIIHO IpepadoTBa U3/AEIHe WM KOETO
Bb3J1ara MpOeKTUPAHETO, TIPOU3BOICTBOTO WIIM IIbJIHATA ITpepadoTKa
Ha W3JeKMe W Mpejjiara ToBa M3Je/IMe Ha IMa3apa ChbC CBOETO HUME
nin T'prOBCKa MapKa;

,»ITbJIHa TIpepaboTKa™, 3a ILIEJIUTE Ha ONPEACICHUETO 3a IMPOHM3BO-
JIATEN, O3HayaBa ISUIOCTHOTO IPEYCTPOHBaHE Ha W3JENNe, KOETO
Beue € MyCHATO Ha Ia3apa WIM B ACHCTBUE, WIM CH3JaBAHETO Ha
HOBO H3JIeJIME OT HW3IIOJ3BAHM M3JEIHS C Lel MPUBEKIAHETO My B
CHOTBETCTBHE C HACTOSIIHS PErJIAMEHT, ChUETAHO C ONPENENISHETO
Ha HOB €KCIIOATAIlMOHEH CPOK Ha MpepabOTeHOTO H3JeIue;

,YITBJTHOMOIIEH MpPEACTaBUTEN  O3HadaBa BCAKO (M3MIECKO HIIH
IOPUIMYECKO JHIE, yCTaHOBEHO B Cbl03a, KOETO € IOIYyYHIo U
MpUENI0 MUCMEHO IbJIHOMOIIME OT NPOM3BOAMTEN] C MECTOHa-
xoxzeHne u3BbH Cbhro3a J1a JeiicTBa OT UMETO Ha MPOM3BOIHUTEINS
BBbB BPB3Ka C OINPECIICHH 33aJaul, CBbP3aHU ChC 3abJDKCHHUATA HA
MIOCTIe/THUS TI0 HACTOSIINS PETIaMeHT;

,,BHOCHTEII" O3HAYaBa BCSAKO (DM3UYCCKO WIIH FOPUIMYECKO JIUIIE,
ycraHoBeHO B Chi03a, KOETO Iycka Ha maszapa Ha Chro3a m3zenue
OT TpeTa IbpXKaBa;

,IUCTPUOYTOP* 03HAUaBa BCAKO (HDU3MUYECKO WIIM FOPHIMYECKO JIHIE
BbB BEpHraTa Ha J[JOCTaBKa, PA3IMYHO OT IPOU3BOJUTEIS WU
BHOCHTEIIS, KOETO MPEJOCTaBs ONPEIEICHO M3JeNue Ha Iaszapa, 110
MOMEHTa Ha ITyCKaHETO B JICHCTBUE;

»AKOHOMHUYECKH OmepaTop” oO3Ha4yaBa TMPOMU3BOAMTEIN,  YITbI-
HOMOIIEH TPEICTaBUTENl, BHOCUTEN WU TUCTPUOYTOP;

,,JIeUeOHO 3aBeIeHre  0O3HAUaBa OPTaHU3AINs, YHATO OCHOBHA IIEN €
rmeaTa 34 NNAIUCHTUTE WJIN 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 MEAMLIMHCKH CICHUAINCT WM HeCIe-
LHAJIKCT, KOWTO H3II0JI3BA JAJE€HO U3JIEIIHE;

,,HECHGHI/IaJ'II/ICT“ O3HadaBa JIMIEC, KOECTO HiAMaA H€06XO,HI/IMOTO 06])33-
OBaHHE B 00JIaCTTa Ha CHOTBETHHTE 3ApaBHU TPUXU WU TI0 MEOU-
IWHCKAa AUCHUILIMHA,

,,OLICHJABAaHC Ha CHOTBETCTBUETO  O3HAYaBa mnpounec, KOMTO JIOKa3Ba
JaJi Ca W3IBJIHCHU M3UCKBAHHUATA 110 HACTOAIUA PETJIaMCHT,
CBBbp3aHU C HAaJACHO U3CIINC]

,»OpraH 3a OICHABaHE Ha CHOTBETCTBMETO O3HA4YaBa Opra,
OCBILECTBsIBAL] JAECHHOCTH IO OLIEHSBaHE HAa CHOTBETCTBUETO KaToO
Tpera CTpaHa, BKIIOYHTENHO KaIHOpHpaHe, W3IHTBaHE, CepTU(U-
LIUpaHe U IPOBEPKa;

,HOTH(QHIIMpAaH OpraH” O3HA4YaBa OpraH 3a OIICHSBAaHE HAa CHOT-
BETCTBHETO, OINpPEJENIEH CHIIIACHO HACTOSIIUS PErJIaMEHT;

,MapkupoBka ,,CE“ 3a cvorBercTBue” wnu ,MapkupoBka ,,CE*
03Ha4YaBa MAapKHAPOBKA, 4Ype3 KOSATO TMPOM3BOAWTENAT YyKa3Ba, ue
JaJCHO W3JIEIUE € B CHOTBETCTBHE C MPUIOKUMHTE W3NCKBAHMUS,
YCTAaHOBEHHU B HACTOSIIMS PErJaMeHT U JAPYTroTO 3aKOHOJIATEJICTBO
Ha Cpro3a 3a XapMOHH3AIH, MPEIBIKIANI0 HEHHOTO HaHACSHE;

LKIMHAYHMA ~ JIOKa3aTeJcTBA" O3HAa4aBa KJIMHUYHU JIAHHU H
pe3ynTaTtu OT OLEHKaTa Ha JEHCTBHETO, B AOCTATBYHO KOJIHYECTBO
1 KauecTBO, OTHACALIM CE€ 3a JaJICHO M3/eIHe, KOUTO MO3BOJISABAT Ja
ce HampaBU KBAIU(UIMPAHO OLEHIBAHE 3a TOBA JAJIM M3JEIHETO €
0e30macHO M TMOCTHra >KenaHata(ure) KIMHWYHA(M) Tom3a(u),
KOraTo Ce M3I0JI3Ba CHOPE] NPEIBHICHOTO OT IPOU3BOAUTEIS;

,KIMHAYHA T0J13a*“ O3HayaBa IIOJIOKUTEIIHOTO BB3JICHCTBHE Ha
W3JEITUETO, CBBP3aHO ¢ (YHKIHMATA MYy, KaTO CKPUHHHL, HAOIO-
JIeHUe, AUArHOCTULMPAHE WIN YJECHSIBAaHE Ha JAMArHOCTUIUPAHETO
Ha MAIMEeHTHUTE, WU TOJOXKUTEITHO BH3/ICHCTBUE BBPXY IprKaTa 3a
MAIMEeHTUTE WIM OOLIECTBEHOTO 3/IPaBe;

,HayyHa BaJUJHOCT Ha AHAIUTHUYEH pe3ydTar" o3HauyaBa CBBP-
3BaHETO Ha JaJeH aHAJUTHYCH pe3yiTaT C KIMHHYHO Wi (QHU3NO-
JIOTUYHO CHCTOSHUE;

,,JICHCTBHE Ha M3EIUETO " 03HaYaBa CIIOCOOHOCTTA HA M3/CIUECTO 1a
W3I'BJIHU TBBPASHOTO OT TPOM3BOAMTEINS TNpeiHa3HaueHue. To ce
CbCTOM OT AHAJIUTUYHOTO JACHCTBHE M aKO € TPHIOKUMO — OT
KIMHUYHOTO JICHCTBUE, MOANOMAraiio ToBa NpeJHa3HAuYCHHE;

,,AHATUTHYHO JeiCTBHE” O3HayaBa CIOCOOHOCTTa Ha W3IEIHETO
TOYHO Oa OTKpI/IBa 100050 l/l3M€pBa JaJC€H aHAJIUTUYCH napaMeTLp;

,,KIMHAYHO JEeHCTBHE O3HayaBa CIIOCOOHOCTTA Ha W3AECIHETO 1A
JaBa pe3yJiTaTH, CBBP3aHH C JAJCHO KIMHUYHO CHCTOSIHAC WJIH
(DU3MONOTHYEH WM TATOJIOTHYEH IPOIEC WM ChCTOSIHAE CIOpEN
LeeBaTa rpyrna HacejICHHE U IEJICBUS OTPEOUTET,;
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42)

43)

44)

45)

46)

47)

48)

49)

50)

51)

52)

53)

,M3MUTBAHE Ha JEWCTBHUETO O3HAyaBa U3IUTBAHE, KOETO Ce
MPOBEXKA 32 YCTAaHOBSIBAHE WM MOTBBPXKIaBAHE HA aHAIUTUYHOTO
WIK KJIMHAYHOTO JACHCTBUE HA W3JICIIHC

»IIJIaH 3a U3IIMTBAHC HaA Z[eﬁCTBI/IeTO“ O3Ha4daBa JOKYMCHT, OIIMCBAIIl
OCHOBaHMsATA, LCIUTC, METOAMKATA Ha MNPOCKTHPAHCTO, Ha6n10z[e-
HHCTO, C'I)06pa)K6HI/I${Ta OT CTaTUCTUYECKO €CTCCTBO, OpraHUu3aluiaTa
U MPOBCKIAAHCTO HA MU3NMUTBAHCTO Ha ,Z[CﬁCTBPlCTO;

,»OIlCHKAa Ha HCI‘/’ICTBI/IGTO“ O3Ha4daBa OLCHABAaHC MW aHAJIM3 Ha
JAaHHUTE C OrIJIe YCTAHOBABAHC WM IIPOBEPKa Ha HaydHaTa
BAJIMJIHOCT, Ha QAHAJIUTUYHOTO HW aAKO € INPUWIOKHMO — Ha
KJIIMHUYHOTO Z[CﬁCTBPIC Ha U3JCIIHUC,

,,WA3/IeMe 32 U3NNTBAHE HA JEMCTBHETO™ O3HA4aBa W3JENHe, Mpei-
Ha3HAYeHO OT MPOM3BOAMTENS 3a H3MOI3BAaHE NMPU HU3INTBAHE HA
JICHCTBHETO.

Wsnenne 6e3 MEAUIMHCKO MpEIHAa3HAYCHHUE, KOCTO € TMpeHa3-
HAueHO 32 HAYYHOM3CJICJIOBATEIICKU LIEJIM, HE CE CUMTA 3a U3ZCIHE
3a M3MHUTBAHE Ha JIEHCTBUETO;

,AHTEPBEHIIMOHATHO M3MMTBaHE HA KIUHUYHOTO JeicTBue™
03HaYaBa W3MWTBAHE HA KIMHUYHOTO JEWUCTBHE, PE3yJNTaTHTE OT
KOETO MOraT Ja I[OBJIMAAT Ha pEUIEHHETO BbB Bpb3Ka C
JICYEHHETO Ha MAIMeHTUTE W/WIM MOraT Ja C€ H3II0J3BaT KaTo
PBKOBOJICTBO 32 JICUEHHE;

,YYaCTHUK' O3HauaBa JIMIE, KOETO y4yacTBa B W3MHUTBAaHE Ha
JeicTBUETO M OT KoeTo e(ca) B3era(u) mpoba(u) 3a H3cienBaHe
HHBHUTPO OT W3IEIHe 3a W3MHWTBAHE Ha IEWCTBHETO W/WIM OT
M3JIene, U3MOA3BAHO C IIeJT KOHTPOI,

,,A3CIIeNIOBaTeN O3Ha4YaBa JIMIE, OTTOBAPSIILO 3a NMPOBEXKIAHETO Ha
W3NHUTBAHE HA JCWCTBHETO B LIEHTHP 3a MPOBEXJAaHE HAa H3IMUT-
BaHUS;

,JUAarHOCTHYHA  crelMPUYHOCT O3HA4YaBa  KamaluTeThT Ha
W3JIeTMETO Ja OTYeTe JIWIcaTa Ha TPHIEICH MapKep, CBBbP3aH C
KOHKPETHO 3a00JIsIBAHE MM ChCTOSHHE;

,JUaTHOCTUYHA YyBCTBUTEJIHOCT® O3HayaBa KamaluTeThT Ha
HU3ACJIMETO /1a OTYETE HAJIMYMETO Ha MPHULIEICH MapKep, CBbp3aH C
KOHKPETHO 3a00JIsiBaHE MJIM ChCTOSHHE;

,,JIIPOTHO3HA CTOMHOCT 03HayYaBa BECPOATHOCTTA IPHU JIUIEC, KOCTO €
C IOJIOKHUTECJICH pe3yjTaT OT TeCTa C U3ACIUCTO, Ja € HAJIUYHO
CBbCTOAHHETO, 3a KOCTO C€ IIPOBEKOAa HUIIMTBAHCTO, WIHM IIPH
JiMge, KOCTO € € OTpHUUATCIICH pe3yJjiTaT OT TeCTa C U3ACIHUCTO, Ha
HC € HAJIMYHO CBCTOSAHHUETO, 3a KOCTO CC MPOBEKIA M3IMMUTBAHCTO,

,[IOJIOKUTEJIHA MPOrHO3HA CTOMHOCT* O3Ha4yaBa KamalUTEThT Ha
W3/IeTNETO J1a OTAENH JCUCTBUTEIHUTE IIOJIOKUTETHH Pe3yNTaTH
OT HEACHWCTBUTEIIHUTE TOJIOKUTEJIHU pe3ylTaTH 3a JaJieH
TOKa3aTes] IpU JAajieHa Tpymna OT HACEJIECHHUETO;

,,OTpHUIIATEeTHA MPOTHO3HAa CTOWHOCT O3HauaBa KamalUTeThT Ha
M3JICNTUETO Ja OT/CIH JICHCTBUTEIHUTE OTPULIATSIHU PE3yJITATH OT
HEJICHCTBUTEITHUTE OTPUIATEIIHU PE3yJATaTH 3a AaJeH MOoKa3arel
MpH JIaJIcHa Ipyna OT HACEJICHHUETO,
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54)

55)

56)

57)

58)

59)

60)

61)

,,CbOTHOLLICHUE Ha BEPOSTHOCTUTE O3HAa4yaBa BEPOSATHOCTTA, C
KOSATO JajieH pe3yiTaT MOXkKe Ja Ce IOSBU IPU MHAUBHI C
IPULETHO KIMHUYHO WIN (U3UOJIIOTHYHO CHhCTOSHUE, CIIPSIMO BEPO-
SATHOCTTA, C KOATO CBUIMAT pe3yaTaT MOXKE Ja Ce IOSBH IIpU
MHIUBU] 0€3 TakoBa KIMHUYHO HIM (PU3HUOJIOTUYHO CHCTOSHHE;

»KannopaTop® O3HauYaBa HM3MEPBATEIHUAT PEe(EPEHTCH Marepua,
W3M0JI3BaH TIPH KaTHOPUPAHETO HA MaJeHO H3ICIIHe;

»KOHTPOJIEH MaTepuaia’ oO3HayaBa BELIECTBO, MaTepuan HIn
apTUKYJ, TPEJAHA3HAUYCHH OT TPOU3BOJUTENS 3a M3IMOJI3BaHE 32
MpOBEpKa Ha XapaKTEepPUCTUKUTE Ha [CHCTBUETO Ha JAJCHO
H3IeTIHE;

,,CIIOHCOP®* 03HauaBa (U3MYECKO JIMLE, JPYKECTBO, WHCTUTYIHSA
WM OpraHMu3allysi, KOUTO OTrOBapsT 3a 3all0UYBAHETO, YIIPABICHUETO
U OCUTYpsiIBAHETO Ha (HHAHCHPAHETO Ha W3IHMTBAHETO Ha
JICCTBUETO;

»AHQOPMHUpPAHO ChIVIacHe” O3HA4YaBa CBOOOJHO W JIOOPOBOJHO
n3passBaHe OT CTpPaHA HA JIMIE HA JKEIAHMCTO My Jia y4acTBa B
KOHKPETHO H3IIUTBaHE Ha JICHCTBHUETO, Clie]l KaTto € Omio uHpop-
MHUPaHO 332 BCHYKH ACMEKTH Ha M3IMUTBAHETO HA JEHCTBUETO, KOUTO
ca OT 3HAYCHHE 33 PCIICHUCTO HA JIMIETO Jia y4acTBa, a 3a Majo-
JICTHH, HEIBJIHOJETHH WIM HEJCeCIIOCOOHM JMIAa — pa3pelieHune
WIM CBIVIACHE OT TEXHHS 3aKOHHO OIPEACNICH IPEACTABHUTEN 3a
BKJIFOYBAHETO MM B M3IUTBAHETO HA JICHCTBHETO,

»KOMHUCHSI TI0 €THKa™ oO3HauaBa HE3aBUCUM OpraH, CBb3JaJCH B
Ibp)KaBa WIEHKA B CHOTBETCTBHE C TMPABOTO Ha Ta3u AbPIKaBa
WIeHKa M ONPAaBOMOLIEH Ja JaBa CTAHOBMILA 3a IEJIUTE Ha
HACTOSIIIIUSI PETJIAMEHT, KaTO B3eMa MPEABHJ MHEHHUSITa Ha HECIe-
LHAAINCTH, TO-CHENHMATHO MNAUEeHTH WIM OpraHu3alud Ha
MaIUeHTH;

,HEXelaHo chOUTHE O3HauaBa BCSIKO HEOIArOMPHUATHO MeEIH-
LMHCKO SIBJICHHE, HEMOJXOJSIIO pElICHHEe BbB BpB3KAa C
JICYCHHETO Ha MAaIMeHTa, HEOYaKBaHO 3a00JIsIBAHE WM YBPEKIaHE
WM HEXKEJIaHU KJIMHWYHU CHUMIITOMHM, BKJIIOUHMTEIHO OTKJIIOHEHHS B
a00paTOPHUTE pE3yJITaTH, TPU WHAWBUAM, TOTPEOUTENN WU
JPYTH JIMIa, B PAMKHUTE HA W3IUTBAHE HA JICHCTBUETO, HE3AaBUCUMO
OT TOBa JalM ca CBbpP3aHM C W3ACIMETO 3a W3NUTBAaHE Ha
JIECTBHETO;

,,CEPUO3HO HEXKENaHO CHhOMTHE O3HA4YaBa BCSIKO HEKEIAHO
CHLOMTHE, KOETO BOAM [0 HSAKOE OT CIACAHHUTE CHLOUTHS:

a) peuieHue BBB BPB3KAa C JICHCHHUETO Ha MAlMCHTA, BOJACIIO 10
HaCTBIIBAHC Ha CMBPT WKW HEIOCPECACTBCHA JKHUBOTO3acCT-
pamraBaiia cuTyanus 3a JHLETO, IOJIOXKCHO Ha HU3INHUTBAHE,
Wi 10 CMBPTTAa Ha MOTOMCTBOTO Ha JIMIICTO,

0) cMBpT,

B) CCPHO3HO BJIOLIABaHE HA 3PaBETO Ha JIMLETO, HMOJUIOKEHO Ha
M3MUTBAHE, WM Ha PCUUIMCHTa HA W3IMTBAHH OPraHW MM
MaTrepuan OT JOHOPCTBO, B pe3yiTar Ha KOETO HAaCThIIBA
HSIKOC OT CIICIHUTE CHOUTHUSL:

l) JKMBOTO3acTpaliaBamio 3a00JIIBaHE WJIH yBpeIKKAaHE,

il) MOCTOSIHHO YBpEXJaHE Ha TeJeCHa CTPYKTypa HJIM TEJIeCHA
dyHKIMSA,

iii) xocmuranuzauus WiIM yobDKaBaHe Ha XOCIUTAIM3aLMATa Ha
TAIHCHT,
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62)

63)

64)

65)

66)

67)

68)

V) MEOULUHCKAa WIM XUPyprHiecka HHTEPBEHIMS 3a IIpea-
OTBpaTSABaHE Ha >KMBOTO3aCTpAlIaBamlo 3a00NABaHE WITH
yYBpeXJIaHe MM IOCTOSHHO YBPEXKIaHE Ha TeJleCHa
CTPYKTypa WIIH TenecHa (YHKIHS,

V) XpOHHMYHO 3a0oisiBaHe,

r) (eraneH aucrpec, GeraniHa CMbPT WK BpojcHA QHU3HUYECKa MITH
YMCTBEHA HEJOCTATHYHOCT HJIM BPOJAEH Ae(DEKT;

,,HEIOCTaThbK Ha W3JCIMETO" O3HAauaBa BCSKO HECHOTBETCTBHE IO
OTHOIIICHHE Ha WICHTHYHOCTTA, KAUueCTBOTO, TPAWHOCTTA, HAJCHKII-
HOCTTa, O€30IacHOCTTa WJIM JICHCTBUETO HA JAJICHO H3JeIUe 3a
M3MUTBAHE Ha JICHCTBUETO, BKIIOYMTEIHO HEMPABHIIHO (DYHKIIHO-
HUpaHe, TPelKd Mpu ynorpedara WIM HENOCTaThK B IIpenocTa-
BEHATa OT MPOU3BOAUTEIST MH(POPMALIUS;

,»HQJ30p cJen MycKaHe Ha Tas3apa” O3HadyaBa BCHYKU JEWHOCTH,
U3BBPIIBAHUA OT TPOU3BOJMUTEINTE B CHTPYAHHYECTBO C JPYTH
MKOHOMHYECKH OIEPAaTOpH 32 YCTAHOBSBAHETO W aKTyalM3UPAHETO
Ha CHCTEMHa MpoLeaypa 3a aKTUBHO ChOMpaHe W Tperiea Ha
Hanyl'laHl/Iﬂ OIIMT OT M3ACIIHsA, KOUTO TC l'lyCKaT Ha na3apa, l'IpC}l-
OCTaBST Ha TMa3apa WM IyCKaT B JCHCTBHE, C Ie] Ja C€ YCTaHOBU
Jaad € HYXHO He3a0aBHOTO INpHJaraHe Ha EBEHTYyalHU HeoO-
XOJIMMU KOPHUTHpAIIX WM MPEBAHTUBHH JCHCTBHS,

,HaI30p Ha Ma3zapa“ Oo3HauaBa W3BbPLUIEHUTE AECHHOCTH M HpEa-
IpHETHTE MEPKH OT OPraHHTEe Ha MyONIMYHATa BIACT C IEN Ja ce
IIPOBEPU U Jia CE TapaHTUpa, 4e U3JeIHATa CbOTBETCTBAT HA U3HCK-
BaHUATA, ONPEAEICHU OT CHOTBETHOTO 3aKOHOHATENCTBO Ha Chro3a
3a XapMOHM3aIUs, M Ye He MPEACTABIABAT OMACHOCT 3a 3paBeTo,
0e30MacHOCTTa WU 3a APYTU acCleKTH, CBbP3aHU ChC 3alllUTaTa Ha
OOIIECTBEHUSI UHTEPEC;

,A33¢MBaHe" O3HauaBa BCSKA MspKa, MEIIa BPBIIAHETO HA
U3JeNMe, KOeTO Bede € OWIo TPeIOoCTaABeHO Ha  KpalHHs
noTpeouTe;

,,I/I3T€I‘J’I${He“ O3HavaBa BCsdKa MspKa, Hesla MpeaAoTBpaTABaHETO
Ha MO-HATATBIIHOTO NPEAOCTABAHC Ha Ila3apa Ha HU3ACIUE, KOCTO
€ BbBB BEpUIraTa Ha JOCTaBKa,

LAHIUICHT O3HAa4aBa BCSKO HENPAaBWIHO (DYHKIMOHHMPAHE WIH
BJIOLIABAHE HA XapaKTEPUCTHKHUTE WJIM JCHCTBHETO Ha H3JEIuE,
KOETO € TMPedOoCTaBeHO Ha TIa3apa, BKIIOUUTEIHO TpEIlHa
ymorpeba, IbDKalla ce Ha EpProOHOMUYHHTE XapaKTePHCTHKH,
KaKTO U BCSKO HECHOTBETCTBHE B IPEJOCTaBEHATa OT IPOU3BO-
qutenst HHGOpMaIKs M BCSIKa Bpena, KOSTO € CIEeICTBHE OT MEIH-
LMHCKO pELIeHHe, MPEANPHETO WIM HENpeIIpueTo JeiicTBUEe Bb3
OCHOBa Ha MH(OpMAIMs WK pe3ynTar(), noiay4eH(1) ¢ moMouITa
Ha W3JEITUETO;

,»CEPHO3€H MHIMIEHT* 03HauaBa BCEKM WHIUAEHT, KOWTO MpPSIKO
WIM HENpSKO € JIOBEJ, MOXE Jila € JOBeJ WM OW MOrbJ Ja
JIOBEJIC JI0 HSIKOC OT CIICAHUTE CHOUTHS:

a) CMBPT Ha MAIMEHT, MOTPEOUTENl WIH JPYro JIHIIE,

0) BpEMEHHO WM TpalHO CEPUO3HO YBPEXKIaHE Ha 3JpaBOC-
JIOBHOTO CBCTOSHME Ha MALUEHT, MOTPEOMTEN WIM APYro JIHLE,

B) CEpHO3HA 3aIuiaxa 3a OOIIEeCTBEHOTO 3/IPaBe;
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69) ,,cepro3Ha 3amiaxa 3a OOIIECTBEHOTO 37paBe” O3Ha4aBa CHOUTHE,
KOETO OM MOTJIO [a IOBEJE /10 HEIOCPEACTBEH PUCK OT HACTHIIBAHE
Ha CMBPT, CEPHO3HO BIIONIABAHE HA 3][PABOCIOBHOTO CHCTOSIHHE Ha
JIMIETO WIM TEXKKO 3a00isiBaHE, 32 KOETO MOXKE [a CC HAJOKH
He3a0aBHO O3/IPAaBUTENHO JACHCTBHE, M KOETO MOXKE Jia MPHIMHH
3HAYMTEIHA 3a00JICBACMOCT WJIM CMBPTHOCT CPEJ HACEICHHUETO,
WM KOETO MMa HEOOMYacH WIM HEOYaKBaH XapakTep 3a ChOT-
BETHOTO MSICTO M BpPEME;

70) ,,KopurHpaio JaeHCTBHE O3Ha4yaBa JICHCTBUE 3a OTCTpaHsIBaHE Ha
MpUYMHATA 32 MOTEHIHMATHO WM JIEHCTBUTEIIHO HECHOTBETCTBHUE C
M3UCKBAHUSATA WIH JIPyra HEXeJlaHa CHUTYaIlus;

71) ,,kopurupaio JAeHCTBHE BBB BpbB3Ka € 0€30MacHOCTTA™ O3HAuaBa
KOpUTHpAIIO JEWCTBHE, MPEANPUETO OT TPOU3BOAMUTENS II0
TEXHHUYCCKHU WM MCIHULMHCKU C"bO6pa)KeHl/I$l 3a OpeaoTBpaTsABaHC
WITH HaMaJsiBaHE HA PUCKA OT CEPUO3CH MHIIMICHT, CBBP3aH C Mpej-
OCTAaBCHO Ha T1a3apa M3/ICNHC;

72) ,IpenynpexacHue BbB Bpb3ka ¢ 0€30MacHOCTTA™ 03HayaBa ChOO-
LICHUETO, M3MPATCHO OT MPOM3BOJUTENS JI0 TOTPEOUTEIUTE WIIH
KIMEHTUTEe OTHOCHO KOPHUTHpAIIO JIeHCTBHE BBB BPB3Ka ¢ Oe3omac-
HOCTTA,;

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

74) ,,00mm cneunpukanuu” (OC) o3HayaBa HAOOpP OT TEXHUYECKH
WM KIMHAYHE W3UCKBAHWS, PA3IMYHH OT CTAaHIApPT, KOHUTO
JIaBaT BH3MOXKHOCT 32 W3MBJIHCHUE HA MPAaBHHUTE 33 bDKCHUSI BHB
BPB3Ka C W3/CIHE, MPOLEC WIH CHCTEMA.

Pazngen 2

HopmaTtuBen crartyec Ha NPOAYKTHTE U
KOHCYJTAINHUH

Ynen 3

HopmaTuBeH craTtyc Ha NpOAyKTHUTe

1. Ilo HauiexxHO OOOCHOBAHO HCKaHE Ha AbpxaBa uileHKa Komu-
cusTa, clel KOHCYNTalus CbC Cb3JajeHara cbriacHo wieH 103 or
Pernament (EC) 2017/745 KoopauHauuoHHa rpyna 1o MEIULIUHCKUTE
m3nenusi (KCMU), onpenenst 4pe3 akToBe 3a W3IBJIHCHHE Jaild
KOHKPETeH IpOAYKT, KaTeropus WM TIpylna MpOAYKTH Tomaza B
o0xBaTa Ha ONpeleeHusITa 32 ,,MeIUIINHCKO U3/EINe 32 HHBUTPO JHar-
HOCTHKA* WJIN ,,IPUHAUIEKHOCT 32 MEAMLMUHCKO H3JeNIUe 32 WHBUTPO
nuartHocTuka“. Te3u akToBe 3a M3MBJIHEHUE C€ IprUeMaT B ChOTBETCTBUE
C TIpolieAypaTa 1o pasriiexaane, nocouena B wieH 107, maparpad 3 or
HACTOSIIIUS PErJIaMeHT.

2. Kowmmcusara MOXe CBIIO Taka, MO0 cOOCTBEHA MHHUIMATHBA M CIIEN
koHcynTanus ¢ KI'MU, na B3ema upe3 akTOBE 3a M3M'bJIHEHUE PEIICHHUS
M0 BBIPOCHTE, MOCOYeHH B maparpad 1 or Hacrosius wieH. Tesn
aKTOBE 3a M3IIBJIHEHHE Ce€ NPUEMAT B CHOTBETCTBUE C IpOIelypara 1o
pasrnexaane, nocoyena B wieH 107, maparpad 3.

3.  Kowmucusta ocurypsiBa oOMEHa Ha EKCIEPTHH 3HAHUS MEXIY
ObpKAaBUTE WICHKH B 00NacTTa HAa MEIWIUHCKHTE W3JeIHs 32
UHBUTPO JAMArHOCTUKA, MEAULUHCKUTE M3JEIMs, JIEKapCTBEHUTE
NPOJYKTH, YOBELIKMTE TBKAHH MU KJIETKHM, KO3METHYHHUTE IPOIYKTH,
OGuoLuauTe, XpaHUTE U aKo € HeoOXOOUMO — IpPYrH IPOAYKTH, 3a Ja
ompeznens LeNechboOpa3HUsl HOPMATHUBEH CTAaTyC Ha IPOXYKT WIH
KaTeropusi WM Ipyna MpOayKTH.



02017R0746 — BG — 05.05.2017 — 000.003 — 12

4. Ilpum pa3suckBaHMATa OTHOCHO BB3MOKHHMSI HOPMAaTHUBEH CTaTycC
KaTo M3Je/lde Ha HPOJAYKTHTE, BKJIIOYBALIM JIEKAPCTBEHU IPOIYKTH,
YOBEIIKY TBKAHW U KIETKH, OUOLMAM MIM XPAHUTEIHU HPOIYKTH,
Komucusara rapanTupa NOAXOAALIO HHMBO Ha KOHCyITauuu ¢ EBpo-
neiickata arennus no jaekapcrsara (EMA), EBponeiickata areHuus no
xuUMHUKanu ¥ EBponelickus opraH 3a 0€30MacHOCT Ha XPaHUTE, CIIOpeN
ciryyas.

Ynen 4

IenetnyHa wuHpopManmsi, KOHCyJITHpaHe M  HHGOPMHUPaHO
cbriacue

1. JlppxaBHTC YICHKH TrapaHTHPAT, Y€ KOraTO TCHETHYCH TECT Ce
W3M0JI3Ba 32 JIMIA B KOHTEKCTa Ha 3JPaBHO OOCIyXBaHEe, KaKTO €
ompenesieHo B wieH 3, OykBa a) ot Jlupekrusa 2011/24/EC nHa EBpo-
neiickust mapiaameHT W Ha CobBera ('), W 3a MEIUIMHCKHTE HEIHd Ha
JMUArHOCTHKATa, MOJO0OpSIBAHETO HA  JICYCHHETO, MPOTHO3HO U
MPEHATAIIHO M3IHUTBaHe, HAa JIMIETO, MOIOKEHO HA HM3IHMTBAHETO, WITH
KOraTo € MPUJIOKHMMO — Ha HETOBHUs 3aKOHHO OMpENeNieH IMpeicTa-
BHUTEJ, CC MPEAOCTaBsl MOAXOAsIIA HH(POPMAIUS OTHOCHO CBOTBETHO
XapakTepa, 3HaYeHHETO U TMOCIEIUINTE OT TeHETHIHUS TECT.

2. B KxoHTekcTa Ha 3aJb/DKEHMATA, MOCOYEeHM B maparpad 1,
IbPKABUTE YJICHKM TapaHTHpAT, [O-CIELMAJHO, Y€ € Halule
NOAXOJSM JOCTBI OO KOHCYITaUMU B Cilydall Ha U3IO0J3BaHE Ha
TEHETHYHH TECTOBE, KOMTO OCHTYpsSBAT HMH(OpPMAIMSA 3a T€HeTHYHATa
IIPEeIPA3IIOI0KEHOCT KBbM KIMHHYHH CHCTOSHHS H/WIN 3a0O0JsBaHHS,
KOUTO OOMKHOBEHO C€ CUMTAT 3a HEJCUYMMM MHPEABUI CHCTOSHUETO HA
HayKaTa U TEXHOJIOTMUTE.

3. Taparpa¢ 2 He ce mpuiara B CIIy4awTe, B KOHTO JHMarHo3ara Ha
KJIMHUYHOTO CBCTOSHHE W/MAM Ha 3a00NsABaHETO, OT KOHTO € Beue
M3BECTHO, Y€ CTpaja IIOAJIOKEHOTO Ha U3NUTBAHETO JIMLE, €
HOTBBPJEHA OT IEHETHYEH TECT, KAKTO M B CIydauTe, B KOUTO C€
U3II0JI3BA CHI'BTCTBAILO M3JEIIHE.

4. Humo B HACTOAIIMA YJICH HE IPCIATCTBA ObPKABUTE YJIICHKH J1a
npueMat Wuin aAa noaabpikaT MEPKHM Ha HallMOHAJIHO PaBHUIIE, KOHUTO
OCHUTYpPABAT MO-TOJIsIMa 3alliTa Ha MAUCHTUTE, KOUTO Ca IMMO-KOHKPETHHU
Wi CC OTHacAT A0 I/IH(l)OpMI/IpaHOTO ChrjiaCue.

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. UW3pmenmmsita moratr ga ce MycKaT Ha Ta3apa WM Ja Ce IyCKaT B
JeficTBUE CaMO aKO OTroBapsAT Ha W3HCKBAHUATA [0 HACTOSALIMA
periaMeHT, KOorato ca JOCTAaBeHH IO HAUICKHHS pel U ca MPaBHIHO
MOHTHPAHH, TOJUIbPKaHH M H3IOJ3BAHU CHITIACHO 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
3apaBHo obcmyxBane (OB L 88, 4.4.2011 r., ctp. 45).
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2. UzpenusaTa OTroBapsAT Ha NPWIOKHUMHTE KbM TIX 00N
M3UCKBAHUS 3a OE30IIaCHOCT U JICHCTBHE, YCTAHOBCHHU B IpHIIOXKEHHE I,
KaTO CE€ OTUMTa MPEIHA3HAUEHUETO UM.

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

4, I/ISZ[GIII/ISITa, KOUTO CC MPOU3BCKAAT U HM3IIOJI3BAT B JIeucOHU 3aBe-
JACHHUs, C U3KIIIOYCHHUE Ha HU3JCIUATAa 3a MU3IMWTBAHC Ha )J,CﬁCTBPIeTO, ce
CUHHTAaT 3a BCYC ITYCHATHU B HCﬁCTBHC.

5. C M3K/II0YEHHE HA CHOTBETHUTE OOIIM M3MCKBAaHHA 3a 6€30MacHOCT
U AeificTBHE MO MPUIOKeHUe |, N3UCKBAaHMATA MO HACTOSIINSA PErTaMEHT
HE ce IpuiaraT 3a u3fenus, NPOU3BEJEHU U U3IOJI3BaHU CaMoO B
neyeOHM 3aBeAeHus, ycraHoBeHn B Cbro3a, B ciIydal dYe ca
U3IBIHEHH BCHYKH YCIIOBHUS I10-JONY:

a) U3AENUATA HE ca IIPEXBBPJICHU Ha JPYr IPaBeH CYOEKT;

0) mpPOM3BOJACTBOTO M ymoTpebaTa HA H3IENHATa C€ H3BBPIIBAT B
paMKHTE Ha IMOJXOMSALIM CHCTEMH 3a YIIPaBJICHHE HA KayeCTBOTO;

B) nabopaTopusiTa Ha JIe4eOHOTO 3aBEJCHUE OTroBaps Ha craHmapt EN
ISO 15189 wmnm, ako e MPHIOKUMO, Ha HAIIMOHAIHUTE Pa3nopenow,
BKJIFOUYMTEITHO Ha HALMOHAIHUTE paslopen0H OTHOCHO aKpeIuTa-
LUSTa;

r) Je4eOHOTO 3aBefieHHE O0OCHOBaBa B JIOKYMEHTalUsTa CH, 4Ye
ocoOeHuTe MOTPeOHOCTH Ha IielieBaTra Tpyrna MalueHTH HE MOorat
na ObJaT 3aJ0BOJICHM WM HE MOTaT Ja ObJaT 3aJ0BOJICHH IpU
MOJXOSAIIA CTENEH Ha JEHCTBHE OT €KBHUBAJICHTHO H3JEIHE, KOETO
€ TPEeI0oCTaBeHO Ha Ia3apa;

J) J1e4eOHOTO 3aBeJCHHE MPEIOCTaBs IPH IIOMCKBAHE HA CBOS
KOMIIETCHTEH OpraH HWH(OpPMAmus OTHOCHO H3IOJI3BAHETO HA TE3U
M3eNus, KOSATO BKJIIOYBA OOOCHOBKA 32  MPOU3BOJCTBOTO,
MpoMsIHATa U yIHoTpedaTa um;

e) JIC4eOHOTO 3aBCICHUEC U3TOTBA ACKJIapalus, KOATO IpaBU Hy6J'II/I‘IHO
JOCTOSAHUE U KOATO BKJIIOYBA:

i) HaMMEHOBAaHWETO W ajapeca Ha Je4eOHOTO 3aBelIeHHE TPOU3BO-
JIUTEIL;

il) HEOOXOAMMHUTE JaHHH 3a WIACHTHU(GUIUPAHETO HA W3ZCIHITA;

iil) Jekapanus, 4e u3/eIusaTa OTroBapsAT Ha OOIIKTEe U3UCKBAHUS 3a
0e30macHOCT ¥ JICHCTBHE, TMOCOYCHH B MpHIOKEeHHE | KbM
HACTOSIIUS PETJIAMEHT, U KOraTo € MPUIOKUMO — HH(POPMAIUS
32 M3UCKBAHUATA, KOUTO HE Ca CIA3eHU H3LSIO0, C MOTHBUpPaHA
000CHOBKa 3a TOBA;
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’K) 10 OTHOILICHHWE Ha W3AeiHiTa OT Kiac D, B CBOTBETCTBHE C
npaBuiara, ChAbpKamM ce B npuioxenue VI, nedebHOTO
3aBEe/ICHNE W3rOTBS JOKYMEHTAlLlMs, MO3BOJISIBAILA 3all03HABAHETO C
IIPOM3BOJCTBEHUTE  CBOPBKEHHUS,  HPOM3BOJCTBEHHUS  IIPOIIEC,
MPOEKTUPAHETO M JAaHHHUTE 3a JAEHCTBUETO Ha W3JAEIUATA, BKIIO-
YUTEHO MPEHA3HAYCHUETO UM, U KOSATO € JIOCTATh4YHO IMOJIpOOHa,
Taka 4Ye Jla ce JaJe Bb3MOXKHOCT Ha KOMIETEHTHHs OpraH Ja ce
YBEpH, Y€ Ca H3I'BJIHEHM OOUIMTE HM3MCKBAaHUS 3a 0E30IaCHOCT U
JeficTBue N0 NpWIoXKeHWe |  KbM  HAcTOSIIMS — perjiaMeHT.
JIbpkaBuTe WIGHKM MoOrar Ja IpujiaraT Ta3u pasmnopeaba W 3a
u3genuara or kinac A, kinac B uiam kmac C, B CHOTBETCTBHUE C
NpaBWjIaTa, yCTaHOBEHU B mpuioxenue VIII;

3) J1e4eOHOTO 3aBeJCHHE B3eMa BCHYKM HEOOXOAMMH MEpKH, 3a Ja
rapaHTupa, Y€ BCUYKH M3JENUS CE MPOU3BEKIAT B CHOTBETCTBHE C
JIOKyMEHTAIHsATa, [TOCOYeHa B OYKBa X); H

1) J1e4eOHOTO 3aBeJCHUE TNpaBH Iperiiel Ha ONUTa, NPUIOOUT OT
KIIMHUYHATa yrnorpebda Ha M3JeNusATa, U B3eMa BCUYKH HEOOXOAUMH
KOPHUTHpAIIU TEHCTBUSL.

JlppkaBUTe YIEHKM MOTAT Ja M3UCKBAT OT Te3H JeueOHM 3aBeleHUs 1a
MPEJCTAaBAT HAa KOMIIETEHTHHUSI OpraH BCAKAaKBa JOIBIHUTEIHA BaXkKHA
uH(opMaIys 3a W3IEIHs, IPOU3BEACHH M U3IOJ3BAaHU HA TAXHA TEPU-
Topus. JIbpiKaBUTEe 4YJIEHKU 3amasBaT IIPaBOTO CH Ja OIpaHUYaBaT
IPOU3BOJACTBOTO M YyHOTpeOaTa Ha BCEKM KOHKPETEH THII TaKuBa
u3fenus M UMaTr JOCThI C IeJ MHCIEKTHPaHe Ha JEeHHOCTTa Ha
Je4eOHUTE 3aBEACHMUS.

Hacrosmmsr maparpad He ce mpmimara 3a H3AEIHSA, KOHUTO ce
HPOU3BEXAAT B MPOMUIIUIEHH MaIalu.

6. C men ;a ce rapaHTHpa C€JHAKBOTO IPHJIAraHe Ha IpHIOKeHHE |
Komucusita MOXXe [a mpUeMa akTOBE 3a M3IBJIHEHHE, JOKOJIKOTO TOBA €
HEOOXOAMMO 3a paspellaBaHe Ha MPOOJIEMH, CBBP3aHU C PA3IUIHOTO
THJKyBaHE M MPUJIAraHETO Ha MPAaKTHKa. Te3W aKTOBE 3a H3IIBIHCHUE
ce IpHeMaT B ChOTBETCTBHE C MPOIEAypara MO pasriekIaHe, I0CoIeHa
B wieH 107, nmaparpa¢ 3.

Ynen 6

IIpona:x6u ot pascrosiHHe

1. W3penusrta, NpeocTaBsHU Ha (PU3NUECKO WIM IOPUIUUECKO JIULIE,
ycraHoBeHO B ChI03a, Upe3 yCIyrH Ha HH()OPMAOHHOTO OOIIECTBO TI0
cMuchbiaa Ha wieH 1, maparpad 1, Oyksa 0) or HupektuBa (EC)
2015/1535, TpsOBa na OTroBapsAT Ha HM3HCKBAHUATA HA HACTOSIIHS
perjiaMeHT.

2. be3 ma ce 3acsira HaIMOHATHOTO MPaBO, CBBP3AHO C YIPAXKHI-
BaHETO Ha JIeKapckaTa mpodecusi, W3menusTa, KOMTO HE CE IycKaT Ha
masapa, HO ce M3MONI3BAaT CPElly 3aIllallaHe MM Oe3IaTHO B PAMKHTE
Ha TBProBCKAa JCHHOCT 3a TPEIOCTAaBSHE HA JMarHOCTHYHA WIN Tepa-
MEeBTHYHA yCIyra MOCPEACTBOM YCIYyTM Ha HH()OPMAIMOHHOTO
obmecTBo 1O cMuchla Ha uieH 1, maparpagp 1, OykBa 6) or
HupexktuBa (EC) 2015/1535 wmm uype3 Jpyro KOMYHHUKAIMOHHO
CPEICTBO, MPSAKO WM 4UYpe3 IIOCPEHHMIM, HA (U3MUECKO MM
IOPUANYECKO JMLe, ycTaHoBeHO B Cblo3a, TpsiOBa Ja OTroBapsAT Ha
M3UCKBAHUATA HA HACTOSIIHMSA PErIaMeHT.
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3. Ilpu nmouckBaHE OT KOMIETEHTEH OpPraH BCAKO (U3NYECKO HIIH
IOPUINYECKO JIMILE, KOETO MpejJlara M3JeJus B CHOTBETCTBHE C
naparpad 1 WM mpenocTaBst yCIYrH B CHhOTBETCTBHE C maparpad 2,
npezcrass konue ot EC aexnmapanusra 3a cbOTBETCTBHE HA BBIIPOCHOTO
u3jenue.

4. Ot cpoOpakeHHsl 3a ONa3BaHe Ha OOLIECTBEHOTO 3[paBe IbpiKaBa
YlleHKa MOXKE Ja HM3HMCKa OT JOCTABYMK HA YCIYrH Ha HH(OpMAIlH-
OHHOTO OOIIECTBO MO CMHChIA Ha uieH 1, maparpad 1, Oyksa 0) or
HupextuBa (EC) 2015/1535 na npeycTaHoBH CBOsiTa JACHHOCT.

Ynen 7

TBbpaeHust

[Ipu eTukeTHpaHeTO, U3TOTBSHETO HA MHCTPYKIMUTE 3a yroTpeda, mpea-
OCTaBSHETO, ITyCKAHETO B JEHCTBHE M PEKIAMUPAHETO Ha HU3ZICIHS €
3a0paHeHO M3MOJI3BAHETO HAa TEKCTOBE, HAWMEHOBAHUS, TbPrOBCKU
MapKy, M300pakeHus, GUTYypaTHBHU WM IPYTH 3HAIM, KOUTO MOTaT
Ja BbBeAaT B 3a0iyXIeHHWE MOTpeOuTeNns WM [NalMeHTa Mo
OTHOIICHHE Ha IpeJHa3HAuYeHHEeTo, Oe30HmacHOCTTa M AEHCTBHETO Ha
W3JICNINETO, KaTo:

a) IPUITIUCBAT Ha U3ACIHCTO beHKI.[I/II/I u CBOfICTBa, KaKBUTO TO HsAMA,

0) ch3JaBaT HEBSIPHO BIICYATIICHHUE BBB BPB3Ka C JICUCHUETO WIIM JHAr-
HOCTUIIMPAHETO M 3a (PYHKIMH HJIU CBOWCTBA, KAKBUTO M3JIEIUETO
HSIMa;

B) He naBaT wuH(oOpManMs Ha MOTpeOWTeNns WIM NalUeHTa 3a
BB3MOXHHUS PHUCK, CBBP3aH C H3ION3BAHETO HA H3JCIHETO B CHOT-
BETCTBHE C HETOBOTO INpEHA3HAUCHUE;

F) npeuraraT MNpUWIOXKEHUS Ha HU3ACIUETO, KOUTO CC€ pa3jindaBaT OT
IMOCOYCHUTE KaTO 4YaCT OT MNPEAHAZHAYCHHUETO MY, 3a KOETO €
U3BBPIICHO OLCHABAHC Ha CHOTBETCTBUETO.

Ynen 8

H3noa3BaHe HA XapMOHU3HPAHM CTAHJAPTH

1.  3a u3pmenusATa, KOUTO CHOTBETCTBAT HA MPUIOKUMHUTE XapMOHH-
3MpaHd CTaHIAPTH WM CHOTBETHUTE YAacTH OT TE3M CTaHIAPTH,
JNaHHWUTE 3a KOMTO ca myOnukyBaHu B Oguyuanen eéecmuux na Eepo-
netickus Ccvl03, C€ CUUTa, Y€ CHOTBETCTBAT HA W3UCKBAHUATA IO
HACTOSIIIUS PErJaMeHT, OOXBaHATH OT TEe3W CTAaHAApTH WM YacTH OT
TAX.

[TbpBa anuHes ce mpwiara U KbM H3UCKBAHHUATA 338 CHUCTEMUTE WU
MPOIECUTe, KOUTO WKOHOMUYECKHTE OTEPATOPH WM CIIOHCOPHUTE
TpsI0Ba J1a M3IIBJIHSIBAT B CHOTBETCTBHE C HACTOSIIMS PETJIAMEHT, BKIIIO-
YHUTEIHO CBBP3AaHUTE ChC CHCTEMara 3a YNpPaBICHHE Ha Ka4eCTBOTO,
YIpaBIEHHETO Ha pHCKa, CHCTeMaTa 3a Haa30p cilel IyCKaHe Ha
na3apa, MW3IHUTBAHUATA HA JCHCTBHETO, KIMHUYHUTE JOKA3aTeJCTBA
WIN TIPOCJIC/IIBAaHETO Ha JEHCTBHETO ClIe/ MyCKaHe Ha Iasapa.

[TozoBaBaHMsATa B HACTOSAIIMS PErJIaMEHT HA XapMOHU3UPAHU CTaHAApPTH
ce TBJIKYBAaT KaTO II030BaBaHHWsS Ha XapMOHH3WPAaHHTE CTaHIAPTH,
JAHHUTE 32 KOWUTO ca nyOnukyBaHu B O¢uyuanen eecmuux Ha Eepo-
necKus cvios.
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2. TlozoBaBaHusATa B HACTOAIIMS PErJaMEHT Ha XapMOHU3HPaHU
CTAaHJAPTH BKITIOYBAT W MoHOrpaduure Ha EBpomeiickara ¢apmakores,
npuetu B choTBercTBUE ¢ KoHBeHmusra 3a paspaborBanero Ha EBpo-
nieiicka (hapMakories, Ipu YCIOBHE Ue JIAHHHUTE 3a TE3UW MOHOrpaduu ca
ny6nukyBanu B Oguyuanen eéecmnux na Eeponetickus cwio3.

Ynen 9

O0mu cneuuduranuu

1. Koraro He chluecTByBaT XapMOHU3HMpaHH CTaHIAPTU WM CHOT-
BETHHUTE XapMOHW3UPAHW CTAHJAPTH HE ca JOCTAThYHHW WIA KOTaTO €
HEOOXOJIMMO Jia Ce€ pelIaBaT BBIIPOCH Ha OOIIECTBEHOTO 3apaBe, Komu-
cusita, cien koHcynranus ¢ KI'MU, moke mocpeacTBoM axkToBe 3a
u3nbiHeHne aa npuema o6mu cneunpukaiuu (OC) BBB Bpb3Ka ¢
OOIINUTEe M3UCKBAaHUS 32 0OE30MACHOCT WM JICWCTBHE MO HpuiiokeHue I, ¢
TexHHueckata nokymeHtanus no npuioxenus Il u III, ¢ ounenkara Ha
JIEHCTBUETO M MPOCIEIBAHETO Ha JACWCTBUETO CJeN MycKaHe Ha Iasapa
no npuioxenue XIII wim ¢ wu3UCKBaHUATA 3a U3NUTBAHUATA HaA
neiicteuero no mnpuioxenue XIII. Te3u axToBe 3a U3MBIHEHHE Ce
TpueMar B ChOTBETCTBHE C MPOIEAypara 1Mo pasriekaHe, IocoueHa B
uwien 107, maparpad 3.

2. Cuwra ce, ye uzgenusaTa, kouto orropapsat Ha OC mo maparpad 1,
CHOTBETCTBAT HAa M3UCKBAHMATA IO HACTOSIIUS PErJIaMEeHT, 00XBaHATU
ot Te3u OC WM OT CHOTBETHHUTE YACTH OT THX.

3.  TIlpoumsBomurenure cmaspar OC mo maparpad 1, ocBeH Koratro
HAJISKHO MOTaT Jia JOKakaT, 4e ca BB3IPHEH PELICHHUs, OCUTYpsBaIlIN
HUBO Ha 0E30MAaCHOCT U JCUCTBHE, KOETO € Hal-MaJKO PaBHOCTOMHO Ha
toBa ot OC.

Ynen 10

O0mM 3a1b/KeHUs] HA TMPOU3BOAUTETUTE

1. Koraro myckat Ha masapa WM IyCKaT B JACWCTBHE WU3JEIHATA CH,
[IPOM3BOIUTENUTE TapaHTUPAT, Ye Te ca MPOCKTUPAHU M MPOU3BEACHH B
CbOTBCTCTBUEC C M3HCKBaHUATA IO HACTOALIUA PCrIIaMCHT.

2. llpousBoaurenute  Cb3JaBaT, JOKYMEHTHpAT, BbBEKIAT U
TMOAIBPKAT CHCTEMa 3a YIpaBICHHE Ha pHCKA, KAKTO € OMHCAHO B
pasznen 3 ot mpunoxenue I.

3.  IlpomsBomguTenuTe M3BHPIIBAT OICHKA Ha JEHCTBHETO B CHOT-
BETCTBME C M3UCKBaHUsATA IO wieH 56 u npunoxenue XIII, Bimo-
YUTEJIHO NPOCNEAsBaHe Ha JACHCTBUETO ClIeJ IyCKaHEe Ha Iasapa.

4. Tlpow3BomuTeNnTe M3TOTBIT M AKTyalU3UpaT TEXHHYECKATa JIOKY-
MEHTalMsl 3a Te3M u3aeius. TexHudeckaTa JOKYMEHTAIUs Tpﬂ6Ba na
M03BOJISIBA  OLICHSBAHETO HAa CBHOTBETCTBUETO HA H3/ENUETO C M3UCK-
BaHMATA MO HACTOSIIUS pEerjaMeHT. Ta3u TEeXHHYecKa IOKYyMEHTAlus
BKJIIOUBA eNlieMEeHTHTE, npensuaeHu B npuioxenus I u 111

Ha KomucusTa ce mnpenocrassi IpaBOMOIIUETO JAa IpUEMa JEIETHPaHU
aKToBE B CbOTBETCTBUE ¢ wieH 108 3a n3meHenue Ha npuioxenus Il n
Il ¢ ormen Ha TeXHWYECKUS TPOTPEC.
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5. Koraro chOoTBeTCTBHETO € MPUIOKUMUTE MU3UCKBAHUS € JJOKa3aHO
ype3 MpUIOKKMMaTa TMPOLEAypa 3a OICHsSBaHE HAa CHOTBETCTBHUETO,
MPOM3BOJUTEIINTE HAa W3ACIHS, PA3IMYHU OT M3JACIHATA 32 HU3MUTBAHE
Ha jerictBueTo, M3roTBAT EC pmexmapanus 3a ChOTBETCTBHE CBHIIACHO
uwieH 17 ¥ HaHacsAT MapKuUpoBKara 3a cboTBeTcTBHE ,,CE“ 1o unen 18.

6. IlpomsBomgmrenute cma3BaT  3adb/DKEHHATA, CBBP3aHH  CBC
cucremMata 3a UDI mo unen 24, u 3agbKeHUsITa 3a pPerucTpamus,
II0COYEHH B uiieHOBe 26 u 28.

7. IlpomsBomguTenuTe CHXpaHABAT Ha PA3MOJIOKEHHE Ha KOMIET-
SHTHHTE OpraHd TeXHWYecKkara aokyMmeHTauus, EC nekmapanusra 3a
CHOTBETCTBHE M, aKO € MPHIOKUMO, KOIHE OT ChOTBETHHUS CepTH(UKAT,
M3/1a/IeH CHIIAcHO WieH 51, BKIIOYUTETHO BCHUYKH U3MEHEHHUS U JOIBI-
HEHUs, 32 CPOK Hai-manko oT 10 roamHM cjeJ Karo MOCIEIHOTO
uzgenue B obOxBata Ha EC pnexnapanusta 3a ChOTBETCTBHE € OMIIO
IyCHATO Ha masapa.

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

3a ;ma nmaae BB3MOXKHOCT HA YI'BJIHOMOIICHHS CH IPEJCTABUTEN Ja
M3IBIHSBA 3a/la4nTe, ocoueHu B wieH 11, maparpad 3, mpousBoauten
C PErucTpupaHo MSCTO Ha CTONAHCKa JeiHocT u3BbH Chlo3a B3eMa
HEOOXOIUMUTE MEPKH YIBIHOMOLICHHUAT NpEACTaBUTEN Ja HMa Ha
MIOCTOSTHHO PAas3IoJIOKEeHHe Heo0XOoAuMara JOKYMEHTAIHsL.

8. IlpomsBoxuTenure rapaHTHpaT, ye ca BBBEAEHHU MPOLELYPH, Ype3
KOUTO CEPUHHOTO MPOU3BOJCTBO JIa OCTaHE B CHOTBETCTBUE C H3UCK-
BaHMSTA [0 HACTOSIIMS perjamMeHT. [[poMeHHTe B MPOEKTa MM Xapak-
TEPUCTUKUTE Ha TMPOJAYKTa W U3MECHEHHUSATa B XapMOHU3UPAHUTE
crangapti win OC, upe3 1mo3oBaBaHE Ha KOMTO € JCKIApUPAHO CHOT-
BETCTBUETO Ha IPOAYKTa, C€ B3eMaT MPEJBHJ CBOEBPEMEHHO U IO
noxxoxaan] HayuH. Ilpow3BojuTenuTe Ha W3AENUS, pPa3IMYHUA  OT
W3JIeNUATa 32 WM3NHMTBAaHE HA JCWUCTBHETO, Ch37aBaT, JOKYMEHTHpAT,
BBBEXKJAAT, TOIIABPIKAT, AKTyaJH3HpaT W HENPEKbCHATO I10100psBaT
cUcTeMa 3a YIpaBJIeHWE Ha KA4eCTBOTO, KOATO OCUTYpsIBa CbOTBETCTBHE
C HACTOSIIMS PErjaMeHT MO Hal-e()eKTHBEH HAYMH, CHOTBETCTBAI] HA
TUTIA Ha M3JCIMETO U KJlaca Ha HM3JIEIMETO B 3aBUCHMOCT OT pHUCKa.

Cucremara 3a yrpasjieHHE Ha KadecTBOTO OOXBalla BCHYKHM YacTH U
€JIEMEHTH Ha OpPraHM3aLMOHHATa CTPYKTypa Ha OaJeH MPOM3BOIUTEN,
OTroBapsila 3a KauecTBOTO Ha IPOLECUTE, MPOLEAYPUTE U H3CIUATA.
Ts ypexxaa CTpyKTypara, OTTOBOPHOCTHUTE, MPOLEAYPHUTE, NMPOLECUTE U
YIPaBIEHCKUTE pecypcH, HEOOXOMUMH 3a MpHJIaraHe Ha MPUHLUINTE U
JIeHCTBUATa 3a IIOCTMIAaHE Ha CBOTBETCTBUE C pas3nopeaduTre Ha
HACTOSIIIHUS PErJIaMeHT.

Cucremara 3a yIpaBJ€HUE Ha KadeCTBOTO O6XBaHIa Hal-MaJKo
CJICIHUTEC ACIICKTH:

a) crparerusi 3a ChOTBETCTBHE C HOPMATHUBHHUTE W3MCKBAHUS, BKIIO-
YUTETHO CIa3BaHE Ha TMPOIEAYpPUTE 3a OLEHSBaHE Ha CHOT-
BETCTBHETO W NPOLEJYPUTE 3a yNpaBlIeHHE HA MPOMEHUTE Ha U3Je-
nusATa, 0OXBaHATH OT CHCTEMAaTa,

0) ompezaensHEe HA MPUIOKUMHUTE OOLIM M3MCKBAaHUS 3a OE30MaCHOCT U
JIEWCTBUE W TPOyYBaHE Ha BH3MOKHOCTHTE 3a BHBEKIAHE HA TE3W
HM3UCKBAHUS;

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

Jl) YIpaBJeHWE Ha pHUCKa CBIVIACHO TIOCOYEHOTO B paznen 3 or
npuioxkenue [;

€) OLEeHKa Ha [JeHWCTBHETO B CHOTBETCTBHE C WIieH 56 U
npuinoxkenue XIII, BKIIOUNTENHO TpOCHEsIBAHETO Ha JCHCTBHETO
clie/l IyCKaHe Ha ma3apa;

) peanusanus ~ Ha  OPOAYKTHTE,  BKIIOUUTENHO  IUIAHUpaHE,
MIPOCKTHpaHe, pa3paboTBaHe, MPOM3BOJCTBO U OOCITYKBaHE,

3) mpoBepka Ha UDI, ompeaereHd B CbOTBETCTBHE ¢ wWieH 24,
naparpad 3, 3a CHOTBETHHTE H3JCNWsSA, Taka Y€ Ja Ce TapaHTHpa
CHIIIACYBAHOCT WM BAIMAHOCT Ha HWH(MOPMAIMATA, MPEIOCTaBsIHA B
CHOTBETCTBHE C 4jicH 26;

I/I) Cb3J1aBaHC, BBBCKAAHEC U MOAAbPKAHC Ha CHUCTEMaA 3a HaA30p CJIE[
IIyCKaHC Ha I1a3dapa B CbOTBECTCTBUC C YJICH 78,

i) KOMYHHKaIUsi ¢ KOMIIETEHTHUTE OpPTraHM, HOTH(UIMPAHUTE OpPTaHH,
JPYTH MKOHOMHYECKH OIepaToOpH, KIUESHTH W/WIU JPYTU 3auHTepe-
COBaHM CTpPaHH;

K) TpOLECH 3a JOKJIaJBaHE 332 CEPHO3HM HMHIHUICHTH W KOPUTHPAILN
JIeficTBUSL BB BpB3Ka C 0E30IACHOCTTa B KOHTEKCTA Ha IPOCIIEA-
sIBAHETO Ha 0E30I1acCHOCTTA;

JI) yIpaBjeHWE Ha KOPUTHpPALIUTE M IPEBAHTHUBHUTE JCHCTBUSA H
MpOBEpKa Ha TAXHATa €PEKTHBHOCT;

M) TIPOLIECH 3a HAOIIOJCHHE W M3MEPBAaHE Ha PE3YNTATHTE, 33 aHAIM3
Ha AHHUTE U 3@ YCHBBPIICHCTBAHE Ha MPOIYKTHUTE.

9. IlpousBoaurenuTe Ha U3JCAUS BBBEXKIAT M aKTyalu3upar
cucTeMara 3a Ha/30p Cliejl IIyCKaHe Ha raszapa B ChOTBETCTBUE 4iieH 78.

10.  TIpoM3BOAMTENAT rapaHTHpa, Y€ H3JCIHETO € IPHAPYKCHO OT
uHpopManuaTa, mocoyeHa B pazaen 20 ot mpuioxenue I, Ha oduima-
neH(un) e3uk(uu) Ha Cpro3a, ompezaeneH(M) OT Ibp)KaBara 4IEHKA, B
KOSITO HM3/ENUETO Ce MPEeNOCTaBs Ha MOTpeOHTeNs WM Ha HalUeHTa.
EnemenTnTe Ha eTHKeTa TpsOBa Ja OBJAT HEU3IUYUMH, JIECHH 32
YeTeHe U SICHU 3a pa30upaHe 3a LENeBUs MOTPEOUTEN WM MAaIUEHT.

WNudopmanusita, npeacraBsHa cbriacHo paszaen 20 ot mpuioxenune | ¢
nU3JeHATa 32 CaMOTECTBaHE WM TECTBaHE HA MSCTO, € JIECHO
pa3dupaema u ce mpenoctaBs Ha odunuaneH(Hu) e3uk(iu) Ha Chro3a,
ompezneneH(1) OT Jbp)kKaBara WICHKA, B KOATO HM3IEIHETO IOCTUTa IO
HOTPEOUTENs WIN MalUeHTa.

11.  IIpousBoguTenu, KOUTO CUMATAT WIM MMAT OCHOBAaHHE Jla CUMTAT,
4ye JaJeHO H3JeMe, KOeTO ca IyCHAJIM Ha Ia3apa WIM ca IMyCHalId B
JeWCTBHE, HE CHOTBETCTBA HA HACTOSIIMS pErJIaMeHT, He3a0aBHO Ipen-
npuemMar HeoOXOIMMHTE KOPUTHpAllM JeHCTBUS, 3a Ja IpHUBeIar
U3JIeJIMETO B ChOTBETCTBME, Jla 'O M3TEIIAT WIM Ja IO M33€Mar, ako €
HeoOxomumo. Te wHpoOpMHpaT AUCTPUOYTOPHTE HA BBIPOCHOTO
U3JeNMe U, aKo € MPUIOKHUMO, YITBJIHOMOIICHUS TIPEICTaBUTEN U
BHOCUTEJIUTE 110 CHOTBETHHUS HAYWH.
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Koraro wu3nenuero MHpenCTaBiIsABa CEPHO3CH PHUCK, IPOU3BOJUTEIIHTE
nHpOpMHUpaT He3a0aBHO KOMIICTEHTHHTE OpraHd Ha IbPXKaBUTE
YJIEHKH, B KOUTO Ca TNPENOCTABUIIM H3JCIUETO U, aKO € MPUI0KHAMO,
HOTHUIMpPaHHUs OpraH, M3Jal cepTH(UKAT 3a H3AETHETO B CHOT-
BETCTBHE C wieH 51, Mo-crenuaiHo 3a HEChOTBETCTBHETO C H3UCK-
BaHMSTA U 32 BCHYKHU IMPEINPUETH KOPUTHPAILU JICHCTBUS.

12.  IlpousBojgurenure U3MOI3BAT CHUCTEMA 3a perucrpauus u
JIOKJI/IBAHC 3a HWHIMJICHTH M KOPUTHpAIH JICHCTBUS BBB BpB3Ka C
0e30IMacHOCTTa B CHOTBETCTBHE C ujicHOBE 82 u 83.

13.  IIpousBoguTenure, NpU MOMCKBAHE OT KOMIIETCHTEH OpraH, My
MPEIOCTAaBAT Isiata WHPOPMALUS M JTOKYMEHTAIHMs, HeoOXoauma 3a
JIOKa3BaHE Ha CHOTBETCTBHETO HA M3JIENIMETO, Ha OQHUIMAICH €3UK Ha
Crplo3a, ompeneneH OT ChOTBETHATa JAbp)KaBa wieHka. KommeTreHTHHST
OpraH Ha [Ibp)KaBaTa YJIEHKA, KbJETO IMPOU3BOJUTENSAT HMa PEruc-
TPUPAHO MSCTO Ha CTOIMAHCKA JAEHHOCT, MOXE Ja TOUCKa IPOU3BO-
JUTENSAT J1a OCUTYypH Oe3IulaTHO o0pas3ly OT HM3/EIHeTO WIIM, aKO TOBa
HE € OCBIIECTBUMO, Ja MPEAOCTaBH AOCTHI 10 u3aenueto. [Iponssoau-
TEJNTE OKa3BaT CHACHUCTBHE HA KOMIIETEHTHHsI OpraH, IO HETOBO
HCKaHEe, TPU BCAKO KOPUTHPALIO JAEHCTBUE, MPEANPHUETO 3a OTCTpa-
HSBaHE WM aKo TOBAa HE € BB3MOXKHO — 32 OrpaHMYaBaHe Ha
PHUCKOBETE, CBBP3aHU C M3JAEIUSATa, KOUTO T€ ca IyCHAIM Ha Iasapa
WIK B JEUCTBHE.

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

AKO KOMIIETEHTEH OpraH CYMTa WJIH HMa OCHOBaHHE Ja CYHTa, Ye
OTIpe/IeNIeHO HW3JENne € MPUINHWIO BPEIH, TOM YJIeCHsSBa MpemocTa-
BSHETO HAa MOCOYEHATa B MBbPBA ajMHEs MHPOpMANUS U JOKYMEHTAIUS
TPU TIOMCKBAHe OT MAlMeHTa WM MOTPEOUTENs, Ha KOTOTO EBEHTYaIHO
e Ousla MpUYMHEHa Bpela, U aKo € MPUIOKHMO, Ha HETrOBHUs MPABOIPHU-
€MHHMK, Ha 37PaBHOOCUIYPUTEIHOTO MY JPYKECTBO WM APYId TPETH
JMIla, 3acerHaTH OT BpEIWTE, NPHYWHEHH Ha TaleHTa WIH
noTpebutens, 6e3 ga ce 3acsaraT MpaBUJIaTa 3a 3alllUTa HA JAHHUTE H,
OCBEH aKO IThbPBOCTENEHEH OOINECTBEH HWHTEpEC HE Hajara OIoBeC-
TsBaHe, 0e3 TOBa Jia 3acsra 3allMTaTa Ha MpaBaTa BbPXY HHTEICKTY-
ajgHaTa COOCTBEHOCT.

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

14. Korato mNpOM3BOJUTEINTE Ca BB3IOKWIA MPOCKTUPAHETO WU
MPOM3BOJCTBOTO Ha M3JICIMATA HA JPYro FOPHIMYECKO WM (PU3HYECKO
nuie, WHpopMalmaTa 3a CaMOJIMYHOCTTa Ha TOBAa JIMIE € YacT OT
uHpOpMaIUATa, KOATO TpsibBa J1a ce MpEeJCTaBU CHIVIACHO wieH 20,
naparpad 3.

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

Ynen 11

YnbanomouieH npeacraBuTel1

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

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

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

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

a) na ce yBepH, ye EC nexmapanusra 3a CbOTBETCTBUE M TEXHHYECKATA
JOKYMEHTAIIUSI Ca M3TOTBEHH M aKO € MPHJIOKHMMO, 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 CBHOTBETHMS cepTHU(UKAT, M34aJeH CBIVIACHO WieH 51,
BKJIFOYMTEJIHO BCUYKH W3MEHEHHUS U JIONBJIHCHHUS;

B) Ja cma3Ba 3aJb/DKEHUSTA 3a pErucTpamus mo wieH 28 u Ja
opoBepsBa Jalu IPOM3BOAUTENAT € CIAa3Wl 3aJbJDKEHHATa 3a
peructpauus 1no uiaeH 26;

I) B OTFOBOp Ha KMCKAaHE OT KOMIIETEHTEH OpraH Ja My IpeloCTaBs
suata MHGOpMaIMs M TOKyMEHTalus, HeoOXoIuMa 3a JOKa3BaHe
Ha CHOTBETCTBHETO Ha H3IENUETO, HAa oduiuaieH e3uk Ha Chro3a,
oIpezieieH OT ChOTBETHATa AbPXKABa WICHKA,

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

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

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

4. IIpaHOMommMeTo no naparpad 3 OT HACTOSALIMA WICH HE BKIOYBA
JENIeTUPaHeTO Ha 3aIbIDKEHHATa Ha mpousBomutens Mo wied 10,
naparpadu 1, 2, 3, 4, 5,6, 8,9, 10 u 11.

5. bBe3 ma ce 3acsara maparpad 4 OT HACTOSIIMS WICH, B CIIydYaWTe,
KOTaTO MPOM3BOJMTENAT HE € YCTAaHOBEH B Jbp)KaBa 4YJICHKA U HE €
M3IBJIHUI 3a8Jb/DKCHUSTA, NMpeABUACHH B wieH 10, yIBIHOMOIICHHAT
MpPEeICTaBUTENl HOCH IIpaBHa OTIOBOPHOCT 3a Ae(EeKTHUTE H3JeNus Ha
CBIIOTO OCHOBAHUE KAaTO NPOM3BOAUTENS M COMUIAPHO C HETO.

6.  YII'BIHOMOIICH IIPEICTaBHUTEN, KOHTO MpeKpaTsBa IIHIHOMOIINETO
cM Ha ocHoBaHue maparpad 3, Oyksa 3), He3a0aBHO HHGOpMHpA
KOMIICTCHTHHsI OpraH Ha JbpiKaBaTa WICHKA, B KOSTO € yCTAHOBEH, U
aKo € TPHIOKUMO, HOTH(HIMPAHUS OpraH, KOHTO ¢ y4acTBaJl B OLCHS-
BAHETO HA ChOTBETCTBUETO HA M3/ICIMETO, 32 MPEKPATSIBAHETO HA ITBJIHO-
MOIIMETO ¥ 33 NPHYMHHUTE 33 TOBA.

7. Beska mpenpaTka B HACTOSIIMS PErJaMeHT KbM KOMIIETCHTHUS
OpraH Ha Jbp)KaBaTa WIEHKA, B KOSITO IPOU3BOAUTEISAT HUMa peruc-
TPUPAHO MSCTO Ha CTOIIAHCKA JEHHOCT, ce pa3dupa KaTo Npemparka
KbM KOMIIETEHTHUSI OpraH Ha Jbp)KaBaTa WIEHKa, B KOSTO OIpe.-
€JICHUAT OT IPOU3BOJAMTENS YITBIHOMOIIEH IIPEACTaBUTEN Mo maparpad 1
AMa PEerHCTPUPAHO MSCTO HAa CTOMAHCKA JEHHOCT.

Ynen 12

Cvsina Ha YIObJIHOMOIICHUSA NMPEeACTaBUTE

[MonpoOHuTE NpaBmiia 3a CMsIHA HA YITBJIHOMOILEHHS IMPEICTaBUTEIN Ce
OTIPEZICTISAT SICHO B CIIOpPa3yMEHUE MEXIY IPOU3BOIUTENS, KOTAaTo €
BB3MOXHO— JI€HCTBAIllUsl YIBJIHOMOILEH IPEICTaBUTEN, U CIIEBAIINS
YIOBITHOMOIIEH TpeACTaBUTEN. ToBa CIOpasyMeHHE ChIbpKa KIay3u
Hall-MaJIKO 3a:

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

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

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

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

O0mM 3aIbJIZKEHUSI HA BHOCUTEJIUTE

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

2. 3a Jla IyCHAT Ha Masapa HU34CJIn€, BHOCUTCIIUTE MPOBEPABAT JaJIu:

a) Ha W3JENMeTO € HaHeceHa MapkupoBkara ,,CE“ m e m3rorBena EC
JeKjapanusTa My 3a CbOTBETCTBUE;

0) MPOM3BOIUTENAT € UISHTU(PHUIHMPAaH M chIIacHO 4wieH 11 mpousso-
JUTEIIST € ONPEean YIbIHOMOILIEH MPEeACTaBUTEN,

B) M3JIEJIMETO € €TUKETHPAHO B CHOTBETCTBUE C HACTOSILIUS PETJIAMEHT
U € MPUIPYKEHO OT HEOOXOJUMHTE MHCTPYKIHUH 3a yrnoTpeda;

I) aKko € MNpPWIOKHUMO, npousBoxutensT e onpexaenua UDI cvriacHo
ujieH 24.

Koraro BHOCHTEN CuUWTa WJIM WMa OCHOBaHHME Ja CYHTA, Y€ JaJCHO
H3JCJIMC HC CHOTBCTCTBA Ha M3HUCKBAaHHATA HAa HACTOAIIUA PEIIaMEHT,
TOH He MycKa M3/EeJHMeTO Ha Mas3apa, IOKaTo TO He Oblie MPUBEICHO B
CbOTBCTCTBUEC, U I/IHq)OpMI/Ipa TIPOU3BOAUTEIIA U YII'BJIHOMOIICHUSA TTPCI-
craBWTe] Ha mnpou3Boautersi. KoraTto BHOCHTENST CUMTA WA HMa
OCHOBaHME Ja CYUTA, Y€ W3JCIHMETO NPEACTABIISIBA CEPHO3CH PUCK MM
¢ Qammudunupano, Tod wuHPOPMHpPAa M KOMIICTCHTHHS OpraH Ha
JbpKaBaTa WiCHKa, B KOSTO € YCTAHOBEH BHOCHUTEIISIT.

3. BoocurenuTe MOCOYBAT BBPXY H3ACIHETO WM BBPXY HEropara
ONAaKOBKa, WM B JOKYMEHT, NpPUApYXKaBalll H3JEIHUETO, CBOCTO HME,
PETHCTPUPAHO  THPrOBCKO  HAWMECHOBAHME  WIIM  PETUCTpHpaHa
THPrOBCKa MapKa, aapeca Ha PETUCTPUPAHOTO UM MSICTO Ha CTOMAHCKA
JIeHHOCT U aapeca, Ha KOWTO MOKE J1a Ce OCBHIIECTBH BPb3Ka C TAX, Taka
4ye J1a ¢ Bb3MOXKHO JIa C€ YCTAaHOBH MECTOHAXOXKJICHHUETO UM. Te rapaH-
TUPAT, Y€ JOIBJIHUTEIHUTE ETUKETH HE 3aKpuBaT HMHPOpMALUATa Ha
€THKETa, MPEJI0CTaBeHa OT MPOU3BOIUTEIIS.

4.  Buocutenute npoBepsiBaT AANM U3AEIUETO € PETHUCTPUPAHO B
€JeKTPOHHATA CHCTEMa B CBHOTBETCTBHE C wWieH 26. BHocurenute
J00aBAT CBOMTE JaHHU KbM PETUCTpalUsATa B CHOTBETCTBHE C WieH 28.

5. Buocurenure rapaHTupar, 4Y¢€ JOKaTo OTroBapAT 3a JaJACHO
U3JCIIMeC, YCJIOBHATA Ha CBXPAHCHUEC WM TpaHCOOPTUpaHE HE 3acCT-
pamaBaT HETOBOTO CHOTBETCTBUE C 06].[II/ITC HM3MCKBAHUS 3a 0E30MaCHOCT
U JICUCTBUE TI0 MIPUJIOKEHUEC I, H Clia3BaT YCJIOBHsATA, ONPCACICHU OT
TMPOU3BOAUTEIIA, aKO MMa TaKHWBa.

6. BHocuremure noAIBbpPXKAT PErUCTbP HA CUTHAIUTE, HA HECHOT-
BETCTBALIMTE HA WM3MCKBAHMATA M3ACNHA M HAa M33€MBAHUATA M M3TEr-
JISHHATA HAa H3JEJIM M TPENOCTaBAT Ha IPOU3BOIUTENS, YIBIHO-
MOIIEHHSI IPEACTaBUTET M JUCTPUOYTOpPUTE BCsAKakBa HH(pOPMAIUS,
IIOMCKaHa OT TAX, 3a Ja MM JaJaT BBb3MOXKHOCT Ja pasciensaT
CUTHAJIUTE.

7. Koraro BHOCHTEN CUMTa WJIM MMa OCHOBaHHE Jla CUNTA, Y€ AAJCHO
u3zenue, KOeTo € MyCcHajl Ha Ia3apa, He ChOTBETCTBA HAa M3UCKBAHUSITA
Ha HACTOSIIHUS PErJaMeHT, TOM He3a0aBHO MHGOPMHUpA MPOU3BOIUTEIS
W HETOBUS YI'BJIHOMOIIIEH IIpe/cTaBuTeN. BHOCUTENNTE CH CHTPYAHUYAT
C MPOU3BOAUTENS, YIIBIHOMOIIEHUS MPEICTABUTEN HA MIPOU3BOJUTENS U
KOMITETEHTHUTE OpTraHH, 3a Jia TapaHTHpar, 4ye € MpeInpHeTo HeoOXo-
JUMOTO KOPUTHPAIIO ACHCTBHE 3a MPUBEKIAHE HA M3JCIUETO B CHOT-
BETCTBHE, 3a HErOBOTO M3TErJsiHE WM u33eMBaHe. Koraro msnenmero
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IPEJCTaBIsABAa CEPHO3CH PHUCK, Te HHGOPMUpAT HE3a0aBHO KOMIICT-
CHTHHUTE OPraHH HA IBbP)KABUTE WICHKH, B KOHTO Ca IPEAOCTABIIH
U3ENUETO, U aKO € MPUIOKUMO — HOTU(GUIMPAHUS OpraH, H3Jal
cepTH(HUKAT B CHOTBETCTBHE C WiIEH 51 3a BBIPOCHOTO H3JeNHe, KaTo
[IPeNOCTaBsIT HOAPOOHU JaHHU, MO-CIELHUATHO 33 HEChOTBETCTBUETO C
W3UCKBAaHMATA U 33 BCUYKU MPEINPHETH KOPUTHpALU JEHCTBUSL.

8.  BHocutenute, KOMTO ca NOJYYWIH CHUTHAIM WIH JOKIAAd OT
MEAMIMHCKH CHCIUAINUCTH, TTAIUCHTH WU MOTPEOUTETH OTHOCHO IMpe/I-
rojlaraeMy HMHIUJICHTH BBB BpB3Ka C U3JEJHE, KOETO ca IyCHAINW Ha
nasapa, He3a0aBHO Mpernpamiar Ta3d HHGOpMAIUs Ha TPOU3BOIAUTEIS
W HETOBUS YITBJIHOMOILEH IPEJCTaBUTEIL.

9.  3acpoka o wieH 10, maparpad 7 BHOCHTEIUTE ChXPaHSBAT KOIIHE
or EC pexnapanusra 3a CbOTBETCTBHE M, aKO € IPHJIOKUMO — KOIIHE
OT CHOTBETHHS cepTH(UKAT, U3AaAeH ChIIACHO WiIeH 51, BKIIOYUTEITHO
BCHYKH WU3MEHEHUS U JOIbIHEHUS.

10. BHocurenwte cH CHTPYJHUYAT C KOMIIETEHTHHTE OpTaHH, IO
HCKaHe Ha Te3W OpPraHH, BBB BPB3Ka C BCAKO JICHCTBHUE, HPEINPUETO
3a OTCTpaHSABaHE WJIM, aKO He € BB3MOXXHO — 3a OrpaHHuYaBaHe Ha
PHUCKOBETE, CBBP3aHU C M3JEIMATa, KOUTO T€ ca IyCHAJAM Ha Ias3apa.
IIpu mouckBaHE OT KOMIIETEHTEH OpraH Ha JAbp)KaBaTa WICHKa, B
KOSTO BHOCHTEIAT MMa PETHCTPHPAHO MACTO HA CTONAHCKA JEWHOCT,
TOH ocurypsiBa Oe3MIaTHH OOpasLy OT M3JEIHETO WIM aKo TOBa €
HEOCBIIECTBUMO — TPENOCTaBs JOCTBII 10 M3IEIHETO.

Ynen 14

OO0mu 3a1b/KeHHs] HA AHCTPUOyTOpUTE

1. Koraro mpemocraBsaT wu3leNMe Ha Ta3apa, TUCTPUOYTOpHTE
JieficTBaT, B KOHTEKCTAa Ha CBOMTE JCWHOCTH, C JbJDKAMATa Iprka Io
OTHOLICHUE Ha MNPHUIOKHUMHUTEC H3UCKBAHUA.

2. TIlpemm na mpenocTaBAT [aJeHO M3eNUe Ha Tasapa, JUCTPHOY-
TOPUTE IPOBEPABAT Al Ca U3IBIHEHU BCUYKU M3UCKBAHUS I10-IO0JIY:

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

0) u3AeaMeTo ce TpHUApPYXkaBa OT HMH(POPMALHUATA, KOSATO IPOU3BO-
JUTENIAIT TpsOBa Ja TPeoocTaBd B ChOTBEeTCTBHE ¢ wieH 10,

naparpad 10;

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

I) aKo € MPHJIOKUMO, Mpou3BoauTessT e onpeaena UDI.

C 1men a ce U3MBIHAT U3UCKBAHUATA, TOCOYCHH B ITbPBA ajuHes, OYKBU
a), 0) u 1) QUCTpUOYTOPHT MOXKE Ja TpHiara METOJ Ha B3eMaHE Ha
npoOu, KOMTO € MPEJCTABUTENCH 3a W3CNUATA, JOCTABSIHU OT TO3U
JUCTPUOYTOP.

Koraro auctpuOyTopbT CUNTa MM UMa OCHOBAHHE Jla CMATa, Ye JaJeHO
n3zeNe He CHhOTBETCTBA HAa M3MCKBAHUATA HA HACTOSIIWSA DETJIaMEHT,
TOI He TmpefocTaBss W3JENMETO Ha Iasapa, JOKaTo TO He Obje
TPUBENCHO B CHOTBETCTBHE, M MH(OPMHpA MPOU3BOIUTENS U, aKO €
HOPUIOKHUMO, YI'BIHOMOIICHUS IPEJICTABUTE] Ha I[POM3BOAUTEINS,
KakTo W BHocuTend. Korato aumcTpuOyTOphT CcUWTa MIH HMa
OCHOBaHHE Ja CMATA, 9€ M3/CNHETO IPEACTABIABA CEPHO3CH PUCK IIIH
e ¢amuuduypano, Tol uHPOPMHUpPA U KOMIICTEHTHHsS OpraH Ha
IbpKaBaTa WICHKA, B KOATO ¢ YCTaHOBCH.
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3. JuctpuOyTropurte TapaHTHpAT, Y€ JIOKaTo OTTOBAPST 3a M3JIEIHETO,
YCIIOBHATA HA ChXPAHEHUE WM TPAHCIIOPTHPAHE OTroBapsAT Ha YCIO-
BUATA, ONPEJEIIEHN OT MPOU3BOJUTENS.

4. JuctpuOyTOpUTE, KOUTO CUUTAT WJIM MUMAT OCHOBAaHHE Ja CUMTAT,
ye JaZieHo u3feNne, KOeTo ca MPEeoCTaBWIM Ha Mas3apa, He ChOTBETCTBA
Ha WM3UCKBAHUATA HA HACTOSIIMS PErJIAMEHT, He3a0aBHO HH(pOpMHpAT
MIPOU3BOJUTENS U, aKO € MPUIIOKUMO, YI'BIHOMOIIEHUS NPEeACTaBUTEN
Ha TIPOM3BOAMTEINs, KakTo W BHocuTeds. Jluctpubyropure cu
CBTPYIHUYAT C MPOU3BOJAUTENS U, aKO € IPHIOKHMO, C YIIBJIHO-
MOILIEHUS] TPEJCTaBUTEN HA MPOU3BOAUTEINSI, C BHOCUTENSI U C KOMIIET-
S€HTHHUTE OpTaHuW, 3a Ja TapaHTupar, ue € MPEeIANpUeTO HEeoOXOAUMOTO
Kopumpamo LlCﬁCTBI/IC 3a npuBemaaHe Ha M3ICJIHMETO B CHOTBCTCTBUC,
3a HETOBOTO W3TETVIIHE WM H33€MBaHEe, B 3aBUCHUMOCT OT Ciydas.
Koraro muctpuOyTopbT cuumTa WIM MMa OCHOBaHHME Ja CYUTA, 4Ye
M3JICNTUETO TPE/ICTABIIsABA CEPUO3CH PUCK, TOM HH(OpMHUpa He3abaBHO
KOMIIETEHTHUTE OpraHu Ha AbpP’KABUTE YJICHKH, B KOUTO € MPEIOCTaBUI
U3JICITNETO, KAaTO MPEJOCTaBsl MOJAPOOHU JaHHU, MO-CHEIMATHO 32 HECh-
OTBETCTBHETO C W3WCKBAHMATA W 3a BCUYKH MPEANPUETH KOPUTHPAIIN
JICHCTBUSL.

5. JucrpuGyropure, KOUTO ca MOJIYYMIM CUTHAIM WIM JOKJIaTd OT
MEIWIMHCKA CICHUATMCTH, NAlMEHTH WM MOTPEOUTENN OTHOCHO
MOJI03MpPaHM MHLUAEGHTH BBB Bpb3KAa C H3JENIME, KOETO ca Ipef-
OCTaBUIM, He3a0aBHO mpemnpainar HHGOpPMAUATa Ha IPOU3BOJUTEISL
U, aKO € NPHJIOKHMO, Ha YITbJIHOMOILEHHsS IMPEJCTaBUTEN Ha MPOU3BO-
JUTENs], KAKTO ¥ Ha BHOCHUTENA. Te MOAIbpKaT PErUCThp HA CUTHAIINTE,
Ha HEChOTBETCTBALIUTE HA M3MCKBAHUATA U3JENINsA U HA U33€MBaHUATA U
M3TETNISTHUATA Ha W3IeNus, WHOOPMUpPAT TPOU3BOAMUTENS] M, aKO HMa
TAKWBA, YITJIHOMOILEHHS MPEJICTaBUTE] U BHOCHUTENs, 32 TOBa HaOIIO-
JIeHUe, KaTo NPH TOMCKBAaHE MM NPENOCTaBAT BCSIKakBa MH(OpMaIus.

6.  JuctpuOyropure, MO HMCKaHE OT KOMIIETEHTEH OpraH, My Ipej-
OCTaBAT ILisU1aTa MHPOPMAIUS M JOKYMEHTALUs, C KOSTO pasmoyiaraT u
KOATO € HeoO0XoguMa 3a [OKa3BaHE Ha CHOTBETCTBMETO HA JaJIeHO
n3JIeTHe.

JuctpuOyTopuTe ce CUMTAT 33 M3MBIHWIN 33JbJDKEHHETO, IIOCOUYCHO B
II'bpBa AJMHEs, KOraTo MPOU3BOJUTENIAT WIH — KOTaTO € HPUIOKUMO
—yIBIHOMOILCHUAT MNPEACTAaBUTEN 3a CBHOTBETHOTO M3JEIHE, aKO €
MIPUJIOKMMO, TIPEIOCTaBH HeobOxomuMara wnHopmanus. Juctpudy-
TOPUTE CU CHTPYAHUYAT C KOMIIETCHTHHTE OpPraHH, IO TSIXHO MCKaHe,
IpU BCAKO JEWCTBHE, IPEANPHETO 3a OTCTPaHSABAaHE Ha PHUCKOBETE,
CBBbpP3aHU C H3JIENIUATa, KOMTO T€ ca IpelocTaBWid Ha mnasapa. Ilpu
MIOMCKBaHE OT KOMIICTEHTEH OpraH IUCTpUOYTOPHUTE OCHUTYpsBaT
Oe3ruiaTHH 00pa3ly OT H3IEIHETO WM, aKO TOBa € HEOCBHIIECTBHMO,
HPEeOCTaBAT AOCTBII 10 HETO.

Ynen 15

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

1. B pamkuTe Ha OpraHM3allMOHHATA CH CTPYKTypa MPOU3BOIUTEINTE
pasrmosiaraT Hai-Majko C €IHO JIMIIE, OTTOBapsII0 3a ChOTBETCTBHETO C
HOPMATUBHHUTE  W3UCKBaHMSA, KOETO  TPHUTEXKaBa  HEOOXOIUMHTE
eKCIIEPTHH 3HAaHWs B 00JacTTa Ha MEIMIMHCKUTE M3ICIHsS 38 MHBUTPO
quarHoctuka. HeoOxonumuTe eKCriepTHU 3HAHUS CE JI0Ka3BaT 4pe3 eHa
OT CJIeIHUTE KBAIU(UKAIHU:

a) IUIJIOMa, CBUAETEICTBO WM Jpyr YJOCTOBEpsBAIl JOKYMEHT 3a
odummanHa 00pazoBaTeNTHO-KBATU(HUKAIIMOHHA CTETIeH, NPUI00HTA
cJle/l 3aBbpIIBaHE Ha BUCIIe OOpa3oBaHUE WM Kypc Ha oOydeHue,
MPU3HAT KaTO €KBUBAJICHTEH OT CHOTBETHHTE IBP)KaBH WICHKH, IO
MpaBo, MeIUIUHA, (apMmanus, WHKEHEPCTBO HJIM Jpyra ChOTBETHA
HaydyHa IUCLUIJIMHA M IOHE EJHOTOAMIIEH NpOoQeCHOHAJECH OMUT
M0 HOPMATHBHHUTE BBIPOCH WIM MO CHUCTEMHTE 3a YIpaBIICHHE Ha
Ka4yeCcTBOTO IO OTHOIIEHHE HA MEIUIIMHCKUTE W3JCIHs 32 WHBUTPO
JIMAarHOCTHKA;
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6) uetupuroguuIeH MpodecroHaneH OMUT 10 HOPMATUBHUTE BBIPOCU
WITH TI0 CHCTEMHTE 32 yIpaBIICHHE Ha KaueCTBOTO, CBBP3aHH C MEAU-
LIUHCKUTE U3/eNUs 32 UHBUTPO NHArHOCTHKA.

2. OT MaJjKHTe MPEINPHATHI U OT MUKPOIPEANPUSITHUSATA [T0 CMUCHIIA
Ha [Ipenopwka 2003/361/EO na Komucusta (1) He ce u3uCKBa a UMaT B
OpraHM3al[MOHHATA CH CTPYKTYypa JIMIIE, OTrOBapsII0 3a ICHHOCTHTE I10
CHOTBETCTBHETO C HOPMATHBHUTE M3HMCKBAHUS, HO T€ TPSIOBA MOCTOSIHHO
U HEIPEKbCHATO Ja MMAaT HAa CBOC PA3IIOJIOKCHHE TAKOBA JIUIIC.

3. Jluuero, oTroBapsio 32 ChOTBETCTBUETO C HOPMATHUBHUTE M3HCK-
BaHUs, OTrOBaps Hal-MaJKO 3a CIIJHOTO:

a) Ja € TPOBEPCHO CHOTBCTCTBUETO Ha HU3ACIHATA IO IOAXOIAIINSA
Ha4YuH CHOpE€a HU3HCKBAHHUATA Ha CHUCTEMATa 3a YIIPpaBJICHUC Ha
Ka4eCTBOTO, IO KOATO MU3JACIHATA Ca NPOU3BCACHU, NPEIAU 0CBOOOXK-
JaBaHCTO Ha CBHOTBCTHOTO M3CIIHC,

0) TexHmyeckata qokymeHTtanms W EC nexnapanusita 3a CbOTBETCTBHE
Jla ca U3TOTBEHHU U MOJIbPKAHU AKTyaJHU;

B) Ja ca M3IBJIHEHH 3aJb/DKCHMSATa MO Haa3opa cilel IycKaHe Ha
naszapa B cboTBeTcTBHE ¢ wieH 10, maparpad 9;

T) Ja ca W3MBIHEHW 3aIb/UKCHHATa 3a JOKIaJBaHe, IOCOUEHH B
yjeHoBe 82—86;

) IpA  W3JIeNUsl 3a W3MUTBaHUS Ha JEHCTBUETO, MPEIBHICHU 32
yHOTpe6a B HMHTCPBCHUMWOHAJIHU MU3NUTBAHUA Ha KIUMHUYHOTO
JEeWCTBHE WM JAPYTH M3MHUTBAHMS Ha JEHCTBHETO CHC CHITBTCTBALIH
PHUCKOBE 32 yYaCTHUIUTE — Jla € W3JaJieHa JeKapaiusara 1o pasJel
4.1 ot npunoxenne XIV.

4. KoraTo HfKONKO JHMIa CH TOJENAT OTTOBOPHOCTTAa 3a CHOT-
BEeTCTBUETO C HOPMATHBHUTE W3HCKBAHHA B CBOTBETCTBHE C
naparpagu 1, 2 u 3, CbOTBETHHTE MM OOJACTH Ha OTIOBOPHOCT C€
OTpENeNAT MHCMEHO.

5. Jluuero, oTroBapsio 3a ChOTBETCTBUETO C HOPMATUBHHUTE M3HCK-
BaHMs, HE TpsOBa Ja cpella 3aTpyIHEHUs B PaMKUTE Ha OpTaHM3aIM-
OHHATa CTPYKTypa Ha [POU3BOJUTENS BBB BpB3Ka C J10OPOTO
U3IbJIHEHNE Ha 3aJbJDKCHUATA CH, HE3aBUCHUMO JalM € CIIy)KUTeNl Ha
Ta3nW OpraHU3alys.

6.  YIBIHOMOIICHHUTE NPEACTABUTEIM paslojiaraT MOCTOSHHO U
HENPeKbCHATO Hal-MaJIKO C €HO JIUIIE, OTTOBAPSILO 32 ChbOTBETCTBHETO
C HOPMAaTHUBHHMTE W3UCKBaHMSA, KOETO TMPHUTEkKaBa HEOOXOIUMHTE
CKCIIepTHU 3HaHUs B oOjactTa Ha jaedctBamure B Chio3a HOPMATHBHHU
W3UCKBAHMS 32 MEIUIIMHCKUTE M3/CIHs 32 HHBUTPO AMarHoctuka. Heoo-
XOJMMHUTE EKCIICPTHH 3HAHUS CE [0Ka3BaT 4pe3 elHa OT CIEJHUTE
KBaJTM(pUKaLUK:

a) IUIUIOMA, CBHJETEJICTBO WM JPYr YIOCTOBEPSBALL JOKYMEHT 3a
odunuanHa 00pa3oBaTeNHO-KBAMM(UKALMOHHA CTENEH, HIpuaoOuTa
clie]l 3aBbpIIBAHE Ha BHUCIIE 00pa3oBaHHWE WM Kypc Ha oOydeHue,
IPU3HAT KaTO CKBUBAJIEHTCH OT CHOTBETHHUTE JIBPXKABH WICHKH, II0
NpaBo, MEOULHUHA, (apMalys, WHKCHEPCTBO WIH ApPyra ChbOTBETHA
Hayd4Ha JIUCLHUILUIMHA U [IOHE eHOrOMIICH IPO(EeCHOHATICH ONUT IO
HOPMaTHBHHUTE BBIIPOCH WJIM MO CHCTEMHTE 3a YIPaBICHHEC Ha
KaueCTBOTO 110 OTHOIICHHE HA MEIMLMHCKUTE W3JENs 38 UHBUTPO
JIMarHOCTHKA,

(") Tpemopska Ha Kommcusta ot 6 mait 2003 T. OTHOCHO OIpPENEICHHUETO 3a
MHUKpPO-, Manku u cpenanu npeamnpustus (OB L 124, 20.5.2003 r., ctp. 36).
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0) yeTHpPHUroJHIIeH TPOo(eCHOHAIEH ONMUT MO0 HOPMATHBHUTE BBIPOCH
WM 110 CHCTEMUTE 3a YIpaBJeHHE Ha KauyeCTBOTO, CBBP3aHU C MEIH-
UHCKUTE W3CIHs 32 MHBUTPO JTUArHOCTHKA.

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 HIKOS OT
CJIEIHUTE JIEHHOCTH:

a) MpeloCTaBsiHE Ha 1a3apa Ha U3JENIUE ChC CBOETO UME, PETUCTPUPAHO
THPrOBCKO HAWMEHOBAaHME WM pPErUCTpUpaHa TbProBCKa Mapka,
OCBEH B CIydaWTe, KOIraTo JUCTPUOYTOPBT WIM BHOCHUTEIST
CKJIIOYBAT CIIOpa3yMEHUE C MPOU3BOJUTENS, IPU KOETO IPOHU3BO-
JUTENSIT € 0003HaYEeH KAaTO TaKbB BHPXY €THKETa M € OTTOBOpPEH 3a
U3II'BJIHCHUETO HA W3UCKBAHMATA, HAJIATAHW HA MTPOU3BOIUTEIHUTE IO
HACTOSIUS PETJIAMEHT;

0) M3MeHeHHe B NpeIHAa3HAUYCHUETO Ha M3JeNHe, KOSeTO Bede € IyCHATO
Ha ra3apa WIK IyCHAaTO B JACHUCTBHE;

B) IPOMsHA Ha M3/ej]Me, KOETO Beue € IyCHATO Ha Ia3apa MU ITyCHATO
B JICHCTBHE 10 TaKbB HAYMH, Y€ TOBA MOXKE Ja CE€ OTpa3u Ha CHOT-
BETCTBUETO C NMPUIIOKUMUTE U3UCKBAHHUS.

ITepBa anuHest HE ce Mpuiara 3a JIMIATa, KOWUTO, Oe3 Ja ce cuurar 3a
TIPOU3BOAUTEI CHITTACHO OMPEIEICHNETO B WICH 2, ToUKa 23, criodsBar
WM aANTHPAT 32 OTJCICH MAUCHT H3/eNINe, KOSTO Beye ¢ Ha Iasapa,
6e3 ma MPOMEHAT MPEIHA3HAUCHUETO My.

2. 3a menute Ha maparpad 1, OykBa B) cienHHTE AEICTBUS HE ce
CUMTAT 32 NMPOMSHA Ha M3MIENHe, KOETO MOXE Jia Ce OTpa3H Ha ChOT-
BETCTBHETO My C MPWIOKUMUTE HU3HCKBAHHUS:

a) MpPEeJOCTaBSIHETO, BKIIOYHTETHO IIPEBOJ, HAa HH(POPMAIHATA OT
IIPOU3BOJUTEINST ChIIAacHO paszen 20 or mpuiioxenue | BbB Bpb3Ka
C U3Jesue, KOeTO Beue € IyCHATO Ha Ia3apa, U Ha JOIbJIHUTEIHATa
HHpOpMaIMsA, KOATO € HeoOX0JMMa 3a NpEeAnaraHeTo Ha M3ENHeTO
Ha Ta3apa B CHOTBETHATA JbPKaBa UICHKA,

6) IIPOMCHUTE BHB BBHIIHATA OIIAKOBKA Ha M3IACIHUC, KOCTO BCYC €
IMyCHAaTO Ha I1a3apa, BKIOYUTCIHO TIIpOMsAHA Ha pasMepa Ha
OIlaKOBKaTa, ako € HCO6XOZ[I/IMO MpeoIrakoBaHe, 3a Aa CC€ mpejara
H3ICIIMETO Ha TI1a3dapa B CHOTBETHATA Abp)KaBa YJICHKa, M aKo C€
U3BBpLIBA ITPU TaKWBa YCJIIOBUs, Y€ TOBAa HE MOXKC Ja CC OTpa3u Ha
IIbPBOHAYATTHOTO CBCTOSAHUE HaA HU3ACIIUECTO. 3a U3ICIINA, KOUTO ca
IMyCHaTU Ha Inasapa CTEpUJIHH, C€ IpueMa, Y€ IIbpPBOHAYAJIHOTO
CbCTOSAHHUEC Ha HU3ACIUECTO CC IIOBJIMsABA HCﬁJ’IaFOle/IﬂTHO, aKo
OITaKOBKaTa, KOsATO € HeO6XO,I[I/IMa 3a IOAABPXKAaHE HA CTCPUITHOCTTA,
€ OTBOpCHa, YyBpEJAcHa WU He6ﬂaFOHpI/I$ITHO 3acerHata 1o JApyr
Ha4YWH BCJICACTBUC Ha ITPCOITaKOBAHETO.

3. JuctpuOyTrop WM BHOCHTEN, KOWTO W3MBJIHABA HIKOS OT
neiiHoctuTe 1o maparpad 2, OykBu a) W 0), MOCOYBA BBPXY
W3JICNTMETO WIIM, aKO TOBa € HEOCHIIECTBHUMO, BHPXY OINAKOBKaTa MYy,
WM B JOKYMEHT, NMPUAPYKaBall H3IEIHETO, M3BHPIIBAHATA JEHHOCT,
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CBOETO HME, PETHCTPUPAHO THPrOBCKO HAUMEHOBAHWE WM PETHC-
TpUpaHa TBPrOBCKAa MapKa, pPETUCTPUPAHO MAICTO Ha CTONAHCKa
JeHHOCT U ajpeca, Ha KOWTO MOXKE Ja CE OCBILIECTBU BPb3Ka C HETO,
Taka 4e /1a € Bb3MOJKHO Jla C€ YCTAaHOBU MECTOHAXOXJIEHHETO My.

JuctpuOyTopuTe U BHOCUTEINTE OCHTYPSBAT HAIMYUETO Ha CHCTEMa 3a
yIpaBJIeHUE Ha KA4eCTBOTO, KOSTO BKJIIOYBA MPOLEIYpPH, rapaHTHPAIIH,
4e IpeBoAbT Ha HHPOPMANUATA € TOUEH U aKTyalleH, 4e JAEHHOCTHTE MO
naparpad 2, OykBu a) U 0) ce MU3BBPIIBAT IO HAYUH M IIPHU YCIOBHUS,
KOWTO 3ama3BaT I'bPBOHAYATHOTO CHCTOSHAE Ha U3ACIHETO M Ue
OlIAaKOBKaTa Ha IPEONaKOBAHOTO H3JeiHe He ¢ JedeKTHa, HHCKOKa-
YecTBEHa WIH 3aMbpceHa. CHcTeMaTa 3a yIpaBlIeHHE Ha KadeCTBOTO
oOXxBaima, Hapelx C JIpyroro, HPOLEIypH, C KOUTO C€ TapaHThpa, ue
JUCTPUOYTOPBT WIIM BHOCHUTEINSAT € MH(POPMHUpPAH 332 BCAKO KOPUTHPALIO
JeHCTBHE, PEIIPUETO OT MPOU3BOAUTENS BBB BPB3Ka ChC CHOTBETHOTO
W3JeNIie B OTTOBOP Ha NPOoOJIEMH, CBbpP3aHH ¢ 0€30I1acHOCTTa Wi 3a J1a
ce MpHUBEAE U3IEIMETO B CHOTBETCTBHE C HACTOSILIUS PETJIAMEHT.

4.  Haii-manko 28 nHM npeau NpPeAOCTaBsIHE HAa MPEETUKETUPAHOTO
WIH NIPEOaKOBAHOTO M3JENNE Ha Ia3apa JUCTPHOYTOPHUTE WIIH BHOCH-
TEJIUTE, U3BBPIIBAIIM HAKOS OT ACHHOCTHTE 1O maparpad 2, OyKBU a)
0), MHPOPMUPAT MPOU3BOJUTEINST M KOMIIETEHTHUSI OpraH Ha Jbp)KaBara
4JICHKA, B KOSATO BB3HAMEPSBAT Ja NPEJOCTaBAT H3/CIMETO, 3a HaMe-
PEHHETO CH Ja IMPEIOCTaBST MPESTUKETUPAHOTO I IIPEOIIaKOBAHOTO
U3JIeNIMe Ha Ia3apa, KaTo MPH ITOMCKBAHE MM IIPEACTABST 0oOpasel] MM
MakeT Ha MNPEETUKETUPAHOTO WM IPEONAaKOBAHOTO H3AENUE, BKIIO-
YUTETHO TPEBOAM HA €THKeTa W Ha HWHCTPYKUUHTE 3a ymortpeda. B
CBLIMSA CPOK OT 28 1HM AUCTPUOYTOPBHT WM BHOCHUTEIST IPEICTaBs
Ha KOMIIETEHTHHUSI OpraH cepTU(HKaT, W3AaieH OT HOTH(UIHMpaH
OpraH, ONpEJCNICH 3a TUIIA H3J]ETHs, KOMTO ca O0EKT Ha JCHHOCTHTE,
nocoueHn B maparpad 2, OykBu a) u 0), KOWTO YJIOCTOBEpsiBa, ue
CHCTEMaTa 3a YHpaBlIeHHE HAa KauyeCTBOTO Ha IHUCTPUOyTOpa MM
BHOCHTEJISI OTTOBapsi Ha M3MCKBAaHMATA MO maparpad 3.

Unen 17

EC nexiapanusi 3a ¢cbOTBeTCTBHE

1. B EC pexmapammsara 3a CHOTBETCTBHE CE€ IIOCOYBA, Y€ H3HCK-
BaHMATA ITI0 HACTOSALIMS pErJIAMEHT ca M3MbJIHEHHU. [IpowsBomurensr
noctosiHHO aktyanusupa EC nexmapanmsita 3a cpotBetcTBue. EC nekna-
pauusaTa 3a CBOTBETCTBHE ChAbpKa Hall-MaJko HH(pOpManusTa,
nocoueHa B mnpuioxkeHue IV, um ce mpeBexna Ha oduumaneH(HH)
esuk(in) Ha Cbhro3a, W3UCKBaH(M) OT AbpkaBaTta(ure) uieHKa(), B
KOSITO(KOUTO) CE TPEJIOCTaBsl M3JIEIIUETO.

2. Koraro mo OTHOIICHHE Ha acClEeKTH, KOMTO HE ca B oOXBaTa Ha
HACTOSIIIMS PErJIaMeHT, KbM H3JeIMATa Ce IpuiaraTr JAPYrH 3aKOHO-
JatenHu aktoBe Ha Cbro3a, KOUTO cblio u3uckBar EC nexmapauus 3a
CBHOTBETCTBHE OT IPOM3BOJUTENS 3a JIOKa3BaHE Ha M3IBJIHEHUETO Ha
W3UCKBAHMATA TI0 JAJCHUS 3aKOHOJATENICH aKT, C€ M3rOTBSl caMO €Ha
EC npexnapanus 3a CbOTBETCTBME BbB Bpb3Ka C BCHUKHM aKTOBE Ha
Cplo3a, NMpUIOKUMHU KBbM H3IEIHeTo. JlexmapauusaTa Chabpika IsiaTa
uHpopmarys, HeoOXoauMa 3a YCTAHOBSIBAHE HA 3aKOHOAATETHUS aKT
Ha Cpio3a, ¢ KOMTO € CBBbp3aHa CHOTBETHATA JIEKIIApaIs.
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3. Karo wmsrorBs EC pexnapanusra 3a CbOTBETCTBHE, IPOHU3BO-
JUTETAT TMOoeMa OTTOBOPHOCTTA 3a CHOTBETCTBHETO C M3HCKBAHHATA IIO
HACTOSIUS PErJIAaMEHT U BCHYKH OCTAHAIM 3aKOHOJATEIHU aKTOBE Ha
Cplo3a, MPUIOKAMH KBM H3JEIHETO.

4. Ha Kowmwucusra ce mpeaoctaBsi NPaBOMOLIMETO Ja HpHeMa Jielie-
TUpaHd aKTOBE B CHOTBETCTBHE ¢ wieH 108 3a M3MeHeHHe Ha MHHU-
MajgHOTO Cchabpkanue Ha EC pgexmapamusara 3a CHOTBETCTBHE IIO
npunoxenue [V ¢ ornex Ha TeXHUYECKHs IpOrpec.

Ynen 18

MapkupoBka 3a cboTBercTBHE ,,CE*

1. Cuura ce, 4e W3/ENUATA, PA3IMYHU OT M3JENUATA 32 UMUTBAHUS
Ha JEHCTBHETO, Ca B CHOTBETCTBHE C M3MCKBAHUATA Ha HACTOSIIUSA
periiaMeHT, KOraTo BBpPXY TSIX € HAaHECCHa MapKHPOBKaTa 3a ChOT-
BercTBue ,,CE®, onmcana B mpunoxenue V.

2. K»m wmapkupoBkara ,,CE“ ce mnpumarar oOwmmre pUHIKIN,
ompenenenn B wieH 30 ot Permament (EO) Ne 765/2008.

3. MapkupoBkara ,,CE“ ce HaHacs BBpPXy CaMOTO H3JEIHE HIU
HEeroBaTta CTEpUJIHA OINAKOBKAa IO TaKbB HAa4MH, 4Ye Ja ObJie BHIUMA,
YeTirBa M HesannunMma. Koraro TakoBa HaHACSHE HE € BB3MOXKHO HIIH
HE MOXE Ja ObJe TapaHTUPaHO MOpajJd ECTECTBOTO Ha H3IEIHETO,
mapkupoBkara ,,CE“ ce HaHacs BBpXy oOmakoBkaTa. MapKupoBKata
,»CE® e Hann4yHa W B MHCTPYKLUMUTE 3a yNOTpeda U BbPXY ThpProBCKaTa
OIIaKOBKa.

4.  MapkupoBkara ,,CE“ ce HaHacs mpeau H3ICIUETO Aa Oblae
MyCHAaTO Ha maszapa. Ts Moke na Oble cliefiBaHa OT MUKTOrpama WM
HSIKaKbB JPYT 3HAK, YKa3Balll CIICIHAJICH PUCK WK yrnoTpeoda.

5. Koraro e npunoxumo, mapkupoBkara ,,CE®“ e cieaBana ot nuaeH-
TUQUKAIIMOHHUS HOMEpP Ha HOTU(QUIMPAHUS OpraH, OTrOBapsil 3a
MpOIIEypUTe 3a OLIEHSBaHE HA CHOTBETCTBHETO MO wieH 48. WpeHTH-
(DUKAIMOHHHUAT HOMEp ChHIIO CE I0COYBAa BBPXY BCEKH pPEKIAMCH
MaTepuaj, KOMTO yKa3Ba, Ye W3JENMeTO OTroBapsi Ha M3MCKBAHUATA 32
MapkupoBkara ,,CE®.

6. Koraro xpM m3nenusTa ce mpuiarat Apyrd 3aKOHOJATETHU aKTOBE
Ha Chl03a, KOUTO CBHINO MPEABIDKIAT HaHACSHE Ha MapkupoBkara ,,CE®,
MapkupoBkara ,,CE“ yka3Ba, de uzmenuara OTroBapsT M Ha H3HCK-
BaHMATA HA JAPYTUTE 3aKOHOJATETHH aKTOBE.

Ynen 19

HN3nenusi cbe cnenuaIHo NnpeaAHasHAYCHHEe

1. JbpxaBuTe 4WIEHKM HE Cb3AaBaT MPEUKU 3a U3JeNusITa 3a
U3NUTBAHUS Ha JEHCTBHETO, JOCTaBSAHH 3a Ta3W ILeJl Ha J1abopaTopuu
WITH JIPYTH OpTaHH3aIlMH, aKo Te OTTOBAapsT Ha yCIOBUSATA, YCTAHOBEHH
B wieHOBe 57—76 W B aKTOBETE 3a M3IBJIHEHUE, HNPUETH CBITACHO
wieH 77.

2.  Bwbpxy uzgenusra, nmocoueHu B maparpad 1, He ce HaHACS MapKH-
poBkata ,,CE®“, ocBeH Bbpxy msaenusara mno wien 70.

3. Ha TBProBCKU IIaHAWPH, I/ISJ'IO)KGI/I, JACMOHCTpallul WA CXOAHU
MCPONIPUATHA OBPKABUTC WICHKH HC Cb3JAaBaT IPEYKH 3a JACMOH-
CTpalusATa Ha U3ACJIMs, KOUTO HE OTroBapsAT Ha HACTOSAIIHSA PEriIaMEHT,
Ipu yCJIOBHUC Y€ BUIAMUM 3HAK SACHO YyKa3Ba, 4€ TE3U M3IACIHA Ca NpPEa-
HAa3HAYCHU CaMO 3a MPEACTaBsIHEC WK C LCJI JEMOHCTpAlsa U HE MOTraT
Ja c€ MIpeaocCraBAT, NOKATO HE 6’I>I[3.T MNpUBECACHU B CBOTBECTCTBUE C
HaCTOAIIMUA PEriIaMEHT.
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Ynen 20

YacTu ¥ KOMIIOHEHTH

1. Bcesko ¢u3uYecKko WM IOPUIMYECKO JIMIE, KOETO MPEeocTaBsl Ha
masapa apTHKYJ, CIEIHATHO MPeIHAa3HAUCH Ja 3aMEHH WICHTHYHA WITH
CXOJHa Hepas3JelHa 4YacT WIM KOMIIOHEHT Ha M3JelHe, KOUTO ca
nedhekTHM WIM  W3XabeHW, C Ien Ja 3ama3d HWIM  BB3CTaHOBH
(yHKIOUATa HAa M37eIreTo, 0e3 Ja MPOMEHs HErOBHTE XapaKTePUCTHUKH
BBB BPB3Ka C JCHCTBHETO WM 0€30I1aCHOCTTa WJIM HErOBOTO IpEaHa3-
Ha4yeHWEe, TapaHTHUpa, dYe AapTHKYTbT HE OKa3Ba OTPHIATEIHO
Bb3/leiicTBHE BBpXY Oe30macHOCTTa M JelcTBUETO Ha u3jenuero. Ha
pa3monoXKeHne Ha KOMIETEHTHHTE OPraHW Ha JBPJKaBUTE UICHKH Ce
CbXpaHABAT JI0KA3aTeICTBA B IOJKPEIAa HA IOPEIOCOYEHOTO.

2. ApTHKyI, KOMTO € CHenuaaHO MpeIHa3Ha4YeH a 3aMEHU YacT WIIH
KOMIIOHEHT Ha H3JIeJIMe U KONTO IPOMEHs 3HAYMTEIHO XapaKTepHuc-
THUKHTE BBB BpPB3Ka C JCHCTBHETO MM OE30MACHOCTTa HA H3JCIHETO
WIM HEroBOTO TNpeIHa3HAueHHe, Ce CYHMTA 3a HW3/enue U TpsOBa na
OTroBaps Ha M3WCKBAaHHATA, OINPCACICHHU B HACTOAIIUA PETIIAMCHT.

Ynen 21

CB000AHO JBHKEHHE

OcBeH KOrato € NpeIBMAEHO JPYro B HACTOSIIMS PErJIAMEHT,
IbP)KaBUTE WICHKH HE OTKa3BaT, He 3a0paHsBaT M HE OrpaHUyYaBar
MPEJOCTABSIHETO Ha I1a3apa WM IIyCKAaHETO B JEHCTBUE HA TEPUTOPHSATA
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. JluctpuOyTOopuTe M BHOCHTEIHUTE CH CHTPYJHHYAT C MPOHM3BOIM-

TCIUTC WJIW YI'BJIHOMOIICHUTC IMPEACTAaBUTCIIN C IICJI OCUTYPSBAHC Ha
IMOAXOAAIIO HUBO Ha MPOCICAMMOCT Ha H3ACIUATA.

2. VxoHoMuyeckuTe oreparopu TpsOBa Ja Morar Jja I0cCOYaT Ha
KOMIIETCHTHUSI OpraH 3a cpoka mo wieH 10, maparpad 7 cienHoTO:

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

0) BCeKM HMKOHOMUYECKH OMEpaTop, KOWTO MPSKO WM € JOCTaBHUI
U3JeIne;

B) BCSKO JIe4eOHO 3aBEJCHHME MM MEIAMIIMHCKU CIICHHUAIHUCT, HA KOTOTO
MIPSKO Ca TOCTABUIIU H3JIEITHE.
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Ynen 23

HOMeHKJ'IaTypa HA MCAUUUHCKUTEC U3ACTUA

C ornen na ce ynecHu ¢yHKIMOHUpaHeTo Ha EBpornelickaTta 6a3a 1aHHU
3a wmemunuHckute wu3nenus (Eudamed), mocouena B umen 33 or
Pernament (EC) 2017/745, Komucusita rapantupa, 4€ MEXIyHapOJHO
IpU3HAaTa HOMEHKJIATypa Ha MEIWIMHCKUTE H3IEIHs ce INPeIoCTaBs
0e3IUIaTHO HA MPOW3BOJMTENNTE M APYTH (GH3MYCCKH HIH FOPHIHICCKA
JaMLa, OT KOMTO CBIVIACHO HACTOAIIMS PEIJIaMEeHT C€ H3UCKBa Ja
M3MOJI3BAT Ta3dw HOMEHKinaTypa. Komucusta ce CTpeMH CBIIO 1a
rapaHTypa, 4€ Ta3d HOMEHKJATypa € Ha pa3MloJIOKEHHE U Ha JIpYTH
3aMHTEPECOBAaHM CTpaHM O€3IIaTHO, KOrato TOBa € Pa3yMHO
OCBLIECTBUMO.

Ynen 24

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

1. Cucremara 3a yHHKaJgHa WACHTH(UKAIMS Ha wu3aenusaTa (,,CUc-
temara UDI"), onucana B yact B ot npunoxxenue VI, 1aBa Bb3MOXKHOCT
3a WACHTU(QHKALMS W YJCCHSIBA MPOCICAMMOCTTA Ha H3JCIHATA,
pa3IMYHU OT M3JEIMATAa 32 M3NUTBaHMS Ha JIEHCTBHETO, U CE€ ChCTOU
OT CIIEHOTO:

a) cwp3gaBane Ha UDI, koeTo BKiIOYBa:

1) KOHKPETeH 3a CHOTBETHHS NPOM3BOAUTEN H W3JCIHE HACHTH-
¢duxarop Ha uznenuero no cucremara 3a UDI (UDI-DI), xoiito
MpeoCTaBst AOCThI 0 mH(MOpManuaTa mo gactT b oT mpmmoxe-
nue VI;

i) uaeHTU(UKATOP HA MPOU3BOJACTBOTO MO cuctemara 3a UDI (UDI-
PI), koiito maeHTHdUIMpa MpOU3BEAEHATAa €IWHHUIA OT AAJCHO
U3JIeNne M, ako € MPUIOKHUMO, ONAKOBAaHUTE W3JEIHs, ChIIAaCHO
MOCOYEHOTO B yacT B ot mpunoxenue VI;

0) nocraBsue Ha UDI Bbpxy eTukeTa Ha U3ACIHETO WIH BBPXY
HEeroBaTa OIIaKOBKa;

B) cbxpaHeHne Ha UDI 0T HWKOHOMHYECKH OIEpaTopH, JieueOHU
3aBEJICHUS M MEAWIMHCKU CIICHUAIUCTH B CHOTBETCTBHE C YCJIO-
BUSATA, NMPEJIBUICHU ChOTBETHO B maparpadu 8 u 9;

r) Ch3/aBaHe Ha CNEKTPOHHA CHCTEMa 32 YHHMKAaIHA MACHTH(UKALUS Ha
uznenusta (,,0a3a nanau 3a UDI) B choTBeTcTBHE € wieH 28 oT
Pernmament (EC) 2017/745.

2. TlocpenctBoM akToBe 3a m3mbiIHeHHEe KomucusTa ompenens eauH
WU HSKOJIKO CyOeKTa, KOMTO Jla YIpaBIsiBaT CUCTEMa 3a OIpEJeIIsiHE Ha
UDI cbriacHO HacTOSIIUS periaMeHT (,,u3aasaiy cyoekt™). Tozu(resn)
cyOekr(u) TpsOBa 1Oa OTroBapsi(T)Ha BCUUKU IIOCOUEHU MO-JOIY
KPUTEPHUH:

a) CyﬁeKT’bT € OopraHusanus € OpuanvccKa HpaB00y6eKTHOCT;

0) cucremara My 3a omnpenensae Ha UDI e moaxomsimia ¢ orjien Ha
UACHTH(PUKALMATA HA U3JENIUATA TIPH AUCTPUOYIHATA U yrnoTpedaTa
UM B ChOTBETCTBHE C M3MCKBAHUATA 10 HACTOALIMS PErJIaMEHT;

B) cucremara My 3a onpezaensHe Ha UDI orroBapsi Ha ChOTBETHUTE
MEXIYHApOJIHU CTaHIApTH;
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I) CyOCKTBT NPENOCTaBs JIOCTBII JIO CHCTEMara CH 3a ONpeJCisiHe Ha
UDI Ha BCHMYKM 3aMHTEPECOBAHH IIOTPEOHMTENH B CHOTBETCTBHE C
MPEBAPUTEIHO YCTAHOBEHH NPO3PAYHU YCIIOBHS;

1) CyOCKTBHT Ce 3ajJbJDKaBa Jia U3BBPIIBA CICAHOTO:

1) Ja ympasisiBa cucremara cu 3a onpenaensHe Ha UDI 3a nmepuon
oT Hai-mManko 10 roxuHM ciiex Kato € Ol OIpeJielieH;

il) TpW MOMCKBaHE Ja mpenocTtaBs Ha KoMucusiTa ¥ Ha Abp)KaBUTE
YJIeHKH MH(pOpMAaNUs OTHOCHO CHUCTEMAaTa CH 3a ONpeJesisiHe Ha
UDI;

iil) Ja mpoabiDKaBa Ia OTroBaps Ha KPUTEPUHUTE M YCIOBHATA 32
ompeesiHe.

[Ipu ompenensine Ha w3gaBamuTe cyoekTn Komucusita ce ctpemu na
rapantupa, ue Hocutenute Ha UDI mo cmucena na wact B ot
npuinokenne VI ca yHuWBepcamTHO YeTHMH HE3aBUCUMO OT CHCTEMArta,
M3I0JI3BaHa OT M3JaBalusi CyOeKT, Taka 4e Ja Ce CBEAE A0 MHHUMYM
(uHaHCOBaTa W aJMHHUCTPATHBHATA TEXKECT 32 WKOHOMHYCCKHTE
OnepaTropu U JeuyeOHUTE 3aBEICHMS.

3. Ilpemn ma mycHe Ha ma3zapa HW3ZeNHe, Pa3IUYHO OT HU3JEIHE 3a
U3IMTBAHE HA JIEHCTBUETO, MPOM3BOMUTENAT ONpeNelsl 3a U3AENUETO,
M aKo € TPHIOKHMO — 32 BCHYKM CJIEABAIlM HUBA Ha ONAKOBAaHE,
UDI, kosTO € cb3fajeHa IpH Cla3BaHe Ha [IpaBUJIaTa Ha M3JaBallus
cyOekt, onpeneneH or Komucusra B cboTBeTCTBUE ¢ maparpad 2.

Ipenu Ha masapa ma ObJe ITyCHATO M3JEIHE, PA3IHYHO OT H3JENHE 32
U3IUTBaHE HA JEHCTBUETO, MPOU3BOIUTEIIAT rapaHTHpa, 4e [MocodyeHarTa
B yacT b or mpunoxenne V mHbOpMAnuUs 3a CHOTBETHOTO H3ZEIHE €
IpaBUJIHO MOJaJCHA U IpeXBbpiieHa B 0azara naHHU 3a UDI, nocouena
B uleH 25.

4. Hocutenure Ha UDI ce HaHacAT BbpXYy €TMKETa Ha M3JEJIHETO U
Ha BCUYKM ClIe[BAallld HUBA Ha onakoBaHe. CuuTa ce, ye cieIBALIUTE
HUBA Ha ONAKOBAHE HE BKIIIOYBAT TOBAPHUTE KOHTEHHEPH.

5. UDI ce w3momsBa mpW JOKIAABaHE 3a CEPUO3HH HWHIMICHTH W
KOPUTHpAIIH JCUCTBHS BBB Bpb3Ka C OE30IIaCHOCTTA B CHOTBETCTBHE C
uinen 82.

6. bazosust UDI-DI Ha u3genueTo 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 TexHHYecKaTa JOKYMEHTAIUs, II0OCOYEeHa B
npuioxenne 1[I, TPOM3BOAMTENAT TMOJAbPKA aKTyalieH CIHChK Ha
Bcnukn UDI, xouto e ompenenui.

8. MIKOHOMHYECKUTE OMEepaToOpd ChXPAHSABAT M MOJIbPXKAT, 33 MpPej-
rounTaHe 4pe3 eneKTpoHHH cpeactBa, UDI Ha u3menusita, Kouto ca
JOCTaBUJIM WM KOUTO Cca UM OWIM JOCTaBeHH, aKO TEe3W H3JeIHs
criagaTt KbM usjgeinusTa, KaTCropumnTe nin rpynure us3jacius,
ompeJesieHH ¢ Mspka 1o naparpad 11, Oyksa a).
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9  JIppkaBuUTe WIEHKM HachbpuaBaT W MOraT Ja MW3HCKBaT OT
Je4eOHNTE 3aBECHUS a ChXpaHsSBaT U INOJIbPIKAT, 32 MPEANOYHTAHE
ype3 eNleKTpoHHU cpeactBa, UDI Ha u3nenusTa, ¢ KOATO Te ca UM OMIIH
JIOCTaBEHHU.

ll’bp)](aBI/ITC YWICHKHU HacbpyaBaT U MOrar Ja U3UCKBaT OT MCAUIIUHCKUTE
CIEeHAINCTH Jla CBhXpaHsIBaT M MOAIBPXKAT, 3a NPEIINOYUTaHEe dYpe3
enekTpoHHH cpencrtea, UDI Ha wuspenusara, ¢ Koiito Te ca um Owin
JOCTaBEeHU.

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

a) 32 W3MCHEGHHE Ha CIUChKa C HWHPOpMalusITa MO0 YacT b or
npuioxkenue VI ¢ oryiex Ha TEXHUYECKHUs MPOrpec; U

6) 3a M3MCHCHUEC Ha IPUIIOKCHUC VI B 3aBHCHUMOCT OT Pa3sBUTHETO B
MCXKAYHApOACH IUIaH W TEXHUYECKUSA TIPOTrpeC B oOyacTra Ha
YHHUKaJIHaTa I/IZ[eHTI/I(bI/IKaHI/IH Ha HU3JCIMATA.

11.  TlocpenctBom axToBe 3a wu3MbIHeHHEe Kommcusara Moxke aa
ompenens TNOAPOOHWTE TMpaBWjia W TNPOLEAYPHUTE AaCleKTH Ha
cuctemara 3a UDI, 3a na ce rapantupa xapMOHU3UPAHOTO ¥ MpHUIIaraHe,
KaKTO W BBB BPB3Ka CHC CIIETHOTO:

a) OIPEENTHETO Ha U3/ENHATA, KATerOPUUTE WIN TPYNUTE M3JCIus, 3a
KOHMTO Jla ce Mpuiiara 3aJbJDKEHHETO 1o naparpad §;

0) moco4BaHEeTO Ha JaHHUTE, KOWTO Aa Obmat BrimrodeHn B UDI-PI ma
KOHKPETHU H3eNusl WU TPyHH H3JEIHs;

AKTOBeTE 3a M3I'BJIHEHHE, OCOUYEHU B I'bpBa alllHEs, ce MpueMaTr B
CBOTBETCTBHE C MpPOLEAypaTa Mo pasriexaaHe, mocouena B wieH 107,
naparpad 3.

12.  TIlpu npuemaHeTo Ha MepKuUTe, MMocoueHu B maparpad 11,
Komucusra B3emMa HnpeiBU CIEAHOTO:

a) TIOBEPUTENHOCTTa W 3alUTaTa Ha JaHHUTE, KAaKTO € IOCOYEHO
cboTBETHO B wieHoBe 102 u 103;

0) moaxoja, OCHOBAaH Ha PHCKA;

B) HUKOHOMHYCCKaTa e(l)eI(TI/IBHOCT Ha MCPKUTE;

r) commkaBaneto Ha cucremure 3a UDI, paspaborenn Ha Mexnuy-
HApOJHO HUBO;

1) HeoOXOJMMOCTTa OT M30ArBaHE Ha JyONMpaHEeTo B CHCTeMaTa 3a
UDI;

€) HY)XIUTE Ha CHCTEeMHUTE 3a 3/paBeola3BaHe Ha IBbP)KaBUTEC WICHKH U
KBJETO € Bh3MOKHO — CHBMECTUMOCTTA C JIDYT'H CUCTEMH 3a HJICH-
TUUKAIMA HA MEIUIMHCKU W3ICIHsl, KOUTO CE M3IMOJI3BAT OT 3aHH-
TEPECOBAHU CTPAHH.
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Ynen 25

baza nannm 3a UDI

Komucusita, cnen xoncynranus ¢ KI'MU, cp3naBa m ynpasnsBa 0aza
nmanad 32 UDI B choTBeTCTBHME C yCIOBHSATA W TMOJAPOOHHUTE TNpaBHIIA,
npeasuyenu B wieH 28 ot Permament (EC) 2017/745.

Ynen 26

Peruncrpamms Ha u3aeaus

1.  Ilpenm myckaHeTo Ha JaneHO M3AENWE HA Ta3apa MPOU3BOAUTEIIT,
B CHOTBETCTBHE C NpaBWiiaTa Ha M3JaBalMAT CyOeKT 1o wieH 24,
naparpad 2, omnpegens 6azop UDI-DI Ha wu3menueto, KakTo e
ompezeneHo B yacT B or mpunoskenue VI, u ro npenocrass Ha 0azara
nanau 3a UDI 3aeqHo ¢ ocTaHanuTe CBBbpP3aHU C TOBA M3ZENNE OCHOBHH
JIaHHH, TIOcOYeHU B 4YacT b ot mpuinoxenue VI.

2. Tlo orHomeHuWe Ha HW3IENUs, KOMTO IMOJICKAT HA OLCHSABAHE HA
ChOTBETCTBHETO, KAKTO € MOCOUCHO B uiieH 48, maparpadu 3 u 4, uieH
48, maparpad 7, Bropa anuues, wieH 48, maparpad 8 u uwieH 48,
naparpad 9, Bropa anuHes, onpenensHeTo Ha 06a3oB UDI-DI, nocouen
B maparpad | OT HACTOSIIHS YieH, ce MpaBH, MPEAU MPOU3BOIUTEIAT J1a
NoAaze 3asBJICHHUE 3a OLEHSBAaHE 10 HOTU(GHLUPAHUS OPTaH.

3a u3genus o IMbpBa alnuHes HOTU(GULUPAHUAT OpraH 1oco4yBa 0a30BUSL
UDI-DI B ceprudukar, u3aajacH B CbOTBETCTBHE C pa3jen 4, Oyksa a) or
npunoxxenne XII, m norebpxknaBa B Eudamed, uwe wH]popmanusra,
mocoyeHa B 4acT A, pasgen 2.2 ot mpunoxenue VI, e Touna. Cnex
M371aBaHETO Ha CHOTBETHHUS CepTHQUKAT W Tpeau IyCKaHeTo Ha
W3JICNIMETO Ha Tas3apa IPOU3BOAMTEINSAT TPENOCTaBs Ha Oaszata JaHHU
3a UDI 6a3oBusi UDI-DI 3aeqHo ¢ ocraHajguTe CBBP3aHH C TOBa
U3JIeNIe OCHOBHM JaHHH, TIOCOYEHU B 4acT b oT mpunoxenue VI

3. Ilpemu myckaHeTo Ha ma3apa Ha JaJICHO U3JeNUe MPOU3BOIUTEIISAT
BBBEK/A MJIM — KOraTo Beue € BbBeJeHa — MoTBbpxkaaBa B Eudamed
uH(opManusTa, NOCOYeHa B 4acT A, pasmen 2 or mpuiokenune VI, ¢
U3KIIIOYCHHE Ha pasfen 2.2 OT HEro, a Ciejl TOBa PEJOBHO s aKTya-
JM3Upa.

Ynen 27

EjexTponna cucremMa 3a permcrpanuss Ha HKOHOMHYECKHTE
omeparopu

1.  Kowmmucusra, ciex xoncynranus ¢ KI'MU, ce3gaBa u ympasisiBa
€JIEKTPOHHA CHCTEMa 3a Ch3/laBaHe Ha €JUHHUS PErHCTPAllMOHEH HOMED,
mocoueH B wieH 28, maparpad 2, u 3a chOupaHe u oOpaboTka Ha
uHpopMaIHATa, KOITO € HEOOX0AUMa U JOCTAThYHA 33 MICHTH(OUKAIINSI
Ha TPOU3BOAUTEISI M aKO € MPWIOKHMMO — Ha YI'BJIHOMOILCHHUS Ipea-
craButen W BHocuTesds. [loapoOHocTHTe 3a WH(OpMamusTa, KOSITO
MKOHOMHMYECKHTE OIepaTopu TpsiOBa Ja TMpEeNOCTaBsAT Ha Ta3u eJIeK-
TPOHHA CHCTEMa, ca MOCOYeHH B YacT A, pa3zen | ot mpumokenue VI.



02017R0746 — BG — 05.05.2017 — 000.003 — 34

2. JlppxaBuTe 4JIEHKM MOraT Aa HpOABIDKAT Aa HpuiaraT WK Ja
BBBEKIAT COOCTBEHH HAI[OHAIHN Pa3Nopes 0N OTHOCHO PETHCTPAIHATA
Ha JUCTpUOYTOpPUTE HA M3JENMs, KOUTO ca INPEJOCTAaBEHU Ha TAXHA
TEPUTOPHSL.

3. B cpok or nBe cemMuiu OT MyCKaHETO Ha Ia3apa Ha JaJeHo
W3JIeJIe BHOCUTEIIMTE MPOBEPSBAT AU MPOU3BOMUTENAT WIN YIIBIHO-
MOIIEHHAT MPEACTaBUTE] € MPEAOCTAaBHI Ha €JIEeKTPOHHATa CHCTeMa
uHpopmanusaTa no maparpad 1.

Koraro e mpuioxumo, BHOCHUTENUTE HHOOPMUPAT CHOTBETHHS YIIBII-
HOMOILIEH TPEJICTABUTENl WM IPOU3BOJIUTENS, aKO HHPOpPMALUATA IO
naparpad 1 He e BKIIOYEGHA WJIM € HETo4Ha. BHocutenure n00aBsT
CBOWTE JJaHHH B ChOTBeTHara rpada(rpadn).

Ynen 28

Pernﬂpamm Ha MPOU3BOAUTEINTE, YIUbJIHOMOIIICHUTE
npeacraBuTe/Jii 1 BHOCHTEJIUTE

1. Ilpenu myckaHeTO Ha W3JEIME HA Ha3apa NPOU3BOAUTEIUTE, YIIbI-
HOMOIIICHHUTE IPEACTABUTEIN M BHOCUTENHUTE, 32 Ja C€ PErHCTpUpar,
1ojaBaT B CIEKTpOHHAaTa cucrema, mnocodeHa WP C1 B wien 27,
uHpopmarusTa, € mocoueHa B 4act A, paszaen 1 or npunoxenue VI,
aKo Beue He ca Ce PErMCTPUPAIN B CHOTBETCTBHE C HACTOSIIUS YIICH.
Koraro mnpouenypara 3a OLEHsABaHE HAa CHOTBETCTBHETO Hajara
y4YacTHETO Ha HOTU(HLIHUPAH OpraH ChIIAcHO wWieH 48, mHpopManusiTa,
rmocoveHa B yacT A, paszen 1 ot npuioxenue VI, ce nmpenasa Ha ejek-
TPOHHATA CHCTEMa NPEH MOJAaBAHETO Ha 3asBICHHE 10 HOTU(DHIUPAHUS
OpraH.

2. Crnen mpoBepka Ha BBBEICHHUTE NaHHH IO Taparpad 1 xommert-
SHTHHMAT OpraH MojlydyaBa equHeH perucrpauuonHen Homep (EPH) or
€JIEKTPOHHATa CHCTeMa IO wieH 27 U ro M3JaBa Ha IIPOM3BOAUTEIN,
Ha YI'BJIHOMOIIEHHS NPEICTABUTEN MIM HAa BHOCHTEJIS.

3. [IponsBogutensar usnon3Ba EPH npu nmomaBane Ha 3asiBIEHHE 10
HOTU(UIIMPAH OpPraH 3a OIICHSBAaHE Ha CHOTBETCTBHUETO M IPHU JOCTHII
o Eudamed, 3a 1a M30bIHM 3a0BIDKEHHAATA CH 110 4ieH 26.

4. B cpok OT emHa ceaMHIla Cled BCSKAa €BEHTyallHA MPOMSHA BHB
Bpb3Ka ¢ nHpopmanusara 1o naparpad 1 oT HACTOALIMSA WICH HKOHOMH-
YECKUAT ONEepaTop akTyadu3upa NaHHUTE B €JIEKTPOHHATa CHCTEMa,
rnocodeHa B wieH 27.

5. He mo-kbCHO OT €/IHa TOJMHA CIIEJ TTOJIaBaHeTO Ha MH(MOpMAIHsATA
chrilacHO maparpad 1, a cien ToBa Ha BCEKH JIBE TOJUHHU, WKOHOMH-
YECKHMAT OIEpaTop MOTBBPIK/IaBa TOUHOCTTa Ha JaHHUTE. AKO TOBa He
ObJic HAIIPaBEHO B PaMKUTE Ha LIECT Mecela Cliej]l U3TUYAaHETO Ha Te3U
CPOKOBE, BCSKa JAbpKaBa 4WIEHKAa MOXeE Jla B3eMe IMOIXOAALIM KOpH-
rUpalid  MEpPKH Ha CBOS TEpUTOPHS, JIOKATO HKOHOMHMYECKHAT
OIlepaTop HE M3IIBJIHHU TOBA 3aJbIIKCHUE.

6. bes ma ce 3acsira OTTOBOPHOCTTa Ha MKOHOMHYECKHsS OIEpaTop 3a
JTaHHUTE, KOMIIETEHTHUAT OpraH IpoBepsiBa IOTBBPACHUTE JaHHH,
rmocoueHu B yacT A, pasznen 1 ot mpuioxenue VI

7.  JlaHHUWTe, BBBEICHH B MIOCOYCHATA B WiEH 27 CJIEKTPOHHA CHCTEMa
chbrilacHO maparpad 1 OT HACTOSAIIMS 4WIEH, ca AOCTHIHM 3a OOIIeCT-
BEHOCTTA.
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8. KoMneTeHTHHAT opran Moke Ja M3I0JI3Ba JaHHUTE, 32 J1a HaJIOXKU
Takca Ha TPOW3BOJAUTENS, YITBIHOMOIIEHUS TPEICTaBUTENl WU
BHOCHUTENS chryiacHo wieH 104.

Ynen 29

Pe3lome BBB Bpb3Kka ¢ 0e30MaCHOCTTA M JIeliCTBHETO

1. 3a usjgeinuaTra OT Kiiac C u xiac D, pas3iniyHu OT U3JACIHA 3a
U3IIUTBAHUA Ha Z[eI\/‘ICTBI/IeTO, TIPOU3BOAUTEIIAT H3IOTBA PE3IOMC BbHB
Bpb3Ka C 0e301macHOCTTa U JICCTBHUETO.

Pe3roMeTo BBB BpB3Ka ¢ OE30MaCHOCTTA U JCHCTBHETO CE ChCTAaBs Taka,
4e Ja € SCHO 3a IIeJeBHs IOTPeOUTeNl M ako ¢ LelechoOpasHo — 3a
MaIMeHTa, U € JIOCTBITHO 3a obuiecTBeHocTTa upe3 Eudamed.

[IpoexThT Ha pe3rOMETO BBHB Bpb3Ka C OE30MACHOCTTA M JCHCTBUETO €
4acT OT JOKyMEHTAlMsATa, KOSTO TpsOBa Ja ce NpeIcTaBd Ha HOTH(U-
LUpPaHUs OpraH, Y4acTBalll B OIICHSBAHETO HAa ChOTBETCTBUETO CHITIACHO
e 48, u ce Bamumupa or cbimsg opradH. Crep BaluUPaHETO MY,
HOTH(UIHUPaHUIAT opraH BbBexaa pestomero B Eudamed. ITpowmsso-
JUTEISIT TOCOYBA BBPXY C€THKETa WM B HHCTPYKLHMHUTE 3a ymnoTpeda
KbJIe MOXe Ja Oblle HaMEPEHO PE3IOMETO.

2. Pes3iomero BBB Bpb3Ka € 0€30MACHOCTTA W JCHCTBHUETO BKIIHOYBA
Ha-MaJKO CIICTHUTE €JICMEHTH:

a) uIeHTH(UKAIMATA HA W3JCIHETO W Ha IPOU3BOJIUTENS, BKIIFO-
gutenHo 0a3zoBus UDI-DI u, ako Beue e uzmaneH, EPH;

0) mpexHA3HAYEHHETO HA W3AENUETO, NOKA3aHUs, MPOTUBOMOKA3AHUS U
LIEJIEBU MTOTPEOUTENH;

B) ONHCAaHWE HA M3MIENHETO, BKIIOYHTEIHO ITOCOYBAHE HA IIPEIXOJHO-
TO(UTE) MOKOJCHUE(S1) UM BapUaHTH, aKO MMa TaKuBa, U OIHUCAHHE
Ha pa3IHYHATa, KaKTO M, KOTaTO € OTHOCHMO, OITFCaHUe Ha MPHHAJI-
JIEKHOCTUTE 3a M3[EIHETO, IPYrH M3[elIHs U IPOAYKTU, KOUTO ca
TpeTHa3sHAYeHN 3a M3IM0I3BaHe B KOMOMHANUS C M3MENHETO;

r) MOCOYBAaHE Ha BCHUYKH TPHIOKECHH XapMOHHM3UPAaHH CTaHIApTH MU
OG;

) pe3loMeTo Ha  JOKJIaga 3a OLEHKa Ha  JEHCTBUETO IO
npuioxenue XIII u choTBeTHATa MHPOPMAIHS 332 MPOCIECAIBAHETO
Ha JICWCTBUETO Clie/l IyCKaHe Ha Iasapa;

e) METPOJIOrNYHAaTa MPOCICAUMOCT Ha OIIPCACICHUTE CTOﬁHOCTH;

K) TpeIOKEHUs] TPpoPua U o0yueHHe 3a MOTPEOUTENUTE;

3) uH(poOpMalMs 3a OCTATHYHUTE PUCKOBE W BCSKAKBU HEXKEJIaHU
TIOCJIC/ICTBHS, IPEAYNPESKACHHS U MPEANa3HH MEPKH.
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3.  Upes axroBe 3a wusnbiHeHue KomucusaTa Moke na ompenesst
dopmata W TpENCTaBIHETO Ha JaHHHWTE, KOUTO Jia ce BKJIOYAaT B
pe3loMeTo BBB Bpb3Ka ¢ 0e30macHOCTTa M JeicTBHeTo. Te3n akTose 3a
M3IIBIIHEHNE Ce TpHeMaT B CHOTBETCTBHE C IpOIEAypaTra MO KOHCYI-
THpaHe, NpeaBuacHa B wieH 107, maparpad 2.

Ynen 30

EBponeiicka 0a3a J1aHHU 32 MeIMIUHCKUTE H3/IeTUsI

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

2. Eudamed BkiIOYBa cleIHHUTE €IEKTPOHHHU CHUCTEMU:
a) CJCKTPOHHATa CHCTEMa 3a PErHCTpallusl Ha M3JCIHATa Mo 4ieH 26;
0) ©Oazara manuu 3a UDI mo unen 25;

B) CICKTPOHHATAa CHCTEMa 3a PETHCTPANMsA Ha HWKOHOMHYECKHTE
onepaTopu Ho uieH 27;

I') CJICKTPOHHATA CHUCTeMa 3a HOTH(UIMpAHUTE OPraHd M 3a CepTU(H-
KaTUTE IO 4ieH 52;

Jl) CIIEKTPOHHATa CHUCTeMa 3a M3MUTBaHMUATA Ha JICHCTBHETO IO
yjaeH 69;

€) eJIeKTPOHHATA CHCTEMa 3a IPOCIIe/sIBaHe M HAJ30p Clie]| IyCKaHe Ha
naszapa 1o uieH 87,

’K) CJICKTPOHHATa 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 ONpeAeNu OpraH
3a OIICHSIBAaHE HA CHOTBETCTBHUETO KaTO HOTH(UIMpPAH OpraH WM KOSTO
€ ompeaennia HOTU(GUIMPAH OpraH, 3a Ja M3BBpLIBA NEHHOCTUTE IO
OLICHSBaHE Ha CBOTBETCTBUETO CBIVIACHO HACTOSIINS pErJIaMeHT,
nocoyBa opraH (,,0praH, OTroBapsll 3a HOTH(GHUIUPAHUTE OpPraHu‘),
KOMTO MOXE Ja ce ChCTOM OT OTHENHH CYOeKTH CBITACHO HAIHO-
HAJIHOTO IPaBO M OTroBaps 3a yCTAHOBSBAaHE W M3BBPIIBAHE HA HEOO-
XOANMMTE TPOLEIYPH 3a OLEHSABaHE, ONpeAeIsIHe M HOTHU(HUIUpPAHEe Ha
OpraHuTe 3a OICHSIBAHE Ha CHOTBETCTBHETO M 3a HAONIOJCHUE HAa HOTH-
q)I/ILII/IpaHI/ITC OpraHv, BKJIIOYHUTCIHO TNMOAU3I'BIHUTCIUTE U MOJACIICHUATA
Ha TE3U OpTaHH.

2. Opranbr, OTroBapsu] 3a HOTU(UIMPAHUTE OpPraHH, CE Ch3/aBa,
opranusupa ¥ (GyHKIMOHUpA MO TaKbB HAuyMH, Y€ Ja 3ama3Ba 0OEKTHB-
HOCTTAa W OE3NMPHCTPACTHOCTTA MNpH JEHHOCTUTE CH M Ja u30srBa
KakbBTO W Jla € KOH(JIMKT Ha WHTEPECH C OPraHMTe 3a OIICHSBaHE Ha
CBHOTBETCTBHUETO.
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3. OprausT, OTroBapAIl 32 HOTU(GUIMPAHUTE OPraHH, € OPraHU3UpPaAH
10 TaKbB HAYMH, Y€ BCAKO PEIICHME BBbB BPB3Ka C ONPEICIITHETO MM
HOTU(UIMPAHETO Jla Ce B3eMa OT JIMIA, PA3iUYHU OT TE3M, KOMTO ca
U3BLPUIMIM OLEHABAHETO.

4. OprasbT, OTroBapdll 3a HOTH(QUUIMpPAHUTE OPraHH, HE M3BBPIIBA
JEWHOCTH, OCBILIECTBSIBAHU OT HOTH(OUIMPAHUTE OpPraHH C THPrOBCKa
LeJT WM Ha KOHKYPEHTHa OCHOBA.

5. Oprawbr, OTroBapsil 3a HOTH(UIMpPAHWTE OpTaHH, CHOJIO/IaBa
TIOBCPUTEIHUTE AacHeKTH Ha WH(OpMamusTa, KOSATO IIOMydaBa. Toif
obaue oOMeHs uH(oOpMaLys 3a HOTUGHULUUPAHUTE OPraHU C IPYTHTE
IObpKaBH wieHKH, Komucusita ¥ KOrato € HEOOXOOUMO — C JpYyrH
peryJiaTOpHH OpraHu.

6.  OpraubT, OTroBapsll 3a HOTU(HUIUPAHWUTE OpraHu, pasmojara C
JIOCTaTh4eH Ha OpOoW KOMIIETEHTEH IIEPCOHAN, KOWTO € BHHArW Ha
pa3roioKeHne 3a W3MbIHECHHE Ha 3aJauuTe CH.

Koraro opransT, OTroBapsil 3a HOTH(GUIMPAHUTE OPraHH, € Pa3IndeH
OT HALMOHAJIHHUS KOMIIETEHTEH OpraH 3a MEAMLUHCKHTE H3JeNus 3a
UHBUTPO JAMAarHOCTUKAa, TOW TapaHTHpa, Y€ C HalUOHAJIHHUS OpraH,
OTroBapsAl] 3a MEAMLMHCKUTE W3JIeNUs 3a WHBUTPO JMArHOCTHKA, Ce
U3BBPUIBAT KOHCYITALUH 10 ChOTBETHUTE BBIIPOCH.

7.  JlppkaBUTE WICHKH ONOBECTSABAT o0ma WH(OpMAaLus 3a CBOHTE
MEpPKH, KOUTO YPEKAAT OLEHSIBAHETO, ONPEACISIHETO U HOTU(UIIH-
paHeTO Ha OpraHHUTe 32 OLCHSBAHE HA CHOTBETCTBHETO M 3a HAOJIIOJCHUE
Ha HOTH(OUIMPaHUTE OPraHH, KaKTO M 32 IPOMEHHUTE, KOHTO OKa3Bat
CBIIECTBEHO BB3/JCHCTBUE BBHPXY H3IIBIHCHUETO HA TE3W 3a7ayM.

8. OprausT, OTroBapsl 3a HOTH(HIMPAHHTE OPraHW, ydacTBa B
JIEMHOCTUTE MO MapTHbOPCKUTE MPOBEPKH, MPEIBUICHU B WieH 44.

Ynen 32

W3uckBanus, cBbp3aHu ¢ HOTH(GHIUPAHUTE OPraHU

1. Hortuduiupanure oOpraHd H3MBJIHABAT 33Ja4lTe, 3a KOUTO Cca
OnpesieieHd B CHOTBETCTBUE C HACTOSIIUS perjiaMeHT. Te oTroBapsT
Ha OpraHW3allMOHHUTE ¥ OOIIMTE M3MCKBAHWS W Ha H3UCKBAHUATA 32
yIpaBJIeHHE Ha KayeCTBOTO, 3a PECYPCUTE W IPOLIECUTE, HEOOXOIUMHU
32 W3MBJIHCHHUETO Ha Te3W 3a7adyu. [lo-CleIMaIHO, HOTH(QHUIIMPAHUTE
OpraHM CIa3BaT M3MCKBaHUATa Ha npuioxkenue VIIL

3a na ObJAT M3MBIHCHH HW3UCKBAHUATA, TMOCOYCHH B IIbpBa AallMHEs,
HOTU(QUIMPAHUTE OpTraHU paslojiaraT C IIOCTOSIHHA HAJIMYHOCT Ha
JIOCTAThYCH aJIMUHUCTPATUBECH, TEXHUYCCKUA M HAYUYCH MEPCOHAN B CHOT-
BercTBUEe ¢ paszgen 3.1.1 or npunoxenue VII u mepcoHan c¢bC CHOT-
BETHUS KJIMHWYEH ONHT B CHOTBETCTBHE ¢ paszmen 3.2.4 ot
npunoxenne VII, koraro € 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 CIY)KHUTEIM Ha HOTU(QHUIUPAHUS OpraH W HE MOXKE Ja
BKJIFOYBA BBHIIHHM E€KCIEPTH WM TOAW3IBIHUTENN.
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2. Horudunupanure opraHu CbXpaHsABaT Ha Ppa3MOJIOKEHUE HA
OpraHa, OTroBapsIl 3a HOTH(HIMPAHUTE OpPTaHM, W TPH IIONCKBaHE
My MpPeAoCTaBsT LsulaTa HEOOXOAUMA JOKyMEHTAllMsl, BKJIIOUMTEIIHO
JOKyMEHTallUATa Ha IPOU3BOJAMTENS, 3a Jla OCUTYpSAT Ha TO3M OpraH
BB3MOJKHOCTTA J1a M3BBPIIBA JEHHOCTHTE CH IO OLICHABaHE, OIpEl-
ensiHe, HoTH(UIMpaHe, HAOMIOEHWE M HAA30p M Ja YIECHAT OIEH:-
BaHETO, ONKCAHO B HACTOsLIATa IJaBa.

3. C uen na ce rapaHTupa €JHAKBOTO MpUJIaraHe Ha HM3HCKBAHUSATA,
ycranoBeHu B npuiioxkenue VII, Komucusara Moxke Ja mpuema akTtoBe 3a
U3IBJIHEHUE, JOKOJIKOTO TOBa € HEoOXOIUMMO 3a paspelllaBaHe Ha
BBIIPOCH, CBBP3aHW C pPa3IMYHOTO TBHIKYBaHE M MPWIATAaHETO Ha
npakTuka. Te3n akToBE 3a M3IBJIHEHHE C€ NPHEMaT B ChOTBETCTBUE 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 OILICHSABAHETO HA CHOTBETCTBMETO, HA IIOAW3IBIHUTENN
WM M3M0J3Ba IHOJEICHHE 3a KOHKPETHH 3alayd, CBBP3aHU C OLEHS-
BAaHCTO Ha CBHOTBETCTBHETO, TOM NpoBEpsiBa Jajid NOAUBIIBIHUTCIIAT
WM NOAETICHUETO OTroBaps Ha NPHIOKUMUTE HM3UCKBAHUS, IIOCOUCHU
B npunoxenue VII, u undopmMupa CbOTBETHO OpraHa, OTIOBapsll 3a
HOTU(UIMPAHUTE OPTaHH.

2. HOTI/I(I)I/IIII/IpaHI/ITC OpraHd Imoe€mar IIbJIHATa OTIOBOPHOCT 3a
3aJa4UTC, M3NBbJIHABAHM OT TAXHO HME OT I[NOAU3IBIHUTCIIN WA
TIOACIICHUA.

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

4.  JleWiHOCTUTE 1O OLCHSIBaHE Ha CHOTBETCTBHETO MOTaT 1a ObIar
Bb3JIaraHW Ha TMOAU3I'BIHUTCIN WA U3NBJIHABAHU OT IMOACJIICHUC, NPU
yCJIOBHE Ye (PU3HYCCKOTO WIIM FOPUAMUYCCKOTO JIHIE, KOETO € IMOJIAio
3asBJICHHE 32 OLICHSABAHE HAa CHOTBETCTBHETO, ¢ OMJIO CHOTBETHO MH(OP-
MHPAHO.

5.  Hotudunupanure opraHu ChbXpaHsSBAT Ha PpasMOJOXKECHHE Ha
opraHa, OTrOBapsll 3a HOTU(GHULIUPAHUTE OPraHH, BCUYKU CHOTBETHH
JMOKYMEHTH OTHOCHO TPOBEpKaTa Ha KBATU(QHKAIMATA HA MOAM3ITBI-
HUTENSl WIM TMOAETEHHETO U OTHOCHO padoTaTa, M3BBPIICHA OT TSIX
CBIVIACHO HACTOSILIUS PErJIaMeHT.

Ynen 34

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

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

2. B 3asgBneHHETO Ce MOCOYBAT JIEMHOCTUTE IO OIICHSIBAaHE Ha CHOT-
BETCTBUETO, KAKTO Ca OINpPEJIEIIEHH B HACTOSIINS PErJaMeHT, U THIIOBETE
W3JIeNHs, 32 KOUTO OpPraHbT MCKa Jia ObJIe ONpE/CNCH, 3a¢HO C JOKY-
MEHTAIlUs, JI0oKa3Ballla cra3BaHeTo Ha mnpuioxkenue VII.

[lo orTHOUIEHHME Ha OpPraHU3AIMOHHUTE W OOLIUTE HM3MCKBAHUS U Ha
W3MCKBAaHUATA 32 YIPABICHHETO HA KadyecTBOTO, OIpPEJEIICHH B
paszaenu 1 u 2 ot npunoxenue VII, Moxe na ce mpencTaBsaT BaJIHJICH
cepTU(UKAT 32 aKpeIUTalMs U CHOTBETHMAT JOKJIAJ 33 OLEHKA, IPHET
OT HalOHAJICH OpraH IO aKpeAWTalusATa B ChOTBETCTBUE C Periament
(EO) Ne 765/2008, xato Te ce B3eMmar MNpEABUI IPU OLCHIBAHETO,
mocovyeHa B wieH 35. [lpu momckBaHe obOade 3asBUTENAT NPEIOCTABS
LsUlaTa IIOCOYEHA B IIbpBA allMHEs JOKYMEHTalus, 3a Jla JOKa)e Cras-
BAHETO HAa TE3W M3UCKBAHMUS.
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3. HoTtuduumpanusaT opraH akTyajusupa HocodeHara B maparpad 2
JIOKyMEHTAIUsl TIPU HACTBIIBAHE HA CHOTBETHHUTE IMPOMEHH, 3a Ja Ce
Jlajie Bb3MOXKHOCT Ha OpraHa, OTroBapsll 3a HOTU(HLIHUPAHUTE OPraHH,
na HaONroJlaBa W Ja TPOBEpsiBa Jalld Ce HW3IBIHIBAT HEMPEKBCHATO
BCHUYKM W3UCKBAaHHA 1O npuioxenue VII.

Ynen 35

Oue]-mBaHe Ha 3asiBJICHUETO

1. Opranbrt, oTroBapsl 3a HOTH(GHUIUpPAHUTE OpraHH, MPOBEPsSBa B
cpok oT 30 mHM manu 3asBJICHHUETO MO ujeH 34 € MBJIHO M H3MCKBa OT
3asBUTENS JIa MPEJCTaBH €BEHTYalHO JuIicBama uHpopmarmsi. Korato
3asBJIEHUETO € I'BJIHO, TO3M HAIMOHAJIEH OpraH ro usmpama Ha Komu-
cHATa.

OpraubT, OTroBapsil 3a HOTU(QUIMPAHUTE OPraHM, Nperyiexia 3asB-
JIEHUETO M IPHUJpY’KaBallaTa JOKYMEHTalHs B CbOTBETCTBUE ChC COOCT-
BEHUTE CU NPOUEAYPH M U3rOTBA IPEABAPUTENIEH JOKJIAJ OT OLECHS-
BaHETO.

2. OpradeT, OTroBapsil 3a HOTHOHUUPAHHTE OPraHH, MPEICTaBS
MpeABapuTeIHUs JOKJIAJ OT OleHsBaHeTo Ha Kowmwmcusra, KOATO
He3abaBHO ro mnpenaBa Ha KITMU.

3. B cpok or 14 nHu OT mpeicTaBsiHETO, IOCOYEHO B maparpad 2 oT
Hactosus uneH, Komwucusra, 3aegno ¢ KI'MU, ompenenst rpyma 3a
CBbBMECTHO OLIEHSIBaHE, CbCTaBEHAa OT TpPUMa EKCIIEPTH, OCBEH aKo
KOHKPETHHUTE OOCTOSTENICTBA HE W3UCKBAT pa3iInueH Opoil excrepTH,
n30paHu OT crnuchka 1Mo wieH 36. EAuH OT Te3W eKcrepTd € mpei-
craBuren Ha KomucusaTa M KoopauHupa OeHHOCTUTE Ha rpymnara 3a
CBBMECTHO OIEHsABaHe. J[pyrmTe aBama EKCIIEpTH ca OT AbP)KaBU
YIEHKH, Pa3IM4HU OT AbpXKaBaTa WICHKA, B KOATO € YCTAHOBEH
OpraHbT 3a OLEHSABAHE HA CHOTBETCTBHETO, KOWTO € MOJA 3asIBICHUETO.

I'pynarta 3a CBbBMECTHO OIICHSBAaHE C€ CHCTOM OT KOMIICTCHTHH
eKCIICPTH, KOMIICTCHTHH Ja OICHSBAT NCHHOCTHTE MO OICHSIBAaHE Ha
CHOTBETCTBHETO M THUIOBETE M3JCIHs, KOHTO Ca MpPEAMET Ha 3asBie-
HHETO, WK — OCOOCHO KOraTo Mpoleaypara IO OLCHSIBAaHE € Hpe.-
mpuera B ChOTBeTCTBHE ¢ wieH 43, maparpad 3 — ocurypssa
BB3MOXKHOCT Ja C€ HalpaBH TMpaBUIHA TPEHEHKa Ha KOHKPETHHUS
pobIIeM.

4. B cpok ot 90 nHu crex ompenensHEeTO Ha rpyraTta 3a ChbBMECTHO
OLICHSIBAHE TSI pas3Iiiexaa JOKYMEHTAlMATa, NpPEICTaBeHa CbhC 3asiB-
JIEHUETO chriacHo wieH 34. I'pymara 3a CbBMECTHO OLIEHSIBAHE MOXKE
Jla TIpeJoCTaBH oOpaTHa MHGOPMAIMs WIA Ja TOWUCKA Pa3siCHEHHE OT
oprasa, OTroBapsill 3a HOTU(PHUIHUPAHUTE OPraHU, OTHOCHO 3asiBICHUETO
U IUIAaHUPAHOTO OLCHSBAHE HA MCTO.

OprausT, OTroBapsill 32 HOTUGHULIUPAHUTE OPraHu, 3aeHO C TpymaTa 3a
CBbBMECTHO OLICHSBAHE, IUIAHUPA M U3BBPILIBA OLICHSABAHE HA MACTO HA
OpraHa 3a OIGHsBaHE Ha ChOTBETCTBHMETO, KOHTO € Mojan 3asBICHHETO,
U aKko ¢ IenechoOpa3Ho, Ha MOACNCHHE WIH MOAM3IBIHUTEI,
pasnonoxed B Cbi03a MM U3BBH HEro, KOMTO Ie yyacTBa B Npolieca
Ha OLICHABAHE HA CHOTBETCTBHETO.

OueHsBaHETO Ha MACTO Ha IMOJAAIMs 3asBJIICHHE OpraH ce PbKOBOJHM OT
opraHa, OTrOBapsll 3a HOTH(MHULIUPAHUTE OPraHu.
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5. KoHncraranum OTHOCHO HecHa3BaHe OT CTpaHa Ha OpraHa 3a
OLICHSIBaHE Ha CHOTBETCTBHETO, KOMTO € 1Mojaji 3asiBICHUETO, HA M3UCK-
BaHusATa Mo npuioxkenue VII ce u3maraT mo BpeMe Ha mpoleca Ha
OLICHSABAHE M C€ OOCHKIAT MEXIy OpraHa, OTroBapsm] 3a HOTH(UIHN-
paHHUTE OpraHM, U IrpylaTa 3a CbBMECTHO OLIEHSIBAHE, 3a J1a CE IOCTUTHE
KOHCEHCYC M Ja C€ HaMepu pelIeHHE B Cilydyall Ha pasiuuaBallyd ce
CTaHOBHMIIA 10 OTHOILEHHE HA OIICHSBAHETO HA 3asBJICHUETO.

B Kpasd Ha OLCHABAHETO Ha MACTO OPraHbT, OTrOBapsll 3a HOTI/I(I)I/IHI/I-
paHUTE OpraHu, M3roTBA 3a OpraHa 3a OLCHJABAHC Ha CBOTBCTCTBUETO,
KOHWTO € rnoaaji 3asiBJICHUCTO, CIIMCbK HAa HCCHOTBECTCTBUATA, YCTAHOBCHU
B pE3yJiTaT Ha OLCHABAHCTO, U PE3IOMUPpaA pe3yjiTaTa OT OLICHABAHCTO Ha
I'pynarta 3a CbBMECTHO OILICHABAHC.

Opl"aH'I)T 3a OLCHABAHE HAa CHOTBCTCTBHETO, KOWTO € rojan 3asBJICHUC,
npeacraBs B OINPCEACJICH CPOK Ha HallMOHAJIHUA OpraH IJIaH 3a KOpHU-
TUpay U IMPEBaHTUBHU ,I[eﬁCTBPISI C OeJI OTCTpaHsIBaHEC HAa HECCHOTBETCT-
BHsATA.

6. B cpox or 30 gHM cien NPUKIIIOYBAHE HAa OLEHSIBAHETO HA MSCTO
rpymara 3a ChBMECTHO OILCHSBAaHE JOKyMCHTHPAa BCHYKH OCTaHAIH
pa3nMyaBalid Cce CTAaHOBHWINA IO OTHOUICHHE Ha OICHSBAHETO W TH
U3Mpaiia Ha OpraHa, OTrOBApPSII 3a HOTH(HUIIMPAHUTE OPraHu.

7. Crmex xaTo TOJyYyd IUIaH 32 KOPUTHpAIld M TPEBAHTUBHU
JICHCTBUSL OT TOJANHsS 3asiBIICHHE OPraH, OpraHbT, OTrOBapsIl 3a HOTH-
(unmpaHuTe OpraHW, MpeleHsBa Jajdd € HaMEepeHO MOJIXOJSII0
pellieHHEe 32 HEChOTBETCTBUATA, YCTAHOBCHHU TI0 BPEME Ha OIICHSBAHETO.
B mnana ce mocouBa OCHOBHaTa NpHYMHA 3a YCTAHOBEHHUTE HECHOT-
BETCTBUS M C€ JiaBa rpauK 3a W3MBIHCHUETO Ha BKJIFOUCHHTE B HETO
JICHCTBUSL.

Cren karo mpueMe IUIaHa 32 KOPUTHPAIId W MPEBAHTHBHU JCHCTBUS,
OpraHbT, OTIOBapsL] 32 HOTH(UIMPAHUTE OPraHM, M3Mpalla TO3M IUIaH
7 CBOETO CTAaHOBHWINE IO HEr0 Ha Tpylara 3a ChbBMECTHO OIICHSIBAHE.
I'pynata 3a CBBMECTHO OICHSBaHE MOJXKE Ja M3MCKa OT Opraua,
OTroBapsill 3a HOTU(QHIMPAHUTE OPraHd, JOMBIHUTEIHU MOSCHEHUS U
U3MCHCHUS.

OpraubT, OTroBapsil 3a HOTUGHULUUPAHWTE OPraHU, HM3TOTBSI OKOHYA-
TEJHUA CU JOKJIAJ OT OLEHABAHETO, KOMTO ChIbpIKa:

— PE3YITATUTEC OT OLCHABAHCTO,

— MOTBBPXKJCHUE, Ue KOPUTHpAILWTE M INPEBAHTHBHUTE ACUCTBHA ca
pasrienaHu IO TOAXOJAIl HAa4WH U, TPH HEOOXOJMMOCT, ca
HW30BIHCHU,

— BCHUYKHM OCTaHAJIM pasjixudyaBalim C€ CTaHOBUIIA C TIpyIrara 3a
CbBMECTHO OIICHABAHE W KOraTto € IPHIIOXHUMO,

— mpenopbuaHusi 00XBaT Ha NEHHOCTHUTE.

8. OprasT, OTroBapsIl 3a HOTU(QUINPAHUTE OPTaHHU, MPeJaBa OKOH-
YyaTeNHUsl CU JOKIaJ OT OLEHSABAHETO M aKO € IPHIOXKUMO, IIPOEKTa Ha
akta 3a omnpenensHe Ha Komwucusara, KIMU u rpynara 3a cbBMECTHO
OLICHsABAHE.
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9. I'pymara 3a cbBMECTHO OleHsBaHE mpenacTaBs Ha Komucusra
OKOHYATEJIHO CTAHOBMIIE OTHOCHO JOKJaJa OT OLIEHSBAaHETO, M3TOTBEH
OT oOpraHa, OTroBapsll 3a HOTH(QUIUpAHUTE OpraHd, M axKo e
MPUJIOKUMO — OTHOCHO IPOEKTa Ha akTa 3a ompeaensHe, n0 21 aau
OT TI0JIy4aBaHETO Ha Te3M JIOKyMeHTH, a Komucusara HezabaBHO npenasa
okoHuaTenHoto cranoBuine Ha KI'MU. B cpok ot 42 gum ot moiy-
yaBaHE Ha CTAHOBMILETO Ha Ipylara 3a cbBMecTHO oneHsBaHe KI'MU
u3u3a C Ipenopbka IO IMPOEKTa Ha akTa 3a OHpejelsHe, KOSTO
OpraHbT, OTTOBapsll 3a HOTU(QHIMPAHUTE OpraHU, HAUISKHO B3eMa
NpPEJBHJI C OTJIE/l Ha PEIICHUETO CH 3a OIpe/elisiHe Ha HOTU(QHUIMUPAHUS
OpraH.

10.  Upes axToBe 3a m3nmbiHeHne Kommucusra Moxe a mprueMa MepKd
¢ HNOAPOOHU IpaBUiIa 3a OIpPEAENIsIHE Ha NPOLEAypUTe U JOKIaguTe 3a
3aABICHHETO 32 ONPEEIITHE 0 WieH 34 U OIEHSIBAaHETO Ha 3asBICHHETO
110 HACTOSIIMs wWieH. Te3d akToBe 3a U3IBIHEHHE CE€ IIPUEMAaT B ChOT-
BETCTBUE C IMpolle[ypara IO pasriexjgaHe, nocoueHa B wieH 107,
naparpad 3.

Ynen 36

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

1. JIppxaBurte wieHKd u KoMuCHsITa MOCOYBAT EKCIIEPTH, KBATU(H-
[UpaHK 32 OICHABAHE HAa OPraHUTE 3a OLCHSIBAHE Ha ChOTBETCTBHUETO B
o0iacTTa Ha MEAMIMHCKHUTE HM3/EIHs 32 WHBUTPO JMATHOCTHKA, KOUTO
Jla yJacTBaT B JICHHOCTUTE, ITOCOYEHH B wieHoBe 35 u 44.

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

Ynen 37

E3ukoBH HM3HCKBaHHUA

Benuku  OKyMEHTH, HM3UCKBaHM cCbrilacHO wieHoBe 34 u 35, ce
ChCTaBAT Ha €3WK(IM), KOHTO(KOWTO) ce ompeaessi(T) OT ChOTBETHATa
JIbpKaBa WICHKA.

[Ipu mpunaraHero Ha IbpBa alMHEs IbPKABUTE WICHKH pa3IiIeKaar
BB3NPHEMAHETO M H3IIOJ3BAHETO Ha 00MIOpa30dHpaeM e3WK B obyacTTa
Ha MeJMIMHATA 3a []aTa ChOTBETHA JOKYMEHTAIMs WM 3a 4YacT OT
Hesl.

Komucusita mnpenoctaBs NpeBoAd Ha JOKYMEHTAlUATa CbIJACHO
yigeHoBe 34 u 35 wiaM Ha yacTH OT Hes Ha OQHUUATICH €3UK Ha
Cplo3a, KOHTO ca HEOOXOOWMH, 3a Ia MOXE JOKyMCHTAIlHATa 1a €
JecHO pazbupaeMa 3a IpynaTa 3a ChbBMECTHO OLIGHSIBaHE, OIpe/esieHa
B CHOTBETCTBUE C WieH 35, maparpad 3.

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

OLICHSIBAaHE HA CHOTBETCTBUETO, 32 KOMTO € IMPUKIIOYMIO OLCHSIBAHETO
1Mo wieH 35 ¥ KOWTO OTroBapsAT HAa M3UCKBaHUATA TOo mpuioxenne VI
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2. JlppxaBure wieHKH yBenoMsBaT Komwucusta U ocraHamuTe
ObpXKaBH YIGHKH 3a OpPTaHMTE 3a OICHABAHE HA CHOTBETCTBHETO,
KOUTO Ca OMNPEJEIIIIM, KaTO U3I10J3BaT eJIEKTPOHHATA CUCTEMA 38 HOTU-
(dunupane B paMKUTe Ha 0a3ara JaHHM Ha HOTH()HUIUpPAHUTE OpraHu,
pa3paboreHa u ynpasisBaHa oT Komucusara (NANDO).

3. B HoTuwuKamnmsra siCHO Ce M0COYBa, KaTO CE M3IMOJ3BAT KOJIOBETE,
nocoueHu B maparpa¢ 13 or Hacrosmus wieH, OOXBaTbT Ha
JEeHHOCTHTE, KaTo ce yKa3BaT JAECHHOCTHUTE 10 OLEHABAHE Ha CHOTBETCT-
BUETO, OIPEAEIECHU B HACTOALIUS PErNIAMEHT, M THUIIOBETE M3IEIus,
KOUTO HOTH(UIMPAHUAT OpraH MMa IpaBO Ja OLEHSBA, KakTo U, 0e3
Ja ce 3acsra wieH 40, BCHYKH yCIOBHUS, CBBP3aHH C OMPECTIHETO.

4. Horudukanusara ce mnpuapyxkaBa OT OKOHUATEIHHUsS OOKJIAH OT
OICHSABAHETO, M3TOTBEH OT OpraHa, OTTOBAPSAIl 3a HOTHU(DUIMPAHUTE
OpraHd, OKOHYAaTEJIHOTO CTaHOBMIIE Ha TIpynara 3a CbBMECTHO
OlICHSIBaHe, MOCOYeHa B wieH 35, maparpad 9, W mpernopwpkata Ha
KI'MU. Koraro HoTH(uUIMpaIiaTa AbpxKaBa WIEHKa He ce cboOpasu ¢
npenopbkara Ha KI'MU, Ts npenocraBs Hajyie)kHa 00OCHOBKA.

5.  be3 nma ce 3acara uien 40, HoTH(UIMpaIaTa AbpXKaBa UYICHKA
uHpopmupa Komwucusita ¥ OCTaHAIUTE IbPKABH WICHKH 33 BCHYKH
YCIIOBHUS, CBBP3aHH C OIPEACNISTHETO, W MPENOCTaBs JOKyMCHTHH JOKa-
3aTEJICTBA OTHOCHO BBBEICHUTE IPABMIIA, KOMTO rapaHTUpAT, 4e HOTH-
(buLMpaHuAT OpraH MOJJIEKH HAa PEJAOBHO HAOJIOACHHE M 4e TOH Iue
HPOABIDKH JIa M3MBJIHIBA M3UCKBAHMATA MO npuioxkenue VI

6. B cpok mo 28 guu or HOTH(UKAIMITA, TTOCOUYEHA B maparpad 2,
IbpKaBUTe wieHKH uin Komwucusita Morat Ja OTIPaBAT MHCMEHH
BB3PaKEHHs, KaTO M3THKHAT apryMEHTHTE CH IO OTHOLIEHHE Ha HOTH-
¢unupanus opraH Wid HaONIOJEHHETO My OT CTpaHa Ha Oprasa,
OTroBapsill 32 HOTUGHULHUPAHWUTE OpPraHu. AKO He ObJaT OTHpaBEeHH
Bp3paxkenns, Komucmsara myomukyBa B NANDO nHoTudukanusra B
pamkute Ha 42 JHM OT Jarata Ha YBEAOMSBAHETO U CBIJIACHO
naparpad 2.

7. Koraro appxaBa wieHka uin Komucusta NOBIUIrHE Bb3paXKEHUs B
cpoTBeTCTBHE ¢ maparpad 6, Komucmsita otnacst Benpoca 1o KI'MU B
cpok or 10 nmena ciex um3TMuaHe Ha cpoka 1o mnaparpad 6. Cruen
KOHCYNTanus cbe 3anHTepecoBanute crpann KI'MU maBa cranoBumeTo
cH Hail-kbCHO B cpok oT 40 JHM cleJl OTHACSHETO Ha BBIIPOCa J0 Hesl.
Koraro KI'MU cwmsra, ue HOTHHKaLMATAa MOXE Ja ObAe IpHeTa,
Komucusita s nmyonukysa B NANDO B cpok ot 14 nHu.

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

9. Koraro Hotuduuupamara IbpiKaBa WIEHKA pEIId Ja MNOTBbPAU
pEIIeHNEeTO CH Ja OMpeJelH OpraHa 3a OIEHSBaHE 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.  IIpm nybnukyBanero Ha HoTH(uKamustra B NANDO Komucusra
n00aBsi B €NEKTpOHHATa CHcTeMa Mo wieH 52 mHdopmausTa 3a HOTH-
¢ukanusTa Ha HOTUQHUUMPAHUS OpraH 3aeJHO C JOKYMEHTHUTE,
nocoueHH B maparpad 4 OT HAcTOSAIIUS WIeH, W CTaHOBUILETO H
OTroBOpa, MOCOYeHH B maparpadu 7 ¥ 8 OT HACTOSIIMS YICH.

11.  OnpexensiHETO cTaBa BaJUAHO B JICHS CJe] MyOJUKYBaHETO Ha
Hotu(ukanusta B NANDO. B nyGnukyBaHata HOTU(UKaLUs ce
mocouBa OOXBATHT HAa 3aKOHHATa MHEIHOCT 3a OIGHSBaHE Ha CBHOT-
BETCTBUETO HAa HOTH(HIMPAHHS OPTaH.

12. CpOTBETHHAT OpraH 3a OICHSIBaHE HA CHOTBETCTBHUETO MOXKE Aa
M3MIBJIHABA (QYHKIMHUTE Ha HOTU(HUIMPAH OPraH camo Cliejl KaTo OIpe.-
€JITHETO € CTaHaJIO BalUAHO B CHOTBETCTBHE ¢ maparpad 11.

13. Mo 26 moemBpu 2017 r. Kommcusara, upe3 akToBe 3a H3MBI-
HEHHE, CBbCTaBi CIHMCBK Ha KONOBETE M CBOTBETCTBAILUTE THIIOBETE
U3JeNHs C IeN Ja Ce ONpeAeNd O0O0XBAaThT HA JCHHOCTHTE Ha HOTH(OH-
LUpaHuTe OpraHu. Te3u aKkToBe 3a U3IBJIHEHUE CE IPUEMAT B CbOT-
BETCTBUE C MpolleJypara IO pasriexjgaHe, nocoueHa B wieH 107,
naparpad 3. Komucusra, cien koncynrauust ¢ KI'MU, moxe aa akrya-
JAM3Upa TO3M CHHCHK BB3 OCHOBa, infer alia, na wH)oOpManusra,
[OJIy4eHa OT KOOPAUHALMOHHUTE NEHHOCTU IO 4ieH 44.

Ynen 39

UpenTtuguranmoHeH HOMepP M CIUCBK HA HOTH(UUUPAHUTE OPraHU

1. Komucusra onpenens UASHTU(HUKALUMOHEH HOMEP HA BCEKU HOTH-
¢umpaH opraH, 3a KOWTO HOTH(HKAIMATA CTaBa BAIMAHA CBHITIACHO
uieH 38, maparpad 11. Ts ompenens camo eIuH MICHTH()UKAMOHECH
HOMeEp, JOPH KOTaTO OPTaHbT € HOTH(HIMPAH CHITACHO HAKOIKO aKTa
Ha Cpro3a. Korato ca ycmemHo ompeneleHd B CBOTBETCTBUE C
HACTOAIIMS ~ PETIIAMEHT,  OpPraHWTe, HOTHOUIHPAHH  CBITACHO
Jupextusa 98/79/EO, 3ama3BarT MICHTU(HKANNOHHUTE HOMEPa, KOUTO
ca UM ONpENENeHH B ChOTBETCTBHE C MOCOUEHATa AUPEKTHBA.

2. Kowmucusara npaBu my6nuuno noctsrieH B NANDO cnucbka Ha
OpraHuTe, HOTU(QHUIMPAHU CHIIACHO HACTOSILNUS PErJIAMEHT, BKIIIO-
YHUTEITHO OIpENeNICHUTe UM HWACHTU(QHKAHOHHU HOMepa, NeWHOCTUTE
M0 OIICHSIBAaHE Ha CHOTBETCTBUETO, KAKTO € ONPEJEICHO B HACTOSIIUS
periaMeHT, W THUIIOBETEe M3IENHs, 3a KOHTO ca HoThuduimpanu. OCBeH
TOBA TSI ONOBECTSIBA TO3M CIMCHK M B €JIEKTPOHHATA CHCTEMa, IIOCOYEHA
B wieH 52. Komucusra mogabpika TO3W CIIHUCHK aKTyaseH.

Ynen 40

Ha0mioneHne ¥ MoOCJHeIBAIIO OLEHsIBAHE HAa HOTH(UIHPaHUTE
opraHu

1.  Horuduiupanure opraHu yBeaoMsBaT 0e3 3a0aBsiHe U Ha-KbCHO
B Cpok OT 15 nHu oprana, oTroBapsiiy 3a HOTH()UIMPAHUTE OpPraHu, 3a
CHOTBETHUTE IMPOMEHH, KOUTO MOraT Aa OKaXKaT OTPaXCHHUE BBPXY
ChOTBETCTBHETO C HW3MCKBaHWsATa MO mnpuwiokerne VII wimm Bbpxy
CMOCOOHOCTTa MM Jla U3BBPIIBAT JCHHOCTHTE MO OICHSIBAHE Ha CHOT-
BETCTBUETO BBB BPB3Ka C HM3/CIHUSTA, 32 KOMTO Ca OWIM OIPEICICHH.
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2. Oprasure, OTrOBapsLIM 33 HOTHU(HUUUPAHUTE OpPraHH, U3BHPIIBAT
HaOITfo/IeHNe Ha HOTH(UIIMpaHUTE OpTaHM, YCTAaHOBEHM HA TAXHA TEPH-
TOpUs, W Ha TEXHUTE MOJEJIEHHs U MOAU3NBIHUTENN, 3a Ja Ce
rapaHTHpa, 4e Te MpoAbJDKAaBaT Ja CIa3BaT HU3UCKBAaHMATA U Ja
U3OBIHABAT 3aJb/DKCHUSATa CH 10 HacTosmus persameHT. [lpu
MIOMCKBAHE OT CBOSI OpraH, OTrOBapfll 3a HOTHU(UIMPAHUTE OPTaHH,
HOTHGHIMPAHUTE OPTaHU TPETOCTABAT IANIaTa CHOTBETHA MH(MOPMAITHS
U JIOKYMEHTH, KOUTO ca HeoOXxonumu Ha opraHa, Komucusara u octa-
HaJIUTe AbPKABU WIEHKU C LeJ] IPOBEpKa HA ChOTBETCTBUETO.

3. Koraro Komucusra wiu opranbT Ha IbpKaBa 4ICHKA MMOJAAAT JIO
HOTH(UIMpPAaH OpraH, yCTAHOBEH HAa TEPUTOpHATA Ha Jpyra AbpiKaBa
YJIeHKa, WCKaHe, CBBP3aHO C OLCHSABAaHE Ha CBHOTBETCTBHUETO,
M3BBPIICHO OT TO3M HOTU(HIMPAH OpraH, T€ H3MpalaT KOMHe OT
MCKAHETO JI0 OpraHa, OTroBapsll 3a HOTU(HUIHMPAHUTE OpPraHH, HA Ta3H
Jpyra abpkaBa wieHKa. ChOTBETHHAT HOTH(UIMPAH OpraH OTroBaps Ha
ncKaHeTo Oe3 3a0aBsHE M HAW-KbCHO B cpok oT 15 auu. Oprasst,
OTroBapsill 3a HOTH(UIMPAHUTE OPraHM, Ha AbPXKaBa WICHKA, B KOSTO
€ YCTaHOBEH HOTH(OHMUIHUPAHMAT OpraH, OCUTYpsIBAa Ppas3rIekKIAHETO OT
CTpaHa Ha HOTHU(UIMPAHUS OpraH Ha WCKAHMATA, IPEJICTAaBEHH OT
OpraHuTe Ha JApyra AbpKaBa 4ieHKa wiM oT Komwucusara, ocBeH
KOraTro ChIIECTBYBa 3aKOHHO OCHOBAHHE TOBa Jla HE C€ HAIlpaBH, B
KOMTO ciydail BBIPOCHT MOke aa ce otHece 1o KI'MU.

4. TloHe BEIHBXK TOJMIIHO OPraHUTE, OTrOBApSAIM 3a HOTH(HUIH-
paHUTE OpraHu, OLICHSIBAT OTHOBO JIAJIM HOTU(UIIMPAHUTE OpPTraHH, yCTa-
HOBEHHU Ha ChOTBETHATA UM TEPUTOPHUS, U KOraToO TOBA € IIeJIeCh0o0pa3HO
— MOJICJICHUATa U TOJM3ITBJIHUTENIUTE, 32 KOUTO TE3W HOTH(UIMpaHH
OpraHW OTrOBapAT, NPOABDKABAT Ja W3MBIHSABAT HM3UCKBAHUATA H
3aabKeHusATa ¢ no npunoxenue VII. To3m mpernen BkiarouBa OJUT
Ha MSCTO Ha BCEKM HOTHU(HIMPAH OpraH W MpH HEOOXOJAUMOCT — Ha
HETOBUTE TOACICHUS W ITOANU3IBIHUTEIIN.

OpraubT, OTroBapsll 3a HOTU(GULHUPAHUTE OPraHU, U3BHPIIBA CBOMTE
JIEWHOCTH 10 HaONII0JICHHE W OIEHSBAaHE CHIVIACHO TOIWIICH IUIaH 3a
OLICHSIBAaHE, 3a Jla rapaHTHpa, Y€ MOXKe E(QEeKTHBHO Jla W3BbpIIBA
HaOJIFOJICHNEe Ha HENPEKbCHATOTO CIa3BaHE OT CTpaHa Ha HOTHU(H-
OUpaHusl OpraH Ha W3HCKBAaHMATA IO HACTOSAIIMS perjaMeHt. To3u
IUIaH ChAbPXKA MOTHUBUpPAH rpaduMK 3a 4YecToTarta Ha OICHSBAaHETO Ha
HOTH(UIMpPaHHUs OpraH, ¥ IO-CIEIMAIHO Ha CBBP3aHUTE C HEro
noneneHus U nonusnbeiaHuTenn. OpransT npeactaBs Ha KI'MU u na
Komucusara TromumHus cH IUTaH 3a HaONIOJEHWe WM OICHSIBaHE 3a
BCEKM HOTU(UIMPAH OpraH, 3a KOMTO OTroBaps.

5. HaOmoneHneTo Ha HOTU(GUIMPAHUTE OPTAHH OT CTpaHa Ha OpraHa,
OTroBapsll 3a HOTU(QUIMPAHUTE OpPraHW, BKJIKOYBA OJUTH 4Ype3 NpPEKU
HaOMIONEHUsT Ha TepCOHaj]a Ha HOTU(GWIMPAHUS OpraH, BKIIOYUTEIHO
Ipyd HEOOXOJMMOCT Ha IEpPCOHaja Ha IOJEICHUNTA U IOAU3IIBIHH-
TeJWTe, 10 BpPEME Ha IMpolieca Ha OLEHJABaHE OT CTpaHa Ha TO3U
MepcoHaJ Ha CHCTeMaTa 3a yNpaBleHHe Ha KauyecTBOTO B OOEKT Ha
MIPOU3BOUTEIIS.

6. Ilpu HaGmogeHHeTo Ha HOTH(UIMPAHUTE OPTaHH, OCHIIECTBSIBAHO
OT OpraHa, OTroBapsIl 3a HOTH(GUIMPAHUTE OpraHH, c€ B3eMaT IPEeIBH]
JaHHW, MOJTYYSHH OT HaJ30pa Ha Iazapa, MpociesiBaHeTO Ha Oe3orac-
HOCTTa M HaJ30pa cllejl IyCKaHe Ha Ia3apa, 3a Jla ce CIIOMOrHE 3a
JTaBaHETO Ha HACOKM 110 JeHHOCTTa.

OpraubT, OTroBapsll 3a HOTU(GHULUUPAHUTE OPraHU, OCUTYpsIBA CHCTeE-
MaTHYHO TIpOCIeAsBaHe Ha >KauOu U Apyra uHGOpMANus, BKIFOUYHTETHO
OT JpYrH Ibp’KaBU WIEHKH, B KOMTO MOKE Ja € IOCOYEHO Hecla3BaHe
Ha 3abJDKEHHMATA OT CTpaHa Ha JaJeH HOTU(ULUpPAH OpraH WIU
OTKJIOHEHHE OT YTBBPACHA WIH J0Opa MpaKTHKA.
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7.  OpraubT, OTroBapsl] 3a HOTU(QUIHUPAHUTE OPraHH, MOXKE B
JOTTBITHEHNE KbM PEINOBHOTO HAONIONEHHWE M OICHSIBAHETO HA MSCTO
Ja IpaBU Mperyiefld ¢ KPaTKo MPEeIU3BECTHE, KAKTO M BHE3AIHU WU
HApPOYHM TIPETNIefd, aKo TOBa € HEOOXOJMMO 3a pas3pelraBaHe Ha
KOHKpETEH IIPOo0JIeM WU 3a IPOBEPKAa HA CHOTBETCTBHUETO.

8. OprausT, OTroBapsIl 32 HOTH(GUIIMPAHUTE OPTaHHM, IPABU MPETIe]
Ha HaIpaBE€HOTO OT HOTI/Iq)I/ILII/IpaHI/ITC OpraHv OLCHsABAHC Ha TEXHU-
Yyeckara JJOKYMCHTAIlMs, W TIO-CIICHHAIHO HA [JOKYMCHTAIUSTA BbB
Bpb3Ka C OICHKA Ha JeHCTBHETO HA MPOU3BOJMTEINTE, KAKTO €
MOCOYCHO MO-TOAPOoOHO B wieH 41.

9. OpraubT, OTroBapsl] 3a HOTU(UIMPAHUTE OPraHu, TOKyMEHTHpA
W perucTprpa BCHYKHM KOHCTATHUPAHH CIlyyad Ha HECHa3BaHE OT CTpaHa
Ha HOTHU(MIUpPAHUS OpraH Ha HW3UCKBaHMATAa 1O mnpuioxenue VII u
CJIEeIU 32 HaBPEMEHHOTO M3IBIHEHHE HAa KOPUTHpPALIU U MPEBAHTHBHU
JIeUCTBUSL.

10.  Tpu romunu ciex HoTH(UKALMATa HAa HOTUGHULUPAH OpPraH U
clie[] TOBa HAa BCEKH YETHPH TOAMHHU OPTaHbBT, OTTOBapsI] 32 HOTH(OH-
LUPAHUTE OpraHH, Ha Abp)KaBaTa WICHKA, B KOSATO € YCTAHOBEH HOTU-
(bUIPaHUAT OpraH, U Tpymnara 3a CbBMECTHO OLICHSABAHE, ONpe/ieNieHa 3a
LenUTe Ha Ipouexypara Mo uwieHoBe 34 u 35, u3BbpIUBAT LAJIOCTHO
HOCJIC/IBAILI0 OLIEHsIBaHE, 3a Ja YCTAHOBAT Jald HOTUGHULUPAHUAT
OpraH MpOoabDKaBa Ja M3MBIHSIBA W3WCKBaHWATA 1o mpuiokenne VI

11.  Ha Komucusita ce mpemocTaBsi MmpaBOMOIIMETO [a TIpHeMa Jele-
TUpaHd aKToBe B CbhOTBeTCTBHE ¢ uieH 108 3a u3MeHeHHe Ha
naparpad 10 OT HacTosLIMsS 4IEH C €7 NMPOMsSHA Ha YecToTaTa Ha
M3BBPIIBAHE HA IUIOCTHOTO IIOCJTEIBAIIO OICHSBAHE, IIOCOYCHA B
chuys naparpad.

12.  TloHe BeXHBK TOJNUIIHO JbPKABUTEC UICHKH JOKJIaJBaT Ha
Komucusata m wa KI'MUM 3a peifHoctHTe CcM 1o HaOmopeHHe W
OLICHSIBAaHE HAa MSCTO Ha HOTU(HULIMPAHUTE OPraHU M aKO € IMPUIIOKUMO,
Ha TEXHUTE MOJENCHUA U MNOAU3NbIHUTENH. JloKIaabT Cbabpika
nHpOpManUs 3a pe3yNTaTHUTe OT Te3H JSHHOCTH, BKIIOYHTENHO OT
neiiHoctuTe no maparpad 7, u ce tperupa or KI'MU n Kommucwusra
Karo mnoBepuTeslHAa HHPOpMALUS; TOH obaue BKIOYBA pPE3IOME, [0
KOETO Ce NPEeA0CTaBs IMyOIMYeH JOCTBIL.

Pestome Ha j10KiIaza ce BbBEXKAA B €IEKTPOHHATA CUCTEMA, ITOCOYEHa B
e 52.

Ynen 41

Mperyien Ha U3BBPUIEHOTO OT HOTH(UIMPAH OPraH OLEHSIBAHE HA
TeXHHYECKaTa JOKYMEHTAIMS W HAa JOKYMEHTAalMATa BbB BPb3Ka C
OIIEHKA HAa JeiiCTBHETO

1. OpraubT, OTroBapsil 3a HOTU(GULUHUPAHUTE OpPraHH, IPaBU
TperJiesl, KaTo 4YacT OT TEKYIIOTO HAOMIOACHHE Ha HOTH(OHIMPAHHUTE
OpraHu, Ha MOAXOJSL Opoil OIEHSABaHUS, W3BBPIIEHH OT HOTU(U-
LUpaHusl OpraH IO OTHOLIEHHE Ha TEXHUYECKAaTa JOKyMEHTalHs Ha
MPOM3BOJUTENINTE, U IO-CIIELUATHO Ha JOKyMEHTAallUsATa BbB BpPb3Ka C
OLIEHKa Ha JICHCTBUETO, ¢ LIeJ NPOBEPKA HA 3aKJIIOYCHHUATA, HAPaBEHU
OT HOTHU(HIMPAHUSA OpraH B3 OCHOBA Ha MH(OpMANMATa OT MPOH3BO-
gurens. OpranbT, OTroBapsll 3a HOTHU(UIMPAHUTE OPraHU, U3BHPLIBA
TE3H Iperjely KakTo OT Pa3CTOSHUE, Taka M Ha MACTO.
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2. UM3BagkaTta OT Jocuera, KOWTO MOJJIekKAT Ha MpEryie]] B ChOT-
BercTBHE ¢ maparpad 1, ce IulaHupa W € NPEJCTABUTENIHA 33 BCHYKH
TUTIOBE M3JIENINS, W [O-CIECLUAIIHO BHCOKOPHUCKOBUTE W3JICIHS, H
PHCKOBETE, CBBp3aHH C TAX, CEPTUPHUIUPAHU OT HOTU(DHUIMPAHUS
OopraH, M € Ha/UIeKHO OOOCHOBaHa M JOKyMEHTHpaHa B IUIaH 3a
ChCTaBSHE Ha M3BAJIKM, KOWTO TPU TIOMCKBaHE C€ MpEJOCTaBs Ha
pasnonoxxenne Ha KI'MU or oprana, oTroBapsii 3a HOTH(QHIIUPAHUTE
OpraHu.

3. OprausT, OTroBapsIl 3a HOTU(GUIUPAHUTE OPTaHHU, IPABU HPETyIe]
Ha TOBA @I OLEHSBAHETO € OMJIO M3BBPIICHO MPABHIHO OT HOTH(H-
IUpaHXs OpTaH U NPOBEPSBAa HPHIOKCHHUTE IMPOLEIYPH, CBBP3aHATA C
TOBA JIOKyMEHTAllUsi M 3aKJIIOUCHHSATA, HANPABEHH OT HOTU(GULUPAHMUS
opran. [IpoBepkaTa oOXBamla TeXHHYECKaTa JOKYMEHTAIMS HA TPOM3BO-
JAUTCIIA U JOKYMCHTalusATa My BBB BpPb3Ka C OIICHKA Ha ﬂCﬁCTBHeTO,
BBPXY KOHMTO C€ OCHOBAaBa OICHSBAHETO HA HOTH(UIMPAHMS OpraH.
ITpu nperneaure ce usnomnssar OC.

4. Ilpernmenure ca U yacT OT IOCJIEABAILOTO OLECHSIBAHE HAa HOTU(U-
UpaHuTe opranu cweriacHo wieH 40, maparpad 10 u peiiHOCTHTE 32
CBhBMECTHO OlICHsIBaHe, mocoueHu B wieH 43, maparpad 3. Ilpernemure
ce MPaBAT, KaTo C€ W3MOJI3BAT MOAXOMAIIM EKCIEPTHH 3HAHMS.

5. Bwb3 ocHOBa Ha JOKIAAUTE OTHOCHO MPETJIEUTE U OICHSIBAHETO HA
opraHa, OTroBapsil 3a HOTH()UIMPAHHUTE OpraHW, WJIH Ha IPYNUTE 3a
CbBMECTHO OIICHSIBaHE, Ha JIAHHUTE OT onucanure B riaBa VII
JIEHHOCTH TIO0 HAJ30p Ha Ia3apa, IpocielsBaHe Ha Oe30macHOCTTa
HaA30p cjel MyCKaHe Ha Ia3zapa WIM B KOHTEKCTa HAa IOCTOSHHOTO
CIIEJICHE Ha TEXHUYECKUS TMporpec, WM Ha HaOeNsI3BaHETO Ha
OTIaCeHUs] W HOBOBB3HUKBAIM BBIIPOCH, CBBP3aHU C OE30MACHOCTTA H
neiicreuero Ha wmsnenusata, KI'MU Moxe na mpenopbua H3BaJKUTE,
W3BBPIIBAHM CHIJIACHO HACTOSIIMS WICH, Jia 00XBaIaT MO-TOJISIM HJIH
MO-MaJbK JsUI OT TEXHUYECKaTa JOKyMEHTalUsl U JOKyMEHTALUsATA BbB
BpB3Ka C OIICHKA Ha JICHCTBHUETO, OIICHSABAHH OT HOTH()UIUPAHHS OpPTaH.

6. IlocpenctBom akTOBe 3a M3MbIHeHHE Komucusta Moxke aa mprueme
MEpKH 3a ONpeAessiHe Ha MOJPOOHW IpaBWia 3a Nperjiena Ha OLEHS-
BaHMATA HAa TEXHUYECKAaTa TOKYMEHTAlUs M Ha JOKYMEHTALMATa BbB
BpB3Ka C OIEHKa Ha JAEHCTBUETO, MOCOYEHH B HACTOSIIWS WIEH, KaKTO
U CBBP3aHUTEC C TOBAa AOKYMCHTHU W KOOpAWHALUA. Te3u axrToBe 3a
W3OBJIHEHHE Ce IpueMaT B CBOTBETCTBHE C Ipoleaypara o
pasriexaane, nocodeHa B wien 107, maparpad 3.

Ynen 42
IIpomenun B onpeeasiHeTO U HOTH(PUKANMATA
1. Opranbr, OTroBapsil 3a HOTH(QHUIMpPAHUTE OpraHu, HH(OpMHUpA

Komucusara u apyrute IbpkaBd 4YICHKM 3a BCAKa MPOMsHA IO
OTHOIICHHE HA OIpENeNIIHETO Ha HOTU(UIMPAH OpraH.

[Iponenypure no uieHoe 35 m 38 ce mpuiaraT 1o OTHOIICHHE Ha
pasmupsiBaHeTO Ha 00XBara Ha JACHHOCTHTE Ha HOTH()HUIUpPAHUS OpraH.

3a nmpoMeHH, pa3ziMyHU OT pa3lIMpPSIBAHETO Ha O00XBaTa Ha JNEHHOCTHUTE,
ce MpuiaraT NpoLeIypHuTe, MOCOYSHH B CIEABAIIUTE Maparpadmu.
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2. Komucusata He3abaBHO IyOJIMKyBa HM3MEHEHaTa HOTU(HKALMS B
unHpopmanmonHara cucrema NANDO. Kowmucusita He3a0aBHO BBBEk/Ia
MHPOpMaIUATa 32 NPOMEHUTE, CBBbP3aHH C OIpPEIENISTHETO Ha HOTHU(H-
[UpPaHUs OpPraH, B €JIeKTPOHHATa CHCTEMa, ITOCOYeHa B WIeH 52.

3.  Axo HOTH(HUIUpAH OpraH PeIIN Ja IMPeKpaTH ACHHOCTUTE CH IO
OLICHSABAaHE Ha CHOTBETCTBHETO, TOM yBEIOMSBAa OpraHa, OTTOBapsIl 3a
HOTH(GHIMPAHUTE OPTaHMW, M 3aCETHATUTE MPOHM3BOJUTEIH BBH3MOXKHO
Haif-0bp30, a B Cilyyail Ha IUIAHUPAHO IpeKpaTsBaHe — €JHA TOJUHA
npequ TpekpaTaBaHeTo Ha jeiHocTTa. CepTHHKaTHTE MOTaT Ja
OCTaHAT BAaJIMJIHU BPEMEHHO 3a CPOK OT JAEBET Mecela Clell MpeKpa-
TSBaHE Ha JAEHHOCTTa Ha HOTH(UIMpAHUS OpraH, NPU YCIOBHE Ue
JIpYT HOTH(GUIMpAH OpraH IIMCMEHO € MOTBBPAWI, Ye IIe IoeMe
OTrOBOPHOCTTa 3a WH3JeiMsATa, OOXBaHATH OT TE3U CEPTUPUKATHU.
HoBuar HOTHOMIMpaH opraH TpsAOBa Aa M3BBPIIM ITHIHO OICHSABAHE
Ha M3JENUsTa, 3aCerHaTH OT M3THYAHETO Ha TO3M CPOK, NMPEeAu H3[a-
BaHETO HA HOBM cepTH(UKATH 3a Te3u ycrpoiictBa. Korato HoTHUIHN-
pPaHUAT OpraH € MHpeKpaTun AEeHHOCTTa CH, OpraHbT, OTroBapsil 3a
HOTU(UIMPAHNTE OPTaHH, OTMEHS aKTa 3a OMpeJemsHe.

4. Korato opraHbT, OTroBapsil 3a HOTH(QHUIMPAHUTE OpraHH, ¢
KOHCTaTHpall, 4Ye JaJeH HOTU(UIMpaH OpraH BedYe He OTroBaps Ha
M3HUCKBAHMSTA, yYCTAaHOBEHW B mpuiokenne VII, mnm He w3mbIHABA
3aJIbJDKCHUSTA CH, WIM HE € M3IBJIHWI HEOOXOAMMHUTE KOpPUTHpAIIX
MEpKH, OpPraHbT CIUpa JICHCTBUETO Ha aKTa 3a ONpEJICNsHE, OrPaHnYaBa
ro WIM M3LSJI0 WIM YaCTUYHO TO OTMEHS, B 3aBUCHMOCT OT CEpHO3-
HOCTTAa Ha HapyLLICHI/IGTO Ha HU3HNCKBAHUsATA HJIMX HA HCUIIIBJIHCHUCTO
Ha 3agp/okeHusiTa. CpOKbT Ha CIHMPAHETO HA JCHCTBHETO HE
HAJXBBPJISA €JHA FOJUHA, KATO TOH MOXE Ja Ce YABDKH €IHOKPATHO C
OIll€ €aHa TOJHHA.

OpranbT, OTroBapsll 3a HOTUGULUUPAHUTE OpraHy, He3abaBHO
undopmupa Komucusita u Apyrute Obp)KaBH WICHKH 33 BCAKO
CIMpaHe Ha JEHCTBMETO, OTPaHUYaBaHE WM OTMSAHA Ha aKTa 3a OIpe-
eIIsIHE.

5. Koraro geficTBHEeTO Ha aKTa 3a ONPEAEIIHETO € OMIIO CIPSHO WU
OIPaHUYEHO WM aKThT € OMJI OTMEHEH U3IUI0 MM YaCTUYHO, HOTU(U-
IUPaHUAT OpraH yBeJOMsBa 3aCETHATUTE MPOU3BOAUTENH Hail-KbCHO B
pamkute Ha 10 mgHMH.

6. B ciyuail Ha orpaHnuaBaHe, CIMpaHe HA JCHCTBHETO HJIM OTMSHA
Ha aKTa 3a OIpEeAeNsHEe OpraHbT, OTrOBapsll 3a HOTH(UIHMpPAaHHUTE
OpraHH, TpeAnprHeMa MOAXOIIIN MEPKH, 3a Ja OCHTYPH ChXPaHCHHETO
Ha JOCHEeTaTa Ha ChOTBETHHS HOTU(HMLUPAH OpPraH, ¥ I'M NPeJOCTaBs Ha
OpraHUTe Ha JPYTHTE IBPKABH WICHKH, OTTOBAPAINN 3a HOTH(HUIH-
paHUTE OpraHy, KakTO M Ha OpraHuTe, OTroBapsIld 3a Haa30pa Ha
masapa, Ipu MOHMCKBAaHE OT TAXHA CTPaHa.

7. B cayuaii Ha orpaHu4aBaHe, CIIMpaHE Ha JEUCTBUETO WJIM OTMSIHA
Ha aKTa 3a OINpEJACIsiHE OpraHbT, OTroBapsil 3a HOTH(UIMpaHHUTE
OpranHu:

a) OLEHsBa IOCIEeNUINTE 32 CepTUPUKATUTE, H3JAJICHH OT HOTHU(H-
LUpaHKsl OpraH;

0) mpencraBs Ha Kowmwmcusita u OpyruTe Ibp)KaBH WICHKH JOKJIAT C
KOHCTaTallMUTe CH B CPOK J0 TPHU Mecela OT HOTH(PHUIMPAHETO 3a
MIPOMEHHTE, CBBP3aHU C OIPEACISHETO;
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B) W3UCKBA HOTH(UIMPAHUAT OpraH Ja cOpe JAeicTBHETO WIM [Ja
OTHEME B pPaMKHTe Ha pa3syMeH CpOK, OIpEAeNieH OT OpraHa,
BCUYKM CepTH(HUKATH, KOMTO Ca M3[aJeHM HEOCHOBATENHO, C IeN
Jla ce OCHTypH OE30MacHOCTTAa HAa M3ZAENHUATA Ha T1a3apa;

T) BbBeXKJAa B CICGKTPOHHATA CHCTEMa, I[IOCOYeHAa B wWiIeH 52,
UHpOpPMaLUs BBB BpPb3Ka ChC CEPTUPHUKATUTE, 32 KOUTO € OHIIOo
M3UCKAaHO CHHpaHe Ha JIEHCTBHETO WM OTHEMaHE,

1) uHGOpPMHpa KOMIETCHTHHS OpraH 3a MEIHUI[MHCKHATE H3JCIHs 3a
HWHBUTPO JIHWArHOCTHKa Ha [ObpKaBaTa 4YJICHKA, B KOATO IPOU3BO-
JMTEJSIT MMa PErMCTPUPAaHO MSCTO Ha CTONAHCKa JACHHOCT, 4pes3
CIICKTPOHHATA CHCTEMa, II0COYEeHa B wWieH 52, 3a cepTH(HKATHTE,
3a KOMTO € OMJIO M3MCKAaHO CIMpPaHe Ha JEHCTBHETO MM OTHEMaHe.
KOMITeTeHTHHAT OpraH B3eéMa CHOTBETHHTE MEPKH, KOraTo € HeoO-
XOJMMO Jia ce M30erHe MOTeHLMAIeH PUCK 3a 3]PaBeTo WK Oe3omnac-
HOCTTa Ha MAl[MeHTH, MOTPEOUTEIH U Jp.

8. C m3KIIOYCHHE Ha HEOCHOBATEIHO M3/AJICHUTE CepTHOUKATH U B
ClIy4anTe, KOrato € OWJIO CIPSIHO MIIM OTPaHUYCHO NEHCTBHETO Ha aKTa
3a ompeessHe, CepTUPHUKATHTE OCTaBaT BaIWAHK TIPH  CIETHUTE
o0cTosTENCTBA:

a) KOrato OpraHbT, OTTOBApsIil 32 HOTU(HUIMPAHUTE OPraHHU, OTBBPIIH,
B paMKHTE Ha €IWH Mecell OT CIUPAHETO Ha JEHCTBUETO MM Orpa-
HUYaBAaHETO, Y€ HE ChINECTBYBa MNpoOJieM ¢ O€30MacHOCTTa IO
OTHOILICHHE HA CepTU(GHUKATATE, 3aCerHATH OT CIHPAHETO Ha
ZLCP’ICTBI/ICTO WM OrpaHUYaBaHETO, W KOIraTO OpPraHbT, OTIrOBapPSIL
3a HOTU(HUIMPAHUTE OpraHd, Habenexu Tpaduk W JCHCTBUS, OT
KOMTO C€ OYakBa Ja JOBeJaT JO OTMsIHa Ha CIHPaHEeTO Ha
JCHCTBHETO WM OrPaHMYaBAHETO; WITH

§

=

KOraToO OpPraHbT, OTTOBAPSII 32 HOTH(UIMPAHUTE OPraHH, TIOTBBPAH,
4e HAMa Ja Ce W3/aBaT, M3MCHAT WM IIpeH3]aBaT CepTU(UKATH,
KOMTO MMAaT OTHOLIEHHE KBbM CIIHPAHETO HIM OTrpaHM4YaBaHETO Ha
JIEWiCTBHETO, JOKATO Tpae TOBAa CIUpAaHE WJIM OrpaHUYaBaHe Ha
JIEHCTBUETO, W O0SIBH Jajli HOTU(UIMPAHUAT OpraH € crocoOeH na
MPOIBIDKH 2 HAOTI0JaBa M J1a OTroBapsl 3a ChIIECTBYBAIUTE CEPTHU-
(ukaTy, U3NaJEHM 3a CPOKa Ha CIUPAHETO WM OrpaHM4YaBaHeTo. B
cillyyail d9e OpraHbpT, OTrOBapsil 3a HOTH()UIMPAaHHTE OpPraHw,
KOHCTAaTHpa, 4Ye HOTUGULUUPAHUAT OpraH HE € CIOCOOeH Ja
MNOZTbPKA M3/QJCHHUTE JeHCTBAlM CepTH(HHUKATH, B CPOK IO TPH
Mecela OT CIUPAHETO WM OrpaHMYaBaHETO IPOU3BOAUTEIAT Ipel-
OCTaBsd Ha KOMIECTCHTHHA OpraH 3a MCAUIMUHCKHUTE M3IOCIHSA 3a
WHBHUTPO JMArHOCTHKA Ha Jbp)KaBaTa WIEHKA, B KOSITO € pPEeruc-
TPUPAaHO MSCTOTO Ha CTONAHCKA JAEHHOCT Ha MPOU3BOAMUTENS HA
00XBaHATOTO OT cepTH(dUKATA H3JETHe, MUCMEHO IOTBBPKACHHE,
4e JApyr KBadu(UUUpPaH HOTU(QHUIMPAH OpPraH BPEMEHHO MoeMa
(yHKIMUTE TO HaOJIOJICHWE Ha HOTUQUIMPAHUS OpraH M
NpOJbDKaBa Ja OTroBaps 3a CepTH(UKATUTE 10 BpeMe Ha CpoKa
Ha CIIMpaHC Ha ,[le/iCTBI/IETO W OrpaHUYaBaHETO.

9. C u3K/IIOYEHHE HAa HEOCHOBATEIHO H3/aJCHUTE CepTH(UKATH U B
Clly4anTe, KOraTo aKkThT 3a OIpelelisiHe € Ol OTMEHEH, cepTH(UKATUTE
OCTaBaT BAaJMJHM 3a CPOK OT JIeBET Mecela IpU CIEAHUTE O00CTOs-
TEJNCTBA!

a) KOraTo KOMIICTCHTHHSAT OpPTaH 32 MEIMIIMHCKUTE M3/CIIHS 32 HHBUTPO
JMarHOCTHKA Ha Jbp)KaBaTa 4ICHKA, B KOSNTO € PErHCTPUPAHO
MSICTOTO Ha CTOMAHCKA JEHHOCT Ha IMPOM3BOIMTENS Ha H3/CIHETO,
00XBaHATO OT cepTU]UKaTa, HOTBBPAM, Ye HAMa IpobdieM ¢ Oe3omac-
HOCTTA 110 OTHOIICHHE HAa BBIIPOCHOTO H3ZENHE, U
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6) Ipyr HOTU(UILUPAH OpPraH MHUCMEHO MOTBBPIY, U€ IIe IT0eMe Heroc-
peacTBeHaTa OTTOBOPHOCT 32 TE3H HM3MENUS U I MPUKIIOYHN OLCHS-
BAaHETO UM B PAMKHUTE Ha JBAHAJECET MECELd, CUUTAHO OT OTMsSHATa
Ha aKTa 3a ONpeJeNsiHe.

I[lpu ycnoBusita, TOCOYEHH B [bPBAa  AIWHES, HAIMOHAIHHAT
KOMIIETEHTEH OpraH 3a MEIUIMHCKUTE W3AeNus 3a HMHBUTPO [uar-
HOCTHKAa Ha Jbp)KaBaTa YJIEHKAa, B KOSATO € PErHCTPUPAaHO MSICTOTO Ha
CTONAaHCKa JEHHOCT Ha MPOU3BOAMTEISI Ha M3JEIHETO, 00XBAHATO OT
cepTuduKara, MOXKe J1a YIABDKH CPOKa Ha BpPEMEHHATa BAJIUIHOCT Ha
cepTU(UKATUTE 32 JONBIHUTEIHN CPOKOBE OT TPH Mecela, KOUTO 00110
HE MOraT Jia HaJXBBPJIAT JBaHAJECET Mecela.

OpraubT WM HOTH(GUIMPAHUAT OpraH, KOWTO € moen (YyHKIHMUTE Ha
HOTH(UIMPaHUs OpraH, 3acerHar OT NPOMsHATa, CBbp3aHa C OINpe-
eJIIHEeTO, He3a0aBHO yBenomsiBa Kommucusara, Ipyrure Abp)KAaBU UICHKU
W JIpYrHTe HOTU(HULIUPAHU OPTaHH 3a MPOMSHATA.

Ynen 43

OcnopBaHe HA KOMIETEHTHOCTTA HA HOTH(HUUPAHUTE OPraHU

1.  Kowmmucwusra, ceBmectHo ¢ KI'MMU, mpoyuBa BCHUKH Cllydyau, B
KOMTO TMIpeJ Hes Ca M3Pa3eHU ONACeHHs OTHOCHO HENPEKbCHATOTO
W3MBJIHEHHE, OT CTpaHa Ha HOTH(UIUMpAH OpraH WIH Ha €IHO WJIH
IMOBEYE OT HETOBHUTE IOJACIACHUSA WM IOAU3IBIHUTCIM, Ha H3UCK-
BaHusATa mo mpuioxkenue VII wnm Ha BB3NOKEHHWTE UM 3aIbIDKEHUS.
Tst mpaBu HEOOXOJAUMOTO CHOTBETHHSAT OPraH, OTTOBApPSII 3a HOTH(H-
LIUpaHUTE OpraHu, Aa ObAe MHGOPMUPAH U Ja IOJIYyYH BB3MOXKHOCT Ja
MPOYYH TE3U OIMACCHUSI.

2. Ilpm mouckBane HoTH(HIHpaIIaTa ABPXKABA WICHKA NPEIOCTaBS
Ha Komucusra usnara uHpopmauus IO OTHOLIEHUE HA OIPENEIITHETO
Ha ChOTBETHHS HOTHU(UIMPAH OpPraH.

3. Komwucusara, ceBmectHo ¢ KI'MU, moxe pna 3amouyHe cropen
ciydasi Tpolie/lypara Ha OICHsSBaHe, OlMCcaHa B wieH 35, maparpadu 3
u 5, KOraTo MMa OCHOBATEJIHM OMNACEHHUsS 3a INMPOABIDKABAIIOTO ChHOT-
BETCTBUEC Ha [OaICH HOTI/I(i)I/IIll/IpaH Oopral WJIM IOACJICHUEC WU
MOJM3IIBIHUTENT Ha HOTU(QUIMPAHUS OpraH C H3UCKBAHUATA IO
npunoxxkenue VII u xoraro cuura, ye B NpPOy4YBAHETO Ha OpraHa,
OTroBapsl 3a HOTU(GHULUPAHWUTE OpraHd, Te3W OIACeHUs He ca
pasrieaHd IUIOCTHO, WM TIPH IIOMCKBaHE OT HAIMOHAIHHUS OpraH,
OTroBapsil 32 HOTU(QUIMPAHUTE OpraHu. J[OKJIaIBaHETO U PE3yITATUTE
OT TOBa OICHSBAHE CIe/IBAaT NPHUHLMINTE, W3JI0kKeHHu B wieH 35. Kato
JIpyra Bb3MOXKHOCT, B 3aBUCMOCT OT CEPHO3HOCTTa Ha BbIpoca, Komu-
cusita, ceBMecTHO ¢ KI'MU, Moske /1a Toucka OT opraHa, OTroBapsIl 3a
HOTU(QUIMPAHUTE OpraHH, Ja JOIYCHE ydYyacTHE B OLEHSIBAHETO Ha
MACTO Ha Hal-MHOTO JBaMa €KCIIEPTH OT CIIMCHKA, ChCTABEH CBITIACHO
wieH 36, KaTo 4YacT OT IUIAHHpAHWUTE JEHHOCTH TO HAONIOJCHHE U
OlleHsIBaHE B CbOTBEeTCTBME ¢ ujleH 40 M Kakro € II0COYeHO B
TOUIIHAS TUTAH 32 OIeHsBaHe, omucaH B wieH 40, maparpad 4.

4. Korato Komucusita KOHCTaTupa, ue JIajJeH HOTH(UIMpAH OpraH
MOBEYE HE OTroBaps Ha M3MCKBAaHUATA 3a OIpejelsiHe, TS MH(OpMHUpa
HOTH(UIMpaIaTa [Ibp)KaBa WICHKA 3a TOBa M OTHpaBs HCKaHE
Ibp)KaBaTa WIEHKA Ja [peAnpueMe HEeoOXOJUMHTE KOPHTHpPAIIN
MEpPKH, BKIIIOYHMTEIIHO, aKO € HeoO0XOJWMO, CIIUpaHe Ha ACHCTBHETO,
OrpaHMYaBaHE WM OTMsSHA Ha aKTa 3a OINpEACNsHE.
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Koraro app:kaBaTa WwieHKa He NpeAnpreMe HEOOXOIUMUTE KOPUTHPAILN
MEpKH, dYpe3 aKToBe 3a W3NbIHeHHe Kommcnsara Mmoxe na cmope
JNEeHCTBUETO Ha aKTa 3a ONpelelsiHe, Ja IO OrpaHuYd WIX Ja IO
orMeHn. Te3nm aKkToBe 3a M3MBIHEHHE Ce MPHEMaT B CHOTBETCTBHE C
mpouenypara o pasriexiaHe, mocoueHa B wieH 107, maparpad 3.
Komucusara mHdopmupa chOTBETHAaTa Abp)KaBa YICHKA 32 PELICHHETO
cu u aktyammupa NANDO u enmekTpoHHaTa cHCTeMa, MOCOYCHa 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. Kommucwusra ocurypsiBa HeoOXoauMara OpraHu3anus 3a oOMsHa Ha
ONMUT M KOOPAMHALIMS HAa aJAMUHUCTPATUBHHUTE TPAKTHKH MEXKIY
OpraHuTe, OTroBapsIid 3a HOTHU(QUIMpaHUTe opraHd. Tasu oOMsiHA
00XBalla CJICIHUTE CIEMCHTH:

a) paspaboTBaHE Ha JOKYMEHTH 3a Hal-I0OOpUTE MPAKTUKH, CBBP3aHU C
JEHHOCTTA Ha OpPTaHWTE, OTTOBAPSIIM 3a HOTU(GHIMPAHUTE OpPraHu;

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

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

r) HaOJIOJICHWE Ha TEHJCHIMUTE, CBBP3aHH C TPOMEHH B OIpeJ-
CISIHETO W HOTH(UKAMHTE HA HOTU(GUIMPAHUTE OpraHH, WH
TEHJCHIMUTE B OTHEMaHETO W MPEXBBPISHETO Ha CepTHU(UKATH
MEXIY TAIX;

1) HaONIOJCHHME Ha MPUIATAHCTO W MPUIOKUMOCTTA Ha KOJIOBETE Ha
oOxBara Ha JeiiHocTuTe, ocoueHu B wieH 38, maparpad 13;

€) paspaboTBaHE Ha MEXaHHM3bM 3a TAPTHBOPCKU MPOBEPKU MEKIY
opranute u Komucusra,

’K) METOJIH 3a MH(pOPMHUpaHE Ha OOLIECTBEHOCTTAa OTHOCHO NEWHOCTUTE
0 HAOJIIOJICHUE W HA/I30p Ha HOTHU(UIMpAHUTE OPraHU OT CTpaHa
Ha opranuTe W Ha Komwucwusra.

2. OpraHnre, OTrOBapsIIM 32 HOTU(QHIUPAHUTE OPraHd, ydacTBaT B
MAPTHBOPCKM TMPOBEPKH HA BCEKH TPU TOAMHH 4Ype3 MeXaHU3Ma,
pa3paboTeH B choTBeTcTBUE C maparpad 1 or Hacrosiuus dieH. Tes3u
MPOBEPKH OOWMKHOBEHO C€ W3BBPILIBAT YCIIOPEIHO CHC CHBMECTHHUTE
OLIEHSIBaHMs Ha MACTO, onucaHu B wieH 35. KaTto npyra Bb3MOXKHOCT,
HAIMOHAJIEH OpraH MOXKe Ja m30epe Te Ja ce MPOBEXIAT KaTo YacT OT
JNEHHOCTUTE MYy 3a HaOJIIOJICHUE, MOCO4YeHU B uieH 40.

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

4.  Kowmmcusta M3roTBs TOMUIIEH 0000IIaBall JOKIaL 3a JEHHOCTHTE
M0 TAapTHBOPCKUTE MPOBEPKH, 10 KOWTO C€ MpenocTaBst MyOIn4eH
JIOCTBII.
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5. Upes akrose 3a usnbiaHeHue Komucusra Moxe J1a IpueMe MEpKH ¢
MOAPOOHM TpaBWiIa M TNPWIOKUMU JOKYMEHTH 32 MEXaHH3MHUTE 3a
HapTHOPCKU IPOBEPKU, OOYUCHUETO U KBalIU(UKALUATA, [TOCOYCHU B
naparpad 1 oT Hacrosmms wieH. Te3n akToBe 3a H3IBIHCHHE Ce
mpueMaT B CbOTBETCTBHE C IIpOLieAypaTa IO pas3liIeKIaHe, I0COYEeHa B
uieH 107, maparpad 3.

Ynen 45

KoopauHanus Ha HOTH(QUUHMPAHUTE OPraHH

Komucusta ocurypsiBa Chb3JaBaHETO M OCBIIECTBIBAHETO Ha HEOOXO-
IUMaTa KOOPAMHALMS ¥ CHTPYAHHYECTBO MEXKIY HOTHPUIHPAHUTE
opranu moj (hopMaTa Ha KOOPIMHAIMOHHA TPyNa Ha HOTH(OUIMPAHUTE
opranu, nocoyena B wieH 49 or Pernmamenr (EC) 2017/745.

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

Ynen 46

Cnuchbk Ha CTAaHAAPTHUTE TAKCH

HOTI/I(I)I/IHI/IpaHI/ITe OpraHy U3roTBAT CHIUCHUN HA CTAHAAPTHUTEC TAKCHU 3a
H3BBPHIBAHUTC OT TAX }IeﬁHOCTH 10 OLCHABAHEC HA CHOTBETCTBUCTO H
HIpeaOCTaBAT Hy6JII/I‘-IeH JOCTBII 0 TE3U CIHCHIH.

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
npeiBUl NPEeIHA3HAUYCHUETO HAa U3AENUATa M IPUCHIIUTE UM PHCKOBE.
Kracugukarnumsra ce U3BBpIIBa B CHOTBETCTBHE ¢ mpriokenue VIIL

2. Bcexu crnop Mexay NPOU3BOAMUTEN U CHOTBETHUS HOTH(DUIMPAH
opras, MpouW3THUAIl OT mpmiaaranero Ha mpuioxenne VIII, ce otHacs
3a pelmaBaHe Ipe]] KOMIICTSHTHHS OpraH Ha Jbp)KaBaTa WieHKa, B KOSATO
MPOU3BOJUTENAT UMa PErHCTPUPAHO MACTO HA CTOMAHCKa JEHHOCT. AKO
MIPOM3BOUTENAT HIMAa PETUCTPUPAHO MSCTO HA CTONMAHCKA JEHHOCT B
Cpr03a M Bce OlIe HE € ONpelNeNu YIBIHOMOLIEH IPEACTaBUTEN,
BBIIPOCHT C€ OTHAcsl TNpel KOMIICTEHTHHUs OpraH Ha JIbp)KaBaTa
YIEHKa, B KOSTO YIBJIHOMOILEHUST MpPEACTaBUTEN IO pasgen 2.2,
BTOpa ajuHes, OykBa 0), TOCJIEAHO THpPE OT TpuiiokeHune [X muma peruc-
TPUpPaHO MACTO Ha cTOHaHCKa jAeiiHocT. Korato HOTU(UIMPAHUAT OpraH
€ YCTaHOBEH B JbpKaBa WIEHKA, Pa3IMYHA OT Ta3W Ha NMPOM3BOAUTEINS,
KOMIIETEHTHHUST OpraH NpUeMa peIIeHueTo CH, CleJ  KaTo ce
KOHCYJITHpa C KOMIICTEHTHHMsS OpraH Ha Ibp)kaBaTa WICHKA, KOATO €
OIpesieNia ChbOTBETHUSI HOTU(DHUIUPAH OPTaH.



02017R0746 — BG — 05.05.2017 — 000.003 — 52

KoMmnereHTHHAT opraH Ha JbpraBa YJIeHKA, B KOSITO € PETUCTPUPAHOTO
MSICTO Ha CTOTAHCKA JCHHOCT Ha MPOU3BOIUTENS, choOmara Ha KI'MU
n Ha Komucusara B3€TOTO OT HEro pelieHue. PemeHneTo ce npeaocrans
MIpU TTOWCKBAHE.

3.  Ilo uckane Ha appkaBa wieHka Kommcusra, cien KOHCynTaus ¢
KI'MMU, B3ema upe3 aKT 3a U3MBIHEHUE PEUICHUS MO CIIEIHUTE BBIPOCH:

a) npwiaradeto Ha npuwiokeHue VIII kbM maneHo msnenue wiM Kate-
rOpus, WIK Tpyna HM3Jeius C 1IeJ ONpeiessiHe Ha KiIacu(HKalusiTa
HM;

0) Ye JaJeHO M3JeNIMe WM Tpyla M3JeNus ce Npekiacuuimpar 4pes
neporanms ot npuioxkenue VIII mo nmpuumHuM, cBbp3aHU ¢ 00IIECT-
BEHOTO 3/paB€ Bb3 OCHOBA Ha HOBM HAay4YHH JOKa3aTeJCTBAa WU Bb3
OCHOBa Ha MH(pOpMaIUs, MOIyueHa MPU MPOBEKIAHETO HA JACHHOCTH
o Tpocie/siBaHe Ha 0e30MacHOCTTa W HAA30p Ha masapa.

4. Komucusara Moxe ChIIO Taka, IO cOOCTBEHa MHULIMATUBA U CIIE]
kxoucynramus ¢ KI'MU, na B3ema upe3 akToBe 3a M3ITBIHEHNE PEIICHIS
0 BBIIPOCUTE, NOCOYeHU B maparpad 3, Oyksu a) u 0).

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

6. AxroBeTe 3a U3IBJIHEHUE, NOcOoYeHU B maparpadu 3, 4 u 5 or
HACTOAIIMS UIIeH, Ce TpHeMaT B CBOTBETCTBHE C TPOIEAypaTa IO
pasriexnane, nocoueHa B wien 107, maparpad 3.

Pasngen 2

OunensiBaHe Ha CbOTBETCTBHETO

Ynen 48

IIpoueaypu 3a oueHsiBaHe Ha CbOTBETCTBHETO

1. Ilpeam jna mycHaT Ha masapa M3JeHe, IPOU3BOJUTEIINTE OLIEHIBAT
CBHOTBETCTBHETO HA TOBA U3/EJIUE CHIVIACHO IPHIOKUMUTE IMIPOLEAYPH
3a OLEHSBAaHE HAa CBHOTBETCTBUETO, M3JI0keHH B mpuioxeHus [X —XI.

2. OcBeH B cilyyauTe, CBbP3aHU C U3/EJUs B CaMUTE JIEUeOHU 3aBe-
JeHUsI, IPOU3BENICHN CBIVIACHO WiIeH 5, maparpad 5, mpenu 1a mycHaT B
JeficTBUE H3/eNne, KOeTO He € IyCHATO Ha Ia3apa, MpPOU3BOAUTEIIUTE
OLICHSIBAT CHOTBETCTBHETO HA TOBA H3JCIIUE CHIJIACHO MPUIIOKUMHTE
MIPOLeTypH 32 OLICHSIBAHE HAa ChOTBETCTBUETO, U3JI0KEHHU B IPHIIOKCHUS
IX—XI.

3. IlpousBoaurenure Ha U3zeaus OT Kiac D, pasnuyHu OT u3lenusra
3a W3CleBaHE Ha JEHCTBHETO, IIOJUIE)KAT Ha OLEHSIBaHE Ha CHOT-
BETCTBUETO CHIVIACHO MOCOYEHOTO B riasa I, rmasa II, ¢ u3kiroueHue
Ha paszen 5, u rnasa III ot mpunoxkenune 1X.

B nombiHeHHME KBM MpOLERYpHTE, MOCOYCHH B IbpBa AJUHEs, II0
OTHOIICHHE Ha W3JeNUsTa 3a CAMOTECTBAaHE W TECTBaHE HA MJICTO
MPOU3BOJUTEIIAT CJIEABa MpOLEaypaTa 3a OLEHSIBAHE HAa TEXHUYECKaTa
JIOKyMEHTaIus, yCTaHOBeHa B pazzaen 5.1 ot mpumokenue [X.
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B JOIIBJIHCHUE KBbM INPOUCAYPUTE, IMOCOUCHU B IIbpBa U BTOpa aJIMHEA,
10 OTHOIICHHE Ha CHITBTCTBALINTE W3NS HOTU(QHIMPAHUAT OpraH ce
KOHCYJITHpPA C KOMIIETEHTEH OpraH, ONPENENCH OT AbPXKABUTE UICHKU
cbrimacHo JlupektuBa 2001/83/EO na EBporeiickus mnapiaMeHT M Ha
Cogera (1), wm ¢ EMA, IOKOJIKOTO € MPHJIOKKMO, B ChOTBETCTBHE C
nporenypara mo paszen 5.2 or npuiioxenue 1X.

4.  TIpousBoxurenute Ha U3JeIHs OT Kiac D, pa3IuuHu OT U3JEIUATa
3a M3IUTBAHE Ha JIEHCTBUETO,MOIaT, BMECTO IPOLEAypaTa 3a OLICHIBAHE
Ha CBOTBETCTBHUETO, NPHUIOKUMA CbIJacHO maparpad 3, ma wuzbepar
[IPUJIaraHeTO Ha OLEHABAHETO HAa CBOTBETCTBUETO IO IpHIOKeHHE X
B CbUCTAHME C OLEHSABAHE Ha ChOTBETCTBHETO IO mpuiioxkenue XI.

[lo oTHOmIEHHE HA CHI'BTCTBAILUTE H3/CIUS HOTHU(OUIMPAHUAT OpraH
HO-CIeNNATHO Ce KOHCYJATHpa C KOMIICTEHTEH OpraH, OIpEeAeneH OT
JIbpKaBUTEe 4iIeHKH B choTBercTBHE ¢ JupektuBa 2001/83/EO, mmm ¢
EMA, B 3aBHCHMOCT OT ciy4as, CbIJIaCHO IpOLEAypaTa, yCTaHOBEHA B
pazznen 3, OykBa K) OT MpUIOKEHHE X.

5. Tlo-cnenmanHo u 6e3 jga ce 3acsraT 3aJb/DKCHHATA IO JIPYTHTE
MpoLIeAypH, TMOcoYeHn B maparpadgm 3 u 4, Koraro 3a H3IeNus, 3a
KOUTO efHa wnu noBeue pedepeHtHu naboparopun Ha EC ca Ouwim
onpeneneHu cbriacHo wieH 100, HOTUUIMPAHUAT OpraH, W3BHPIIBAIIL
OLICHBaHE Ha CHOTBETCTBHETO, U3UCKBA €]lHA OT pedepeHTHUTe J1abo-
paropuu Ha EC na npoBepu upe3 1a00paTOpHU W3MUTBAHUS TBHPISHOTO
OT TIPOU3BOAMTENS EUCTBHE M CHOTBETCTBHETO HA M3IEIHETO C MPHUIIO-
sxumutre OC WM ¢ APYruTe pelleHus, U30paHu OT MIPOU3BOIUTEINS, 3a
Jla OCHUTYpH HHBO Ha OE€30MacHOCT ¥ JICHCTBHE, KOETO € Hal-MaJKo
€KBUBAJECHTHO Ha IOCOYEHOTO B pasznen 4.9 or mpuioxenue IX u B
paszaen 3, OykBa i) or mpwioxkeHue X. JlabopaTopHHTE W3MUTBaHUS,
U3BBPIIBAHN OT pedepentHa saboparopus Ha EC, ce cbcpenorouasar
IIO-CrieuaJIHO BBpPXY AQHaJIMTUYHAaTa n JUarHoCTuyHara 9yBCT-
BUTGJIHOCT, KAaTO C€ H3MOJI3BAT HaW-TOOpUTE HAIMYHH pedepeHTHH
MaTepUaH.

6. B gombiaHeHHWe KBM  TpoLEAypaTa, TPHIOKUMA  ChIVIACHO
naparpadu 3 u 4, korato He ca Hayuue OC 3a m3genusita ot kinac D
M KOTaTO TOBa € ChUIO I'BPBOTO CepTH(ULUpaHE 3a TO3H TUI U3JEIHE,
HOTHQUIMPAHUAT OpPraH ce KOHCYJITHpa ChC CHOTBETHATa EKCIIEPTHA
rpyna, mocoyeHa B wieH 106 or Permament (EC) 2017/745 BbB
Bpb3Ka C JOKJIAJa Ha IPOU3BOAMUTENSI 3a OLCHKAa Ha AedcTBHeTo. 3a
nenTa HOTHOUIMPAHHUAT OpraH IpeNCcTaBs IOKIaaa Ha MPOHM3BOIUTEIS
3a OIIEHKa Ha JICHCTBUETO HA EKCIepTHATa Ipyna B CPOK OT HET AHU OT
HoTyyaBaHeTO My OT mpousBoauTens. [log HabmromeHunero Ha
Komucusita chOTBETHHTE €KCIIEPTH JaBaT MHEHHE, B CHOTBETCTBHE C
pazaen 4.9 or npunoxenue [X win pasaen 3, Oyksa i) OT IPUIIOKEHHE
X, B 3aBUCHMOCT OT CITy4as, pea HOTU(GHUIUPAHUS OpraH B paMKHTE Ha
CPOKOBETE 3a JaBaHE Ha HAy4YHO CTAHOBHIIE OT pedepeHTHaTa J1abo-
patopust Ha EC, KakTo € oCOuYeHO B CHOTBETHHTE Pa3/IeIu.

7. IlpomsBonutenure Ha usaenaus ot knac C, pa3siIuuHU OT U3ACIHUATA
3a M3NUTBAaHE Ha JEHCTBUETO, IOJJIEKAT Ha OICHIBAaHE Ha CBHOT-
BETCTBUETO CBITIACHO NocoueHoTo B riasu I u III B C1 oT npunoxenue
IX, xakTO W Ha oIeHsIBaHE HA TEXHUYECKAaTa JOKYMEHTAIHS CBHIIIACHO
MOCOYCHOTO B pas3ned 4 OT ChIIOTO IPHIOKEHHE, Ha HalH-MajKo
enuH < TIpe/icTaBUTENCH 00pasell OT KaTeropus H3JICIus.

(") Hupexrusa 2001/83/EO Ha Espomelickus mnapaameHT u Ha CbBeTta OT
6 noemspu 2001 r. 3a yTBBpKZaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO
JIEKapCcTBCHU MPOAYKTH 3a XymaHHa ymortpeba (OB L 311, 28.11.2001 r.,
ctp. 67).
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B JOMNBJIHCHUE KbM TIIPOLUCAYPUTE, IMOCOYUYCHU B IIbpBa ajllHEA, I10
OTHOIIICHHE Ha W3JeNUsTa 3a CaMOTECTBAaHE W TECTBaHE Ha MSCTO
IPOU3BOJUTEINIAT CJIE[Ba MPOLENypaTa 3a OLEHSIBAHE HAa TEXHUYECKAaTa
JIOKyMEHTaIus, yCTaHOBeHa B pazzaen 5.1 ot mpunokenune [X.

B nombiHeHHE KBM IMpOLENypUTEe, TOCOYEHH B II'bPBA U BTOpA aJMHEs,
M0 OTHOLIEHHE Ha CBHI'BTCTBAIINTE H3JIENUs, HOTHU(GHLIUPAHUAT OpraH
ClIe/IBa 3a BCSIKO M3JIENIUE TpOoLeaypaTa 3a OLEHSIBaHE HA TeXHHYEecKara
JIOKyMEHTaIus, TpeaBuieHa B paznen 5.2 or mpuinoxkenue [X, u
rpujara mnpoueaypaTta 3a OLEHSBaHE Ha TEXHHYECKaTa JIOKYyMEHTaIlus,
npensuneHa B pasgenu 4.1 — 4.8 or npuinoxenue IX, kato ce
KOHCYJITUPA C KOMIIETEHTEH OpraH, ONPEIEICH OT IbpPKABUTE UJICHKH
B cvorBeTcTBUE ¢ Jupektuna 2001/83/EO, wmu ¢ EMA, B 3aBucuMocT
OT ciyd4asi, ChIJIaCHO MIpoleaypara mo pasaen 5.2 ot npunoxenue [X.

8.  TlpoumsBoaurenute Ha u3aenus ot kiac C, pasaMyHU OT M3IENHsITa
32 M3MUTBaHE HA [CHCTBHETO, MOrar, BMECTO Ipoleypara 3a
OIICHSIBAHE HA CHOTBETCTBHETO IO maparpad 7, ma m3bepar mpuiiaraneto
Ha OLCHABAHETO Ha CHOTBETCTBUETO IO MPUIIOKCHHUC X B chueTaHHUE C
OLICHSIBAaHE Ha CHOTBETCTBUETO IO MpHIOKeHHE X, ¢ M3KIOYCHHC Ha
paszen 5 OT ChHIIOTO MPHIIOKCHUE.

[To oTHOIIECHHE HA CHI'BTCTBAINUTE H3JCIHS HOTHDUIMPAHHUAT OpraH
MO-CIIEMATHO BBB Bpb3Ka C BCIKO U3JAEIHE CE KOHCYITHpa C
KOMIIETCHTEH OpraH, OMPE/EICH OT JbPKAaBUTEC YWICHKH B CHOTBETCTBHE
¢ JupektuBa 2001/83/EO, wim ¢ EMA, B 3aBHCHMOCT OT cirydyas,
CBIVIACHO TIpolLIeAypaTa, yCTaHOBEHa B pasaen 3, OykBa K) OT
npuioxkenne X.

9.  IlpousBoauTenuTe Ha U3AEIMs OT Kiac B, pasnuunu oT muzgenusra
3a M3NUTBAaHE Ha JCWCTBUETO, IOJJIEKAT Ha OICHIBAaHE Ha CBHOT-
BETCTBUETO CBITIACHO NocoueHoTO B rinasu I u III B C1 or npunoxenue
IX, xakTo W Ha oleHsIBaHE HAa TEXHUYECKATa JOKYMEHTAIHS CBHIJIACHO
pa3znen 4 OT ChIIOTO NPWIOKEHHE, HAa Hail-Malko eIuH Npe/CcTaBHTe-
neH <« o0Opaser] OT KaTeropust M3JeusL.

B nombnHeHME KBbM IpOLENypUTE, I[TOCOYEHH B II'bpBa alMHEs, IO
OTHOIICHHE Ha M3JENUsTa 3a CaMOTECTBAaHE M TECTBAHE HA MSACTO
MIPOM3BOUTEIAT CIeBA MpOLEAypaTa 3a OLEHsSBAaHE Ha TEXHUYECKaTa
JIOKYMEHTAIMs, YCTaHOBEeHa B paszaen 5.1 ot mpunoxenue 1X.

10.  Tlpom3BomutenuTe Ha WH3IENUs OT Kiac A, pasJMuHH OT
W3JIeNUATa 32 M3IUTBAHE Ha JICHCTBUETO, JCKJIApUpPAT ChOTBETCTBHETO
Ha TPOAYKTHTE CH 4pe3 m3naBaHe Ha EC nmexmapamms 3a cChbOTBETCTBHUE
no wieH 17, cmen Karo ca M3rOTBWIM TEXHHYECKAaTa JOKYMEHTAlHs 10
npunoxxenus 11 n 111

Ako obaue Te3n M3IENus ce IMyCcKaT Ha Ia3apa B CTEPUIIHO ChCTOSHUE,
MIPOM3BOIUTENAT Tpuiara mpoueaypure mno npuioxenue [X umu XI.
VYdactuero Ha HOTH(UIHMPAaHUS OpraH Ce OrpaHWYaBa IO ACIEKTHTE,
CBBpP3aHU C YCTAHOBSBAHCTO, TapaHTUPAHETO W TOAABPIKAHCTO Ha
CTEPUJIHU YCIIOBUSL.

11. Ilo oTHOLICHWE HA W3ACIUATA 32 M3MUTBAHUS HA JICHCTBUETO CE
TIpUIaraT U3UCKBAHUATA, YCTAHOBEHHU B wWieHoBe 57—77.
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12.  JlppxkaBaTa 4iIeHKa, B KOATO € YCTAaHOBEH HOTU(MHULUPAHUAT
OpraH, MOXXe Jla M3UCKBAa BCHYKH WM ONPEIETCHU JOKYMEHTH, BKIIO-
YUTEJTHO TEXHUYECKaTa JOKYMEHTALUs, JOKIAAUTe OT OJUTHU, OLCHIBaHE
W MPOBEPKH BBB Bpbh3Ka ¢ mpoueaypute no naparpadpu 1—10, na 6paar
Hanu4yHU Ha oduumaneH(Hu) e3uk(un) Ha Cpro3a, onpeneneH(1) oT Ta3u
IbpKaBa WICHKa. AKO HSIMa TaKOBA M3UCKBAHE, IIOCOUYCHUTE TOKYMEHTH
Tpsi0Ba a ObAAT HANMYHM Ha oduIraieH e3uk Ha Chlo3a, IPHEMIIUB 32
HOTU(UIMPAHUS OpPTaH.

13.  Upes akroBe 3a wu3nbiHeHHe Komucusita MOKe jaa ornpenesns
HOApPOOHUTE TpaBWIa W TNPOLEIYPHUTE AacleKTH ¢ ILel Ja ce
rapaHTHpa XapMOHU3UPAHOTO NpHIaraHe OT HOTH(UIMpaHWTE OpraHd
Ha TIPOLIEAYPUTE 3a OLCHSIBAHE HA CHOTBETCTBHETO IO OTHOIICHHE Ha
CIIEZIHUTE aCIIeKTH:

a) yecToTaTa M B3€MaHETO HA W3BAJIKU IPHU OLCHABAHE HAa TEXHUYECKaTa
JOKYMEHTallusl Bb3 OCHOBA Ha IIPEICTAaBHTEIHH OOpa3smu CHITACHO
pasnmen 2.3, Tpera anuHes M paszgen 3.5 or mpunoxenue IX 3a
m3aenusara ot kiac C;

0) MMHMMallHaTa YeCTOTa Ha BHE3AlHHUTE OJUTH HAa MSICTO M H3IUT-
BaHMATa Ha 00pa3lny, KOWTO C€ H3BBPLIBAT OT HOTU(GHULIUPAHUTE
OpraHu B CHOTBETCTBHE ¢ paznen 3.4 or npuioxeHue [X, xaro ce
OTYMTAT KJIACHT B 3aBUCUMOCT OT PUCKAa U TUII'BT HU3JIEIINUE,;

B) YECTOTaTa Ha B3€MaHE Ha M3BAJIKU OT IPOU3BEJCHUTE W3ICIHS WIN
NapTUAM u3zenus oT kiaac D, KouTo fa ce m3mpaTiT Ha pedepeHTHa
nabopatopusi Ha EC, onpenenena cbrimacio wieH 100 B choT-
BeTcTBUE ¢ paznen 4.12 or mpunoxenune IX wm pasmen 5.1 or
npunoxkenne XI; wnm

r) ¢usnueckure, 1aOOPATOPHUTE WIM JAPYTUTE W3MUTBAHUS, KOUTO
HOTH(UIIPAHUTE OpTaHM TPsAOBa Ja M3BBPIIBAT NPH H3IMHTBAHHATA
Ha o00pa3lyu, OIEHSABAHETO Ha TEXHUYECKaTa JIOKyMEHTauus |
W3CIEBAHETO HAa TWMa ChrmacHo pasgemu 3.4 uw 4.3 or
npwioxenue IX u paszgen 3, OykBu €) U k) OT HpuioxeHHe X.

AKTOBETE 3a H3IBIHCHHE, MMOCOYCHH B IbPBa AlMHEs, CC IIpUCMaT B
CBOTBETCTBHE C HpOIeaypara MO pasriexiaHe, mocodeHa B wieH 107,
naparpad 3.

Ynen 49

Yyactue Ha HoTUGUUIMPAHUTEe OPraHd B TMpoUeAypUTe 3a
OlleHsIBaHE HA CHOTBETCTBHETO

1. Koraro mporeaypara 3a OIICHSBaHEC Ha CHOTBETCTBHETO Haara
YYaCTHETO Ha HOTU(HIUPAH OpraH, MPOU3BOAMUTEISIT MOXKE Ia MOAaje
3asBJICHUE 10 HOTH(HUIMpAH OpraH MO CBOH M300p, MpPH YCIOBHE Ue
M30paHUAT HOTU(HIUPAH OPraH € ONpeiesieH a U3BbPIIBA ACHHOCTUTE
[0 OIICHSBaHE HA ChOTBETCTBHETO BBB BPB3KA CHC CHOTBETHHUTE THUIIOBE
u3genust.  [IpOM3BOIMTENAT HE MOXKE Ji@a I[0JaBa CIHOBPEMEHHO
3asBICHME W JIO Jpyr HOTUQUIMPAH OpraH 3a €AHa W ChlIa
IpoIe/ypa 3a OLICHSBAaHE Ha ChOTBETCTBHETO.



02017R0746 — BG — 05.05.2017 — 000.003 — 56

2. CbOoTBeTHHMAT HOTHGUUUpPAH OpraH HHPOpPMHpa Upe3 eJeK-
TPOHHATa CHCTEMa IO B WIEH 52 OCTaHAINTe HOTU(GUIMPAHU OPraHH
32 BCEKM MPOU3BOJAUTEIN, KOHTO OTTEINIM 3asBICHUETO CH Ipeau
B3EMaHETO Ha pelIeHHne OT HOTU(HIMPAHUSA OpPTaH BHB BPB3Ka C OICHS-
BaHETO HA CHOTBETCTBHETO.

3.  Koraro nopaBat 3asBieHHe /10 HOTU(UIMPAH OpraH Mo naparpad
1, mpoM3BOIUTENUTE 3asIBSIBAT JAM Ca OTTEIJIMIN 3asBICHUETO CH 10
JIpYr HOTH(MHUIUPAH OpraH MPeAd B3eMAHETO Ha PEIICHHE OT BBIIPOCHHS
HOTHGHIMPAH OPraH W IPEIOCTaBAT WHAOPMALHS 332 BCSIKO IMIPEIXOIHO
3asBJICHHE 32 CHIUIOTO OIICHSBAHE Ha CHOTBETCTBHMETO, MO KOCTO € OHII
[IOCTAHOBEH OTKAa3 OT APyl HOTHU(HUIMpPAH OpTraH.

4.  Hortudumupanusr oprad MOKe Ja M3UCKBa BCSKakBa MHGOpManus
WM JaHHM OT TIPOM3BOAWTENSA, HEOOXOAWMH 32 MPAaBUIHOTO
U3BBpIIBAHE Ha W30paHaTa Mpolefypa 3a OLEHABAHE Ha CHOTBETCT-
BHETO.

5.  HortupuuupaHute OpraHd W TEXHUST IEPCOHAT OCHIICCTBIBAT
HCﬁHOCTHTC II0 OILICHsBAHEC Ha CBHOTBETCTBUCTO C Haﬁ-BHCOKa CTCIICH
Ha TpoQecHoHaTHa IOYTEHOCT W ¢ HeoOXOomuMaTa TeXHHYecKa |
HayYHa KOMIICTEHTHOCT B CHOTBETHaTa oOJacT W He TpsAOBa jga ca
00eKT Ha HHWKaKbB HATHCK, HHUTO Ja MOJIyYyaBaT KaKBHTO W Ja OWJIO
oOmaru, 0ocobeHo (HUHAHCOBM, KOUTO OMXa MOIJIM Ja MOBIUSAT Ha
TAXHATA TpEIEeHKa WIH Ha pe3yiTaTuTe OT TEXHHWTE MAEHHOCTH IO
OLICHSIBaHEe Ha CHOTBETCTBUETO, MMO-KOHKPETHO MO OTHOILICHHE Ha JIHIA
WK TPYIH C UHTEPEC OT PE3yATATHTE OT TE3W JECHHOCTH.

Ynen 50

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

1. Horubunmupanuar opraH yBegoMsABa KOMIICTCHTHHS OpraH 3a
U3JaJeHUTE OT Hero cepTUu(UKATU 3a U3enus oT kiac D, ¢ uskiodeHue
Ha 3asABIECHHUATA 3a JONBIHEHHE WIH MOJHOBSBAHE HAa CHIIECTBYBAIIH
cepTH(UKATH. YBEIOMSIBAHETO C€ W3BBPIIBA UYpe3 eICKTPOHHATA
cucremMa Mo wWieH 52 ¥ BKIOYBA HWHCTPYKLUUHUTE 3a YHOTpeda,
mocoueHn B pazgen 20.4 ot mpuiokenue [, pe3romMeTo BBB BpPB3Ka C
0e30macHOCTTa U JEHCTBUETO CBIVIACHO wieH 29, JoKIaga OT OLEHA-
BAHETO Ha HOTU(UIMPAHMSI OpraH M KOraTo € MPUI0KHUMO — OT Jabo-
paTOpHHTE M3MHUTBAHMSA U HAYYHOTO CTAHOBHINE Ha pedhepeHTHaTa J1abo-
paropus Ha EC cbriacHo uinen 48, maparpa¢ 3, BTopa anuHesi, KakTo U
KOTaTo € MPHIOKHMO — OT MHEHHATa, U3Pa3eHH B CHOTBETCTBHE C
unieH 48, naparpad 4 ot excneprure no wieH 106 ot Pernmament (EC)
2017/745. B ciyuait Ha pa3IMYHN MHEHHS Ha HOTH(UIMpAHHUS OpraH u
Ha eKCIEPTUTE Ce BKJIIOYBA M LSIOCTHA O0OOCHOBKA.

2. KowmmerenTtaure opranu, u Korato € nmpuioxumo — Komwucwusra,
MOTraT TPH OCHOBATEIHU OIACeHWsl [a MpUiarar JIOMBIHUTSITHH
npoueaypu B cboTBeTcTBHE ¢ uneH 40, 41, 42, 43 wmm 89 u ako ce
CMETHE 3a HEOOXOJMMO — Ja B3eMaT MOJXOJSIIM MEPKH B CHOT-
BeTcTBHE ¢ wieHoBe 90 u 92.

3. KI'MHU, u xorato e mpmioxkumo — Komwucusita, Morat mpu OCHO-
BaTCIHM OIACCHUsl Jia TMOMCKAT HAayYyHO CTAHOBMIIE OT EKCIIEPTHHUTE
TPYIIH BBB BPB3Ka ¢ 0E30IACHOCTTAa W JEHCTBUETO HA JAIEHO W3MIEIHE.
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Ynen 51

CepTHukaT 3a CHLOTBETCTBHE

1.  Ceprudukarure, U3AaJeHH OT HOTH(PUUIUPAHH OPraHU CHIIIACHO
npunoxennss IX, X wm XI, ca Ha odunuaneH e3uk Ha Cbro3a,
ompeJiesieH OT JAbp)KaBaTa 4YiICHKa, B KOSTO € YCTAaHOBEH HOTU(UIIM-
paHuAT opraH, WM Ha oduimaneH e3uk Ha Chro3a, MPUEMIIMB 32 HOTH-
¢unupanus opraH. MHHUMAIHOTO ChIbpPKAHHE HA CEPTHPHUKATUTE €
ycTaHOBEHO B mpuioxenue XII.

2. CepTI/I(l)I/IKaTI/ITe Ca BaJIMJHU 3a yYKa3zaHUs B TiAX CPOK, KaTO TOW HE
HaAXBBPJIA TICT T'OAWHHA. Ilo nckane Ha IIPOU3BOJUTEIIA BAJIMAHOCTTA HA
CepTI/I(bI/IKaTa MOKE [1a C€ YABJDKU 3a JOIIBJIHUTCIIHU CPOKOBE, BCECKHU OT
KOUTO HE€ HAAXBBPJA ICT TOAWHH, BB3 OCHOBA Ha MOCJICABAIIO
OLICHABAHE CBITIACHO MNPHUIIOKHUMUTE MNPOLCAYPU 3a OLUCHABAHC Ha CHOT-
BETCTBHETO. BcCsiko JOIIbJIHCHUE KbM CepTI/I(i)I/IKaT ocCTaBa BaJIMJTHO 10
HN3THUYAaHC HAa BAJIMJIHOCTTA Ha CHOTBCTHUA CepTI/I(I)I/IKaT.

3.  Hortuduuupanure opraHm Morar Ja HajaraT OrPaHUYCHUS BbB
Bpb3Ka C IMPEJHA3HAYCHUETO Ha JaJeHO H3JeNUe JIO0 OIpeesieHH
IPYNU TALUEHTH WM MOTPEOMTENHM WM Ja W3UCKBAT OT MPOM3BOIM-
TEIUTE 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 MPOU3BOMUTEIST €
mpecTaHajg Ja OTroBapsi Ha WM3MCKBAHMATA IO HACTOSIIMS PETJIAMEHT,
Bb3 OCHOBA HA IPHHIIMIIA HA MTPOIIOPLHOHAIHOCT TOH crupa ACiCTBUETO
WM OTHEMa W3[aJeHusl CepTH(UKAT WIM Halara OTPAHHUYCHHS BBPXY
HEro, OCBEH KOraTo ChOTBETCTBHETO C M3HMCKBAHHUSITA CE€ OCUTYPH HUpe3
MOAXOMIIO KOPHTHPAIO JICHCTBHE, KOETO MPOM3BOMUTEISIT —IPE/-
npueMa B paMKHTE Ha TOIXOJSIN CPOK, ONMPEAeieH OT HOTU(HIUPAHUS
oprad. Hotupuuupanust opran o00OCHOBaBa PELICHUETO CH.

5. Hortupuumpanust opraH BbBEXJa B €JICKTPOHHATa CHCTEMa II0
gneH 52 Beska MHGOPMAIA, CBBpP3aHA C W3AJCHUTE CEPTU(HKATH,
BKJIIOUMTEITHO TEXHUTE U3MEHEHUs U JOI'bIHEHUS, KaKTO U 3a cepTudu-
KaTUTE, YMETO JEHCTBHE € CIPSHO MM KOUTO Ca BB3CTAHOBEHU HWIIU
OTHETH, WJIM YUETO M3J[aBaHE € OTKAa3aHO, KAaKTO ¥ 3a OrpaHUYEHHsTa
Ha cepTudukarure. Tasu uHGOPMAIM € JOCTHIIHA 32 OOIIECTBEHOCTTA.

6. Ha Kommucusita ce mpenocraBsi NpaBOMOIIUETO Ja IMpUeMa Jieie-
TUPaHN aKTOBE B CHOTBETCTBHE C wieH 108 3a mM3MeHEHWe Ha MUHU-
MaQJIHOTO ChJAbpXaHUWE 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 HACTOSIIIMS PErJaMeHT cleqHaTa uHdopmalus ce croupa
u obpabotBa ceriuacHo wieH 57 ot Pernmament (EC) 2017/745 B enek-
TPOHHATa CHCTEMa, Ch3[aJ[CHA CHITIACHO ITOCOYCHHUS JICH:

a) CIUCHKBT Ha MOJENCHHUATA MO wieH 33, maparpad 2;
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0) CHHUCHKBT Ha EKCIepTUTE IO wieH 36, maparpad 2;

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

I') CIUCBKBT Ha HOTH(HIMpPAHUTE OpraHu 1o wieH 39, nmaparpad 2;

JI) pe3toMeTo Ha Jokiana mno wied 40, naparpad 12;

e) HoTH(UKaIMHUTE 3a OIICHSBAHETO 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 cepTuduKaTuTe MO wieH 51, maparpad 5;

1) PE3IOMETO BHB BPB3Ka ¢ 0€30IAaCHOCTTa M JEHCTBHETO MO wieH 29.

Ynen 53

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

1. B cayuauTe, KOrato IpoU3BOAUTEI NMPEKPATH JI0TOBOPA CH C HOTH-
¢unupan opraH M CKJIIOYM JOTOBOP C JIpyr HOTH(UUIMpPAH OpraH BbB
Bpb3Ka C OICHSBAHETO HAa CHOTBETCTBUETO HA ChHIIOTO H3JEINE,
noJpoOHUTE MpaBWiia 3a CMsSHATa Ha HOTU(QUIMPAHHUS OpraH SICHO ce
OTIPEJICIIAT B CIIOPA3yMEHUE MKy MPOU3BOIUTEIISI, BCTHIIBAIINS HOTH-
¢unmpan opraH M KOraTo € BB3MOXHO, HOTU(UIMPAHUS OpraH ¢
W3THYAIM TpaBomolus. ToBa cropasymMeHue oOXBala Hal-MajiKo
CIIEIHATE aCIEKTH:

a) JaraTa, Ha KOSATO CepTU(UKATUTE, U3AAAECHU OT HOTUGHLUPAHUSL
OpraH ¢ M3THYAIN TIPABOMOIIHS, CTABAT HEBATHIHM;

6) nmaraTa, 10 KOATO MICHTU(UKALMOHHUAT HOMEP Ha HOTUGHLUPAHUSL
OpraH ¢ M3THYAIIW TPABOMOIIHSA MOke 1a ObJe mocouBaH B HHMOp-
MauusTa, I[PeJoCTaBsiHa OT IPOU3BOJUTENS, BKIIIOYUTEIHO B
PEKJIAMHHUTE MaTEpUAIIH;

B) IPEXBBPJISHETO HA JOKYMEHTUTE, BKJIIOYUTEIHO acCIEeKTHTE BBbB
BpB3Ka C MOBEPUTENHOCTTA U IpaBaTa Ha COOCTBEHOCT;

r) JmaraTa, ciei KOSATO 3a/JauuTe IO OLEHSIBaHE Ha CHOTBETCTBHETO HA
HOTU(UIMPAHUS OpraH ¢ U3THYAIIU [TPABOMOIIHUS CE MPEIOCTaBAT Ha
BCTBHIBALINS HOTH(UIMPAH OpTraH;

Z[) MocJaeAHUs CEPUCH HOMEP MJIM HOMEP Ha IapTujara, 3a KOUTO HOCHU
OTI'OBOPHOCT HOTI/I(l)I/II_II/IpaHI/IﬂT Ooprad € U3THYallu MPaBOMOIIUA.

2.  HorudummpaHUAT opraH ¢ U3THYALIN TPABOMOIIHS OTHEMa CepTH-
(ukatuTe, KOUTO € U3AaT 32 ChOTBETHOTO M3JENNE, HA JjaTaTa, 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/UIGKHO 00OCHOBAHO HCKaHE
BCEKH KOMIIETEHTEH OpraH MOXKE Jia pa3pelly IIyCKAaHeTO Ha rasapa Wi
[yCKaHeTo B JEHCTBHE HAa TEPUTOpHATA Ha CHOTBETHATA [IbpIKaBa
YIEHKAa Ha JaJeHO WH3JeIHe, 3a KOETO MHPOLEJYpHTE IO MOCOYCHHUS
4JIeH HE ca MPOBEJCHH, HO YMATO ynorpeba € B MHTEpec Ha oOLiecT-
BCHOTO 37paBe MJIM 0E30IMacHOCTTA MJIM 3[PaBeTO Ha MAIUCHTHTE.

2. HOvpxaBata uneHka wuHpopmupa Komucusita u ocraHamure
Ibp’KaBU YIEHKU 3a BCAKO PELIEHHE 3a pa3pellaBaHe Ha IIyCKAaHETO
Ha Iasapa WIM IIyCKaHETO B JICHCTBME HA M3JEJHME B CHOTBETCTBHE C
maparpad 1, Korato paspemeHHeTo ce TpefocTaBs 3a ymoTpeoda,
pasinuyHa OoT ynorpebara IpH €IUH MALUEHT.

3. Cnen ysenomsiBaHe mo maparpad 2 OT HAcTOSIIMS 4WIEH, B
M3BBHPEIHU CIydYau, CBBP3aHU C OOIIECTBEHOTO 3[paBe WMiu Oe3omac-
HOCTTA WJIM 3[paBeTO Ha ManueHTHTe, KoMucHaTa MoXe upe3 aKToBe 3a
M3IIBJIHCHUE J1a PA3IINPH 32 OIPAHUYCH CPOK BAJIHMIHOCTTA Ha pasperiie-
HHUETO, MPEJOCTABEHO OT JIbpKaBa WIEHKa B ChOTBETCTBHE ¢ maparpad 1
OT HACTOSILMUS 4YICH, Taka 4e Jia o0xBaHe Teputopusra Ha Cbro3a, U ja
OlpeieNs YCIOBHUSTA, NPH KOUTO H3JEIUETO MOXKE Ja Cce ITycKa Ha
masapa wi B jelictBue. Te3n akToBe 3a M3IIBIHCHHE CE IIpUEMaT B
CBOTBETCTBHE C TPOLEAypaTa Mo pasriexaane, mocouena B wieH 107,
naparpad 3.

B cmemnm cimyyam W mpM HaAJIeKHO OOOCHOBAaHM HAJIOKHUTEIHU
NPUYUHA BBB BpB3KAa CBC 3[paBeTO M 0E€30MacHOCTTAa Ha XopaTa,
Komucusita npuema akroBe 3a M3IBJIHEHHE C HE3a0aBHO NPHIIOKEHHE
B CHOTBETCTBHE C Ipolleaypara, nocoueHa B 4wieH 107, maparpad 4.

Ynen 55

Ceprudurar 3a cBo00aHA mpoaa:kda

1. 3a menuTe Ha M3HOCA M MO HMCKAaHE HA MPOU3BOAMTEN WIN YIIBI-
HOMOIICH IIPEICTABHUTEN AbP)KaBaTa WICHKA, B KOSATO MPOU3BOAUTEISAT
WIN YIOBIHOMOLICHUAT MNPCACTAaBUTCII HMMa PErucTtpupaHo MsACTO Ha
CTOITaHCKa JIEHHOCT, W3/aBa cepTUHKAT 3a CBOOOIHA mpoaaxda, c
KOHTO C€ yJOCTOBEepsiBa, Y€ HPOM3BOJUTEIST WIH YITBIHOMOIICHUST
NPEICTaBUTEN, CIOpe] CIydas, HMa pPErHCTPUpaHo MICTO Ha
CTOIIAaHCKA JCHHOCT Ha HeifHa TEPUTOPHS M Y€ CHOTBETHOTO H3JCIHE C
MapkupoBka ,,CE®, HaHeceHa ChIiIacHO HACTOSIIHS PEerjaMeHT, MOXKe Ja
ce mpemymara Ha masapa B Ceioza. B ceprudukara 3a cBoOOmHA
nponax06a ce mocouBa 6azousT UDI-DI Ha u3nenuero, KakTo € mpea-
ocTaBeH Ha ©Oas3ara maHuM 3a UDI cerimacuo wien 26. Koraro HOTH-
¢unupan opra e u3nan cepTudUKaT cbIyIacHO wieH 51, B ceprudukara
3a cBOOOJHA Mpojaxba 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 aktoBe 3a wum3mbaHenne Kommcuara Moke Ja yCTaHOBH
oOpazery Ha ceprudukatuTe 3a cBoOOaHA Mpoaaxba, Karo B3eMe
MPEJBHU]I MEKAYHApPOHATA TPAKTHKA [0 OTHOIICHHE HAa HM3IOJI3BAHETO
Ha cepruuKaTUTEe 32 CBOOOAHA TMpoaak0a. Te3n akToBe 3a M3ITbIHECHHUE
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 CBOTBETCTBUETO C IPHIOXKUMHUTE OOIIU
U3UCKBaHHA 3a 0E30MacHOCT U AeHCTBHE, YCTAHOBEHH B IPHIOKEHHE
I, mno-cmenuasHoO OTHOCHO  XapaKTEPUCTUKUTE Ha  JEUCTBUETO,
nocoueHu B rimaBa I u pazgen 9 or mpuiokeHue I, mpu HOpManHU
ycinoBus Ha ynoTpeba Ha M3AENHETO MO TpeAHAa3Ha4YeHHWEe, KaKTO H
OLICHKATa Ha B3auMOJEICTBHETO(ATa) U KpbCTOCaHAaTa(UTe) peakius(u)
1 Ha IPUEMIIMBOCTTA HAa CBHOTHOLIEHUETO MEXIY PHCKA U IOJ3UTE,
KakTO € II0COYEeHO B pazfenu 1 u 8 or mpunoxkenue I, ce ocHoBaBaT
Ha HayyHa BaJMJHOCT, aHAJMTHUYHM JaHHU U JAHHU 332 KIMHUYHOTO
JeHCTBUE, OCUTYpsBaIlY JOCTAaThbYHU KIMHUYHU JJOKA3aTEICTBA, BKIIIO-
YUTEIHO, KOraTo € IPHIOXKUMO, CHOTBETHUTE [aHHH, IIOCOUCHU B
npunoxenue I11.

ITponU3BOIUTENAT YTOUHIBA H 0OOOCHOBABA HMBOTO HA KIMHHYHHTE JOKA-
3aTeNcTBa, HEOOXOAMMH 32 JIOKa3BaHE HA CHOTBETCTBHE C MPUIIOKHMHUTE
0011 U3UCKBAaHMA 3a 0€30MacHOCT U JelicTBre. HUBOTO HA KIIMHUYHUTE
JIOKA3aTeJICTBa TPsIOBa Jla € MOAXO/AIIO TPEIBH] XapaKTEPUCTHKUTE Ha
U3/ICIIMETO M HErOBOTO MpeIHA3HAYCHHE.

3a Tasu 1ea NPOU3BOJAUTENINTE IUIAHUPAT, U3BBPIIBAT U JOKYMEHTHPAT
OLIEHKA Ha JEHCTBUETO B CHOTBETCTBUE C HACTOAIIMS WIEH U yacT A oOT
npunoxxenue XIII.

2. KnuangaATEe HOKa3aTencTBa NOAKPCIIAT MNPEAHA3HAUYCHHUETO Ha
U3JCIINCTO, KOCTO € JACKIIapUpaHO OT MPOU3BOAUTEIIA, U CEC OCHOBaBaAT
Ha HEIIPECKBCHAT IIPOLEC Ha OLNCHKA Ha ﬂeﬁCTBHCTO, IIpoTHUYam CbriacCHO
IJlaHa 3a OILICHKAa Ha JICMCTBHETO.

3. B cbOTBETCTBHE C HACTOSLIMS WIEH U 4YacT A OT IMPUIOKEHUE
XIII, npu oneHkata Ha AEHCTBMETO CE Cla3Ba OIpEAEICHAa METOHO-
JIOTMYHO M3JbpKaHa IpPOLENypa 3a JOKa3BaHE Ha:

a) HaydJHATa BaJUIHOCT;

0) aHaJUTUYHOTO JICHCTBHE;

B) KJIMHUYHOTO JICHCTBHE.

JlaHHMTE M 3aK/IIOYEHHMATAa OT OLEHSIBAHETO Ha TE3U EJIEMEHTH
CBCTABJIABAT KIMHUYHUTE JOKA3aTeNCTBA 3a TOBA m3zenue. KnuHnanure
JloKazaresncTBa TpsOBa Ja IOTBBPXKAABAT HAy4dyHO, IPEIBHI ChBpe-
MEHHHUTE JOCTH)KEHHS B MEIMLMHATA, 4ye ThpceHaTa(uTe) KIMHUYHA(M)
non3a(u) 1e Obae(aT) mocTUrHaTa(M) M Ye H3IACIUETO € Oe30MacHO.
Knunuunurte pokasarencTBa, M3BEAEHM OT OLEHKAaTa Ha JEHCTBUETO,
MPEeIOCTaBAT HAyYHO BAJMJHM TapaHIWH, Ye Ca CMA3eHU HPHIOKUMHTE
o0l M3WCKBaHUS 3a OE30MacHOCT W JICHCTBUE, IIOCOYCHH B
MpUIIoKeHue I, mpu HOpPMaHU YCIIOBUSI Ha ymoTpeoa.

4.  TlpoBexxmaT ce H3NWUTBAHUS HAa KIMHUYHOTO JIEHCTBHE B CHOT-
BercTBHEe ¢ dacT A, pazmen 2 ot npunoxenwe XIII, ocen ako e
HATJIC)KHO OHpaB,Z[aHO Ja ce pa3111/1Ta Ha ,leyFI/I U3TOYHUIM HA OJAaHHU
3a KIMHUYHOTO JEHCTBHE.
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5. JlamHuTe 3a Hay4yHaTa BaJHJHOCT, JAHHWUTE 3a AHAJUTHYHOTO
JIEMCTBHE M JTJAaHHUTE 3a KJIMHMUYHOTO JECHCTBUE, TAXHATA OLIEHKA M M3BE-
JIEHUTE OT OIlEHKaTa KJIMHUYHM JO0Ka3aTeJCcTBa C€ JIOKyMEHTHUPAT B
JIOKJTaja 3a OLeHKAa Ha JeMCcTBHETO, MocoueH B yacT A, pasgen 1.3.2
ot npunoxenue XIII. JIokmagbsT 3a olleHKa Ha AECHCTBHETO € 4YacT OT
TeXHUYECKaTa JOKYMEHTAIus, rmocodeHa B mpuioxkenue 1I, BB Bpb3ka
ChC CHOTBETHOTO H3JCIIHE.

6.  OueHkara Ha JEHWCTBHETO U JIOKYMEHTALUATA BHB BPb3Ka C Hes ce
aKTyaJln3upaT TMpe3 LEeJus eKCIUIOATallMOHEH CPOK Ha CHOTBETHOTO
W3/IeTe C JaHHUTE, MOJyYeH! OT M3ITBIHEHUETO Ha IUIaHa Ha MPOU3BO-
IUTeNs 3a TpocieisBaHe Ha JCHCTBHETO clie]] IMyCKaHe Ha ma3apa B
cpoTBeTcTBUE ¢ 4acT 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 aKkTyaJi3upa Mpu HEOOXOIUMOCT, HO Hai-MaJikO BEAHBXK B TOJIMHATA
C JaHHUTE, IOCOYEHU B I'bpBa anuHes. Pesromupanara uHpopManus BbB
BpbB3Ka ¢ 0E30MaCHOCTTA M JICHCTBUETO ChINIacHO wieH 29, maparpad 1
Ce aKTyalu3upa BbB BB3MOKHO HaW-KpaThK CpOK, KOraro € HeoO-
XOJIMMO.

7. Koraro e He00X0aAMMO Jla Ce rapaHTHpa €HAKBOTO IMpUJIaraHe Ha
npunoxkenue XIII, Komucusita, karo oTunuTa HaAJIEKHO TEXHUUYECKUS U
HAay4HHUs [POTpec, MOXKeE Jla MprueMa akTOBE 3a U3IBbIHEHHUE, JOKOJIKOTO
TOBa € HEOoOXONUMO 3a paspeliaBaHe Ha TNPOOJIEMH, CBBP3aHH C
pa3IMYHOTO THIKYBAHE W IMPUIATAaHETO Ha IMpaKTHKa. Te3u aKToBe 3a
W3MIBJIHEHWE C€ IIpueMaT B CBHOTBETCTBHE C IpoLEAypara IO
pasriexaane, nocodeHa B wien 107, nmaparpad 3.

Ynen 57

OO0mM M3MCKBAHUST 10 OTHOIIEHHE HA M3NMTBAHUATA Ha
JeliCTBHETO

1. IlpomsBomuTensaT rapaHTupa, UYe W3JEINETO 3a W3MHUTBAHE Ha
JIEHCTBUETO OTroBaps Ha OOLIMTE M3UCKBAHUS 3a OE30IacCHOCT H
JIEHCTBUE, yCTAHOBEHH B NMPWIOKEHHE [, ¢ M3KITIOYeHNe Ha acIeKTHTE,
00XBaHATH OT M3IUTBAHETO HAa JICHCTBUETO, H Ye MO OTHOIICHUE HA TE3H
aCTMeKTH ca B3€TH BCHYKHU IMPEANa3HH MEPKU 3a 3aKpWiia Ha 3/paBeTO H
Oe30macHOCTTa Ha MAlMEeHTa, NOTPEOUTEIIss U JIPYTUTe JIMLa.

2. Koraro e 1nenecbo0pa3HO, M3IUTBAHMATA Ha JEHCTBUETO ce
MIPOBEXIAT B YCJIOBHSA, CXOIHH C HOPMAJHHTE YCJIOBHS Ha yrorpeda
Ha H3/ICIIHETO.

3. H3nuTBaHuATAa Ha JACHCTBHETO C€ IUIAHUPAT W MPOBEKAAT IO
TaKbB HAYWH, 4Ye NpaBaTa, 0€30MaCHOCTTa, JOCTOHHCTBOTO M OJIaroche-
TOSIHUETO Ha YYacTHHLWTE B Te3M HW3MUTBAHUS Ha JIEHCTBHETO ca
3alUTEHN U UMAT NPUOPUTET IIPE]] BCAKAKBU JAPYI'M MHTEPECH, a IOIy-
YEHWUTE JAaHHU ca HAYYHO W3ABP’KaHM, HANEKIHU U CTAOWIIHU.

HznurBanusTa Ha )16171CTBI/I€TO, BKJIFOYUTCJIHO TE3U, IIPpU KOUTO C€

H3I10JI3BAaT OCTaHaJIn HpO6H, C€ MIpoOBEXKIAAT B CBOTBETCTBUE C IIPHUIIO-
JKUMOTO ITpaBO 3a 3alluTa Ha JaHHUTEC.

Ynen 58

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

1. Bcsko u3nuTBaHe HA JICHCTBUETO:

a) Ipru KOCTO CC€ M3BHPIIBA MHBA3WMBHO B3€MAaHC Ha l'lp06l/l CIUHCTBCHO
3a ICIMTC HA HM3IIMUTBAaHHUATA Ha HCﬁCTBHCTO;
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6) KO€TO C€ sBsABa HWHTCPBCHIMOHAIHO MU3NUTBAHC Ha KIMHUYHOTO
,E[eﬁcTBPIe ChIJIaCHO ONPEACIICHUCTO B YJICH 2, TOYKa 46, W

B) IIpM TPOBEXKJIAHETO HA KOETO C€ W3BBPIIBAT JIONBJIHUTEIHN
WHBAa3UBHHU TPOLEAYPU WM KOETO HOCH JPYrd PHCKOBE 3a y4acT-
HUIIUTE B M3MMTBAHUATA,

OCBEH u€ OTroBaps Ha M3UCKBaHMATA No uieH 57 u npunoxenue XIII,
ce IUIaHUpa, pas3pelaBa, MPOBEKIA, PErHCTpUpa M JOKJIagBa B CHOT-
BETCTBHE C HACTOSILIUS WieH, wieHoBe 59—77 u npuioxenue XIV.

2. WsnurBaHWATa Ha  JICHCTBHETO, BKIIOYBAIIM  CHITBTCTBAIIH
u3aciyda, C€ IOAYMHABAT HA CBHUIUMTEC HM3MCKBAHHUS KaTO HM3IIMTBaAHUATA
Ha JeiicTBueTo, n30poeHu B naparpad 1. ToBa He ce mpuiara 3a M3MHT-
BaHUATA HA JEHCTBUETO, BKIOYBAIIM CHITBTCTBAIIM U3/CIHUS, TIPH KOUTO
Ce M3IO0JI3BAaT CaMO OCTAaHAJIW MPOOH, HO KOMIICTCHTHHUSIT OpraH ce
YBEIOMsIBA 32 TAKWBA M3MTUTBAHMSI.

3. H3nwuTBaHuATa Ha AEWUCTBHETO MOJJIEkKAT Ha Iperyies] Ha ChOT-
BETCTBHETO C HAayYHUTE M CTUYHUTE CTaHAapTd. [IperyieapT Ha CHOT-
BETCTBHETO C ETHYHUTE CTaHJIApTH C€ U3BBPIIBA OT KOMHCHUSA IO
€THKa B CBOTBETCTBHE C HAIMOHAJIHOTO INpaBo. J[bpXKaBUTE UJICHKU
rapaHTupar, 4e MpoLelypuTe 3a Iperie] oT KOMHCHUTE 10 eTHKa ca
CHbBMECTHMHU C HPOLESYPUTE, YCTAHOBEHW B HACTOSIIMS PErJIAaMEHT 3a
OLICHABAHE Ha 3asBICHUETO 3a pa3pelleHHe Ha U3NMTBaHE Ha
neiictBuero. B mpersena Ha CHOTBETCTBHETO C ETHYHHUTE CTAHIAPTH
y4acTBa HaW-MajKO €JUH HECHEIHaJINCT.

4. KoraTo crOHCOpPBT Ha M3MUTBAHE HA JCHCTBUETO HE € YCTAHOBEH
B Cbl03a, TOH TapaHTHpa HAJMYHETO HAa (U3NYECKO WU HOPUIMYECKO
nune, ycraHoBeHO B Cbro3a, KOETO € HEroB IpejcTaBuTel. To3u mpen-
CTaBUTENI € OTIOBOPEH 3a CMA3BaHETO Ha 3aJb/DKCHUSTA Ha CIOHCOpa
CBITIACHO HACTOSIIMS PErJaMeHT M € ajpecaT Ha BCHUKH CHOOIICHHS 32
CIIOHCOpA, NPEABUCHNU B HACTOSIIMS periaMeHT. Besko cholliieHue 10
MPEICTaBUTENS Ce CUMTA 32 CHOOIIEHHE 0 CIIOHCOPA.

JIbprkaBUTE YJICHKH MOTaT Ja u30epar Ja He Mpuilarat bpBa ajauHes Mo
OTHOIIICHHWE HA W3IUTBAHUSA HA JEHCTBUETO, KOWTO ILE C€ IMPOBEKAAT
caMO Ha TSIXHA TEPUTOPUS WM HA TAXHA TEPUTOPHUS U HA TEPUTOPHSITA
Ha TpeTa JObp)KaBa, akO TapaHTUPAT, Y€ CIOHCOPBT HMMa — IO
OTHOIIIEHHE Ha JaJ€HO W3MNTBAaHE Ha JEHCTBUETO — Ha-MajKko €IHO
JUIE 32 KOHTAaKT, YyCTAHOBEHO HA TAXHA TEPUTOPHSA, JO KOTOTO Ja Ce
aZipecupar MpEeJBHJICHUTE B HACTOSILUS pErJIAaMEHT ChOOLICHUS 3a
CIIOHCOPA.

5. M3nutBaHe Ha AeHCTBHETO, KAaKTO € IMOCOYEHO B maparpad 1,
Mo)ke na OBJe TMPOBEICHO CaMO aKO Ca M3MBIHEHH BCHUYKH YCIOBHS
0-J1011y:

a) M3MMTBAHETO Ha JEHCTBHETO 3aBHCU OT paspellieHHe OT JbpiKaBa-
Ta(uTe) 4WieHKa(u), B KOSTO(KOMTO) Ie ObJIe M3BBPUICHO H3IUT-
BaHETO Ha JEWCTBHETO, B CHOTBETCTBHE C HACTOSIIHS PETJIAMEHT,
OCBEH aKO HE € IOCOYCHO APYro;

6) KOMHUCHA II0 €THKa, Cb3JaJCHa B CBHOTBCTCTBHEC C HAIIMOHAIHOTO
npaBo, HE € JaJla OTPpHULATCIIHO CTaHOBUIIC BHB BPb3Ka C MU3IUT-
BAHCTO Ha HeﬁCTBHeTO, KOE€TO € BaJIMIHO 3a IgilaTa IbpXKaBa
YJIeHKa ChINIACHO HEHMHOTO HAIMOHAJIHO paso;

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

I) ySI3BUMHUTE TPYNM OT HACEJIEHUETO M HMHIUBHIYAIHUTE YYaCTHHULU
ca MOJIXOJAII0 3alIUTEHH B CHOTBETCTBHE C WIEHOBE 59—64;
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1)

)

M)

H)

OYaKBaHUTE MOJI3M 32 YYACTHUIUTE WM TOJ3HUTE 3a OOIICCTBEHOTO
3[[paBe OIpaBAaBaT IPEIBUANMUTE PUCKOBE U HEYHIOOCTBA, KaTro ce
M3BBPIINBA TMOCTOSHHO HAOIIONCHHE HA CHOTBETCTBHETO C TOBA
yCJIOBHE;

YYaCTHHKBT WIIH, aKO TOW He MOXe Ja aane HHGOPMHUPAHO
ChbIVIACHE, HETOBUST 3aKOHHO OIpENEeNeH IpeACTaBUTeN, € Jail
UHPOPMHUPAHO CHITIACHE B CHOTBETCTBHE C WiICH 59;

Ha yJaCTHHUKA WITH, aKO yJaCTHUKBT HE MOXKe Ja Aajae nHGOopMUpaHO
CBIJIACUE, HA HErOBUS 3aKOHHO OIpeJeNeH IMpPeACTaBUTEN ca Oumiu
IIPEIOCTaBEeHN AAHHUTE 3a KOHTAKT Ha OOpa3yBaHHUE, KBIECTO MOXKE
Ja Oble MoydeHa JONbIHUTENHA UH(OpMalMs B Clydail Ha HE0O-
XOJIUMOCT;

[PABOTO HA yYacTHHKA Ha (DM3MYECKAa M ICHXHYCCKA HEIMPHKOCHO-
BEHOCT, Ha JIMYEH XMBOT M Ha 3allUTa HA JAHHUTE, OTHACSIIH CE J0
Hero, B cboTBeTcTBHE ¢ JIupektuBa 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 TMPCACIHHUAT PUCK KU CTCIICHTAa Ha MNPUYMHCHUA
¢busndeckn aAUCKOM(OPT ca H3PUYHO OMNpEIeNICHM B IJlaHAa Ha
M3MHUTBAHETO Ha JICHCTBHETO U Ce HAOIIOJABaT HEMPEKbCHATO;

MEJAULIUHCKUTE TPHIKH, TTOJIATAHU 33 yYaCTHUKA, Ca OTTOBOPHOCT Ha
NOAXOAAIIO KBATM(GHUIUPAH JIEKap WM, KOraTo TOBa € LeNechod-
pa3HoO, Ha BCSAKO JpPyro JIMIE, OINPAaBOMOIIEHO CBHIVIACHO HAIlMO-
HQJIHOTO TMpaBO Ja Iojlara TOAOOHM TPHKK 3a MAlUEHTUTE B
YCIIOBHS Ha M3MMTBAHE Ha JIEHCTBUETO,

Ha Yy4YaCTHHKa HWJIK, KOrato € IMpPHUII0XKHUMO, Ha HCTOBHUSA 3aKOHHO
ONnpeAcCJICH TPCACTaBUTE]I, HC € OKa3BaHO HCIPABOMCPHO BJIMSHUEC,
BKJIFOUHUTCIIHO OT (I)I/IHaHCOBO €CTCCTBO, 3a Ja y4dacTBa B H3IIWT-
BaHCTO Ha HeﬁCTBHeTO;

npu HeOGXO}II/IMOCT ca Ownn IMpOBCJACHU TECTOBE 3a OMoJIOrMYHA
6C3OHaCHOCT, oTpa3saBallnu Hall-HOBUTE Hay4YHHU JOOCTHOKCHHA, H
BCAKAaKBU JIpyru TECTOBE, KOUTO C€ CMATAT 3a H€06X0)1I/IMI/I
npeasu nNpeaHasHa4YCHUCTO Ha HU3ACIIUETO,

3a M3MHUTBAHUSA HAa KIMHUYHOTO ACHCTBHE € OMJIO JOKa3aHO aHalld-
TUYHOTO JACWCTBHE, KAaTO Ca B3€THU NPEABH] CHBPEMEHHUTE JOCTH-
JKEHUS,

3a MHTCPBCHIUOHAJIHUTEC H3IMWTBAHWA Ha KIWHUYHOTO JIEUCTBHE €
OMJI0 JOKA3aHO aHAJIMTHYHOTO JICUCTBUE U Hay4YHaTa BaJIMJAHOCT,
KaTo cCa B3€TU TMNpPEABUA CBBPEMCHHUTEC  JOCTUIKCHUA. Axo
Hay4YHaTa BAJIMJIHOCT Ha CBII'BTCTBAIUTE U3ACJIHMA HE € YCTAHOBCHA,
CC MNpeAcTaBsi Hay4yHaTa 000CHOBKA 3a U3IMOJI3BaHE Ha 6M0Map1<epa;

JI0OKa3aHa € Owja TexHWYeckara Oe30IacHOCT Ha W3AEIUETO 110
OTHOIIIEHWE Ha ymoTpebara My, Karo ca B3€TH MPEIABHI ChBpe-
MEHHHUTE JOCTHXKCHHUS, KaKTO M pasnopeadure B oOiacTra Ha
6e30MacHNTE YCIOBHUS Ha TPY M MPEIOTBPATABAHETO HA 3OTIONYKH;

VM3MBIHEHN Ca U3WUCKBAHMATA IO mpuiiokenne XIV.
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6. Bcexu yyacTHHMK WJM, aKO YYacTHHKBT HEe MOXe Ja Aane HH(Oop-
MHPAHO CBITAaCHE, HETOBHAT 3aKOHHO OMpeJeleH IPEACTaBUTE, MOXE,
6e3 ToBa Jla My HaBpeIH MO KaKbBTO M Jia OMJI0 HA4YMH M 0e3 Ja My ce
Hajara 7a JaBa KakBOTO M Ja ¢ OOSCHEHHE, Ja Ce OTTETNIM OT M3IHT-
BaHETO Ha JEHCTBHETO IO BCSKO BpEME, KaTO OTTEINIHM CBOETO HH(Op-
MupaHo cbriacue. bes na ce 3acsara Jupextusa 95/46/EO, orterisineTo
Ha MH()OPMUPAHOTO CHITIACHE HE 3acsra Bede M3BHPIICHUTE ACIHOCTH,
HHUTO W3IOJI3BAHETO Ha JaHHWTE, MOJYyYeHU Bb3 OCHOBA Ha HUH(OpPMHU-
PaHOTO CBIIIACHE P HETOBOTO OTTETIISHE.

7. U3cnenmoBatensar e JHIe, YOPaXHSABANIO TNpodecus, KOITO €
MpU3HaTa OT ChOTBETHATA JbPKaBa WICHKA KAaTO JaBalla My IIpaBO Ja
M3IBIHSABA (QYHKIMHUTE Ha M3CIENOBaTelN, Thil KaTO MpUTekaBa HE0OX0-
JUMHTE HayYHHM 3HAHUS M ONHT B 00JACTTa HA TPUKHUTE 32 MALUCHTUTE
win nabopatopHara MeaniuHa. OcTaHANIMAT TEPCOHAN, ydYacTBAall B
MPOBEXJaHEe Ha M3MMTBAHETO HA JCHCTBUETO, MMa IMOAXOASIIA KBaJIU-
(ukanyst 3a U3MBIHCHWE HA BB3IIOKEHHUTE My 3a/a4d, MPEIBHI
HEroBoto oOpaszoBaHMe, 0OyueHHE WM ONUT B CHOTBETHATa 00JacT Ha
MEIWIMHATA M [0 OTHOIIEHHE Ha METOJOJOrHATa 3a KIMHUYHHUTE
W3CIIEBAHMUS.

8. Koraro e memechoOpa3Ho, Mecrara 3a NPOBEXKIAHE HA H3IUT-
BAaHETO Ha JEHCTBMETO, B KOETO yuacTBaT JiMma, TpsOBa nga ca
MOAXOAAIIM 3a M3MMTBAHETO Ha JIEWCTBHETO W Ja Ca CXOAHU C
MecTaTa, B KOMTO HM3/EIHMETO € MpeJHa3sHayeHo 3a yrnoTpeoda.

Ynen 59

Hudpopmupano cbriacue

1.  HudopmupaHoTo chriaacue € B nucMeHa ¢opma, ¢ AaTa ¥ MOIINC
Ha JIMIETO, MMPOBEKIAIIO Pa3roBopa, MOCOYeHO B maparpad 2, Oyksa B),
M Ha yYacTHHMKA, WJIM, KOTaTo YYaCTHHKBT HE € CIIOCOOCH Ja Jaje
MH()OPMHUPAHO ChIIache, Ha HErOB 3aKOHHO OIPEAENEH IPEeACTaBUTEN,
cleq Kato TOH e Owin HaJiexHO HH(OPMHpPaH B CBHOTBETCTBHE C
naparpad 2. AKO YYaCTHHUKBT HE € B CBCTOSHHE [a IHINIE, ChIJIacHe
MOXKe Ja OBJe AaJCHO ¥ 3alUCAHO IOCPEACTBOM IMOAXOJSIIM aiTep-
HATUBHU CPEACTBA B INPUCHCTBHETO Hal-MalKoO Ha €AWH HE3aBUCHM
ceumeTen. B To3m ciywail cBHIeTenaT MOANNCBA M clara Jara Ha
JOKyMeHTa 3a HH(GOpPMHpaHO chriacue. Ha ydacTHHKAa WM, KOrato
YYaCTHHKBT HE € ChocoOeH na jnane WH(GOPMHPAHO ChIVIacHe, Ha
HEroB 3aKOHHO OIPEJENICH MPEeACTaBUTEN CE MPENOCTaBs, B 3aBUCUMOCT
OT ciydasi, KOIHe OT JOKYMEHTa WM 3amHca, ¢ KOWTO € OWio JaseHo
nHGOpPMHUpaHOTO chIimacue. MHPOpPMHpAaHOTO CchINIACHE C€ JOKY-
MeHTupa. Ha ydacTHHKA WIIM HETOBHMS 3aKOHHO OIpEICIeH Mpef-
CTaBUTEN CE MPENOCTaBs JOCTaThYHO BpeMe, 3a Ja OOMHUCIH CBOETO
peIICHUE 33 y4acTHE B M3MMTBAHETO Ha JCHCTBHETO.

2.  Uudopmanmsara, mnpenocraBeHa Ha Y4YaCTHHKA WJIHM, KOTaTo
YYaCTHHKBT HE € CHocoOeH aa Jane WHPOpPMHpaHO ChIIacue, Ha
3aKOHHO ONPENENICHUSI My IPEICTAaBUTEIN 3a LEIUTEe Ha MOJydYaBaHE Ha
HETrOBOTO MH(OPMHUPAHO CHIIIACHE:

a) MO3BOJISIBA HA YYACTHHKA WMJIM HA HETOBHsS 3aKOHHO OINPEAENIeH IMpej-
craBuTelN Jia pazdepe:

1) eCTecTBOTO, IIEJHTE, MOJI3UTE, MOCICAUINTE, PUCKOBETE U HEI0C-
TaTHLUUTE HA M3IUTBAHETO HA JEHCTBUETO;

il) mpaBata Ha Yy4YacTHHKA W TapaHIUHUTE [0 OTHOIICHHE Ha
HeroBaTa 3aluTa, ¥ B YaCTHOCT HETOBOTO MPABO Ja OTKaXKE 1a
yyacTBa W TPaBOTO Ja C€ OTTErM OT HW3MWTBAHETO Ha
JEWCTBUETO MO BCAKO BpeMe M 0e3 ToBa Ja My HaBpeIu IO
HSKAaKbB HAuWH, U 0€3 Ja My ce Hajara jJa jiaBa OOsSCHCHHC;
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iii) ycioBusATa, IpU KOUTO TpsiOBa Ja ce MPOBEAE U3IMMTBAHETO Ha
JeHCTBHETO, BKIIOYMTENHO OYAKBAaHATa IIPONBKHTEIHOCT Ha
YyYacTHETO HA YYaCTHUKA B TOBA U3IUTBAHE, KaKTO U

V) BB3MOYKHUTE aNTepHATHBH HA JIEYEHHETO, BKIIOUUTEIHO MOCIe]-
BaIllUTe MEPKH, B CIydYail 4e y4acTHETO Ha yJacTHHKAa B H3IHUT-
BaHETO Ha JEICTBUETO ce IPEeyCTaHOBH;

0) ¢ wu3uepmaTesnHa, KparTka, sCHa, OTHOCMMa M pa30upaeMa 3a
Y4aCTHHMKA WJIM 32 HETOBHs 3aKOHHO OIpEJesieH NpPeICTaBUTEN;

B) ce MPEIoCTaBsl B NPEIBAPUTENICH PA3roBOp C WICH Ha M3CIEH0Ba-
TEJICKHSI €KHII, KOUTO € MOAXOASIIO KBaTH(UIUPAH CHIIACHO HAINO-
HAJIHOTO TIPaBO; KaKTO U

I') BKJIHOUYBA MHPOPMALIUS 32 TPUIIOKUMATA CUCTEMaA 3a 00e3lIeTeHHE Ha
BpPE/H, MOCOYCHA B WiEH 65;

I1) BKIIIOYBA CIMHHUS, YHHKAJICH MICHTU(HUKAIIMOHEH HOMEp 3a LeIHs
Cbi03 32 M3NHUTBAHETO HA JICHCTBHETO MO 4jieH 66, maparpad 1,
KakTo W WH(GOpPMAIMs OTHOCHO HAJMYHOCTTa Ha PE3YJITaTUTE OT
M3IUTBAHETO Ha JICHCTBUETO B CHOTBETCTBHE C maparpad 6 oT
HACTOSIIUS YJICH.

3. Hudopmanusra, mocoueHa B maparpad 2, ce M3roTBsl B IMHCMEHA
(dopma ¥ e Ha pa3MoTOKEeHHE Ha yYaCTHUKA WM, KOTaTO YYaCTHUKBT HE
€ B CbCTOSIHUE Ja Jajieé UH(POPMHUPAHO CHIJIACUE, HA HErOBUs 3aKOHHO
ompeseneH MPeaCTaBUTel.

4. B pasroBopa, mocoueH B maparpad 2, OykBa B), ce oOpsbIa
CMEIHaTHO BHUMAaHWE Ha TMOTPEOHOCTHTE OT HHpOpMANUs Ha
KOHKPCTHHTE I'PYNH OT MALMCHTH W Ha OTACIHUTE YYaCTHHIH, KaKTO
7 Ha METOJIMTE, W3MOJI3BaHM 32 JaBaHe Ha WH(pOpMAaIus.

5. Tlo Bpeme Ha pa3roBopa, mocouyeH B maparpad 2, OykBa B), ce
MpoBepsiBa A YYaCTHUKBT € pazOpan uHpopManusTa.

6. YyacTHHKBT OHMBa yBEJIOMEH, 4Ye B EJEKTPOHHATa CHCTEMa 3a
M3MUTBAHE Ha JICHCTBHMETO, MOCOYEHa B wieH 69, e ca JOCTBhIHU
ChIVIACHO 4iieH 73, maparpad) 5 AOKJIa] 3a W3MUTBAHE HA JICHCTBHUETO
U pe3loMe, NPEJCTaBeHO 110 pa3dupaeM 3a LieNeBUs MOTPeOUTeN HauuH,
HE3aBHCHMO OT pe3yJNTaTuTe OT H3NUTBaHE Ha JeHCTBHETO, W,
JOKOJIKOTO € BB3MOXHO, TOH C€ YyBEIOMsBa, KOraTo Te CTaHaT
JOCTBITHH.

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

Ynen 60

H3nuTBaHus HA JeiicTBUETO BBPXY HeJleecnocoOH! YyacTHHIHA

1. Koraro HemeecrmocoOHM y4YaCTHHIM HE ca Jald WIM HE ca
OTKa3aJli Jia najgat WHGOPMHUPAaHO ChIIAache NMpeau HayajloTo Ha Hele-
€CIIOCOOHOCTTA CHU, U3IUTBAHE HA JEHCTBUETO MOXKeE J1a ObJie IPOBEACHO
caMO ako B JONBJIHEHHE KbM YCJIOBHATA, OINpPEAEIeHH B 4ieH 58,
naparpad 5, ca M3II'BJIHEHH BCHYKH YCJIOBHUS I10-JOJY:

a) MoJlyueHO € MH(OPMHUPAHOTO ChIVIACHE HA TEXHUS 3aKOHHO
OIpeieicH MPEACTABUTEIL,
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6) HemeecoCOOHUTE YYaCTHHULIM Cca HONYyYHWIH  HMHGPOPMALUATA,
mocodeHa B uieH 59, maparpad 2, Mo MOAXOMAN] OT TIeIHA TOUKa
Ha TAXHATa CHOCOOHOCT JAa pa3zbepar Ta3u MHQOpMalMs HAUYMH,;

B) HW3PUYHOTO J>KEJTaHWE Ha HEAEeCIOCOOHMS YYacTHUK, KOHUTO € B
CbCTOSIHMUEC J1a CH CbCTaBM MHCEHHUC U Ja IMPCEUCHU I/lH(i)OpMa]J,I/IﬂTa,
nmocoueHa B wieH 59, maparpad 2, la OTKaXe ydacTHE WM Ja ce
OTTEIJIM OT U3MHUTBAHETO Ha JCHCTBHETO IO BCSKO BPEME, € YBaXKEHO
OT W3IUTATENS;

F) Ha YJaCTHHIUTC WM HAa 3aKOHHO ONPCACIICHUTC UM IIPCACTAaBUTCIINA
HC € IPCAOCTAaBCH HUKAKBB CTUMYJI, HUTO (bHHaHCOBa nusroga, OCBCH
06631H6T6HI/16 34 PA3HOCKHUTEC U [MPOIYCHATUTC IIOJI3HU, IIPIAKO
CBBP3aHU C YYaCTUCTO B HU3IHUTBAHCTO Ha HeﬁCTBHCTO;

J1) W3NUTBAHETO Ha JEHCTBHETO € OT ChIIECTBEHO 3HAYCHHE IO
OTHOILICHHE HAa HE/ICECIIOCOOHUTE YYACTHHIM WU JIAHHU ChC CBHIIOC-
TaBMMa BAJIUIHOCT HE MOTAT Jla OBIAT MOJTYYeHH OT M3IUTBAHMS Ha
JICHCTBUETO BBPXY JIMIA, KOMTO Ca B CHhCTOSIHUE Ja JajaaT UHQOp-
MHUPAHO ChIJIacHe, WIH 4Ype3 JIPyrd METOJM Ha W3CIE/IBaHE;

€) WU3NMTBAHETO Ha JEHCTBHETO € CBBP3aHO NPSIKO ChC 3a00NsBaHE Ha
YYaCTHHKA;

)K) HaJMie ca Hay4YHH OCHOBaHHUA Ja CC O4YaKBa, 4C y4aCTUETO B HM3IUT-
BaHETO Ha JICHCTBHETO IIE JOHECE:

1) TpsiKa MOJN3a 32 HEAEECHOCOOHUSI YYacTHHK, KOSATO HaAXBbPILL
pHCKOBEeTe WM Heyn00CcTBaTa; I

il) HAKOM IOJ3U 3a IpyHara OT HACEJICHUETO, MPEACTABIABAaHA OT
CHOTBETHHSI HEJEECIIOCOOEH YJYaCTHUK, a W3IHUTBAHETO Ha
JEHCTBUETO 1ILE IOpOAM CaMO MUHMMAJEH pPHCK 3a TO3HU
YY4acCTHHK M 1Ie My MNPUYMHM MHUHMMAlHO HeyIoOCTBO B
CpaBHEGHHE CBC CTAHAAPTHOTO JIeYeHWE Ha 3a00NsIBaHETO Ha
HEJICECIIOCOOHHUS YYACTHUK.

2. YYacTHHKBT, JOKOIKOTO € BB3MOXKHO, B3e€Ma ydacTHE B IIpOIe-
Jypara 3a JaBaHe Ha MH()OPMHPAHO ChHIJIACHE.

3. Tlaparpad 1, OykBa k), mojaToyka ii) ce mpuiara, 0e3 1a ce
3acsraT IO-CTPOTUTE HALMOHAIHKM INpaBWia, 3a0paHsABAIlM IIPOBEXK-
JAHETO HAa TE3W M3IMTBAHHMS HA [ECHCTBHETO BBPXY HEICECIIOCOOHH
YYaCTHHIIM, KOTaro HsIMa Hay4yHH OCHOBAHUS Ja Ce OuaKBa, 4e
y4acTHEeTO B HM3IMTBAHCTO HAa JICWCTBHETO IIE JOHECE MpsiKa Ioi3a 3a
YYacTHHKA, HAIXBBPISIIA CBBP3aHUTE C HEr0 PHCKOBE W HEymoOCTBa.

Ynen 61

M3nuTBaHusi HA AeiCTBUETO BBPXY MAJ0JETHH W HENbJIHOJJECTHH
Juaa

1.  M3nurBaHe Ha AEHCTBHETO BHPXY MAaJOJETHU WU HEIBJIHOJIETHU
JaMLa MOXE Jla ce IPOBEKAA CaMO aKO B JIONBJIHEHHE KbM YCIIOBUATA,
olpezeneHy B wieH 58, naparpad 5, ca U3INbIHEHU BCUUKU YCIOBUS IO-
JoIy:

a) TOJlyueHO € MH()OPMHUPAHOTO ChIVIACHME HA TEXHUS 3aKOHHO
ompezieieH NpeICTaBUTeN;

0) MaJOJETHUTE WM HEIBJIHOJCTHUTE JIUIA ca MOJXYyYydsId UH(opma-
nusTa, MocoueHa B wieH 59, maparpad 2, 1O agantupaH KbM
TAXHATA BB3PACT W IICUXUUYECKA 3pSIOCT HAYMH M OT H3CIeI0Ba-
TEJIUTE WIN WICHOBE HA U3CJIENOBATEICKUS €KHUIl, KOMTO ca
o0yueHH 3a paboTa C Jela WiIK UMaT ONMUT B Ta3u 00JIACT;
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B) HU3PUYHOTO KEITaHHE HAa MAJOJETHOTO WIH HEIBIHOJETHOTO JIHIIE,
KOETO € B ChCTOSIHHE J1a CH ChCTaBH MHEHHE W Jia MPEIEHU HH(OP-
MalusiTa, Hoco4eHa B wieH 59, maparpad 2, 1a OTKaxe ydacTHe WIH
J1a Ce OTTErNIM OT M3MUTBAHETO HA JCHCTBUETO IO BCSKO BpEMeE, €
YBXKXEHO OT H3CIEIOBATEIs;

I) Ha YYaCTHUIWTE WIM Ha 3aKOHHO ONPEICICHHUTE MM IPEIACTABUTEIIH
HE € MPEeIOCTaBeH HUKAKBB CTHMYJI, HUTO (DMHAHCOBA M3rojia, OCBEH
obe3lieTeHHe 3a PA3HOCKUTE UM MOPOIYCHATHTE IIOJ3H, IPSKO
CBBP3aHU C YYaCTHETO B M3IHTBAHETO HA [ICUCTBHETO;

J) HU3MUTBAHETO HA AEICTBMETO MMa 3a Il Ja H3CieiBa METOAH 3a
JedeHHe Ha 3a00ABaHE, KOEGTO CE Cpella caMo IIpH MaJoJEeTHH
WM HEN'bJIHOJICTHU JIMLA, WIM W3INMTBAHETO Ha JEHCTBHUETO € OT
CBUIECTBEHO 3HAUCHUE 110 OTHOLICHHE HA MAaJOJIETHUTE WM HEIbl-
HOJIETHUTE JMIA 3a BaJUIUPAHETO HA JAHHUTE, IOJYYEHU OT
U3IMTBAHUS HA JIEHCTBMETO BBPXY JIMILA, KOUTO Ca B CHCTOSHUE Ja
Janar UHGOPMUpPAHO CbIVIACHE, WM 4Ype3 Jpyrd MeTOAU Ha
U3CIeBaHe;

e) M3MUTBAHETO Ha JCHCTBUETO WU € IIPsAKO CBBP3aHO CHC 32007151~
BaHETO, OT KOCTO CTpaJga MaJOJETHOTO WJIM HEIIBJIHOJIETHOTO
Jimne, nim € OT TaKoBa €CTECTBO, Y€ MOXKE Ja C€ IMPOBEAC CaMO
BBPXY MAJOJICTHU WA HCI'BJIIHOJICTHU JIMIIA,

’K) HaJIMIIEe Ca HAYYHH OCHOBAHHSI Jla CE OYaKBa, 4e y4acTHETO B WM3IIHT-
BaHETO Ha JCHCTBHMETO IIE JIOHECE:

l) Ipsika TI10JI13a 3a MAJIOJICTHUS WM HCHBIHOJCTHUSA YYAaCTHHUK,
KOATO HaAXBBPJSA PUCKOBETC HIIN HCyZ[OGCTBaTa; njin

11) HJAKOW IOJI3W 3a rpynaTta OT HACCJIICHUCTO, IIPCACTaBJIsIBaHa OT
CbOTBCTHHUSA MAJIOJIETCH WM HCI'BJIHOJICTCH YYaCTHUK, a HU3MNHUT-
BaHETO Ha JEHCTBUETO e nopoau CaMO MHUHUMAJICH PHUCK 3a
TO3M YYaCTHUK WU HIC MY IPUYNHU MHUHHUMAJIHO HCyZ[O6CTBO B
CpaBHCHHEC CBC CTAaHAAPTHOTO JICUCHHWE Ha 3a00IIBaHETO HAa
MaJIOJICTHHUS WJIN HEIIBJIHOJCETHHSA YYaCTHHK.

3) MaJOJETHOTO WM HEIBIHOJETHO JIMIE B3e€Ma ydacTHe B IIPOIe-
Jqypata 3a JaBaHe Ha WH(GOPMHPAHO ChHIJACHE 110 HAYWH,
cb00pa3eH ¢ HeroBara BB3PACT M IICHUXUUYECKA 3PSUIOCT;

M) aKko MO BpeMe Ha M3MUTBaHE Ha JICHCTBUETO MAaJOJIETHOTO WIIU
HEIbJIHOJIETHOTO JIMLIE HaBbPILU BBH3PACT, HA KOATO CIIOpPE] HAIUO-
HAJIHOTO TPaBO CTaBa JIEECIIOCOOHO Ja jJane HH(POPMHUPAHO
ChbIVIaCHE, HErOBOTO H3PUYHO HH(GOPMHPAHO  CBIJACHE  Ce
[oJly4yaBa, MpeId TO3M YYAacTHHK Ja MOXe Ja MNPOAbIDKU Jia
y4acTBa B M3MHUTBAHETO Ha JCHCTBHETO.

2. Tlaparpad 1, OykBa k), moarouka ii) ce mpuiara, 0e3 1a ce
3acsrar IO-CTPOTUTE HALMOHAIHM IpaBWia, 3a0paHsABAIlM ITPOBEXK-
JaHCTO HA TE3W HW3MUTBAHUS Ha ACHCTBUETO BBHPXY MAJOJICTHH WIH
HEM'bJTHOJICTHU YYaCTHHIM, KOTraTo HsIMa HAaydyHH OCHOBaHHS Ja ce
OYaKBa, 4YC YYACTHETO B M3IHMTBAHETO HA JCHCTBHETO MIE JOHECEe
mpsiKa Moji3a 3a yYaCcTHUKA, HAJAXBHPJSNIA CBBP3aHHTE C HETO PHCKOBE
U HeynoOcTBa.

Ynen 62

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

WznuTBaHe Ha NEHCTBUETO BHPXY OpeMEHHH KEHU WIH KbpMaukKd MOXKE
Jla ce MPOBEXJa CaMO aKo B JOIBJIHEHNE KbM YCJIOBHATA, ONPEICICHU B
unen 58, maparpad 5, ca M3IBIHEHH BCHYKH YCIOBHS TIO-I0JTY:

a) M3IUTBAHETO Ha ACHCTBHETO MMa IOTEHLHUAN A2 JOHECe NPEKH MOJI3H
3a ChOTBETHaTa OpeMEHHa »EHa WJIM KbpMauka WIM 3a HEHHHA
eMOpHOH, 3apOJUII WM JIETE CJCI PAXKIAHETO, HAJXBBPJISIIU CBbP-
3aHHUTE C M3MUTBAHETO PHCKOBE M HEYIOOCTBA;
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0) ako TakoBa M3MHUTBAHE Ha JCHCTBHETO HSAMA IPEKH MOJI3H 3a CHOT-
BeTHAaTa OpeMEeHHA XEHa WM KbpMauka MM 3a HEHHUA eMOpPHOH,
3apoJMII MM JeTe Clie]] PakJaHeTo, TO MOXe 1a C€ H3BbpIIBaA
caMo aKo:

1) BBpXY KCHHU, KOUTO HE ca OPEMEHHHU WJIM KbPMAUyKH, HE MOXKE J1a
Ob/ie M3BBPIICHO M3MHUTBAHE Ha JIEHCTBHETO ChC CHIIOCTABHMA
e(eKTHBHOCT;

il) M3NMTBAHETO Ha JEHCTBUETO JONpUHACA 3a IIOCTUTAHETO Ha
pe3ynraTtd, KOMUTO MOTaT Ja JOHecaT MOM3H 3a OpeMEeHHHTE
JKEHW WIM KbPMadyKHTE WM JPYTH JKEHH BBB BpPbB3Ka C PeErpo-
JOYKIUATA WIK APYTH eMOPHOHH, 3apOJWIINA WU JIEIa; KaKTO U

iil) M3NUTBAHETO HA JCHCTBHETO IMPEJCTABIsIBA MUHHMAJICH PUCK U
BOJM JI0 MHUHHUMAJIHO HEYJ00CTBO 3a ChOTBETHaTa OpeMEHHa
JKeHa WJIM KbpMayka M HEHHHS eMOpHOH, 3apOJUIl WIH JeTe
ClIe/l paXKIaHETO;

B) KOraTo Hay4YHUTE H3CJEIBAHUS C€ M3BBPIIBAT BbPXY KbPMAuKu, ce
B3eMarT CIEIHAaIHHU IPeIIa3Hi MEPKH, 3a Jia ce U30erHe CTpaHuIHOTO
BB3JIEUCTBUE BBPXY 3[PaBETO Ha JETETO;

I) HA YYaCTHULUTE HE € NPeAOCTaBeH HHUKAKbB CTUMYJ, HHUTO
(uHaHCOBa W3ro/a, OCBEH 00E3IICTEHHE 3a PA3HOCKUTE W MPOITyC-
HAaTUTE TIOJI3H, TPSKO CBBP3aHM C YYacCTHETO B M3MHTBAHETO HA
JICHCTBHETO.

Ynen 63

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

JIbpkaBUTe UJICHKM MOTaT Ja HOMIbPKAT JONBIHUTEIHA MEPKH
OTHOCHO JIMIaTa, OTOMBAIIM 3aJbJDKHTEIHA BOCHHA CIy)k0a, JHIaTa,
JHUIIEHH OT CBOOOAA, JIMIATa, KOUTO TOpagu ChAEOHO pelIeHHE He
MOraT Ja ydJacTBaT B W3MMUTBAaHWS Ha JMCTBHETO, WM JMIATa,
HAaCTaHEHW B CIICIUATM3UPAHU HWHCTUTYIINH.

Ynen 64

M3nuTBaHus HA JeHCTBUETO B CHEIIHU CUTyaluu

1. Upe3 meporaumst or wieH 58, maparpad 5, OykBa e), wieH 60,
naparpad 1, OykBu a) u 6) u unen 61, maparpad 1, Oyksu a) u 0),
MHOOPMHPAHO CBITIACHE 32 YJYacTHEe B M3NUTBAaHE Ha JEHCTBHETO MOXeE
na Obae monmydeHo, a MHQOpMAnMs 3a HM3MUTBAHETO HA JCHCTBHETO
MOKe Ja Oblae NpenocTaBeHa Cclell PEHIeHHEeTO 3a BKIIOYBaHE HA
YY4aCTHHKA B W3IUTBAHETO, [IPU YCIOBHE Y€ TOBa PELICHHE € B3ETO IO
BpEME Ha IbpBaTa WHTEPBEHLUS BHPXY Yy4YacTHHKA B ChOTBETCTBHE C
IUTaHa 32 W3MUTBAHETO Ha KIMHUYHOTO JeiCcTBHE, CBBpP3aH C
BBIIPOCHOTO M3MUTBAaHE HA JAEHCTBUETO, M Ca H3IBIHEHH BCHUKU
YCIIOBHSL TIO-TI0JTY:

a) Mopagy CIICIIHOCTTAa Ha CHTyalMsATa B pE3yATaT Ha BHE3AIHO
HACTBIWIO XKMBOTO3ACTPALIABAIIO CbCTOSIHUE WM JPYro BHE3AIIHO
HACTBIIJIO CEPUO3HO 3a00JsBaHE YYAaCTHUKHT HE € B CHCTOSHHE Ja
MPEIOCTaBN IPEABAPUTEITHO HHPOPMHUPAHO ChIIACHE H Jla TOJNy4H
IpeaBapuTenHa UHGOPMaIMs OTHOCHO U3MMTBAHETO Ha JEHCTBHETO,

0) Hamuile ca HAyYHM OCHOBaHHs Ja Ce OYaKBa, Y€ YYacTHETO Ha
yYaCTHHKA B M3MUTBAHETO HA MEHCTBHETO Ill¢ MMa TMOTEHIHATa Ja
JIOHECE TpPEKH 3HAYMMH OT KJIMHWYHA TJIEJHA TOYKa IMOJ3H 32
YYacTHHMKA, BOJCIIM JIO H3MEPHMO, CBBP3aHO CBC 3/PAaBETO
moo0peHre, HamalsBallld CTPAJaHHEeTO W/WIK  MoMo0psBaIu
3[paBeTO Ha YYAaCTHUKA, WM JO JUATHOCTHIMPAHE HA HErOBOTO
CBbCTOSIHUE;

B) HEBB3MOXKHO € B paMKHTE Ha TEpaleBTUYHHUs IIPO30per Aa ce
JOCTaBH IsUIaTa TpeaBapuTeiHa MHHOPMAIHs U a ce TONydH Mpea-
BapUTEIHO MH(GOPMUPAHO ChIVIACHE OT 3aKOHHO OIPEAENeH IpeJcTa-
BUTE,



02017R0746 — BG — 05.05.2017 — 000.003 — 69

I) M3CIENOBATENAT yJOCTOBEPsiBA, Y€ HE ca My H3BECTHH HHKAKBU
BB3PAKEHUS 334 y4acTHE B U3IMTBAHETO HA NEHCTBUETO, M3PA3EHU
Ipeiu TOBA OT y4YaCTHHUKA,

JI) U3MUTBAHETO Ha JEHCTBUETO € MPSKO CBHP3aHO ChC 3a00JSIBAHETO HA
YYaCTHHUKA, BCIICICTBHE HA KOETO B PAaMKHTE HA TEPANeBTHUHUS
HPO30pel] € HEBB3MOXKHO Ja Ce IONydd MpeaBapuTenHO HHDOp-
MHpPaHO CBITIACHE OT YYaCTHMKA WIJIM 3aKOHHO OMNpeeneH Mpen-
CTaBUTET W Ja C€ IPeJOCTaBH IIpeABapUTeNHA HH(MOpMALus, H
M3NUTBAaHETO Ha JEHCTBUETO € OT TAaKoBa €CTECTBO, Y€ MOXKE [1a
Ob/ie M3BBPIICHO M3KIIOYUTETHO B CICIIHM CHTYAIlUH;

€) M3MMTBAHETO Ha JICHCTBHUETO MPE/CTaBIsIBa MUHUMAJIEH PUCK M BOIU
JI0 MHHHAMAJIHO HEyJ00CTBO 3a y4aCTHHKAa B CPaBHEHHE ChC CTaH-
JAPTHOTO JICYCHHE HA 3a0O0JISIBAHETO MY.

2. Cnen uHTEpBeHLUS cbriacHo mnaparpad 1 oT HaCTOSIIMS 4ICH, €
HEOOXOMMO J1a ce MOMCKa WH(GOPMHPAHO CHIVIACHE B CHOTBETCTBHE C
yieH 59 ¢ 1men mpoabKaBaHE Ha Y4acTHETO HA YYaCTHUKA B U3IHT-
BaHETO Ha JeiicTBHeTOo, a WHOpOpPMAIMATa 3a HM3IMUTBAHETO Ha
JIEHCTBUETO CE€ MPEAOCTaBS B CHOTBETCTBUE ChC CIICIHUTE W3UCKBAHMS:

a) 10 OTHOIIGHHE Ha HEJEeeCNOCOOHM YYaCTHUIM U MAaJOJIETHH U
HEITBTHONETHH ~ JIMIA, W3CIIEIOBATENSAT ThPCH 0€3  HEeHY)KHO
3a0aBsiHe MH(MOPMHUPAHOTO CBIVIACHE OT 3aKOHHO OIIPENEIICHUS UM
IpesCcTaBuTell, a MHPOpPMaLUATA, [IOCOUYEHa B WwieH 59, maparpad 2,
ce TPefoCTaBs BB3MOXKHO Hai-O0Bbp30 HAa yJacTHHKA M HA 3aKOHHO
OIpeJieNIeHss My HpeICTaBUTE;

0) MO OTHOIICHHWE HA JPYrM YYaCTHHIIM, H3CIECIOBATENSAT ThPCH 0e3
HEHY)XHO 3a0aBsiHe WH()OPMHPAHO ChIJTTACHE OT YYACTHHKA WJIH
HEroBUsI 3aKOHHO OIpPEACNIEH MPEACTaBUTEN, B 3aBUCHMOCT OT TOBa
KOE € OCBIIECTBUMO MO-0Bbp30, a MHQOpMAIMATA, [TOCOUCHA B YJICH
59, maparpad 2, ce mpeaocTaBsi Bb3MOXKHO Hai-Obp30 Ha yYaCTHHKA
WITH Ha HETOBHS 3aKOHHO OTPE/ETICH MPEJCTABUTEN, B 3aBUCUMOCT OT
CITydast.

3a nenute Ha OykBa 0), ak0 € OWJIO TOJIydYeHO WH(POPMUPAHO ChIITIACHE
OT 3aKOHHO OINPEIENCHUS IPEICTABUTEI, HHPOPMUPAHOTO ChIVIACHE 3
OpPOAB/DKABAHE Ha YYacTHETO B H3NUTBAHETO HA JACHCTBHETO Ce
Mmojy4aBa OT YYacTHHKA HEMOCPEACTBEHO CleJ KaTo TOi Obae B
CBCTOSIHHE Jia Jiajie MHGOPMHUPAHO ChIIACHeE.

3. AKO y4YacTHUKBT WJIH, KOTaTO € MPHJIOKHMO, HETOBUAT 3aKOHHO
ompeJieNicH MpEeACTaBUTE] HE Jaje chriacue, TOW TpsOBa 1a Obje
WHQOPMHUpPAH 3a TPABOTO Ja OTKaXEe H3MOJ3BAHETO Ha JaHHUTE,
TOJIy9€HN OT M3MHUTBAHETO Ha IEHCTBHUETO.

Ynen 65

Obe3merenue 3a Bpean

1. ﬂ’bp)KaBI/ITe YWICHKHU rapaHTHUpar, 4€ CUCTEMHUTE 3a 0633H.[6T6HI/16 3a
BCsKa BpCJa, NMOHECCHa OT Yy4YaCTHHUKaA, MNpOoU3THYalla OT YyYaCTUCTO B
H3IIUTBAHCTO Ha HeﬁCTBHeTO, IMPOBCACHO Ha TAXHA TCPUTOpPUA, CC
npuiarat nofg (l)OpMaTa Ha 3aCTpaxoBKa, rapaHius Uil €XoJgHa JOTOBO-
PCHOCT, KOATO € CKBUBAJICHTHA IO OTHOIICHHUC Ha LCJITa U KOATO CBHOT-
BETCTBAa Ha €CTECTBOTO MU CTCIICHTA Ha PHCKA.

2. CHoHCOpPBT M HU3CIEIOBATENAT U3IOJI3BAT CUCTEMAra, IIOCOUEHa B
naparpad 1, mo HauuH, MOAXOIMII 3a IbpKaBaTa WICHKA, B KOSITO ce
IIPOBEXK/A 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, 3asBICHNC JI0 AbpKaBaTa(ure)
wieHKa(), B KOATO(KOMTO) IIe C€ IpOBEXJa HW3IUTBAHETO Ha
JIelcTBHEeTO (HapruyaHa 3a LENUTe Ha HACTOSIIMS YiIeH ,,ChbOTBETHATa
I'bpKaBa WIEHKa'), KaTo Ipwujara JOKyMEHTAIwsTa 1Mo pazmend 2 u 3
ot npuioxenue XIII n no npunoxenne XIV.

3asBIEHHETO C€ II0JaBa 4pe3 €JIEKTPOHHATa CHCTEMa, IIOCOYEHa B
wieH 69, KOSTO IeHepupa 3a TOBAa M3IUTBAHE HA JEHCTBUETO €IUHEH,
YHUKAJIeH WICHTH(UKaNHOHeH Homep 3a menus Cpio3, KOHTO ce
M3M03Ba 33 BCUYKM CBHOOLIEGHUS, CBBP3aHU C TOBAa M3IUTBAaHE Ha
neiicreuero. B cpok or 10 aHM OT mosryyaBaHETO Ha 3asBJIEHUETO CHOT-
BETHATa [IbpiKaBa WICHKA yBEJOMsBA CIOHCOpAa 3a TOBA Jald HU3IUT-
BaHETO Ha JEHCTBHETO NHomajga B 00XBaTa HAa HACTOSIIMSA PEIIaMEHT U
Jany JIOCHETO Ha 3asBICHUETO € IIBJIHO B CHOTBETCTBHE ¢ Iiasa I or
npunoxenue XIV.

2. B cpok oT enHa ceaMmuua ciell BCAKA €BEHTyalHa IPOMSHA BbB
Bpb3Ka ¢ JOKyMEHTauusATa 1o rinasa | or npunoxenue XIV, coHcopsT
aKTyalu3Hpa ChOTBETHUTE JAHHH B €JIEKTPOHHATA CUCTEMA, II0COYECHA B
uiieH 69, u sAcHO 0003HayaBa Ta3u MPOMsHA B JOKyMeHTanusaTa. CboT-
BETHATa JAbprkaBa YJCHKA C€ yBEJIOMsBAa OTHOCHO aKTyalln3alusTa 4ypes3
€JIEKTPOHHATA CUCTEMA.

3. Koraro cboTBeTHaTa IbpkaBa WICHKA 3aKJIIOUH, Y€ U3MUTBAHETO
Ha JIeHCTBHETO, 32 KOETO € MOAANeHO 3asBICHHE, HE ToManga B 00XBaTa
Ha HACTOSIIUS PEriJaMeHT WM 4e JOCHETO Ha 3asBICHUETO HE € IbJIHO,
TS yBEIOMSIBA CIIOHCOpA 3a TOBAa M OIpeneisi MakchuMajeH cpok oT 10
JHU, B KOWTO TOH Ja MpPeACTaBU KOMEHTap WM Ja [OIbJIHU 3asB-
JIEHUETO 4pe3 eJEeKTPOHHAaTa cucTema, nocodeHa B wieH 69. Cport-
BETHATa Abp)KaBa WIEHKA MOXKE 1a YABIDKM TO3H CPOK C HE IOBEYe
ot 20 AHHU, KOraTo € LeJIechoOpasHo.

AKO CIIOHCOPBT HE TPEACTaBH KOMEHTAPH WM HE [OIBJIHU 3asB-
JICHUCTO B PAMKHUTC Ha IIOCOYCHHA B IIbpBa aJIMHESA CPOK, PasrieiK-
JAHETO Ha 3asBICHUETO CE CYMTA 3a IpeKpaTeHo. Korato crmoHCOphT
CMATa, Ye 3asBJICHHETO MOMaja B 00XBaTa HA HACTOSIIUS PErJaMeHT
W/WIM € TBJIHO, HO CHOTBETHATA [Ibp)KaBa WICHKA HE € ChIJIaCHA C
TOBa, 3asBICHUETO CE CYMTA 32 OTXBbpJieHO. CHOTBETHATa IbpiKaBa
YJICHKAa MPEJBIKIA Mpoleaypa 3a oOXajlBaHE IO OTHOLICHHE Ha
TaKbB OTKa3.

ChoTBETHATA AbpiKaBa YICHKa YBE€JOMsBA CIIOHCOpPaAa B CPOK OT MET JHU
OT NOJIlydyaBaHC Ha KOMCHTApUTC WM HAa IIOHMCKaHaTa AOOMNBJIHHUTCIHA
I/IH(i)OpMaI_[I/ISI JIAJIM U3MUTBAHETO Ha JICMCTBHUETO Tomaja B oOxBaTa Ha
HACTOAIIUA PCTIIAMCHT W JaJId 3asBJICHHUCTO € ITBJIHO.

4.  OcBeH TOBa CHOTBETHATa JbpXKaBa YJICHKA MOXE Ja YIBJDKH
cpoka, moco4yeH B maparpadu 1 u 3, ¢ 1Mo ome mer JHU.

5. 3a menure Ha HAcTOsIIATa IJIaBa JaraTa, Ha KOSTO CHOHCOPBT €
YBEJIOMEH B CHOTBETCTBHE C maparpad | wim 3, e narara Ha Balu-
JIMpaHe Ha 3asBICHHETO. AKO CIOHCOPBT HE € YBEJOMEH, JaTara Ha
BaJIUJMpPaHE € TOCJIEAHUAT JIEH OT CPOKOBETE, [TOCOYEHH CHOTBETHO B
naparpadu 1, 3 u 4.
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6. B mnepuona Ha oueHsABaHE Ha 3asABICHUETO JbpKaBaTa WIECHKa
MOXKE Jla M3UCKa OT CIIOHCOpa JIOmbIHHTeNHa uH(popMmanui. CpokbT
no naparpad 7, Oyksa 0) ciupa Ja Tede OT JaTaTa Ha IIbPBOHAYAIHOTO
HCKaHEe J0 MOMEHTA Ha IMOTy4YaBaHE HA JIONBIHUTENHATa HH(MOPMAIIHS.

7.  CHOHCOPBHT MOXE Jia 3al04yHe HM3MHUTBAHETO Ha JCHCTBHETO TMPH
CIIEIHUTE OOCTOSTENICTBA:

a) IpH HU3NUTBAHUS Ha [CHUCTBHETO, NMPOBEKAAHU CHIVIACHO WICH 58,
naparpadg 1, OykBa a) M KOrato B3EMaHETO Ha TMpoOU OT
YOBEMIKOTO TSUIO HE IPEACTABISIBA CEPHO3CH KIMHHYCH PHCK 32
YYaCTHHIIUTE B M3MUTBAHETO, OCBEH aKO B HAIIMOHAIHOTO MPABO HE
€ TOCOYCHO JIPYro, HEMOCPEACTBCHO CIIC] Jararta Ha BalHIUpaHe Ha
3asBIICHUETO CBIVIACHO maparpad 5 OT HACTOSIIIMS WICH U TpH
YCJIOBHUC Y€ KOMHCHUA IO €THKa B CHOTBETHATA AbpiKaBa YICHKa HE
¢ Jana BbB BpPB3Ka C H3MUTBAHETO HA JCHCTBHETO OTPHUIATEIHO
CTAQHOBHIIE, KOCTO € BAaJMAHO 3a IpUIaTa JbPKaBa WICHKA CHITIACHO
HAIOHAIHOTO IPaBO;

0) mpH W3NUTBAaHUS Ha JACHCTBHETO, MPOBEXKIAHU CBHIVIACHO WIeH 58,
naparpad 1, Oyksu 0) u B) u wieH 58, naparpad 2, UiM U3NUTBAHUS
Ha JeMCTBHETO, Pa3IMYHU OT MOCOUYCHHUTE 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 HAa JIEHCTBUETO OTPULATEIHO CTAHOBHIIE, KOETO
€ BAJIMIHO 3a ILsAjara JbpiKaBa WIEHKA CBIVIACHO HALMOHAIHOTO
npaBo. J[bpikaBaTa WICHKA yBEAOMSBA CIIOHCOPA 3a Pa3peIICHUETO
B Cpok OT 45 ;mHM OT JaraTa Ha BaJIWAWpaHE HA 3asABICHUETO
cbriacHo maparpad 5. JIbpikaBaTa WieHKa MOXE Ja yIBIKH TO3H
cpok c omie 20 gHM 3a IeNUTe Ha MPOBEXKIAHETO HAa KOHCYJTAIMH C
€KCIIEPTU.

8. Ha Komucusita ce mpenoctaBs NpaBOMOIIUETO Jla MpUEMa Jieje-
TUPaHN aKTOBE B CHOTBETCTBHE ¢ wieH 108 3a M3MeHeHne Ha M3UCKBa-
HusiTa, onpeneieHu B riuasa | or npunoxenune X1V, ¢ ornex Ha TexXHU-
YEeCKHsl TPOrpec W OOLIOTO pa3BUTHE HAa HOpMATHBHATA ypenoa.

9. C men Ja ce OCUTYypU €IHAKBOTO IIpUJIaraHe Ha H3MCKBAHMATA,
onpeneneny B raaBa I or npunoxenue XIV, Komucusara moxe na
IpHeMa aKTOBE 3a H3IBIHCHHE, JTOKOIKOTO TOBA € HEOOXOJMMO 3a
paspeliaBaHe Ha OpOOJIEMH, CBBP3aHU C PaA3IMYHOTO TBIKYBaHE HU
[IpUJIaraHeTo Ha MPaKTHKA. Te3d aKToBE 3a M3IIbIHEHHE ce IIpUeMaT B
CBOTBETCTBHE C IpOLeaypaTa MO pasriexjaHe, nocoueHa B wied 107,
naparpad 3.

Ynen 67

OHeHﬂBﬁHe OT CTPaHA HA ABPKABUTE YJICHKH

1. JIppaBuUTEe YJICHKM rapaHTUpAT, 4Ye JIUIATa, KOUTO BAIMUIAMpAT U
OLICHSIBAT 3asiBICHMETO WJIM B3E€MaT pPEUICHHE OTHOCHO HEro, HsAMmar
KOH(JIMKT Ha HMHTEpPECH, Y€ ca HEe3aBUCHMH OT CIIOHCOpPA, OT yd4acT-
BalllUTE B HEr0 M3CJIEIOBATENM U OT (PMHAHCHPAIIUTE W3MUTBAHETO HA
JIeWCTBHETO (GHM3MYECKHM WM IOPHAMYECKH JHLA, KakTo M 4e He ca
W3JI0KEHN Ha KAaKBOTO M JIa € JIPYyro HEMO3BOJICHO BIMSHUE.

2. JlppxaBuUTE 4YIEHKM rapaHTHpAT, Y€ OLICHSBAHETO CE M3BbPILBA
CBbBMECTHO OT JOCTaTbueH Opod JMIa, KOMTO KAaTO €KUIl IPUTEKaBaT
HEOOXOIUMHUTE KBaJH(DUKALUU U OIHT.

3.  JlppkaBHUTE WICHKU OILICHSBAT Jalld M3MUTBAHETO HA JACHCTBHUETO €
pa3paboTeHO MO HAYMH, IPU KOMTO MOTEHLMAIHO OCTABAIIUTE PUCKOBE
32 YYaCTHHIIMTE WM TPETH JIMIA CIIC CBEXKJAAHETO HA PHUCKOBETE [0
MHUHUMYM, Ca OIpaBJaHH [0 OTHOLICHHE HAa OYAaKBAHWUTE KIMHUYHH
nomu. Karo Bzemar npeasua npuinoxumure OC WM XapMOHU3UPAHU
CTaHJAPTH, TC PA3TIICKAAT MO-CICIUATHO:
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a) JIoKa3aTeJCTBaTa, Y€ M3JCIMETO(sITa) 32 M3MUTBAaHE Ha JICHCTBHUETO
0oTroBapsi(T) Ha MPUIOKAMHUTE OOINM M3MCKBAHHUS 32 0E30MACHOCT W
NEWCTBHE, ¢ M3KITIOYCHUE HAa aCMEeKTUTe, OOXBAHATH OT W3MHMTBAHETO
Ha JCHCTBHETO, M [Jajd [0 OTHOIICHWC HA TE3H ACIEeKTH Ca B3CTH
BCHUKH TMPENa3Hi MEPKH 3a 3aKpHila Ha 3[paBeTo U 0e30MacHOCTTa
Ha y4acTHuIMTe. TOBa BKIIOYBA: 32 M3MUTBAHMS HA JEHCTBUETO —
OlLICHKaTa Ha AaHAJIUTHYHOTO JCHCTBHE, a 3a WHTEPBEHIMOHAIHU
M3NHUTBAHUS HA KIMHUYHOTO JIEWCTBHE — OIEHKATa Ha AaHalH-
THYHOTO JACHCTBHE, KIMHUYHOTO JICHCTBHE W HayvHATa BaJUIHOCT,
KaTo Ce B3eMaT MPEJBH] ChBPEMEHHHUTE JOCTIIKCHUS,

0) amy M3MOI3BAHHUTE OT CHOHCOpA PELICHUs 3a CBEXKAAHETO Ha PHCKA
0 MHHAMYM Ca OIMCAaHH B XapMOHHM3HPAaHH CTaHIAPTH, a aKo
CIIOHCOPBT HE M3IO0JI3Ba XapMOHHM3UPAHU CTaHIAPTH — AaJH U3IOJI-
3BaHHTE PEIICHUS 3a CBSKAAHETO HA PHUCKA 1O MUHHUMYM OCHTYpsIBaT
HUBO Ha 3alllMTa, KOETO € PaBHOCTOHHO Ha OCHUTYpEHOTO C XapMo-
HU3UPAHUTE CTAHIAPTH;

B) JajM ca TOAXOMASIIM IUIAHUPAHUTE MEpPKH 3a Oe30MacHO HWHCTa-
JIUpaHe, IycKaHe B JICHCTBHE W MOJAPHKKA Ha H3JCIUETO 3a
M3IUTBAHE HA JCHCTBUETO;

I) HAASKIHOCTTa M CTAaOWJIHOCTTAa Ha J[AHHUTE OT M3MUTBAHETO HA
JIEHCTBUETO, KAaTO C€ OTYUTAT CTATUCTHYECKUTE MOIXOIH, pa3padoT-
BAHETO Ha M3IMUTBAHETO Ha HeﬁCTBHeTO U MCTOAOJIOTHUYHHUTE
aCIeKTH, BKIIIOYMTEIHO OOEMBT Ha H3BaJKaTa, KOMIaparopa H
KpalHUTE TOYKH;

1) iy ca W3IIBIHEHN M3UCKBaHWsATAa Mo mpriioxkeHune XIV.

4. ﬂ’bp)KaBI/ITe YWICHKH OTKasBaT Ja JadaT paspClICHUC Ha H3MNHT-
BaHCTO Ha )IeﬁCTBHeTO, aKo:

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

0) M3IETHeTO WM NPEICTaBeHUTe JOKYMEHTH, IMO-CIIEIIHaIHO IUIaHbT 32
M3NHUTBaHE Ha JCHCTBUETO M Opollypara Ha U3CIEJOBaTENs, HE ChOT-
BETCTBAT HA HAy4YHWUTE JIOCTI)KEHHUS, a CaMOTO W3IUTBAHE Ha
JNEHCTBUETO € HENpUroJHo Ja INPeJoCTaBd JIOKa3aTelCcTBa 3a
0e30MmacHOCTTa, ONEPAaTHBHUTE XapaKTEPUCTUKH WM TION3UTE OT
U3JIENTUETO 32 YYACTHUIMTE WIM MalUeHTUTE,

B) HE ca CIla3eHM M3MCKBAHUATA 110 4iieH 58, Win
I') HSIKOS OT OLIGHKUTE 1O maparpad 3 € oTpHIaTelHa.

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

Ynen 68

IIpoBe:knane Ha M3NUTBaHe HA AelicTBHETO

1.  CnHoHCOpPBT W H3CJIEIOBATENISAT TapaHTHpAT, Y€ W3MUTBAHETO Ha
JIEHWCTBHETO c€ TPOBEXKAAa B CHOTBETCTBHE C OAOOpEHMs IUIAH 3a
W3MUTBAaHE Ha JEHCTBHETO.

2. C uen jpa mpoBepu 3aliuTara Ha mnpasara, 0€30MacHOCTTa U OJ1aro-
CHCTOSTHHETO Ha YYaCTHHIIMTE, HAIEXKIHOCTTA M CTabWIHOCTTa Ha
OTYETCHUTE PE3yNTATH, KAKTO M Y€ MPOBEKIAHETO HA M3MUTBAHETO HA
NEHCTBUETO € B CBHOTBETCTBHE C MW3HCKBAHMATA HAa HACTOSLIUS
periiaMeHT, CIIOHCOPBT OCUTYPsIBA MOJXOJSINO HAOIIOICHUE Ha MTPOBEXK-
JIAHETO Ha M3NMTBAHETO Ha zekcrBuero. CTeleHTa M €CTECTBOTO Ha
HaOJIOZIEHUETO Ce OMPENETAT OT CIIOHCOpa Bh3 OCHOBA Ha OILEHSBAHE,
HpI/I KOE€TO C€ B3cMart npezuaym BCHUYKHU XapaKTepI/ICTI/IKI/I Ha U3IMUTBAHETO
Ha JEHCTBUETO, BKIIOYMTEIHO CIICTHUTE XapaKTEPUCTHUKH:
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a) nejara 1 METOAO0JIOrusaTa Ha M3IIMTBAHETO Ha )ZlCﬁCTBPICTO; )48

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

3. L[smaTa HHd)OpMaHHﬂ 3a U3MUTBAHETO HA JIEUCTBUETO CE 3alurcBa,
O6pa6OTB3., H3I0JI3Ba U CbXpaHsBa OT CIIOHCOpa WKW H3CJICN0BaTECIIA
CIlopen cirydas, Taka 4€ aa MOXKE na 6'[)2[6 TOYHO JOKJIaJiBaHa, U3ThJI-
KyBaHa W TIPOBEpPEHA, KaTO B CBHIIOTO BPEMC IMOBCPUTCIHOCTTAa Ha
3aIUCUTC U JIMYHUTC JaHHW Ha YYaCTHULHUTC OCTaBaT 3alllUTCHU B CBHOT-
BETCTBUC C MPUJIOXKHUMOTO IIPaBO OTHOCHO 3allMTaTa Ha JIMYHUTC JTaHHU.

4.  TlpunaraT ce MOAXO/SIIIM TEXHHYECKA U OPTAaHU3AIMOHHH MEPKH,
3a J1a ce 3aIUTIT HHpopMauusTa U 00pabOTBaHUTE JHYHH JIaHHH
Cpelly HepaspelleH MM He3aKOHEH JOCTHII, ONOBECTsIBAaHEe, Pa3IpocTpa-
HCHHME, NPOMsHA WM YHHUIO)XKaBaHE MM CIy4ailHO H3ryOBaHe, IIO-
CIEIHAHO aKo O00pabOTBAHETO BKJIIOYBA MpEJaBaHE IOCPEICTBOM
MpeKa.

5. JlbpkaBuTe WICHKM MHCIEKTUPAT Ha MOJAXOAAIIO PaBHUILE MACTO-
To(MecTaTa) Ha U3NMMTBAaHE HA JIEHCTBUETO, 3a Ja MPOBEPAT JAJIM M3IHT-
BaHMsTA Ha JICHCTBUETO CE M3BHPIIBAT B CHOTBETCTBUE C M3MCKBAHUSATA
110 HACTOSIIIMS PErJIaMeHT W ONOOpEeHUs IUIaH 3a M3ITUTBAHETO.

6. CHoHCOpBT ycTaHOBsBa Mpoleaypa 3a H3BBHPEIHH CHTYyalluH,
KOSITO 1TO3BOJIsIBA HE3a0ABHOTO MICHTU(UIIMPAHE U, IPH HEOOXOIMMOCT,
He3a0aBHO M3TETJISTHE HA W3ACNUATA, M3MOI3BAaHU MIPU W3MHUTBAHETO.

Ynen 69

EJIeKTpOHHa CHCTEeMA 3a M3NUTBAHHUA HA HeﬁCTBHeTO

1. B cerpymamuecTBo ¢ appxkaBuTe wieHkH Kowmmcusara ch3masa,
yIpaBiisiBa U TOAIbPKA €JIEKTPOHHA CHCTEMA:

a) 3a TEHepUpaHe Ha C€IUHHUM WJCHTU(QHUKAIMOHHHM HOMepa 3a
M3NUTBAHUS Ha JICHCTBUETO, TIOCOYCHU B 4jieH 66, maparpad 1;

0) ¢ ¢QyHKIMS HAa MpHeMall MOPTad TPH TMOJABAHETO HA BCHYKHU
3asBICHUS MM YBEJOMJIGHUS 3a M3IUTBAaHHUA Ha JICHCTBHETO,
mocoyeHn B uwieHoBe 66, 70, 71 m 74, KakTO W TPU TOJABAHETO
Ha BCUYKM OCTAHAIM JaHHW WIM NPU 00pabOTBAHETO HA JaHHHUTE B
TO3U KOHTEKCT;

B) 3a oOMeH Ha wuH(]oOpMaIMs, OTHAcsIA Ce 3a H3MUTBAHHATA Ha
JCUCTBUETO CHIVIACHO HACTOSIIUSI PETJIAMEHT, MEXIY IbPXKABUTE
YWICHKH W MEXAy TsiX u Komucusita, BKIIOYHTENIHO OOMEHa Ha
nHpopManus, MOCOYeH B WieHOBe 72 u 74;

r) 3a uHpopMauus, KOSITO CE MPEJOCTaBst OT CIIOHCOpA B CHOTBETCTBHE
¢ wjeH 73, BKIIOYUTEIHO JAOKJIAJa 3a M3MUTBAHETO HA JICMCTBHETO U
PE3IOMETO ChIVIACHO M3HMCKBAHUSTAa 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/lﬂ
CBhIJIaCHO 4JIeH 76.



02017R0746 — BG — 05.05.2017 — 000.003 — 74

2. Tlpu cw3naBaHe Ha CIEKTpOHHATa cucTema 1o maparpad 1 or
HacTosmus 4wieH, Komucnsra obesnedaBa HeifHaTa OmepaTHBHA ChbBMeEC-
TUMOCT ¢ 0a3ara gaHHM Ha EC 3a KIMHMYHUTE M3NUTBAHUSA Ha JIEKap-
CTBEHHU TIPOJAYKTH 3a XyMaHHa ymoTpeba, Chb3AafeHa ChINAcHO WieH 81
or Permament (EC) Ne 536/2014 ma EBpomelickus mapnaMeHT W Ha
Coiera (1), mo ce oTHAacs [0 H3OMTBAHMATA HAa JCHCTBHETO Ha
CBITBTCTBAIIY H3MICIHSL

3. Tocouenara B maparpad 1, OyxBa B) mH(OpMamms e JOCTHIHA
caMo 3a abpkaBuTe wieHkn u Komwmcusrta. Madopmanmsra, nocoyeHa
B OCTaHaJIHTe OYKBH OT CBHINMA maparpad, € myOIMYHO TOCTBIIHA, OCBEH
KOrato Ipgulata MHGOpMalUs WIM 4acT OT Hesd € IOBEpUTEIHA Iopaau
HSKOSL OT CJICAHUTE NPUYUHU:

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

6) 3ammTa Ha TbproBckara uH(oOpMaLUs C IOBEPUTENIEH XapakTep,
ocobeHo B OpomrypaTa Ha H3CIIEIOBATENs, IO-CIICHHATHO KaTo ce
OTYUTA CTATYCHT HA OLEHABAHETO HAa CHOTBETCTBHETO HA M3JEIUETO,
OCBEH B CIIy4auTe, KOraTo CHIIECTBYBA I10-BUCII OOLIECTBEH MHTEPEC
3a OMOBECTABaHE Ha MH(MOPMAIATA;

B) e(eKTUBEH HAA30p Ha MPOBEXKIAHETO HA U3INUTBAHETO HA
JEWCTBHETO OT CTpaHa Ha ChOTBETHAaTa(UTe) AbprKaBa(M) WieHKa(M).

4.  JIMYHWTE AAHHU HA YYaCTHHUIIUTE HE ca IyOJMYHO JOCTBITHH.

5. TlotpeOutenckusit uHTEepdelc HAa  EIEKTPOHHATA  CHUCTEMA,
mocovyeHa 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 TpsiOBa &na ce mpoBejae M3NUTBAaHE HA JICHCTBHUETO C LEI
JOIBJIHUTENHO OLCHsABAaHE, B PaMKHTE Ha IpeJHa3HAYCHUETO My, Ha
u3JIeNe, BbPXY KOCTO Bede ¢ HaHeceHa mapkupokara ,,CE“ B chOT-
BercTBue ¢ uwieH 18, maparpad 1 (,,ipoydBaHe 3a TpOCICIsSBaHE Ha
JIEHCTBUETO cliel IyCKaHe Ha Mmaszapa’™), M KOraro H3IHMTBAaHETO Ha
JIelcTBHeTo OM OWIIO CBBP3aHO C TOMIAraHeTO Ha YYAaCTHULIUTE Ha
MpoLeAypH B JONBJIHEHHE KbM TNPOBEKIAHUTE MPU HOPMAIHU
ycloBHs Ha ymorpeba Ha HM3JCIUETO, H TE3H JIOMBIHUTEIHH
MIPOLIEAYPH Ca MHBA3MBHU WIIM OOPEMEHHTENTHH, CIIOHCOPBT yBEIOMsIBa
ChOTBETHATA JbpKaBa 4YiICHKa Hail-manko 30 JHHM Npeau HayajloTo Ha
M3MUTBAHETO Ype3 eNIeKTPOHHaTa cucTeMa Mo wieH 69. CHoHcopbT
BKIIIOYBA JOKyMEHTAllMATa, I0COYEeHa B 4YacT A, pa3aen 2 or
npunoxkenne XIII wm B mnpunoxenme XIV. Ilo oTHomenwe Ha
NpOYYBAaHUATA 3a MPOCIEAsBaHE Ha JEHCTBUETO cliel IIyCKaHe Ha
nasapa ce npuiaratr 4ieH 58, maparpad 5, OykBu 0)—i) U OykBa 1),
» C1 uneHose 71, 72 u 73, unen 76, naparpadu 5 U 6 ¥ CHOTBETHUTE
pasnopenou <« Ha npuioxenus XII u XIV.

2. Koraro 1ps6Ba na ce IpoBeAe U3NMTBaHE Ha JECHCTBUETO C LEI
OIICHSBAaHE Ha W3JIeHe C Bede HaHeceHa Mapkuposkata ,,CE*“ B cpoT-
BETCTBHE ¢ wieH 18, maparpad 1, U3BbH paMKuTe Ha INpeIHA3HAUEHUETO
My, ce mpuiarat wieHoBe 58—77.

(") Pernament (EC) Ne 536/2014 na Eponeiickust napnament u Ha CbBeTa OT
16 ampun 2014 1. OTHOCHO KIMHWUYHHTC W3MUTBAHWA Ha JICKAPCTBCHU
NIPOIYKTH 3a XyMaHHa yroTtpeda, u 3a oTMmsHa Ha [lupexktusa 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. AKO crmoHCOp Bb3HaMepsiBa Jla BHECE NMPOMEHH B HW3MHUTBAaHE Ha
JNEeWCTBHETO, 3a KOETO ce MpeAroiara, 4e Iie OKaXKaT 3HAYUTEIHO
BB3ICUCTBHE BHPXY O€30IaCHOCTTA, 3/[PaBETO WMJIM IpaBaTa Ha ydacT-
HULUTE WIN BBPXY CTAOWIHOCTTA WIM HAIEKIHOCTTa HA JaHHHUTE OT
M3MUTBAHETO, TOM YBEIOMSBA B CPOK OT €IHA CEAMHIA 4pe3 eleK-
TpOHHAaTa cucTeMa 1O wieH 69 abpkaBata(ure) wieHKa(u), B
KOSTO(KOMTO) Cc€ MpOBEXJa WIM IIe ce MPOBEXJa M3MUTBAHETO Ha
JICCTBUETO, 3a OCHOBAaHUATA M €CTECTBOTO Ha TE3H IPOMEHH.
CHoHCOpPBT NpHiara akTyaln3upaHa pPeJaknusl Ha ChOTBETHATa JOKY-
MEHTalus, nocoyeHa B mnpwiokenue XIV, karo yacT oT yBemomiie-
HueTo. [IpoMeHHTEe B CHOTBETHATa JOKyMEHTAllMs TpsiOBa Ja ca SICHO
0003HaYCHHU.

2. JlppxkaBara uJICHKa OIICHSBAa BCHYKU CBHIICCTBCHH MPOMEHH Ha
WU3MUTBAHETO Ha JEHCTBHETO B CBHOTBETCTBHE C IMpoleaypara, Mpes-
BHJICHA B 4JICH 67.

3. CHooHcopbT MOXKE Ja IPUIOKH NpOMEHHUTe 1o maparpad 1 Haii-
paHo 38 AHU crel yBeIOMJICHHUETO, MOCOYeHO B maparpad 1, ocBeH ako:

a) IbpKaBaTa WICHKA, B KOSTO CE IPOBEXJa WIM IIe Ce IPOBEXKIA
M3MUTBAHETO Ha JIEHCTBUETO, € YBEJIOMHJIA CIOHCOpA 3a OTKa3a CU
Bb3 OCHOBA Ha ChOOpa)KEHUsTa, IOCOUYEHU B wieH 67, maparpad 4,
WIA BB3 OCHOBA Ha CBHOOpPaXEHWs, CBBP3aHH C OOIIECTBEHOTO
31paBe, 0S30IIaCHOCTTA M 3[PaBeTO Ha YYaCTHHUIUTE WM TOTpeOu-
TEIUTE, WIH C OOLICCTBEHUS PEI; MIN

6) KOMHCHs II0 €THKa B Ta3W [bpiKaBa YJICHKa € Aajla OTPULATCIHO
CTAaHOBHUIIC II0 OTHONICHHMEC Ha CBhIICCTBCHATA IPOMAHA B HU3IINT-
BaHCTO Ha ,IIefICTBPIETO, KOC€TO CBIVIACHO HAIMOHAJIHOTO IIpaBoO, €
BaJIMIHO 3a Lsy1aTa AbprKaBa YJICHKA.

4.  CrporBeTHata(uTe) IbpkaBa(n) dieHKa(M) Moke(MOraT) Ja yIbi-
KU(aT) cpoka, mocoueH B maparpad 3, ¢ ome ceneM JHH C Lel
MPOBEX/JaHE 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 4ICHKA, B KOSTO CE IPOBEXK/IA HJIM LIE CC MPOBEKIA
U3IHUTBAaHE HA JCHCTBHETO, MMa OCHOBAHUS JIa CMATA, Ye M3UCKBAHMUSITA,
MOCOYCHH B HACTOSIIMS PETJIAMCHT, HE C¢ W3IIBJIHABAT, TS MOXE Ja
[peIIpueMe Ha CBOSI TEPUTOPHUS HAW-MAIKOTO HSIKOS OT CJICHHHTE
MEpKH:

a) Jla OTHEME pa3pelIeHUeTo 3a M3MUTBaHe Ha JCHCTBUETO;
0) ma crpe WM Ja MPEeKpaTH M3MHMTBAHETO HA JICHCTBHETO;

B) Jla H3UCKa CIIOHCOPBHT Ada HNPOMEHHU OIPCACICH acCICKT Ha U3INUT-
BaHETO Ha JEHCTBHUETO.

2. Tlpenu na mpeanpueMe HIKOsS OT MEpKHTEe 1o maparpad 1, cboT-
BETHATa J[bpP)KaBa YICHKA W3MCKBA CTAHOBHIIE OT CIIOHCOpA MIIA M3CICI-
oBaTelis, WIM M OT JIBaMaTa, OCBEH aKO HE € HeoOXOJUMO He3a0aBHO
nerictBue. CTaHOBHIIIETO Ce MPEICTaBsl B CPOK OT CEIEM THH.
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3.  Koraro nappkaBa ujeHKa € Mpelnpuesia HAKOS OT MEpKHUTE,
mocoueHH B maparpad | OT HACTOAIIMS WUIICH, WIH € OTKasala
U3NUTBaHE Ha JIEHCTBUETO, WM € Ouila yBeJOMEHa OT CIIOHCOpa 3a
HpexIEBPEMEHHO MPEKpaTsBaHe Ha M3MUTBAaHE Ha ACHCTBHETO TOpamn
cboOpakeHUsl BBB BpPb3Ka C O€30I1aCHOCTTA, Ta3W IbpiKaBa 4YIEHKA
cbo0IaBa CHOTBETHOTO PEIICHHE M MOTHUBHTE 3a HEr0 Ha BCHUYKH
IObpKaBH wWICHKH W Ha KoMmmcuATa d9pe3 eleKTpOHHATa CHCTeMa II0
yieH 69.

4, Korato CIIOHCOPBT OTTETJIM 3asABJICHUCTO, MMPEAU J1a UMa PCUICHUC
Ha JbpiKaBa 4YJICHKaA, Tas3u I/IH(l)OpMaIll/Iﬂ cTaBa AOCTOSAHHUE Ha BCHUYKH
AbpPXXaBU YJICHKH H Kommucusita Ype3 CICKTPOHHATa CHUCTEMa MO 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 W3MHTBaHE HA JIEHCTBHETO € OWJIO CHPSHO MM
IPEXAEBPEMEHHO MIPEKPATEHO, UPE3 EICKTPOHHATA CUCTEMa O WieH 69.
B ciyuaii 4e coHCOpBT cnpe WM NPEeXIEBPEMEHHO MpPEeKpaTd HM3IHT-
BAaHETO Ha JEHCTBMETO MOpajaud ChOOpa)KeHUS BbB Bpb3Ka C Oe3omac-
HOCTTa, B paMKuTe Ha 24 4yaca Toii WH(OpPMHpA 3a TOBA BCHUYKH
Ibp)KaBU YIEHKH, B KOMTO C€ TIpOBEXJa TOBAa M3IMUTBAHE Ha
JIeHCTBUETO.

2. Ilpuema ce, 4e KpasT Ha U3NUTBAHE Ha JEUCTBUETO CbBHALa C
TOCTEHOTO TMOCEHIEHHE Ha MOCIEJHUS yYaCTHHK, OCBEH aKO B TIJaHa
32 M3MUTBAaHE HA JEHCTBHETO HE € OmpefeleH APYyr MOMEHT 3a TO3H
Kpai.

3.  ChooHCOpPBT yBEAOMSIBA BCsSKa ABbp)KaBa WIEHKAa, B KOSATO C€ €
MPOBEXJAJI0 TOBA M3MUTBAHE Ha JEHCTBHETO, 3a Kpas Ha BBIIPOCHOTO
M3MUTBAHE Ha JICHCTBUETO B Ta3W JIbpkaBa 4iieHKA. TOBa yBEJIOMIICHHE
ce W3BBpLIBA B CPOK OT 15 mHM ciien Kpas Ha H3IUTBAHETO HA
JEeHCTBUETO 3a Ta3U AbpPXKaBa WICHKA.

4. AKko Ja/ieHO M3NHTBaHE Ce MPOBEXIa B IOBeUe OT eIHA JbpiKaBa
YJIEHKA, CIIOHCOPBT YBEIOMSIBA BCUYKHU JBPXKABH YICHKH, B KOUTO CE €
MIPOBEXIAJI0 TOBA M3MUTBAaHE HA JIEHCTBHETO, 32 Kpas Ha HM3IUTBAHETO
Ha JIEMCTBUETO BBB BCHYKH JbP)KaBU WICHKH. ToBa yBelOMIJICHHE ce
W3BBPIIBA B CPOK OT 15 mHUW creq Kpas Ha M3MUTBAHETO Ha JEHCTBHUETO.

5. HesaBucHMO OT pe3yJiTaTHTEe OT HM3MUTBAHETO HA NEHCTBHETO, B
CPOK OT €/IHa I'OJMHA OT Kpas Ha M3IHMTBAHETO Ha JCWCTBHETO WIIU 0
TPU Mecella OT NPEKAEBPEMEHHOTO MpPEKpaTsIBaHe WM CIHPaHETO,
CIIOHCOPBT MPEJCTaBs Ha IbP)KaBUTE YJICHKH, B KOUTO CE € TPOBEKIAI0
M3NHUTBAHETO Ha JAEHCTBHETO, AOKJIAA 3a M3MUTBAHETO HA JEHCTBHETO
chrilacHo 4act A, pazzen 2.3.3 or npunoxenue XIII.

JloknmaabT 3a M3MUTBAHETO HA JICHCTBHETO CE MPHUJPYXKaBa OT pe3roMe,
W3rOTBEHO TIO0 JIECHO pasz0upaeM 3a IIeJeBHS MNOTPEOMTEN HAYHUH.
JIoKIabT U pe3rOMETO Ce MPEACTAaBAT OT CIIOHCOpa 4Ype3 eJEKTPOHHATA
CHCTEMa, TOCOoYeHa B 4jieH 69.

Korato mopaau cboOpakeHHs OT HAyYHO €CTECTBO HE € BBH3MOMKHO
JOKJIAJBT 332 W3MUTBAaHE Ha JICHCTBHETO Jia CE MPEACTAaBH B CPOK OT
€JHa TOJIWHA OT Kpas Ha H3IUTBAHETO, TOH Ce€ MpEJCTaBs BeaHara
moM ObJie M3roTBeH. B TO3W ciayyald B IUlaHa 3a W3NUTBAaHE Ha
nercTBueTo mo 4yact A, pasgen 2.3.2 ot mpmioxkenue XIII ce mocousa
Kora Iie ObJaT HaJIM4YHHM PE3yJITATUTE OT M3IHUTBAHETO Ha ACHCTBHETO,
KaTo C€ M3jaraT OCHOBAaHMS 3a TOBA.
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6. Komucusita M3roTBsi HaCOKM 1O OTHOIICHHE Ha CbAbPIKAHUETO U
CTpYKTypaTa Ha pE3IOMCTO Ha AOKJIaaa 3a U3IMTBAHCTO Ha HeﬁCTBHeTO.

OcBeH TOBa 3a CiIy4aWTe, B KOUTO CIOHCOPHT pEIIaBa [a CIIOICIIH
HEeoOpabOTeHN MaHHM Ha JOOpPOBONHA OCHOBa, Komucusra Moxe Ja
W3rOTBU HACOKM 3a (popmMaTa M OOMEHa Ha Te3M JaHHU. Te3u HaCOKH
MOTaT Jia e OCHOBaBAT Ha CHINECTBYBAIM HACOKH 32 CIIOJEISHETO Ha
HeoOpabOTEeHHU JaHHU B 00JaCTTa Ha M3MMTBAHUATA HA JICHCTBUETO, KATO
T aJIalTHPAT, JOKOIKOTO € BB3MOXKHO.

7.  PestoMeTo M JOKIAABT 3a M3MHTBAHETO HA JCHCTBHETO, MTOCOUCHU
B maparpad 5 OT HAcTOSIIUS WIEH, CTaBaT IyOJMYHO AOCTBIIHM 4pe3
eJISKTPOHHATA CHUCTeMa MO WieH 69 Hail-KbCHO KOTaTo HM3IeNHeTO Objae
PErucTpUPaHO CHITACHO WICH 26 M NpPEAd IyCKAaHETO My Ha masapa. B
cilydall Ha TPEXAEBPEMEHHO NPEKPaTsIBaHE WM CIIMPaHE PE3IOMETO U
JOKJTaIbT CTAaBAT MYOIMYHO JOCTBHITHU BeIHATra CJIE]] IPEICTABIHETO M.

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

Ynen 74

IIpouenypa 3a KOOPAMHHMPAHO OliCHSIBAHE Ha H3NUTBAHMATA Ha
JIeliCTBHETO

1. Upes enekTpoHHATa CUCTEMA IO WieH 69 CHOHCOPHT HA U3NUTBAHE
Ha JeHCTBUETO, KOETO IIe ce IMPOBEeXKJa B IOBEYE OT €/Ha bprKaBa
YIeHKa, MOXE Ja TOAaJe €IAMHHO 3asBIICHHE 3a LEIUTEe Ha 4jeH 006,
KOETO IpHU I0Jy4yaBaHE C€ IpeJaBa 0 E€JIEKTPOHEH NbT Ha BCUYKU
Ibp)KaBU UJIEHKM, B KOMTO IIe Ce€ TIpOBeXJa H3IMUTBAHETO Ha
JIEHCTBHETO.

2. B enuHHOTO 3asBiieHUe 1o naparpad | CHOHCOPBT mpejasara eaHa
OT JABPXKABUTE WIEHKH, B KOHMTO II€ CE€ MPOBEKIAd H3MUTBAHETO HA
JIECTBUETO, Ja JeHCTBAa KaTo KOOpJAMHUpalla JbpkaBa uieHka. B
CPOK OT LIECT JHM OT TOAAaBaHE Ha 3asBJIECHHETO IbPXKABUTE UYJICHKH,
B KOUTO IIE€ C€ MpOBEkKJa H3MUTBAHETO HA JEUCTBUETO, IMOCTHraT
ChIVIACHE KOS OT TAX IIe Tnoeme (YHKIMUTE Ha KOOpAMHHUpAIa
J'bp)KaBa WiIeHKa. AKO Te HE ce CIopa3yMesT OTHOCHO KOOPJIMHHUpAIaTa
Ibp)KaBa WICHKA, Te3M (YHKIMU C€ IMOoeMaT OT IHpeaioKeHaTa OT
CIIOHCOPa KOOPJHMHHUpAIIA JAbpKaBa YJICHKA.

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

Brmpekn ToBa mBIHOTaTa Ha AOKyMEHTANMATa MO TiiaBa I, pasmenn
1.13, 4.2, 43 u 4.4 or npunoxenne XIV u wacr A, pasgen 2.3.2,
OykBa B) orT mnpunoxenue XIII ce omensBa oTmeTHO OT BCsKA
ChOTBETHA JbpXKaBa 4WIEHKa B CBOTBETCTBUE C 4WieH 60,
naparpadgu 1—S5.

4. [lo oTHoOmIeHHEe Ha AOKyMEHTAIMSTa, Pa3lInyHa OT MOCOYEHATa B
naparpad 3, BTOpa ajuHes, KOOpAUHHpAIaTa JIbpKaBa UYICHKA:

a) B CpOK OT HIIECT OHU CJEA IOoJydaBaHC Ha CJIWHHOTO 3asABJICHUC
yBCAOMsBa CIIOHCOpa, Y€ Td € KOOpAWHHpallaTa AbpKaBa YJICHKa
(,,daTa Ha yBeJOMABaHE");
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0) 3a LeNMTE Ha BaJIMJMpAHE Ha 3asABJICHHETO B3eMa MNPEABH] BCHYKU
ChOOpaKEHHs, TPEACTABEHH B CPOK OT CEIEM MHM OT JaTarta Ha
YBEJOMSIBAHE OT 3aCETHATHUTE IbPKaBH UWICHKH;

B) B cpok oT 10 mHM OT narara Ha yBeIOMSIBaHE OICHSBA Jald W3IUT-
BAaHETO Ha JICHCTBHMETO IONaja B 00XBaTa HA HACTOSILIUS PErJIAMEHT
1 Jany 3asBJICHUETO € IIBJIHO M yBEAOMsBA CIIOHCOpa 3a ToBa. BbB
Bpb3Ka C TOBa OIICHSABAHE 3a KOOpJIMHMpAIIaTa JbpiKaBa WICHKA Ce
npuiara 4ieH 66, maparpagpu 1 u 3—5;

I) OpEeACTaBs pE3yJNTaTHTe OT HANpaBEHOTO OICHSIBaHE B MPOEKT 3a
JIOKJIaJl OT OIICHSIBAHETO, KOMTO TpsiOBa Jia Objie M3MpPATEeH JI0 3acer-
HATUTE JbPKABU WICHKA B CPOK OT 26 JHH OT JaTaTa Ha BaJIUIH-
panero. Jlo 38-ust neH cmex nartata Ha BaluAMpaHE JIPYTHTE
3acerHaTH IbP)KaBW WICHKH H3IMPAllaT CBOUTE KOMEHTapu U Ipel-
JIOKEHHs MO IPOEKTa Ha JIOKJIAJA OT OLCHSIBAHETO M CHOTBETHOTO
3asBIEHHE Ha KOOpAMHMpAIIATa Ibp)KaBa WIEHKA, KOATO B3eMa
HAJUIC)KHO TPEABUI TE3H KOMEHTapH M TPEIIOKEHHS TPH H3TOT-
BSHETO Ha OKOHYATEIHMS JOKJIan OT OILEHSIBAHETO, KOWTO ce
mpeaBa Ha CHOHCOpA W Ha JIPYTUTE 3aCeTHATH TbP)KaBU WICHKH B
CpoK OT 45 JHU OT JaTara Ha BaJWJUpaHE.

OKOHYATEIHUAT JOKIaZ OT OLEHSBAHETO CEe B3eMa IPEIBUI OT BCHUKH
3aCerHaTH [bp)KaBU WIEHKH IPH B3E€MAaHETO Ha peEIICHHE [0 3asB-
JICHHETO Ha CIOHCOpa ChIVIACHO WieH 66, maparpad 7.

5. Ilo oTHOLIEHUE HA OLEHSABAHETO HA JOKYMEHTALUATa, I0COUYEHA B
maparpa¢ 3, BTOpa annHes, BCSKa 3aceTHaTa Ibp)KaBa HWICHKAa MOXKeE
eIHOKPAaTHO Ja IIOMCKA OIBJIHHTENHA HH(POpPMAIHsA OT CIOHCOpA.
CHoHCOpBT IpeNCcTaBsl IOUCKAHATa JONBIHUTETHA HHpOpManus B
paMKHTE Ha CpOKa, OIpEeNeNeH OT 3acerHarara JIbp)KaBa UICHKA,
KOWTO He HajABMIIABa 12 JHM OT JaTaTa Ha MOJy4yaBaHE Ha HMCKAHETO.
Iocnegausr cpok mo maparpad 4, OykBa T) criupa Jia Tede OT jaTaTa Ha
UCKAHETO 10 MOMEHTa Ha I[OJIydYaBaHE Ha JOIBJIHUTENHATa HHQOP-
MaIus.

6. 3a mzgenuara or wiac C u knac D xoopauHupamara IbpikaBa
YIEHKAa MOXE CBIIO Taka Ja YABDKA CPOKOBETE, MOCOYCHH B
maparpad 4, ¢ ome 50 IHU ¢ IeN HPOBEKJAHE HA KOHCYNTALMU C
eKCIIePTH.

7.  Komucusta MOxe upe3 aKkTOBE 3a U3IBJIHEHUE Ja KOHKPETU3HPA
JOIBJIHUTENHO IPOLEIYPUTE U CPOKOBETE 33 KOOPAUHHUPAHHUTE OLEHS-
BaHUS, KOUTO Jla C€ B3eMaT I10Jl BHUMAaHWE OT ChOTBETHUTE JIbPXKABU
YICHKU IIPU B3€MAHETO Ha PeLIeHHE I10 3asBICHUETO Ha CroHcopa. Te3u
AaKTOBE 3a M3IIBJIHEHHE MOraT Ja ONpelesAT W MpoLeLypure u
CPOKOBETE 3a KOOPIUHUPAHO OLEHABAaHE B Cilydyail Ha CBILECTBEHU
npoMeHn 1o maparpad 12 OT HacTOSIMS WIeH, B CiIydail Ha
JNOKJTaZBaHe Ha HEXEJAaHW ChOWTHA TO wWwieH 76, maparpad 4 u B
cillyyail Ha M3NUTBAHUS Ha JEHCTBUETO, BKJIIOYBAINU CBIBTCTBAILIU
W3IEHs, KOTaTo JIEKAPCTBEHUTE IPOAYKTH ca OOEKT Ha IapayeHoO
KOOpAUHHUPAHO OLICHABAHE Ha KIMHHUYHO HU3IHUTBAHE CbhIJIaCHO
Pernmament (EC) Ne 536/2014. Te3u akToBe 3a U3INBIHCHHE CC
IpueMaT B ChOTBETCTBHE C IpoOLeNypaTa IO pasriekaaHe, IOCOUYeHa B
uwien 107, maparpad 3.

8. Koraro 3akiroueHweTo Ha KoOpAuHUpaliara AbpiKaBa YICHKaA
OTHOCHO 00JIacTTa Ha KOOpAWHHUPAHO OLICHABAHE €, Y€ IMPOBECKIAAHETO
Ha M3MUTBAHETO Ha JICHCTBUETO € HNPUEMIIMBO HWJIM € NPUEMIIUBO IIpU
CIIa3BaHCTO Ha OIPCACJICHU YCJIIOBUSA, TOBa 3aKJIIOYECHHC CE€ CUHTaA 3a
3aKJIFOYCHUETO Ha BCHUYKHW CHOTBCTHU IABbPIKaBU YJICHKH.
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HeszaBucumo ot II’bpBa aJIMHEs, BCAKA OT 3aCCrHATUTC ABbpPrKaBU YICHKH
MOXE Ja Hu3pa3u HECHITIAaCHEC CBC 3aKIIIOYCHHUCTO Ha KOOpAWHHpamlara
AbpiKaBa 4JICHKa OTHOCHO o0JyracTTa Ha KOOpAWHUPAHO OLECHSABAHE CaMO
Ha CJICOHUTC OCHOBAHUA:

a) Korato c4uTa, 4€ Yy4YaCTUETO B MU3IUTBAHCTO Ha Z[eﬁCTBPIeTO oun
JOBCJIO 10 TIIOJIOKCHUE, IIPU KOETO MAaJA€H YYAaCTHHK TII0Jy4YaBa
JICYCHHUE, KOCTO € IIO-HCKAa4YCCTBEHO OT TOBa B YCJIOBHUATA Ha
HOpMajiHaTa KJIMHUYHA MNpaKTHKa B 3ac€rHaraTta AbpiKaBa 4YJICHKA,

0) HapylieHHe Ha HAMOHAJIHOTO NPaBO; HIH

B) ChOOpakeHHsSI BbB BPB3Ka ¢ OC30IMACHOCTTA HA YYACTHHKA U HAICHKI-
HOCTTa M CTaOHMJIHOCTTAa Ha PE3yJTATUTE, MPEACTABCHH IO maparpad
4, OykBa T).

Korato HsiKOs OT 3acerHaTure JbpXKaBU WIEHKH HE € ChIJIACHA CbC
3aKJIIOUYCHUETO Bb3 OCHOBAa Ha BTOpa AJMHEs OT HACTOsMMA maparpad,
TSl YBEAOMSIBA 32 CBOETO HECHIVIACHE, KaTO CHIIEBPEMEHHO IPEIOCTAaBs
nojpoOHa 00ocHOBKa, KomucusiTa, BCHYKH JIPYI'M 3aCErHATH JIbpP)KaBU
YIEHKH W CIIOHCOpa Ype3 eJeKTPOHHATa CHCTeMa Mo wieH 69.

9. Koraro 3akimroueHneTo Ha KOoOpAuHUpallara AbpiKaBa YICHKaA
OTHOCHO oO0JjlacTTa Ha KOOpAWHUPAHO OLCHABAHC €, Y€ HU3IMMUTBAHCTO
Ha ,[[efICTBPIeTO € HCIIPUEMJIMBO, TOBA 3aKJIIOYCHUEC CC CUHUTA 3a 3aKIIIO-
YCHUETO Ha BCHUYKU 3aCETHATU ABbPIKaBU YJICHKH.

10. Jlamena 3acernara JbpKaBa 4IEHKAa OTKa3Ba Ja pa3periu
WU3MUTBaHE Ha JIEWCTBHETO, aKO HE € ChIVIACHA ChC 3aKJIIOUEHHETO Ha
KOOpAMHHpAIlaTa Ibp)KaBa WIEHKa, Ha KOETO U Jia € OT OCHOBAHHUATA,
mocoveHu B maparpad) 8, BTopa aliHes, WIH aKO YCTaHOBU BB3 OCHOBA
Ha HAJIEKHO OOOCHOBaHM CHOOpaXKEHHUS, Y€ HE Ca WU3IIBIHCHU
acmeKkTuTe, pasrienaHu B rimaBa [, pazmenm 1.13, 4.2, 43 u 4.4 or
npuioxkenue XIV, uiay Koraro KOMHUCHS 10 €THUKa € Jaja OTPULATEITHO
CTaHOBHIIE OTHOCHO M3MUTBAHETO HA JEHCTBUETO, KOETO CBITACHO
HAIMOHATHOTO IMPaBO € BaJIWIHO 3a IisUIaTa JIbpiKaBa 4WiIeHKa. 3acer-
HaTaTa Ibp)KaBa WICHKa IPEABIDKIA INpoleaypa 3a oOXanBaHe II0
OTHOIIICHHWE HA TaKbB OTKa3.

11.  Bcesika 3acerHara JIbp)kaBa 4WICHKa YBEIOMsBA CIOHCOpa 4Ype3
€JeKTPOHHATAa CHUCTeMa Mo wWieH 69 3a ToBa Aany HM3NUTBAHETO Ha
NEUCTBUETO € pa3pelieHo, Jalh € pa3pelieHo IpH CHa3BaHETO Ha
ONpeJIeNIeHH YCJIOBUS WM € OWIO OTKa3aHO paspelieHue 3a Hero.
VYBenoMsBaHETO Ce M3BBPIIBA Ype3 €AHOKPATHO pEIIeHHE B CPOK OT
meT JAHU OT IIpefaBaHeTo, cbIylacHO maparpad 4, OykBa TI) OT
HACTOSIIMS YICH, HA OKOHYATEIHHS JOKJIAJ OT OIICHSBAHETO OT KOOp-
JUHMpalarTa JbpikaBa dieHka. Koraro paspemiaBaHeTo Ha M3IUTBaHE HA
JICHCTBUETO € 0OBBP3aHO C OMPEACTICHU YCJIOBHUS, TOBA MOTar aa ObaaT
caMO YCIIOBHS, KOUTO IIOpajJd €CTeCTBOTO CH He Morar jga Obaar
M3IBJIHEHH KbM MOMEHTa Ha pa3peliaBaHeTo.

12.  Bcuuku chlIecTBEHH NPOMEHHM NO wieH 71 ce cpoOmaBaT Ha
3aCErHaTUTE IbPKAaBU WICHKH 4Ype3 EJIEKTPOHHATa CHCTeMa [0 YJICH
69. Hanuumero Ha OCHOBaHHWSI 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
MPOMEHHU IO OTHOIIeHWe Ha Tiama I, pazmemu 1.13, 4.2, 43 u 4.4 ot
npunoxenne XIV u vact A, pasmen 2.3.2, OykBa B) OT NPUIOKCHUE
XIII, xouTo ce oreHsBaT OTAETHO OT BCSKA 3aceTHATa IbpKaBa UICHKA.



02017R0746 — BG — 05.05.2017 — 000.003 — 80

13.  KomucusTa npeaocrtaBs aAMUHUCTPATUBHA MOJKpPENa Ha KOOPIH-
HUpalaTta Ibp)KaBa WICHKAa IPU M3IBJIHEHUETO HA 3aJayuTe M IO
HACTOSAILATA IJ1aBa.

14. o 25 maii 2029 r. ycraHOBeHaTa B HACTOSALIMS YJIEH MpoLexypa
ce mpuiara camo OT IbpP)KaBHTE WICHKH, B KOUTO MIE C€ MPOBEXKIAT
M3MUTBAHUATA Ha JICHCTBUETO M KOUTO Ca Jallil ChIJIacHe 3a Ipuia-
rageto n. Ot 26 maii 2029 1. mocoyeHara mpoueaypa ce mpuiara oT
BCHUYKH JBPXKABH YJICHKH.

Ynen 75

IIpersen Ha mpoueaypaTa 3a KOOPAMHHPAHO OLEHsIBaHe

Jo 27 maii 2028 r. Komucusta npesacraBs Ha EBponelickus napiaMeHtT
u Ha ChbBeTa JIOKJIA] 32 ONMUTa, NPUAOOUT OT MPUIIATaHETO Ha 4jieH 74,
1 aKo ¢ HeoOXOAMMO, Tpeiyara Iperiex Ha uieH 74, maparpad 14 u
unen 113, maparpad 3, OykBa x).

Ynen 76

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

1. CmoHcopsT perucTpupa IpIaTa HHGOPMANUs 3a:

a) BCSIKO HEXEJIaHO CHOHUTHE OT BUJ, ONPEACIICH B IJIaHAa 3a U3IUTBAHC
Ha HCﬁCTBH@TO KaTO KPUTHUYCH 3a OLICHKAaTa Ha PE3yJITaTUTC OT TOBa
HU3IMATBAHC Ha ,HefICTBI/IeTO;

0) BCAKO CEPHO3HO HEXEJTaHO CHOUTHE;

B) BCEKHM HEJIOCTATBK HAa H3JEINETO, KOMTO € MOXeNn ja J0Beie /0
CEPHO3HO HEKEJIAaHO ChOMTHE, aKo He € OWI0 MpeAlpHETOo
HOAXOAMIO HeiicTBHe, He ¢ OMia OCBINECTBEHA MHTCPBEHIUS IIIH
aKo 0OCTOsITENCTBAaTa ca OMIM MO-MalKo OJaronpHATHH;

I) BCAKO HOBO 3aK/IIOUYEHHE BbB BPB3Ka CbC ChOMTHE 1O OYKBH a)—B).

2. CroHcopbT 0e3 3abaBsiHE IOKIAJBA 4Ype3 CICKTPOHHATA CHCTEMa
mo wieH 69 Ha BCHYKH IbpKaBH WICHKH, B KOHTO C€ IIPOBEXKIa
W3MHUTBAHE Ha JEHCTBHUETO, IsIaTa MHPOpMANus 3a:

a) BCSIKO CEpUO3HO HEXKENaHO CHOUTHE, KOETO HMMa MPUYHMHHO-CIIC-
CTBEHa BPB3KA C H3JCIHMETO, KOMIIApaTopa WM MOpOIeAypara Ha
M3NHUTBAaHE WK aKO TakaBa MPUYMHHO-CIEJCTBEHA BpPbB3KA €
pa3yMHO BB3MOXKHA;

0) BCCKM HEIOCTAaThK HAa W3JCIHETO, KOHTO € MOXeNl Ja JoBeae 0
CEepUO3HO HEXEJaHo cbhOuTHEe, ako He € OWI0 NpPeANpHeTo
HOXO/IAIO JICHCTBUE, HE € OWila OCBHIISCTBCHA HHTEPBEHIHMS WIIN
aKo OOCTOSTENCTBAaTa ca OWIN MO-MAalKO OJarOTpHSTHH;

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

a) u 6).

Ipu ompenensiHe HA CPOKa 3a JOKJIAJBAHE Ce B3eMa IPEIBUI TEKECTTA
Ha CcpOUTHETO. AKO € HEeoOXOOMMO, 3a Jia Ce rapaHTHpa CBOCBpe-
MEHHOTO JOKJIaJ[BaHE, CIIOHCOPHT MOXKE Ja NPEACTABH ITbPBOHAYAJICH
JOKJIaJl, KOWTO € HEIIBJICH, IIOCIIE/IBAH OT ITBJICH IOKIA.
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ITpu uckaHe OT Abp)KaBa WICHKA, B KOSATO CE MPOBEXKAa M3MTUTBAHETO HA
JEHCTBHETO, CIIOHCOPBT MPEAOCTaBs msuiata MHGOPMAIHs, MOCOYCHA B
naparpad 1.

3. OcseH TOBa Ype3 €JNEKTPOHHATA CHUCTeMa MO WieH 69 CIOHCOPHT
JIOKJIa/IBa Ha JIbP)KaBUTE YWICHKH, B KOUTO CE MPOBEXK/A U3IUTBAHETO HA
JICHCTBUETO, BCSIKO €IHO ChOMTHE MO maparpad 2 OT HACTOSILIHUS YJICH,
HACTBIIWIIO B TPETH IBPXKABH, B KOWUTO C€ IPOBEXkKJA H3MHUTBAHE Ha
JICHCTBUETO CBhC CHIIMS IUIAH 32 U3IUTBAHE HA JICHCTBHETO KaTO TO3H,
KOHTO Cce mpuiara 3a W3NUTBaHE Ha JICHCTBHETO, OOXBaHATO OT
HACTOSIIIUS PErJIaMeHT.

4. Ilpu n3nutBaHe Ha JEHCTBUE, 3a KOETO CIOHCOPBT € H3IO0JI3BAI
€IMHHOTO 3asBJICHHE 10 wWieH 74, TOW MOKJIaaBa BCAKO CHOWTHE TIO
naparpad 2 OT HACTOAIIMA YICH 4Ype3 eJIEKTPOHHATa CHCTEMa IO 4IEeH
69. Ilpu momyvaBaHe AOKJIAABT C€ IMpeAaBa MO EJIEKTPOHEH HbT Ha
BCHYKHM JbpKaBU WICHKH, B KOUTO C€ IPOBEXJa H3IUTBAHETO Ha
JIeHCTBUETO.

[Tox ppKOBOACTBOTO HAa KOOPAMHHWpAIIATAa IbpKaBa YieHKA MO 4ieH 74,
naparpad 2 JIbp)KaBUTE YJICHKH KOOPJMHUPAT OLEHSIBAHETO HA CEpH-
O3HUTE HEXeJTaHH CHOUTHS W HENOCTAThLMTE Ha H3IEIMeTO, 3a Ja
YCTaHOBAT Jaii € HEeoOXOAWMO HM3IUTBAHETO Ha [EeHCTBHETO Ja ce
IPOMEHH, CHpPEe WIM NMPEKpaTH WIN Jadu Oa ce OTHEME Pa3peIieHHETO
3a MMPOBEXAHETO HAa TOBAa M3MUTBAaHE HA IEHCTBUETO.

Hacrosmustr maparpad He 3acsira IpaBaTa Ha OCTAHAIHUTE AbPKABU
YIEHKH [a W3BBPIIBAT COOCTBEHa OIEHKA W Ja TpHeMaT MepKH
CBIVIACHO HACTOSILIMS PErJIaMeHT, 3a Ja OCUTYpPST 3allluTaTa Ha OOLIeCT-
BEHOTO 37paBe M Oe3zomacHocTTa Ha manuenTtuTe. Ha koopaumHupamaTa
JIbpkaBa WieHKa 1 Ha KomucusaTa ce cho0ImaBat pe3ynTaTuTe OT TaKaBa
OLICHKA U IIPUEMAHETO HA TAKUBA MEPKH.

5. B cnyyaii Ha mpoy4BaHus 3a MpocielsiBaHe Ha JCHCTBUETO ciel
MyckaHe Ha maszapa, nocodeHn B wien 70, maparpad 1, BMecTto
HACTOSIMS WIEH ce MpuiaraT pasnopeildure 3a NpocieisBaHe Ha
0e30macHOCTTa, MPEJABUICHN B WieHOBE 82—85 U B aKTOBETE 3a M3IIbJI-
HEHHe, NPHETH ChIIIacHO wieH 86.

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

Ynen 77

AKTOBE 32 M3IbJIHEHHE

Upe3 akroBe 3a wu3nmbaHeHue Komucusita Moke nga  ompenens
o poOHUTE MpaBuiIa U MPOLEyPHUTE aCIEKTH, HEOOXOIUMHU 3a MpHJia-
TaHeToO Ha HACTOAIIATa IJIaBa 10 OTHOLICHHE Ha!

a) XapMOHHM3UPAHUTE CIICKTPOHHM 00pa3l Ha  3asBJICHUEC 32
M3MHUTBAHUS HA JEHCTBUETO M TAXHATA OICHSBAHE MO WICHOBE 66
u 74, Kato ce B3eMaT MpPE/BH/ KOHKPETHUTE KaTErOPUH WM TPYIH
W3JICITHSE,

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

B) XapMOHHU3MPAHUTE EIEKTPOHHM OOpaslyl 3a YBEIOMIIEHHE OTHOCHO
MPOyYBaHUS 32 MpoCJesBaHe Ha JEWCTBHETO CleJA IyCKaHe Ha
nazapa no wieH 70, maparpad 1 ¥ OTHOCHO CBHIIECTBEHH NMPOMEHH
mo uieH 71;
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r) oOMmeHa Ha MH(OpPMAIH MEXKIY IbpPKaBUTC YICHKU IO WieH 72;

1) XapMOHHM3UPAHUTE EIEKTPOHHW OOpa3ly TMpu JOKJIaJBaHe Ha
cepno31—m HEXCIIaHU C"I>6I/ITI/IH U HCAOCTATHBLM Ha HU3ACIUsITa II0
4jaeH 76;

€) CpOKOBETE 3a JOKJIaJBaHe Ha CEPUO3HH HEXKeJlaHH ChOUTHUS U HeI0C-
TaThLM Ha W3JCIHSTA, KATO CE B3eMa IMPEJBHUJI TEKECTTAa HA ChOM-
THETO, KOETO TpsiOBa Ja ce CHOOIIM CHINIACHO WieH 76;

) €IHAKBOTO IIpWJIaraHe Ha M3HCKBAaHMATA 10 OTHOIICHHME HA
KJIMHUYHHATE JOKA3aTeJICTBA/IaHHU, HEOOXOJWMH 3a JIOKa3BaHEe Ha
CBHOTBETCTBHETO C OOLIMTE U3MCKBaHMSA 3a 0O€30MaCHOCT U
JIEHCTBUE, YCTAHOBEHHW B TpHiIOKeHue I.

AxTOBETE 3a U3II'BJIHEHUC, IIOCOYCHU B IIbpBa aJIMHEA, CC€ IIpuUeMaT B
CBOTBETCTBHE C MPOLEAypaTa Mo pasriexkaane, mocoueHa B wieH 107,
naparpad 3.

I'JIABA 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 W3Ienue MPOHM3BOIUTENUTE IUIAHHPAT, Ch3AaBaT, JIOKY-
MCHTHUpAT, MPUJIArat, MOJIbPKAT M aKTyaJn3upaT CHCTeMa 3a Haa30p
clieN TyCKaHe Ha Ia3apa [0 HauuH, ChoOpa3eH C Kiaca Ha M3IeNHeTO B
3aBHCHMOCT OT PUCKa M IOJXOMAII 3a THIA M3aenue. Tasu cucrema e
Hepas[enHa YacT OT CHCTEMaTa 3a YIPaBICHHC HA KadeCTBOTO Ha
MpoM3BOMTEN, 1ocodyeHa B wieH 10, maparpad 8.

2. Cwucremara 3a HaJa30p CleJ MycKaHe Ha maszapa TpsOBa jga Obje
MPUTOHA 33 AaKTUBHO M CHCTEMAaTHYHO CHOHMpaHe, PErucTpupaHe M
AHaJIM3UpaHE Ha CBOTBETHUTC HaHHU 3a Ka4dCCTBOTO, ﬂCﬁCTBHCTO nu
6€301acHOCTTA HAa W3JCIHMETO MO BPEME Ha IENUs My EKCILIOATAI[HOHCH
CpOK, ¥ 3a W3BJIMYAHE HA HYXXHUTE M3BOJHU U 3a ONpEIessiHe, TpHIarane
1 HaOJIFO/ICHUE HA ChOTBCTHUTE NMPEBAHTUBHU W KOPHIHPAILH ACHCTBHSL.

3. Jauaure, chOMpaHH upe3 CHCTEMAaTa Ha MPOM3BOJUTEIS 32 HAIA30p
Clie] IMyCKaHe Ha Masapa, Ce M3I0J3BAT MO-CICHHAHO 3a:

a) aKTyaJu3upaHe Ha ONPEICISIHETO Ha ChOTHOIICHHUETO MEXAY pHUCKa
W TION3UTE W MONOOpsiBaHE HA YNPABICHHETO HAa PHCKA CBITACHO
r1aBa | ot nmpunoxenue I;

0) axryanusupaHe Ha MH(oOpMalMATa 3a IETUTE Ha MPOSKTHPAHETO U
MPOU3BOJICTBOTO, Ha WHCTPYKIMHUTE 3a yHOTpebda W HAa CTHKETH-
paHeTo;

B) aKTyaJu3HupaHe Ha OIIeHKaTa Ha JeHCTBHETO;
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I) aKTyaJu3upaHe Ha pe3roMeTo 3a 0e30MacHOCTTa M JACHCTBHETO IO
ujaeH 29;

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

C) YCTAaHOBSIBAHE Ha BB3MOXHOCTUTE 3a HOHO6p${BaHe Ha H3I10JI3Bac-
MOCTTA, JICUCTBUETO U 0e30IMacHOCTTa Ha HU3JCIIUCTO,

’K) TIOAIIOMAaraHe Ha Haa30pa CJeA IyCKaHe Ha Iasapa Ha [Ipyrd
W3JICITHs, KOTaTo € MPUIOKUMO; H

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

Texuuueckara JOKYMEHTaIUs CC aKTyaJu3upa CbOTBETHO.

4. Axo B X0la Ha Haj30pa ClieJ IyCKaHe Ha Ma3apa Cce YCTaHOBH
HEOOXOJUMOCT OT TPEBAHTUBHU WJIM KOPHUTHpAINW JCHCTBUS, WIH H
JIBETE, IPOU3BOIUTEIAT TpUIIara IMOAXOISIIM MEPKH u HHPOpMHUpa
ChOTBETHUTE KOMIICTCHTHH OpPTraHH, M aKO € MPHUI0KHMO — HOTH(H-
nupanus oprad. Koraro e ycraHOBEH CEpHO3E€H WHIMJCHT WIH Ce
MPUIOKNA KOPUTHpAIO JIeHCTBHE BBHB BpPB3Ka € 0OE30IACHOCTTA, TOBA
ce JIOKJIaJiBa CHIJIACHO WieH 82.

Ynen 79

Ilnan 3a HaaA30p cJjea IyCKaHe Ha masapa

Cucremara 3a HaJ30p cje[ IyCKaHe Ha Mas3apa, Ioco4YeHa B 4iieH 78, ce
OCHOBaBa Ha IUIAaH 3a HAA30p CJlea IycKaHe Ha Ia3apa, YHUTO
W3HUCKBaHMs ca ompeneiaeHu B pasgen 1 ot npunoxenue [II. Ilmanst
3a HAA30p Clef MyCKaHe Ha Mma3zapa MpeCTaBiIsIBa 4acT OT TEXHHUECKaTa
JIOKyMEHTalusl, MoCOYeHa B mpuinoxenue Il

Ynen 80

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

IMpousBoaUTENIUTE HA M3JEIHS OT Kiac A M Kiac B u3roteart nokmaz 3a
HaJa30pa cief MycKaHe Ha Ma3apa, B KOMTO ce 00001maBaT pe3ynraTure u
3aKJIIOUCHUSTA OT aHAIM3UTE Ha JAHHUTE OT Ha/I30pa ciel IIycKaHe Ha
nasapa, chOpaHM Bb3 OCHOBAa Ha IUIaHA 3a HAI30p CleA IyCKaHe Ha
razapa, IoCOYeH B WieH 79, 3aeIHO ¢ 00OOCHOBKA U ONHCAHWE HA TPe.-
NPUETUTE MPEBAHTHBHU U KOPHUTHPAIIM JeHcTBHsA. JIOKIAIbT ce aKTya-
JM3Mpa MPU HEOOXOIMMOCT U IPU MOUCKBAaHE Ce MPEAOCTaBsl Ha HOTH-
¢unmpaHus opraH U Ha KOMIICTEHTHUSI OpraH.

Ynen 81

Ilepuoauyen akTyaJu3upaH AOKJIa] 32 0e30MaCHOCT

1. IlpomsBogurenure Ha m3aenust oT kimac C u kmac D um3rorsst
MepUoINYeH aKTyanu3upan nokian 3a OezomacHoct (ITA/IB) 3a Besiko
u3eNue U, KOraro € INPUIOKUMO, 33 BCSKAa KaTeropus WIM Ipyma
W3Ienns, B KOWTO ce 0000maBaT pe3yNTaTHTe M 3aKIIOYEHHATa OT
aHaIM3UTE HA JJaHHUTE OT HaJ30pa ciel IyCKaHe Ha Ia3apa, CbOpaHu
Bb3 OCHOBA Ha IIaHA 3a HAJI30p Clie]l ITyCKaHe Ha Ia3apa, I10COYEH B
yeH 79, 3aemHO ¢ OOOCHOBKA U ONHCAaHWE Ha MpPEANPUETUTE
NPEBaHTUBHU M Kopurupamu aeiicteus. Ilo Bpeme Ha nemus ekcruioa-
TallMOHEH CPOK Ha CHOTBETHOTO m3nenue B To3u [IAJIb ce BkmouBat:
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a) 3aKJIIOYCHUATA, KOUTO Ja CE€ MU3IOJ3BAT MNPU ONPEAC/IAHEC Ha CbhOT-
HOIICHUECTO MEXIY PUCKa U IIOJIZUTE;

0) OCHOBHHUTE KOHCTaTallMM OT MPOCICISBAHETO Ha JACHCTBHETO CIel
IyCKaHe Ha mas3apa; u

B) 00eMbT Ha MPOJAKOMTE HA M3ICIUCTO M MPUONU3MTEIHA OLICHKA Ha
Opost M JPYrHTe XapaKTePUCTHKH Ha HACEIICHUETO, KOETO H3IMOJ3Ba
M3/ICIIETO U, KOTaTo € Bh3MOXKHO, YECTOTaTa Ha ymoTpeba Ha m3zie-
JIHETO.

[IpousBogurenure Ha u3zmenus ot xnac C um xiac D akryanusupar
TTAB/] naii-manko BeaHbxk rogumiHo. Tosu ITAJIb e wact or TexHu-
yeckaTa JOKyMeHTarws, mocoueHa B mpriokenus I1 u 111

2. IlpousBomutenuTte Ha W3xenHs OT kiac D mpemocTaBAT Ha HOTH-
(dunupaHus opraH, ydacTBalll ChITIACHO WieH 48 B OLEHSIBAaHETO Ha
CBOTBETCTBUETO Ha Te3u uznenusd, [IAJIb upe3 enexkrponHara cucrema,
mocoueHa B wieH 87. HoTuuuupaHusaT opraH pasriexia JOKIaaa |
J00aBsl CBOATA OLICHKA B Ta3H €JIEKTPOHHA CHCTEMA, 3a€HO C OoApoOHa
uHpOpMaIus 3a Besiko npennpueto aeiicteue. Tesu [TAJIB u oueHkara
Ha HOTU(QUIMPAHUS OpraH c€ INPEJOCTaBAT Ype3 Ta3H eJIEKTPOHHA
cucreMa Ha KOMIICTEHTHUTE OpraHH.

3. Ilo orHomeHue Ha m3aenusaTa oT kiaac C IIPOU3BOAUTENUTE IIPEA-
octaat [TA/Ib Ha HOTH(WUIMpPaHUs OpraH, yYacTBall B OLCHSBAHETO HA
CHOTBETCTBHETO, KAKTO M Ha KOMIIETCHTHUTE OpPraHU IpHU IOMCKBaHE.

Pazngen 2

IIpocnenssBane Ha 0e30mMacHOCTTA

Ynen 82

Jlok1agBaHe HA CePHO3HH HHIMACHTH W KOPHUTHPAINH eiicTBHSA
BbB BPb3Ka ¢ 0€30I1aCHOCTTA

1. IlpousBomuTenure Ha WU3JCIHs, MPEIOCTABCHH Ha I[a3apa Ha
Cpblo3a, pasIMYHH OT M3JENWs 32 U3NMWTBAaHE HA JCHCTBHETO,
JOKJIa[BAT Ha CHOTBCTHUTE KOMIICTCHTHH OPraHH B CHOTBETCTBHE C
unen 87, maparpadu S u 7 3a:

a) BCCKH CEPUO3CH HHIIUJCHT, BKJIFOUBAI H3JCIHs, MPEIOCTABCHN Ha
mazapa Ha Cblo3a, C U3KIOYECHHE HA OYAKBAHUTE HETOYHH
pe3ysTaTtd, KOUTO Ca SICHO JOKYMEHTHUPAHW W OINPEICICHU KOJIH-
YECTBCHO B I/IH(l)OpMaL[I/IﬂTa 3a l'[pOI[yKTa U B TCXHHYCCKATa Z[OKy-
MEHTals W KOWTO MOJUIEKAT Ha JOKJIaABaHE 3a HaOII0JaBaHK
TEHJICHIIMHM CBITIACHO 4jcH &3;

6) BCAKO KOpUTrHpallo JICCTBUE BbHB BpB3Ka C 0Oe30macHOCTTa Ha
u3aciyvs, NpeaoCTaBCHU Ha IMasapa Ha C’b}03a, BKJIFOUHUTCIIHO BCAKO
Kopurupamo JICICTBUE BHB BpBb3Ka C 6630HaCHOCTTa, OpearnpueTo B
TpeTa AbprKaBa MO OTHOMICHUE Ha HU3ACIUC, KOCTO 3aKOHHO € IMPpEa-
OCTaBCHO W Ha TIla3zapa Ha C’bIO3a, AKO OCHOBAaHHETO 3a KOPHWUI'H-
pamoTo JICHICTBUE BBHB BpB3Ka C 0c30macHOCTTa HE € OrpaHU4€HO
J0 U3IACIHETO, NPEAOCTAaBEHO B TpETaTa AbpiKaBa.

JlokasuTe, MOCOYEHN B ITbpBa aJlMHEs, C€ TMOAABaT Ype3 eJNEeKTPOHHATA
cHcTeMa 1o 4ieH 87.
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2. Kato 00mo npaBwio Impu omnpeensHe Ha CpoKa 3a JOKJIAIBAHETO,
moco4yeHo B maparpad 1, ce B3eMa NpeIBHI TEKECTTa HA CEPHO3HHUS
WHIUJICHT.

3. HpOI/I3BOI[I/ITeHI/ITe JOKJIaABaT 3a BCEKU CCPHUO3CH MHIOUIACHT, KaAKTO
€ MpeABUJICHO B 6yKBa a), BeHAara IOM YCTAaHOBAT HNPUYUHHO-CICH-
CTBCHA BpPB3Ka MCEXKIAY TO3UW HWHHOUIACHT W TMPOU3BEACHOTO OT TAX
U3CIINEe WJIM Y€ TaKaBa BPBb3Ka € pasyMHO BH3MOXHA, U HE ITO-KBCHO
oT 15 JHU CJICA KaTO Ca y3HaJIM 3a MHIHUJACHTA.

4. bes nma ce 3acsara naparpad 3, B ciiyuail Ha cepuO3Ha 3aruiaxa 3a
00IIECTBEHOTO 3/IpaBe, MOCOYEHUAT B naparpad 1 nokiaza ce mpencrass
He3a0aBHO U HE MO-KbCHO OT [Ba JHHM, CIlie]l KaTo NPOM3BOAUTENAT €
pa3Opait 3a 3aruraxara.

5. be3 nma ce 3acara maparpad 3, B ciiyyail Ha CMBPT WIH HENpeJ-
BUJICHO CEPHO3HO BIIOIIABAHE Ha 3IPAaBHUS CTaTyc Ha IaJeHO JIHIE,
JNOKIaAbT Ce MpEACTaBs He3a0aBHO, CJEA KaTo IPOM3BOIUTEIST €
YCTQaHOBMJI WJIM BeJHAara IIOM € MPEANOJOXKMWI HAJIMYUETO Ha
MIPUYUHHO-CJICICTBEHA BpB3KAa MEXIY HU3ACINETO W  CepHO3HHS
HMHIUICHT, HO HE MO-KbCHO OT 10 AHM cien garara, Ha KOSTO MPOU3BO-
JUTEISIT € y3HAT 38 CEPUO3HUS MHIHMICHT.

6. Axo e HeoOXOIUMO Ja CEé OCHIYPU CBOEBPEMEHHO MOKJIA/IBaHE,
HPOM3BOIUTENAT MOXKE Jla NPEACTAaBU I'bPBOHAYAJCH JOKJIaJ, KOWTO ¢
HEIIbJICH, MOCJIE/BAH OT IIBJICH JOKIJIAJ.

7. AKO ciex Karo y3Hae 3a HHIMJCHT, KOWTO € BBb3MOXKHO [
MIOJUISKU Ha JOKJIaIBaHEe,IPON3BOJUTEISIT BCE OILIE HE € CHUTYPEH IajH
MHIMJCHTBHT TPsiOBa J1a ce JOKJa/aBa, TOW BBIPEKH TOBA IPEICTaBs
JIOKJIaJl B OIIPEJCNICHHs CPOK B ChOTBETCTBUE C maparpadu 2—S5.

8.  OcBeH B CICHIHK CIydYadW, KOTaro IPOM3BOJMTEIAT TpsiOBa aa
npeanpueMe He3abaBHO KOPUTHpAINO JACHCTBHE BHB BpB3Ka C Oe3omac-
HOCTTa, MPOM3BOJUTEIAT 0€3 M3IUIIHO 3a0aBsHE TOKJIA/IBA 3a KOPUTH-
pamioTo AefcTBHE BHB Bpbh3Ka ¢ 0E30MAaCHOCTTa, IIOCOUEHO B maparpad
1, OykBa 0), pean MPEeINPUEMAHETO MY.

9.  3a CXOAHU CEepHO3HM MHIMACHTH C €JHO U CHILIO M3/ENUE WIH THII
W3/IeNUsl U 32 KOWTO OCHOBHATA NMpHYMHA € OWiia yCTAHOBEHA MM €
MpeANpUETO KOPUIHPAIIO NeHCTBHE BHB BPb3Ka ¢ 0OE30MAaCHOCTTA, WU
KOTaTO Ca HaJUIIE OOIIN 1 100pe JOKYMEHTHPAHU MHIUICHTH, IPOU3BO-
JUTEISIT MOXKE Jia TPEIOCTaBH IMEPUOJUYHU 0000IIaBalM JTOKIaIH
BMECTO JIOKJIQJU 3a OTICIHH CEPUO3HU WHIUACHTH, MPU YCIOBHE 4e
KOOPAMHUPALIMAT KOMIETEHTEH opran mo uieH 84, maparpad 9, B
KOHCYJNTAaIMsi C KOMIIETEHTHHUTE OpraHd, IOCOYeHH B wWieH &7,
naparpad 8, OykBu a) u 0), ce € IOroBOpPWI C IPOU3BOAMUTENS 3a
(dopmara, ChABPKAHUETO M YECTOTATA HA MEPUOJUYHOTO 000OIIABAII0
noknaznsane. Koraro B unen 87, maparpad 8, OykBu a) u 0) € mocoyeH
CaMoO €IMH KOMIIETEHTECH OpraH, MPOM3BOAUTEIST MOXKE Aa IPelCTaBs
MEPUOANYHUTE 0000IaBaNIM TOKJIAJAN Bb3 OCHOBA HAa JIOTOBOPEHOCT C
TO3M KOMITETEHTEH OpraH.

10.  JIbpkaBUTE WICHKA TpEANpPUEMAT HEOOXOIUMHUTE  MEpPKH,
HAapuMep  OpraHu3uWpaHe Ha  IIEJIEHACOYCHH  WH(DOPMAIIOHHU
KaMIIaHWH, 32 HaChbpUaBaHE U IMPEJOCTaBSIHE Ha BB3MOXKHOCT Ha MEIH-
OUHCKUTE CHEHUAJMCTH, NOTPEOUTENUTe W MAIMeHTUTE Ja CHUTHa-
JIM3UpaT Ha KOMIICTCHTHUTE OpPraHh B CBHOTBCTHUTEC AbpiKaBU YJICHKHU
3a MpeJIojaracMu CEpUO3HH MHIMACHTH 1o naparpad 1, Oyksa a).
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KoMmeTreHTHUTE OpraHd PEerucTpUpaT LEHTPAIU3UPAHO HA HALMOHAIHO
PaBHUIIE CUTHAIUTE, KOATO MOJTyYaBaT OT MEJULUHCKUTE CHELUAINCTH,
HOTPEOUTENNTE U MALUCHTUTE.

11. Koraro KOMIeTeHTEH OpraH Ha IbpXKaBa WWIEHKA IOIyYd
CHTHAIM 3a MpeanoiaraeMd CepHO3HM HHIMACHTH 0o maparpad 1,
OykBa a) OT MEIUIIMHCKH CHCHUAIMCTH, MOTPEOUTEIH MU MAIMCHTH,
TOW mpennpreMa HeoOXOIUMHUTE MEPKH, 33 J]a TapaHTHPa, Y€ MPOU3BO-
JUTEIISIT Ha ChOTBETHOTO M3zeue ¢ uHpopmupaHn Oe3 3a0aBsHe 3a mpe-
MoJIaraeMusl Cepruo3eH MHIHJICHT.

Korato mnpou3BOAMTENAT Ha CHOTBETHOTO HM3JIEJIUE CMSTA, Y€ WHIIM-
JNCHTHT € CEPUO3CH, TOW TMPEIOCTaBsi HAa KOMIICTCHTHHS OpraH Ha
Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAJ CEPUO3HUAT HMHLUJICHT,
JIOKJIJl 32 TO3M CEPUO3CH HWHIMJCHT B CHOTBETCTBHE C maparpadu
1—5 or HacrosMs WIEH W IpeanpueMa IMOIXOAALIM I10CIIe/(Balln
JNIEVCTBHSL B CHOTBETCTBHUE C 4jieH 84.

Koraro mHpoW3BOJMTENSAT Ha CHOTBETHOTO W3JENIUE CMsATA, Y€ HHIIH-
JCHTHT HE € CepHO3eH WM TpsOBa Ja ce pasriekaa KaTo yBEIudeHHe
Ha OYaKBaHUTC HETOYHHM pE3yJITaTH, MOJJICKAN] Ha [OKJaJBaHEe 3a
HaOJI0laBaHU TEHJICHIIMU ChIJIACHO wieH 83, Toll mpezcraBs o0siic-
HUTEITHU OENeKKU. AKO KOMIIETEHTHHUSIT OpraH HE € ChIJIACeH ChC
3AKJIIOYEHUETO B OOSCHUTEIIHUTE OENIEKKH, TOM MOXE Ja HM3UCKa OT
MPOU3BOJIUTENS]  Ja  TpPEACTaBM  JIOKJIaa B  CHOTBETCTBHE  C
naparpagu 1—5 OT HacTosmuMs 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.  IlpousBoguTenurte MAOKIAABAT dYpe3 eNEKTPOHHATA cCHCTEMa IO
yiieH 87 BCSKO CTATHCTHYECKO 3HAYMMO YBEIMUCHHE Ha 4YecToTaTa
WIH TEXKECTTa Ha HWHIUICHTUTE, KOUTO HE Ca CEPUO3HH, HO Ouxa
MOTJI JIa UMAaT CHINECTBEHO BB3ACHCTBHE BBHPXY aHaIM3a Ha PUCKA U
nonsute, »C2 nocoueH B pasgend 1u 8 or mpunoxenue I, u kouto
ca € mOBEeIM WIM MOTaT Ja JOBEAAT 1O HENPHUEMIIMBH DPUCKOBE 32
3IpaBeTo WM 0e30IacHOCTTA Ha MAlUCHTHTE, IOTPEOUTENUTE HIH
Apyrure Jjna, WIW BCIKO 3HAYUTCIIHO YBCJIMYCHUC Ha OYaKBAHUTC
HETOYHH PE3yJTATH, YCTAHOBEHO CIPSIMO 3asBEHOTO NEWCTBHE Ha H3JIe-
JIMETO, KaKTO € Moco4YeHo B paznen 9.1, Oykeu a) u 0) ot npuioxkenue [
W YTOYHEHO B TeXHHYECKaTa IOKYMEHTalUs M HHpOpManusaTa 3a
TPOJIYKTA.

[Tpon3BOIUTEISIT KOHKPETU3WpAa HA4YMHA 3a YIPABICHUE HA WHIM-
JICHTUTE, [IOCOYEHH B IIbpBa ajHMHEs, M METOAMKATa, M3II0JI3BaHA 32
ompeJieNisHe Ha CTATUCTHYECKH 3HAYMMOTO YBEIMYCHHE Ha 4YeCTOTara
WINA TEKECTTAa Ha Te3W CHOMTHS WIM NPOMsSHATa B JEHCTBHUETO, KaKTO
W TIepUoJia Ha HaOJI0CHUE, B IUIaHA 33 HAJ30p CJIe] MTyCKaHe Ha ra3apa
o uieH 79.

2. KoMmrmeTeHTHHTE OpraHM MOTaT Jia W3BBPILIBAT CBOM COOCTBEHU
OLICHSBaHMS Ha JIOKJAJUTE 3a HAOJIOJaBaHW TEHICHLUHU, NOCOYCHHU B
maparpad 1, W 1a M3MCKBAT OT MPOU3BOJUTEIS Ja MpeArnpreMe
MOAXOAAIIM MEPKH B CBOTBETCTBHUE C HACTOSIIUSA PErJIaMeHT C Lell
OCHUTYpsIBaHE Ha OIa3BAHETO Ha OOLIECTBEHOTO 3/paBe U 0€30MacHOCTTa
Ha manueHture. Beexn kommerenTeH opraH uHpopmupa Komucusra,
OCTaHAIUTE KOMIIETEHTHH OpPraHH ¥ HOTH(GUIMPAHHS OpraH, H3Iall
ceprudukara, 3a pe3yaTaTHUTE OT TOBA OLEHSABAHE U 3a IPHEMAHETO
Ha TaKMBa MEPKH.
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Ynen 84

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

1. Crmexm nmoknanBaHEeTO HA CEPHO3EH WHIWACGHT MO wWieH §2,
naparpag 1 mnpousBoauTensT He3a0aBHO IIPOBEXKAA HEOOXOAUMHTE
pascrieBaHUs BBB BPB3Ka ChC CEPHO3HHS HHIUICHT U CHOTBETHHUTE
nm3genus. ToBa BKIIOYBA OIGHSBAaHE HAa PUCKA, CBBP3aH C MHIUJCHTA,
KaKTO U KOPUTHpAILU NEHCTBUS BBB BPb3Ka C 0OE30MACHOCTTA, KAaTO ce
B3eMaT MpeABHA MOCOYCHHTe B Taparpad 3 OT HACTOAIIMA UICH
KPUTEPHUHU, KOTaTo € MPUI0KUMO.

HpOI/ISBO)J,I/ITCJ'[HT CH CBTPYAHHUYH C KOMIICTCHTHUTEC OpraHd M, KOraro €
1enechoOpa3Ho, ChC CHOTBETHHSI HOTH(HIMPAH OpraH IO BpeMe Ha
pascieqBaHuATa, TIOCOUCHN B MbpBa ANWHEs, U HE MPOBEKAA pa3cie/-
BaHWsI, BKJIFOYBAIIM MPOMSIHA HA W3JCIMETO WM Ha 00paser OT ChOT-
BEeTHaTa MapTHAa 10 Ha4YMH, KOWTO MOXE Ja 3acerHe Iocje/BamiaTa
OLICHKA HAa NPUYHHUTE 32 WHLHICHTA, IMpead 1a WH(OOPMHpa KOMIET-
SHTHHUTE OpraHu 3a TOBa JeiicTBHE.

2. JIppxaBuTE WICHKH NpEANpUeMaT HEOOXOAMMHUTE MEPKHU 33 OCHTY-
psiBaHE Ha OLEHKA, HW3BBPIIBAHA I[IEHTPAJIM3UPAHO HAa HAIMOHAIHO
paBHUIIE OT CHOTBETHHA MM KOMIIETEHTEH OpraH, MpPHU BB3MOXKHOCT
3a€AHO C IPOM3BOIUTENS M KOTaTo € LEeNechoOpasHo, CbC ChOTBETHHS
HOTHU(UIHMPAaH OpraH, Ha BCSKAa CHOOIIEHA WM CBHITACHO wWieH 82
MH(POPMAIS 32 CEPUO3CH MHIMJICHT HA TSAXHA TEPUTOPHS WM 32 KOPH-
THpamo JAeiicTBHe BBHB BPB3Ka C 0€30MacHOCTTA, KOMTO € MPEIIpPHETO
WIN LIe Ce MpeAllpueMe Ha TSXHa TepUTOpUS.

3. B pamkuTe Ha oueHkara Ho naparpad 2 KOMIETEHTHHAT OpraH
OI[CHSABA PHCKOBETE, MPOM3THYANNM OT JOKIAIBAHMUS CEPHO3CH
UHLUJIEHT, U OLICHSBA BCUYKU KOPUI'MpAllM JEUCTBUS BBB BPb3Ka C
Oe3omacHOCTTa, KaTo B3eMa MpEABHA OMAa3BaHETO Ha OOIIECTBEHOTO
310paBe M KPUTEPHUH KAaTO HMPHYMHHO-CICIACTBEHA BPB3KA, BBH3MOXKHOCT
32 OTKPUBAHE M BEPOATHOCT 3a MOBTOPHO BB3HWKBaHE Ha TpoOiema,
4ecTOTa Ha yHoTpeba Ha HU3/EJIUETO, BEPOATHOCT OT HACTHIBAHE HA
Ipsika WIM KOCBEHa Bpela, 3HAUMMOCTTAa Ha TasW Bpela, KIMHUYHA
moms3a OT W3JENHeTO, IIENeBH U TOTCHIMAIHH MOTPeOHUTEeNnH |
3acerHaty Jjuna. KoMIETeHTHUST opraH OLEHsBa U JOKOJIKO €
HOAXOJSIIO KOPHTUPAIIOTO JeHCTBHE BBB BpPB3KAa C OE30IMAaCHOCTTA,
KOETO € IUIAHUPAHO WU IPEANPUETO OT IPOU3BOJMUTENS, U HEOOXOIU-
MOCTTa M €CTECTBOTO Ha BCSKO APYrO KOPUTHpAIO IeHCTBHE, IO-
CIIeNMalHO KAaTO B3eéMa IMPEeJIBHJ NPHHINIIA Ha WHTETPHPAHETO Ha
6e30macHOCTTa, YCTAaHOBEH B MpuioxkeHue I.

[Ipu mouckBaHe OT KOMIIETEHTEH OpPraH MPOM3BOJUTEINUTE NPEICTABST
BCHYKH JOKYMEHTH, HEOOXOINMH 3a OICHABAHETO HA PHCKA.

4, KomnerenTaHuTe opraHu HaﬁH}OHaBaT IMIPOBEKAAHOTO OT ITPOU3BO-
JAUTCIIA pa3CiiCABAaHC HA CEPUO3HUA MHIUIACHT. Korato e HGO6XO)II/IMO, B
pascieaBaHeTO OT CTpaHa Ha IMPOU3BOAUTEIIL MOXKE Jda C€ HaMeCHu
KOMIICTCHTCH OpraH MWW KOMIICTCHTCH OpraH ga MNpeArnpueMe HE3a-
BHCHUMO pasCjicIBaHC.

5. Tlpou3BomuTensT NpPEAOCTaBs HAa KOMIICTCHTHHS OpraH OKOH-
yaTeNeH JOKJIaJ, B KOHTO M3Jlara KOHCTAaTaIllMUTE CU OT Pa3ClieIBAaHETO,
gpe3 eJIeKTPOHHATA CHCTEMa, TocoueHa B wieH §7. B moxmana ce mpaBsT
3aKJIIOYCHUSI W, KOTaTO € TMPHJIOKHMO, CE€ IOCOYBAT KOPUTHPAIIN
JICHCTBUS, KOUTO J1a OBJIAT MPEANPUCTH.
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6. B cayuyail Ha chIbTCTBALM U3/ETHS U B 3aBUCUMOCT OT TOBA JIaJIH
HOTU(GUIHUPAHUAT OpraH ce € KOHCYJNTHpal CbC CBOTBETHHS
KOMIIETEHTEH OpraH Ha JbpKaBaTa YJCHKA, pa3peuiniia JeKapCTBEHUTE
nponayktu, win ¢ EMA B chOTBeTCTBHE C mpoueaypuTe mo pasmen 5.2
or npuwioxkenue IX u pazgen 3.11 or mpunoxenue X, OLEHABALIMAT
KOMIICTCHTCH Opral WJIKM KOOPAWMHUPAIIUAT KOMIICTCHTCH OpraH,
mocoyeH B maparpad 9 OT HACTOSIIUS WICH, YBEAOMSBA TO3M
HAIIMOHAJICH KOMIIETeHTeH opraH win EMA, B 3aBUCHMOCT OT Ciy4as.

7. Cren W3BBpILIBAaHE Ha OIICHKAaTa B ChOTBETCTBHE ¢ maparpad 3 ot
HACTOSAIIUS WIEH, OLCHABALIMAT KOMIIETEHTEH opraH 0e3 3a0aBsiHe
uHopMHpa 4Ype3 eJEeKTpOHHATa CHCTeMa 10 4WieH 87 ocTaHaluTe
KOMITETEHTHH OpPTaHM 32 KOPHTHPALIOTO IEHCTBHE, KOETO € TPEIIPHETO
WIN IUIAHUPAHO OT NPOM3BOAUTENS WJIM KOETO € OWJIO M3MCKaHO Ja ce
NPUJIOKH OT HEroBa CTpaHa 3a MaKCHMAaJHO OTpaHHYaBaHE HA PUCKA OT
MOBTapsiHE HA CEPHO3HHS HHIWACHT, BKIIIOYHTEIHO HH(OpMAIHs 3a
Ch3JalIUTe MPEANOCTABKU 3a HEr0 CEPUO3HH MHIMACHTH M 32 pe3yln-
TaTUTE OT OICHSIBAHETO MY.

8. IIpomsBomuTensT mpaBH HEOOXOAUMOTO 3a TOBa MH(OpMamusTa 3a
KOPUTHpalloTo JAeiicTBHE BBB Bpb3ka ¢ Oe3omacHocTTa jga Obae
JloBe/ieHa He3a0aBHO 10 3HAHHETO Ha MOTPEOUTENINTE Ha BBIPOCHOTO
U3JeNUe 4pe3 INpelynpexeHue BbB Bpb3ka ¢ OesomacHoctra. Ilpen-
YIPEeXKICHAETO BbB Bpb3Ka ¢ 0Oe30macHOCTTa Cce CbhCTaBsi Ha
opunumaneH e3uk WM opuuuanHu e3unu Ha Cblo3a, ONpEICNeHH OT
JbpKaBaTa wWICHKA, B KOATO € HPEANPHETO KOPUIMPAIlOTO AEHCTBHE
BBB BpB3Ka ¢ Oe3omacHOcTTa. OCBEH B CIEIIHM CIIyYaH, ChIbPKAHHETO
Ha IIPOEKTa Ha HPEAYNPEKIACHUETO BbB Bpb3Ka ¢ 0OE30MACHOCTTA ce
[pPEICTaBss Ha KOMIICTCHTHHsSI OpraH, HM3BBpIIBAIL OLEHKATa, WIM B
CllydauTe 1o maparpad 9 — Ha KOOpIMHHUpAIINS KOMIICTCHTCH OpraH,
3a j1a ce noyiyur MHeHHeTo nM. C M3KIIIOYEHHe Ha CIydauTe, HaJIe)KHO
00OCHOBaHY IIOpPAJM CHUTyalUsTa B OTACNHA Jbp)KaBa WICHKA, CHIBP-
JKQHUETO Ha IPEeyNPEeKICHUETO BbB BPb3Ka ¢ Oe30IacHOCTTa TPsiOBa 1a
€ €[HAKBO BHB BCHUKH JbPIKABH YJICHKH.

[penynpexeHueTO BHB Bpbh3Ka ¢ 0E30IIaCHOCTTA JaBa BB3MOXKHOCT 32
NPaBUIHO WACHTH(OUIMPAHE HA U3ACIUETO WIM H3JeNnusira, I0-
CTEIHATHO 4Ype3 BKIIOYBaHETO Ha choTBeTHHTe UDI M mpaBUIIHOTO
0003HayaBaHe, MO-CIEIMATHO 4pe3 BKItouBaHeTo Ha EPH ako Beue e
M3IaJIeH, Ha TPOU3BOAMTENS, TPENPHENT KOPUTUPAIIOTO JEHCTBHE BHB
BpB3Ka ¢ Oe3omacHoCTTa. B mpenynpexaeHneTo BbB Bpb3ka ¢ Oe3omac-
HOCTTa — SICHO | 0€3 Ja ce TIOAICHsIBa CTENeHTa Ha PUCK, ce OOsICHSIBAT
MPUYUHUTE 33 KOPUTHPALIOTO JeCTBHE BBB Bpbh3Ka C 0E30MAaCHOCTTA,
KaTo ce II0COYBA €CTECTBOTO Ha HENPAaBWIHOTO (YHKIMOHHpaHE Ha
M3IEIMETO M CBBP3aHUTE C TOBAa PUCKOBE 3a IMAlHEHTHTE, MOTpeOu-
TCIUTC WKW Jpyru Juvnoa, U sSICHO C€ I10COYBAT BCHUYKH ﬂCﬁCTBMH,
KOUTO Ja ObJaT MpeINpHEeTH OT MOTPEOUTEIIUTE.

ITpon3BOIUTENAT BBBEXKA MPEAYIPEKICHUETO BHB BPB3Ka ¢ Oe3omac-
HOCTTa B €JIEKTPOHHATA CHUCTeMa MO WieH 87, upe3 KOsITO TO CTaBa
MyOIMYHO JOCTBITHO.

9.  KowmmereHTHHTE OpraHM ydacTBaT aKTHBHO B HpoOLEIypa C Lel
KOOpJIMHHpaHEe Ha OLCHSIBAHUATA CH TO naparpad 3 B CIEIHUTE CIyYau:

a) KOraTO BB3HHUKHE OIIACCHUE IO OTHOHICHUE Ha KOHKPCTCH CCPHO3CH
WHIUACHT WKW TIpyla CEPUO3HU HHIUACHTHU, CBHBP3aHU C €JHO H
CbIIO U3ACIUC WIW TUIl U3ACJTIUE Ha CAWH TPOU3BOAUTEI B ITOBEYC
OT €aHa ObprKaBa YJICHKA,
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6) xoraTo € MoJ BBIPOC MOIXOJAIIMAT XapaKTep Ha MHPEIUIOKEHO OT
MPOU3BOIUTENS] KOPUTHPAIIO JCHCTBHE BBB BPB3Ka C OE30MacHOCTTA
B [I0BEYE OT €JIHA AbpPXKAaBa UICHKA.

Ta3u npouemypa 3a KOOpJAMHHpaHE 0OXBaIla CIEJHOTO:

— ompenensiHe NPH HEOOXOJMMOCT Ha KOOPIAMHHpPAL] KOMIIETCHTEH
OpraH CIOpe] KOHKPETHHUS Cllydaii;

— oIpelensHe Ha Ipoleca Ha KOOPAMHUPAHO OLEHSIBAaHE, BKIIIO-
YUTEJIHO 3aJauuTe€ W  OTrOBOPHOCTUTE Ha  KOOPJUMHUPALIHS
KOMIIETEHTEH OpraH M y4YacTHEeTO Ha JIPYI'M KOMIIETEHTHH OpIaHHu.

OcBeH KOrato MeEXIy KOMIIETEHTHHTE OpraHu € JOTOBOPEHO ApYTo,
KOOPJMHHUPAIIUAT KOMICTCHTCH OpraH ¢ KOMIICTCHTHHST OpraH Ha
JIbp)KaBaTa WIEHKA, B KOATO IPOU3BOIUTEISAT HMa PEruCTPUpPAHO
MSICTO Ha CTONAaHCKa JIEHHOCT.

KoopauHupamusaT KOMIETEHTEH OpraH MHGOpPMUpa 4pe3 eIeKTPOHHATa
cHcTeMa 10 4ieH 87 MpOM3BOIUTEIS, OCTAHAINTE KOMIIETCHTHH OPraHu
n KommucusTta 3a ToBa, 4e ¢ moen (yHKIUATa Ha TaKbB OpTaH.

10.  OmnpezenstHETO Ha KOOPAMHMpAIL KOMIIETEHTEH OpraH HE 3acsra
MpaBaTa Ha OCTAHAINTE KOMIIETCHTHU OPraHd Ja U3BBbPUIBAT COOCTBEHO
OLICHSBaHE M Jla MPEANpUeMaT MEPKH ChIVIACHO HACTOAIIMS PETIaMeHT,
3a Jla OCUTYpPAT 3alluTaTa Ha OOIIECTBEHOTO 3/]paBe U 0€30IaCHOCTTa Ha
nanuenTure. Ha koopauHupamms komneTeHTeH opran u Komucusita ce
chOOIIaBaT pe3yiTaTUTE OT BCAKA TAKOBa OLCHSBAHE W IPUEMAHETO Ha
TaKMBa MEPKH.

11. Komucusita npeaocTaBs aAMUHUCTPAaTHBHA MMOJAKPEIIa Ha KOOpAU-
HUpalusa KOMIICTCHTCH OpraH IMpH W3IIBJIHCHUE Ha 3aJadyuTe MYy II0
HacCTosdIIarTa riaBsa.

Ynen 85

AHaJIu3 HA JAaHHUTE OT npocjieAIBAHETO HA 0e30macHoOCTTA

Komucusita, B ChTPYAHUYECTBO C IBPKABHUTE WICHKH, BHBEKIA CUCTEMU
W TpOLECH 3a aKTUBHO HAONIOJICeHME Ha HAJUYHHUTE JAHHU B EJIEK-
TpOHHATa CHCTE€Ma, MOCOYeHa B ujeH 87, ¢ Iel Ja ce YCTaHOBAT B
Te3W JaHHHU TEHJEHIMUTE, MOJICJIUTE WIM CUTHAINUTE, KOMUTO MOTraT Ja
Pa3KpUAT HOBU PHCKOBE WM ONACEHUs] OTHOCHO 0€30MacHOCTTA.

Korarto HeusBecTeH 110 MOMEHTa pPHCK ObJe HMICHTUPHUIMPAH WIN
4yecToTaTa Ha MPEABUACH PUCK 3HAYUTEIHO M HEOIaronpusTHO
MIPOMEHH OIPENIENITHETO Ha CHOTHOUIEHHUETO MEXAY PUCKA M TIOJI3UTE,
KOMIIETCHTHUST OpPTraH WJIH, B 3aBUCHUMOCT OT CJIy4asi, KOOPAMHUPAIIHAT
KOMIIETEHTEH OpraH yBEJOMsBa MPOM3BOJUTENS, WJIH KOraro e
MPUIOKAMO — YITBJIHOMOIIEHUS MPEJCTAaBUTEN, KOWTO CIIe/l TOBa Mpe-
npremMa HyKHHUTE KOPUTHpPAIIU JAEHCTBUS.

Ynen 86

AKTOBE 32 M3IbJIHEHHE

Upes axToBe 3a m3mbiaHeHue u cien koncyntamus ¢ KIMUW Komucusita
MOXe JIa TIpreMa IMoApoOHHTE TpaBmiIa U MPOLEIYyPHATE aClIeKTH, HE00-
XOQMMHU 3a INpujiaraHero Ha uwieHoe 80—85 u wien 87 mo oTHOILe-
HHUE Ha!
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a) THIIOJIOTHSITa HA CEPHO3HUTE WHIMJCHTH U KOPUTHPAIINTE JCHCTBUS
BBB BpB3Ka C 0OE30MMaCHOCTTA MO OTHOIIEHHE Ha KOHKPETHU H3JIEIHS
WU KaTErOpuu, WIH T'PyIU U3JCIINS;

§

~

JIOKJIQ/IBAHETO 332 CEPHO3HM MHIMICHTH U KOPUTHPAIIY JCHCTBUS BB
Bpb3Ka ¢ 0€30MacHOCTTa U MPEAYNPEKICHNS BbB Bpb3Ka ¢ Oe3omac-
HOCTTa, M TMPEICTaBIHETO OT CTpaHa Ha IPOU3BOJUTEIUTE Ha
MEPUOTUYHN  0000IIABAIK JOKIAIM, JOKIAJWd 3a Haja30pa Cliej
myckaHe Ha maszapa, IIAJ/Ib u gJokimamu 3a  HaONroJaBaHUTE
TEHJACHLIMK ChOTBETHO 1O ujieHoBe 80, 81, 82, 83 u 84;

B) CTaHIAPTHHUTE CTPYKTYpHPaHU 00pa3uu 3a eNeKTPOHHO M HeeJeK-
TPOHHO JIOKJIa/IBaHE, BKJIIOYUTEIHO MHUHUMYM JIaHHU 3a JIOKJIaJBaHE
Ha MpPEIIoNaraéMiu CEpPUO3HM MHIMUACHTH OT MEIHMIIMHCKHU CIelna-
JIMCTH, TOTPEOUTENN U TALUEeHTH;

I') CpPOKOBETE 3a JIOKJIaJIBaHE Ha KOPUTHpAI JEHCTBHS BbB BPB3Ka C
0e30MacHOCTTa U 3a MPEJICTaBSIHE OT CTpaHa Ha MPOU3BOAUTEIIUTE Ha
MepUOUUHN 0000IIABaIIN JOKIaId U JOKIaIM 3a HaOJr0[aBaHUTE
TEH/ICHIIMH, KaTO C€ B3eMa MpPEIBHJI TEKECTTAa Ha MOMJISKAIIUS Ha
JIOKJIaJBaHEe MHIUIACHT CBHIJIACHO WIEH 82

A

=

XapMOHHU3UpPAaHUTEe 00pa3nu 3a oOMeHa Ha HWHQOPMAIMS MEXKIY
KOMIIETEHTHUTE OpraHu 10 4ieH 84;

€) MpoLEAypUTE 3a ONPENSNSHETO Ha KOOPAMHHUpALl KOMIETEHTEH
oprad; mpomeca 3a KOOPAMHUPAHO OICHSBaHE, BKIIOYUTEIHO
3aJla4dTe M OTFOBOPHOCTUTE HAa KOOPAWHHPAILUS KOMIIETEHTEH
OpraH M y4acTHETO Ha APYIMTe KOMIIETEHTHU OPraHU B TO3HU IIpOIIEC.

AKTOBETE 3a W3IBJIHCHHE, IMOCOYCHH B IIbPBa AlMHEs, CC IIPUCMaT B
CBOTBETCTBHE C HpOIeaypara 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 cwIpyaHnuecTBO C JIbpXkaBUTe WieHKH KommucusATa cb3naBa M
yIpaBJisiBa CCKTPOHHA CHCTEMa 3a chOMpaHe u 00paboTKa Ha ClieJHATA
nabopManus:

a) JOKJIAaJUTe Ha IMIPOM3BOMUTENIUTE 33 CEPUO3HU HHLUJICHTH U KOPU-
rHpaly JCHCTBUS BBB Bpb3Ka C O€30MacHOCTTa MO 4ieH &2,
naparpad 1 u no unen 84, maparpad 5;

0) nmepuoaMYHKUTE 0000LIABAIM TOKJIAJAW HA MPOU3BOJUTEINTE 110 YICH
82, maparpad 9;

B) MOKJIAWTE HA TMPOW3BOAMUTEINTE 3a HAONIOAaBAHWTE TCHIACHIMH TI0
yjeH 83;

r) ITAJIb no unen 81;

1) IpeAynpexIeHusTa BHB Bpb3Ka € O€30MacHOCTTa OT CTpaHa Ha
MPOM3BOUTENNTE TIO wieH 84, maparpad 8;

¢) uH(bOopMamusiTa, KOATO TPsOBa Ma ce OOMEHS MEXIy KOMIIETCHTHHTE
OpraHv Ha AbPIKAaBUTC WICHKU U MCEKAY 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 HacTOSIIMS YIEH ce
TpeocTaBs dpe3 eNeKTPOHHATAa CHCTeMa Ha KOMIIETEHTHHTE OpraHd Ha
IObpxkaBuTe WIieHKH W Ha Komucmsra. Hortudunuparure opraHu chIIo
UMaT JOCTBI 10 HMHGOPMAaLMATA, JOKOJIKOTO TS c€ OTHAci OO M3Je-
JHATA, 32 KOUTO Ca W3JANH CepTH(UKATH B CHOTBETCTBHC C WIeH 49.

3. Kowmucusra npennpueMa He0OXOAMMOTO, 3a J]a C€ OCUTYPSIT CHOT-
BETHHUTE HHUBA Ha JOCTHII JI0 €IEKTPOHHATAa CHcTeMa Io maparpad 1 Ha
MEIULUHCKUTE CHELUAIMCTH U OOIIECTBEHOCTTA.

4.  Bb3 ocHOBa Ha JOTOBOpPEHOCTH Mexay Komwucusra u Komrer-
EHTHUTE OpPraHd Ha TPETU JbP)KAaBU WM MEXKIYHApOJHU OpraHU3alMH,
Komucusita Moxe Ja MpeaocraBsd Ha TC3W KOMIICTCHTHU OpraHd WM
MEXIYHapOIHH OpTaHW3allMd CHOTBETHO HUBO Ha JIOCTBI IO eleK-
TpoHHATa cucreMa o naparpag 1. Te3u HOroBOPEeHOCTH c€ OCHOBAaBaT
Ha PELUIIPOYHOCT U CHIBPKAT KIIay3W 3a MOBEPUTEITHOCTTA M 3aIUTaTa
Ha JaHHUTE, KOUTO Cca €KBMBAJICHTHHM Ha Npuioxumute B Cbro3a.

5. Jlokmaaute 3a CEpUO3HM MHLUJCHTH, IIOCOYEHHM B ujeH 82,
naparpag 1, OykBa a), IpH TOJIydyaBaHEe C€ H3Mpamar aBTOMATHYHO
ype3 eNeKTPOHHATa cucTeMa 1o maparpad 1 OT HacTOSIUS YieH, Ha
KOMIICTCHTHHSI OpraH Ha [Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAI
HUHIUICHTBT.

6.  Jlokmaagurte 3a HaOJIIOAaBaHWTE TEHIACHIIMM, IIOCOYEHH B 4WicH 83,
naparpad 1, mpu mosryyaBaHe ce HM3IpallaT aBTOMaTHYHO 4pe3 elleK-
TpOHHATa cucTeMa 1o maparpad 1 OT HACTOSIIUS 4YJICH Ha KOMIICT-
CHTHUTE OPraHU Ha JIbP)KABUTE UJICHKU, B KOMTO Ca BH3HHUKHAIHM WHIIH-
JICHTHUTE.

7.  JloknmaauTe 3a KOPUTHpAIIUTE JICHCTBUS BBB Bpb3Ka ¢ Oe3omac-
HOCTTa, TIOCOUeHH B wieH 82, maparpad 1, Oykea 0), mpu moiydaBaHe
ce M3MIpanarT aBTOMaTHYHO Ype3 eJIKTPOHHATa cucTeMa Io maparpad 1
OT HACTOSIIMS WIEH HAa KOMIICTEHTHHTE OPTraHW Ha CIEIHHUTE JbPKaBU
YJICHKU:

a) JbpKaBaTa 4iEHKA, B KOATO € NPEIIPUETO WU LIe C€ HpeanpueMe
KOPHUTHpPAIIOTO JEHCTBUE BBB BPb3Ka ¢ 0E€30IaCHOCTTA;

0) IppkaBaTa WICHKA, B KOSTO IPOM3BOTUTENSAT HMa PETUCTPUPAHO
MSICTO Ha CTOINAHCKA JIEHHOCT.

8.  Tlepuommunute 00OOIIABAIIM JOKJIAJAM, I[OCOYEHH B 4ieH 82,
maparpag 9, TmpH TOMy9YaBaHe Ce W3Mpamar aBTOMATHYHO dYpe3 elleK-
TpOHHATa cucTeMa Mo maparpad | OT HACTOSIIUS YIEH Ha KOMIIET-
EHTHHS OpTraH Ha:

a) oppkaBaTa(uTe) WieHKa(u), KOATO(KOUTO) ydacTBa(T) B MpoLEaypara
3a KOOpIUHHMpaHE chriacHo uiueH 84, maparpad 9, u omoOpuna(u)
NIepHOIMYHHS 0000IIeH JTOKIa,

0) IbpkaBaTa WICHKA, B KOSTO IIPOM3BOIUTENSAT HUMa PETUCTPUPAHO
MSICTO Ha CTONAHCKAa JCHHOCT.

9.  Ilpu nomxydaBane uHbOpMaNUATa, IOCOYEHA B maparpapu 5—~8 or
HACTOAINMS WIEH, C€ U3Mpalla aBTOMAaTHYHO 4Upe3 eNeKTPOHHATa
cucreMa mo maparpad 1 OT HAcTOAIMS WIEH HAa HOTH(HUIMPAHUSI
opras, 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.  KoMmereHTHHTE OpraHH W3BBPIIBAT LEICCHOOPAa3HHU MPOBEPKH Ha
CHOTBETCTBHETO M JICHCTBUETO HAa W3JCIHATA, BKIIOYUTEIHO, aKO €
HEOOXOJIMMO, Tperiea Ha JNOKyMEHTalusATra W (U3M4ecKd wiu Jiabo-
paTOpHH MPOBEPKH BB3 OCHOBAa Ha moaxomsmm obpasuu. Ilo-
KOHKPETHO KOMIETEHTHUTE OpraHH B3eMaT MpPEABH YCTAHOBEHHTE
MPUHLMIA OTHOCHO OLICHSBAHETO M YNPABJICHHETO HA PHUCKA, JAHHHUTE
OT IPOCJIEASIBAHETO Ha OE30IIaCHOCTTA M CHIHAJIHTE.

2. KoMmnereHTHUTE OpraHu U3rOTBSAT TOJUIIHU IUIAHOBE 3a JAeiiHOCTTa
IO HAA30pa W PasmpefelaT AOCTAThYHO MaTepHATHH M KOMIIETCHTHH
YOBEIIKM PECYPCH C LeN OCBIIECTBABAHETO Ha Te3W AEHHOCTH, KaTo
ce OTYMTAT eBpomeiickaTa Mporpama 3a Haa30p Ha Ta3zapa, M3TOTBEHA
or KI'MU ceraacHo uieH 99, u ycioBusTa Ha MACTO.

3. C uen u3nbiIHEHME HA 3a]b/DKCHUATA, IPEABUACHH B maparpad 1,
KOMIICTEHTHHTE OPIaHU:

a) MoraT Ja M3WCKBaT OT MKOHOMHYECKHTE ONeparopH, inter alia, na
MPEOCTaBIAT JOKyMEHTAalusATa M WHQPOPMALUATA, HEOOXOIUMH 3a
U3BBPIIBAHE Ha JEHHOCTUTE HAa OpraHuTe, W KOraTo MMa OCHO-
BaTEJHU TPHYMHU 32 TOBA — Ja MPEJOCTAaBAT OE3IUIaTHO HEeoOXo-
JUMHTE 00pa3lM Ha WM3ACIHMS WM JOCTBI O H3JCIHATA; KAKTO M

0) mpoBekIaT KAaKTO IPEABAPUTEIHO OOSBEHH, Taka M, ako € HeoO-
XO/JMMO, BHE3AITHU MPOBEPKH HA MOMEMICHUSTA HA HKOHOMUYECKHUTE
OIIepaToOpH, KAaKTO M Ha JOCTABYMIUTE W/MIM HOMU3IIBIHUTCIINUTE,
KaKTO W IpH HEOOXOAMMOCT Ha MeECTara, KOMTO Ce IO0J3BaT OT
CIICIIAAJIICTH.

4.  KoMmeTeHTHUTE OpraHd H3TOTBST E€XKErOAHO pPEe3lOMe Ha pesyll-
TaTUTE OT OCBLICCTBABAHWUTE OT TSAX NEWHOCTH II0 HAA30pa MU TO TMpen-
OCTaBSAT Ha PaA3MOJI0KEHUE Ha JAPYT'H KOMIIETEHTHH OPraHU ITOCPEICTBOM
€JIeKTPOHHATa CHCTeMa, IocoYeHa B wieH 95.

5. KowmnereHTHHTEe OpraHM MOrar ga KOH(HCKyBaT, Aa YHHIIOXXaT
WIM IO Pyl HA4MH Ja HaNpaBsAT HEU3IOA3BAEMM H3JCIHUATA, KOUTO
IPEACTAaBIABAT HENPUEMIMB PHCK, KakTo U  dammuduuupaHure
M3eNHs, KOTaTo CYeTaT TOBa 3a HEOOXOAMMO B MHTEPEC Ha OIa3BaHETO
Ha OOLIECTBEHOTO 3]paBe.

6. Cnen Bcska HpoBepKa, U3BBPIICHA 3a Lenaute mo maparpad 1,
KOMIICTCHTHHSIT ~OpraH M3rOTBsL JIOKJIaJ 33 KOHCTAaTalHMHTEe OT
IMpoBEpKaTa, KOUTO CE€ OTHACAT N0 CHbOTBETCTBUCTO C NPABHUTEC U TCXHU-
YECKUTe M3NUCKBAHHs, NPUIOKHMH CHITIACHO HACTOSILIMS periiameHt. B
JIOKJIaJia e I0COYBAT BCHYKH HEOOXOIMMH KOPHIMpPAIH JICHCTBUSL.

7.  KoMnereHTHHAT opraH, KOWTO € M3BBPIIMI IPOBEpKaTa, Mperasa
CBIBPKAHUETO HA JOKJIAJA, TIOCOUCH B Maparpad 6 OT HaCTOSIIHS 4ICH,
Ha MpOBEepsBaHUs MKOHOMHUYecKu omepatop. IIpeau na npueme oxonHva-
TEMHMS AOKJIAJA, KOMIIETCHTHHUST OpraH JaBa BB3MOXKHOCT Ha IPOBe-
psIBaHUST MKOHOMHUYECKH OIepaTop Ja MpeAcTaBh Oenexku. To3M OKOH-
YaTeJIeH JIOKJaJ 3a IPOBEpKaTa Ce BbBEXKJAa B CJICKTPOHHATAa CHUCTEMA,
TpeBHUICHA B WieH 95.
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8. JIpp>kaBUTE WICHKU IPaBST MpErje] U OLEHABAT U3IIBIHEHUETO Ha
JeHHOCTUTE CH 0 HAaI30p Ha maszapa. Te3u mperjaequ U OLEHSABAHUS ce
U3BBPIIBAT Hal-MalKO BEIHBXK Ha YETUPU TOJUHU U PE3YJITATUTE OT
TSIX ce ChOOIABAT HAa OCTaHAIHWTE IbPXKaBU WieHKH W Kommucusra.
Besika abpikaBa WieHKa M3TOTBS PE3IOME Ha PE3ylNTaTHTE, OO KOETO
OCHTypsiBa TyONMYEH IOCTBI TIOCPEACTBOM €NEKTPOHHATA CHCTEMa,
[0cOYeHa B 4ieH 95.

9. KoMmnereHTHUTE OpraHd Ha JAbPXKABUTE 4YIEHKU KOOPAUHUPAT
JEHMHOCTUTE CU IO HAJ30p Ha Ma3apa, ChTPYAHUYAT CU M CIIOAEIAT
nomexny cu u ¢ Komucusara pesynraTure OT Te3H AECHHOCTH C Lel
OCUTypsiBaHE Ha XapMOHM3UPAHO U BUCOKO PpaBHUIE HAa HAA30p Ha
razapa BbB BCHYKH JbP)KAaBU HICHKH.

AKo € Heo0XOIUMO, KOMIIETEHTHUTE OpraHU Ha JbP:KABUTE WICHKH CE
JIOTOBapsT 3a pasmpeseneHue Ha paboTaTa, ChBMECTHH JEHHOCTH 3a
HAJ30p Ha Iazapa U CIeLHaln3alus.

10.  Koraro B gbpkaBa 4jeHKa MOBeYE OT €IUH OpPraH OTroBapsT 3a
HaJ30pa Ha Mas3apa M KOHTPONA MO BBHIIHUTE TPAHUIIM, TE3U OPTaHH CH
CBTPYJHHYAT, KaTo OoOMeHAT MH(OpManus BBB BpB3KAa C POIATA H
(byHKLIUHTE CH.

11.  Korato e nenecb00pa3Ho, KOMIETEHTHUTE OPTaHN Ha IbP)KABUTE
YIEHKH CH CBHTPYJHHYAT C KOMIICTCHTHHTE OPraHH Ha TPETH IbPXKaBH
3a 00MeH Ha MH(pOpMaIMs U TEXHUYECKO ChAEICTBHE U 3a HachbpuyaBaHe
Ha JIeHHOCTHTE 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  T10
IpociacasaBaHe Ha 0€30MacHOCTTa WM 110 HaI30p Ha Iasapa, WJInh BB3
OCHOBa Ha JApyra I/IH(l)OpMaLII/ISI KOMIICTCHTHUTEC OpraHd Ha JAbpiKaBa
YICHKAa MMAaT OCHOBAHHA Ja CMATAT, Y€ HaJICHO M3OCIHC:

a) MOJKe Ja NpeJCTaBIsiBa HEMPUEMIINB PHCK 3a 3[paBeTO MM Oe3omac-
HOCTTa Ha IALUEHTUTE, NOTPeOUTENUTe WIM APYrH JMLA, WIK 3a
JPYTH acleKTH Ha ONa3BaHEeTO Ha OOIIECTBEHOTO 3/paBe; HIIH

0) MO Opyr Ha4YMH HE OTroBapsi HAa W3UCKBAHHATA [0 HACTOSIIHS
periaMeHT,

TC HM3BBPIIBAT OLCHKAa Ha CHOTBETHOTO H3ACIIUE, o6x3amama BCUYKHU
W3UCKBAHUA II0 HACTOAIIMUA PETIIaMEHT, CBBpP3aHU C pPHUCKa OT
U3JCIIMCTO WM C BCAKAKBB APYr' BUJ HECHOTBECTCTBUEC Ha U3ACIUCTO.

CBOTBETHUTE HMKOHOMHYECKH orneparopu CU CbTPyAHUYIAT C KOMIICT-
CHTHUTEC OpraHu.

Ynen 90

IIpoueaypa npu u3jeus, KOUTO MPEACTABJISIBAT HeNPHEMJIMB PHCK
3a 3ApaBeTo U 0e30macHOCTTA

1. Koraro ciex u3BbpLIBaHE Ha OLEHKara no wieH 89 kommer-
CHTHHTE OPTaHM YCTAHOBAT, Y€ H3JICIUETO TIPEACTABIIABA HEMPHEMIIHB
PHCK 3a 3/paBeTo MU 0e30MacHOCTTa Ha MAl[MEHTHTE, NMOTPEOUTENHTE
WIH ApYTH JHIQA, WIM 3a JPYTH aclHeKTH Ha OIA3BaHETO HA 00mIecT-
BEHOTO 31paBe, Te 0Oe3 3a0aBsHE M3MCKBAT IIPOM3BOJMTENAT Ha
BBIIPOCHUTE W3IENHUS, HETOBHTE YITBITHOMOIICHNM MPEICTABUTENH |
BCUUKHM OCTAHAJIM 3aUHTEPECOBAHM MKOHOMUYECKH OIEPaTOpU J1a Ipei-
npHeMaT BCHYKH HEOOXOAUMH M HaJJIeKHO OOOCHOBAaHM KOPUTHPAIIN
JeficTBHS 3a TNpPUBEXKIAHE Ha WH3ICIHETO B CHOTBETCTBHE C H3HCK-
BaHMATA HA HACTOSILUS PEIIaMEHT, CBBbP3aHU C PUCKA OT HU3JAENUETO,
10 HA4{H, MPOMOPIFIOHANICH Ha €CTECTBOTO HAa PUCKA, 32 OTpaHWYaBaHE
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Ha TMIPEJOCTABSIHETO Ha Ia3apa Ha W3JCIHMEeTO, 3a IpHiIaraHe Ha
crienn(UYHN HW3MCKBAHUS 3@ MPEIOCTABSIHETO Ha W3ICIHETO, 33
U3TCINITHE Ha W3JCIMETO OT Ia3sapa WIM 3a H33EMBAaHETO My B
paMKHTEe Ha Pa3yMEH U SICHO OINpEMCNICH CPOK, KOWTO ce choOlaBa Ha
3acerHaTiss HKOHOMUYECKH OTepaTop.

2. Upes enekTpoHHATAa CHCTEMa 10 WiIeH 95 KOMIIETCHTHUTE OpraHU
0e3 3abaBsiHe yBenmomsBaT Kommucusita, ocTaHaIUTe ObP)KaBU YICHKH H,
KOTaTo € W3HafeH cepTuduKar B CHOTBETCTBHE C wWieH 51 3a cbOT-
BETHOTO H3/eiMe, HOTU(UIMPAHUs OpraH, M3JaJl TO3W cepTH(dUKaT, 3a
pe3yiTaTUTe OT OIeHKaTa W JIeHCTBUATA, YUETO IpeJIpueMaHe ca
W3HUCKAIIM OT UKOHOMUYECKUTE ONEPaTOpH.

3. HxoHommuyeckute omeparopu 1o naparpad 1 Oe3 3abaBsiHe rapan-
THpaT, 4e ca MpearpHeTH BCUYKU MOJXOJSAIIN KOPUTHUpAIlU JeHCTBUS B
nenus Chro3 MO OTHOIIEHHE Ha BCUYKM 3aCETHATH M3IEIHs, KOUTO Te ca
MpEeIOCTaBUIIM Ha Ia3apa.

4.  Korato HMKOHOMHYECKHAT omeparop mo mnaparpad | He mpen-
nprueMe TMOAXOSII0 KOPUTHPAIIO JCHCTBHE B IOCOYEHHUS B maparpad
1 cpoK, KOMIIETEHTHUTE OpPTaHH B3eMaT BCHYKH LEJIECHOOPa3HU MEPKH,
3a 1a 3a0paHsAT WIM OrpaHWYaT NPEJOCTABSHETO Ha M3ICIMETO Ha
HAIMOHAITHHS CH Ta3ap, Ja M3TeTJIAT U3/SIUETO OT TO3M Ia3ap WM 1a
ro u33emar.

Komnerentnute opranu 6e3 3abaBsiHe yBenomsiBaT Komwucusita, ocra-
HAJIUTC JbpXKABH 4YICHKHM W HOTUQUIMPAHUS OpraH, ITOCOYCH B
naparpad 2 OT HACTOSIIUS WICH, 38 T€3M MEPKH 4pe3 CJICKTPOHHATa
cucTeMa I1o 4jeH 95.

5. VYBeIOMIEHHETO, HOCOYeHO B maparpad 4, BKIIOYBA BCHUUKU
HAJIMYHHU JAHHM, TO-CIIENMAIHO JaHHHUTE, HEOOXOAMMHM 3a HAEHTH(H-
LUpaHe U IMpocIe[sBaHE Ha HECHOTBETCTBALIOTO W3JENUe, MIPOHU3X0Aa
Ha HM3/IeJIMETO, €CTECTBOTO M MPUYMHUTE 3a MPEANONaraéMoTo HeChOT-
BETCTBUE U CBHITBTCTBAIINS PHCK, €CTECTBOTO U TPONBIKHTEIHOCTTAa Ha
IpeANpUETUTE Ha HAIIMOHAIHO PAaBHUIIE MEPKHU, KAKTO U apryMEHTHUTE,
U3TBKHATH OT CHOTBETHHS MKOHOMHYECKH OIEpaTop.

6. JlppkaBuTe WICHKH, Pa3IMYHM OT AbpKaBaTa 4WiICHKa, 3aroyHaia
nponenypara, HezabaBHo wuH(popmupar Komucusra u ocraHamuTe
'bp)KaBU 4YJIEHKHM 4Ype3 eJIeKTPOHHATa cucreMa 1o wieH 95 3a Bcska
JOIBIHATENHA MPUIOKHUMa WHOOPMAIHs, C KOSATO pasmoyarar 3a HeCh-
OTBETCTBHETO Ha JAaJCHOTO H3JEIHME M 3a MEPKUTE, KOMTO ca IpHEeNn
BBB BpPB3Ka ChC CHIIOTO H3JEIHE.

[Ipn Hechriacue ¢ HaMOHATHATa MSPKA, 32 KOSATO MMa yBEAOMIICHHE,
Te 0Oe3 3abaBsHe yBemomsBar Komucusata M OCTaHAIUTE JIbpPKABU
YWIEHKU 32 BB3PAKEHUSTa CU Upe3 eJIeKTpOHHATa CUcTema Mo wieH 95.

7. Koraro B cpok 10 JBa Mecela cie[ IOJy4aBaHE Ha YBEIOM-
JeHueTo 1o maparpad 4 He € TOBAWTHATO BB3PAKEHHE HUTO OT
J'bp)KaBa 4ieHKa, HUTO OT KomucusiTa BbB Bpb3Ka C MEPKH, IIPEINPUETH
OT Abp)KaBa WICHKA, TE3W MEPKH Ce CUMTAT 3a 0OOCHOBaHU. B TakbB
cilydail BCHYKHM JbPXKaBH WICHKH TapaHTHpaT, Y€ 0 OTHOIICHHE Ha
BBIIPOCHOTO HM3JENIUE Cca MpeANnpHeTr 0e3 3a0aBsHe MOAXOMIIIN OTPaHU-
YUTETHH MEPKH HJIM MEPKH 3a 3a0paHa, BKIIOYHTEIHO C [eJl H3TEeTIIsHE,
M33eMBaHE WM OTPaHUYaBaHE HA HAIMYHOCTTA HA W3JICIHETO Ha HAIMO-
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 cie IMONTy9YaBaHE Ha YyBEIOM-
nenuero no wied 90, maparpad 4 gbpikaBa 4YieHKa € I[OBIUTHaNa
BB3pAKEHUS] Cpelly MsApKa, MpeAnpHeTa oT Apyra Ibp)KaBa dUICHKA,
mm kxorato KommcmsaTta cumra, 4e MsApKaTa IIPOTHBOPEYH Ha MPaBOTO
Ha Cblo3a, cie] KOHCYJITAlMs CbC ChbOTBETHUTE KOMIIETEHTHU OPraHH U
aKo ¢ HEOOXOINMO — CBC CHOTBETHHTE MKOHOMHYECCKH OIEPaTOPH,
Komucusara u3BbpIIBa OLEHKa Ha Ta3d HalMOHalIHAa Mspka. Bb3
OCHOBAa Ha pe3ylTaTHTe OT Ta3u omeHka Kommucmara Moxe dpes
aKTOBE 3a M3IIBJIHEHUE Ja B3€ME€ pelIeHHE 3a O0OCHOBAaHOCTTAa Ha
MsipKaTa. Te3n akToBe 3a M3NBJIHEHHE C€ MPUEMaT B CHOTBETCTBHE C
Ipoleypara 10 pasriiekIane, mocoueHa B wieH 107, maparpad 3.

2. Koraro Komucusra cuura, ye HanyoHajiHaTa Mspka € 000CHOBaHa
CBITTACHO TTOCOYEHOTO B maparpad | oT HacToAmus 4iIeH, ce MmpHiara
uned 90, naparpad 7, Bropa amuHes. Axko Kommucusra cuurta Hamuo-
HajlHaTa MsApKa 3a HEoOOCHOBaHA, CHOTBETHATa IbPXKaBa WICHKA
OTTETJIs MSIpKaTa.

Korato B Cpok OT oceM Mecena OT MOJydYaBaHE Ha YBEAOMIICHHETO IO
wieH 90, naparpad 4 Komucusita He mnpueme peuieHue mo mnaparpad 1
OT HACTOSIIMS WICH, HAI[OHATHATa MspKa Ce CYHMTa 3a 00OCHOBaHA.

3. Koraro nbpkaBa unenka mnu KomwucusTa cymra, 4e PHUCKBT 3a
3IpaBeTo M 0e30IacHOCTTa OT H3IeNHe He MOXe Ia ObJe OorpaHHvYeH
B 3aJIOBOJIMTENIHA CTEIEH 4Ype3 MEpKUTe, IMPEANPUETH OT ChOTBET-
Hata(ure) abpikaBa(v) wieHka(u), MO MCKaHE Ha JbpiKaBa YJICHKA WIN
no coOCTBEHa MHHUIIMATHBA U 4Ype3 aKTOBE 3a W3MbJHEeHHe, Kommcusra
MOXKE Jla IpennprueMe HeoOXOIUMUTE M HAIJICKHO OOOCHOBAHH MEPKH
3a TapaHTHpaHe Ha 3aKpuia Ha 3IpaBeTo W Oe30MaCHOCTTa, BKIIIO-
YUTETHO MEpPKU 3a OrpaHuuYaBaHe MM 3a0paHa Ha IIyCKaHETO Ha
ma3apa W IIyCKaHETO B JEHCTBHME Ha CHOTBETHOTO wu3fenue. Te3m
aKTOBE 32 M3IBIHCHUE CE IPHEMaT B CHOTBETCTBHC C IIPOLEIypaTa Io
pasriexaane, nocouena B wieH 107, maparpad 3.

Ynen 92

Jlpyru HechbOTBETCTBMS

1. Koraro cnen wu3BbBpIIeHA OICHKAa TO WieH 89 KOMIIETEHTHUTE
OpraHd Ha Jbp)KaBa UWICHKAa KOHCTATHUpAT, Y€ JaJCHO H3JeIHe He
OTroBapsg Ha M3HMCKBAHUATA I10 HACTOSIIHS pEriJamMeHT, HO He Mpea-
CTaBIISiIBA HETMPUEMJIMB PHCK 3a 3/IpaBETO WJIM OE30MACHOCTTA Ha Mally-
CHTHTE, MOTPEOUTENUTE WIM APYTH JIMIA WK 3a JAPYTH acleKTH Ha
OMa3BaHETO Ha OOIIECTBEHOTO 3/paBe, TE H3UCKBAT OT CBHOTBETHHUS
MKOHOMHYECKH OIlepaTop Ja MPEKpaTH BBIPOCHOTO HECHOTBETCTBHE B
paMKHTe Ha pa3yMeH U SICHO OIpelesieH CPOK, KOWTO ce choOliaBa Ha
MKOHOMHYECKHS ONEepaTop M € MPOIMOPIMOHAJICH Ha HEChOTBETCTBHETO.

2. Koraro MKOHOMHYECKHST OIEpaTop HE NPEKpaTd HEChOT-
BETCTBHUETO B CpoKa o maparpad 1 oT HacTosIus 4ieH, ChbOTBETHATa
IbpKaBa WieHKa 0e3 3a0aBsiHe MpeanprueMa BCHUKU MOIXOSIIH MEPKH,
3a Jla OTpaHMYM WJIM 3a0paHM IMPeJIOCTaBsSHETO Ha Ta3apa Ha IpPOJyKTa
WIN 3a J1a OCUT'YpPHM HErOBOTO M33€MBaHE WM U3TErJIsIHE OT Masapa. Taszu
Ibp)KaBa wWieHka Oe3 3a0aBsiHe yBenoMmsiBa KoMmucHsATa W OCTaHAIUTE
J'bp)KaBU WICHKU 3a TE3W MEPKH 4Ype3 eJICKTPOHHATa CHUCTEeMa IO YJICH
95.
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3. C umen ga ce OCUTypU €IHAKBOTO IMpUJIaraHe Ha HACTOSIIMS WIEH
Komucusara moxke, 4pe3 akToBe 3a H3IIBIHEHHE, Ja KOHKPETH3Hpa
MOJIXOMSAIIUTE MEPKH, KOUTO Ja C€ IperpUeMaT OT KOMIIETCHTHUTE
OpraHd 3a CIpaBsSHE C ONpENeNieHH BUAOBE HECHOTBETCTBHE. Te3n
aKTOBE 3a M3IIBJIHEHHE Ce IPUEMAT B CHOTBETCTBUE C IpOIenypara 1o
pasrnexaane, nocouena B wieH 107, maparpad 3.

Ynen 93

IIpeBaHTHBHM MEPKH 3a 3aKpHJIa HA 3/PaBeTO

1. Koraro mbpxaBa 4iieHKa, CJleJ KaTo M3BBPIIM OLIEHKA, [OKa3aa
MOTEHIMAJIICH PHUCK, CBBP3aH C M3JIENIUE WM KOHKPETHA KaTeropusi Win
rpymia M3JemHs, CYUTa, Y€ 3a Ja Ce 3alIUTIT 3APaBeTo M 0e30IMacHOCTTa
Ha NalMEHTHUTE, MOTPeOUTENUTe WIM APYrHTe JIMLA, WM 3a Jla Cce
3aMIUTAT JOPYTH AcleKTH Ha OOIIECTBEHOTO 31paBe, NPEJOCTaBSHETO
Ha Maszapa WJIM IIyCKaHeTO B JCWCTBHE HA W3/€iHMe WM KOHKpPETHA
KaTeropusl WM Tpyna M3Jenus clieBa Ja ce 3a0paHu, OTpaHW4d WIH
110 OTHOUICHHE Ha TAX Jla Ce MPWIOKAT CHeUU(PUYHN U3UCKBAHMSA, WM
4e M3/ICIMETO WM KOHKPETHATa KaTeropusi WiM Tpylna U3Aeius clie/iBa
Jla ce M3TEerJIAT OT Ias3apa WM Jla Ce M33eMaT, TS MOXKe Ja MpeanpueMe
BCUYKH HEOOXOAMMH U OOOCHOBaHH MEPKH.

2. JlppxaBara ujeHKa, mocoueHa B maparpad 1, He3abaBHO
yBenomsiBa KomucusiTa U OCTaHAIMTE IbPIKABU UICHKH, KaTO MOCOYBA
OCHOBAaHHUATA 3a pEUICHWETO CH, Ype3 eJEeKTPOHHATa CHUCTeMa II0
e 95.

3. Karo ce xoncyntupa ¢ KI'MU u, xorato ¢ He0OXOIUMO, ChC CHOT-
BETHUTE HKOHOMHYECKH oriepaTtopu, KoMucusita oneHsBa npearpueTiTe
HaIMOHATHM Mepku. Upes3 akToBe 3a m3mbiHEeHHe Komucusara Moxe na
B3eMe pelleHne 3a O00OCHOBAHOCTTa HA HAalUMOHAIHUTE Mepku. llpum
JWIICa Ha pelleHHe OT cTpaHa Ha KomucusiTa B paMKUTE Ha IIECT
Mecena OT MOMEHTa, B KOHTO e OWia yBeIOMeHa 3a HalHMOHAJIHUTE
MEpKH, T€3d MEpPKHM ce CcuuTaT 3a Oo0OocHOBaHM. Te3u akToBe 3a
W3OBJIHEHHE Ce IpueMaT B CBOTBETCTBHE C Ipoleaypara Mo
pasriexnaane, nocodeHa B wien 107, maparpad 3.

4.  Korato mpu oreHkara 1no mnaparpad 3 OT HACTOSNIMS YJIEH Ce
YCTaHOBH, Y€ MPEIOCTaBsHETO Ha Iasapa WIH ITyCKaHETO B JeiCTBHE
Ha M3JeNHe, KOHKPETHA KaTeropusl WIM Tpyla M3[eius CleaBa Aa ce
3a0paHy, OrpaHHYM WIM KbM TAX Ja Ce MPWIoKAT CcrenuduaHu
W3UCKBAaHUS WJIM Y€ BBIPOCHOTO H3JEJINE WM KaTeropusita WiIn
rpynara Hu3fenus cielBa Ja ce M3TerIAT OT Iasapa WIM Ja ce
W33eMaT BbB BCHYKH JIbPXKABH WIEHKH, 3a Jla CE 3aLIUTAT 3APABETO U
0e30MacHOCTTa Ha MAaIlMEHTUTE, IOTPEOUTENINTE WM IPYTUTE JIULIA WIN
3a J1a ce 3alIUTAT IPYTH acleKTH Ha 00ImecTBeHOTO 31paBe, Komucusra
MOXE Jla IIPUeMa aKTOBE 3a U3IBJIIHEHUE C LeJ NPEIpUEeMaHe Ha HE0O-
XOIMMHTE ¥ HaJJIEKHO 0OOCHOBaHH MEpKH. Te3n akToBe 3a M3IIbIIHEHHE
ce IpueMaT B ChOTBETCTBHE C IIPOLENypaTa MO pasriexkaaHe, I0COYeHa
B wieH 107, nmaparpad 3.

Ynen 94

JloGpa aAMHHUCTPATHBHA NPAKTHKA

1. 3a Bcsgka MspKa, IpHETa OT KOMIETCHTHUTE OPTaHH HA IbP)KaBHTE
WIEHKU cbriacHo wieHoBe 90—93, ce yka3Bar TOYHHUTE MOTHUBH, Ha
KOHTO TSI ceé OCHOBaBa. Koraro Mspkara ¢ HAacOueHa KBM KOHKPETCH
UKOHOMHMYECKU OIIepaTop, KOMIIETGHTHHUAT opran 0Oe3 3a0aBsiHe
yBEIOMSABAa CHOTBETHHUS MKOHOMHYECKH OMNEpaTop 3a TasH MApKa, KaTo
CBLIEBPEMEHHO o uH(OpMHpa 3a cpelcTBaTa 3a IpaBHA 3allUTa, C
KOUTO paslojara ChIJTaCHO MPaBOTO MM  aJMUHHCTpaTHBHATa
IPaKTHKa Ha CHOTBETHATA JbpXKaBa UICHKA, M 332 CPOKOBETE, CBBHP3AHU
C Te3M CpeJCTBa 3a MpaBHa 3ammTa. Koraro mspkara e ¢ o0Io npuio-
KEHHe, TS ce MyOIMKyBa 110 HAUICKHHS Pexl.
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2. OcBeH B ciiy4auTe, KOTaTo € HE0OXOJMMO He3abaBHO JCHCTBHE
[Opajii HEIPHEMJIMB PUCK 3a 3IpaBeTO WK 0E30MacHOCTTa Ha xopara,
Ha CHOTBETHHS HKOHOMHYECKH OTEPaTOp Ce MPET0CTaBs Bh3MOXKHOCT J1a
npeacTaBu OCICKKH Mpel KOMIICTCHTHHSI OPraH B PAaMKHTE Ha SICHO
oIpe/ieNieH TIOAXO/IAII CPOK MpPEeAr MPUEeMaHeTO Ha MsIpKara.

Korato e mpexmnpueTo JeiictBrue, 0e3 MKOHOMUYECKHUAT OIepaTop aa e
UMal BB3MOXKHOCTTA Ja MPEJICTaBH IIOCOYCHHTE B ITbPBA AIMHES
OCJNICKKHM, Ha HEro My C€ IPEIOCTaBsi BB3MOXHOCT Ja IPEACTaBH
OeneXKHTe BBHB BB3MOKHO HAW-KPaTbK CPOK, a MPEIIPHETOTO
JelicTBHe ce mpepasriiex/a BeJHara clie]] TOBa.

3. Bcsxa npuera mspka He3a0aBHO Ce OTTEIJISl MM HM3MEHS, CJe[
KaTO MKOHOMHYECKHAT OIEpaTop AOKaKe, 4e € Ipennpuen eheKTUBHO
KOPHUTHpAIo JCHCTBUE W Y€ W3JEeUEeTO OTroBaps Ha M3MCKBAaHUATA Ha
HACTOSIIIMS PErJIaMeHT.

4.  Korato wmspka, mnpuera cbriaacHo uieHoBe 90—93, 3acsara
u3eNnue, B UYHETO OICHSBAaHE Ha CHOTBETCTBHETO € ydacTBal HOTH-
¢unupan opraH, KOMIIETGHTHHTE OpraHd MH(OPMHUpAT, upe3 EJIeK-
TPOHHATa CHCTEMa II0 WieH 95, ChOTBETHHS HOTHOHIUPAH OpraH H
opraHa, OTroBapsIl 3a HOTU(GUIMPAHUI OpraH, 3a MpeAlpUeTaTa MIpKa.

Ynen 95

EnexTpoHHa cucTeMa 3a HaI30p Ha ma3apa

1. B cwrpyanndectBo ¢ appkaBute uieHkH Komucusita cp3maBa u
yIpaBisiBa eIeKTPOHHA CHUCTeMa 3a ChOMpaHe U 00paboTKa Ha clieqHaTa
uHpopmarys:

a) pe3foMe Ha Pe3yNTaTHTEe OT JICHHOCTHTE IO HAJ30p, ITOCOYCHH B
wieH 88, maparpad 4;

0) OKOHYATEIHHUS JIOKJIAJ 3a NpoBepkara 1o wieH 88, maparpad 7;

B) uH(MOpMaIMs 3a U3AENUATA, KOUTO NMPEACTABIIBAT HEIPUEMIIHB PUCK
3a 37paBeTo U Oe3omacHocTTa 1o wieH 90, nmaparpadu 2, 4 u 6;

r) mHpOpMAIHA 32 HECHOTBETCTBHETO HA MPOAYKTUTE IO WIeH 92,
naparpad 2;

1) uH(popMaIMs 3a MPEeBAaHTUBHUTE MEPKH 3a 3aKpWiia Ha 31pPaBETO MO
wieH 93, nmaparpad 2;

€) pesloMe Ha pe3ylNTaTHTe OT TperyieluTe W OLCHSBAHMATA Ha
JNEHHOCTUTE MO HAJA30p Ha TMa3apa Ha JIbpPKABUTE UJICHKH,
mocovyeHu B wieH 88, maparpad 8.

2.  Hudopmanusra no nmaparpad 1 oT HacTOsIMs 4IeH He3a0aBHO ce
mpefaBa  dUpe3  €NeKTPOHHATa CHCTeMa Ha BCHYKH — CHOTBETHH
KOMIETEHTHH OpPTaHM H, KOTaTo € IPHIOXKHMO, Ha HOTH(OUIUPAHUS
opras, KOWTO € u3ay cepTuUKaT B CbOTBETCTBHE C WwieH 51 3a cboT-
BETHOTO M3/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 MOTJO Ja IONpedH Ha
JedHOCTUTEe 10 HaA30p Ha MHa3apa U Ha CBHTPYAHUUECTBOTO MEXKIY
JIbPKABUTE 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 KOMIETEHTHHMsS OpraH WIM OpraHi,
OTroBapsAlIM 3a NPWIATAaHETO Ha HACTOsAmMA pernaMmeHT. Te mpen-
OCTaBAT Ha OPraHWTE CH NPaBOMOILNMATA, PECYPCUTE, 0OOPYABAHETO U
eKCIIEPTHUTE 3HAHUS, HEOOXOAWMH 3a TPaBHIHOTO W3IBIHCHHE Ha
3aJa4uTe UM CBIVIACHO HACTOALIMS periameHT. Ciel KaTo AbPXKABUTE
9IeHKH choOmAT Ha KoMmmcnsara HanMeHOBaHHUATA M JAHHHUTE 3a BPB3Ka
C KOMIETEHTHUTE OPraHy, Ts IyOJUKyBa CIIUCHKA UM.

Ynen 97

CbTpyAHHYECTBO

1.  KoMmnereHTHHTE OpraHd Ha Jbp)KABUTE WICHKH ChTPYAHUYAT
KakTo nomexay cH, taka u ¢ Komucusara. Komucusara ocurypssa opra-
HU3anusATa Ha oOMeHa Ha WH(opManusTa, HeoOXOIMMa 3a €IHAKBOTO
MpUIaraHe Ha HACTOSIIUSI PETJIAMEHT.

2.  JIppxaBuTe UIEHKH, ¢ mojakpernara Ha KommucusTa, ydacTsart,
KOTaTO € IMelechoOpa3HO, B HMHHUIIMATHUBH, pa3pabOTEHH Ha MEXIy-
HApOJIHO HUBO C LI JIa C€ OCHI'YPH CHTPYAHHUECTBOTO MEXIY peryia-
TOPHHUTE OPraHU B O0JIACTTA HA MEIUIMHCKUTE HM3CIHUS.

Ynen 98

KoopanHanuoHHa rpyna no MeJuUMHCKUTE W3/1eJIHs

Koopaunanmonnata rtpyna mno wmegunuHckure wusnenus (KITMU),
Ch3/1aZiIcHa B CBHOTBETCTBUE C YCJIOBUSATA M TOAPOOHHTE IpaBUIIa,
nocoueHn B wieHoBe 103 wu 107 or Permament (EC) 2017/745, ¢
noakperiata Ha Komucusta ceriacHo mpensuaeHoto B wieH 104 ot
Permament (EC) 2017/745 w3nbiHsABa 3ajaduTe, KOUTO ca U
BB3JIOKEHH CBIJIACHO HACTOSIIHMS PETJIAMEHT, KAaKTO H ChIJIACHO
Pernament (EC) 2017/745

Ynen 99
3agaun na KI'MHU

CewrinacHo Hacrosimust periiameHT KITMU uma cnennute 3amayu:

a) JAOIIpHUHACa 3a OLCHSABAHCTO Ha OPraHUTE 3a OLICHABAHC Ha CbHOT-
BCTCTBHCTO, KOHUTO Ca IIOAAJIM 3asdBJICHUA, U 3a OLCHABAHCTO Ha
HOTI/I(I)I/IHI/IpaHI/ITe OpraHy CbIJIaCHO pa3n0pez[6I/ITe Ha rjiaBa IV,

0) koHcynarupa Komucusita, 1o HEHHO WCKaHe, [0 BBIPOCHUTE,
CBBbP3aHU C KOOpJMHAIIMOHHATa Tpylna Ha HOTU(QUIMPAHUTE
OpraH#, Ch3AaaeHa CHhIIacCHO WieH 45;
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B) JONpHHAcs 3a pa3paboTBaHe HAa HACOKU 3a €(EKTUBHO U XapMOHHU-
3UpAHO TpHJIAraHe Ha HACTOSIIHS PETIIaAMEHT, TO-KOHKPETHO 10
OTHOILLICHHE Ha OINPENENISHETO W HaOIIOACHUETO Ha HOTHU(HLIHU-
paHHWTE OpraHd, NpPWIAraHETO Ha OOLIMTE HW3WUCKBaHHUS 34
0e30macHOCT W JIefiCTBHE M H3BHPIIBAHETO Ha OICHKM Ha
JICHCTBUETO OT MPOU3BOJUTEIHNTE, OICHSBAHETO OT HOTHU(UIIH-
paHUTE OpraHu M JCHHOCTHTE MO MPOCIE/IsIBaHe Ha 0E30MacHOCTTA;

T) JONpHHACS 332 HEMPEKHhCHATOTO CIlIeIeHe Ha TEXHUYECKHs TPOrpec u
MpeleHsiBa  Jajld  ca  MOAXOAAIM  OOIIMTE M3MCKBAaHUS 34
0e30MmacHOCT W JeiCTBHE, NMPEIBHICHN B HACTOSIIHMS PETJIAMEHT U
B Pernament (EC) 2017/745, Taka 4e na ce ocurypu Oe3onacHocTTa
1 JEWCTBHETO Ha M3JENUsTa, W 10 TO3M HAYMH Ja € CIOMOTHE 32
MpeleHKaTa Ha HeoOXOIUMOCTTa OT M3MEHEHHE Ha IpuioxeHue |
KbM HACTOALIUA PEriIaMCHT,

1) JomnpuHacs 3a paspaborBaHe Ha cranaaptu u OC 3a u3aenusTa;

€) OKa3Ba ChICHCTBME HA KOMIIETEHTHHTE OPraHH Ha IbP)KaBHUTE
9IeHKH B JEHHOCTHTE WM MO KOOPJIHMHALNSA, MO-CIICIHATHO B
obyacTTa Ha KiIacU(pUKAIMATa U OMNPENE/SIHETO Ha HOPMATUBHUS
CTaTyC HA W3JENUATA, W3MHTBAHWATA HA JCHCTBHETO, IIPOCIE-
SBAHETO Ha 0E30IIaCHOCTTa W Haa30pa Ha I1a3apa, BKIIOYUTEITHO
pa3paboTBaHeTO W TMOAAPEAKKATa Ha paMKa 3a eBporeiicka
mporpama 3a HaJg30p Ha Iasapa C Ied MOCTHTaHe Ha eeKTHBHOCT
¥ XapMOHHM3HpaHe Ha HajJ30pa Ha ma3zapa B Cbro3a, B ChOTBETCTBHE C
yjaeH 88;

)K) npeaocrass, 1o coOcTBeHA WHUIMATUBAa WM 110 MCKAaHC Ha Komu-
CHusATa, KOHCYJITalMKW TIpU IIPCUCHKATa Ha BBIPOCH BBB BpPb3Ka C
MPpUIaraHeTo Ha HACTOAIIHUA PETIIAMEHT,

3) JONpHHAcS 3a XapMOHM3UpAHE Ha aJMHHHCTpaTHBHATA MNPAKTHKA
BBB BpbB3Ka C H3/ENUATA B JBPKABUTE UICHKH.

Ynen 100

Pedepentnn nadoparopun Ha EBponeiickusi cbio3

1. 3a KOHKpETHH M3IENUS WX KaTCTOPHs WM IPyIa H3ICNUS WX 32
KOHKPETHHU OIIACHOCTH BBHB BPB3Ka C KaTCropus WK Tpyna HU3ICIINA,
9gpe3 aKTOBE 3a M3MBbIHeHHe KommcumaTa Moxe 1a ompenerns eJHA WITH
noBeue pedepeHTHH Jaboparopun Ha EBpomeiickus cbro3 (,,pede-
pentHuTe Nadoparopun Ha EC®), KOUTO OTroBapsAT Ha KPUTEPUHUTE IO
naparpad 4. Komucusara ompenens camo pedepeHTHUTE J1adopaTopuu
Ha EC, 3a kouto abppkaBa uieHka nin CbBMECTHHUAT U3CIIEAOBATEICKH
HeHThp Ha KommucusaTra e mojal 3asBICHHE 3a ONPEACIISHE.

2. B coepara cu Ha KOMIIETEHTHOCT peepeHTHUTE JTa0OpaTOpUH Ha
EC umar crnepHuTe 3a1a4M, KOTaTo € MPHIOKUMO:

a) TpOBEpsiBAT TBBPJASHOTO OT TMPOM3BOAMTEINS JICHCTBUE U CHOT-
BETCTBHETO HA M3JENHUsITA OT Kiac D ¢ MpUIOKHUMHUTE OOIIH CIICIH-
(buKayK, KOraTo ChIIECTBYBAT TaKHBa, WIH C JPYTHTE pPEIICHUS,
n30paHu OT TPOU3BOJAMTENS, 3a JIa OCUTYPH HHUBO Ha 0€30MacHOCT
U JeHCTBHE, KOCTO ¢ Hal-Malko €KBUBAJICHTHO Ha MPEIBUICHOTO B
unieH 48, naparpad 3, Tpera anuHes;

0) W3BBPIIBAT IOAXOJSIIUTE H3MUTBAHUS Ha OOpa3ly OT NPOM3BE-
JIEHUTe M3MeNHs OT Kiac D winum mapTuan m3nenus ot kinac D, mpen-
BuzfeHu B pazgen 4.12 or mpunoxenue IX m B pasgen 5.1 or
npunoxkenne XI;
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B) IMpPEJOCTAaBIT HAYYHO M TEXHHYECKO cChiaelcTBHe Ha Komwucwusra,
KI'MU, nbpxkaBUTE WICHKH W HOTH(DUIMPAHWTE OpraHu BHB
Bpb3Ka C MPUJIAraHETO Ha HACTOALIUS PErjaMeHT;

I) OPENOCTaBAT HAy4YHH CTAHOBMIIA IO AaKTyaJHOTO CBbCTOSHHE Ha
TEXHOJIOTUUTE BbB BPb3KA C KOHKPETHM M3JEIAMS HIM KaTeropus
WIN TPpyHa U3JEIus;

II) ciel KOHCYJTAlMsl C HAIMOHAIHUTE OPTaHM Ch3[aBaT U YHpaBIsABAT
Mpeka OT HAMOHATHU peQepeHTHH J1abopaTopud W IyOIHKyBaT
CIUCHK HA y4YacTBALIUTE HALMOHAIHHU pePEepeHTHHU JIa0OpaTOpUU U
CBOTBETHUTE MM 3a/1auu;

€) IONPHHACAT 3a pa3paboTBaHe Ha TOAXOIIIN METOIH 3a M3MHTBAHE
W aHaJlu3, KOUTO J1a C€ W3ION3BaT NPHU NPOLEAYPUTE 3a OICHSBaHE
Ha CbOTBETCTBHETO M HaJ30pa Ha Ias3apa;

) CHTPYIHHYAT C HOTH(PHUIMPAHUTE OpPraHu MpH pa3paboTBaHE Ha Haii-
JOOpH MPAaKTUKK 32 M3IIBIHEHHE Ha MPOIEyPUTE 3a OLICHSIBAaHE Ha
CBOTBETCTBHETO;

3) TPEACTaBAT NPETOPBKH 32 MOAXOAAIHN peGepeHTHH MaTepuand U
pedepeHTHH Mpouenypu 3a U3MEpBaHE OT MO-BHUCOK METPOJIOTHYEH
pen;

W) JonpuHAacAT 3a paspaborBaHe Ha OC, KakTo M Ha MEXKIyHapOJHU
CTaH/IapTH;

i) IpemocTaBAT HayYHM CTAHOBMINA, KOIaTO Ca KOHCYJITHPAHU OT HOTH-
¢bunupaHnn OopraHd B CHOTBETCTBHE C HACTOSIIUS PETJIAMEHT, U TH
nyOIMKyBaT [0 EIEKTPOHEH BT, KaTO ca B3eId IPEIBH] HaLUO-
HaJHUTE Pa3nopesOu OTHOCHO IOBEPUTEITHOCTTA.

3. Ilo wuckanme na nappkaBa wieHka Komucusita Moke ChIIO 1a
ompenenu pedepeHtautTe saboparopun Ha EC, Korato BbIpOCHATa
JIbp)KaBa YJICHKA jKeJae Jia M3I0JI3Ba TaKuBa JadopaTopuu ¢ Iell rapaH-
THUpaHEe Ha TPOBEpPKaTa Ha TBBPSHOTO OT MPOU3BOAUTENS JCHCTBUEC 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 W JIEHCTBHE, KOETO €
Hali-MaJIKO €KBHBAJICHTHO.

4.  Pedepentnure nabopatopun Ha EC 0TroBapsr Ha CIEIHUTE
KPUTEPHUH:

a) pasnojiarat ¢ JOCTaTh4YCH MNEPCOHAI C MOAXOAsIIa KBaJ'II/I(bI/IKaIlI/ISI u
aJICKBATHHU 3HAHUSA U OIIUT B objacTTa Ha MCIUIIMHCKUTC U3JICIIHA 3a
HWHBUTPO JAWArHOCTHKA, 3a KOUTO Ca ONPCACIICHU,

6) mpuTexaBaT HEOOXOAUMOTO O0OpyABaHEe U pedepeHTeH Marepual,
3a J1a M3MBIHABAT BB3IOKEHUTE UM 3a]a4n;

B) MpPUTEXaBaT HEOOXOAMMHUTE 3HAHMS 32 MEXKIYHAPOAHHUTE CTAaHAAPTH
U Hail-noOpH NpPaKTUKY;

I) HMMaT NOJXOJsIIa aJMHHUCTPATHBHA OpPTraHU3alUs M CTPYKTYypa;

JI) rapaHTHparT, ye TeXHUAT IEePCOHANl ChOJI0aBa OBEPUTEIHOCTTA HA
uHMOpPMANNATa ¥ JaHHUTE, TOTyYeHH MPH M3MBIHCHHE HA 3a1aunTe
um;

€) OCBILIECTBSIBAT IEHHOCTTA CH B HHTEpeC Ha OOIIECTBOTO M IO
HE3aBUCUM HAuHH;
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) TapaHTHpaT, 4e IEpPCOHANbT UM HAMA (UHAHCOBU WIH APYTU
HMHTEPECH B CEKTOpa HAa MEIUIMHCKUTE W3JEIUs 3a MHBUTPO JUar-
HOCTHKA, KOUTO OMXa MOBJIUSUIM HA HEroBaTa OE3MPHUCTPACTHOCT, U
4e TOH JIeKJIapupa BCEKH JIPYT MPAK U KOCBEH UHTEPEC, KOMTO MOKE
Jla UMa B IIOCOYEHHMsI CEKTOp, U aKTyalH3Hpa Ta3W JNEKIapanus Ipu
HAcThIIBaHE HA CHOTBETHUTE NPOMEHH.

5. Pedepentaure madoparopun Ha EC cb3maBaT Mpexa c men Ja
XapMOHHU3UpPAT W KOOPIUHUPAT MOMEXAYy CH PAOOTHUTE CH METOIH
BBB BpPB3Ka C HM3MUTBAHUITA W OLCHsABaHETO. TOBa KOOpAMHUpAHE H
XapMOHHU3UPAHE BKIIOYBA!

a) IpujaaraHe Ha KOOpAMHUPAHU METOJAU, NPOUCAYPHU N MPOLECH;

0) mocTUraHe Ha ChIVIACHE 3a W3IOJI3BAHETO HA €IHM M ChIIU pede-
PEHTHH MaTepHaid W 00K 00pasiy 3a M3NWTBAHHS M IAHCIH 3a
CEPOKOHBEPCHS;

B) YCTaHOBsIBAHC Ha 061_[11/1 KPpUTCPUU 3a OLCHSABAHC M THJIIKYBAHC,

I) HW3M0JI3BaHE HA OOLIM NMPOTOKOJM 3a M3IUTBAHMS U OLCHSABAaHE HA
pEe3yNTaTUTE OT HM3MMTBAHHUATA IOCPEACTBOM CTAHIAPTHU3HPAHU U
KOOPJIMHUPAHH METOJH 32 OLICHKA;

J1) W3MO0J3BaHE Ha CTaHIAPTH3UPAHH M KOOPAMHUPAHW JOKJIaId OT
W3MUTBAHUS;

e) paspaboTBaHe, TIpujaraHe U [OJJbpKaHe Ha CHUCTeMa 3a
NapTHBOPCKU MPOBEPKH;

) OpraHM3UMpaHe Ha PEJOBHM H3MHMTBAHMS 3a OLEHsIBaHE Ha
Ka4yecTBOTO (BKJIFOUMTEIHO B3aMMHHU IPOBEPKH HAa KadyeCTBOTO M
CPaBHMMOCTTA Ha PE3yJNTaTUTE OT W3MHUTBAHHUSATA);

3) ceIacyBaHe Ha OOmM HACOKM, WHCTPYKIUH, MPOIETypHU
UHCTPYKLUUM WIM CTaHJAPTHU OIEPATHUBHU HPOLELYPHU;

I/I) KOOpAUHHpAHE Ha BBBCKIAAHCTO Ha MCTOJAHM 3a HM3NMTBAHC Ha HOBHU
TEXHOJIOTUU B CBHOTBCTCTBHUEC C HOBU HJIM U3MCHCHH OC,

W) mpeolleHKa Ha CHBPEMEHHHTE IIOCTIDKCHHS Ha 0Oazara Ha cpaB-
HUTEJIHM pe3yNTaTh OT W3NUTBAHUS WM TOCPEICTBOM JIOIIBJI-
HUTEIHU U3NUTBAHMSA, 110 UCKaHE Ha JbpXkaBa dieHka uiau Ha Komu-
CHUSTa;

6. Pedepentnure naboparopun Ha EC morar na mosyyaBatr (uHaH-
cupane ot Cproza.

Upes axToBe 3a m3mbiaHeHne Komucusta Moxke na mpueMa moapoOHUTe
IpaBuIIa 3a ycJOBUATa U pa3Mmepa Ha ¢uHaHcupaHe oT Cbro3a 3a pede-
pentHuTe Maboparopun Ha EC, kato B3emMa mpeaBu[ LETUTe 3a 3aKpuiia
Ha 3/paBeTo M 0E30IacHOCTTa, IOJKpeNna Ha HHOBALMUTE U HKOHO-
MHUYecKa e()eKTUBHOCT. Te3U aKTOBE 3a U3MBJIHCHUE CE MPUEMAT B ChOT-
BETCTBHE C TIpoIlelypaTa IO pasriiexaane, mocodena B uiedH 107,
naparpad 3.

7. Koraro HOTH(WIMPAaHH OPraHd WIN JbPKABH UICHKHA IOHMCKAT
HAYYHO WJIM TEXHUYECKO CBHICHCTBHE WM HAyYHO CTaHOBHIIE OT pede-
pentHa saboparopust Ha EC, e BB3MOXKHO Te aa TpsOBa Jga 3aruiaTsT
TaKCH CBIVIACHO MPEIBAPUTEIHO OMpPEICICHH IPO3PAYHHU yCIOBUSL, 33 1a
Ce MOKPHUAT M3IPUIO WM YaCTUYHO Pa3XOJHTe, U3BBPIICHH OT Jlabopa-
TOpUsITA TP W3ITBJIHCHUE HA BB3JIOKCHATA 3a1adva.

8  Upes axrtoBe 3a m3mpiaHeHHe Komucusra ompemens:
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a) MoApoOHM TMpaBMiIA 3a yIEeCHABaHE Ha MpHUIaraHeTo Ha maparpad 2
OT HACTOSAILMUS WiEH U NOAPOOHU IpaBUia 3a OCUTYpsBaHE Ha CHOT-
BETCTBHETO C KPUTEPUUTE 1O maparpad 4 OT HACTOSIIUS 4JICH;

§

=

CTPYKTypaTa W pa3Mepa Ha TakcuTe 1o maparpad 7 OT HAaCTOSIIHS
YJieH, KOUTO MOrar Jia ce chOupar oT pedepeHTHa JlabopaTopus Ha
EC 3a mpemocrtaBsiHe Ha Hay4YHH CTAHOBHINA, KOTaTO ca KOHCYJ-
TUPaHU OT HOTH(GUIMPAHH OPraHH U ABPIKABUTE UICHKU CHITACHO
HACTOSIIMS PEIIaMEHT, KaTo ce B3eMaT NPEeIBH[ LEJIUTE 3a 3alIuTa
Ha YOBELIKOTO 3/IpaBe M 0E30MacHOCT, MOJAKpENa Ha WHOBAIMUTE H
UKOHOMHMYECKa €(EeKTUBHOCT.

Te3u akTOBE 32 U3MBJIHEHUE CE MPUEMaT B CHOTBETCTBHE C IpoLeaypara
o pasriexzjane, nocoueHa B wieH 107, maparpag 3.

9.  Pedepenrnure mnaboparopun Ha EC momnexatr Ha NTpOBEpPKH,
BKIIFOUUTEIHO TIIOCEIICHHsT Ha MSCTO H OJHTH, W3BBPLIIBAHK OT
Komucusta ¢ ormex Ha CbONIOJABAaHETO Ha H3UCKBAHUATA 110
HACTOSIIIMS PErilaMeHT. AKO P TE3W MPOBEPKH CE YCTAHOBH, ue pede-
penTHa Jabopatopust Ha EC He 0TroBaps Ha M3UCKBAHHATA, MPHUIOKUMU
KbM 3ajIaudTe, 32 KOHTO € OIPEICICHA, Ype3 aKTOBE 3a H3IBJIHCHHUE
Komucusra npennpreMa He0OOXOJUMHUTE MEPKH, BKIIOYUTEIHO OTPAaHH-
YaBaHEC, CIIMpPAaHC Ha }IeﬁCTBHeTO WK OTTCIJIIHEC Ha MaHJaTa.

10.  Ynen 107, maparpad 1 ot Permament (EC) 2017/745 ce npuiara
3a mepcoHania Ha pedepeHTHUTE J1aboparopun Ha EC.

Ynen 101

Pernctpu Ha u3genusita u 6a3u JaHHHU

Komucusita u IbpiKaBUTE WIEHKU MPEANpPUEMAT HEOOXOAUMMTE MEPKU
3a HachpuaBaHE Ha CB3JAaBAHETO HA PErMCTpU M 0a3u [aHHU 3a
KOHKPETHH THIIOBE W3JEIHsA, KaTO YCTAHOBABAT OONIM MPHHIWIH 32
cbOupaHe Ha cbloocraBuMa HHpopManus. Te3u peructpu u 6asu
JAHHM JIONIPUHACAT 33 HE3aBMCUMAaTa OLEHKAa Ha JBJITOCPOYHATa
6e3omacHOCT U AEHCTBUE HA U3JENUATA.

I'IABA IX

MOBEPUTEJIHOCT, 3AIIUTA HA JAHHUTE, ®UHAHCHUPAHE U
CAHKIIUH

Ynen 102

IloBepuTennoct

1. OcBeH KOrato € npeBHICHO IPyro B HACTOSIIMS pEeryIaMeHT U 0e3
Ja ce 3acsrarT JAeHCTBAIIUTe HANMOHATHU pa3Nopei0H W TNPaKkTHKH B
JIbP)KaBUTE UJICHKM OTHOCHO ITOBEPHTEIHOCTTa, BCHYKH CyOeKTH,
yyacTBall B NPWJIAraHeTO Ha HACTOSIMIMS pErJiaMeHT, ChONoaaBaT
MOBEPUTEJIIHOCTTA Ha HHQPOpMALUATa W JaHHHUTE, IIOJYyYEHU NpHU
U3IIbJIHEHNE HAa TEXHWUTE 3aJauu, C OIJIeJ 3allluTara Ha:

a) JUYHUTE JaHHU B CHOTBETCTBHE ¢ wWwieH 103;

0) noBepuTenHata HHGOpPMAIKS C THPrOBCKH XapaKTep M ThPTOBCKHUTE
TailHU Ha (QHU3WYECKUTE WM IOPUANYECKHTE JIHIA, BKIFOYHTEITHO
npaBaTa Ha WHTEJCKTyaJHAa COOCTBEHOCT, OCBEH aKO Pa3KpPHUBAHETO
HE € B O0IIeCTBEH WHTEpEC;
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B) ¢()eKTHBHOTO TpWIIaraHe Ha HACTOALIMS PErJIAMEHT, MO-KOHKPETHO
IIPU IIPOBEPKUTE, PA3CIEIBAHUATA WIH OJUTHTE.

2. be3s pa ce 3acara naparpad 1, oOMeHeHaTa IIpU yCIOBUs Ha IOBe-
pHUTETHOCT HWHGOPMAIMA MEXIy KOMIETEHTHHTE OPTraHH U MEXIy
KOMIETEHTHHTe opraHu u KommcusaTa, He ce pa3kpuBa 0e3 IperBapH-
TEITHOTO CBhITIAaCHE HA OpraHa, KOHTO s TIPEIOCTaBsl.

3. Tlaparpadu | u 2 He 3acsarar mpaBaTta W 3aJIbJDKCHUSATa Ha KoMu-
CUSTa, JbPKABUTE WICHKA M HOTU(DUIMPAHUTE OpPraHU MO OTHOLICHHE
Ha oOMeHa Ha WH(pOpMAIUS U Pa3NPOCTPAHSBAHETO HA MPEIYIPEK-
JICHUSI, HUTO 3aJb/DKCHUSITA HAa CHOTBETHUTE JIMIIA 32 MPEJCTaBsiHE Ha
nH(OpMAIsL CHITACHO HAKa3aTETHOTO INIPABO.

4. Komucusita u OBPXKABUTC YJICHKHW MOTaT Ja 00OMeHsIT IIOBCPUTCITHA
I/IH(l)OpMaI_[I/ISI C PEryJaTOpHUTE OpraHu Ha TPETHU AbpiKaBHU, C KOUTO Ca
CKIIIOYNUIIN  ABYCTPAaHHMW HWJIW MHOTOCTPAaHHHU CIIOPA3yMEHHA OTHOCHO
TIOBEPUTCIIHOCTTA.

Ynen 103

3amMTa HA JAHHHUTE

1.  JbpxaBure wieHku mnpuiaarat dupektuBa 95/46/EO  mo
OTHOIIlCHHE Ha 00paboTBaHETO HA IMYHU JIAHHW, W3BHPIIBAHO B
JbPYKABUTE WICHKH CBHIITACHO HACTOSIIHS PETIAMEHT.

2. Tlo oTHOuICHHE Ha JIMYHUTE JaHHH, KoUTo Komucusita oOpaboTBa
CBIVIACHO HACTOALIMA peryiameHT, ce npuwiara Permament (EO) Ne
45/2001.

Ynen 104

HauucnsiBane Ha Takcu

1. HaCTOS[IIII/IHT PperiIaMEHT HE 3acsra Bb3MOXHOCTTA IAbpPKABUTE
YICHKH Ja Ha4YUCJIABAT TaKCH 3a Z[eﬁHOCTPITC 10 HACTOAIUA PETIIAMCHT,
npu ycCjioBUE€ Y€ pasMEpbT Ha TaKCUTEC € OHNpEACIICH IO IIPO3padCH
Ha4yMH U BB3 OCHOBA Ha NPUHIMUIIUTE 3a IMOKPHUBAHC Ha Pa3XOIdUTC.

2. JlppxaBure wieHKH wuHpopmupar KommucusitTa W OCTaHAIUTE
Ibp)KaBU WICHKM Hal-MaJKo TpU Mecela INpend jAa MpueMar CTpyK-
Typata M pazMmepa Ha Takcute. CTpyKTypara W pa3MepbT Ha TaKCHUTE
Ce ONOBECTSABAT IPU MOUCKBAHE.

Ynen 105

duHaHCHpPaHe HA J1eIHOCTH MO ONpeAesiHETO W HAOJII0eHHeTO Ha
HOTH(HUIHMPAHH OpraHu

Pasxomure, cBBp3aHM C JEWHOCTHTE 3a CHBMECTHA OICHSABaHE, Ce
nokpuBar ot Komucusita. Upe3 akrtoBe 3a u3nbiaHeHue Kommucusra
oIpeseNs pazMepa M CTPYKTypaTa Ha IOJUIeKAIIUTE HAa Bh3CTaHOBSIBAHE
pa3xoau M IpyruTe HeoOXOMUMHM IpaBWiIa 3a MpuilaraHe. Te3u akToBe
32 M3MBIHEHHE Ce INpHeMaT B CHOTBETCTBHE C IpoleaypaTa Mo
pasriiexxaane, mocodeHa B wien 107, maparpad 3.

Ynen 106

Cankuun

JIbp)KaBUTE YWICHKH YCTAHOBSIBAT CHCTEMA OT CAHKIHH, IPUIIOKUMHU HPH
HApYILICHHE HA Pa3lopea0r Ha HACTOSIIUS PErIIAMCHT, U B3€MaT BCHUKH
MEpKH, HEOOXOIMMHU 3a OCUTypsiBaHE Ha npuiaraHeTo uM. CaHKUIuHTE
TpsiOBa na ObAaT e(eKTHBHH, ChPa3MEPHH W BB3MUpaIiu. [IbpxaBuTe
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wieHKH HoTH(uImpar Ha KomwucusitTa Tasw cucTteMa OT CaHKIHMHA W
Mepku 10 25 ¢epyapu 2022 T., BKIFOUHUTEIHO M s HOTH(PHUIHAPAT
He3a0aBHO 3a BCSKO IIOCIEBAIIO U3MEHEHUE, KOETO T'M 3acAra.

T'JIABA X
SAKUIIOYUTEJIHU PA3IIOPEJIBHU

Ynen 107

IIpouenypa Ha KOMHTET

1. Kommucusita ce moxmomara oT KommrTera MO MEIHMIIMHCKHTE
u3nenus, ch3faaaeH cbriacHo wieH 114 ot Permament (EC) 2017/745.
To3u komuTeT € KoMHTeT 1Mo cMuchia Ha Permament (EC) Ne 182/2011.

2. Ilpu mo3oBaBaHe Ha HACTOSIIMS Haparpad ce mpuiaara 4@wieH 4 ot
Pernament (EC) Ne 182/2011.

3. Ilpu no3oBaBaHe Ha HACTOsLMA maparpad ce npujaara wieH 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 mo3oBaBaHEe Ha HACTOSIIMS Maparpad ce mpuiara 4ieH 8 or
Pernament (EC) Ne 182/2011 BBB Bpb3Ka ¢ wieH 4 WM 5 OT HEro, B
3aBHCHMOCT OT CIIydJasi.

Ynen 108

anamnﬂBaHe Ha JeJIerupaHeTo

1. IlpaBomormuero Ja mpueMa JejJerupaHd akTOBE C€ IPEeaoCTaBs Ha
Komucusarta mnpu crnasBaHe Ha TPEABHICHUTE B HACTOSIIMS 4YJICH
YCIIOBHS.

2. IlpaBomouruero Ja npuemMa jAejerupaHd akToBe, IOCOYEHO B UJIECH
10, maparpad 4, unen 17, maparpad 4, uien 24, naparpad 10, unen 51,
naparpad 6 u wieH 66, maparpad 8, ce mpemocraBs Ha Komwucusra 3a
CPOK OT HeT ToJuHH, cuuTaHo ot 25 mai 2017 r. Komucusra u3rorss
JIOKJIa/l OTHOCHO JIEJIETMPAHETO Ha MPABOMOIIUS HE MO-KbCHO OT JEBET
Mecela IMpeayd HM3THUYaHeTO Ha NEeTroAMIIHMSA Cpok. [lenmermpanero Ha
[IPaBOMOILMS CE€ MPOABIKABA MBJIYAIMBO 3a CPOKOBE C €HAKBa
MIPOABIDKUTEIHOCT, OCBeH ako EBpomeiickusar mapimameHT win CbBETHT
HE BB3Pa3AT Cpelly MOAOOHO MpPOABKABAHE HE IMO-KbCHO OT TPHU
Mecela Mpeay U3THYaHETO Ha BCEKH CPOK.

3. JlemerupaHeTo Ha MPaBOMOINKS, ocoueHo B wieH 10, maparpad 4,
unied 17, naparpad 4, unen 24, naparpad 10, unen 51, naparpad 6 u
wieH 66, maparpad 8, mMoxe na ObJe OTTErVICHO MO BCSKO BpEME OT
EBponeiickus napaament mwin ot Cbsera. C peIICHUETO 3a OTTEIVISIHE Ce
MpeKpaTsBa MOCOYEHOTO B HEro JelierMpaHe Ha mpaBomolnus. OTrer-
JISTHETO TOpakjaa JEHCTBHE B JIeHA Cie]] MyOJMKYBaHETO Ha PEIICHHETO
B Oguyuanen eecmuux Ha Eeponelickus cvio3 WIM Ha TO-KbCHA J1aTa,
mocoueHa B perieHuero. To He 3acsra JICHCTBUTEIHOCTTAa Ha JICNICTH-
paHHTE aKTOBE, KOMUTO BEYE ca B CHJIA.

4. Ilpenn nmpuemaHeto Ha jaenerupan akT Komwucusra ce KoHCynaTHpa
C eKCIIEPTH, ONpPEIeTICHN OT BCSKA Jbp)KaBa WiICHKAa, B CHOTBETCTBHE C
MPUHOUIIATE, 3aJICTHAJIA B MC)KI[yI/IHCTI/ITyI_II/IOHaIIHOTO CIIOpasyMEHHUEC
ot 13 anpun 2016 r. 3a Mo-700pO 3aKOHOTBOPYECTBO.
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5. Bennara cnen kato mpueme jenerupaH akTt, Komucusra HOTH-
¢umpa akta erHOBpeMeHHO Ha EBpomeiickus mapiamenT u Ha ChbBerta.

6. Jenerupan akr, npuer ceriaacHo wien 10, maparpad 4, wnen 17,
naparpad 4, wien 24, naparpad 10, wien 51, naparpad 6 u uieH 66,
naparpad 8, BiIM3a B CHiIa E€IMHCTBEHO akKo HHTO EBpomeickusar
napsiaMeHT, HUTO CHBETHT ca NPEACTABUIM BB3PAKEHHS B CPOK OT
TpU Mecena ciej HOTHGUIMpaHETO Ha akrta Ha EBpomeiickus
MnapJJaMCeHT U Ha C"bBCTa, WIN aKo MIpead U3TUYAaHCTO Ha TO3U CPOK H
EBporneiickust mapiaament, 1 CbBeThT ca yBenomiin Kowmwucusra, ue
HSIMa Jla TIPEICTaBAT Bb3pakeHHs. [I0COYCHHSAT CpPOK ce yAbDKaBa ¢
TpU Mecella M0 WHHWIMATHBAa Ha EBpONEHCKHs MapiaMeHT WIH Ha
Cobaera.

Ynen 109

OT[[C.]]H]/I aeJerupanu aKTOBE 3a PpasjindHuTe [JdeJerupaHu
npaBoMoIms

Komucusita IpueMa OTACJICH ACJICTUPAH aKT BbB BPb3Ka C BCAKO ITPaBO-
MOIIHE, KOECTO e JCICTUPAHO CBIVIACHO HACTOAIINA PETrIaMCHT.

Ynen 110

IIpexoanu pa3mnopeadu

1. Ot 26 mait 2022 r. Bcsika IyOnMKanus Ha HOTH(UKALUS BbB
BpB3Kka ¢ HoTHGUIMpaH opraH cwrinacHo upektuBa 98/79/EO crasa
HeBalINaHA.

2. Ceprudurarure, W3aJCHA OT HOTH(OHUIMPAHH OPraHH CHITIACHO
Jupextua 98/79/EO mpeau 25 wmait 2017 r., ca BaIuaHu [0
W3THYAHE HA CPOKA, IIOCOYCH B CHOTBETHHS CEPTU(HKAT, C M3KITIOUCHUEC
Ha cepTH(HUKATHTE, M3JaJCHH B CHOTBETCTBUE C IpmioxkeHne VI KbM
HupextuBa 98/79/EO, KOUTO cTaBaT HEBAJIHMJHHM Hail-KbCHO Ha 27 Maii
2024 r.

Ceprudpukarure, H3JaJAEHH OT HOTH(PHUIMPAHU OpraHu ChIVIACHO
HupektuBa 98/79/EO cnex 25 maii 2017 r., craBaT HEBaJUJHU Ha
27 mait 2024 r.

3. Upe3s pmeporammsi OT 4WICH 5 OT HACTOSIIHS PEIIAMEHT, H3ICIHE,
cepTuGHUKATHT 32 KOETO € H3IaJeH B CHOTBETCTBHE C JlUpeKTHBa
98/79/EO m KOHTO € BaJMjCH ChIVIACHO maparpad 2 OT HACTOSIIUS
4lieH, MOXe Ja ObJe MyCHATO Ha Ma3zapa WM IyCHaTo B JeiicTBHE
caMO aK0 — CYMTAHO OT HayajHara JaTa Ha [pWIaraHe Ha
HACTOSIIIMS PEIJIAMEHT — TPOIb/DKAaBA Ja CHOTBETCTBA Ha H3HCK-
BaHMATA HA MOCOYEHATA JMPEKTHBA M aKO HSAMAa 3HAYMTEIHH MPOMEHHU
B IPOCKTAa WM NPEIHA3HAYCHUETO My. BBIIPEKH TOBa M3MCKBAHUsTA Ha
HACTOSIIMS PErJIaMEHT, CBBP3aHM C HAJI30pa Ciej MyCKaHe Ha Iasapa,
HaI30pa Ha Masapa, OPOCIeIBAaHETO Ha 0E30MaCHOCTTa, PETHCTPALHSATA
Ha MKOHOMHYECKUTE OINEepaTopy M Ha WM3JENHsTa, Ce MPUIaraT BMECTO
CHOTBETCTBAIIMTE UM H3HMCKBAaHHs Ha [TOCOYCHATA JUPCKTHBA.

be3 na ce 3acarat rnasa IV u maparpad 1 oT Hacrosmus 4ieH, HOTU-
(bUIpaHUAT OpraH, U37an cepTuduKaTa Mo MbpBa aNHHEs, MPOIbIHKaBa
Jla OTroBaps 3a YNPaXKHSABAHETO Ha HOAXOAALL HAJ30p [0 OTHOLIEHHE
Ha BCUYKU INPWIOKUMM H3UCKBAHUS, OTHACSIIM ce A0 cepTuduim-
PAHOTO OT HEro H3Jelue.
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4.  3akoHHO IIyCHaTMTE Ha Mas3apa HU3Jelnus cbrilacHO JlupekTuBa
98/79/EO mnpeau 26 wmait 2022 1. W u3meiHs, KOUTO ca IyCHATH Ha
nasapa oT 26 maii 2022 r. Bb3 OCHOBa Ha cepTU(UKAT 0 maparpad 2
OT HACTOSIINS YJIEH, MOTAaT J1a MPOJBIDKAT Ja c€ MPEeIOCTaBAT Ha Ia3apa
WM J1a ce IycKaT B JeiicTBue 3a cpok jgo 27 mait 2025 r.

5. Upes peporamus ot JlupekruBa 98/79/EO, wuznmenusta, KOUTO
OTrOBapAT Ha M3MCKBAHUATA HAa HACTOSIIMS DPErJIaMEeHT, MoraTr Ja ce
MmycKaT Ha masapa mpenu 26 mai 2022 r.

6.  Upes meporanus or dupexkrusa 98/79/EOQ opranute 3a OlCHsBaHE
Ha CHOTBETCTBHETO, KOMTO Ca CHOOPA3CHM C HACTOSIIHUS DETJIaMEHT,
Morat Aa ObJar omnpeieissHd U HoTU(UIMpaHu mpeau 26 mail 2022 .
HoTtndwuimpanute opraHu, KOHUTO ca OMpeAeTeHH U HOTH(OHIHPAHH
CBIVIACHO HACTOSIMS PErJaMEeHT, MOrar Ja IPOBEXAaT MPOLELypUTE
3a OIEHSABaHE HAa CHOTBETCTBHETO IO HACTOSIIMSA pErJIaMeHT H Ja
n3aBaT CepTU(UKATH CHITACHO HACTOSIIMS PETIaMEeHT Ipeau 26 Maif
2022 r.

7. Ilo oTHOmIEHWE HA W3JAEIMATA, 32 KOMTO C€ Hpuiiarar mpole-
JIypuTe, MocoyeHH B uieH 48, maparpapu 3 wu 4, maparpad 5 or
HACTOSIIIUS WIEH ce TpHiara, Iph yCJIOBHE 4Ye ca HalpaBeHH HeoO0Xo-
numute HazHadeHus B KI'MU u excnepTHuTe rpynu M ca omnpeneneHu
pedepentnu nadoparopun Ha EC.

8. Upes npeporamus ot wieH 10, ynen 12, naparpad 1, Oykeu a) u 0)
u wieH 15, maparpad 5 ot Jupekrusa 98/79/EO, 3a npoW3BOJUTEIHNTE,
YI'BJIHOMOILEHUTE INPEICTaBUTENY, BHOCUTEIUTE U HOTU(PUIMPAHUTE
OpraHy, KOWTO IIpe3 Iepuojia, 3amodyBall] Ha MO-KbCHaTa OT IaTUTe,
mocoueHn B wieH 113, maparpad 3, OykBa e), u mnpukimouBany 18
Mecela Mo-KbCHO, OTTOBAapSAT Ha M3MCKBAHHUATA MO WieH 26, maparpad
3, wien 28, maparpadp lwu wien 51, maparpad 5 oT HacToAHUA
perylaMeHT, Cce CuuTa, Ye CIa3BaT 3aKOHOBUTE U IIO3aKOHOBUTE
aKTOBE, MPHUETH OT ABPKAaBUTE WIEHKH chriaacHo wieH 10, umen 12,
naparpad 1, OykBu a) u 0) u uneH 15, maparpad 5 or JupekTua
98/79/EQ, xakto ¢ mocouyeHo B Pemenne 2010/227/EC.

9.  PaspemieHusTa, H3AJEHU OT KOMIIETGHTHHTE OpraHd Ha
Jbp)KaBUTEC WICHKH ChriacHO wieH 9, maparpad 12 or Jupekrusa
98/79/EO, ocraBaT BaIHIHH 32 CPOKa, ONpPEACICH B CHOTBETHOTO
paspelieHue.

10.  Jokaro Komucusara He ompenenu u3aaBalure CyOeKTU B CHOT-
BeTcTBUE ¢ wieH 24, maparpad 2, GS1, HIBCC u ICCBBA ce cuurar 3a
OIIpeeIeHH U3JaBalld CyOeKTH.

Ynen 111

Onenka

Ho 27 mait 2027 r. KoMucusita oneHsiBa MpuiIaraHeTo Ha HACTOSIIHS
perjaMeHT M M3rOTBS JIOKJaJl 3a OLEHKAa Ha HarpeIbKa MO OTHOIICHHE
Ha TIOCTUTAHETO Ha HETOBHWTE IIE€JM, BKIIOYBAI OICHSIBAHE Ha
pecypcute, HEOOXOAMMH 3a NPWIATAHETO HA HACTOSIIMS PErjaMeHT.
CrieniiajJHO BHMMaHHME c€ OOpbIlla Ha IMPOCICAMMOCTTa Ha HW3JCIHSTA
upe3 chXpaHeHHe B ChOTBeTCTBHE ¢ wieH 24 Ha UDI ot mxonomu-
YECKUTE ONepaTopH, JICYUCOHUTE 3aBEJCHUS M 3JIPABHUTE CICHUAINCTH.
OrneHkaTta BKJIIOYBA M TIPETJie]l Ha JCWCTBUETO Ha WieH 4.
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Ynen 112

OTMmsiHa

Bes na ce 3acsra winen 110, maparpagu 3 u 4 OT HACTOSIIUS PETIIAMEHT,
3aIBJDKEHHATA Ha IbP)KABUTE WICHKH W IPOM3BOAUTEINTE BBB BPB3Ka C
MpOCIe/IIBaHETO Ha OE30MacCHOCTTAa U 3aJBJDKCHUATA Ha HPOM3BOIM-
TEIUTe BBB BPB3Ka C INPEJOCTABIHETO Ha JOKYMEHTAIMs ChHIVIACHO
Jupektusa 98/79/EO, mocoveHara ITUPEKTHBA CE€ OTMEHS, CUATAHO OT
26 mait 2022 1., ¢ U3KIIOYCHHUE HA:

a) uieH 11, unen 12, naparpad 1, 6yksa B) u uwieH 12, naparpadu 2 u
3 or [JupektuBa 98/79/EO, KakTO M 3aJBJDKCHUATA, CBBP3aHU C
perucTpanuaTa Ha H3IENIHATa U HA MKOHOMMYECKHTE OIEpaTopH, H
YBEJOMIICHUSITA 32 CEPTU(HUKATHTE, TPEABUACHH B CHOTBETHUTE
NPUIOKEHUsS, KOUTO C€ OTMEHST, CYMTAHO OT MO-KbCHaTa OT
Jarure, nocoueHu B wied 113, maparpad 2 u unen 113, nmaparpad
3, OykBa €) OT HACTOSIIUS PErJIAMEHT, U

6) unen 10, unen 12, maparpa¢ 1, OykBu a) u 0) u 4ien 15, maparpad 5
or JlupextuBa 98/79/EO, KakTOo M 3aIbJDKEHUSTA, CBBP3aHH C
perucTpanuaTa Ha H3IEIHATa U HA MKOHOMMYECKHTE OIEpaTOpH, H
YBEJOMIICHUSITA 32 CEePTU(HUKATHTE, TPEABUACHH B CHOTBETHUTE
MIPUJIO’KEHUSI, KOUTO CE€ OTMEHST, CUUTaHO OT 18 Mmecema ciex mo-
KbCHATa OT JaTUTe, ocoyeHu B wieH 113, maparpad 2 u unen 113,
naparpad 3, OykBa €) OT HaCTOSIIUS PErIaMeHT.

[To oTHOWIEHHWE Ha W3leNUATa, TocoyeHn B wieH 110, maparpadu 3 u 4
OT Hacrosmus pernament, JupexrtuBa 98/79/EO mpoabmxkaBa 1a ce
npuiara 1o 27 maid 2025 1. 10 cTeneHTa, HeoOXOAMMa 3a MPUIIAraHETO
Ha TIOCOYeHHTe maparpadu.

Pemenne 2010/227/EC, mnpuero B H3NBIHEHHE Ha JAUPEKTHBU
90/385/ENO, 93/42/EMO u 98/79/EO, ce OTMEHs, CUMTAHO OT IIO-
KbCHATa OT JaTuTe, rmocodyeHu B wieH 113, maparpad 2 u umen 113,
naparpad 3, OykBa €) OT HACTOSIIUSI PETJIAMEHT.

[lozoBaBaHMsTA HA OTMEHEHAaTa JUPEKTHBA CE CUMTAT 3a I030BAaBAHUS
Ha HACTOAIIMS PErIaMEHT M Ce 4YeTaT ChOOpa3HO TalbJiuIaTa Ha ChOT-
BETCTBUETO B MpUIIOKEHUE XV.

Ynen 113

Buauszane B cumia M gara Ha npujaaraHe

1. Hacrosimusit pernmameHt Biu3a B CHJIa Ha JBAZECETUS JI€H CIEH
nyonukyBaHeto My B Oguyuanen éecmuux na Eeponetickusi cvio3.

2. Toit ce mpunara ot 26 maii 2022 r.

3. Upes neporanus ot maparpad 2:

a) wieH 26, maparpad 3 u unen 51, maparpad 5 ce npunarar 18 mecena
clie]l o-KbCHATA OT JAaTUTE, IMOCOYCHH B OYyKBa ¢);

6) wienoe 31—46 u unen 96 ce mpunarat or 26 HoemBpu 2017 T.
Bompekun ToBa, or mocoueHata mata go 26 mail 2022 r. 3aabi-
JKEHHMSTa Ha HOTU(HUIMPAHUTE OpPraHd ChIVIACHO uieHoBe 31—46
ce MpuiaraT caMo 3a OpraHuTe, KOMTO ca IMOJalu 3asBICHHE 32
OTIpEJIeNIsTHe ChINIACHO WieH 34;
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wieH 97 ce nmpunara ot 26 maii 2018 r.;
qren 100 ce mpumara ot 25 moemBpu 2020 1.5

3a m3nenusATa ot xiac D uien 24, maparpad 4 ce mpuara ot 26 maif
2023 r. 3a uznenusTa ot kinac B u knac C unen 24, naparpad 4 ce
mpunara ot 26 mait 2025 r. 3a msmenmara ot kimac A uneH 24,
naparpad 4 ce mpwiara ot 26 maii 2027 r.

0e3 ma ce 3acsrar 3agbDKeHHsATa Ha Komucusara ceriaacHo wieH 34
ot Pernament (EC) 2017/745, korato nopaan oOCTOSTENCTBA, KOUTO
HE € MOIJIO Pa3yMHO Ja Ce TPEABHUIAT NPH pa3pabOTBaHETO Ha
IUIaHa, ocoveH B wieH 34, maparpad 1 OT MOCOYEHHsT peryiaMeHT,
Eudamed He QyHKIMOHMpa OBIHOUEHHO KbM 26 Maii 2022 r.,
3abIDKEHHATAa M W3UCKBAaHUsTA, KOUTO ce oTHacaT no Eudamed,
ce mpuiiarat OT JaTtara, CbOTBETCTBAllla Ha CPOK OT IIECT Mecena
cien jaaraTa Ha MyOJMKYBaHETO Ha CHOOIICHHUETO, IMOCOYCHO B
uieH 34, naparpad 3 or mocoueHus pernameHT. Pasnopendute mo
MIPEAXOAHOTO HM3pEUYEHHE €a, KaKTO CIeBa:

— uJeH 26

— ujieH 28,

— uyjeH 29,

— ugen 36, maparpad 2, BTOpo H3pEUCHUE,
— 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,

— unen 74, naparpagpu 1—13,

— uneHoBe 75—77,

— unen 81, maparpad 2,

— ujeHoBe 82 u 83,

— wren 84, maparpadpu 5 u 7 m uinen 84, maparpad 8, Tpera
aJInHes,

— 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 anuHes, BTOPO H3pEUYCHUE.

Hokaro Eudamed ne cTane HambiHO (YHKIMOHAJIHA, CHOTBETHUTE
pasnopendou or dupektuBu 98/79/EO mpoabikaBar aa ce mpuiiarat
C omIeq H3MBJIHCHHETO Ha 3aJbIDKCHHATA, NPEIBHUACHU B
pasmopenOUTE OT CHOHChKA II0 IBpBa AIHHEs OT HAacTosIaTa
OykBa, B 001acTTa Ha OOMeHa Ha MH(OpPMAIHs, BKIIOYUTEIHO MO-
crienuajHoO I/lH(i)OpMaLII/Iﬂ OTHOCHO M3IIMUTBAHUATA Ha ﬂCﬁCTBHeTO,
JIOKJIQ[IBAHETO BBB BPB3KA C IPOCIEAIBAHETO HA OC30MACHOCTTA,
perucTpanusaTa Ha MU3ACIUATA U HAa UKOHOMHYCCKUTE OIICpAaTOpU U
YBEJIOMIICHUSITA 38 CEPTU(HUKATHUTE.

x) Ilpouenypara mo uieH 74 ce mpuiara, cuuTaHo ot 26 mai 2029 r.,
6e3 na ce 3acsra uieH 74, maparpad 14;
3) unen 110, maparpad 10 ce mpumara, cuurano ot 26 maif 2019 r.

HaCTOS[HII/IHT PEriIaMCHT € 3aAbJDKUTCIICH B CBOsSITA LAJIOCT U CC ITpujiara
MPsAKO BBB BCUYKHU OABPIKABU YJIICHKH.
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TIPUJIOJKEHUA

OO0 M3UCKBaHUs 3a OE30MACHOCT U JENCTBHE

TexHuvecka JTOKYMEHTALHS

TexHuuecka JOKYMEHTALMsI 32 HaJ30pa Clie/l MyCKaHe Ha Ta3apa

EC nexnapauus 3a CbOTBETCTBHE

MapkupoBka 3a cborBercrBue ,,CE

Wudopmarnusi, KOSITO ce MPEJCTaBsi MPU PErUCTPALMATA HA W3ACIUATA U
MKOHOMHYECKHUTE ONEpaTopu B CHOTBETCTBUE C wieH 26, maparpad 3 u
uieH 28, OCHOBHM JIaHHH, KOUTO C€ MPEAOoCTaBsT Ha 06a3zaTta nanHu 3a UDI
3aenHo ¢ UDI-DI B choTBercTBUE C uiieHOBE 25 U 26, u cucrema 3a UDI
V3uckBanus, Ha KOUTO TpsOBa Ja OTrOBAapsT HOTU(GUIMpPAHUTE OpraHH

[IpaBuna 3a knacudukanms

OlieHsIBaHEe Ha ChOTBETCTBHETO Bh3 OCHOBA Ha CHCTEMa 3a YIIpaBJICHHUE Ha
Ka4eCTBOTO M OLCHABAHE HAa TCXHHUYCCKATa NOKYMEHTAIlUs

OrieHsiBaHe Ha ChOTBETCTBUETO BBH3 OCHOBA Ha H3CJIC/IBAHC Ha THUIIA

OreHssBAaHE Ha CHOTBETCTBHETO BH3 OCHOBA Ha ocurypsiBaHe Ha
Ka4eCTBOTO Ha IIPOU3BOJCTBOTO

CeprudukaTti, U3aBaHd OT HOTH(UIMPAH OpraH

OreHka Ha ﬂeﬁCTBHeTO, M3MUTBAHUS Ha JICUCTBUETO U IpocieisiBaHe Ha
JICHCTBUETO ClIe]T ITYCKaHC Ha I1a3apa

VHTepBeHIIMOHATHY W3MUTBAHUS HAa KIMHAYHOTO JCHCTBHE M HSIKOH
JIpYTH M3MHUTBAaHUS Ha JACHCTBHETO

Ta6nnua Ha CbOTBCTCTBUECTO
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IIPUJIO)KEHUE 1

OBIIM U3UCKBAHHUSI 3A BE3OIACHOCT U JEMCTBUE

T'JIABA 1
OBl U3UCKBAHUA

Wznenusra umar HCﬁCTBHCTO, NpEeABUICHO OT TEXHUS IMPOU3BOAUTEI, U CE
IIPOCKTHUPAT U MMPOU3BEKIAAT TaKa, 4€ IIPpU HOpMaJIHU YCJIOBUS Ha yHOTpC6a
Jda Ca noaxoasmu 3a IIpeAHa3HA4YCHUETO CH. Te ca OesomacHu U
quCKTI/IBHI/I W HC 3acTpaniaBaT KJIMHUYHOTO CHCTOSTHUC WU 0e30MmacHOCTTa
Ha MAaUCHTUTC HWIIH 0Oe3omacHOCTTa 3ApaBeTO Ha HOTpC6I/ITCHHTe HIu,
Korato ¢ IpHJIOXKHUMO, Ha JApyru Jidna, IIpu YyCJIOBUE Y€ BCCKU €IUH
PHUCK, KOHUTO MOXe J1a ce CBBpKE C yHOTpeGaTa UM, HIpeacTaBiisiBa
IIpUEMJIUB PUCK, MPCLHECHCH CIIPAMO IIOJ3UTE 3a IIallMeHTa, W Y€ CaMHUTC
n3aciust OTroBapsAT Ha BUCOKO HHMBO Ha 3aKpuja Ha 3paBeTO U Oe3omac-
HOCTTa, KaTo C€ OTUYHTA O6HIOHpI/I€TI/ITe Hal-HOBH Hay4YHU HOCTUIKCHUA.

I/ISI/ICKBaHeTO, NpEeABUICHO B HACTOALIOTO IPUIIOKEHUE C 1ICJI HaMallsiBaHE
Ha PHCKOBETEC, MOOKOJKOTO € BbB3MOXHO, O3Ha4YaBa HaMallIBaHC Ha
PHUCKOBETE, HOOKOJKOTO € BbB3MOXKHO, 0e3 OTpULATEIIHO BB3ﬂeﬁCTBH€
BBpXY CHOTHOUICHHUETO MCKAY PUCKA U ITOJIBUTE.

HpOI/ISBOZII/ITCJII/ITe YCTaHOBMABAT, Mpwiaarat, JOKYMCHTUPAT WU MNOAAbPKAT
CucCTeMa 3a YIpaBJICHHUC Ha pHUCKa.

VYhpaBieHHeTo Ha pUCKa ce pa3dupa Karo HENpeKbCHAT MPOIeC Ipe3
LeJIUS eKCIUIOATAI[OHEH CPOK Ha M3/IeNIMETO, N3UCKBAIL PEAOBHO U CHCTE-
MaTHYHO akTyanusupane. [Ipm ympaBieHHeTo Ha pHCKa IPOU3BOJUTEIINTE:

a) Ch34aBaT U JOKYMCHTHUpAT IUIAH 3a YIpaBJIC€HUWE Ha pHUCKAa Ha BCIKO
U3ACINE;

6) HabesI3BaT | aHaJln3upar MU3BECTHUTEC W INPEABUAUMHUTE OIIACHOCTH,
CBBpP3aHU C BCSKO U3JCIINC,

B) HPELEHSABAT U OLEHSABAT PUCKOBETE, CBBP3aHU M BBb3HHUKBAIH 110 BpeMe
Ha IIpeJBUJCHATA yNOTpeba M IpU pasyMHO IpeABHANMA HENpPaBUIIHA
yrnotpeba;

I‘) IpeMaxBaT WJIM KOHTPOJHUPAT pUCKOBETE, IIOCOUYCHU B 6yKBa B), B CbOT-
BETCTBUC C M3UCKBaHUATA Ha paslcit 4;

L[) OLCHsABAT BB3JCHCTBHETO Ha PIH(bOpMaI_II/IHTa oT cTara Ha
IpOU3BOACTBO, MW IO-COCHHUAIHO OT CHCTEMATa 3a HaA30p Cleaq
IMYCKAaHETO Ha Ia3apa, BbpXY OIMACHOCTUTE U YECTOTAaTa Ha IOSABABAHETO
UM, BbpXY IIpC€lHCHKAaTa Ha CBBP3AHUTE C TAX PUCKOBE, KAKTO U BBPXY
IIOCTHUSA  PUCK, CBOTHOHMICHUECTO MEXKAY PpHCKa W IOJ3UTE, U
NpUEMIIMBOCTTA Ha PpUCKA; U

€) IpU HEOOXOAMMOCT HM3MEHST MEPKUTE 3a KOHTPOJI B CHOTBETCTBHE C
W3NCKBAHUATA HA pa3zien 4 Bb3 OCHOBA Ha OICHKAaTa Ha BB3JCHCTBHETO
Ha uH}popManusTa, MOcoueHa B OykBa J).

Mepkute 3a KOHTPOJI Ha PHUCKA, BB3IPHUETH OT TMPOU3BOAUTEIHUTE IPH
MPOCKTUPAHETO W MPOU3BOJACTBOTO HA H3MICIHATA, OTTOBAPSAT HA TMPHH-
nunuTe 3a Oe30MacHOCT, KaTo C€ OTYMTa OOUONPHETOTO aKTyalHO
CHhCTOSHME HA TEXHOJIOTHHTE. 3a /1 HAMAIST PUCKOBETE, IIPOU3BOIUTEIINTE
TH yIPaBJsiBaT MO TaKbhB HAYWH, Y€ JIa Ce CTUTHE [0 3aKIFOYCHHETO, ue
BCEKHM OCTAThUYCH PHCK, CBBP3aH C OTIEIHA OMACHOCT, KAKTO U ISUIOCTHHSAT
OCTaThUeH PHCK, Cca MPUEMJIMBU. 3a Aa wu30epaT HaW-TMOIXOSIHTE
pelIeHusI, TPOU3BOJAUTEINTE MPUIAraT IMOCOYEHATa IO-A0Jy MOPEIHOCT
HA TPUOPUTETHTE:
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a) OTCTpAaHABAHC WJIM HaMaJIIBAaHC Ha PUCKOBETE, NJOKOJKOTO € BB3MOKHO,
qpes3 0e30macHo IIPOCKTUPAHE U IPOU3BOACTBO;

0) Korato e Lenecho0pasHo, MpeanpueMaHe Ha MOIXOMSAIIM IPeANna3HH
MEpKH, BKIIOYUTENHO MPU HEOOXOAMMOCT IMpPEIyNPEIUTEIHH CUIHAIIH,
BbB BPB3Ka C PUCKOBETE, KOUTO HE MOraT Ja ObJaT OTCTPAHEHH; Kak-
TO U

B) mpejocraBsHe Ha HHpopmaius 3a Oe3omacHocTTa (IpemynpekiaeHus/
Hpe/na3sHd MEpKH/IPOTHBOIOKA3AHUS) M, KOraTo € LeJechoOpa3Ho —
ocurypsiBaHe Ha OOydeHHe 3a MOTpeOuTeNuTe.

IIpousBoxurenure UHGpOPMUPAT MOTPEOUTENUTE 33 OCTATHUHUTE PUCKOBE.

IIpn orcTpaHsBaHETO MIM TPH HaMalsBAaHETO HAa PUCKOBETE, CBBP3aHM C
rpeuika npu ynorpedara, HIpOM3BOJUTEIIAT:

a) HamajsiBa BbB BB3MOYKHO Hal-rojisiMa CTEIIEH PUCKOBETE, CBBP3aHH C
E€PrOHOMHYHHUTE XapaKTEPHCTHKH Ha M3JEIMETO M CpelaTa, B KOSTO €
NpeHa3HAueHO J1a ObJe M3MO0NI3BAHO (IPOEKTHPAHE OT IJIeHA TOYKA Ha
Oe30macHOCTTa 3a MALUEHTUTE), U

§

~

NpeLeHsIBA TEXHUYECKUTEe 3HAHHs, ONHUT, oOpa3oBaHHe, OOyueHHE U
cpena Ha M3IOJN3BaHE, KOTaTro TOBAa € HPHIOKHMMO, KaKTO M 3/IpaBOC-
JIOBHOTO M ()M3MYECKOTO CHCTOSIHUE Ha LIEJICBUTE MOTPeOUTEeNH (MOJCIN
3a HECNELUATUCTH, POGECHOHATIHH MOTPEOUTEH, X0pa C YBPEKIAHUS
WIH IPYTH TOTPEOUTENN).

XapakTepuCTUKUTE U JICHCTBHETO HA HM3/EHETO He TpsOBa J1a ce 3acsrat
OTPHUILIATEIIHO, KOTaTO M3/EUETO € MO/UI0KEHO Ha HaTOBAPBAHUS, KOUTO HE
ca M3KIIOYEHM TP HOPMAJHH YCIOBUSL Ha ynotpeba, M Korato ce
MOAAbP)KA TMPABIIHO CBHIVIACHO HHCTPYKIUHTE HA MPOM3BOIUTENS, A0
CTEMeH, KOSATO MOXKE Ja 3acTpalld 3/paBeTo WM Oe30MacHOCTTa Ha
MalMeHTa, MOTPeOUTEeNs WIIM, KOraTo € INPHIOXKUMO, Ha JPYrH JIHLa,
npe3 MOCOYEHHsI OT MPOM3BOAUTENSI CKCIUIOATALMOHEH CPOK.

I/I3z{enm{Ta CC IPOCKTUPAT, IPOU3BEKAAT U OIIAKOBAT TaKa, Y€ XapaKTCpUc-
THUKATE UM M TAXHOTO JICHCTBHUE Ipu npeaBuaeHaTa yHOTpCGa HC C¢C
3acdaraT OTpUUATCIHO II0 BpPEME Ha TpaHCHOPTUpPAHE W CbXPaHCHUC,
HaripuMep 4Ype3 MNpoMsiHa Ha TEMIIEparyparta W BJIAXXHOCTTA, KOraTto ca
B3€TU IIpPEeABUA HHCTPYKUUUTC U I/IH(I)OpMaLII/IﬂTa, IpeaocraBeHu oOT
TIPOU3BOAUTECIISA.

Beuuky M3BECTHH W MPEOBUIMMH PHCKOBE, KAKTO M BCHUYKH HEKEIAHH
edekTH ce orpaHnuaBarT BBB BB3MOXKHO HAW-rOJsIMa CTEMEH H ca
MPUEMITIBH, KOTAaTO CE MPEIEHSBAT CIPSMO KOIMYECTBEHO OMPEICICHHUTE
MOTEHIMATHY TION3H 3 MAIMCHTHTE H/MIN MOTPpeOHTENs, POU3THIALIA OT
MPEIABUICHOTO JACHCTBHE HA W3ACIHETO NPH HOPMATHH YCIOBHS Ha
yrnorpeba.

I'JIABA 1I

MN3UCKBAHUA o OTHOULIEHHUE HA JENCTBUETO,

MNPOEKTHPAHETO U NNPOU3BOJACTBOTO
XapaKkTepuCTHUKH Ha JCHCTBHETO

Wznenusta ce MpoeKTHUpAT M MPOU3BEKIAT TakKa, 4e Ja ca MOJAXO/IH 3a
LeJIUTE 10 WIeH 2, TOYKa 2, TOCOYEHH OT IPOU3BOAMTENS, W IO
OTHOIICHWE Ha JICHCTBHETO, KOETO ca IpeJHAa3Ha4YeHW Ja IIOCTUTHAT,
KaTo Cce OTYMTa OOIIONPUETUTE HAH-HOBM HAyYHH IIOCTHDKCHUS.
Wznenusata wumar JACHCTBHETO, 3asBEHO OT MPOU3BOJMTENS, M IO-
KOHKPETHO, KOTaTo € MPHI0KUMO:

a) aHAJIUTHYHO JICHCTBHE, KaTO aHAJIWTHYHA YyBCTBHTEIIHOCT, AaHAIUTUYHA
CHeUpUIHOCT, BIPHOCT (OTKJIOHEHUS), MPEHU3HOCT (IOBTOPSIEMOCT U
BB3IPOU3BOMMOCT), TOYHOCT (IIPOM3THYANIA OT BEPHOCTTA M HPENn3-
HOCTTA), TPAaHWUIM HA OTKPUBAaHE U KOJHMYECTBEHO OIpPE/CIIHE,
QUana3oH Ha W3MEpBaHe, JHMHEHHOCT, TPAaHWYHH CTOWHOCTH, BKIIIO-
YHUTEJHO OINpPEAEIISIHE HAa MOAXO/SIIM KPUTEPUH 32 B3eMaHe Ha mpodu
OT YOBEIIKOTO TSUIO W padoTa M KOHTPOJ HA H3BECTHHTE CHOTBETHH
CHJOTEHHH W eK30TCHHHM B3aNMOJCHCTBUS, KPBCTOCAHNW PEAKIUM;
KaKTO M
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6) KIIMHUYHO HCﬁCTBHC, KaTo [JUarHoCctu4yHa 4YYyBCTBUTCIIHOCT, Auar-
HOCTHUYHaA CHCHI/I(bI/I‘IHOCT, TIOJIOKUTEIHA ITPOTrHO3HA CTOfIHOCT, OTpu-
narejiHa IIpOrHo3Ha CTOfIHOCT, CbOTHOLICHUE Ha BEPOATHOCTUTE,
OYaKBaHU CTOWHOCTH npu HOpMaJIHU W 3aCCTrHAaTH I'pylnn OT Haceye-
HHETO.

9.2. XapakTepHCTHKHTe Ha JCHCTBHETO HA W3JCIMETO Ce 3ama3BaT Ipe3
eKCIJIOATAIllMOHHUS CPOK Ha M3JEIHMETO, KAKTO € YKa3aHO OT IPOH3BO-
JTATEIISL.

9.3. KoraTo neiicTBHETO Ha U3/ENMATA 3aBUCU OT ynoTpebaTa Ha KaaubpaTopu
W/MIM KOHTPOJIHM MaTepHallid, METPOJOTMYHATa HPOCICAUMOCT Ha CTOMH-
HOCTHUTE, ONpEJeIeHN 3a Te3U KaauOpaTopH W/WIIM KOHTPOIHHM MaTepualH,
ce rapaHTupa 4pe3 NOAXOAAIM pedepeHTHH IpPOLEAypH 3a H3MepBaHe
/MM TOAXOASAIM pedepeHTHH MaTepuaad OT IMO-BUCOK METPOJIOTrHYeH
pen. Ilpu HanmuHoCT, 3a cepruduuupaHuTe pedepeHTHH MaTepuaad HiIn
pedepenTHHTE TpOLELYPU 332 M3MEPBaHE CE rapaHTHUpPa METPOJIOrMYHATa
MPOCIEJUMOCT Ha CTOHHOCTUTE, OIpeIeleHH 3a KaauOpaTopure U
KOHTPOJIHUTE MaTepUaly.

9.4. XapaKTepI/ICTI/IKI/ITC U JCHCTBHETO Ha M3JCIMETO Ce IpoBepsBaT
CIICHUaaIHO, B cnyqap"l Ye MOrar jJa ObJaT MOBJIHSHU TIIpU HM3IIOJI3BAHE Ha
U3JCIUETO 3a IpeaBuacHaTa ynorpeGa IIpyU HOpMAJIHU YCJIOBUS:

a) TPU W3JETUst 38 CaMOTECTBAHE — [CHCTBHE MPH H3IMOJ3BAaHE OT HECIie-
LHAJINCTH,

0) mpu U3JenaMs 3a TeCTBaHE HA MSCTO — JEHCTBHE B YCIOBHATA HA CHOT-
BeTHATa cpeja (HampuMmep B J0Ma HA MAIMEHTA, CHEHIHUTE OTACICHH,
JIUHEHKHTE).

10.  Xwumununu, GU3NYHA U OMOJIOTUYHHU CBOICTBA

10.1. Uspmenusita ce HpOEKTHpAaT M IPOM3BEKAAT Taka, 4e Ja Ce rapaHTHupa
U3II'BJIHCHUE Ha M3HMCKBAaHHUsATA 34 XapaKTepVICTI/IKI/ITe u ﬂeﬁCTBMeTO o
rnasa I.

OcobeHo BHMMaHue ce OOpbla Ha BH3MOKHOCTTA OT BIOIIABAHE Ha
AQHAIUTUYHOTO JeHCTBHE Mopaau (QU3MYecKa W/WiIM XMMHUYECKa HEChBMEC-
THMOCT Me)l(}ly H3I10JI3BAHUTC MaTepI/IaHI/I u l'lpO6I/ITe OT YOBCHIKOTO THJIO,
aHAJIMTBT WIK MapKepbT, KOHTO TpsiOBa Jia ce OoTKpue (Karo OMOJIOrMYHU
THKAHM, KJICTKH, TEJIECHH TEYHOCTU M MHKPOOPraHW3MHU), KaTo ce B3eMa
Hpe/IBUJI MPEHA3HAYCHUETO Ha W3JICIIUETO.

10.2. M3penusaTa ce mMpoOeKTUPAT, MPOU3BEKIAT U OMAKOBAT Taka, Y€ MaKCUMAIHO
Jla Ce OrPaHMYM PUCKBT OT 3aMBPCHUTENIN M OCTATHYHU BEILECTBA 3a MALH-
eHTHTEe (KaTo ce B3eMa MpeJIBHJI INPEAHA3HAYCHHETO Ha CBHOTBETHOTO
H37eNINe) M 3a JIMLATa, y4acTBAIM B TPAHCIIOPTA, CbXPAHEHHETO M YHOT-
pebara Ha wu3menusta. OcoOeHO BHHMMaHHE ce OOpbIIAa HAa THKAHWTE,
H3JI0KEHH Ha BB3JICHCTBHETO HAa 3aMbBPCUTENM M OCTAaThYHU BEIIECTBA,
KaKTO M Ha MPOABIDKUTEIHOCTTa U YECTOTaTa Ha BB3JCHCTBHE.

10.3. M3penusata ce MpOEKTUPAT M MPOM3BEXKIAT Taka, ye Ja Ce HaMalsaT 10
BB3MOKHO HaH-HHCKOTO pPa3yMHO HHMBO pPHCKOBETE€ OT BEIeCTBA HIIH
YACTHIM, BKJIKOYATEIHO OTMAABIIM OT W3HOCBaHE, MPOAYKTH OT
pasrpakiaHe M OCTaThLU OT MpepaboTKa, KOMTO MOTraT Ja Ce OTACNSAT OT
n3aenueto. OcobeHo BHMMaHue TpsiOBa ga ce OOpblla Ha BeIIeCTBaTa,
KOHTO Ca KaHLEPOICHHHM, MYTareHHH WIA TOKCHYHM 3a PEHpOyKIHsTa
chriacHo yact 3 ot mpuiokenune VI xkpM Permament (EO) Ne 1272/2008
na Eponeiickust mapmamenT u Ha ChBera ('), M Ha BelecTBara, KOUTO
HapyuiaBaT (YHKIMUTE Ha CHJOKPUHHATa CHCTEMa, 3a KOHMTO HMa

(Y) Pernament (EO) Ne 1272/2008 na EBpomneiickust mapiament u Ha CbBerta oT 16 1exeMBpu

2008 r. OTHOCHO KIacH(HIMPAHETO, CTUKETHPAHETO M ONAKOBAHETO Ha BEIIECTBA M
CMecCH, 32 M3MEHEHHe M 3a OTMsHa Ha jaupektuBu 67/548/EMO u 1999/45/EO n 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 IOCIEIHIH 33 YOBEIIKOTO
3[paBe U KOUTO ca MIACHTU(UIUPAHU CBIVIACHO HPOLEAypaTa Mo 4ieH 59
or Permament (EO) Ne 1907/2006 na EBponelickus napaamenT u Ha CbBe-

ta ().

10.4. M3penusata ce NpPOEKTHpPAT M TPOU3BEKAAT Taka, 4e Ja ce HaMalsiT,
JIOKOJIKOTO € BB3MOKHO, PUCKOBETE, MPEIM3BUKAHH OT HEIPEIBUICHO
MoMajaHe Ha BEHICCTBA B H3JCIUETO, B 3aBUCHMOCT OT H3ICIHETO |
€CTECTBOTO Ha cpelaTa, B KOSTO TO IIE CE W3MOJI3BA.

11.  3apaszsiBaHe U MHUKPOOHO 3aMbpCsIBaHE

11.1. M3penusara u mpouecuTe 3a MPOU3BOJACTBOTO UM C€ MPOSKTHpAT Taka, ye Ja
ce mpeMaxHe WIM Ja ce HaMallk, JOKOJIKOTO € BB3MOXHO, PHUCKBT OT
3apa3sBaHe Ha IOTPEOUTEINTE M KOraTto € INPHIOKHUMO — Ha JpYyrH
smna. JIn3aliHbT Ha M3ACITUETO:

a) MO3BOJISIBA JISCHO M 0€30IacHO H3II0JI3BAHE;

0) HamansiBa, JIOKOJKOTO € BB3MOYKHO, BCSIKO OT/CJsIHE HAa MHKPOOU OT
M3JICTMETO M/MIM MUKPOOHATa €KCIO3UIMS NP yrnoTpeda;

U, KOTaTo € HeoOXO1MO,

B) HE JIOMyCKa MHKPOOHO 3aMbpCsBaHE Ha H3/CIHETO IO BpeMe Ha
yrnorpeba, a MpH ChIOBE 3a ChXpaHEHHE Ha MPOOM OT YOBEIIKOTO
TS0 — PHCK OT 3aMbpCsBaHE Ha MpodaTa.

11.2. I/ISI[CIII/IHTa, BBpPXY YUUTO ETUKET € 0603Ha'-I€HO, 4e ca CTCPUJIHU, WU UMaT
creuualiCH MI/IKp06€H CTaTycC, C€ MPOCKTHUPAT, IIPOU3BEIKAAT U OIIAKOBAT I10
Ha4uH, KOUTO rapaHTvpa, 4€ KOraro ce€ IIyCKaT Ha I1asapa C€ 3alla3Ba
TsIXHaTa CTCPUIIHOCT U MI/IKp06€H CTaTyC Ipy CIlla3BaHE Ha yCJIOBUsATaA 3a
TpaHCIIOPTUPAHE W CBXPAHCHHUC, OIPCACICHU OT MPOU3BOAUTEISA 10
MOMCHTa Ha OTBapsAHE Ha OIIaKOBKaTa Ha MACTOTO Ha yHOTpC6a OCBCH
aKO HE € HapylICHa LEJIOCTTa Ha OIlaKOBKaTa, IoAAbpikalla CTCPUITHOCTTA
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 TMOAXOISIIN Bali-
JMpaHd METO[IH.

11.4. I/I3,I[CJ'II/I${T8., NnpeaHa3sHauYCHU 3a CTCpUIIN3alys, C€ INPOU3BEKAAT U OIIaKOBAT
B IOAXOJSIIN U KOHTPOJMPAHU YCIIOBUSI U CHbOPBIKCHUS.

11.5. Cucremure 3a omakoBaHe Ha HECTEPWJIHH HM3JENUs 3ama3BaT LEJIOCTTa U
YHCTOTATA HA MPOAYKTa M KOraTo € MPEABHICHO H3JelusTa Ja Ce CTepPH-
JM3UpAT Tpeid ymorpeba — OrpaHMYaBaT 0 MHHHUMYM pHCKa OT
MHUKPOOHO 3aMbpcsiBaHe; CHCTEMaTa 3a ONAaKOBaHE € MOJAXO/sImia 3a
MOCOYEHHSI OT TPOM3BOAUTENSI METOJ HA CTEPUIIN3ALIMS.

11.6. OcBeH W3MON3BAaHETO HA CHUMBOJIA, KOHTO YyKa3Ba, de W3Jenusira ca
CTEPUJIHH, TNIPH CTHKETUPAHETO Ha W3JeNHsATa Ce MPaBH pasrpaHHYCHHE
MEKIy WIACHTUYHH WM CXOJHH W3NS, MyCKaHH Ha ra3apa B CTEPHICH
W HECTCPUJICH BHJI.

12.  W3penus ¢ mMatepuanu OT OMOJIOTHYEH IPOHU3XOJ

Koraro n3nenusra BKIIOYBAT ThbKaHM, KIETKU M BELIECTBA OT KMBOTHHCKH,
YOBEIIKM WJIM MUKPOOEH MpOM3X0J, U300pbT HAa U3TOYHULUTE, 00paboT-
BAHETO, CbXPaHABAHETO, M3IUTBAHETO M paboTaTa C TbKAHM, KIETKH U
BEIECTBA OT TAKBB IIPOM3XOJ, KAKTO M IPOLEAYypHTE 3a KOHTPOJI, C€
U3BBPILIBAT TaKa, Y€ [a C& OCUI'ypH O€30IaCHOCT 3a MOTPEOUTENUTE MU
JpYTH JIULA.

(") Pernament (EO) Ne 1907/2006 na Esponeiickus napiament u Ha CbBera ot 18 nexeMBpu
2006 r. OTHOCHO perucTpaunusra, 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 OTHOIICHHUE Ha MI/IKpO6HI/I W Apyru TpaH-
CMHUCHUBHU arcHTU C€ OCUTYpsBa 4Ype3 MU3II0JI3BAHC HA BaJlMJUPAHU METOAU
3a CJIMMUHHPAHE WM WHAKTUBHUPAHE B XOJa Ha ITPOU3BOJACTBCHUS IIPOLEC.
ToBa Moxe ma He ce npujiara KpM HIAKOW U3JACIHA, aKO JIECTBUETO Ha
MI/IKPOGHHH n Apyrusd TPpaHCMHUCHUBEH arceHT € HEpas[ciiHa 4aCT OT Mpea-
Ha3HAa4YCHUETO Ha WU3JCJIIMETO MJIM KOraTo TOBa CJIMMUHUPAHE WM WHAKTH-
BHUpAHE oun Hapyumuio JICCTBHUETO HA W3JIEIUETO.

W3paboTBaHe Ha M3JEIMsITA U B3aUMOJEHCTBHE ChC CpejlaTa, B KOSTO Ce
HamMupar

. Korato wuspenuero e IpeaHa3sHauY€HO 3a H3I0JI3BaHC B KOMOMHAIHS ¢

IPYyrH H3Jeus Wi o0opyiBaHe, LislaTa KOMOHMHAIHUS, BKJIIOYHUTCIIHO
CBBp3BAlllATa CHCTEMa, € 0Oe30IacHa X HE HapyllaBa I[IO0COYCHOTO
IeiicTBHe Ha HM3IeNHATa. BCAKO orpaHHMuYeHHME HAa ymoTpebara Ha TaKaBa
KOMOMHAIMS CE I0COYBAa BBPXY CTHKETa H/WIM B MHCTPYKIMHTE 3a
ynorpeba.

. M3penusta ce mpoekTHpar M MPOU3BEkKAAT Taka, 4e Aa ce NMpeMaxHaT WiIH

HaMaAT, TOKOJKOTO € BB3MOKHO:

a) PHUCKBT OT YBpEKJaHE BHB BpPB3Ka C TEXHUTEC (PU3MYECKH Xapakre-
PHUCTHKH, BKJIFOYHTEIHO CHOTHOLICHHETO O0eM/HajsiraHe, pa3Mepure U
KOraro € 1eJIechbo0pa3sHO — eproHOMUYHUTE XapaKTEePUCTUKY;

6) PHUCKOBETE, CBBpP3aHU C Pa3syMHO [PEABUAMMU BHHIIHU BB3JICHCTBUS
WKW YCJIOBHS Ha OKOJIHaTa Cpe€Zia, KaTO MarHWTHO I10JI€, BbHIIIHU CJICK-
TPUYCCKHU U CICKTPOMArHUTHU BJIUAHUA, CICKTPOCTATUYCH 3apsn,
JIbYCHUEC BBB BpPb3Ka € JUArHOCTUYHH WJIM TEPAIICBTUYHU IIPOLEAYPU,
HaJIsirane, BJIAJKHOCT, TEMIIeparypa, KoJIcOaHHsI B HAJISTAHETO M YCKoO-
PEHHUETO WM PaAUOCMYIICHUS ]

B) PHMCKOBETE BbB BPb3Ka C M3IMOJI3BAHETO HA M3/EIUETO PH KOHTAKTa MY
C MaTepHalld, TeYHOCTH M BEIECTBA, BKIFOYUTEIHO M Ta30B€, HA KOUTO
€ M3JI0KeHO IPY HOPMAIIHU YCIJIOBHsS Ha ynotpeda;

I) PHCKOBETE BBB BpPB3KA C BB3MOXKHO OTPHLATEIHO B3aUMOJCHCTBHE
Mexxay copryepa m UT cpenmara, B KOSTO (DYHKIMOHHpPA M C KOSTO
CH B3aWMOJICHCTBA;

[[) PUCKOBETE OT cnyqaﬁHo TIPOHMUKBAHE Ha BEIIECTBA B U3ACIIHUECTO,

€) PHCKBT OT HENPABHJIHO HACHTU(HIMpPAHE HA MPOOHTE OT YOBEIIKOTO
TSUI0 U PUCKBT OT TOTPELIHH PEe3yNTaTH HANpUMep Mopajd 0ObPKBAIL
UBAT W/uian udpoB U/UiIK OYKBEH KOJ Ha ChIOBETE 3a ChbXPaHECHHE Ha
HPOOHUTE OT YOBELIKOTO TSUIO, Pa3ryIO0AEeMUTEe YacTH W/UIN NPHHAIIEK-
HOCTHUTE, W3MOJ3BAHHU C U3JENMATA, 33 [a CC M3BBPLIM H3MUTBAHE HIM
n3CIeBaHe, KakTo € NPEJIBUICHO;

)K) PHUCKOBETE OT BCSAKO MPEABUAUMO B3aMMOJICUCTBUE C Apyru usaeius.

. Uznenusara ce MPOCKTUPAT W MPOU3BEKAAT TakKa, 4€ Oa CE€ HaMalliAT B

MaKCHMallHa CTETIeH PHUCKOBETE OT MOXKap WM eKCIUIO3WS MPU HOpMaiHa
ynotpeba M B ciy4ail Ha exuHM4YHA noBpena. CrenuaaHO BHHUMaHHUE ce
oOpblua Ha W3ZENHS, YMATO NPEIBHACHA YHOTpeda BKIIOYBA EKCIIO3MIIUS
WM W3M0JI3BaHEe B KOMOMHAIWS ChC 3alaIMMU WM B3PHBHHU BEIIECTBA MIIH
BEIIECTBA, KOUTO MOTAT Jla PHUYHMHAT 3araiBaHe.
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13.4. W3penusta ce NPOEKTHPAT M IPOU3BEXKIAT TakKa, 4e HACTpPOIfBaHETO,
KaJMOpUpaHeTO U MOJAPBIKKATA Jla MOraT Ja Ce M3BbpLIBAT 0E30MacHO U
e()eKTUBHO.

13.5. Uspenusta, npeaHasHayeHH 3a (yHKIMOHHMpAHE C JPYrH H3JSNIHUsS WIH
HPOJYKTH, C€ MPOEKTUPAT U NPOM3BEKAAT TaKa, 4e ONepaTHBHATA ChbBMEC-
THMOCT U CBOTBETCTBUETO NOMEKIY MM Ja ca HAJSKIHM U OE30MacHU.

13.6. U3pmenusta ce HpOEKTHpAaT W TPOU3BEXkKAAT Taka, 4e Ja Ce YJIeCHsIBa
TAXHOTO O€30MacHO YHHMINOXKaBaHE U OOE3BPEXKIAHETO HAa CHOTBETHHUTE
OTIaJHU BeIIecTBA OT MOTPEeOHMTEeNs WIM APYTHM IHOA. 3a Ta3W el
MIPOU3BOUTENNTE OMPEACIIAT U U3MUTBAT MPOIETYPU U MEPKH, BCIEACTBHE
HAa KOMTO TEXHHUTE M3JENUs MOraT Ja ObaaT 0e30MacHO YHHIIOKEHH ClIe]
ynorpeba. Te3u mpoleaypu ce OMMCBAT B MHCTPYKLHUTE 32 ynorpeda.

13.7 Ckanara, 1o KOSTO C€ OTYMTAT HU3MEPBAHMATA, HAOIIOJCHHUATA WU
MamabsT Ha H300paKeHHATA (BKIIOYHTENIHO IPOMSHATA HA LBETa H
IPYrUTe BU3YaJIHM MHIUKATOPH) CE MPOEKTUPAT U NMPOHM3BEKIAT B CHOT-
BETCTBHE C CPrOHOMUYHUTC MPHHIUIN, KATO CC B3eMAT HPEABHI IPEIHA3-
HAYCHHUETO, ILICJICBUTE HOTPEOMTENN U YCIOBUATa Ha Cpenara, B KOSTO
M3JENHATA Ca MPEJHA3HAUYCHH 33 M3IOJI3BAHE.

14.  Uspenust ¢ u3MepBarenHa (QpyHKIUSL

14.1. U3penusTa ¢ OCHOBHA aHAJIUTHYHA M3MepBaTeNHa (GyHKIHMS ce MPOSKTHPAT
1 IPOM3BEXKAAT TaKa, Y€ Ja CE OCUTIYPH IMOIAXOSINO aHAIUTHYHO JeHCTBHE
chriiacHo pasnen 9.1, Oyksa a) oT mpuwiioxeHue I, Kato ce B3eMe MpeaBH]
HPEAHA3HAYCHUETO HA M3CIHETO.

14.2. V3mepBanusTa, HANpPaBEeHH Ype3 M3JENUsA C U3MepBaTenHa (GyHKUUs ce
u3passBaT B CTAHJAPTHU €IMHHUIM B CbHOTBETCTBUE C JlupekTuBa
80/181/EMO Ha Cnaera ().

15.  3ammra OT JIbYEHHE

15.1. Uspemmsta ce NpoeKTHUpAT, NPOU3BEKAAT W ONAKOBAT Taka, 4e 1a ce
HaMaJd, JOKOJKOTO € Bb3MOXHO, CKCIO3UIMATA HA JIbYCHHUE (IIPEABUACHO,
HETPEe/IBUICHO, MPEMHHATIO WM Pa3CcesHO) Ha TOTPEOUTEeNHTe WIN JIPYTH
JIMLA 110 Ha4YMH, CbBMECTUM C IpEAHAa3HAYCHHETO Ha H3JenusrTa, 0e3 ToBa
Jla OTpaHMYaBa MPUJIAraHETO Ha MOAXOAAIIATE IIOCOUCHN HMBA HA JIbUCHHC
3a TUArHOCTHYHM IIEITH.

15.2. Koraro usaeiijaTa ca InpeJaHasHauYCHU Ja H3J1b4BaT PHUCKOBO WIIM ITIOTCH-
LHAAJIHO PHUCKOBO ﬁOHH3HpaH.IO W/ HCﬁOHHSHpaLLIO JIBUCHHUE, JOKOJIKOTO
€ BB3MOKXHO TC:

a) ce MPOEKTHUpAT W MPOM3BEXKIAT Taka, 4e Ja Ce TapaHTHpa, 4e XapakTe-
PHCTHKHATE M KOJIMYECTBOTO HA M3IBYCHOTO JIBUYCHHE MOXE Oa Ce
KOHTPOJIUpA W/UJIM PEryjupa; KakTo U

0) ca cHaOneHM C BHU3YaIIHO M/WIM 3BYKOBO INPEIYNpPEKACHUE 33 TOBA
H3IIbYBaHE.

15.3. B uHCTpyKIMHUTEe 3a ynoTpeba Ha H3ACIHUATA, M3TBYBAIIA PHCKOBO HIIH
MOTEHIMAJIHO PUCKOBO JIbUYEHHE, CE ChAbpKa MoApoOHa MHpOpManms 3a
€CTECTBOTO HA M3IBYCHOTO JIBUCHHE, CpEeJACTBaTa 3a 3alldTa Ha
MOTPEOUTENST U HAYMHHUTE 3a M30srBaHEe HA HENpaBWIIHATA yrorpeba U 3a
HaMaJsIBaHE HAa PHUCKOBETE MPU HHCTAIMPAHETO, JOKOJIKOTO TOBA €
BB3MOXHO M HeoOxoaumo. [locouBa ce u uHpoOpManus 3a NpUEMaHETO U
M3IHUTBAHETO HA JICHCTBHETO, KPUTEPHUTE 3a NMPUEMaHe M IpoIeaypaTa 3a
MOAJPBKKA.

16.  Ilporpammpyemu ejeKTPOHHHM CHCTEMH — M3/IEJIHs, BKJIIOUBALIN B ChCTaBa
CH IIPOrpaMHUpyeMH €JIEKTPOHHH CHCTEMH U cO(Tyep, KOHTO cam 1o cede
CH IIPEe/ICTaBIIsIBA U3JEIHe

(") Hupexrusa 80/181/EMO na Cusera ot 20 nexemBpu 1979 r. 3a cOmmkaBaHe Ha 3aKo0-
HOJ/IaTeJICTBATAa HA JbP/KABHTE WICHKH OTHOCHO MEPHHTE CIMHULM W 3a OTMsHA Ha
Jupexrusa 71/354/EMO (OB L 39, 15.2.1980 r., ctp. 40).
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16.1.

16.2.

16.3.

16.4.

17.1.

17.2.

17.3.

17.4.

17.5.

18.
18.1.

WznenusaTa, BKIIOYBAIM B CBHCTaBA CH IPOTPAaMHPYEMH EIEKTPOHHHU
CHCTEMHM, BKIIIOUMTETHO codTyep, i codryep, KOHTO caMm 1o cebe cu
NIPEACTAaBIsIBA M3/EJINE, Ce NPOEKTHpAT Taka, 4e 1a TapaHTUpaT IOBTO-
pSIEMOCT, HAACKIHOCT U JACHCTBHE CBHOOPA3HO TPEABHJCHATa UM
ynotpeba. B ciywait Ha eamHWMYHA MOBpena ce MpUeMaT HEeOoOXOIMMHTE
MEpKHU 3a OTCTpPaHSBaHE WINM HaMaJsBaHE Ha IOCIE/BAIUTE PUCKOBE WM
HapyUIeHUs Ha JIEHCTBUETO, JOKOJIKOTO TOBA € BB3MOXKHO.

3a u3menusITa, BKIIOYBAIIM B ChCTaBa cu codTyep, WM 3a codryep, KOUTO
caM 1o ce0e CHM TpEeACTaBIsiBA M3AeNNe, COPTyepbT ce pa3paboTBa M
[pOU3BEXkKJA Bb3 OCHOBA HAa HAW-HOBHTE HAYYHH NOCTH)KCHHUS, KaTto ce
OTYMTAT MNPUHIHMINTE HA IMKBJIA Ha pa3paboTBaHe, YIPaBICHHETO Ha
PHCKa, BKIFOUUTEIHO MH(pOPMAIMOHHATA CHUTYPHOCT, TPOBEpKaTa M BalH-
JIUPAHETO.

CodryepsT 1o HacTOAMS pasjel, HPEJHA3HAUECH 3a U3IOJI3BaHE B
KOMOUHAUUs ¢ MOOMJIHM KOMIIIOTBPHU IUIAT(OPMH, CE€ HPOEKTHUpPA U
MPOU3BEXK/A, KaTO Ceé B3eMaT HPEIBHJ KOHKPETHHTE XapaKTepPHUCTHKH Ha
MoOmiHaTa miardopma (HanpuMmep pasMep M CbOTHOLIEHHE Ha KOHTpAcTa
Ha eKpaHa) U BbHIIHUTE (JAKTOPU, CBBP3aHH C H3IOI3BAHETO My (IIpo-
MEHSIA Ce Cpesia 110 OTHOIIEHHE HAa CBETJIMHATA MM IIyMa).

[pon3BOAUTENUTE YCTAHOBSABAT MHHHMAIHNATE M3UCKBAHMS 3a Xapiayepa,
xapaktepuctukute Ha UT Mpexnre u HHPOPMAIMOHHO-TEXHOIOTHIHHUTE
MEpKH 3a CHTYPHOCT, BKJIIOUHMTEIHO 3alIdTarta Cpelly HEMO3BOJICH
JOCTBII, KOATO € HeoOXoJnMa, 3a Ja MOXe COopTyepbhT Aa (yHKIHOHHpA
[0 TIpeIHa3HAYCHHE.

W3penus, cBbp3aHM KbM EGHEPrHEH W3TOYHUK WM OOOpY/BaHU C TaKbB
U3TOYHHUK

B cnyqaﬁ Ha ¢JIMHHU4YHA [OBpEJa, BbB Bpb3Ka C HU3JCJIHUS, CBBP3aHU KbM
CHECPTU€H U3TOYHUK, WIN 060pyL[BaHI/I C TaKbB M3TOYHHUK, CE€ NpeanpueMar
HCO6X0[[I/IMI/IT€ MEPKHU 3a OTCTPAHSABAHC WIHM HaMaJIsIBAHE Ha IOCJICABAIIIUTE
PHUCKOBE, TOKOJIKOTO TOBAa € BB3MOXKHO.

W3penusaTa, npu KOUTO O€30MAaCHOCTTA HA MAIMEHTA 3aBUCH OT BBTPELICH
HM3TOYHMK HA EHeprus, ca CHAOJEHH C amaparypa 3a ONpejelsiHe Ha
CBCTOSIHMETO Ha W3TOYHUKA HA CHEPTUs U C MOJIXOAIIO MPeayNpekacHue
WIM yKa3aHHe 3a TOBAa KOra KamalUTeThT Ha M3TOYHHMKA HA EHeprus
JOCTHI'a KPUTHYHA TOYKa. AKO € HEeoOXOAMMO, TOBA MPEIyNpexkacHHE
WIM YyKa3aHHEe ce JaBa MpeAd HM3TOYHMKA Ha EHEprus Ja IOCTUTHE
KPUTHYHA TOYKA.

Wznenusrta ce IPOCKTHUpAT W IPOU3BEKAAT Taka, Y€ HAOKOJKOTO €
BB3MOXXHO B IIpe€ABUJICHATA 3a TiAX pa60THa cpeaa pUCKOBETC OT
Cb3aBaHE Ha CJICEKTPOMArHUTHU CMYIIEHUsI, KOUTO MOraTr aa IIOBJIUAAT
Ha JCHUCTBHETO Ha BBIIPOCHOTO WJIM Ha APYru U3ACIUSA WU allapaT, Jaa
6LZ[aT MHUHHUMAJIHU.

WznenusaTa ce MpOEKTHPAT M MPOM3BEXKAAT TaKa, Y€ Ja OCUTYpsBAT HHUBO
Ha BBTPEIIHA YCTOHYMBOCT Ha €JIEKTPOMArHUTHH CMYIICHUS, KOETO Ja €
MOAXOJIIIO, 33 1a UM IO3BOJIM Jia paboOTAT 10 NpeAHa3HaYCHHE.

WznenusaTa ce mNpoekTUpaT M NPOU3BEKAAT Taka, dYe JOKOJIKOTO €
BB3MOXHO Ja ce M30erHe PHUCKBT OT CIy4yalHM TOKOBH YyJapu Ha
MOTPEOUTENST MM JPYro JMIE NPH HOpManHa ynoTtpeba Ha M3aenusra u
Opy  eJMHUYHA MOBpela Ha M3AENHMATA, KOraTo ca HWHCTAIMPAHH U
HOIbPIKAHU CHOpPE] MHCTPYKLHMUTE Ha MPOU3BOAUTEIS.

3aIIII/ITa OT MCXaHWYHU U TOIUIMHHU PUCKOBE

Wznenuata ce mMpoeKTHpaT W TPOM3BEXKAAT Taka, 4€ JAa Mpeanas3Bar
MOTPEOUTENIUTE MM APYTH JIHIA OT MEXaHUYHH PHCKOBE.
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18.2.

18.3.

18.4.

18.5.

18.6.

18.7.

18.8.

19.

19.1.

W3penuata ca A0CTaTBUHO YCTOMUMBU IPH INPEABUIEHUTE YCIOBHsA Ha
¢dyukuuonupane. Ilpu crmasBaHe Ha UM3MCKBAHMATAa 3a IPOBEPKA H
MOAJPBAKKA, ONpPENENeHH OT IPOU3BOAUTENS, U3JEIHATa HU3IbpXKAT Ha
HATOBapBaHMATA B PaMKUTE Ha IpeJBHJIEHaTa pabOTHA Cpela W OCTaBaT
YCTOHYMBH 110 BpeMe Ha EKCIUIOATALMOHHUS MM CPOK.

HpI/I u3Je/iis, KOMTO Cbhb31aBaT PUCKOBE IOpaau HaJIU4YUEC Ha ABUKCLIU CC
4acTH, CYYINBAHC WJIM OTKBCBAHC HA KOMIIOHCHT MWW HW3THYaHE Ha
BEIIECTBa, CC IHpeanpueMar HeoGXOI[PIMI/ITe 3allUTHA MCPKHU.

Besiko mpenma3Ho ycTpOHCTBO, BKIIOUEHO B HM3JIEIHETO, MO-CIEHHATHO C
LNl 3allMTa CpPelly JABHKEIIUTE Ce YacTh, ¢ Oe30MacHO M HE MpeYd Ha
HOPMAIHOTO (PYHKIMOHHPAaHE HAa HW3/EIHUETO, HUTO OTPaHWYaBa BBH3MOXK-
HOCTUTE 3a HEroBaTa HOpPMalHA MOAJAPBKKA, KAKTO € TMPEABHICHO OT
TIPOU3BOIUTEIS.

Wznenusra ce IIPOCKTHUpAT W IIPOU3BEKAAT TakKa, 4€ Ja C€ HaMalsiT 10
MHUHUMYM PHCKOBETEC OT I'CHCPUpPAHU OT HU3ACIUATA BI/I6paI_[I/II/I, KaTto c¢€
OTUMTAT TEXHUYCCKHUAT NPOTrpeC U CHUICCTBYBALIUTE CPEACTBA 3a Or'paHU-
YyaBaHC Ha BI/I6paI_[PII/ITC, 0CO0CHO IIpy  HW3TO4YHHKA, OCBCH KOraTto
BI/I6paI_II/II/IT€ ca 4acT OT ITOCOYEHOTO JICUCTBUE.

W3nenusta ce mpoekTupaT M IMPOU3BEXKIAT Taka, 4ye Ja ce HaMasT A0
MUHUMYM PHCKOBETE OT M3TBYCHHMS LIYM, KaTO CE OTUUTAT TEXHUYECKHAT
IpOrpec M ChIECTBYBAIIUTE CPE/ICTBA 332 OrpaHMYaBaHE Ha LIyMa, OCOOCHO
IIPU M3TOYHUKA, OCBEH KOraTO W3TBYCHUAT LIYM € 4YacT OT [1OCOYEHOTO
neicTBuUe.

TepMmuHanuTe W CBBP3BAIIUTE YAaCTH KbM H3TOUHHIM HA EJIEKTPHUYECTBO,
ra3, XHAPAaBINIHA WM ITHEBMaTHYHA €HEPTHUs, C KOUTO TMOTPEOUTENAT HIN
Ipyro juie TpsOBa na paboTH, ce MPOEKTHPAT W KOHCTPYHpAT Taka, 4e
BCHUYKU BB3MOKHHM PHCKOBE Jla Ca MUHHMAIHH.

FpeIJ_IKI/ITC, KOHUTO MoOrar Ja C€ HalpaBsaT HPpU MOHTaX WK CMsHA Ha
OnpeaeicHU YacTh U KOUTO Ouxa Morjiu Ja Cb3JalaT pUCKOBE, C€ Npea-
OTBpATAT YPE3 NPOCKTUPAHETO WM KOHCTPYKIUATA HA TE3U YaCTHU UJIK aKO
TOBa € HEBB3MOXKHO — HYpE3 I/IH(I)OpMaI_II/IS[ BBpPXYy CaMHUTC 4YaCTu W/
KOXYCUTE HUM.

Coiiara nHdopmalys ce MpeicTaBs BbPXY JBHKCIIUTE CE YacTH W/HIM
TEXHHUTE KOXKYCH, KOTraTo MOCOKAaTa Ha JBMXKEHHE TPsOBa 1a € W3BECTHA,
3a 1a ce n30erHe PUCKBT.

JlocThIIHUTE YacTH HA U3/ENUATa (C M3KIIOYEHHE HAa YaCTUTE WM 30HUTE,
MIpeAHa3HAYCHN []a W3ThbUBAT TOIUIMHA WM Aa CEe HarpsBaT A0 ONpeaelcHa
TeMIepaTypa) U CbCEIHUTE UM YaCTH NIPU HOPMAJIHH YCJIOBHS Ha yHmoTpeba
HE JOCTHUraT MOTCHIMAJIHO ONAaCHH TEMIIEPaTypH.

3amuTa OT PUCKOBE, CB3AAACHU OT U3ACIIMsA, NPEAHA3HAYCHU 3a CaMo-
TECTBAHC WJIM TCCTBAHC Ha MACTO

WznenusaTa 3a caMOTEeCTBaHE WIJIM TECTBAaHE HA MSICTO CE€ MPOEKTHpAaT M
MPOU3BEXKIAT TaKa, ue Ja (PYHKIHOHUPAT MPABUIIHO CHIVIACHO NpPEIHA3HA-
YEHHETO CH, KaTO CE€ OTYMUTAT YMEHHUSTA M CPEACTBaTa, C KOUTO pasroiara
LEJEeBUAT TOTPEOUTEN, KAKTO U BIMSHHETO HA IPOMEHUTE, KOMTO MOTaT
000CHOBaHO Ja ce MpeABHIAT B TEXHHKATa M Cpelara Ha IeJICBUS
notpebuten. MubopmanusaTa 1 MHCTPYKLUUUTE, NPEJOCTABEHN OT IPOU3BO-
JMTENIS, ca JICCHH 3a pa30upaHe M HpHJIaraHe OT LEeNICBUsl NOTpeOuTel, ¢
[eJl TPaBMIIHO THJIKYBaHE HA IIOCOUCHHTE OT H3JACIUETO pEe3ylaTaTH M
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19.2.

19.3.

n3bsareaHe Ha 3abmyxknaBama uHGopManua. [Ipm TecTBaHe Ha MACTO
nHdopManuaATa M HMHCTPYKIMHUTE, IIPEAOCTaBEHH OT IPOM3BOJMUTENS,
[I0COYBAT SCHO HUBOTO HA OOyd4eHHe, KBATM(UKALUUTE W/HUIH TPOodecho-
HaJIHHS OIIUT, KOUTO CE M3MCKBAT OT HOTPEOHTEINs.

WznenusaTa, mpeaHa3sHa4deHH 3a CaMOTECTBAaHE HMJIM TECTBAHE HA MSCTO, CE
MPOCKTUPAT U MPOMU3BEXKIAT TaKa, de:

a) Jla rapaHTHpaT, 4Ye M3/IeIMETO MOXKe Jia ObJe M3M0a3BaHO Oe30macHo U
TOYHO OT IIeJIeBUs IOTPEOUTE]1 Ha BCUUKHU €Tal OT IpOoLesypara, ako e
HEOOXOJMMO — CJIeJl OCUTYpSIBAHE Ha MOJXOJAII0 OOydeHHe H/HIn
nHpopMmanys; KakTo U

6) Jla HaMaJIsIT BbB BB3MOXKHO HaAW-TOJIIMA CTETICH puCKa OT I'pCIIKa Ha
OEICBUA HOTpeGI/ITBH pu pa60Ta C U3IOCIUETO U aKO € IMPUIIOKUMO —
C Hp06aTa OT YOBEIIKOTO TsJI0, KAKTO U IIPU UHTEPIPETUPAHE HA PE3YII-
TaTHUTE.

Korato e BB3MOXHO, H3ICNHATA, NPEIHA3HAYCHH 3a CAMOTCCTBAHC HIIH
TECTBaHE Ha MSCTO, BKJFOYBAT MPOLEAYpPa, HYpe3 KOATO ILENCBHUAT
noTpeduTeN:

a) MOXKE JHa HOpoBEepu 10 BpEME Ha yHOTpe6aTa Jlaji  U3JACITHUCTO
(1)yHKI_II/IOHI/Ipa, KaKTO € IpeABUACHO OT IMPOU3BOAUTEIIS;, KAKTO U

0) OuBa mpeaympexaaBaH, aKO M3IEIHETO HE MPEACTaBH BaIMACH
pesyunTar.

I'IABA 11T

MN3UCKBAHUSA 3A HWH®OPMAIMUATA, MNPEJOCTABSHA C

20.
20.1.

U3AEJIUETO
Etuxer u nHCTpyKUMH 3a ynoTrpebda
OO0wwM M3UCKBaHUS 32 MHGPOPMALMATA, NPEAOCTABSIHA OT MPOU3BOAUTEIS

Besiko n3zpenue ce npuipyxasa oT MHGOpMALMs 32 UISHTUDUIMPAHE HA
U3JEIUeTO U IPOU3BOJUTEINS My U OT BCsKakBa MH(OpManus 3a Ge3omac-
HOCTTa M JEHCTBUETO, OT 3HAYEHUE 3a MOTPEOMTEN MM 3a APYro JHUIIE,
B 3aBUCHMOCT OT ciy4as. Tasu uH(oOpManus MoXe Ja € Ha CaMOTO
u3jleNiie, Ha ONAKOBKAaTa WM B HHCTPYKLHUHTE 3a yNorpeda M ako
HPOU3BOIUTENAT HMMa yeOcaiT — ce TmocouyBa M aKTyalu3upa Ha
yeOcaiita, KaTo ce B3eMa IPEIBHUJ CIEIHOTO:

a) HOCHTENSIT, (GOpPMATHT, CBHIBPKAHMETO, YETIMBOCTTA M Pa3MoNo-
JKEHHETO Ha CTHKeTa H Ha WHCTPYKIMHTE 3a ymotpeba ca
MOIXO/MIIIM 32 KOHKPETHOTO W3/eIne, NPECAHA3HAYCHHETO My H
TEXHHYCCKUTE 3HAHUS, OMHT, 00pasoBaHHE MM OOydeHHE Ha Iieie-
Busi(te) morpeduten(u). [To-KOHKPETHO MHCTPYKLUHMHTE 3a ymoTpeda
ca pelaKTHPaHH IO JIECHO pa3bupacM HA4YMH 3a IIEJCBHS MOTPEOHTEN
U, aKO € MOJXO/INO, Ca JOIBIHCHH C YEPTEKH U JHATPaMHU;

0) uHdopmaruaTa, KOSATO TpsOBA 1a € IO0COYEHA BbPXY ETHKETa, ce
HpeJcTaBs Ha CaMOTO M3JeiIHe. AKO TOBA € HEBB3MOXKHO HIM HEIo-
X010, YacT OT MHPOpMALMATA WIM Ls1aTa UHYOPMALHS MOXKE J1a
ce I0COYM Ha ONAKOBKAaTa Ha BCsKa €AMHUMYHA Opoiika. Ako He e
BB3MOXKHO []a MMa MHAUBHAYaJIHA IThJIHA €TUKeTHAa MH(OpMaLus Ha
BCsIKa eJMHMYHA Opoiika, MH(pOpMaLUATa Ce IOCOYBa HAa OIAKOBKATa
Ha MHOXECTBO M3/IEINHS;

B) ETHKETHTE CE€ MPEJACTaBAT BBHB (hopmar, pa3bupaeMm 3a xopara, U
MOraTr Ja ce JONBIHAT ¢ HH(OpMauus, KOSNTO Ce pa3uyura OT
MalliHa, KaTro HampuMep pajnouecTOTHA HACHTHOUKAIMSI WK
OapkonoBe;
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20.2.

I) MHCTPYKIMHUTE 3a ymoTpeba ce ocurypsBaT 3aeiHO ¢ m3zenusra. B
HQJUIEKHO OOOCHOBAaHM W M3KIIOUUTEIHHN CIyd4an obade He ce
WM3UCKBAT MHCTPYKIUH 3a yHmoTpeba WM Te MOXE Ja CE CBKpaTsT,
aKO M3JEIHMETO MOXE Ja Ce M3MOJ3Ba 0OE30IIacHO M KaKTO € Mpef-
BUJICHO OT MPOM3BOJMTENS 0€3 TAKMBA WHCTPYKIMH 33 yNoTpeOa;

1) KOTaTO MHOXECTBO H3/enus (C M3KIIOYEHHE Ha M3AEIHATA, TPEIHA3-
HAQUCHM 3a CAMOTECTBAHE WM TECTBAaHE Ha MACTO) C€ JOCTaBST Ha
e/IMH TOTPeOUTEN W/WIM MSCTO, MOXKE Ja Ce MpPEJICTaBU CaMO €IUH
€K3eMIUIIpP HAa HHCTPYKIMHTE 3a ymnoTrpeda, ako KyImyBaybT €
CBIIACEH, KaTo MPU BCAKO IMOJOKCHNWE TOW MOYKE Ja M3HMCKa Jla My
ObaaT jocTaBeHH OE3IUIATHO JOIBJIHUTEIHH E€K3EMILIIPH;

€) KOraTo M3JEJIHEeTO € MpeJHa3HaueHO caMo 3a NpoQecHOHaTHa
yrnoTpeba, MHCTPYKIMUTE 3a yrnoTpeda MoXke Ja ce MpPEeNOCTaBAT Ha
NOTpeOUTENs Ha HEXapTUeH HOCHUTEIN (HalpHMep eJICKTPOHEH), OCBEH
KOTaTo W3JEIHETO € MpeJHa3HA4eHO 3a TECTBAHE HA MICTO;

X

N2

OCTaThbYHHUTE PUCKOBE, 32 KOUTO IMOTPEOUTEIAT H/WIN JPyro JUIE
TpsgOBa 1a OBJAT YBEJIOMEHHM, CE€ BKIIOYBAT B IPENOCTaBSIHATa OT
npousBoauTelst nHGopManus nojx GpopmaTa Ha OrpaHUYCHUsSI, TPOTH-
BOIIOKA3aHUsA, MPEANa3sHN MEPKHU I TPEIyIpPEeKACHNS;

3) KOrato € LenechoOpa3HO, TIPefoCTaBeHaTa OT IPOU3BOAUTENS
uH(oOpMaLUs BBPXY €THKETa, BbpXY OIAKOBKATa, B HHCTPYKLUHTE
3a ynorpeba M, KOraro € IpUIIOKUMO, Ha yeOcaiiTa Ha IPOU3BO-
JUTENIs WM TIPEJOCTaBeHa OT INPOU3BOAUTENS IO JAPYr HAayMH, Ce
npezcTaBs moj ¢opmara Ha MEXITYyHAPOIHO HPHETH CUMBOJH, KaTo
ce B3eMar MpeaBHJ LeaeBUTe noTpedurenu. Bceeku wusnmonspan
CHMBOJI WIM HICHTH(QUKAMOHEH IBAT OTTOBaps HA XapPMOHH3HU-
panute cranmapra wm OC. B obmactute, B KOMTO HAMAa XapMOHH-
supanu cra”gapti uau OC, B IpefocTaBeHara C H3JEIMETO JOKY-
MEHTaIUsl C€ ONMCBAT CUMBOJIMTE U IIBETOBETE;

1) KbM H3JICIUATA, ChIBPIKALIM BEIIECTBO MM CMEC, KOSTO MOXKE Ja ce
cueTe 3a OlacHa MPEABUJI €CTECTBOTO, KOJIMYECTBOTO M (hopmara Ha
CBCTABKHMTE M, C€ MNpHJIAaraT ChOTBETHHTE M3UCKBAHUS 3a ITUKTOT-
pamMHTe 3a OIACHOCT M ETHKETUPAHEeTO, NpPEABUICHH B Perimament
(EO) Ne 1272/2008. Korato HsiMa JOCTATHYHO MSICTO 3a MOCTaBSHE
Ha IpUIata MHGOpPMAIMS BBPXY CaMOTO H3/eNHE WM eTHKeTa My,
CHOTBETHUTE MHMKTOTPAMHU 3a ONACHOCT €€ MOCTAaBAT BBPXY €THKETa,
a ocraHanata wuH(opMaums, wusuckBana c¢ Permament (EO)
Ne 1272/2008, ce mpencraBsi B WHCTPYKIMHUTE 3a ymoTpeda;

i) Mo OTHOLIEHHE Ha HMH(OPMAIMOHHHUTE JIUCTOBE 3a OE30IACHOCT ce
mpunarat pasmopenoure Ha Permament (EO) Ne 1907/2006, ocBen
KOrato IpijiaTa ChOTBETHAa MH(OpMalus Bedye He € NPEeJoCTaBeHa B
MHCTPYKLIHUHTE 32 yHnoTpeda.

Wudopmanus BbpXy eTHKETa

ETHkeTsT chabpika BCUUKH JaHHHU MO-I0ITY:

a) HUMETO WA THPTOBCKOTO HAMMCHOBAHHME HA HU3ACIUETO,

0) moapoOHa mH(OpMAaIHs, CTPOro HEoOXOaMMa Ha MOTpeOUTENs, 3a Ja
UaCHTHGHUIMpPA U3CIHETO, M KOTaTto He € SCHO 3a MOTpeOHuTeNns — u
NpeIHa3HAUCHUETO Ha HM3IICIHETO;

B) HAaUMEHOBAaHUETO, PErHCTPUPAHOTO THPrOBCKO HAWMEHOBAHHME WU
perucrpupaHara THPrOBCKa MapKa Ha HPOM3BOJMTENS M ajpeca Ha
PErucCTPUPaHOTO My MSICTO Ha CTONAHCKA JIEHHOCT;

r) aKko PErHCTPUPAHOTO MSCTO Ha CTOIAHCKAa NEHHOCT Ha MPOHM3BO-
nutenst ¢ m3BbH Chr03a — MMETO Ha YITBITHOMOIICHHS PEACTABUTEN
M ajpeca Ha PETUCTPHPAHOTO MSICTO Ha CTOIMAHCKa JCHHOCT Ha yIThJl-
HOMOIICHHS TPEACTABUTEI;
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n)

e)

)

3)

K)

)

H)

0)

)

p)

<)

)

a ce 0003HAYM JTANTM M3/ICINETO € MEAUIIMHCKO H3/elIHe 32 HHBHTPO
JIMarHOCTUKA WM aKO W3JCIIMETO € ,U3JIe/INe 3a H3IUTBaHE Ha
JieicTBHETO™, TO3U (haKT J1a ce MOCOYH;

HOMEp Ha MapTHIaTa WIA CEPUCH HOMEP Ha W3JEIHeTO, Npej-
mectBaHo ot aymute ,,HOMEP HA TIAPTUJA® wmm ,,CEPUEH
HOMEP* unu exBUBajJe€HTEH CHMBOJI, B 3aBUCHMOCT OT TOBa KO€ €
ITOIX OISO,

HocutensaT Ha UDI mo unen 24 u yact B ot mpunoxenue VI;

SICHO TI0COYEH KpaeH CPOK 3a 0e301acHO HW3IMOJI3BaHE Ha M3/ICIHETO,
0e3 ja ce BiolIaBa JCHCTBUETO MY, C yKa3aHH Hai-MalKO TOJHHA U
Mecell, a Korato € Ienechbo0pa3Ho — M JIeH, B MOCOYEHATa MOCIe/-
OBAaTEIHOCT;

KOraTo HE € II0COYCHA JaTara, J0 KOSTO H3JEIHETO MOXE Ja ce
n3nomsBa 0e30IMacHoO, Ce yKasBa JaraTa Ha HpPOU3BOJCTBO. Tasm
JlaTa Ha MPOM3BOJICTBO MOXKE Ja CE€ BKJIIOYM KaTO 4acT OT HOMepa
Ha TapTUAaTa WA CePUHHHS HOMEp, NPH YCIOBHE Ja € SICHO ONpes-
ennMa;

KOrato e Iejecho0pa3Ho, MOCOYBaHE Ha HETHOTO KOJIMYECTBO Ha
ChABPKAHUETO (Terao, obeM WM MmpedposBaHe MM 4pe3 KOMOH-
HUpaHEe Ha TE3W HAYMHM, WIM 10 JPYr HAYMH, KOHTO TOYHO Ja
OTpassiBa ChAbPIKAHMETO HAa OINAKOBKATa);

MOCOYBAHE HA BCHYKH TNPWIOKHMH CIICHHATHNA yCIOBHS Ha
ChXpaHeHHEe W/uiau paboTa ¢ M3EIHETO;

KOraro € HnpujoXUMO — IIOCOYBAHEC Ha CTCPUIIHOTO CHCTOAHUE Ha
U3JACJIIMETO U Ha METOAAa 3a CTepuwiausanus, WIK II0COYBAHE Ha
CIiCUaJIHUA MI/IKPOGCH CTaTyC WU CbCTOSTHUEC HA YUCTOTA,

MpeynpexIeH s WIK Npearna3sHd MepPKU, KOUTO € HeoOX0AUMO a ce
CBEJAaT Ha HEHNOCPEACTBEHOTO BHHMMAaHME Ha [OTpeOMTENns Ha
U3JIeMMeT0 WM Ha apyro June. Tasu uHdopmaunus moxe na ce
CBelE JO0 MHMHMMYM, HO B TaKbB Cilydail B MHCTPYKLMHUTE 3a
ynorpeba ce mpejcrass Ho-moApoOHa nHdopMalus, KaTo ce B3eMaT
HpeBU LEJIeBUTE M0TpeduTeNy;

aKo MHCTPYKIMHUTE 3a yrnorpeba He ca NPeJIOoCTaBeHH Ha XapTHEH
HOCUTEN B ChoTBeTcTBHE C paszgen 20.1, OykBa e) — yka3aHue
JIaJM ca JIOCTBITHM (WM HAJINYHH) M aKO € NMPUIIOKUMO — aJpechT
Ha yeOcaiita, KbIECTO MOXKE Ja OBJaT M3MOJ3BAaHM 3a CIPAaBKa;

KOraTto € NpHuJIOKHMMO, BCUYKH CICIUATIHN YKa3aHWsA 3a pa60Ta;

aKO H3/IENIMETO € 3a eJHOKpaTHa ynoTpeda, Ja ce I[OCOYM TOBa.
Yka3aHMEeTO Ha NMPOU3BOAUTEINS 32 €JHOKpAaTHATA yHoTpeda e mocnes-
osatesiHo B nenus Cbios;

aKO M3JCJIMETO € 3a CaAMOTCCTBAHC WM TECTBAHEC Ha MACTO —
IIOCOYBAHE HA TO3H (baKT;

KoraTro 6'I>p3I/IT€ aHaJIM3u HE Ca IPEAHA3HA4YCHU 3a CaMOTCCTBAHC WU
TECTBAHE Ha MACTO, USPUYHOTO UM HU3KIIFOYBAHEC OT €TUKETA;

Koraro Ha60pI/ITC OT H3ACIHUsA BKIKOYBAT OTACITHHM PEAKTHUBU U
U3JCJIHAA, KOUTO Ca NMPEAOCTaBEHU KaTO OTACIHU HU3ACIHsA, BCAKO OT
TE€3U HU3ACIHA OTroBapsd Ha HN3UCKBAHUATA 3a CTUKCTUPAHETO 110
HACTOAIIMA pa3feil U Ha M3HUCKBAHUATA HAa HACTOAIIMA PETIIAMCHT,
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20.3.

20.4.
20.4.1.

y) U3OCIIUATa U OTACITHUTE KOMIIOHCHTH C€ I/IZ[eHTI/I(bI/II_[I/IpaT, Koraro €
IIPUJIOKHUMO, KaTo MNapTHAH, 3a [Aa C€ Ha/ic BB3MOXKHOCT 3a IIpel-
IIpUEeMaHe Ha BCIKO HeJ’ICC'LO6p2_3HO JIeicTBUE 3a OTKpHUBaHE Ha
TIOTCHIUAJICH PUCK OT U3JACIUATA U ACMOHTHUPYEMHUTE KOMIIOHCHTH.
HOKOJ’IKOTO € BB3MOXHO M IIOAXOMAIIO, HHq)OpMaHHHTa CE€ Imoco4yBa
BBpPXYy CaMOTO HU3ACIINC I/I/I/I.III/I, Korato € Inoaxosmo, BbpXY
THPTOBCKaTa OITAKOBKa,

(1)) C€TUKETHT Ha MU3JCIIMATA 34 CaMOTECTBAHC CbAbpXKaA CICAHUTE NaHHMU!

i) Buga Ha HeoOxoammara(ute) mpoba(dM) OT HYOBEHMIKOTO TSIO 3a
MPOBEKIAHETO HA TecTa (HAlp. KPHB, YPUHA WM CITFOHKA);

il) HEOoOXOJMMOCTTa OT JOMBIHHUTEIHH MaTepHald 3a IPABUIHOTO
NPOBEKIAHE HA TECTa;

ill) JaHHU 3a Bpb3Ka 3a JOIBIHUTEIHH KOHCYJNTALMU M ChICHCTBHE.

HaumeHnoBaHueTo Ha U3AENMsITa 32 CaMOTECTBAHE HE OTpassiBa Ipej-
Ha3HA4YeHHE, PAa3JIMYHO OT TOBA, KOETO € IOCOYEHO OT IPOM3BO-
JIATEISL.

Wupopmaryss BbpXy OINAKOBKaTa, KOSTO MOIBPKA CTEPHIHOCTTa HA
W3MIENneTo (,,CTEpUITHA OTTaKOBKa“™):

B"pry CTepuJIHATa OITAKOBKA C€ IOCOYBAT CICAHUTE HaHHU:

a) YKa3zaHu€, MO3BOJISIBAILIO Tas3yW OIIAKOBKa Ja 6’[:116 pasrio3HaTta KaTto
CTEpUIIHA;

0) nexyapanusi, 4e M3JEJHETO € CTEPUITHO;

B) METOJ Ha CTCpUJIM3alUs;

I) HMMETO M aApechT Ha MPOU3BOAMUTEIIS;

Z[) OIMMCAaHWEC Ha HU3IOCIIUCTO,

€) Mecell ¥ rojiIMHA Ha MPOM3BOJICTBO;

)K) SICHO IIOCOYCH KpacH CPOK 3a 0e301acHO M3I0JI3BaHe Ha U3OCIIUETO, C
YKa3zaHUu Hal-MaJIKO TOJIMHA U MECEII, a Korato ¢ HeJ'ICCTJO6pa3HO —Hu
JCH, B IIOCOYCHATa IIOCICOA0OBATCIIHOCT,

3) yKasaHHe B CIyyail Ha HapylleHa CTEPUJIHA ONAKOBKA WJIM HEMpea-
HAMEpEeHO OTBapsIHE Ha CTEPHJIHATA ONAKOBKA Mpeau yrnorpeda na ce
HAaIpaBy CIIpaBKa ¢ MHCTPYKLHMHTE 3a yHoTpeda.

Wudopmanus B HHCTPYKIMHUTE 32 ynoTpeda

WucTpykuuute 3a ynorpeda ChAbpiKaT BCUUKH JAHHH MO-I0JY:

a) HUMETO WJIU THPrOBCKOTO HAMMCHOBAHUC Ha HU3JCIIHCTO,

0) moApPOOHOCTHTE, KOHKPETHO HEOOXOAMMH Ha MOTpeOHTens, 3a Ja
UICHTHOHIMpPA U3/IEIINETO;

B) IIpeIHa3sHAYCHUETO Ha U3ACIIHUECTO!:

i)  KaKBO ce OTKpWBA W/WIM U3MEpBa C HETro;
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)

)

3)

u)

il) ¢yHKumsTa My (HampUMep CKPUHMHT, HAOIIOJCHHE, AUArHOC-
TUIHMPAHE WM TOANOMaraHe Ha JMarHOCTHUIMPAHETO, MPOTHO-
3upane, MpeIBIKIaHe, ChIIBTCTBALIO H3/CIHUE),

iil) KoHKpeTHaTa wHH(pOpMAIMs, MpeAHA3Ha4YeHA 1a Obae mnpe-
OCTaBEHA B CIICIHHS KOHTEKCT:

— q)PI3I/IOJ'IOFI/I‘{HO NN ITaTOJIOTUYHO CHCTOSHHUE,

— BpojeHa (u3MYecKa WIM YMCTBEHA HELOCTAThYHOCT;

— TIpeJpasIoJIOKEHUE KbM KIMHUYHO CHCTOSHHE WIN 3a00-
JISIBaHE;

— omnpejensHe Ha 6e30MacHOCTTa U ChBMECTHMOCTTA C TIOTEH-
LUATHU PELUTHEHTH;

— TIPOTHO3MpPAHE HA OTTOBOpA HA JIEYEHHETO MM PEAKIHHTE;

— OIPEACIAHE WU Ha6J'IIO,IleHI/Ie Ha TCPAINICBTUYHUTE MCPKH,

iV) JlaJid € aBTOMAaTHYHO WJIU HE,

V) Jajii € 3a Ka4eCTBCHA OLICHKA WM 3a IOJIYKOJIMYECTBEHA WU
KOJINM4YECTBCHA OLICHKA,

vi) Buaa Ha HeoOXoauMmara(ute) Mpoda(u) OT YOBEUIKOTO TSUIO,

vii) KOrato € NMpHJIOKHMO — IpylaTa OT HACENCHHETO NMPH U3IUT-
BaHETO, KaKTO U

Viii) 3a CBHI'BTCTBAIINTE M3JCIHSI — MEXKAYHAPOJHOTO HEMATCHTHO
nanMenoBanue (INN) Ha cBbp3aHHs JEKapCTBEH MPOAYKT, 3a
KOHTO TOBa € CBhII'BTCTBAILl TECT;

J1a ce 0003HAUM Janu U3JEIMeTO € MEAUIIMHCKO U3/IelIHe 3a MHHBUTPO
JINAaTHOCTUKA WM aKO HU3JEIUEeTO € ,U3JelUe 3a H3IUTBAaHE Ha
JieicTBHETO, TO3M (DaKT Ja ce IOCoYH;

CHOTBCTHHUA LICIICBU HOTpC6I/ITCH (HaHpI/IMCp CaMOTECTBaHC, TCCTBAHC
Ha MICTO H l'[pO(bCCI/IOHa.IIHO H3II0JI3BaHE B na60paT0pHﬂ, MEau-
OUHCKHA CHeI_II/IaJ'H/ICTI/I);

TIpUHIHKIIA Ha TECTa,

OIMCaHUE Ha KAIMOpPAaTOPUTE W KOHTPOJMTE, KAKTO M BCAKO Orpa-
HUYCHHE Ha ynoTpebara WM (HampuMmep MOAXOAAIIA caMoO 3a
KOHKpETEH HMHCTPYMEHT);

OIMCAaHNE HA PEAKTHBUTE W BCSKO OTPaHMYCHHUE Ha yrnorpedara UM
(HampuMep MOAXO/AIIN CaMO 32 KOHKPETEH MHCTPYMEHT), U ChCTaBa
Ha TPOAYKTa OT PEaKTHBA IO €CTECTBO M KOJWYECTBO HMJIHM KOHIICH-
Tpalyss Ha aKTHBHAaTa(MTe) CBHCTAaBKA(M) HA pEaKTUBA(UTE) WIH
HaOopa, KaKTO M CTAHOBHIIE, KOTaTo € IOJIXOJSINO, Y€ H3JCIHETO
ChIbpIKa JIPYTH ChCTABKH, KOMTO MOXE Ja MOBJIHSSAT BBPXY HU3MEp-
BaHMATA;

CIIMCBK Ha HNPENOCTAaBCHUTC MaTepHaJl W Ha CICHUAJIHUTEC Mate-
pualii, KOUTO Ca H606XOZII/IMI/I, HO HC Ca NMPEAOCTaBCHU,

3a W3AENMATa, TpeJHA3HAuYeHM 3a W3MONI3BaHE B KOMOHMHAIMA C
JPYTH W37enus u/mim o0opyzaBaHe ¢ O0LIO TpeaHa3sHAueHHe, N
MHCTAJINPAaHU WIH CBBP3aHH C TAX:
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)

H)

— wuHbOpMaIMs 3a UACHTUDHUIUpPAHE HA TE3U W3ICIHHS WK
obopyzBaHe, 3a Jla ce MOJMy4YH BaIUIUpaHa M Oe30macHa KOMOH-
Haluusi, BKJIOYUTEIHO  OCHOBHHTE  XapaKTEPUCTUKH  Ha
IIEACTBUETO, W/WIH

— uHbopManys 3a BCHYKU HU3BECTHM OIPaHUYEHHUs 3a KOMOH-
HHMpaHe Ha M3zenus U o0opyBaHe;

Jla ce IMOocoYaT BCHUYKH IPWIOKHUMH CHELHAIHUM YCIOBHS Ha
CbXpaHEeHHe W/unu paboTa ¢ U3AEIMETO (HAmpHMep TeMIeparypa,
CBETJIMHA, BJIAXKHOCT U [p.);

CTaOMITHOCT npu yrIOTpe6a, KOETO MOXKE [1a BKJIIOYBaA YCJIOBUATA Ha
CbXpaHEHHE W CpOKa Ha TOAHOCT CJIEA MIBPBOTO OTBApsSHE Ha
OCHOBHHA KOHTGI‘/'IHep7 3aclHO C YCJIOBUATA Ha CbXpaHCHUEC U
CTaOMITHOCT Ha pa6OTHI/ITe pasTBOpPHU, KOrato TOBa € I.[eJ'IeC’LO6p3.3HO;

aKO U3JIENIMETO €€ JIOCTaBsl CTEPUIIHO, OCOUBAHE HA CTEPUIIHHS MY
CTaTyC, METO/Ia 3a CTePWIN3AIMs ¥ WHCTPYKIMHU B CIydail Ha Hapy-
1IaBaHe Ha LIEJIOCTTAa HAa CTEPUIIHATA OIAKOBKA NPEIu yHnoTpeda;

nH}popManusi, KOSITO JaBa BB3MOXKHOCT Ha MoTpeduTesns naa Obiae
MHGOPMHPAH 3a BCHYKM NPEIYNPEKICHHS, TPEANasHH MEpKH
W/WIKM JeHCTBHSL M OrpaHMYEHHs] Ha yrorpedara Ha H3/ICIHETO.
Tasu undopmanus o0xBala, KOrato € MoJAXOMAsIIO:

1) TOpexynpexaeHus, MNpeANasHu MEpPKH W/WIH JICHCTBHUS HpPH
HenpaBWIHO (DYHKIMOHMPAHE HA M3JEIUETO WIM INPU YBPEXK-
naHeTo My (IPU3HAK 3a KOETO Ca NMPOMCHUTE BHB THIA MY),
KOUTO MOTaT 1a TOBNIHSAT Ha ACHCTBHETO,

il) OpexynpexICeHUWs, MpeArna3Hd MEpPKH W/WiId ACHCTBUS T10
OTHOIICHHE Ha CKCIO3HIMS HA Pa3yMHO MPEABHIMMHU BBHHIIHH
BIUSHASL WM YCIOBHSL Ha CpedaTa, KaTO MarHHUTHH IOJETa,
BBHIIHK CICKTPUYCCKH U CICKTPOMATHUTHH €(EKTH, eIeKTPOC-
TaTHYCH paspsil, JTbUCHHC BBB BPB3KA C AMATHOCTUYHH HIIH
TEPATeBTHYHN TMPOLEAYPH, HAIAraHe, BIAKHOCT MM TEMIIe-

parypa,

iil) TpeaynpexIeHUs, MpeArna3Hu MEpKH H/WiId ACHCTBUS 110
OTHOIICHHE HAa PHCKOBE OT CMYLICHHS OT pasyMHO Mpej-
BHINMOTO MPHCBCTBUEC HA H3JCIHETO NPH KOHKPETHH JHar-
HOCTHYHH H3CIICIBAHNS, OLICHKH WM TEPAleBTHYHO JICUYCHHE
WIM  JPYrH  TpPOLCAYPH,  HAmpHMEp  CICKTPOMATHUTHO
CMYIICHHE, H3TBYCHO OT M3ACAMETO M 3acsAramo JApyro
obopy/Base,

iV) mpeanasHd MEpPKH BBB BPB3Ka C MaTEpUAIH, KOMTO Ca BKIFOUYCHU
B U3JEIHETO, ChAbPIKAIIU MK cherosnu ce oT CMR BemiecTsa,
WIM HAPYIIUTENd Ha (YHKIMUTE HA CHIOKPUHHATA CHCTEMA,
WM KOUTO OMXa MOTJHM Ja AOBEAAaT /10 YyBCTBUTEIHOCT HITH
aJlepruyHa peakiysi Ha TMAlMeHTa WK NOTpeOuTes,

V) aKo M3eNMEeTO € 3a CIHOKpaTHA ymorpeba, [a ce MOCOYHN TOBA.
VKkazaHHeTO Ha MPOM3BOMMTENS 3a CAHOKpaTHAaTa ymoTpeba e
nocienoBaTenHo B uenus Chro3,

vi) aKo M3/IENHETO € 32 MHOTOKpaTHa yrnoTpeba — uHpopMmalms 3a
HOJXO/SIIIUTE MPOLECH, AABAIIM BB3MOXKHOCT 3a IOBTOpPHA
ynotpeba, BKIIOUUTEIHO MOYUCTBaHE, Ae3nH(peKnus, ode33apas-
sIBaHE, OTAKOBAHE M, KOTaTo € MPUJIOKUMO, BAITHINPAH METO 3a
HnoBTOpHa cTepunu3aims. IIpenoctaBs ce uHpopmaims 3a ToBa
KaK Ja Ce YCTaHOBM KOra M3JIeJIMeTO Ja IpecTaHe na ce
M3M0JI3Ba, HAalpUMep INpU TPHU3HALM 33 YBPEXKJAHE HA MaTe-
puana, Wik ce IocoYBa MaKCHMaleH Opoil TOBTOPHH yMOTpeOu;
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0)

p)

<)

1)

y)

)

X)

1)

BCSIKAKBH TPESIYTIPEKICHHUS W/WIM TIPEIITa3HH MEPKH BBB BPB3Ka C
MOTCHIIMATHO MH(EKINO3eH Marepuall, KOWTO ¢ BKJIIOYCH B H3Jle-
JIUETO;

KOraTo ¢ IeJIechoOpa3sHO — WU3HCKBAHUA 32 CICHUAIHH ChOPb-
XKEHMS, HapuMep YHhCTa CTas, WIM CIeNuaaHo o0ydeHwue,
HampuMep Oe30IIaCHOCT MPH JbYEHUs, WIM KOHKPETHH KBallH-
(ukanmy Ha neneBHs MOTpPeOUTE;

ycjioBust 3a B3€MaHe, pa60Ta U TIOJArOTOBKa Ha np06aTa oT
YOBCUIKOTO TAJIO;

MOAPOOHOCTH 32 BCAKO MOATOTBUTENIHO ACHCTBUE MM MaHHITYJIAIUS
Ha WU3JCNHETO, KOETO LI CE M3IO0J3BA, KAKTO € MHPEABHICHO OT
HPOM3BOMUTENS, HPEAM TO Ja € TOTOBO 3a ymorpeda, Hampumep
CTEpUIIM3AIMS, OKOHYATEIHO KOMIUIEKTYBaHe, KaauOpupane u Jp.;

HH(bOpMaHHﬂTa, HeobOxonuma 3a TIIpOBEpPKa Ha IPABUJIIHOTO HHCTa-
JiupaH€ Ha U3ACJIUMETO U Ha TIOTOBHOCTTa MY 3a 0e3omacHo
HCﬁCTBHG, KaKTO € NpEeABUJACHO OT IPOU3BOAUTEIISA, KOTaTO € LiCiIe-
C’LO6pa3HO, 3aCIHO CBC Clie/IHaTa HH(bOpMaLII/IHZ

— JJaHHU 33 €CTECTBOTO M YEeCTOTaTa Ha HM3BBPIIBAHE Ha MPODH-
JIAKTHYHATa U PEJOBHATA MOJJIPHKKA, BKIIOYUTEIHO MOUHCTBAHE
U Je3uHdexuns,

— IIOCOYBAHE Ha BCHUYKU KOHCYMAaTHBU M HAaYMHaA Ha CMsHATa UM,

— wuHbOpMaIMs 3a BCSIKO €IHO HEoOXoaMMo KamuOpupaHe 3a
MPAaBUJIHOTO M 0€30MacHOTO (DYHKIHMOHHpPAHE HA M3JCIHETO I10
BpeMe Ha eKCIUIOATAllHOHHHS MY CPOK,

— MCTOAM 3a HaMaJsIBAHE HAa PHCKOBETE 3a JIMLATA, YYacTBALld B
WHCTAJIMPAHETO, KaJHOPHPAHETO WM OOCITY)KBaHETO Ha WH3Je-
nmsTa;

KOTaTo € TPUIIOKIMO — TPETMOPBKHU 3a MPOLEAYPHUTE 3a KOHTPOI Ha
Ka4eCTBOTO;

METpPOJIOTHYHATA MPOCISIUMOCT Ha CTOWHOCTHTE, OIPEACICHH Ha
KaIUOpaTOpUTe U KOHTPOJIHHUTE MATEPHAIH, BKIIOYMTEIHO HACHTH-
(ukanus Ha TPHIOKEHHTE peepeHTHH Marepuand w/uim pede-
PEHTHH HPOLEAYPH 32 U3MEpBaHE OT MO-BUCOK pej, U MHpOpMAIHs
3a MakcuMmanHata (camMopaspelieHa) pa3iuka MEXKAy OTIACITHH
MapTUIH CbC CHOTBETHUTE CTOMHOCTH M MEPHU €IHHHIIH;

Ipoueaypa 3a aHaIN3, BKIIOYUTEIHO M3YHCICHHS W HHTEpIIpe-
THUpaHe Ha Pe3yJTaTUTe U KOraTo € LeJechoO0pasHo — Jaiu € HeoO-
XOIMMO Jila ce OOMHCIM BB3MOXKHOCTTa 3a IPOBEXAAHE Ha
M3MUTBAHE 3@ MOTBBPIKACHHE; KOTaTO € MPHUIOKUMO, HHCTPYKIINUTE
3a yrnorpeba ce mpuApykaBaT OT MH(OPMALUs 3a paziInKara MEexIy
OTIETHU MApTHAN ChC CHOTBETHUTE CTOWHOCTH M MEPHU €IMHUIIN;

XapaKTepUCTHKUTE HAa  aHAJIUTUYHOTO  JeHCTBHE,  HanpuMep
aQHAJUTUYHA TyBCTBUTEIHOCT, aHAJUTHYHA CHELMU(PUIHOCT, BIPHOCT
(OTKIIOHEHHS), TPEIHU3HOCT (MOBTAPSIEMOCT W BB3MPOU3BOIMMOCT),
TOYHOCT (IPOM3THYAIIA OT BEPHOCTTA M HPELUU3HOCTTA), TPAHUIU
Ha OTKpUBAaHE W [Mala3oH Ha u3MepBaHe (MH(pOpMalMs, HE0O-
XOIMMa 32 KOHTPOJ Ha H3BECTHHTE CHOTBETHHM B3aHMOJCHCTBUS,
KPBCTOCAHM PEAaKIMU M OrPaHMYEHMS HA METO/a), AUAINa3oH Ha
n3MepBaHe, JIMHEWHOCT M MH(OpMamus 3a H3MOJN3BAHETO HA
HAJMYHUTE peepeHTHH MPOLEAYPH 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 MOAXO0Id, 1O KOHTO ce U3BBbPIIBA U3YUCIABAHETO Ha
AHAJIUTUYHUSA PE3YJITaT,

KOraTto € 1e1echo0pa3Ho, XapakTepUCTUKM Ha  KIMHUYHOTO
JIEHCTBHE, KaTO MparoBa CTONHOCT, JMArHOCTHYHA YyBCTBHUTEIHOCT
U JUAarHoCTH4YHa Cl'IeLlI/I(l)I/I‘{HOCT, IMOJIOKUTEJIHA W OTpULATCIHA
IPOTHO3HA CTOMHOCT;

KOTaTo € [esecho0pa3Ho, pe)epeHTHUTE MHTEPBAIN NPH HOPMATHU
U 3aCEeTHATH TPYIH OT HACEICHHETO;

uHdopmanys 3a HHTep(EpHpAIlN BELIeCTBA HWIH OrPaHUYCHUS
(HampuMep BU3yalHH JOKA3aTeICTBA 3a XHUICPIUNHUIACMHUS WIN
XEMOJIH3a, Bb3pacT Ha Mpodara OT YOBEIIKOTO TSJI0), KOUTO MOTaT
Jla TIOBJIUSISIT HA JCHCTBUETO Ha WM3JEIHETO;

MPEAYNPEXICHNUST WIM TpellasHd MEPKH 3a YJCCHSABaHE Ha
0€30I1aCHOTO YHUINO)KABAaHE HA M3EIHETO, NPUHAIICKHOCTHTE 32
HEr0 M KOHCYMAaTHBHTE, KOUTO CE€ H3IIOJ3BaT C HEro, ako HMa
TakuBa. Ta3u mHpopManus 00XBalla, KOraTto € MOJXOIIIO:

1) uH}EKIMH WM MUKPOOHU OINACHOCTH, HAIPUMEP KOHCYMAaTHUBH,
3aMBPCEHM C  IOTEHLUMAJIHO MH(EKUHMO3HM BEIIECTBA OT
YOBEILKH MPOU3XO]I,

il) eKOJNOrMYHH ONACHOCTH, Karo HampuMep OaTepuu  WIH
MaTepHali C MOTCHIMAIHO OIAaCHH HHUBA HA JTHUYCHHUC,

iil) (u3MUecKn OMAaCHOCTH, KaTO HATPHMEP EKCIUIO3HSI.

UMETO, PEruCTPHUPAHOTO THPrOBCKO HAUMEHOBAHME MM PETrHCTPH-
paHaTta ThProBCKa Mapka Ha IPOU3BOAUTENS U aJpeca Ha PErucTpu-
pPaHOTO My MSCTO Ha CTONAHCKa JEHHOCT, HAa KOETO MOXE Ja ce
OCBIIECTBH BPB3Ka C HETO U KBJETO MOXKE Jla C€ YCTAaHOBU MECTOIIO-
JIOKEHUETO My, 3a€[HO ¢ TeledOHEeH HOMep W/HIM HoMep Ha daxc
u/uim ajgpec Ha yeOcaiiTa, KbIETO MOXE [a Ce IONy4d TEeXHHYECKa
HIOMOLI;

JlaTa Ha U3rOTBSIHE HA MHCTPYKLMMTE 3a yrnorpebda WM, ako ca Ouiau
npepadoTeHa, JlaTa 1 HASHTH(UKATOP Ha MOCcNeHaTa IpepaboTka Ha
MHCTPYKIMNTE 3a yrnotpeda, ¢ sCHO 0003HAaUCHHWE Ha HANPABEHHTE
HPOMCHH;

yBEIOMsIBaHE Ha MOTPEOUTENsI, Ye BCEKHM CEPHO3CH WHIMICHT BBHB
BPb3Ka C H3IENIUETO Ce JIOKJIAJBA HA HPOU3BOJMUTENS U KOMIICT-
EHTHHSI OpraH Ha Jbp)KaBaTa 4WIEHKA, B KOATO € YCTaHOBEH
HOTPEOUTEINISAT M/MIIN MAalUCHTHT,

KOrato HaOOpUTE OT H3JeUs BKIIOYBAT OTACIHH PEAKTHBH U
M3ENsA, KOUTO MOTaT Jla ce MPEAOCTaBsAT KaTo OTACITHM H3JEIHs,
BCAKO OT TE3M W3JeAMs OTroBaps Ha M3MCKBAaHMATA Ha
UHCTPYKLMHUTE 3a ynoTpeda IO HACTOSIIMS pas3jiedl M Ha M3UCK-
BaHMATA HA HACTOSIIUS PErIaMEHT;

3a M3/eNus], BKIIOYBAIIN B ChCTaBa CU MPOTPAMHUPYEMHU EIIEKTPOHHN
CHCTEMH, BKIIOUUTEITHO codryep, uiu codryep, KOUTO caMm 1o cede
CH TIPEACTABIsIBA M3/eNIe — MHHUMAIHU M3UCKBAHUS 3a Xapayepa,
xapakrepuctukure Ha WT Mpexure n MHOOPMAMOHHO-TEXHOJO-
THYHUTE MEPKH 3a CHTYPHOCT, BKIIFOUHTENHO 3aIllUTaTa CPEILy
HETIO3BOJICH JIOCTBII, KOSITO € 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 IPHHIUIN MO-JONY:

a) naBa ce moapoOHa MH(pOpMalMs 3a IMpoleaypara Ha TECTa, BKIIO-
YUTECJIHO IIOJATOTOBKAa Ha PCAKTUBUTEC, B3CMaHC I/I/I/IJ'II/I IIOJAroTOBKa
Ha npobOute, M MH(OpPMALKs 3a HauMHA Ha MPOBEKAAHE HA TECTa W
THJKyBaHe Ha PE3yJITATHTE;

0) KOHKpPETHHTE MOAPOOHOCTH MOTraT Ja C€ M3IYCHAT, IIPH yCIOBHE 4e
ocTtaHanaTta HHGOPMAIHsl, IPEJOCTABEHa OT IMPOU3BOAUTEIIS, € JI0CTa-
ThYHA, 32 JIa MO3BOJM MOTPEOUTENST Aa W3IMOJI3BA M3JCIHUETO U Jia
paszbupa monydeHusT(Te) ¢ Hero pesynrar(u);

B) B MpEAHA3HAYECHUETO HA W3JCIUETO C€ IMPEAOCTaBsi JOCTATHYHO
uH(pOpMaLHs, KOATO Jia T03BOJIM Ha MoTpebuTess aa pazdepe Meau-
[MHCKUSI KOHTEKCT W J]a HHTEPIIPETHPA MPABHUIIHO PE3YJITATHTE;

I) pe3yJNTaTHTe Ce M3pa3sABaT M MPEACTaBAT IO HAYMH, KOHUTO J1a € JIECHO
pazbupaeM OT LieJIeBUs TTOTPeOHUTE;

1) uHpopMalMATa Ce TPEACTaBs Ha MOTpeOUTENs CbC ChBET 3a
JICWCTBHS, KOUTO Ja ce IMpearnpueMar (B Ciaydail Ha IOJIOXKHTEJICH,
OTPULATEIICH WU MEKINHCH pe3ynTaT), 3a OrpaHHM4YCHUATA Ha TECTa
U 32 BB3MOKHOCTTA 3a HEICHCTBUTENICH IIOJOXUTEICH WM OTpPU-
naresieH pesynrar. [IpeactaBs ce m uHQopmanus 3a BCEKH CIUH
(dakTop, KOHTO MOXKe Ja TOBIMsAe Ha pe3yirara OT TecTa,
HalpuMep BbB3pAcT, I10JI, MEHCTpyauusi, HWHQEKUHus, CIOpPTyBaHE,
[IOCTEHE, JMeTa WM NPUEeMaHe Ha JEeKapCTBa;

¢) mpencTaBeHaTa MH(OPMAIWs BKJIOYBA TEKCT, SCHO MOCOYBAII, Ye
MOTPEOHUTENAT HE CIe/Ba Ja B3eMa HUKAKBO PEIICHHE OT MEIHIIMHCKA
riefHa ToYKa 6e3 mpeaBapuTeiHa KOHCYATALHS C MOAXOMSIINS ME/IH-
LUHCKH CIEIHATICT, HHPOPMAIHS 3a BB3ICHCTBUATA M Pa3IpoCTpa-
HCHHETO Ha GONECTH W MPH HAIMYHOCT — KOHKPETHA WH(OPMALHS
3a JppkaBata(ure) wieHKa(h), B KOSATO(KOMTO) H3ICIHETO Ce IMycKa
Ha Tasapa, 3a TOBa KBJAC MOTPEOUTEIAT MOXE [a IMOIYYH AOIBI-
HHUTEIHA KOHCYJTAllMH, HAPUMep HALMOHAIHU Tele(hOHHH HOMEpa
3a OKa3BaHEe Ha MOMOII, yebcaiiToBe;

)K) 3a u3aeiiysaTa 3a CaMOTCCTBAHC, KOMTO C€ M3M0JI3BaT 3a Ha6J'IIOZ[CHI/Ie
Ha BEYE€ JUArHOCTHUIMPAHO  CBIICCTBYBAUIO 3a00JsIBaHE  FUTH
CbCTOSIHUE, B I/IH(i)OpMaLII/ISITa CC yKasBa, Y€ IalUMCHTHT Cj€/iBa Ja
IIpOMEHS JICUCHUETO CaMO AaKoO ¢ M[IpeMHUHA IIpe3 CHhOTBETHOTO
06y‘IeHI/I€ 3a felra.



02017R0746 — BG — 05.05.2017 — 000.003 — 128

IIPUJIOKEHUE 11

TEXHUYECKA JOKYMEHTALUA

TexHnuueckara JOKyMEHTalus U, ako € IPUIIOKUMO, HEHUHOTO pe3toMe, U3rOTBEHU
OT IIPOU3BOAUTEIISA, CE€ IPEACTABAT 110 sSICCH, OpraHu3MpaH, JIECCH 3a TbPCCHE U
HCJIBYCMHUCJICH HA4YWH W BKJIKOYBAT II0-CIICHHAJIHO CJIEMCHTUTE, I/136pOCHI/I B
HACTOSAIIOTO IPUIIOKEHUE.

1. OIMIMCAHHUE W CIHEINU®UKALIMA HA WU3AEJIMETO, BKIIIO-
YWUTEJIHO BAPMAHTU U TTPUHAJJIEXXHOCTH

1.1. Ornucanne u crienuUKANUS Ha U3ICTHETO

a) MMe Ha MPOIYKTa WIH THPTOBCKO HAMMEHOBAHHE M OOLIO ONMHCAHHE
Ha M3CNMETO, BKIFOYUTEIHO MPEAHA3HAYCHHETO MY M LEJICBHTE
MOTPEOUTENH;

6) 6azoB UDI-DI, kakto e mocoueHo B wacT B ot mpumoxenue VI,
ompesieNieH OT MPOU3BOJMUTENS 3a CHOTBETHOTO H3JEJNE, BeIHara
NP HAIMYHA MACHTH(UKAIMS HA M3EIUEeTO BbB3 OCHOBA Ha
cucremara UDI, win apyra sicHa waeHTH(UKANNS Ype3 TPOAYKTOB
KOJl, KaTaJOoXXeH HOMEp WM Jpyra HEJIBYCMHCIICHA CIpaBOYHA
nHdopManys, KOATO JaBa Bb3MOXKHOCT 32 IPOCICAUMOCT;

B) MpeIHA3HAYCHHE Ha W3ACIHETO, KOETO MOXKE [a BKIHOYBA
uHpOpMAnHs 3a:

i)  KakBO TpsAOBa Ja ce OTKpUBA H/MIM H3MEpBa C HETO;

ii)  ¢QyHKUMATA My, KaTO HalpuMep CKPHHHHT, HAOJIOJIEHHUE, Juar-
HOCTHIIMPAHE WM IIOMOIIHO CPEACTBO 33 AUATHOCTHUIUPAHETO,
IIPOTHO3UPAHE, NPEeBIDKIAHE, CHIIBTCTBAIIO H3JCINHE,

iil) KOHKPETHOTO 3/PaBOCIIOBHO HApyILICHHE, CbCTOSHUE WIIH
PHCKOB (hpakTOp, KOWTO € NPEABUICHO Ja OTKpHUE, ONpPEaeNnn
w pudepenuupa,

V) J1amM e aBTOMaTW4HO WM He,

V) Jajid € 3a KayeCTBCHA OLICHKA WJIM 3a IOJYKOJMYCCTBEHA WU
KOJIMYCCTBCHA OIICHKA,

vi) Buaa Ha HeoOXoauMmarta(ute) mpoda(u) OT YOBEUIKOTO TSUIO,

vil) KOraTto € MPHIOKHMO — IpyIaTa OT HACEICHUETO NPH U3MUT-
BaHETO,

viil) meneBust moTpedUTEN;

iX) OCBeH TOBa, 3a CHIBTCTBALINTE H3IEIUS — ChOTBETHATa
LeyieBa Ipyla HAcelCHWE M CBBbP3aHMA(TE) JIEKapCTBEH(H)
IpOAYKT(H);

F) OnMCaHHE Ha MpUHIOHUIIA HA METOJAA 3a aHaJIu3 WM Ha NPUHUHUIIATEC
Ha JICWCTBUE HA HWHCTPYMCHTA,

JI) OCHOBaHMsATA 3a KBAJM(UIMPAHETO HA MPOJIYKTa KaTO H3JEIHE;

€) KJac Ha H3CITHETO B 3aBHCHMOCT OT pHCKa M OOOCHOBKa 3a
npaBuiio(a) 3a KinacuuKanus, nNpuiaraHo(u) ChIiIacHO MPHIOKEHHUE
VIIL

’K) ONMCAHHE HA KOMIIOHEHTHTE W KOTaTO € MOJXOAII0 — ONHUCAHHE Ha
PEaKTHBHUTE ChCTABKM HA CHOTBETHUTE KOMIIOHEHTH, KAaTO aHTHUTENA,
AQHTUTCHHU, TpaliMepy Ha HYKJICHHOBUTE KHCEIHHHU,

M KOrato € IpuiIoXUMO:
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1.2.

3) ONMCAaHME Ha B3EMAaHETO Ha IPOOMTE M TPAHCIOPTHHTE MaTepHau,
MPEJICTAaBEHH C M3JEIMETO, WM OIMCaHHE Ha IPernopbyaHUTe 3a
ynorpebara crnenupHKanuy;

PI) 3a MHCTPYMCHTHUTEC 34 aBTOMAaTUYHU aHAJIU3U: ONMCAHUEC Ha XapaKTe-
PUCTUKHUTC HA IOAXOIAIIUTE aHAJIW3W WM CIICHUAJIHUTC aHAJIN3U;

ﬁ) 3a aBTOMATUYHHUTC aHaJIU3U: ONUCAHUE Ha XaPAKTCPUCTUKUTE Ha
noAXOAAIUTE UHCTPYMEHTU WM CIICHUAIHUTS UHCTPYMEHTH,

K) omucaHue Ha copTyepa, KOUTO TpsiOBa Jia ce M3IOI3BA C U3JCIUETO;

J'I) OINMCaHUE WM IIBJICH CIHUCBK Ha Pa3IMUHUTE Kon(bnrypaunn/laa-
PpHUaHTU Ha U3JACIUETO, NPECAHA3HAYCHO Jla C€ MPEAOCTaBU Ha Iasapa,

M) ONHUCaHHME Ha NPHHAUISKHOCTUTE 3a HM3IEIHETO, APYTH M3AeNUs U
JPYTU TPOJYKTH, KOMTO HE €a W3NS, KOMTO Ca HpeJHA3HAuYeHU
3a M3M0J3BaHE B KOMOMHAIMS C H3/CIHETO.

ITozoBaBaHe Ha NpEeAXOaHN U CXOJAHH IOKOJICHUS Ha HU3ACIUETO

a) mperje] Ha HPEAXOJHOTO(MTE) IIOKOJICHWE(s) Ha  U3JCNIHUETO,
IIPOM3BEICHO(M) OT MPOU3BOAMTENS, KOraTO MMa TaKMBa W3/IENNS,

6) nperjiiea Ha I/I,I[CHTI/I(bI/IIII/IpaHI/ITe CXOAHU M3eius, IMpeaoCTaBeHU Ha
Tasapa Ha Cpio3a WM Ha MEXKAYHAPOAHUTE I1a3apu, KOraro uma
TaKHuBa H3OCIIU.

MHOOPMAILIMSA, KOSITO CE TIPEJOCTABS OT TIPOM3BO-
JIATEJIA

[IbJieH KOMIUIEKT OT:

a) eTwkeTa(WTe) BBPXY H3JCIHETO M ONAKOBKaTa My, KaToO HalpuMep
€IMHUYHA OIIAaKOBKA, THPrOBCKAa OIIAKOBKA, TPAHCIIOPTHA OMAaKOBKa
B ciydail Ha crenu(uYHHM YCJIOBHS 32 YIpaBICHHE, Ha E3UIIUTE,
npuero() B JbpP)KAaBUTE WICHKH, B KOHTO € IPEIBHJICHO Ja ce
IIpoJIaBa M3/IEIIHNETO;

0) MHCTPYKLMUTE 3a YNOTpeda Ha e3ULUTe, IPUETU B IbPKABUTE
YWICHKH, B KOUTO € INPEIBHICHO Ja Ce MPOJaBa U3IENHETO.

NHOOPMALMA 3A TTPOEKTUPAHETO U IMTPOU3BOJCTBOTO
Wudopmarms 3a NpoeKTHPAHETO

Wudpopmanusara, mno3BosisBama Jjga Obxar pa3OpaHd —eramure Ha
NPOSKTUPAHE HA M3/IEINETO, BKIIIOYBA!

a) OMCaHWC HA KPUTHYHHTE CHCTABKM HA W3/CIMETO, KaTO aHTHTENA,
AQHTUTCHH, CH3UMH M TpaiiMepH Ha HYKJICWHOBHUTE KHUCEIMHH, KOUTO
ca MPEIOCTaBeHH WM MPEHOpBhYaHH 32 yrnmoTpeda ¢ H3EIHETO;

0) 32 HMHCTPYMEHTHTE — OIMCAaHHE Ha OCHOBHHUTE IIOJICUCTEMH,
QHAJIMTHYHA TEXHOJOIWS, KAaTO HalpuMep NPUHIMIN Ha pabota u
MEXaHH3MH 3a KOHTPOJI, CICHUAJICH KOMIIOTBPCH Xapayep W

codryep;

B) 3a MHCTPYMEHTUTE M coTyepa — Iperyiesl Ha Iisuiata CHCTEeMa;

r) 3a cofryepa — OIMCaHUE HA METOMOJOTHATA 32 UHTEPIPETHPAHE Ha
JTaHHHUTE, a UIMCHHO alTOPUTHMA;
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Z[) 3a U3AciIuATa 3a CaMOTECTBAHE MJIM TCCTBAaHC HA MACTO — OIIMCAHUC
Ha INPOCKTHUTE aCIICKTH, KOUTO I'M IPABAT MOAXOAAIIN 3a LEJIUTE Ha
CaMOTECTBAHETO HJIM TECTBAHCTO Ha MICTO.

3.2 Wudopmarust 3a mpon3BoICTBOTO

a) umHpopmanus, Mo3BOJIABaAILA Ja ObAAT pa3dOpaHU MPOU3BOACTBEHUTE
NPOIIECH, KAaTO MPOM3BOJCTBO, KOMIUIEKTYBaHE, M3IMTBAHE HA
KpaliHus TPOIYKT M OMAaKOBaHE HA TrOTOBOTO m3zenue. Ilpenocrass
ce 1mo-1moApodHa MH(OPMAIKS 32 OJUTa HA CHCTEMAra 3a YIpaBJICHHE
HAa KayeCTBOTO WJIM HAa OCTAHAIUTE MPHIOKHMH MPOIEAYypPH 3a
OIICHsIBAaHE HA CHOTBETCTBHUETO;

0) moco4yBaHe Ha BCHUYKH OOCKTH, BKJIIOYUTEIHO JOCTaBUUIM U
NOJM3IBIHATEIN, KBJACTO Ca  WM3BBPIIBAHM  IPOM3BOACTBEHU
JICHHOCTH.

4. OBIIA U3NCKBAHHS 3A BE3OIMACHOCT U JEVICTBUE

JlokyMeHTanumsiTa ChabpKa HHPOpMALUS 3a [OKa3BaHETO HA CHOT-
BETCTBHETO C OOIIMTE W3MCKBaHHs 3a OE30MAaCHOCT M ICHCTBHE, ycTa-
HOBEHHU B TMPWIOKEHHE [, KOUTO ca MPUIOKUMH 32 M3IEIUETO MPEIBHI
HEroBOTO TpEJHAa3HAYCHHWE, M BKIIOYBA OOOCHOBKA, BalWJMpaHE U
MPOBEpKa Ha PELICHUATA, BB3MPUETH C IEJI CMa3BaHE HA TE3U M3HCK-
BaHMs. JlOKa3BaHETO HAa CHOTBETCTBUETO BKJIHOYBA OIIIE:

a) oOIIMTe M3UCKBAHMUS 3a 0€30MacHOCT M JACHCTBHE, KOUTO CE TpHiarat
KbM H3/ICJIMETO, KaKTO M OOSICHEHHE 3all0 He Ce Mpuiarat Ipyrd
U3HCKBaHMSI;

0) Meronma(ure), M3MOJI3BaH(M) 3a JOKa3BaHE HAa ChOTBETCTBUETO C BCSKO
€IHO MPHIIOKKMO OOIIO M3MCKBaHE 3a GE30MACHOCT M ACHCTBHE;

B

~

NPUIOKEHUTE XapMOHU3UpaHu craHaaptd, OC WM Apyru pereHus;

F) TOYCH OITUC Ha IPOBEPCHUTEC NAOKYMEHTH, ChAbPIKALIHA JOKa3aTCICTBA
3a CbOTBETCTBUETO C BCCKHU IPUIIOKEH XapMOHHU3HUPaAH CTaHAapT, oC
Win JApyr METoJ 3a YCTaHOBSIBAHEC Ha CHOTBETCTBUETO C OGIIIPITC
M3MCKBaHUS 3a 0€30MMacHOCT | JecTBHE. MHq)OpMaI_II/ISITa 8 (¢]
HacTosmara 6yKBa BKJIIOYBa IMperipaTka KbM MSACTOTO, KBIACTO C€
HaMupa CBHOTBETHOTO JA0Ka3aTeJICTBO B IIbJIHATA TEXHUYECKaA JOKY-
MCHTalMs U aKO € IPUIIOKHUMO —PE3IOMETO Ha TEXHUYECKATa NOKY-
MCHTAaI M.

5. AHAJIU3 HA PUCKA U IIOJIBUTE U YIIPABJIEHME HA PHCKA

JlokymeHTanusaTa Chabpka HHGOpManus 3a:

a) aHajaM3a Ha pucKa W TmoysuTe no pasaenu 1 u 8 ot mpunoxenue I, u

0) BB3NPHETHUTE PEIICHUS ¥ PE3YJTATUTE OT YIPABJICHUETO HAa PUCKA 110
paszgen 3 ot mpuioxenue L.

6. IMTPOBEPKA HA TIPOAYKTA W BAJIMJIUPAHE

JIoKyMeHTaIsATa ChbPIKA PEIYITATUTE U KPUTUYHHUS aHAIM3 OT BCHYKU
OPOBEPKH ¥ W3IHTBAHUS 33 BaIWAUPAHE W/WIM  HANPAaBEHHUTE
NPOYYBAHUS C L) JI0KAa3BaHe HA CHOTBETCTBUETO HaA W3JIEIHETO C U3HCK-
BaHMSTA MO HACTOSNIMSA PETJAMEHT M MO-KOHKPETHO C TIPUIOKHUMHUTE
001 M3UCKBaHUs 3a 0€30IIaCHOCT U IEHUCTBUE.

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 ICHCTBHE HA HM3MIEITHETO
Bua npobu ot 4oBemIKOTO TAIO

B nacrosmus pasaeil ca OIMCaHu Ppa3IMYHUTE BHIOBE Hp061/I oT
YOBCIUIKOTO TsAJIO, KOUTO MOraT JAa C€ aHaJIu3upaT, BKIOYUTCIIHO crabui-
HOCTTAa WM, KaTO HAIpUMEp YCJIOBUATA Ha CbXpaHEHHE, KOraro ¢
TNPUIIOKUMO — YCJIOBUATA HA TPAHCIOPTHUPAHE Ha HpO6I/ITe u C orjaen
Ha CIICINHUTC MCTOAM 34 aHAJINU3 — I/IH(bOpMaHI/ISI 3a nepuoa oT BpeMe
MEXKAYy B3E€MAHETO Ha np06aTa W HEWHUS aHAIU3 U yciioBusiTa Ha CbXpa-
HCHHUEC, KaTO HallpUMEp IPOABIDKUTECIHOCT, OrPpaHUYCHUS 10 OTHOLICHUE
Ha TeMIlepaTypaTa U LHUKJIU Ha 3aMpa3ﬂBaHe/pa3Mpa3;IBaHe.

XapaKkTepuCTUKU Ha aHAJUTUYHOTO JeHCTBUE
TouHOCT Ha M3MEpBaHETO

a) BspHocT Ha M3MepBaHETO

B Hacrosmms paszen e mpeacTaBeHa MHGOpPMALHM 32 BEPHOCTTAa Ha
npouesypaTa 3a U3MepBaHe U ca 00O0OIIEHH JOCTATBYHO IOJPOOHO
JaHHHTE, 33 Ja Ce JaJe BB3MOXKHOCT 32 OLCHSABAHE HAa YMECTHOCTTA
Ha CPEACTBATa, M3IOJ3BAHH 32 YCTAHOBSBAaHE Ha BepHOcTTa. M3mep-
BAHETO HA BEPHOCTTA CE NpWara KbM KOJIMYCCTBCHHTE U KadyecT-
BEHHTE aHAJIM3M CaMO KOraToO ChIIECTBYBa cepTUHUUUpaH pede-
pEHTEH MaTepual WIH CepTUGUIUPAH peepeHTEH METOM.

6) Iperm3HOCT HAa M3MEPBAHETO

B Hacrosmus pasaeil ca OnucCaHu MU3INUTBAHUATA HA MMOBTOPSIEMOCTTA
1 BB3IPOU3BOJUMOCTTA.

AHaTUTHYHA YYBCTBUTEIHOCT

B Hacrosimus pasjen € BKIIOYeHa HH(MOpMAIs OTHOCHO MPOEKTa Ha
M3MUTBAHETO M pe3yiratute. B HEro ce mpejcraBsi ONMMCAaHWE HA BHIA
npoba ¥ TOArOTOBKATA, BKIFOYUTEIHO MATpPHIATa, HUBATA HA aHAIN-
THYHHS T[ApaMeThp M HAYMHA, 10 KOWTO ca YCTAHOBEHW HHBATa.
Ipencrasi ce u OpOST HA PEIUTMKATHUTE, U3IUTBAHU TPU BCSKA KOHIICH-
Tpauus, KAakKTO W OIMCaHHEe Ha HW3YKMCICHUETO, W3IMOJI3BAaHO 34
OlpeiesIsIHe Ha YYBCTBHTEIHOCTTA HA aHAJM3a.

AHanuTuuHa crenupuIHOCT

B Hacrosimus pa3zen ce omucBaT B3aMMOJISHCTBHETO M M3IMHUTBAHUATA Ha
KPBCTOCAHATA PEAKTUBHOCT, M3BBPIIBAHM, 33 Jla CE ONPE/CNH aHalu-
THUYHATA CHEHU(PHUYHOCT TIPU HAIMYME HA JAPYrH BEIIECTBA MM areHTH
B mpobara.

IpencraBs ce mH(bOpMaIMs 3a OLEHKAaTa HAa MOTCHIHMATHO HHTEphepH-
paimMTe M KPBCTOCAHO pEarupaliiTe BEIIECTBA WM AarcHTH BBPXY
QHaNM3a, BBPXY H3MUTBAHWS BHI BCIICCTBO WM arcHT W HEroBaTa
KOHLCHTpauus, BHAAa 1poba, KOHLUCHTpALUUATa HAa  M3IUTBAHHA
QHAJIUTUYCH MApaMeThp U PE3yJITATHTE.

HnTepdepupammre M KPHCTOCAHO pEarnpamuTe BEIICCTBA/arcHTH,
KOUTO BapupaT B IojsMa CTENEH B 3aBUCUMOCT OT BHJA U IPOEKTa Ha
aHaJlM3a, MOraT Ja HPOM3XOXKAAT OT €K30I€HHM HIM E€HIOTeHHU
U3TOYHHULH, KaToO:

a) BCILIECTBA, MU3IIOJ3BAHU 3a JICYCHUCTO HA INAllMCHTA, KaTO HalpuMEp
JICKapCTBEHU NPOAYKTHU;

0) BellecTBa, MOETH OT MAIL[MEHTA, KaTO HAIPUMEp AKOXOJ, XPaHH;

B

~

BeLIECTBA, 100aBEHY IIPU MOArOTOBKATa Ha mpodara, KaTo HapUMep
KOHCEpPBAHTH, CTAOMIN3ATOPH;

I) BELIECTBA, KOMTO C€ Cperiar B CHeHU(UYHU BHUAOBE NPOOH, KAaTO
HalpuMep XeMOTJIOOUH, JIUMUIH, OUIUPYOUH, TIPOTECHHHU;
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6.1.2.4.

6.1.2.5.

6.1.2.6.

6.1.3.
6.2.

6.3.

1) aHAJHUTH ChC CXOJAHA CTPYKTypa, KaTO HAllpuMep MPEeKypcopHu, MeTa-
OOJMTH WM KIMHUYHH CBCTOSHHS, KOMTO HE Ca CBBP3aHU ChC
CBHCTOSHHETO IIPU TECTa, BKIIOYUTEIHO HPOOH, KOUTO ca OTpH-
[aTeJIHU 33 aHalHW3a, HO IOJIOKHUTEIHH 33 CHCTOSHHE, KOETO MOXKE
Jla Harmo#o0sBa Ha CHCTOSHHETO MPHU TECTa.

Mertponornysa MPOCICAMMOCT Ha CTOWHOCTUTE Ha KanuOparopa
KOHTPOJIHUSI MaTepua

,Z[I/IaHa3OH Ha M3MEpBaHE IIpU aHaJIM3a

B mHacrosmms pasmen e BKIOYeHa HMH(opManms 3a JAuanasoHa Ha
M3MEpBaHe, HE3aBHCHUMO Jald H3MEPBATCITHUTE CHUCTEMH Ca JIMHEHHN
WIN HEJIWHEWHH, B TOBA YHCJIO TPaHHWIATa Ha OTKPHBAHE, M € ONHCAH
HA4YMHBT, MO KOWTO JIMANa3OHbT M TpaHUIATAa Ha OTKPUBaHE ca OMIM
YCTaHOBEHHU.

Tasn wundopmauus BKIIOYBA ONMCaHME Ha BHAa mpoba, Opos Ha
npobure, Opos Ha peIJIMKATHTE, ONWCAHHE Ha [OJArOTOBKAaTa Ha
npoOuTe, BKIIOYUTENHO MH(MOPMALMS 33 MATpUIlaTa, HUBAaTa Ha aHAJU-
TUYHMS MapaMeThp M HadyMHA, [0 KOMTO ca yCTaHOBEHM HMBaTa. AKO ¢
HPHIOKHMO, ce N00aBsi ONHCAHHE HA BUCOKOZO30BHS CBBP3aH e(EeKT U
JAHHUTE B TIOAKpeEIa Ha ﬂeﬁCTBMﬂTa 3a HaMaJIsIBaHC, KaTO Halpumep
paspexaaHe.

OHpe[[CJ'IS[HC Ha IpaHydlld Ha aHaJIu3a

B nacrosims paszen ce mpeicTaBsi pe3foMe Ha aHAIMTUYHUTE JAaHHU C
ONMMCAHNE HAa MPOCKTAa Ha HW3MHUTBAHETO, BKIFOUYHUTEIHO METOIHUTE 3a
ompesiesisiHe Ha TPAHMIMTE Ha aHalK3a, KaTo Harpumep:

a) wmacneBaHara(ute) rpyna(n) OT HaceleHHEeTo: aemorpadus, moadop,
KPUTEPHH 3@ ydYacTHe M M3KII0YBaHE OT ydacTue, Opoil BKIIOYECHH
JHIa;

6) METO/J WJIM HAYWH 3a XapaKTCpU3UpPaHC Ha HpO6I/ITe; KakKTO U

B) CTaTHCTHYECKH MeToaw, karo Hampumep ROC kpuBa 3a momydaBaHe
Ha PEe3YNTATH, U aKO € HPHIOKMMO — OINpEAeNsIHE Ha T.HAap. CHUBA
30HA/30Ha C HECUTYPHH PE3yJTaTH.

Jlokyaa 3a aHATUTUYHOTO JeiicTBue, nmocoueH B npuiokenue XIII.

Wudopmarust 3a KIMHUYHOTO JCiiCTBHE M KIMHUYHHUTE JIOKA3aTeJCTBa.
Jloknan 3a oneHKa Ha JAEHCTBUETO

JlokymMeHTanusTa ChIbpKa JOKIAAa 3a OIeHKa Ha JCHCTBHETO, B KOHTO
ca BKJIFOYCHH JOKIJIAJUTEe OTHOCHO HAy4HATa BaJIMJAHOCT, aHATUTHYHOTO
U KIMHUYHOTO JEHCTBHE, CBITIACHO IOcoueHOTo B mpuioxenue XIII,
3a€IHO C OICHsSBAaHE HA TE3W JOKJIAJH.

JlokyMeHTuTe 3a U3NUTBaHE HAa KIMHUYHOTO JEHCTBHUE, IIOCOYEHU B YacT
A, paznen 2 ot npuioxenne XIII, ce BKIIIOYBAT B TEXHHUYECKATa JIOKY-
MEHTALMsI /WK B HEsl CE ChIbPKAT MPEHPATKU KbM THX.

CrabunmHocT (C M3KIIOUCHHE Ha CTaOMIHOCTTAa Ha mpobata)

B Hacrosuus pasien ce ONMMCBAaT ICKIAPUPAHMAT CPOK Ha TOMHOCT,
CTaOMJIHOCTTa NpU ynmoTpeba M M3MUTBAHMATA Ha CTAOMIHOCTTA IIPU
TpPaHCIOPTHPAHE.

TBBpPASH CPOK HA TOJHOCT

B Hacrosiiust paszmen ce Chabpika MHPOpMANUsS 3a W3NUTBAHUATA Ha
CTa0MJIHOCTTa B TOJKPENa Ha CPOKa Ha TOMHOCT, KOWTO C€ TBBPIAH 3a
u3fenneTo. M3MUTBAaHETO ce W3BBPIIBA IOHE BBPXY TPU Pa3IHYHA
MapTHUIM, POM3BEICHU MPU YCIOBUS, KOMTO IO CHINECTBO Ca CIHAKBU
¢ oOWYallHUTEe TPOW3BOACTBEHH YycioBUs. He e HeoOXomumo Tpute
mapTUaM Ja ca IOCICIOBATEIHH. YCKOPCHUTE W3MUTBAHUS WA
JTAaHHUTE, SKCTPAIONMpaHd OT JaHHH B pealHO BpeMe, ca JOMyCTUMH
3a IMBPBOHAYATHO TBBPMASHHS CPOK HAa TOAHOCT, HO OWBAT MOCIIEIBAHU
OT M3MHUTBAHMS HA CTAOMIIHOCTTA B PEATHO BpEMeE.
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6.4.

6.5.

Ta3u nmoapoOHa WHpOPMANUS BKIIOYBA:

a) JI0KJIaJa OT U3MNUTBAHETO, BKIIIOYUTEIIHO ITPOTOKOJIA, 6p0ﬁ napTuau,
KPUTEPUUTE 3a NPUEMAHE W HHTEPBAJIUTE, HA KOUTO CE€ MPOBEKIAT
HU3NIUTBAHUATA,

0) KoraTo ca OWJIM W3BBPIICHH YCKOPEHHW H3IUTBAHHS NPEAU H3IHT-
BaHMATA B PEATHO BPEMeE, CE ONMMCBA METOIBT, M3MOJI3BAaH 32 YCKO-
pPEHUTE M3MHUTBAHMUA,

B) 3aKJIIOYCHHUATA U TBBP/SHUS CPOK HA TOAHOCT.

CrabunHocT mpu ymnotpebda

B Hacrosuus pasmen ce mpeicrtass HHGOpMAIMs 3a H3NUTBAHMATA HA
crabWiaHOCTTa TpHM ymoTpeba 3a eIHa NapTHAa, KaTo yrnorpebara
OTroBapsi Ha OOMYAIfHOTO M3MOJN3BaHE HA U3JEIUETO, HE3aBHCHMO Jald
peanHa wian cuMyiupanHa. ToBa Moxe 1a BKIIOYBA CTaOWIHOCT CliEn
IBPBOTO OTBapsiHE Ha IbPBOHAYAIHUS KOHTCHHEp W/WIM 3a aBTOMa-
THYHUTE WMHCTPYMEHTH — CTaOWIHOCT BBPXY KIMHUYHO-XMMHUYCH
QHAIN3ATOP.

HpI/I ABTOMATUYHU UHCTPYMCHTH, aKO C€ TBBpAU CTa0MIIHOCT Ha Kajuo-
PpUPAHETO, CC BKIJIKOYBAT IMOAKPCIHAIIMN JaHHU.

Tasu noapoOHa MH(OpPMANUS BKIIIOUYBA:

a) JOKJIaga OT HU3IHUTBAHETO (BKJ'IIO‘-II/ITBJ'IHO MOPOTOKOJIa, KPUTCPUUTE 3a
IpueMaHe U HMHTCPBAJIUTE, HA KOUTO CC€ IIPOBEKAAT I/ISHI/ITBaHI/IﬂTa),

0) 3aKIIOYEHHATA W TBBPJSHATA CTAOMIHOCT MPHU YHOTpeoda.

CTabUIIHOCT TIPH TPAHCIIOPTHPAHE

B Hacrosmms paszmen ce mpejacraBs MHGOpMAlMS 3a M3MUTBAHUATA Ha
CTaOWJIHOCTTA MPH TPAHCIIOPTHPAHE 3a €IHA NapTHIA M3/eius, 3a 1a ce
OLICHM TOHOCHMOCTTa Ha H3JICIMATa KbM OYAKBAaHUTE YCIOBHS IIPU
TPaHCIIOPTUPAHE.

W3nuTBaHusTa BHB BPh3Ka C TPAHCIOPTHPAHETO MOraT [a C& U3BbpIIAT
B pEaJHH W/WIM CUMYJIMPAHU YCIOBUS M BKJIIOYBAT IPOMEHIIMBU
YCJIOBHSI IIPU TPAHCIIOPTHPAHE, KATO M3BBHPEJHO BHCOKH WM HHUCKH
TeMIepaTypH.

Ta3u undopmanus onucsa:

a) JOKJaja OT M3MHUTBAHETO (BKJIOYMTEIHO IPOTOKOJI U KPUTEPUM 3a
pHeMaHe);

6) METO/Z1a, U3II0JI3BAH 3a CUMYJIMPAHUTC YCJIOBUSL;
B) 3aKIIIOYCHUATA U TIPEHNOPHUBAHUTE YCJIOBHUS IIPU TPAHCIIOPTHpPAHE.

TIpoBepka u Bamugupane Ha copryepa

JlokymeHTanusATa ChABPXKA JOKa3aTeICTBAa 3a BaIUMJMPAHETO HA
copryepa BbB BHJA, B KOWTO € W3MOJ3BaH B TOTOBHs Npoaykr. Tasu
uHpopmalys OOMKHOBEHO BKIIOYBA OOOOLIEHM DPE3YJNTATH OT BCHYKU
JeHOCTH 3a IpOBEpKa, BaIMAWPAHE U HU3MHUTBAaHE, M3BBPIICHH CaMo-
CTOATEIHO OT CBOTBETHHUS CYOEKT M HNPHIOKHMH IIPU JeHCTBUTENHA
ynoTpeba Ha M3EIMETO NpeAd OKOHYATETHOTO My myckaHe. Tasu
uH(pOpMaLMs CBIIO TaKa IMPEACTaBs Ppa3IM4YHUTE XapAyepHH KOH(DH-
TypalMd M KOraTo € MPHIOKHMO — ONEPALIOHHUTE CUCTEMH,
MOCOYEHH BBPXY ETHKETA.

Jlombiaaurenta HHPOPMALMs, U3UCKBAaHA B OCOOEHHU CIydau

a) 3a wusaenusTa, MyCKaHW Ha Ia3apa CTEPUWIHH WIH C OINpEAesieH
MHKPOOHOJIOTHYEH CTATyC, Jla Ce NPEICTaBh OIHMCAHWE Ha cpejara
3a CHOTBETHHWTE MPOM3BOACTBEHH eTanu. [Ipw u3zenus, MycKaHd Ha
nasapa CTEpHJIHH — OINMCAHWE HAa W3MOJI3BAHUTE METOMH, BKIIO-
YUTEJHO JOKJIAJUTE 3a BaJIWAUpaHe, BbB BpPb3Ka C ONAKOBAHETO,
CTEpUIM3AlMATAa W 3alla3BaHETO HA CTEPUIIHOCTTA. B Jokimaga 3a
BaJIM/MPAHE CE€ T0COYBAT MPOBEPKHUTE 32 HATMYUETO HA OHOJIOTMYHH
areHTH, TUPOT€HH W aKO € MPHIOKMMO — Ha CTEPHIN3HPAILN
OCTaThbuHM BEILECTBA.
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0)

r)

3a nzaeiaus, CbAbpXKalll TbKaHU, KICTKH M BCEHIECTBA OT KUBO-
THHCKH, 4YOBCIIKH WU MI/IKpO6CH Inpousxo[, Ja ce€ IpeaAcTaBu
I/IH(i)OpMaI_[I/UI 3a IIpou3xXoJa Ha TO3U MaTepuall U yCJIOBUATA HA 11Oy~
YaBaHCTO MY.

3a m3menus, MyCKAaHW Ha asapa ¢ u3MepBareaHa (QyHKIMs, Aa ce
IpEJICTaBH OINKMCAaHWE Ha W3IOJI3BAHUTE METOJAM 3a TapaHTHpaHE Ha
TOYHOCTTA, MOCOYEHA B CrEHHU(UKALUHTE.

Axo m3genuero me OBJAE CBBP3aHO C Apyro oOopyzaBaHe, 3a naa
paboTu 1o mpepHa3Ha4YeHHe, [a Ce MPEICTAaBH ONMCAHHE Ha MOJNy-
yeHaTta KOMOMHAIMS, BKIIOUUTENIHO JIOKA3aTeJCTBO, Y€ M3ICIUETO
OTroBapsi Ha OOILIUTE W3MCKBAHUS 32 OE30MACHOCT W JCHCTBHUE, yCTa-
HOBEHH B NPWIOXKEHHUE I, mpu cBBpP3BaHE ¢ APYroTo 00OpyIBaHE I10
OTHOIIIEHNWE Ha TTOCOYCHUTE OT MPOM3BOAUTENS XapPaKTEPUCTHKH.
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1IPUJIOKEHUE 111

TEXHUYECKA JOKYMEHTALUSI 3A HAJI3OPA CJIE]] ITYCKAHE
HA TIA3APA

TexHnuueckara JOKyMEHTallMsl 3a HaJA30pa CJie[ IIyCKaH€ Ha Iia3apa, KOsATO
IIPOU3BOAUTEIIAT U3IOTBS B CbOTBETCTBUE C YJICHOBE 78*81, Ce Ipeacrass I10
SICCH, OpraHu3upaH, JIECCH 3a TbPCCHE U HEABYCMHUCIJIEH HAYWH W BKJIIOYBa I10-
ClICUAJIHO CJIEMEHTUTE, OIMCAaHU B HACTOSLIOTO MPUIIOKEHUEC!:

1. Ilman 3a Ham30p cied MyCKaHE HA Ma3apa, M3TOTBEH B CHOTBETCTBUE C
yieH 79.

B mnana 3a Hajg3op cieq MyckaHe Ha Iasapa MpPOW3BOJIHUTEINSAT JIOKa3Ba, e
M3IBJIHIABA 33 bJDKCHUETO 10 4jieH 78.

a) B ruiana 3a Hazz0p cie IMyckaHE Ha Iasapa ce CIeAM 3a ChbOMpaHEToO U
M3M0JI3BAHETO HA HaJIMYHATa MH(OpMALUs, T0-KOHKPETHO!

— uHpOpMalLMsd ~ OTHOCHO  CEPHO3HM  WHLUMICHTH,  BKJIIOYHMTEIHO
unpopmanmst ot [IAJIB u kopurupam JelCTBHS BBB BpH3Ka C
06e30IacHOCTTa Ha MSCTO,

— 3alMCH 3a HECePHO3HM HHIMAEHTH M JIAHHU 33 BCHYKM HEXEIaHU
CTpaHUYHH e(PEKTH,

— uHpopMaLHs OT JIOKIAIBAHETO HA TCHICHIMUTE,

— OTHOCHMa CIEIMaIH3UpaHa W TEXHHYECKa JUTepaTypa, 6asd JaHHU
W/WITH PETUCTPH,

— wuHpOpManys, BKIIOYBAIA MHCHUSTA U CUTHAIUTE OT MOTPEOUTEINTE,
JUCTPUOYTOPUTE M BHOCUTEIINTE, U

— myOnmMYHO [OCTBIIHA MH(pOPMANUSA 3a CXOIHU MEAWIMHCKH H3JIeIHSL.

0) IlmanbT 3a HaA30p Ciej MycKaHe Ha masapa 0OXBalla Hail-MajKo:

— aKTUBEH M CHCTEMAaTH4YeH Ipolec Ha chOMpaHe Ha BCsSKakBa MHQOP-
Manus, rnocoyeHa B OykBa a). [IpomechT mo3BosisiBa IMPaBHIIHOTO
ONpe/ieiIsiHe Ha XapaKTePUCTHKUTE Ha JCHCTBUETO Ha H3Jenusira |
OCBEH TOBa JlaBa BB3MOXKHOCT Ja C€ HallpaBU CpPaBHECHHE MEXIY
M3JEIMETO M CXOJHU HAJMYHM Ha Ta3apa MpOJIyKTH;

— e(exTHBHYU U MOIXO/SNIIM METOJH U IIPOLIECH 3a OLIEHKAa Ha ChOpaHUTE
JIaHHU;

— TOJXOJISIIH MOKA3aTEeIN U MPAroBU CTOWHOCTH, KOUTO Jla CE& M3I0J3BaT
MpU HEMPEKbCHATOTO MOCIE/IBAIIO OLICHSIBAaHE HA aHalIM3a Ha PHCKa U
MOJ3UTE W Ha YIPABICHHUETO HA PUCKOBETE, CBHIVIACHO MOCOYCHOTO B
paszen 3 ot mpuioxeHue [;

— e(l)I/IKaCHI/I U 1oAXoAsAIMU METOAW U UHCTPYMCHTU 3a PasrjIieKAaHE Ha
CUT'HAJIM W aHaJIU3 Ha Ia3apeH OIIUT, HpI/II[OGI/IT Ha MsICTO,

— METOAM W TPOTOKOJIM 3a YIPABICHHEC HA HWHIUICHTH, KOHTO C€
oTpa3sBaT B JOKJIaJa 3a HAOJFOJaBaHUTE TEHICHIMH, TPEIBUICH B
wieH §3, BKIIOYHTEIHO METOAW W TMPOTOKONH, KOUTO Ja ce
M3M0JI3BAT 338 YCTAHOBSBAaHE HA CTATHCTHYECKH 3HAYUMO IOBHIIIABAHE
HA YeCTOTara WIIM TEKECTTa Ha WHIMIACHTHTE, KAKTO W IEpHOja Ha
Ha0II0IEHNE;
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— METOAU U MPOTOKOJIN 3a e(beKTI/IBHa KOMYHHKalUsl ¢ KOMIICTCHTHUTE
opraHu, HOTI/I(bI/II_II/IpaHI/ITC OpraHv, HKOHOMHYECKUTE OIepaTopu u
HOTpC6I/IT€JII/ITC;

— IpernpaTka KbM TMPOLEIYPUTE 32 H3MBJIHCHUEC Ha 3a[bJDKCHHATA Ha
pou3BoaUTENNTE Mo uieHose 78, 79 u 81;

— CHUCTEMAaTUYHU H[Opoueaypu 3a HaOens3BaHe | npujiaraie Ha
noaxoAsmu MEpKH, BKIIIOUUTCIIHO KOpUT'Hpalln ﬂCﬁCTBHH;

— e(eKTHBHM MHCTPYMEHTH 3a HpOCIEIsIBaHE M HACHTH(HULHUpaHEe Ha
U3JIENHATA, 33 KOMTO MOXKE Jia C€ HaJOXM IpEeINpUEMaHe Ha KOpH-
THpaliy ACHCTBUS; U

— IJJaH 3a NpoCleAsBaHe Ha JEHCTBUETO CJeJ ITyCKaHe Ha Tasapa
ceriacHo 9acT b ot mpunoxkenne XIII wian 060CHOBKa Ha MPUYMHUTE,
Mopajii KOMTO HE € NPHJIOKHMMO NpOCie/sBaHe Ha JAEHCTBUETO clen
MyCKaHe Ha Ia3apa.

2 TIA/Ib no wien 81 u moknaj 3a HaA30pa clief MyckaHe Ha rnaszapa no wieH 80.
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EC

10.

IIPUJIOKEHUE 1V

EC JEKJIAPALIUSA 3A CBOTBETCTBHUE

JACKJIapanysaTa 3a CbOTBETCTBUC ChbAbpiKa ClieiHaTa I/IH(I)OpMaI_[I/ISIZ

. I/IMC, PETUCTPUPAHO THPTrOBCKO HAMMEHOBAHUE WM PETUCTPHUpPaHa ThbProBCKa

Mapka H, ako Beue e m3najaeH, EPH Ha mpousBoauTens cbriacHo wieH 28, u
aKO € MPWIOKHMO, Ha YITBIHOMOIIEHHS My MpPEACTABUTEN, W aapec Ha
PETHCTPUPAHOTO MM MSICTO Ha CTOIAHCKAa JICWHOCT, Ha KOWTO MOXe Ja ce
OCBIIECTBH BPB3Ka C TSIX M MOXKE JIa CE YCTAHOBH MECTOHAXOXKCHHUETO UM,

. I/ISS{BJ’ICHI/IC, e EC JCKJIapanysTa 3a CbOTBETCTBUE € MU3Jla/IcHa €AUHCTBEHO

Ha OTIrOBOPHOCTTA Ha IPOU3BOAUTCIIA,

. bazos UDI-DI, xakto e mocouyeno B yact B ot mpunoxenune VI;

. Nme na NpoAYyKTa U THbPrOBCKO HAaMMEHOBAHHUC, NPOAYKTOB KO/, KaTaJIOXKECH

HOMEp WM Jpyra HeIByCMHCIIEHA pedepeHLns, KOATO JaBa Bb3MOXKHOCT 3a
uIeHTUGHKALUS U HPOCISIUMOCT Ha U3JIEIMEeTO, BKIIOUEHO B 00XBaTa Ha
EC nexnapaumsra 3a CbOTBETCTBHE, KAaTO HAlpUMEp CHUMKA, KOraTo €
HOJXOJSII0, KAKTO U HEroBOTO NpeaHa3HaueHue. C M3KIIOUEHHE Ha HUMETO
Ha MPOJYKTa MIM ThPrOBCKOTO HaMMEHOBaHME, MH(OpPMaLUATA, KOATO JaBa
BB3MOKHOCT 32 MISHTU(UKALUS U MPOCISIUMOCT, MOXKE [1a Ce NPEeAOCTaBH
ype3 6azosust UDI-DI no touka 3;

. Kmac B 3aBHCHMMOCT OT pHcKa Ha H3IENUETO CBIJACHO IMIpaBMiaTa II0

mpunoxenue VIII;

. I/IS}IBJ’I@HI/IG, 4€ HU3OCIHUETO B obxBara Ha Ta3u JACKjapanysaTa € B CbOT-

BCTCTBUE C paSHOpCHGI/ITC Ha HACTOALIMUA PETIaMCHT U aKo € MPUIIOKUMO
— C JpyTrd NPUIIOKUMH 3aKOHOAATCIIHU aKTOBE Ha CLIO3a, KOUTO Hpea-
BIDKJAT M3JaBAHC Ha EC JCKIapanys 3a CbOTBCTCTBUC,

. Ilocousane Ha m3nomsBanute OC, xakto 1 Ha OC BBB Bpb3Ka C KOUTO €

JACKIapUpaHO CbOTBETCTBUETO,

. Korato ¢ TNIPpUJIIOKHUMO — HAMMCEHOBAHHUC U I/IL[CHTI/I(bI/IKaI_[I/IOHCH HOMEp Ha

HOTH(QHLMPAHHUS OpraH, ONHCAHWE Ha W3BbpLICHATa INpoleaypa 3a
OLICHSIBAHE HA CHOTBETCTBHETO M HACHTH(HUKAIMS HAa M3IaicHUs(TE) CepTH-
¢uxar(n);

. Koraro e npuinoxumMo — pombiIHUTEIHA HH(OpPMALNS;

MsicTo 1 gaTa Ha W3/IaBaHE HA JACKiIapanysaTa, MM€ U JUIBKHOCT Ha JIMLETO,
KOCTO s € NOANHNCAJIO, KAKTO M YKa3aHMWE 3a KOT'O U OT YU€ UME € IMOANHNCAIIO
TOBa JUIE, IMOAIHUC.
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IIPUJIOJKEHUE 'V

MAPKHNPOBKA 3A CbOTBETCTBMUE ,,CE*

1. Mapxkuposkara ,,CE*“ ce cbcron or mnunmamure ,,CE“ cbc 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 0-rope B rpaduuHaTa MpekKa.

3. Paznuunute enemenTH Ha MapkupoBkara ,,CE“ TpsOBa ma umaTt kato Isio
€IMH W CbII BEPTUKAIEH pa3Mep, KOHTO He TpsdBa Ja € MO-MalbK OT
5 mm. To3u MUHMMAaJEH pa3Mep MOXKE Ja He Ce Ipuiara 3a Majkd H3eus.
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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 € NPHUIIO0KUMO,YII'BJIHOMOLICHUTE NPEACTABUTEIIN, U
aKO € IPUWJIOKHUMO — BHOCHUTCIIUTE, NPCACTaBAT I/IH(l)OpMaI_[I/IﬂTa, II0CoYcHa B
paszen 1, W rapa”HTvpar, 4e€ I[ocodyeHara B pasaei 2 I/IHq)OpMaI_H/ISI OTHOCHO
TCXHUTEC U3JCIIUA € ITbJIHA, JOCTOBECPHA 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 BPBH3Ka C UKOHOMHYCCKHSA OIIEPATOpP,

1.3. xoraro mojaBaHETO Ha WH(MOpPMAIMATA CE W3BBPILIBA OT JPYro JIHIE OT
HMETO Ha HSKOH OT HMKOHOMHYECKHTE OIEPaTOpPH, MOCOYCHH B pasjiel
1.1, ume, agpec ¥ DaHHM 3a BPb3Ka C TOBA JIHIIC;

1.4. wmMe, ampec W MaHHM 3a BpB3Ka Ha JUIETO(aTa), OTTOBAPSIIO(M) 3a CHOT-
BETCTBUETO C HOPMATHUBHHUTE M3MCKBAHMUS, MOCOUCHU B wWieH 15;

2. Hudopmanus OTHOCHO U3/EIHETO

2.1. baszos UDI-DI;

2.2. THI, HOMEP U JaTa, 0 KOATO € BAIUJICH CepTU(UKATHT, U3JaJeH OT HOTHU-
(buLMpaHus OpraH, ¥ MMe WIM MIACHTU()UKALMOHEH HOMEP Ha TO3M HOTHU-
¢duypan 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 M3JEIMETO C€ ITyCKa WIIM BeYe € IIyCHATO Ha
nazapa Ha Cplo3a;

2.4. 3a mpemus ot knac B, kmac C wm xitac D — mbpikaBU 4IEHKH, KBIETO
H3MIENIUETO C€ MPEIOCTaBs WM IIe CE MPEeIOCTaBs;

2.5. HajiMYhe HA THKAHW, 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. HanumuWe Ha KIETKH WIIM BelecTBa oT Mukpoben 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/IOHCH HOMEp Ha H3NHUT-
BaHCTO Ha HCﬁCTBHeTO;

2.10. 3a u3zgenus, NMPOCKTUPAHW M IMPOM3BEACHH OT APYro IOPUANYECKO MWIIN
¢usmyecko smie, kakto ¢ mocodeHo B wieH 10, maparpad 14 — wume,
azpec U JaHHU 3a BPb3Ka C TOBA IOPUAUUYECKO WM (PU3HUECKO JIULE;

2.11. 3a w3pmenust ot kinac C i kiac D — pestome BbB Bpb3Ka ¢ Oe30macHOCTTa
U JCHCTBUETO;

2.12. cratyc Ha m3zmenueTo (T.e. HA Maszapa, Bede HE € Ha ma3apa, U33eTo, Ipea-
MPUETH KOPHUIUpAIH JEeHCTBHS BbB BPb3Ka ¢ OE30IaCHOCTTA);

2.13. ykazaHMe Janu U3/ENUETO € ,,HOBO' M3JIEIHE.

W3nenuero ce cuuTa 3a ,,HOBO™, aKo:

a) HAMa TaKoBa M3JENHUe, KOeTO Jia € HAJINYHO Oe3 MpeKbCBaHe Ha Iasapa
Ha Chro3a mpe3 MpeAxoJHHTE TPU TOAWHM 3a CHOTBETHUS aHAIUTHYEH
WK JPYT TapameThp;

6) npoueaypara BKIOYBAa aHAJIWMTU4YHA  TEXHOJIOTHA, KOATO HE €
U3I0JI3BaHa HEIPEKBCHATO BHB BPb3Ka € NAJICH aHAJIUTUYCH WIIN APYyT
IapaMeTbp Ha I1a3apa Ha Cpro3a Ipe3 NpeAxoAHUTE TPU TOAUHU.

2.14. YKasaHue Jajid U3ACIUMETO € IpPEAHa3HA4YCHO 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 manad 3a UDI UDI-DI u unpopmarnms
M0-710JIy BB BPB3Ka C MPOU3BOJUTENS. U U3/ICITHETO:

1. KOJMYECTBO B ChOTBETHATA OITaKOBKa,

2. 6azoB UDI-DI cbrnacuo wien 24, naparpad 6 U €BeHTyalHH JOIBIHUTEIHH
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(PUKATOp Ha m3non3BaHaTa eamHuia UDI-DI
(koraTo BBpPXY HM3IOJI3BaHATA €AMHMIIA OT M3/EJIUETO HE € ITOCTAaBEH CTHKET
3a UDI, ce ompenens uaeHTH(UKATOp HA ,,M3II0JI3BAHATA SIUHUIA™, 32 Jla Ce
CBBpXKE ymoTpedaTa Ha M3MIENHETO C MaJeH MAIHeHT);

5. ume u apeC Ha IMPOU3BOIAUTEIIA, KAKTO Ca INOCOYCHU HAa CTUKETA,

6. EPH, u3nanen B choTBeTCTBHE C wieH 28, maparpad 2;

7. ako € NPHIOKHMO — HME M aJpec Ha YIBIHOMOIICHHS IPEICTAaBUTEIN
(KaKTo ca MOCOYEHU HAa ETHKETa);

8. KO 110 HOMCHKJIaTypaTa Ha MCEAUIUHCKUTEC U3ACIIMS CHIJIACHO YJICH 23,

9. kiac Ha U3CIIMETO B 3aBUCUMOCT OT pHUCKA,

10. axo e TIPUIJIOKUMO — HAUMEHOBAHUEC WM THPrOBCKO HAMMEHOBAHHC,
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11.

13.

14.

15.

16.

17.

18.

19.

20.

21.

aKo ¢ MPMIOKUMO — MOJET Ha H3JEIHeTO, Pe)epeHIHs] MM KaTaloKeH
HOMeEp;

. JIOITBJIHUTENTHO OIMCAaHKWE Ha MPOAYKTa (HE3aAbJIKUTEIHO);

aKo € MPHJIOKHMO — YCJIOBUSI Ha CbXpaHEHHE W/WiM padoTa ¢ M3IENUETO,
KaKTO ca IOCOYEHM Ha €THKeTa WIM B MHCTPYKLMHUTE 3a ynorpeda;

aKo € TIPUIOKUMO — JOMBIHUTEITHA THPTOBCKA HAUMEHOBAHHS Ha W3Ie-
JINETO;

Janu e OMI0 eTUKETHPAaHO KaTo M3Jeiue 3a enHokparHa ynorpeba (JA/HE);

aKO € MPUIIOKUMO — MaKCHUMaseH Opoil MOBTOPHU yMOTPeOwH;

JaJid U3JeIMEeTO € eTUKeTHpaHo kato crepuino (JA/HE);

Jany e HeoOxoauma crepuiusanus npeau ynorpeba (JIA/HE);

URL 3a ponbiHuTenHa wuHpOpMANuUs, KAaTO HAMpUMEpP HMHCTPYKIHMH 3a
ynotpeba B eneKTpoHHa (opMa (He3ab/KUTEIHO);

AKO € MNPWJIOKHUMO — KPUTUYHHU MPEAYTIPEKACHUA WM MMPOTHUBOMOKA3aHUA.

CTaTyC Ha M3/EJIMETO Ha mas3apa (Beue He € Ha masapa, M33eTO, HPEINpUETH
ca JIeiicTBHS BbB Bpb3Ka C OE30MACHOCTTA).

YACT B
CHUCTEMA 3A UDI
Onpenenenus
ABTOMAaTH4HO pasno3HaBaHe M npountane Ha gaHuure (AIDC)

AIDC e TexHOJIOTHS, KOSITO C€ M3II0J3Ba 32 aBTOMAaTHYHO IPOYMTAHE Ha
nannute. TexHonorusra 3a AIDC Bxirouya 6apKoiOBe, KapTH C YMIIOBE
(smart cards), OMOMETPUYHM [JaHHM U PaAJUOUECTOTHA MAEHTH(UKALMS
(RFID).

bazos UDI-DI

Bbazosusar UDI-DI e mbpBHYHUAT MACHTU(HUKATOP HA MOJENA HA H3Je-
muero. Toit e DI, ompenenen Ha paBHHINE ,U3MOJ3BaHA CIUHHIA HA
u3neneto. Toll € OCHOBHHAT KIIOY 3a 3amucutTe B 0a3aTa JaHHU 3a
UDI u ce nmocouBa B chorBetHuTe cepruduxaty nu EC pexnmapanuu 3a
CBOTBETCTBUE.

DI Ha u3noi3BaHata eJIuMHUIA

DI Ha wm3non3BaHaTa CAVHUIIa CIIYyKH, 3a Ja C€ CBBPKE yHOTpe6aTa Ha
U3JCIUE C MAIMCHT, KOTaTO BBPXY M3IIOJ3BaHATaA €IMHHIA OT HU3ACIIUCTO
HEC € IIOCTaBE€H C€THUKET 3a UDI, HalIpuMeEpP KOTaTO HAKOJIKO €AWHWUIHN Ha
€IHO MU ChLOIO HU3IACIHE Ca OITAaKOBAaHHU 3a€IHO.

Hspenue ¢ xondurypauus

Wznenue ¢ kOHGUrypalys € H3[elHe, ChCTOSIIO CE OT HSIKOJIKO KOMIIO-
HEHTa, KOUTO MOrar Ja ObAaT CriIo0eHH OT MPOHM3BOIAHUTENS B MHO)KECTBO
koH(purypanuu. Te3nm OTACTHH KOMIIOHEHTH MOraT camu 1o cebe cu jaa
MIPEICTABIISBAT H3/IENHS.
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Koudurypanust

Koudurypauunsita e koMOMHaLuUsT OT €IEMEHTH OT 000py/BaHE, MOCOYCHU
OT TPOM3BOAWTENS, KOWTO (GYHKIMOHMPAT 3aeJHO KAaTO H3JCIHe 3a
[OCTHraHe HA ONpPEAeICHO mpeaHasHadeHne. KomOuHammsra OT
CIIEMEHTH MOXeE Ja ObIe MPOMEHEHa, MPHCIOCOOCHA WM HACTPOCHA 3a
3a/10BOJISIBAHE Ha OCOOEHM MOTPEOHOCTH.

UDI-DI

UDI-DI e ynuxanen uugpoB uiu OyKBEeHO-LU(POB KOJ, OIpPEAENeH 3a
JlaJIeH MOJIENl M3ZIENINE, KOMTO ce M3I0J3Ba M KaTo ,,KII0Y 3a JOCThI JI0
nHpopmanuATa, cbXpaHsBaHa B 0a3ara gaHuu 3a UDIL

Yernueo o6o3naueHue (HRI)

HRI o3nauyaBa 4eTAMBOCT Ha 3HALIUTE B JAHHUTE, 3aKOJAUPAHU B HOCHTEIS
na UDI.

HuBa Ha omakoBaHe

HuBa Ha omakoBaHe O3HAauyaBa Pa3IMYHHUTE HUBA HA ONAKOBKM Ha WU3Jie-
JIMETO, CHABPIKAIIM ONpPEJEICHO KOJIMYECTBO H3/IENHsA, KaTo Halpumep
KapTOHEHa KyTHsl WM Kalb(.

Wnentnduxarop na npoussoncrsoro (UDI-PI)

UDI-PI e uubppo wumu OykBeHO-IIM(DPOB KOM, KOWTO HIACHTH(DHUIUpPA
MPOM3BO/ICTBEHATA CANHHUIA HA H3ICIUETO.

Pasnmuunute Bumoe UDI-PI BirouBaT cepueH HOMep WIM HOMEp Ha
napruaara, uaeHTuuUKanus Ha codTyepa W/WiaM IaTta Ha MPOM3BOACTBO
WIM CPOK HA TOJHOCT WIIM M JBETE JATH.

Pagnouecrorna unentudukanus (RFID)

RFID e TCXHOJIOI'Us, KOATO M3I10JI3Ba KOMYHHUKALUA 4Ype3 palMOBBLIHU 3a
o0MeH Ha JaHHU MCEXKAY 4YCeTALIO yCTpOP’ICTBO U CJICKTPOHCH C€THKET,
TNPUKPEIEH KbM IPEAMET, C LECJ I/IZ[eHTI/I(;IJI/lKaLII/ISL

ToBapuu KoHTeiHEpH

ToBapeH KOHTEHHep € KOHTEWHEp, NpU KOWTO MPOCIEAUMOCTTa Ce
KOHTPOJIPA 4pe3 CHELHANICH MPOIEC 3a JOTUCTHYHUTE CHCTEMH.

Vuukanen unentudukarop Ha m3nenusra (UDI)

UDI e cepust ot 1mppoBr u OyKBEHO-LIM(POBU 3HAILM, Ch3AaJCHA upe3
oOmonprera uASHTUGUKALMS HAa M3JEIHATa ¥ CTAaHJapTH 332 O3HA4YaBaHE.
Cucremara jaBa Bb3MOJKHOCT 3a siCHa HMJCHTH(UKAIMS HAa CHOTBETHOTO
n3nenue Ha nasapa. UDI ce cweron ot UDI-DI u UDI-PI.

Jlymara ,,yHUKajeH* HEe BKJIOYBA CEPUIHOTO HOMEPHUPAHE Ha OTJICIHUTE
MIPOMU3BOJICTBEHH EIHHUII.

Hocwuren na UDI

Hocurenst wa UDI e cpeactBoTo 3a chobmaBane Ha UDI upes u3moi-
3Baneto Ha AIDC m ako e mpuiokumo, HeroBoro HRI.

Hocurenure na UDI Britousat, inter alia, naeHTH(UKANUOHEH 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 U3UCKBAHUS

Hanacsnero Ha UDI e 1ONBJIHUTEIIHO M3UCKBAHE, KOCTO HE 3aMEHS HHUKOE
OT M3WCKBAHUSITA 32 MapKHPOBKA WM 3a CTHKCTHUpAHEe, MPEIBHICHU B
MpUIOKeHHE | KbM HACTOSIIHS PErIaMEHT.

[IpouzBoautensat onpenens u noaabpka yHukanau UDI Ha uznenusirta cu.

EnunctBeno mpomssoautenst moke aa Hanacsi UDI Ha u3genmero wim Ha
HETOBHUTE OMAKOBKH.

Morar na GbIaT M3MON3BAHM CAMO CTAaHIAPTH 3a O3HAYABaHE, KOHTO ca
MPEIOCTaBeHH OT H3JaBaluTe CyOeKkTH, ompeneneHun ot Kommcusita
chriacHo uieH 24, maparpad 2.

UDI

UDI ce ompeznens 3a camMOTO H3Jeinue WM HeropaTra omakoBka. Cren-
BAIl[UTC HHMBA Ha OMAaKOBaHE pasmojarat c¢bc codbctBen UDI.

ToBapHHUTEe KOHTEHHEPH ce 0CBOOOXKIaBaT OT M3UCKBAaHETO MO paszen 3.1.
Hanpumep, ne ce wusuckBa UDI 3a JIOTHCTHYHM E€AMHUIM; KOIaTo
JIOCTaBYMKBT Ha 3ApaBHM IPIKU IOPHYBA MHOXKECTBO H3JENUsl, KaTo €
nocouer UDI unu HOMepBT Ha MOAEIa HAa OTACIHUTE U3JeNIHs, @ IPOU3BO-
JIUTENISAT MOCTaBsl TE€3U M3JEeNUs B KOHTEHHEp 3a TpaHCIOpTHpaHe WIN 3a
Jla 3aIIUTH OTJCITHUTE ONAaKOBaHU M3JIEIHs, 32 KOHTEHHepa (JIOrHCTHYHATA
€AMHMIA) HE ce MpwiaraT m3uckBanusTa 3a UDI

UDI ce cberon ot ase wactu — UDI-DI u UDI-PIL.

UDI-DI e yHukaneH Ha BCSIKO HHBO Ha ONAKOBAHE Ha M3JCIHETO.

AKO BBpXY €THKETa ca MOCOYEHM HOMEPBT Ha MapTUAaTa U CEPUHHHAT
HOMep, HIeHTU(]uKaLuiTa Ha coPTyepa WIM CPOKBT Ha IOJHOCT, 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 CaMO JaTa Ha MPOM3BOJCTBO, T ce m3noiasBa 3a UDI-PL

Ha Bcexum KOMIIOHEHT, KOHTO ce cuuTa 3a H3Jellue U ce Ipejanara Ha
raszapa caMmocCTOsITeNIHO, ce ompenens oraenen UDI, ocBeH ako komrio-
HEHTHTE HE Ca 4acT OT W3Jeine ¢ KoH(urypamusi, Koero ¢ 0003HaueHO
cbe cBoil coberBen UDI

3a Habopure ce onpenens U HaHacs TexeH cobctBeH UDI.

IIpousBonutensat onpenens UDI 3a gageHo uzgenue cbriiaCHO ChbOTBETHHS
CTaH/AapT 3a O3HaYaBaHE.

Uzuckea ce HoB UDI-DI, koraro e Hamuie npoMsiHa, KosTo OM Moria jaa
JO0BeAC 10 norpeLm-la I/I}leHTI/Iq)VIKaLU/Iﬂ Ha HU3JICIIUETO I/I/I/IJ'II/I J0 HEsCHOTa
[0 OTHOIICHHWE Ha MpociequMocTTa My. Ilo-crenuanHo BCska MpOMsiHAa B
€IMH OT CJIEJHUTE €JIEMEHTH Ha JaHHWUTe B Oazarta nanau Ha UDI usucksa
nos UDI-DI:

a) HAUMCHOBAHUEC WUJIU TBbProOBCKO HAMMCHOBAHUE,

0) BapuaHT WIM MOJEN Ha H3JENIUETO,

B) ETHKETHUPAHO KAaTo M3JENHe 3a eIHOKpaTHa ymorpeoda,

T) CTepHIHA OMAaKOBKa,

1) HEOOXOAMMOCT OT CTEpUIIM3MpaHe Mpeau ymnorpeoda,
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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) KOJIMYECTBO HM3ACIHA B OIIAKOBKAaTa,

)K) KPUTUYHU TIPEAYNPEIKACHUS WA [IPOTUBOIIOKA3aHUS.

[MpousBoauTeny, KOUTO MPEONAKOBAT W/MIN MPEETUKETUPAT U3/IHS ChC
coOCTBeH eTHKeT, 3anasar janHu Ha UDI Ha mpousBoauTesns Ha OpUrH-
HaJIHOTO M3JEJIHe.

Hocuten nma UDI

Hocutensat na UDI (AIDC ¢opmar u HRI dopmar na UDI) ce nocrass
BBPXY €TMKETa M BbPXY BCHUUKH CIEIBAalllM HHBA HA OINAKOBAHE Ha U3Jle-
jmuero. CrieBaliuTe HUBAa HA OINAKOBAHE HE BKJIIOYBAT TOBAPHHTE
KOHTEHHEepHU.

B cnywaii Ha 3HAaYMTENTHM OrpaHMYEHHMs Ha IPOCTPAHCTBOTO BBPXY
OlaKoBKaTa Ha WH3IOJI3BaHaTa eauHuna, Hocutessit Ha UDI Moxe na
ObJic TOCTABEH Ha CJIEIBAIIOTO HUBO Ha OMAKOBAHE.

3a u3zenusiTa 3a eAHOKpaTHa ynotpeba oT kiac A u kiac B, onakoBanu u
eTUKeTHPaHU TMOOTIENHO, He ce n3uckBa HocuteasT Ha UDI na e Bbpxy
ONAKOBKATa, HO €€ IMOCOYBA HA CJIEJBAIIOTO HHMBO HAa ONAKOBAHE,
HanpuMep KyTusTa, ChAbpiKalla HAKOJIKO omakoBku. Koraro obGaue He
ce O4YakBa JOCTaBUMKBT Ha 3[paBHU TPWXKM Ja MMa JOCTBI, KaTo
HarpuMmep B cilydail Ha 3/paBHU I'PUKU B JIOMAIIHMU YCJIOBMS, JIO CIEA-
BAIlOTO HHMBO Ha onakoBaHe Ha wusjaenuero, UDI ce mocTtaBs BbpXY
OIIaKOBKATA.

3a u3nmenusita, MPEeIHA3HAYCHN 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 nocurenmu na AIDC, pazmuaau ot Hocuten Ha UDI, ca BriIroueHH
B €THKeTa Ha mponykTa, HocutensaT Ha UDI e "eTnmBo mocodeH.

Axko ce n3nomsBar jmHeliHn 6apkogose UDI-DI n UDI-PI morar na 6ppat
BEPIDKHO CBBP3aHM B [IBa WJIM IIOBe4e Oapkoja wmwim jga He Objar
CBBbp3aHN. BCHYKM 4WacTH W eleMeHTH Ha JIMHEHHus Oapkox ca pasrpa-
HUYAMHU U SICHO OIPEIEeITUMH.

AKO CBLIECTBYBAT 3HAYNTEIHU MPEUKH IIPEJ] €IHOBPEMEHHOTO U3IONI3BAHE
na nasara ¢opmara (AIDC u HRI) BbpXy erukera, ce HM3HCKBA I0OCOY-
BaHETO BbpXy eTukera camo Ha ¢opmata AIDC. 3a usmenus obaue,
KOMTO ca TpeAHa3HaYeHH 3a M3I0JI3BAaHE M3BBH 3IPABHUTE 3aBECHUS,
HaIpUMep W3JeNus 3a 30paBHU IPKU B jgoMamuu yciaosus, HRI ce
[OCOUBA BBPXY ETHKETa, JIOPU aKO B PE3y/lTaT Ha TOBA HE OCTaBa MACTO
3a AIDC.

®dopmatsT Ha HRI e chobpasen npaBuimara Ha cyOekTa, U3jaBall Koja 3a
UDL

Ako mpousBoauTensaT usnonsBa texHojorusara RFID, Bbpxy erukera ce
MOCOYBA M JIMHESH WM JIByM3MepeH O0apKoa B CHOTBETCTBHE ChC CTaH-
Jlapra, MpelocTaBeH OT H3aBAIIUTE CYyOCKTH.

3a m3genusTa 3a MHOrokpartHa ymotpeba Hocutenmst Ha UDI e Bbpxy
camoto wus3aenue. Hocurenmar na UDI 3a wu3genust 3a MHOrokpaTHa
yrnorpeba, W3MCKBAIIM JEe3MH(EKLHs, CTepWwIN3alus WIM OOHOBSIBaHE
Npead BCSKO CIIE/BALO H3MON3BAHE OT MAlWEHTa, OCTaBa TpaeH M
YeTJIMB CJIel BCEKU TPOLEC Ha MOATOTOBKA HA M3JEINETO 3a MOCIEBAIL0
U3M0JI3BaHE B PaMKHUTE Ha MPEIBHICHUS CKCIUIOATALIMOHEH CPOK Ha M3/e-
JIHETO.

Hocurenst #a UDI ocraBa ueTnuB mpe3 IsuiaTa HOpMajiHa yrmotpeda u
LEJMS TPEBUICH eKCIUIOATAIIMOHEH 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 MOXKE 1a Cce CKaHupa Ipe3
OIIaKOBKaTa Ha M3/ICJTMETO, HE CE€ M3MCKBA MOCTABIHETO HAa HOCHTENS Ha
UDI BBpXy omaxoBkara.

Korato OTIACIIHU I'OTOBU HU3ACIUA CE ChCTOAT OT MHOXKECTBO 4aCTH, KOHUTO
Tp$I6Ba Ja ce CrII00sT npean nbpBaTta yHOTpeGa, € JOCTAaTb4YHO HOCHUTEIIAT
na UDI Jla C€ MOCTaBU CaMO BBPXY €4Ha OT YaCTUTE OT BCAKO MU3IACIHC.

Hocwurenst #a UDI ce mocraBst Taka, e ¢opmarst AIDC ma moxe ma
ObJ/ie IOCTBIICH MO BpeMe Ha HOpMaiHa paboTa WM ChbXpaHCHHUE.

Hocurenmute Ha Oapkoma, BrmouBamu UDI-DI m UDI-PI, morar ma
BKJIFOUBAT M CHINECTBCHN JIAHHU 32 (DYHKIMOHHPAHETO HA H3CIUETO
WIA APYTH JaHHH.

OO6uw nmpuHnunu Ha 6azata manau 3a UDI

Bazara mannm 3a UDI jgaBa BB3MOMKHOCT 3a H3MOJ3BAaHE Ha BCHYKHU
OCHOBHM €JIEMEHTHM Ha JaHHWTE B Oasata maHHu 3a UDI, nmocouenu B
yacT b OT HACTOAIOTO NMPHIIOKEHHE.

HpOPBBO}IPITeJ'lI/ITe OTFOBapHT 3a lprBOHa‘{aJ'IHOTO moJgaBaHe U aKTyann-
3alMUTe Ha WISHTU(UKAUMOHHATA MHGMOPMALMS U JPYTH €JIEMEHTH Ha
JIaHHUTE 3a U3JeNreTo B Oazara manHu 3a UDI.

[Mpunarat ce MOAXOISIINM METOAM/IPOLEIYPH 32 BaJUIHPAHETO HA MPEI-
OCTAaBCHHUTEC JIaHHH.

HpOPBBO}l]’ITeJ'lI/lTe MEPUOAUYHO IPOBEPSABAT TOYHOCTTA HA BCUYKH HaHHU,
CBBpP3aHU C U3JCIUATA, KOUTO Ca IIyCHAJIM Ha I1asapa, ¢ U3KIIIOUYECHUE Ha
nusaeiivaTa, KOUTO BEYC HE CC MPCAOCTABAT Ha Iasapa.

Hanuumnero wa UDI-DI na wusgenuero B 0Oazata jganHu 3a UDI He
03Ha4aBa, Ye W3/CIIMETO ChOTBETCTBA HA HACTOSIINS PEIJIaMEHT.

Bazara JJaHHU JaBa BB3MOXKHOCT 3a CBBP3BAHETO HAa BCUYKM HHBaA Ha
OIIaKOBAaHC Ha H3JCIIUCTO.

Januure 3a HoBM UDI-DI ca HanuyHM KbM MOMEHTa Ha IIyCKaHe Ha
M3JIETIMETO Ha Ta3apa.

[IpomnsBomuTennTe aKTyaaM3upaT CHOTBETHHUS 3amuc B Oa3ara JaHHHU 3a
UDI B cpok or 30 aHM OT HampaBeHa NPOMsHA Ha JaJCH EJIEMEHT,
KkoiTOo He m3ucksa HoB UDI-DI.

Koraro e BB3MOXHO, 0Oasara manHum 3a UDI mn3nomsBa MexmayHapoIHO
NIPUETH CTAHJApPTH 32 II0JIaBaHETO HA JIAHHU M TAXHOTO aKTyaJlH3WpaHe.

IMotpedutenckusar untepdeiic Ha Oasara pannHu 3a UDI e nanuuen Ha
BcHYkM oduuuanHu e3umu Ha Cspro3a. M3mons3BaHeTo Ha mosera 3a
cBOOOJICH TEKCT obaye ce CBeXkJa J0 MUHMMYM, 3a Jia Ce OrpaHu4aT
€3UKOBUTE MPEBOJIH.

JlaHHWTE 32 M37EIHs, KONTO BEYe HE CE NPEOCTaBsT Ha Ia3apa, OCTaBaT B
Oasara manuu 3a UDI.

HpaBHna 3a KOHKPETHU TUIIOBE MU3CIINS

Wznenusita 3a MHOTOKpaTHa yrmoTrpeba, KOMUTO ca 4acT OT Habop u
M3WUCKBAT IOYKCTBAaHE, MAE3MH(EKIHs, CTepUIM3alisi WM OOHOBSIBAHE
[pear BCsKa ClieBalia ynorpeba oT moTpeOuTeuTe.
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6.1.2.

6.2.
6.2.1.

6.2.2.

6.2.3.

6.24.

UDI Ha Te3u u3aenus ce mocTaBst BBPXY U3IACITUETO U OCTaBa YCTIUB CJIE[
BCsKa IIpoueaypa 3a IIOArOTOBKAa Ha H3JACIMETO 3a cieaBalla yHOTpCGa.

Xapaxtepuctukure Ha UDI-PI, kato Hanpumep HOMep Ha mapTHaaTa WIN
CEPUEH HOMEP, CE ONPEJENAT OT IPOU3BOAUTENS.

Codryep 3a m3nenusra
Kputepun 3a onpenensue na UDI

UDI ce onpezeinst Ha CHCTEMHOTO paBHHUILE Ha copryepa. ToBa u3nucKBaHe
ce mpuiara camo 3a copTyep, KOHTO ce mpejlara Ha Hasapa CaMOCTOs-
TeHO, U coTyep, KOHUTO caMm o cede CU HpeCTaBiiBa U3JeiIue.

OO6o3HavyaBaHeTO HA copTyepa ce CUMTa 32 MEXaHW3bM Ha MPOM3BOJCTBEH
KOHTpon u ce mocousa B UDI-PI.

WzuckBa ce HoB UDI-DI BuHarm, koraro € Haluie NpOMsiHA IO
OTHOIICHHE Ha:

a) MTbPBOHAYAIHOTO JEHCTBHE,
0) Oe3ormacHOCTTa WM Ipe/BUJCHATa yIoTpeOda Ha copTyepa,
B) THJIKYBaHETO Ha JaHHWTE.

Te3u nmpomMeHH ce OTHACAT JI0 HOBM WJIM U3MEHEHU AJITOPUTMH, CTPYKTYpH
Ha Oas3uTe JaHHM, OIepaTHUBHA IUIAT(POPMA, APXUTEKTYpa MIM HOBU
HOTPeOUTENCKY MHTep(eiich WM HOBU KaHAJIM 3a ONEpPaTHBHA CbBMEC-
THUMOCT.

Hesnauntennu npomenu B codryepa m3uckBar camo HoB UDI-PI, a ne
noB UDI-DI.

Hesnaunrtennure mnpoMeHn B codryepa OOMKHOBEHO Ca CBBP3aHH C
OTCTpaHsIBaHEe Ha TIPEIIKH, MMOJXOOPEHHs C OIJIe] M3IO0JN3BAEMOCTTa, KOUTO
HEe ce BBBEKAAT C ILeJ OE30IacHOCT, MHPOrpaMH 3a CHIYPHOCT HIJIN
ornepariBHa €(EKTHBHOCT.

Hesnaunrenaute mpoMeHH B codrTyepa ce 0003HAYaBAaT ChC CIICHHATHA
(opma Ha waeHTHUKAIMS HA TPOU3BOIUTEIS.

Kpurepun 3a nocrassnero va UDI 3a codryep:

a) xoraro copTyepbT Ce MPENOCTaBs Ha MaTepUaleH HOCHTEN, HalpHMep
ype3 CD umu DVD, Ha Bcsko HUBO Ha OMAKOBAaHE C€ MMOCOYBA ITBIHUST
UDI B yernuB 3a xopara u B AIDC ¢opmar. UDI Ha marepuanus
HOCHTEI, ChABPXKAIL COPTyepa, U Ha HEroBaTa OMAKOBKA € MICHTHYCH
¢ UDI, npucBoeH Ha CHCTEMHOTO paBHHUINE HAa cOTyepa;

6) UDI ce mpenocTaBs Ha JIECHO JIOCTBIICH €KPaH 3a I0JI3BATENIs B JIECHO
yeTauB popmar ,plain-text”, karo Hanpumep BbB (ailin ¢ onucaHuero
WIM BKJIIOYEH B HAUYAIHUS €KPaH;

B) co(Tyep, KOHTO He pasmojara ¢ moTpeduTenckn HHTepdeic, KaTto
HaNpUMep MEXKIAMHEH MHTErpaloHeH codryep 3a mpeobpasyBaHe Ha
n3o0pakenusi, Moke mga mnpemage UDI upes3 mpumokHO-mporpameH
unrepdeiic;

r) B €JIEKTPOHHUTE AUCIIEH HA cO(Tyepa ce M3MCKBA CaMO YETIMBATa 3a
xopara yact ot UDI. O6o3nauaBanero Ha UDI upe3 u3nonsBaHero Ha
AIDC He ce M3MCKBAa B EIEKTPOHHUTE JHUCIUIEH, KAaTO HalpHMep
MEHIOTO ¢ MH(OpMaIMs 3a CUCTEMara, eKpaHa NpH 3apexkIaHe U T.H.;

1) yeTnuBuUsT 3a xopata ¢opmar Ha UDI 3a codryep BriItOUYBa HICHTH-
(ukaropu 3a mpunoxenueto (Al) Ha craHmapra, W3MOI3BaH OT HM3/a-
BaluTe CyOeKTH, 3a Ja ce MOMOTHE Ha MOTpeOuTeNs Aa uaeHTH(UIUpa
UDI u nma ompenenu Koil cTaHAapT € H3MOJN3BaH 3a Ch3AABAHETO MY.
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IIPUJIOJKEHUE VII

MN3UCKBAHMUSI, HA KOUTO TPSABBA  JIA OTT'OBAPAT

HOTU®UIHUPAHUTE OPI'AHU

OPTAHM3ALIMOHHHU 1 OBILIU M3NCKBAHHWA

[IpaBen craryc m opraHm3alliOHHa CTPYKTypa

. Bcexu HoTHdUIIUpPaH opraH ce ch3/aBa ChINACHO HALMOHAIHOTO NPaBoO Ha

JUbp’KaBUTE WICHKU MM MPABOTO Ha TpeTaTa JbpkaBa, ¢ KOSATO ChIO3BT €
CKJIIOUHJI CHIOpa3yMEHHe 3a LeNTa. 3a Heropara MpaBocyOeKTHOCT M CTaTyC
TpsaOBa Ja MMa NbJIHA AOKyMeHTauus. Ta3u JOKyMEHTallMs BKIIIOUBA
nHdopmanus 3a COOCTBEHOCTTAa M IOPHAMYECKUTE WIH (DU3HUYECKUTE
JIMI@A, YHPaXKHSABAIIM KOHTPOJ BBPXY HOTH(ULMpAHUS OpraH.

. AKO HOTU(ULVUPAHUAT OpPraH € IIPaBeH CyOeKT, KOWTO € 4acT OT IIo-

rojsiMa OpraHu3anus, SICHO ce JOKYMCHTHpAaT NCWHOCTUTE M W HEHHaTa
OpraHM3aIiOHHA CTPYKTYpa M YHpPaBJICHHE, KAaKTO U BpPb3KaTa M C HOTH-
(unmpanus opran. B TakmBa ciydam M3MCKBAaHUSATA, OCOYEHH B pasiell
1.2, ca MpUJIOKUMHU KaKTO 32 HOTH(GHIHMPAHUS OpPraH, Taka M 3a OpPraHu-
3aIuiTa, KbM KOSTO TOW HMPUHAIJICHKH.

. Axo naneH HOTU(MIMpPAH OpraH M3IEUI0 WM YaCTHYHO TNPHTEKaBa

NpaBHU CYOEKTH, YCTAaHOBEHHM B Jbp)KaBa WICHKAa WINM TpeTa IbpiKasa,
WIM € MPUTEXaBaH OT JAPYr NPaBeH CyOeKT, SCHO Ce ONMpEeNeNsT U JOKY-
MEHTHpAT AEHHOCTUTE M OTTOBOPHOCTHTE Ha Te3M CYOSKTH M TEXHHTE
IOPUIMYECKH M ONEPATHBHM  B3aMMOOTHOLICHUS C HOTH(MHULHMPAHUSL
oprad. 3a mepcoHana Ha Te3u CyOeKTH, HW3BBPIIBAIL ACHHOCTH IO
OLICHSIBAHE HA CBOTBETCTBHETO CBIVIACHO HACTOSIIMS pEIJIaMeHT, ce
NpPUIAraT CbOTBETHUTE U3UCKBAHMS HA HACTOSIIUS PETJIAMEHT.

. OpFaHI/ISaLII/IOHHaTa CTPYKTYypa, pasnpeicaeHueTo Ha OTIOBOPHOCTHUTE,

HepapxuuHata CTPYKTypa M (DyHKIMOHMPAHETO Ha HOTHU(DHLUHUPAHUSI
opraH ce OpraHu3Mpar Taka, 4ye Ja Ce rapaHTupa JOBEpHeTo B paboTaTta
Ha HOTH(MHULMPAHHUS OPraH U B PE3YNTATHTE OT HPOBEKIAHUTE OT HEro
JIEHHOCTH 10 OLEHSBAHE HA CHOTBETCTBHETO.

. HOTPId)I/II_II/IpaHI/ISIT opraH sCHO JOKYMCEHTHpa CBOsATa OpraHu3aliliOHHa

CTPYKTYpa U (YHKLIHUTE, OTTOBOPHOCTHTE M MPABOMOIIMUATA HA BHCILIETO
CH PBKOBOJICTBO M HA OCTAHAJIMs MEPCOHAI, KOITO MOXE /1a UMa BIMSHHE
BbPXy paboTaTa Ha HOTHOULIMPAHHS OpPraH BBPXY PpE3YJNTATHTE OT
JICHHOCTHTE My TIO OLICHSBAaHE HAa CHOTBETCTBHETO.

. HoTuguuupanust opraH ompejens JMIaTa BbB BHUCIIETO PHKOBOJCTBO,

KOUTO HUMAT IIBJIHU IPAaBOMOIIUA W HOCAT ITbJIHA OTIOBOPHOCT 3a:

a) OCUT'YPSIBAHECTO Ha MOAXOISIIN peCcypcH 3a JIGMHOCTUTE TIO OIICHSIBAHE
Ha CBbOTBETCTBHUECTO,

0) pa3pabOTBaHETO HA MPOLEAYPH M IOJUTHKH 3a (YHKIIMOHHPAHETO Ha
HOTH(UIMPAHKSI OpTraH;

B) HaJ 30pa BBPXY MPHIAraHETO Ha IMPOLEAYpPHUTE, IOJUTUKUTE U
CHCTEMHUTE 32 YIpaBJICHUE HAa Ka4eCTBOTO HAa HOTU(HMIHUPAHUS OpraH;

r) Haa3opa BbPXY (UHAHCHTE HAa HOTH(HLHUPAHHS OPraH;

N) JACHHOCTUTE M PEIICHHsATa, B3eTH OT HOTU(UIMpPAHUS OpraH, BKIIIO-
YUTEIHO CHOPa3yMEHUS;
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1.2.
1.2.1.

1.2.2.

1.2.3.

€) [eJIETHPaHEeTO Ha TPABOMOIIUS Ha TIEpCOHala W/WIM KOMHUTETHUTE,
KOraTo TOBa € HEOOXOAWMO, 3a U3IBJIHCHUETO Ha OIpEeIICHI
NCHHOCTH;

’K) B3aMMOJICHCTBHETO C OpraHa, OTrOBapsll 3a HOTH()ULIUPAHUTE OPraHH,
U 3aJ{bJDKCHUATA BBB BPb3Ka C KOMYHHKAIUUTE C JPYTH KOMIIETCHTHU
oprann, Komucusra u Apyr# HOTHOUIMPAHH OPTaHM.

HeszaBucumocTt 1 Ge3MPHCTPACTHOCT

HOTI/I(bI/II_II/IpaHI/ISIT opraH € TpeTo JIMLE, HE3aBUCUMO OT IIPOMU3BOAUTEIISA HA
U3JCJIINETO, BbB BPB3Ka C KOWTO U3BBpLIBA JICHHOCTHUTE TI0 OlICHSBaHE Ha
CBbOTBECTCTBHCTO. HOTH(bHHHpaHHSIT € CbUIO TaKa HE3aBUCUM OT JApyru
HWKOHOMHYECKH OIlepaTopu C HHTEPEC KbM U3JACIUETO, KAKTO U OT
BCHUYKHW KOHKYPCHTH Ha IMPOU3BOAUTEIIA. ToBa He H3KIIOYBA BBH3MOXK-
HOCTTa HOTI/I(iJI/IL[I/IpaHI/ISIT opraH Ja H3BbpUIBA JICMHOCTH IO OLICHSBaHE
Ha CBOTBETCTBHUETO 3a KOHKYPEHTHHU NPOU3BOAUTEIIN.

HoTtudunupanust opraH e opraHu3upaH ¥ (QyHKIHMOHHMpA Taka, 4e Ja
ObaT 3ama3eHd HEe3aBHCHUMOCTTA, OOEKTUBHOCTTa M OE3MPUCTPACTHOCTTA
Ha JeiHoctuTe MM. HoTmduimpaHusT OopraH IOKyMEHTHpAa M BBBEKAA
CTPYKTypa W TIPOIEAYypH 3a OCHTYpsBaHE Ha OE3NMPHUCTPACTHOCT M 3a
HAcChpyaBaHe M TIPWIATaHe HAa NPUHIMINTE Ha OE3NPUCTPACTHOCT B
[UIaTa CU OpraHM3alMs, CPeJ LENIHs CH MEePCOHANT M B JEHHOCTUTE CH
110 oueHsBaHe. Te3n mporeaypy NpenBIKAAT yCTAaHOBSIBAHE, Pa3ClIC/IBAaHE
1 HaMHpaHE Ha pPelIeHHEe IPU BCUYKU CIIydad, B KOUTO MOXKE J]a Bb3HUKHE
KOHQIMKT Ha HHTEPECH, BKIIOYUTENIHO YYacTHETO Ha CBhOTBETHHS
CIIy)KUTEJl B KOHCYNTAaHTCKM YCIYTM B cdepara Ha H3ACIUATA TPEIn
Ha3HaYaBaHeTO My Ha pabora B HOTHU(HMIMpaHus opraH. PascnenBanero,
pe3ynTaTuTe M HAMEPEHOTO pEIICHHE Ce JOKyMEHTHpaT.

HoTudunupanust opran, HEroBOTO BHCIIE PBKOBOACTBO M IEPCOHAIBT,
OTroBapsl 3a U3MBIHEHNE Ha 3aa4NUTe 10 OICHSIBAHE Ha ChOTBETCTBUETO,
HE MoraT:

a) sa ObIaT MPOEKTAHT, IIPOU3BOANTE, JOCTABYHK, JIUIE, KOETO MOHTHPA,
KyIyBay, COOCTBEHHK WJIM CTPYKTypa IO TOJJIPBKKA HA HW3JEIUATA,
KOWTO OLCHSBAT, HUTO YIBJIHOMOIIEH IPEJCTABUTENl Ha HIKOE OT
Te3u Juua. ToBa OrpaHMYEHHE HE HM3KIIIOYBA 3aKyNyBaHETO M YIOT-
pebata Ha OLEHSABAHM M3JENUs, KOUTO ca HEOOXOMUMH 3a AEHHOCTUTE
Ha HOTH(UIMPaHUs OpraH M 3a HM3BHPLIBAHETO HA OICHSIBAHETO Ha
CBHOTBETCTBUETO, WM YNOTpeOaTa Ha TaKyWBa W3JCNUS 3a JIMYHH LIEIH;

6) Jla B3eMaT y4dacTue B IPOCKTUPAHETO, IMPOU3BOACTBOTO HIU I/I3pa60T-
BaHCTO, MpeUIaraHeTO Ha hasapa, MOHTHPAHETO W H3IOJI3BAHETO WJIHU
noAApbKKaTa Ha MU3ACIUsATA, 3a KOUTO Ca Ha3sHAa4Y€HWU, HUTO Ja IIpea-
CTaBJIABAT CTPAHUTE, aHTI'AXKXKHUPAHU B TE3U [[ef/'IHOCTI/I;

B) Jla ce BKIIOYBAT B JEHHOCT, KOSATO MOXE Ja € B IPOTHBOpEYHE C
TAXHATa HE3aBHCUMA IIPEICHKA M IIOYTECHO IIOBEJCHUE IO OTHOIICHUE
Ha JIEWHOCTHUTE TIO OIICHSBAaHE HA CHOTBETCTBHETO, 32 KOHTO Ca OIpPE.l-
€JICHU;

r) [a TpemiaraT WM MPEIOCTaBIT KaKBaTo W Ja ¢ YCIyra, KOSTO On
MOrila [a 3acTpallid JOBEPHETO B TAXHATAa HE3aBHCHMOCT, O€3IpH-
CTPACTHOCT WM OGEKTUBHOCT. [10-KOHKPETHO Te HE IMpEiarart, HHUTO
MPEIOCTABAT KOHCYNTAHTCKH YCIyTH Ha TPOU3BOIUTENS, YITBIHO-
MOIIEHAST My TPEACTABUTEN, IOCTABYMK WM TBPTOBCKH KOHKYPCHT
[0 OTHOILICHHE Ha MPOCKTHPAHETO, M3pabOTBAHETO, MPOM3BOACTBOTO,
MpeTaraHeTo Ha Ta3apa WK TOIIPHKKAaTa Ha OLCHSBAHUTE W3ICITHS
WA TPOLECH, U
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1.2.4.

1.2.5.

1.2.6.

1.2.7.

1.2.8.

1.2.9.

1.3.
1.3.1.

[[) Jla ca CBBbp3aHM C OpraHu3alusi, KOSATO IIPEAOCTaBsI KOHCYJITAHTCKHUTC
yciyru, IOCOYCHH B 6y1<Ba I‘). Tosa OI'paHUYCHUE HE U3KIIOYBa
JICHHOCTH TIO 00110 O6y‘{eHI/I€, KOUTO HC KacasT KOHKPETCH KIMCHT U
Ca CBbp3aHUM C HOpMaTHBHaTa ypez[6a Ha u3aciuAaATa UJIn CbC CBOT-
BETHUTEC CTaHOApPTH.

VyacTHeTo B KOHCYITAHTCKH YCIYTH B cdepara Ha H3ACIMSITA TPEAN
3aI0YBaHETO Ha paboTa B HOTH(UIMPAHWS OpPraH ¢ HAIBIHO JIOKYMCH-
THPaHO B MOMECHTa Ha 3all0YBaHETO Ha paboTa W MOTCHIMATHHUTE
KOH(IIMKTH HAa MHTEPECH ce HaOIIOJaBaT M peIiaBaT B CBOTBETCTBHE C
HACTOSIIOTO MPHJIOXKEHHE. UNeHOBeTe Ha MEepCoHATa, KOWTO, TPEId Ja
3amovyHaT pabota B HOTH(UIMpaHHsS OpraH, ca OWJIM HaeTh OT
KOHKPETCH KIHEHT WM Ca MPEIOCTABSIN KOHCYNTAHTCKH YCIyTH B
chepara Ha U3OENUATa HA TO3M KOHKPETCH KIHMEHT, HE M3BBPIIBAT
NEHHOCTH TI0 OLICHSBAHE HA CHOTBETCTBHETO 32 TO3M KOHKPETCH KIMEHT
WK 3a OPYKECTBA, NMPHHAMICKAIIM KbM ChIIATa TPyIMa, 38 CPOK OT TPU
TOJMHM.

lapanTupa ce Oe3MPUCTPACTHOCTTA HA HOTH(ULUUPAHUTE OpraHH, Ha
TSAXHOTO BHCIIC PBKOBOJCTBO M Ha IEPCOHANA, OTrOBApSI] 3a OLCHSI-
BaHeTO. Pa3MepbT Ha BB3HATPAXKICHUETO HA BUCIICTO PHKOBOACTBO M Ha
HepcoHasa, OTroBapsiil 3a OLEHSIBAHETO, HA HOTU(UIMPAHUS OPraH, KaKTo
U  Ha MNOJAUSIBIHUTEINTE, Y4YaCTBalllW B CBBbP3aHU C OLECHABAHETO
NeHOCTH, HE 3aBHCH OT pE3YJTaTHTC Ha H3BBPIICHUTE OLICHIBAHUS.
Hotuduiupanure OpraHd ONOBECTSBAT IMyOJIMYHO JACKIapalUUTe 3a
MHTCPECH Ha BHCLICTO CH PBHKOBOACTBO.

Axo cOOCTBEHUK Ha HOTH(MIUMPAHMS OpraH € IyOJNYHONpaBeH CyOeKT
WIM UHCTUTYLMS, C€ TapaHTHpaT M JOKyMEHTHpaT He3aBUCHMOCTTa U
JIMIICaTa Ha KOH(UIMKT Ha MHTEPECH MEXJy OpraHa, OTTOBapslll 3a HOTH-
(ULMpaHUTE OpPraHd, W/MIM KOMIIETEHTHMS OpraH, OT €JHa CTpaHa, U
HOTHGUIMpPAHUS OpraH, OT Jpyra CTpaHa.

HOTI/I(bI/II_II/IpaHI/ISIT OopraH rapanTupa U AOKYMCEHTHpaA, Y€ JNIEMHOCTHUTE Ha
HCTOBUTC IIOACIICHUS WM IOAUZIBIHUTCIM W Ha APYr CBbpP3aH Oprad,
BKJIFOUMTEIHO JICHHOCTHTE Ha HETOBHUTE CO6CTB€HI/IHI/I, HE 3aciarar
HEroBata HE3aBHCHUMOCT, 663HpI/ICTpaCTHOCT Wid  OOEKTHMBHOCTTa B
JNeHOCTHTE MYy IO OLCHsIBAHE Ha CHOTBECTCTBUETO.

Hortudumnupanust opraH W3BBpIIBA ISHHOCTHTE CH CBHIIIACHO HAOOp OT
MOCIIE/IOBATEIIHH, CIPABSUIMBA M TNPUEMIIMBU YCJIOBHS, Karo B3eMa
NpPeBUI MHTEPECUTE HA MAIIKUTE W CPEIHUTE MPEINPUSITHS 110 CMHUCHIA
Ha [Ipernopeka 2003/361/EO BBB Bpb3Ka C TakcuTe.

V3uckBanusATa, YCTAHOBEHW B HACTOSIIMS Pasziell, He M3KII0YBAT oOMeHa
Ha TexXHUYecKka MHAOpPMALMsd W HACOKM BBB BpPb3KAa C HOpMAaTHBHATa
ypenba Mexay HOTHGHULHMPAHHUS OpraH W MPOU3BOAUTENS, KOWTO MOjaBa
3asBJICHHE 3a OLICHABAHE HA CHOTBETCTBHUETO.

IoBeputennoct

HoTtudunupanusar opran uMa JOKyMEHTHPaHU IMPOLELYpH, KOMTO rapaH-
THPAT, Y€ HErOBUAT MEPCOHAT, KOMHUTETH, MOAENEHUs], MOAU3IIBIHUTENN
WIM Jpyr CBbP3aH OpraH WM IEpPCOHAl Ha BBHIIHM OPraHM CHa3BaT
MOBEPUTEIHOCTTa Ha MH(MOPMALMATA, IOIyueHa IIPU HU3IIBIHEHUETO Ha
JIEHHOCTUTE II0 OLIEHSABAHE HA CHOTBETCTBUETO, OCBEH KOraTo HEHHOTO
pasriacsiBaHe Ce€ M3UCKBA 110 3aKOH.

IlepcoHansT Ha HOTHOHUUMPAHHS OpraH CrasBa 3aJb/DKCHHETO 32
cryxkeOHa TaiflHA TPHM W3MBIHEHWETO HAa CBOWTE 3a/addl  CBHITIACHO
HACTOSIIMSL PETJIAMEHT WM BCAKA pasnopenda Ha HALMOHAIHOTO IIPaBO
32 HEroBOTO TpHJIAaraHe, OCBEH II0 OTHOIICHWE HAa OpraHa, KOWTO
oTroBapsi 3a HOTH(GHUIMPAHWTE OpraHHW, OpPraHWTe, KOMIICTCHTHH 3a
n3fienuATa B AbpkaBUTe uwieHKH, win Kommcumsra. OcurypsiBa ce
3alUTa Ha mpaBara Ha coOcTBeHOCT. HoTuuimpanusaT opran numa aoKy-
MEHTHPAHN MPOIEIYpPH MO OTHOUICHHE HAa HM3WCKBAHMATA Ha HACTOSIINS
paszern.
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1.4.
1.4.1.

1.4.2.

1.5.

1.6.

1.6.1.

1.6.2.

2.2.

OTroBOpHOCT

HoTtudunupanusat opran CkIIouBa MOJXOASIIA 3aCTPAaXOBKa 3a MOKPHBAHE
Ha OTTOBOPHOCTTAa CH BBB BPB3Ka C JAEHHOCTHTE CH IO OIICHSABAHE Ha
CBHOTBETCTBHETO, OCBEH KOraTo OTTOBOPHOCTTAa CE€ MOEMa OT ChOTBETHATa
JIbpiKaBa 4YJCGHKA CBIVIACHO HAI[MOHAIHOTO TIPaBO WIJIM KOTaTo TasH
JIbpKaBa 4ICHKA € MPSIKO OTTOBOPHA 3a OLCHSBAHETO Ha ChOTBETCTBHETO.

O6xBarbT © OOWIOTO (UHAHCOBO TMOKPUTHE HA 3acTpaxoBKara 3a
MOKPHMBAHE HAa OTTOBOPHOCTTa CBHOTBETCTBAT HAa HMBOTO M reorpadckus
00XBaT Ha JCHHOCTHTE HAa HOTH(UIMpPAHHWS OpPraH M ca ChOOpa3eHH C
pUCKOBHs NPOQHUI HA HU3JEIMATA, CEPTUPULMPAHU OT HOTH(OULUPAHHS
oprad. 3acTpaxoBKaTa IIOKpPHBA CJIy4auTe, B KOUTO HOTHOHIMPAHHUAT
opran Moxe 1aa Obie 3aJb/DKEH Jla OTHEMe, OrpaHH4Yd WIN CIIpe
JICHCTBHETO HAa cepTH(HUKATUTE.

DHUHAHCOBU M3MCKBAHUS

Horudunupanusr opran pasmnonara ¢ (UHAHCOBUTE PeCypcH, Heo0-
XOIMMH 3a M3BbpLIBAaHE HAa JEHHOCTHTE My IO OLEHSBAHE HAa CBHOT-
BETCTBUETO B pPAMKUTE Ha ONPEJEIEeHHS My MaHIAT U CBbP3aHUTE C
TOBa CTONAHCKU onepaiuu. Toil ToKyMeHTupa u MpejicTaBs JoKa3aTelcTBa
3a ()MHAHCOBUTE CH BB3MOMKHOCTU U CBOSTA IBJITOCPOYHA MKOHOMMYECKA
KU3HECTIOCOOHOCT, KaTO CE€ OTYMTAT KOHKPETHUTE OOCTOSTENCTBA IIpU
eTana Ha ITbPBOHAYAJIHOTO 3alOuBaHE Ha AEHHOCTTa My, B 3aBHCHMOCT
OT clydasl.

VYyactue B KOOPAWHAMOHHU JIEHHOCTH

HotudwuimpanusT oprai ydacTBa B ChOTBETHHTE ICHHOCTH IO CTaHAap-
TH3ALWs U ICHHOCTHTE Ha KOOPAMHALMOHHATA TPyIa HA HOTH(UIHPAHNUTE
opranu, mocodeHa B wieH 49 ot Permamentr (EC) 2017/745, wnn
rapaHTHpa, 4€ OTrOBApSIIMAT 3a OLCHSBAHETO MEPCOHAT ¢ MHMOPMHpaH
3a Te3W JACHHOCTH, a OTTOBAPSLIMAT 32 OLCHSIBAHETO M B3CMAHETO Ha
pelueHusl TepcoHan € WH(GOPMHpaH 3a CHOTBETHHUTE 3aKOHOIATEIHH
aKTOBE, HACOKM W HAW-TOOpH MpPaKTHKH, IPHETH B paMKHTe Ha
HACTOSIIMS PETJIAMEHT.

HoTtudunupanust opraH B3eMa MNpeABHJ HACOKMTE U Hai-1o0pute
MIPAKTHKH.

WU3UCKBAHHIA 3A VIIPABJIEHMETO HA KAYECTBOTO

HOTPICI)I/IIII/IpaHI/ISIT OopraH Cb3JaBa, JOKYMEHTHPA, U3IIBJIHABA, IOAABPKA U
PBKOBOAU CUCTEMA 3a YIIPABJIICHHUE Ha Ka4€CTBOTO, KOSATO € IoAxojsiia €
oriuea Ha €CTECTBOTO, C(bepara n Mama6a Ha JCHHOCTUTE My 10
OLCHABAHE HA CHOTBETCTBHETO M KOATO MOXKE Ja mmoArnomMara u aa CBHIC-
TCJICTBA 3a IIOCICAOBATCIIHOTO HM3IBJIHCHHUC Ha HW3HWCKBaHHUsATaA II0
HacToAMUA PETJIaMCHT.

Cucremara 3a yHOpaBJIEHUE Ha Kad€CTBOTO Ha HOTH(bHHHpaHPIS[ Oopran
BKJIFOYBA HaH-MaJIkO CIEIHOTO:

a) CTPYKTypa MW JHNOKYMCEHTallMs Ha CHUCTEMaTa 3a YNpaBJICHHUE, BKIIIO-
YUTECIIHO IMOJIUTHUKUTE MU LECIUTE Ha HEWHHUTE L[eﬁHOCTH;

0) MOJMTHKH 3a Bb3JaraHe Ha ACHHOCTHM M OTTOBOPHOCTH Ha MEPCOHANA;

B) OILCHSBAHC M MPOIEC Ha B3EMaHE HA PELICHHs CHOOpPAa3HO 3amadymTe,
OTTOBOPHOCTHTE M POJISITA Ha TIEPCOHANA M BHCIIETO PBKOBOJICTBO Ha
HOTH()UIMPAHKS OpTraH;
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2.3.

2.4.

3.1.
3.1.1.

I‘) TUTaHUpaHE, MPOBEXKIAHE, OLCHABAHC W IIPHU HCO6XOL[I/IMOCT, ajgari-
THpaHE Ha MPOLCAYPUTE 3a OLCHSABAHC HAa CHOTBETCTBUETO,

JI) KOHTPOJI Ha JOKYMEHTHTE;

e) KOHTPOJI Ha 3allUCUTE;

’K) Tperjean Ha yrnpaBIeHHETO;

3) BBTPCUIHU OJAUTH;

1) KOPUTHPAIIU U IPEBAHTUBHU AEHCTBUS;

W) curHamM W Kauowu,

K) IpoIbJDKaBallo OOyYeHHE.

Korato JOKYMEHTUTE CC MU3II0JI3BAT Ha HAKOJIKO €3HKa, HOTI/I(bI/II_II/IpaHI/ISIT
OpraH rapanTupa U KOHTpOJHpa AaJid T€ UMaT €JHO U CBhIIO ChAbpPIKaHUC.

Bucmiero PBKOBOACTBO Ha HOTI/I(l)I/II_II/IpaHI/IH opraH rapaHTupa, 4e
cucreMara 3a YyHOpaBJICHHE Ha KadeCTBOTO € HaIlbJIHO pa36paHa,
TIpujiaraHa W Chla3BaHa B IisJlaTa OpraHu3alust Ha HOTI/I(i)I/II_II/IpaHI/IH
OpraH, BKJIIFOYHUTCIIHO HETOBUTEC MOJACICHUA WA TMOAU3SIBIHUTCIN, KOUTO
ygacTtBar B JIGMHOCTH 3a OLICHSBAaHE Ha CBHOTBETCTBHETO CBIVIACHO
HacToAIIUA PETIIaMCHT.

Hortuduuupanust opraH H3MCKBa OT LENUs HEPCOHAN OQHIHMAIHO Ja
[I0eMe aHTaKMMEHT, Ype3 IOIIMNUC WM PaBHOCTOEH aKT, Jla CIa3Ba IpoIie-
JIypUTe, ONpEIeNeHn OT HOTHQHUIMPaHHUS opraH. To3M aHTQKHUMEHT
BKJIFOUBA AaCIIEKTH, CBBP3AaHM C IIOBEPUTEIHOCTTA M HE3aBUCHMOCTTa OT
TBPrOBCKM U JIPyTM MHTEPECH W BCSKAKBH CBIIECTBYBAIIN  HJIH
MIPEeAXOAHN BPB3KH ¢ KiaueHTuTe. OT mepcoHana ce M3MCKBA Ja MOMBIHN
MHICMEHA AEKIapalys 3a Cla3BaHE Ha NPUHIMINTE HA IMOBEPHTENIHOCT,
HE3aBUCHMOCT M O€3IPHCTPACTHOCT.

N3UCKBAHUSA 3A PECYPCUTE
OOmM M3UCKBaHUS

HOTI/I(bI/II_II/IpaHI/ITG opraHu Tpf[GBa Ja Morat Ja Hu3ObJIHABAT BCHYKHU
3aa4y, BB3JIOKCHU UM CbHIVIACHO HACTOALIMS PEriiaMeHT, C Hal-BUCOKA
CTCIICH HaA IIOYTCHO npo@)ecnor{aﬂﬂo IIOBECACHUC U HCO6XOZ[I/IMaTa KOMIICT-
CHTHOCT B OIIpe€JcicHarTa 06J'IaCT, HE3aBUCUMO JaJii TE3U 3aJja4yu Ce
U3IBbJIHABAT OT CaMUsl HOTI/I(i)I/II_II/IpaH OpraHu MJid OT HETOBO UMC M Ha
HETOBa OTTOBOPHOCT.

[lo-KOHKpPETHO HOTHU(HIMPAHUTE OPraHM pasNoiaraT ¢ HEoOXOIUMUS
MEepCOoHaT M MNPHUTEeKABAT WIM HMaT [JOCTBI JO IBUIOTO 00OpyaBaHe,
CHOPBKEHUSI M KOMIIETEHTHOCT, KOMTO Ca HEOOXOAMMH 3a IPABHIHO
M3IBIHCHUE HAa TEXHWYECKUTE, HAYYHUTC M aIMUHHCTPATUBHUTE 3aadd
B PaMKUTE Ha JICMHOCTHTE MO OLEHSBaHE HA ChOTBETCTBUETO, BHB BPH3Ka
¢ KOUTO ca onpejeneHn. ToBa M3UCKBaHE MPEAIonara, 4e mo BCSIKO BpeMe,
3a BCsKa INpOLEAypa MO OLCHSIBAHE HA CHOTBETCTBHETO M 33 BCEKH THII
u3/leNs, 33 KOUTO € OIpeneieH, HOTHU(GHUUMPAHUAT OpraH pasmolara
MOCTOSIHHO C JIOCTaThyeH aJMHUHUCTPATHBEH, TEXHHYECKH M HaydeH
MEePCOHAT ¢ ONMHT M 3HAHWS B 00JACTTa Ha CHOTBETHUTE M3MICNHUS U CBBP-
3aHUTE C TSIX TEXHOJOrHU. TO3HM mepcoHaa € JocTaTbhyeH KaTo Opoiika, 3a
la ce TrapaHThupa, 4Ye CHOTBETHUAT HOTHQHIMPAH OpraH MOXe Ja
W3IBJIHSABA 3aJaYMTe MO OLEHSIBAHE HA CHOTBETCTBUETO, BKIIOYHMTEIHO
Ha MeIMLMHCKAaTa (DYHKIMS, 32 N3BBPIIBAHE HA OLCHKA Ha ACHCTBHETO
U JeHCTBHETO M Oe30IacHOCTTAa HAa W3JENHATA, 32 KOUTO € OIpeleleH, ¢
OrJie]] Ha M3MCKBAHMATA 110 HACTOSIIMS PETJIAMEHT, U TO-KOHKPETHO TE3H
mo mpuinoxkenue I.
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3.2.
3.2.1.

3.2.2.

O6111aTa KOMIIETCHTHOCT Ha HOTI/I(bI/IIII/IpaHI/I}I Opran € TakaBa, 4€ J1a MYy
II03BOJIsIBA A OLICHsIBA TUIIOBETC H3JCJIHSL, 3@ KOUTO € OIPECICIICH. Hotu-
(bI/II_H/IpaHI/IfIT opraH pasnojara ¢ J0CTaTb4Ha BbTPCIIHA KOMIIETCHTHOCT 3a
KPpUTUYHO OLCHABAHEC Ha OLCHABAHHUATA, UW3BBPHICHU OT BbHHIIHU
CKCIICPTH. 3a[la‘II/ITC, KOHUTO HOTH(bHHHpaHHSIT Oopran HE MOXE Ja
Bb3J1ara Ha IOJU3IIBJIHUTEIH, Ca ITOCOYCHHU B pa3fci 4.1.

IlepcoHanbT, KOWTO y4acTBa B YIPaBICHUETO Ha JCHHOCTHTE HA HOTHU(H-
LMPAHKsI OPraH IO OLEHSIBAaHE Ha ChOTBETCTBHETO 10 OTHOILICHHE HA U3Jie-
JMATA, TPUTEKAaBa HEOOXOJMMMTE 3HAHMS C OIJIeJ Cb3JaBaHETO MU
(DYHKLMOHMpPAHETO HA CHCTEMa 3a MOJ0Op Ha IepcoHana 3a OLEHSIBaHEe
U [pOBEpKa, 3a MPOBEPKA HAa KOMIIETEHTHOCTTa My, 3a pa3pellaBaHe Ha
U3IBIHEHUETO HA 33JaudTe My U TSAXHOTO DAs3MpeiesieHHe, 3a OpraHu-
3MpaHe Ha TbPBOHAYAIHOTO M TEKYIIOTO My OOydYeHHe, KaKTo W 3a
Bb3JIaraHe Ha HEroBUTE 3aIbJDKCHHs M HaOJIOAEHHETO My, Taka 4e Ja
ce rapaHTupa, Y€ HEepPCOHAIBT, KOWTO IMPOBEXJa M HM3BBPILIBA JCHHOCTH
[0 OLEHSBAaHE W MPOBEPKa, ¢ KOMIIETCHTEH Jia M3ITbJIHIBA BB3JIOKCHHTE
My 3aJlauH.

HOTI/I(I)I/II_II/IpaHI/ISIT opraH ornpenenass IMoHE€ €JHO JUIEe B pPaMKHUTE Ha
BUCHICTO CH PBKOBOJACTBO, KOCTO J@ HOCHU LSJIOCTHA OTTOBOPHOCT 3a
BCHUYKH HCﬁHOCTH 110 OLCHABAHE Ha CHOTBETCTBHUETO HA M3ACIIHMATA.

Hotudwuimpanusr OpraH rapaHTHpa, dYe IMEPCOHANBT, YydYacTBaml B
NEeHHOCTH MO OLCHSBaHE Ha CHOTBETCTBUETO, MOJIBPKA CBOSTA KBAlH-
(HKamus ¥ eKCIEPTeH OIUT, KaTo MpWiara CHCTeMa 3a OOMEH Ha OIHT
U mporpama 3a MpojabJDKaBamio o0ydeHre n o0pa3oBaHHE.

HoTtuduuupanusar opran siCHO JIOKyMEHTHpa OOXBaTa W TPaHULUTE Ha
3abJDKEHHATa M OTTOBOPHOCTHTE, M KaKTO M HHBOTO Ha IIPaBOMOLIMS
Ha IEPCOHANA, BKIIOYUTEIHO MOAU3IIBIHUTENNTE M BBHIIHUTE EKCHEPTH,
KOWTO y4acTBa B JICHHOCTHTE I10 OLEHSABAaHE HA CbOTBETCTBHETO, U
CHOTBETHO I'M CBEXKJA 10 3HAHMETO HA TO3M MEPCOHAL.

KBaJ'II/I(bI/IKaI_[I/IOHHI/I KpUTEpUHN 11O OTHOIICHHUE Ha IMEpCOHaAa

HoTtudunupanusar opran onpeaens U AOKYMEHTHPA KBAIHM(DUKALMOHHU
KPUTEPHH M TPOLEIYPH 3a MOAOOpP M INPEAOCTABSIHE HA IPABOMOLIMS HA
JIMIATa, y4yacTBalld B IEHHOCTUTE MO OLEHSBAHE HAa CBHOTBETCTBHETO,
BIJIIOUMTEIIHO 110 OTHOLIGHME HAa 3HAHUATA, ONMUTA M JApyra HeoOXoxuma
KOMIIETEHTHOCT, KAaKTO W HW3MCKBAHOTO HBPBOHAYAJIHO U  TEKYLIO
obOyuenne. KBanndukaunoHHuTe KpUTepUM 0OXBalaT — Pas3IUYHUTE
(yHKUMM B paMKUTE Ha IIpolieca HAa OLEHSABAHE HAa CbOTBETCTBHETO,
KaTo HanpuMmep OAMT, OLIEHKA MM M3IUTBAHE HAa NPOAYKTA, NpEriej Ha
TeXHHYECKaTa JIOKYMEHTAllMs, B3eMaHe Ha pelleHHe M ITyCKaHe Ha
napTuja, Kakro W M3JEIMATa, TEXHOJIOTMUTEe M 00JacTHTe, Karo
HarpuMep OMOJNOrMYHA CHBMECTHMOCT, CTEPMIIN3ALMS, CaMOTECTBAHE MU
TECTBAHE Ha MSCTO, CBITBTCTBALM W3JENMHsS U OLEHKA 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
ONMHMCAaHUETO Ha o0XBara, M3IOJN3BAHO OT JbP)KABaTa WICHKA 32 HOTH(H-
nupaHeTo 1o wieH 38, maparpad 3, kKaTo OCHUTypsIBaT JOCTaThYHO HUBO HA
MOAPOOHOCT 3a HEeoOXoAMMaTa KBaTU(UKALMS B MOJApA3JelCHUATa Ha
OIMHCAHUETO Ha 00XBaTa.

Omnpenenst ce crHenuaiHd KBaTM(UKAIMOHHM KPUTEPUHM Hal-Maliko 3a
OLICHSIBAHETO Ha:

— OwuoyornyHata 0e30MacHOCT,

— OIIEHKaTa Ha JCHCTBHETO,
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3.23.

3.2.4.

— HU3ICIHUATA 3a CaMOTECTBAHE W TECTBAHC HA MJICTO,

— CBIBTCTBAIIUTE HU3IOCIINAA,

— (yHKuMOHaNHATa GE30IacHOCT,

— codryepa,

— OITaKOBKara, 1

— Pas3jIMYHUTEC TUIIOBC IMPOLECH 3a CTCPUIIU3aIUs.

HepCOHaJ'I’BT, OTroBapsIl 3a YCTAaHOBSIBAHC Ha KBaJ’[l/I(bI/IKaI_U/IOHHPITe
KpuUTepuu M 3a NpPEeAOCTaBsSHE Ha IPaBOMOIIMA Ha JiMlaTa, KOUTO UIC
H3BBPIIBAT KOHKPETHU JICMHOCTH TIO OIICHSBaHE Ha CBbOTBETCTBHUETO, €
CbCTaBC€H OT CIIYXKUTCJIIU Ha CaMust HOTI/I(bI/IIII/IpaH OopraH M HE BKIIIOYBa
BBHIIHU CKCHEPTH WK [OAU3IBIHUTEIIN. Toi IpuTeXaBa J0Ka3aHU
3HAHWS U OMUT BCHYKH OOJIACTH 110-10J1y:

— 3aKoHOAaTenacTBOTO Ha CPBI03a OTHOCHO H3JCIMATA U CHOTBETHHTE
HACOKH;

— HOpoueayputre 3a OLECHABAHEC Ha CBOTBETCTBHUETO, MNPECABHIACHHU B
HaCTOALIUA PETJIaMEHT,

— IHUpOKa 0asza OT 3HAHUS 3a TEXHOJIOTHUTE B 00JacTTa Ha u3aenusaTa u
TIPOCKTUPAHETO U TMPOU3BOJACTBOTO HA M3ACIIHATA,

— cHCcTeMara 3a yIpaBJCHHE Ha KauyecTBOTO HA HOTHU(HIMPAHUS OpTraH,
CBBP3aHUTE C TOBA TNPOIEAYPH MW HEOOXOANMHTE KBATU(PHUKAIIMOHHHU
KPHTEPUH;

- 06y‘I€HI/ICTO Ha nepcoHalia, y4yacrsail B JICMHOCTUTE TI0 OlICHSBAaHE HA
CBHOTBCTCTBHUCTO HA H3ACIIUATA,

— MOAXO[SLI ONUT B OLEHSABAHETO HA CBOTBETCTBUETO CHIJIACHO
HACTOSIIUMSL PErJIAMEHT WM IPWIOKHUMOTO IIPEAUd TOBAa IIPaBO, B
paMKHTe Ha HOTH(HULHUPAH OpraH.

HoTtudunupanusr opran pasmonara ¢ MOCTOSHHO HaJIMYEH HEPCOHAN ChC
CHOTBETHHUS KJIMHUYEH OITUT, KaTO MO BB3MOXKHOCT TO3U MEPCOHAI € HaeT
Ha padora oT HOoTH(UUMpaHUs opraH. To3W NEpcoHanT € YacT OT LEIus
NPOIIEC HA OLEHSABAHE M B3EMaHE HA PEIICHHsS B PAMKUTE Ha HOTU(H-
LMPaHUsl OpraH, 3a Ja:

— yKa3Ba cCJlydJaumTe, KOraTo C€ HM3HMCKBa HaMecaTa Ha CICIHUAJUCT 3a
OIICHsIBAaHE Ha OIIGHKAaTa Ha JeHCTBUETO, M3BBPIIEHA OT MPOU3BO-
JIUTEIIs, ¥ TI0COYBA SKCIEPTH C MOJXO/sIIa KBaTH(UKamms;

— o0yyaBa 10 MOJAXOJAIl HAYWH BBHIIHUTE KIMHUYHHU EKCIIEPTH II0
OTHOIIICHHE Ha CHOTBETHHTEC WM3UCKBAHUS Ha HACTOSIIMS DPErJIaMEHT,
OC, HacokWTe ¥ XapMOHHM3HPAHHUTE CTAHAAPTH W TapaHTHpa, dYe
BBHIIHUTE KIMHUYHH EKCHEePTH Ca HaNbIHO HWHOOPMHUPAHH 3a
KOHTEKCTa M TMOCJICIUIUTE OT OLECHSBAHETO UM M IMPEIOCTABSIHUTE OT
TSIX KOHCYJITAllUH;
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3.255.

— MOXCE Ja IpaBu IPErje] U HAy4YHO Ja OCIIOpBa KIMHHUYHUTE NaHHH,
IIpeCTaB€HU B OLICHKAaTa Ha JICICTBUETO M BCSKO Apyro CbOTBETHO
HU3NIUTBAaHE Ha ,Z[Ci/’ICTBHCTO, U JJa HalbTCTBa IIO H€06X0[[I/IMI/I$I Ha4YuH
BBHIIHUTE KIIMHUYHU C€KCIEPTHU 3a OLUCHABAHCTO Ha MpEACTaBCHATA OT
TIPOM3BOAUTESA OLIEHKA Ha HeﬁCTBHSTO;

— MOXX€ Hay4YHO Ja OLCHsABA U IIPpU HeOGXOHPIMOCT Jla OCIriopBa mnpeacra-
BEHaTa OLIEHKAa Ha JIEWCTBUETO W pe3yJTaTUTE OT OLICHABAHCTO OT
BbHIIHUTE KJIMHAYHU CEKCIEPTH Ha OLCHKa Ha JICFICTBHCTO Ha
TIPOU3BOAUTECIIA;

— MOXe Jia TMOTBBPXKIaBa CHIIOCTABUMOCTTA H IOCIEIOBATEIHOCTTa Ha
OLICHSBAHETO HA OLICHKATa HA JCHCTBUETO, H3BBPIICHO OT KINHHIHHTE
eKCIEPTH;

— MOXeE Jla OIleHsBa OIleHKaTa Ha JIEWCTBUETO Ha TNIpOU3BOJAUTEIIA U J1a
JaBa KIHHHYHO CTAHOBHIIEC OTHOCHO CTAHOBHUIIECTO HA BBHIIHHU
CKCIICPTH, KAKTO M Ja JaBa IPCHOPbKU Ha JIMLIETO, OTTOBOPHO 3a
B3€MAaHETO Ha pCHICHUEC B PAMKUTE Ha HOTI/I(l)I/II_II/IpaHI/IH opraH; u

— MOXE J1a U3rOTBS 3alMCU U JOKJIaJAM, AOKa3Balld, Y€ CHOTBETHUTE
JIeHHOCTH TO OLEHSBaHE Ha CHOTBETCTBHETO Ca W3BBPLICHH 110
MOJXO/SAIINS HAYUH.

[lepconanbT, OTroBapsmy 3a H3BBPIIBAHE HA CBBP3aHUTE C TIPOAYKTa
mnperiaequ (MmaTa, W3BBPIIBAINM  TPErie] Ha TMPOAYKTHUTE), KaTo
HanpuMep Tperyiesl Ha TeXHWYecKaTa JOKyMEHTAallMs MM U3CIe/BaHE Ha
THUINA, BKJIIOYUTENHO AacleKTH KaTro OLeHKaTa Ha JAeicTBHeTo, OHOoIo-
ruyHata Oe30MacHOCT, CTEPUIIM3ALMATA W BaIMAMPAHETO Ha codryepa,
MPUTEKABA BCSAKA OT CJIEJAHMUTE AOKA3aHU KBAJIH(HUKALUH:

— 3aBbpUICHO BHUCLIC O6pa30BaHI/Ie i 06pa3OBaTCHHO-KBaHI/I(1)I/IKa-
OUOHHA CTCICH OT TCXHHUYCCKH KOJICK HJIUM CKBHBAJICHTHA CTCIICH B
ChOTBECTHATa 06J'IaCT, HarpumMep MeauluHa, (bapMauH;{, WHXXCHEPCTBO
Wi Apyru CbOTBETHU HAyKH;

— YeTHpU TOJMHH mpodecHoHaneH OMUT B 00JacTTa Ha 3IpaBHHUTE
MPOIYKTH HJIM B CBBP3aHU C Ta3W 00JacT ACHHOCTH, KAaTO HAIpHUMEp
IIPOU3BOACTBO, OAUT WJIM HAYYHU U3CJICABAHHSA, OT KOUTO ABEC I'OJWHU
— B 00JacTTa Ha MPOEKTHPAHETO, MPOM3BOJICTBOTO, U3IMTBAHETO MK
ymoTpebara Ha OLCHABAHUTE W3/CIUSI WIM TEXHOJOTUH I CBBP3aHH
C OLCHABAHUTE HAYyYHHU aCHCKTHU;

— 3HaHUS BBB BpPb3KAa CbhC 3aKOHOJATEICTBOTO 3a H3JCIHATA, BKIIIO-
YUTEIHO OOIIMTE HM3MCKBAaHMS 3a OE30MacHOCT M JeHCTBHE, yCTa-
HOBEHHU B TpWIIOKeHHE [;

— TIOAXOMSINM 3HAHWS M ONHT B 00JacTTa HA CHOTBETHHTE XapMOHH-
3upanu cra"aaptia, OC U HacOKw;

— NOAXOJAIIN 3HAHHSA W OIMUT BbBB BPB3Ka C YHPABJICHUETO HA PUCKA U
CBBP3aHUTE C TOBa CTaHAAPTU U HACOKHU B obmactTa Ha U3ACIIUATA,

— TIOAXOMSINM 3HAHUS W ONUT B 00JIACTTa HA OLIEHKATa Ha JICHCTBUETO;

— NOAXOJSIIN 3HAHMUA 3a U3ACIIHATA, KOUTO IEPCOHAIBT OLICHABA,

— TIOAXOJSIIM 3HAHUS U OIUT BB BPB3KA C MPOICIYPUTE 33 OLICHSBAHE
Ha CHOTBETCTBUETO, MOCOYEHHU B mpriioxkenus [X—XI, mo-cnennanno
BbB BpB3Ka C AaCMEKTHTE Ha TE3M MPOLEAYPH, 32 KOUTO OTroBapsi
MEPCOHATBT, M MOAXOMISIINA TPABOMOIIHS 3a H3BBPIIBAHE HAa TOBA
OIIEHsBAHE,
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3.2.6.

3.2.7.

— CIIOCOOHOCT Ja H3roTBs 3allMCH WM AJOKJIaau, AJoKa3Ballu, 4Y€ CBhOT-
BETHUTE JIEWHOCTU TIO OIICHSBAHE HAa CHOTBETCTBHUETO Ca H3BBPUICHU
110 IMOAXOJAIN Ha4WH.

ITepconansT, oTroBapsu] 3a M3BbPLUIBAHE HA OJUTH HA CUCTeMara Ha
NPOM3BOJMTENS 32 YINpaBJICHHE HAa KAa4eCTBOTO (OJMTOPH Ha MSICTO),
IpUTEKABA BCSKA OT CICJHUTE JIOKA3aHW KBanudukaruu:

— 3aBBPIICHO BHUCLIC OﬁpaSOBaHI/Ie i 06pa30BaTeJ'IHO—KB€U’II/I(1)I/IKa—
OUOHHA CTCICH OT TCXHHUYCCKHU KOJICK HJIUM CKBHBAJICHTHA CTCIICH B
CbOTBETHATA 06J'IaCT, HarpumMep MeauluHa, (bapMaI_II/I}I, HWHXXCHEPCTBO
WM Apyru CbOTBETHU HAYKH;

— 4YeTHpU TOJMHHM TpodecuoHaseH omuT B o0ylacTra Ha 3paBHUTE
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 3HaHUA BBB BPb3Ka CbC 3aKOHOAATEIJICTBOTO 3a U3JCIHUATA,
KaKTO U CbC CHOTBETHUTE XapMOHU3HWPAHU CTaHIApPTH, OC u HACOKH;

— NOAXOJAIIN 3HAaHHS U OIMT BbBB BPb3Ka C YHPABJICHUETO HA pUCKA U
CBBP3aHUTE C TOBa CTaHAAPTU W HACOKU B oOmactTa Ha H3CIIuATa,

— HOOAXOIAIIM 3HAHUA 3a CUCTEMUTE 3a YINPABJICHUE Ha Ka4Y€CTBOTO U
CBBP3aHUTE CTaHAAPTH W HACOKU B obnacTTa Ha H3CIIUATA,

— TIOXOJAILM 3HAHHUS U OIUT BB BPB3Ka C MPOIETYPUTE 3a OLICHABAHE
Ha CHOTBETCTBUETO, MOCOYEHM B MpuiokeHus [X—XI, mo-koHkpeTHO
BbB BpPB3Ka C AaCMEKTUTE Ha TE3U MNPOLEIYPHU, 32 KOUTO OTroBaps
MEPCOHANBT, M MNOAXOAANIM NPABOMOIIMA 3a M3BBPUIBAHE Ha TOBA
OLICHSIBAHE;

— 06yquI/Ie B obiacTra Ha OJUTHUTE TEXHHUKH, 3a Ja MOXKE IEPCOHAITBT
aICKBAaTHO Jia IoJJjiara Ha OIICHKa CHCTEMHUTEC 3a YIIPaBJICHUE Ha
Ka4dyeCTBOTO,

— CrocoOHOCT Jla M3roTBsA 3alMCH U JOKJIaJd, JOKa3Balld, 4€ CbOT-
BETHUTE JICWHOCTU IO OIICHSBAaHE HAa CHOTBETCTBHETO Ca H3BBPUICHU
10 IMOAXOJAI HAaYMUH.

IMepcoransT ¢ 00ma OTFOBOPHOCT 3a 3aKIIOYMTEIHHTE MPETICAH MU
B3eMaHe Ha pCIICHNE 3a CePTU(UIMPAHE Ce CHCTOM OT CIYKUTCIH Ha
camusi HOTH(HIMPAH OpraH W HE BKIOYBA BBHIIHH CKCIICPTH, HHUTO
MOMM3MBIHATEIN. TO3W TEpPCOHAl B CHBKYIHOCTTA CH TPUTEKaBa
JIOKa3aHHU 3HAHMS M ISUIOCTCH ONUT BBB BPB3Ka C BCSKO OT CJICTHHUTE:

— 3aKOHOJATCJICTBOTO BHB BpPb3Ka C U3ACIUATA U CbOTBETHUTEC HACOKH;

— OIICHABAHCTO Ha CBHOTBETCTBHCTO HA H3ACIMUATA CHhITIACHO HACTOAIIUA
PETIIAMEHT,

— BHJIOBECTC KBaJ’lI/I(bI/IKaLU/II/I, OINUT U CKCIEPTHU 3HaAHUSA, NOAXOAAIIMN 3a
OLICHABAHETO HAa CHOTBETCTBHUCTO HA H3ACIIHUATA,

— mmpoka 0aza OT 3HAHHA 33 TEXHOJOTHHTE B 00JacTTa Ha W3JEIHATA,
BKJIFOUUTENHO JIOCTATHYHO ONUT IIPH OLCHABAHETO HAa CHOTBETCTBHETO
Ha M3eNUATa, KOUTO ca MNpeAMET Ha Mperien 3a cepruduuupane,
CeKTOpa Ha W3JENHMATa W MPOCSKTHPAHETO MU TPOU3BOACTBOTO Ha
W3CTNS;
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3.3.

3.4.
3.4.1.

— CHUCT€MaTa Ha HOTI/IC’pI/II_II/IpaHI/IH Opran 3a Kade€CTBO, CBbBP3aHUTE
Ipoueaypu U U3UCKBAHUTE KBaJ'II/I(bI/IKaI_II/II/I 3a ydJacTBallust IIEpCOHaJ;

— CImocOOHOCTTa Ja W3TOTBS 3alUiCH W JOKJIAIW, J[JOKasBalld, dYe
JIEHHOCTHTE IO OICHSIBAHETO HAa CHOTBETCTBUETO Ca W3BBPIICHU II0
TTOAXO/ISI HAYWH.

JlokymeHTHpaHe Ha KBaIU(UKALUATa, 00yYEHHETO M YIIBIHOMOIIABAHETO
Ha TepcoHana

. Horupunupanusar opran mma mpouegypa 3a IbJIHO JIOKyMEHTHUPaHE Ha

KBaJIM(UKALMATA HA BCEKM WICH HA I€PCOHAA, yyacTBalll B JEHHOCTHUTE
[0 OLIEHABaHE HAa CHOTBETCTBUETO, M HA CIA3BaHETO Ha KBaIM(UKaLHU-
OHHMTE KpuTepuu 1o paszjen 3.2. Korato npu H3KIIOUUTETHH 0OCTOS-
TEJICTBA CIA3BAHETO Ha KBAJM(HUKALMOHHUTE KPUTEPUU 110 pasien 3.2
HE MOXE W3IS0 Jla Ce JOKaKe, HOTU(GUIMPAHUAT OpraH 0OOCHOBaBa
npeJl OopraHa, OTropapsil] 3a HOTU(UIMPAHUTE OPraHH, MPEJOCTaBSIHETO
HAa 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 OpraH

Chb3JaBa, nmoaAabpkKa U aKTyaIusupa:

— JIOKYMEHT, KBJETO MOJPOOHO ca ONUCAHM MPABOMOIIUITA M OTTOBOP-
HOCTUTE Ha MEpPCOHaNa BB BPb3Ka C JCHHOCTHTE IO OICHSABaHE Ha
CBHOTBETCTBHUETO;

— 3aMHUCH, yIOCTOBEPsBALM HEOOXOMMHUTE 3HAHHS M OIHT BHB BPB3Ka C
JISHHOCTTAa MO OIICHSBaHE HAa CBHOTBETCTBHETO, 3a KOSATO € OIpa-
BOMOLIIEH TepPCOHANBT. B 3ammcure ce chappixa 000CHOBKA 3a ONpe]-
elsiHeTo Ha 00XBaTa Ha OTIOBOPHOCTHTE HA BCEKM WIEH Ha
OTroBapslys 3a OICHSBAHETO MEPCOHAN M 3allUCH Ha HM3BBPLICHHUTE
JIEWHOCTH TI0 OLIEHSBaHE HA CHOTBETCTBMETO OT BCEKH YJICH.

Tloau3nbIHUTENN U BBHIIHU CKCIIEPTHU

be3 na ce 3acsra pazaen 3.2, HOTUUIMPAHUTE OPraHW MOTAT Jia Bh3Jarat
Ha TOAM3IIBIHUTEN HIKOU SICHO ONpEAETICHN acleKTH OT JajieHa IEHHOCT
10 OIICHSIBAHE HAa CHhOTBETCTBUETO.

He ce paszpemaBa Bb3naraHeTo Ha MOJM3IBIHUTENN Ha LENUs MpoIec Ha
OJIUT HA CHCTEMHUTE 3a yIpaBICHHE HA KAYECTBOTO WIHM HAa CBBP3AaHHUTE C
MPOAYKTa Mperiiefid, HO BBIPEKH TOBA YACTHU OT TE3H ACHHOCTH MOXKE Ja
ce NPOBEXKAAT OT MOJU3NBIHUTENIM U BBHIIHM OIUTOPU U EKCHEepTH,
paborenr oT uMero Ha HoTH(uuMpaHus opraH. CHOTBETHHST HOTH-
(unmpan opraH 3ama3Ba MbJIHATA OTFOBOPHOCT 3a TOBAa Ja € B
CBCTOSIHME Ja MPECTaBU MOAXOIIIN JOKa3aTeJICTBA 32 KOMIIETEHTHOCTTA
Ha MOJU3NBIHUTEINTE M EKCIePTUTE Ja H3BBPLIBAT KOHKPETHUTE CHU
3aJa4M, 3a B3EMaHETO HA pEIICHHS Bb3 OCHOBA Ha OICHSIBAHETO Ha
MOJM3IIBIIHUTENINTE U 3a paboTaTa, M3BBPIIBAHA OT MOIU3IIBIHUTEIN U
€KCIIepPTH OT HEroBO HMe.

HOTVI(bl/IuI/IpaHI/ITe OpFaHI/I HE€ Morar Ja Bb3jaraT Ha TOJU3IIBJIHUTCIN
CIIEHUTE JICHHOCTH:

— nperjiea Ha KBaJ'II/I(i)I/IKaI_II/II/ITG n Ha6n}o;[e1—me Ha pe3ylrature oOT
pa60TaTa Ha BBHINHUTE C€KCICPTH;

— JIEWHOCTH TI0 OJIUT W cemebnquaHe, KOrato mnoau3sNbJIHCHHETO C€
Bb3Jlara Ha OJAUTOPCKa WA CepTI/Iq)I/IKaIII/IOHHa OpraHusanus,

— BbB3JIaraH€ Ha BBHIIHKA CKCOEPTU Ha KOHKPETHHU L[eﬁHOCTH o
OIICHABAHC Ha ChOTBCTCTBHUECTO,
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3.4.2.

3.43.

3.5.
3.5.1.

— (YHKIMHU 1O M3BBPIIBAHETO HA 3aKJIOYUTENICH INpEryie]l ¥ B3eMaHe Ha
pemnIeHus.

Koraro HoTMdHUIMpaHUAT oOpraH Bb3jlara Ha MOJU3NBIHUTEN (Opra-
HM3aUUs WM (QU3UYECKO JIMIE) ONpPEAENICHN ASHHOCTH IO OLEHSBaHe Ha
CHOTBETCTBUETO, OPTaHbT Pasnoara ¢ MOJUTHKA MO OTHOIIEHHE Ha YCJIOo-
BHATA, IPU KOMTO MOJKE []a ce Bb3JIara Ha MOJU3IBIHUTEIN, U FapaHTUpa,
ye:

— HOOJUBMBIHUTEIAT OTroBapsA Ha CbOTBETHUTE  H3UCKBAHHUA 110
HaCTOALIOTO MPHUIIOKEHUE,

— MOAM3IBIHUTENUTE U BBHIIHUTE EKCHEepPTH He Bb3narar paboTa Ha
JIPYT OpraHU3alluk WK TIePCOHA;

— (DU3MYECKOTO WM IOPUANYECKOTO JIHIE, KOETO € MOMCKAIO OLCHSIBAHE
Ha CHOTBETCTBHETO, € MH(POPMHPAHO 3a HM3HUCKBAHMATA 10 I'BPBO H
BTOPO THpE.

Besiko Bb3naraHe Ha MOJUBITBJIHUTENN WM KOHCYJITHpPAaHE Ha BBHIICH
MEepCOHaN ce JIOKYMEHTHpa HaJ/UIe)KHO, HE BKJIIOYBA YYacCTHETO Ha
HOCPETHULIM M € TPEeJMET Ha MHUCMEHO CIIOpasyMEHHE, KOeTo 0OXBalla,
HapeJ ¢ JPYyroTo, MOBEPUTEIHOCTTa M KOH(IUKTUTE HA uHTepecH. ChoT-
BETHUAT HOTH(UIMPAH OpraH IoeMa ITbJIHAaTa OTFOBOPHOCT 3a 3aadyuTe,
U3ITBJIHSBAHU OT MOAM3IIBIHUTEINTE.

Korarto ce M3moi3BaT MOAM3IBIHUTENIN WIH BHHIIHH €KCHEPTH B OLCHSI-
BAaHETO HAa CBHOTBETCTBHETO, MO-KOHKPETHO 110 OTHONICHHE Ha HOBU
W3/IeNHs WM TEXHOJIOTHH, CHOTBETHHAT HOTH(HMLMPAH OpraH TpsOBa 1a
pasmonara ¢ MOAXOJsIa BBTPEIIHAa KOMIETEHTHOCT B cheparta Ha BCEKH
€IMH TPOAYKT, 3a KOWTO € OmIpenesieH, AaBallia My BB3MOXKHOCT Ja
PBKOBOJAM LEIMsi MPOLEC IO OLEHSABaHE HAa CBHOTBETCTBUETO, Jia
npoBepsiBa  1IeNechboOpasHOCTTa W BAIUJHOCTTA HA  EKCIIEPTHHUTE
CTaHOBHMILA M Ia B3eMa PELICHMS 3a cepTUHIMpPAHE.

Ha6J’IIOH€HI/IC Ha KOMIICTCHIUUTE, 06y'-I€HI/Ie 1 0OOMEH Ha OIHT

Hotudunupanusat opran BbBEXa NPOLEAYPH 3a IbPBOHAYAIHATA OIICHKA
W TEKyIIOTO HaOJIOACHHE HAa KOMIETEHTHOCTTA, JEHHOCTHTE MO
OIIEHSIBAHE HAa CBOTBETCTBHETO W TOCTHTHATHTE PE3YyJiTaTH Ha IIENHS
BBTPEUICH U BBHIICH NEPCOHAT M BCHYKM IMOJW3IBIHUTENN, y4aCTBAIIN
B JICHHOCTH TIO OIICHSBAHE HA CHOTBETCTBUETO.

. HOTI/I(bI/II_II/IpaHI/ITC OpraHd H3BBpHIBAT PEAOBHO IPETJIC] Ha KOMIICT-

CHTHOCTTa Ha CBOs II€pCOHAaJ, Habemns3BaT HOTpC6HOCTI/ITe oT 06y'-ICHI/IC
U HU3roTBAT IUIaH 3a 06y‘I€HI/IC 3a INoAAbpIKAHE Ha H606XOI[I/IMOTO HUBO
Ha KBaJ'II/I(i)I/IKaHI/Iﬂ 1 3HaHMS Ha YJICHOBETC Ha IIE€pCOHAJIA. B to3u Tperien
KaTO MUHUMYM C€ IIpOBEpsiBa Aajlu IIEPCOHAIBT:

— € 3amo3HaT ¢ JeicTBamioTo npaBo Ha Chr03a M HAI[MOHAIHO TPaBO B
o0JacTTa Ha W3AENUATA, ChOTBETHUTE XapMoHu3upanu cranxaptu, OC,
HACOKHTE M PEe3yJITaTUTe OT KOOPJMHAIMOHHHUTE JCHHOCTH, MOCOYCHH
B pazzen 1.6;

— y4acTBa BbB BBTpELIHMs OOMEH Ha ONHUT U IIporpaMara 3a IpOJbll-
JKaBalo oOyuyeHHe U oOpa3oBaHHe, IocodyeHa B paszen 3.1.2.

M3NCKBAHUNS 3A TTPOLIECUTE
OO1IM U3UCKBaHHUS

Hotuduimpanusar opran uMa JOKyMEHTHPAHH IPOIECH M JOCTATHYHO
MOJAPOOHN TPOLETYpH 3a MPOBEXKJAHE HAa BCAKA JACHHOCT IO OICHSBaHE
Ha CHOTBETCTBHETO, 3a KOSTO € ONpEEICH, KOETO BKIIFOYBA OTICITHUTE
eTanmy OT JCHHOCTUTE IMpeAM MOAaBaHE Ha 3asBICHHETO A0 B3EMaHETO
Ha pelIeHHe W Haa30pa, KaTro ce OTYUTAT, KOraro € HeoOXOIMMO, ChOT-
BETHUTE OCOOCHOCTH Ha HM3/EJHUsTA.
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4.2.

43.

W3uckBanusita, mpensuaeHu B pasaenu 4.3, 4.4, 4.7 u 4.8., ce U3MbIHIBAT
KaTO 4acT OT BBTPEHIHUTE ACHHOCTH HAa HOTH(UIMPAHUTE OpPraHd M HE
MOrar Jia ce Bb3JlaraT Ha IOJU3ITbIHUTEIIH.

W3Bectust ot HOTI/I(i)I/II_II/IpaHI/ISI opraH u JIeHHOCTH Ipeayu I1oJaBaHE Ha
3asBJICHUEC

Horuduiupanusit opras:

a) myOJMKyBa OOIIECTBEHO JIOCTBHIIHO ONHCAHWE Ha MpOLeaypaTa 3a
MojlaBaHe Ha 3asBJICHMS, 4Ype3 KOSATO MPOM3BOJUTEINTE MOraT Ja
noiyvar cepTuuIMpaHe oT Hero. B ommcanmero ce mocouBa Kou
€3ULM ca JOMYCTUMHU 3a II0JaBaHe Ha JOKYMEHTAlHUiTa M 3a BCSKa
JIpyra CBbp3aHa C TOBA KOPECIOHCHIINS;

0) MMa JOKyMEHTHPAaHH HPOLENYPH, KOMTO Ca CBBP3aHH ChC U ChAbPIKAT
JIOKyMEHTUPAHHU MOAPOOHM NpaBHIa OTHOCHO TaKCUTE 33 KOHKPETHUTE
JIEHHOCTH 110 OIIEHABaHE HAa CBOTBETCTBUETO U BCHYKU JPYTH
(MHAHCOBH YCIIOBHS, CBBP3aHM C JCHHOCTHTE Ha HOTH(OHIMPAHHTE
OpraHy IO OLIEHsSBAHE HA CHOTBETCTBUETO 3a M3/ENUATA;

B) MMa JOKYMEHTHPAaHHU HPOLEIYPH 10 OTHOIIEHHE HA Pa3IJIacsiBAHETO HA
YCIYTHTe CH MO OIEHSBAaHE Ha CHOTBETCTBHETO. Te3m mporexypu
rapaHTHPAT, 4€ JCHHOCTHTE IO pa3IilacsiBaHEe WM HOMYISIpU3UpaHE B
HUKAaKbB CIy4ail HE INpeZrojiaraT ¥ HE MOraTr Jia JOBeJaT A0 3aKIo-
YEeHHE, 4Ye OIEHSIBAHETO Ha CHOTBETCTBHETO OT HEroBa CTpaHa I
OCHUTYpH HA NPOU3BOJMTENIHNTE IIO-PAaHEH AOCTHII IO Ia3apa WIA 4e
me ObAaT Mmo-Obp3H, MO-NECHH WIM IO-MajKO CTPOTH CIIPIMO TE3H
Ha JpYTruTe HOTU(HIMPAHU OPTaHMU;

I‘) HnMa JOKYMCHTHPAHU POUCAYPU, KOUTO U3UCKBAT IIperjicaa Ha I/IH(i)Op—
ManysTa npeau noJaBaHeTO Ha 3asBJICHHUCTO, BKIIIOUUTEIIHO IIpeABapu-
TEJIHaTa MPOBEPKa AaJIW NPOAYKTHT IOMazaa B obxBara Ha HaACTOAIIUA
PErIIaMEHT U KaKBa € HEroBaTa Knacncbm(aum{, mpean OTIPaBAHETO Ha
H3BECTHUC N0 IPOU3BOAUTEISI OTHOCHO KOHKPETHO OLCHABAHC Ha CHOT-
BETCTBHUETO,

I) CIeQM 3a TOBa BCHUKH JOTOBOPU, CBBp3aHUM C JeHHOCTHTE IO
OLIEHSIBAHE Ha CBHOTBETCTBUETO, KOUTO Ca OOXBAaHATH OT HACTOSILUA
pErIaMeHT, [a ca CKIIIOUEHH JUPEKTHO MEXIy IPOM3BOJUTENS U HOTH-
(uLMpaHus OpraH, a HE C Apyra OpraHu3aLusl.

Hperne;[ Ha 3asBJICHUCTO U JOI'OBOP

Horuduippanust opran n3nckBa O(UIMANHO 3asBICHHE, MOIMUCAHO OT
MIPOM3BOUTEN WM YITBIIHOMOILCH MPEICTABUTEN, KOETO ChABPXKA IisiaTa
uHpoOpManUsl W ACKIAPALMHUTE HA [POU3BOIUTENS, HEOOXOIMMH 3a
OIICHsIBaHE HA CHOTBETCTBUETO, KAKTO € MOCOUeHO B mprioxenus [X—XI.

JloroBopbT MexIy HOTH(OHULIHPAH OpraH M HPOM3BOJHUTEN € TMoJ (opmaTa
Ha THCMEHO CIopa3yMeHHe, TMOAMMCAHO OT JBeTe CTpaHdu. 1ol ce
ChbXpaHsBa OT HOTU(UIMpaHus opraH. To3u TOroBOp BKIIOYBA SCHU PE
U YCJIOBHUSI U ChABPKA 3a/IbDKEHHsS, KOUTO JIaBaT BH3MOXKHOCT HAa HOTH-
(unMpanus opraH Ja JeHcTBA CHIJIACHO H3MCKBAHHMATA IO HACTOSIHS
pernaMeHT, — BKJIIOYMTEIHO  3aJbIDKEHHE 32  NPOM3BOAUTENS  Jia
nHdopMupa HOTH(GUIMpAHUS OpraH 3a JOKIAJUTE 3a MPOCIIeIsBaHE Ha
0e30IacHoOCTTa, MPABOTO HA HOTH(UIMpAHUS OpraH Ja cupe JeHCTBHETO,
Jla OrpaHMYd WM JIa OTHEME W3/IaJICHUTE CePTHU(MHUKATH U 3aIbIDKEHHETO
Ha HOTU(UIMpAHUS OpraH 1a M3IBJIHABA 33JbJDKCHHATa CH 3a Hpel-
ocTaBsiHE Ha WH(pOpMAIHS.

Hotuduimpanusar opran uMa JOKYMEHTHPAaHH MPOLEAYpPH 3a IMperyie] Ha
3asBJIEHHs, KOUTO OOXBaIaT:
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4.4.

4.5.
4.5.1.

a) II'bJIHOTATa HA TE3H 3asBJIICHHUA II0 OTHOHICHHC Ha HM3HMCKBAHHATA Ha
IpujioKuMaTa Irpoueaypa 3a  OLCHsSBaHE Ha  CBOTBETCTBHETO,
IIOCOYCHU B ITPHUJIOKECHUETO, CHITIACHO KOETO € OMJIO TIOWCKAHO 0[[06—
PECHUCTO;

0) mpoBepkaTa Ha ONIPEJCISTHETO Ha MPOJIYKTHTE, BKIIOYCHU B TE3U 3asB-
JICHUS], KaTO M3JCIHs U ChOTBETHUTE UM KJIACH()UKAILIUH;

B) BbIPOCa HaJl M[OPOUCAYPUTE 3a OLCHABAHC Ha CBOTBETCTBHUETO,
I/136paHI/I OT 3aidBUTECNA, Ca MPUIOKHUMH 3a BBIPOCHOTO HU3ACITHUC
CBIVIACHO HACTOALINA PETIIaMCHT,

1") CIIOCOOHOCTTA Ha HOTI/I(iJI/II_[PIpaHI/ISI opraH Ja OLCHU 3asiBJICHUETO BB3
OCHOBa Ha CBOsATa OIpeAeiCHa KOMIIETCHTHOCT, U

[[) HaJIMYMAETO HA AOCTATHYHO M MOAXOAAIIN PECYPCH.

Pesynrarure ot Bceku mperiie]] Ha 3asBlIeHHE ce JoKyMeHTupar. OTkasure
U OTHETHTE 3asdBJIEHUs Ce HOTU(UUIUpAT HA EJIEeKTPOHHATA CUCTEMa,
[OCOYeHa B wieH 52, M ca JOCTBIIHU 3a OCTaHAIUTE HOTUPUIMPAHU
Oprasu.

PasmpeneneHue Ha pecypcuTe

Horudunupanusar opran uMa JOKyMEHTHpAaHM IIPOLEIypH, 3a Ja ce
rapaHTHpa, 4eé BCUUKH IEHHOCTU IO OLIEHSBaHE HAa CHOTBETCTBHETO CE
U3BBPIIBAT OT HAUISKHO YII'BIHOMOILEH M KBaIU(UIUpPAH HEepCoHal,
KOWTO MMa JIOCTaThbYHO ONUT B OLIEHSBAHETO HA M3JEIUATA, CHCTEMHTE
U IPOLECHTE U CBbp3aHaTa C TAX JOKYMEHTAlUs, KOMTO IOJJIeXaT Ha
OLIEHSIBAHE HA CHOTBETCTBUETO.

3a BCAKO 3asiBICHHE HOTH(OULUPAHUAT OpraH HalOels3Ba Hy)KHUTE pecypcu
W OIperess JMle, OTTOBOPHO 3a TOBA Ja CE rapaHTHpa, 4e OLECHSIBAHETO
Ha TOBa 3asBJICHHUE CE W3BBPILIBA CHITIACHO CHOTBETHHUTE MPOLECAYPH U ue
Ce M3IO0J3BAT MOAXOJSIINTE PECYPCH, BKIIOYUTEIHO MEPCOHAN, 3a BCSKA
OT 3aJayuTe IO OLEHsABAHETO. PasnpeneneHHeTo Ha 3aJayuTe, KOMTO
Tpﬂ6Ba Ja 6'])}18T U3BBPIICHU KATO 4YaCT OT OUECHABAHCTO Ha CHOTBETCT-
BUETO, ¥ BCUUKU M3MCHEHHs, HAIIPABEHHU BIIOCJIEICTBHE IO TOBA Pasmpes-
€JICHUE, CE TOKYMEHTHPAT.

JIeMHOCTH 10 OLIEHSBAHE HA ChOTBETCTBUETO
OO1mM U3UCKBaHUS

HOTI/I(I)I/IHI/IpaHI/ISIT OpraH U HEroBUAT IIEPCOHAT U3BBPIIBAT JICHHOCTHTE T10
OLICHSIBAHE Ha CHOTBETCTBHETO C HAW-BHCOKA CTEIEH HA MOYTEHO Hpod)e—
CHUOHAJIHO TIOBCACHHUEC U HCO6XOZ[I/IMaTa TCXHUYCCKAa M HayyHa KOMIICT-
CHTHOCT B OIPCACIICHUTE obacTu.

Hotuduimpanuar opran pasmojara ¢ JOCTaThYHH EKCIICPTHU 3HAHUA,
obopyaBaHe U JOKYMEHTHPAHH IPOLEAYPH 3a ¢(hEKTUBHOTO MPOBEKIAHE
Ha JIHHOCTHTE 1O OLIEHABAHE HA CHOTBETCTBUETO, 33 KOMTO BBIPOCHHUAT
HOTU(UIMpPAH OpraH € OIpeJeleH, KAaTO OTYMTAT ChOTBETHUTE H3UCK-
BaHUsA, ycTaHOBEHH B mpuioxkeHHs IX—XI, U Mo-KOHKPETHO clefHUTe
N3UCKBAHUS:

— NOAXOIAIIO0 IJIaHWPAHE Ha MPOBEKIAHETO Ha BCEKU OTACJIIEH MPOCKT,

— CBbCTAaBbT Ha TPYNUTEC 3a OLCHJABAHC Ja OCUr'ypsiBa HAJIMYUETO Ha
JI0OCTaTh4YCH OIIUT B o0JyilacTTa Ha CHOTBETHATa TCXHOJIOTUA, KAaKTO U
HEIPEKbCHATA 00EKTUBHOCT M HE3aBUCUMOCT, M Ja C€ IpeABHUIKIa
poranys Ha YWICHOBCTE Ha rIpylara 3a OLCHABAHC IIPE3 IOAXOMSIIN
HUHTEpBAJIN;

— HOHpO6H0 000CHOBaBaHE Ha ONpPEACICHUTE CPOKOBE 3a 3aBbPIIBAHE HA
HeﬁHOCTHTe 10 OICHABAHC HAa CHOTBETCTBHUETO,
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— OIICHABAHE Ha TEXHUYCCKATa NOKYMEHTAIlMA Ha MPOU3BOAUTEIIA U Ha
peuieHusATa, KOMTO €a BB3IPHUCTH, 3a J1a C€ OTTOBOPU HA M3UCKBaHUsATA,
TNIpEeABUICHU B IIPUJIOKCHUE I;

— Tperyiell Ha TMpOLEAYypUTE M JOKyMEHTalUATa Ha MPOU3BOIMTEI,
OTHACSIIN CE 10 OLIEHKATa Ha JNEeHCTBHETO;

— pasriexkJaHe Ha B3aUMOJCHCTBUATA MEXAy IIpolieca Ha IIPOU3BO-
JUTENS 3a yNpaBlIeHHE Ha PHUCKa W HEroBaTa OIEHKAa W aHAIN3 Ha
OLICHKaTa Ha [JEHCTBUETO U OLEHsABAHE HA TAXHOTO 3HAUCHHE 3a
JI0Ka3BaHE Ha CBOTBETCTBUETO C KOHKPETHUTE W3UCKBAaHHS II0
npuiioxenue I;

— MpOBEXJaHE Ha ,,CHEIHATHUTE MPOLEAypUu™, MOCOUCHH B pa3ien 5 oT
npunoxenne [X;

— npu m3xenus oT kiac B mim kimac C — oIreHsBaHE Ha TEXHUYECKaTa
JIOKyMEHTAaIlMs Ha W3AENNATa, MOJOpaHH BB3 OCHOBA HAa IIpeJCTa-
BUTEIHU 00pa3uy;

— TUIAHUpaHE W MEPHOJUYHO MPOBEXKIAHE HA MOJXOJSIIM HAA30PHH
OJUTU U OICHSBAHE, HM3BBPIUIBAHE MM HCKAaHE 3a H3BBPIIBAHE Ha
HSKOM M3IMTBAHMS, 332 Ja CE MPOBEPH IMPABHIHOTO (YyHKIMOHHPAHE
Ha cHuCTeMara 3a YINpaBleHHE Ha KadecTBOTO, M H3BBPIIBAHE Ha
BHE3AMHU OJUTH Ha MSCTO;

— BBB Bpb3Ka € B3E€MaHETO Ha Hp061/I OT uU3JAcnusTa — IIPOBEpPKa HalIn
TIPOU3BEKAAHOTO U3JCIIUC OTroBapss Ha TEXHUYCCKATa NOKYMEHTAlVs;
TC3U U3UCKBAHUS BKIIIOYBAT CHOTBCTHUTC KPUTCPUU 3a B3C€MaHC Ha
Hp06I/I u nponreaypara 3a HU3IWATBAHC IIPEAM B3EMAHETO Ha Hp06I/ITC;

— M3BBPIIBAHEC HA OLICHKA W MPOBEPKA HA CIa3BAHETO OT IMPOU3BOAUTEIIA
Ha CbOTBCTHHUTEC NPUIIOKCHUS.

Korato e TIPUIIOKUMO, HOTI/I(l)I/II_[I/IpaHI/ISIT opraH B3eMa HOPEABUI
HAJIMYHUTEC OC, HAaCOKH " Haﬁ-ﬂoGpH IIPpaKTUKKW M, KOraro ToBa € J0ro-
BOpPEHO C€ MHOPOU3BOAUTEISL, XAPMOHU3UPAHUTEC CTaHAApPTH, HAOPU aKO
TIPOU3BOAUTEIIAT HE TBHPJAU HAJIUYUETO Ha CHOTBECTCTBUC.

OuTH Ha cucTeMara 3a YIpaBJICHHUEC HA Ka4y€CTBOTO

a) KaTo 4YacT OT OLEHSBAHETO Ha CHCTEMara 3a YNpaBlCHUE Ha
KaueCTBOTO, NPEAH OJUTAa U B CHOTBETCTBHUE CbC CBOMTE JOKYMEH-
TUPAHU MPOLELYPH HOTH(OULUPAHUAT OpraH:

— OIICHABa ANOKYMEHTaluATa, NpeacTaB€Ha B CHOTBETCTBUE C CBHOT-
BETHOTO TMPHWJIOKCHUE, YPEKAANIO OICHABAHETO Ha CBHOTBETCT-
BHUCTO, U HU3IrOTBS OJAMTHA IIpOrpama, B KOATO SICHO €€ IOCOYBAT
6p0$IT U IIOCIEOOBATCIIHOCTTA Ha HeﬁHOCTHTB, H€O6XO,HI/IMI/I, 3a
JOKa3BaHE, Y€ OOUTHT 06XBaIIIa IjiaTa CUCTEMaA 3a YHOPaBJICHHUC
Ha Ka4yeCTBOTO Ha IPOMU3BOAUTEIIA, M 3a Ja CE€ ONPEACIN Oalu T
OTroBaps Ha MU3HUCKBaHUATA IO HACTOALIUA PETJIaMEHT,

— Ha0ens3Ba BPB3KM MEXHY OTTOBOPHOCTHTE U TAXHOTO DasMpen-
eJICHHE CpeJ pa3iIMYHUTE IPOM3BOACTBEHH OOCKTH, Habensi3Ba
ChOTBETHUTE JIOCTABYHMIM W/MIM HOAU3IBIHUTEIH HA IPOU3BO-
JHATENS M pasriexia HeoOXOIMMOCTTa OT CIELHMATHO OAUTHpPaHE
Ha HSIKOH OT Te3H JO0CTAaBUYUII WK IOAU3NBIHUTCIIN, WJIA W Ha
JIBETEe KaTErOpuH,

— $SICHO OTIpEeJenisi, 32 BCEKH ONIUT, HaOeNsI3aH B IMporpamara 3a OJTUTH,
L[EJINTEe, KPUTEPUUTE U 00XBaTa Ha OJUTA U U3TOTBSl OJUTCH IUIaH, B
KOHTO ce pa3riexaaT Mo MOAXOMASI] HAYMH U CE€ B3eMaT MPEIBU
crielu(pUIHUTE M3MCKBAHMS 3@ BKIFOUCHUTE H3JCIHUSI, TEXHOJIOTUH
U TIPOLECH,
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— 3a m3genuATa oT kiaac B u kimac C M3roTBA M aKkTyanmsupa IUIaH 3a
B3€MaHEC Ha MPOOM 3a OLEHSIBAHE HA TEXHHUUYECKATa JOKYyMECHTAIWs,
KakTo ¢ nocodeHo B mpwroxkenus I m III, xoiito obxBama rama-
Ta W3MENHs, BKIIOYCHH B 3asABICHHETO HA IPOU3BOJIUTEIIS.
»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 «

— no;[614pa u onpeaeist noaAXoaso KBaJ'[I/I(i)I/ILIPIpaH TIepcoHal1, ompa-
BOMOLICH Ja u3BbpUIBA OTACIHUTC OJAWUTH. CBhOTBETHUTE poJiu,
OTrOBOPHOCTH W I[paBOMOIIMs Ha YICHOBETC Ha CEKulla ce
onpeneiAT ACHO U C€ NOKYMCEHTHUPAT,

0) B3 OCHOBAa Ha M3TOTBEHaTa OT HEro OAWTHA NPOrpamMa U ChIJIACHO
CBOMTE JIOKYMEHTUPAHU NPOLEIYPH HOTU(GULMPAHUAT OpraH:

— IpaBH OJMT HA CHCTEMaTa Ha IPOM3BOJMTENS 32 YIpaBJICHHE HA
KauecTBOTO, 3a Ja IIPOBEpH, Y€ CHUCTeMaTa 3a YIpaBJICHUE Ha
KauecTBOTO TapaHTUpa, 4Ye OOXBaHATHTE M3IENUsS OTTOBApAT Ha
CHOTBETHUTE Pa3Mopesdn Ha HACTOSAIIMS PErjaMeHT, KOHTO Ce
npHjIaraT 3a M3eNUsTa Ha BCEKH €/IMH eTan — OT MPOEKTUPAHETO

mpe3 KpalHUs KOHTPOJ Ha KadeCTBOTO A0 TEKYIIWs Haa3op, — H
ompenens Madd ca W3IBIHEHW W3UCKBAaHWATA 110 HACTOSIIUSL
perJIaMeHT,

— BbB3 OCHOBA Ha CHOTBCTHATa TEXHHYECKA JOKYMCHTAllUsI U C LI Ja
ce ompenei JAanu  IIPOU3BOAUTCIIAT  Clla3Ba  M3UCKBAHUsATA,
TIOCOYE€HU B CBHOTBETHOTO MNPUIIOKEHHUE, YPEKAANIO OLCHABAHETO
Ha CBOTBETCTBUCTO, IIpaBU IIperjiedq W OAUT Ha IIPOLECUTE U
IIOACUCTEMHUTE Ha MNPOU3BOAUTEIISA, IMO-CIICHUATIHO IO OTHOLICHUE
Ha:

— MPOEKTHPAHETO U Pa3pabOTBAHETO,

— TMpPOBEPKUTE HA MPOM3BOACTBOTO U IPOLECHTE,

— HIpoAYKTOBaTa NOKYMCEHTaAIUI,

— TIPOBEpPKHUTE IO OTHOUICHHE HAa CHAOJSIBAHETO, BKIFOYMTEIHO
[IPOBEPKA Ha 3aKyNCHUTE M3JCIHs,

— KOPHTUPAIIUTE U MPEBAHTUBHHUTE ACHCTBHUS, BKIOUHTEIHO MPU
HaJ30pa CJe/ IMyCKaHe Ha Ta3apa, KakTo H

— HOPOCICASIBAHETO HaA HeﬁCTBHSTO CJIeq MyCKaHe Ha Iasapa,

— KakKTO M Ha H3HUCKBaHUATA U pa3nopez{6HTe 3a Hperienq u oaur,
NPUETU OT IMPOU3BOAUTEIISA, BKIOUYUTCIHO CBBHP3aHUTEC CHC Clas-
BaHETO Ha OOIIMUTE M3UCKBAHUS 32 0E30MACHOCT U HeﬁCTBHC, YyCra-
HOBCEHU B IIPUIIOKCHUEC I

— TpPaBST Ce M3BAJIKM OT JOKYMCHTALMSTA IO TAKBB HAUYMH, Ye 1A CC
OTYeTaT PUCKOBETE, CBBP3aHHU C MPEABHACHATA yrmoTpeba Ha H3ze-
JIMETO, CIOKHOCTTA HA TPOM3BOJCTBEHHUTE TEXHOJIOIHWH, ramara
KJIaCOBETE  MPOM3BENCHM  M3ACHAMSA, W  BCSAKAaKBa  HAJIMYHA
HHpOpMaIHS 32 HaJ30pa CJIeA IyCKaHe Ha mas3apa;

— akKO BC€ omI€ HE Ca 00XBaHATH OT OIuTHATa mporpama, U3BLHPIIBA
OJUT Ha KOHTPOJIA Ha MPOUECUTE B IOMCUICHUATA HA JOCTABYULIUTE
Ha MPOU3BOAUTEIA, KOraTO CbOTBETCTBUETO HA TOTOBUTE HU3ICIIHA €
TIOBJIMSIHO 3HAYMTCIHO OT ,I[eﬁHOCTTa Ha JOCTaBYHAIMTE, II0-
CIICMUAJIHO, KOrato MpPOU3BOAUTEIAT HE MOXKE Jda JOKaXe
JOCTaTh4€H KOHTPOJ BBPXY CBOUTEC AOCTAaBYHMIIH,
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— OIICHsBA TEXHUYECKaTa JOKYMEHTAIHsS Bb3 OCHOBA Ha CBOS IUIAH 3a
B3eMaHe Ha IMpoOM M KaTo B3eMa mpeaBup paszgen 4.5.4 3a omeHka
Ha JEHCTBHETO,

— HOTH(UIMPAHUAT OPraH ce yBepsiBa, Y€ OJUTOPCKUTE KOHCTATALMU
ca aJIeKBaTHO M MOCJIE0BATENIHO KIAaCU(QHUIUPaHU B ChOTBETCTBHE
C M3UCKBaHMATA HA HACTOALIMS PErJaMEHT M CbC ChOTBETHHUTE
CTAaHJAPTH WIM C HaW-700pUTe MNPaKTUKH, pa3pabOTeHH WIH
npuetu ot KI'MU.

[IpoBepka Ha TpoIyKTa
OueHsiBaHE HA TEXHUYECKATa JOKYMEHTALHs

3a OLEHABAHETO HAa TEXHHYECKaTa JOKYMEHTalUss B CbOTBETCTBHE C
rnaa Il or mpunoxenne IX HoTH(HUMpaHMTE OpraHu pasmojarat c
JIOCTaTBYHO €KCIIEPTEH OIMT, 000pyJBaHE M JOKyMEHTHPAHU HPOLENypU
3a:

— ONpeneNnsHeT0 Ha MNOAXOASANIO KBATH(GHIMPAH H  OIPABOMOIICH
MepcoHal 3a M3CJe[BaHE Ha OTICIHUTE AacleKTH, KaTo ymorpeda Ha
HU3JENINETO, OWOJIOTMYHA CBBMECTUMOCT, OIICHKAa Ha JICHCTBHETO,
YOpaBJIeHUE Ha PUCKAa W CTEPUIM3ALUS, U

— OLICHSIBAHETO HAa CHOTBETCTBUETO HA IIPOEKTA C HACTOSIIUS PErIaMeHT
1 KaTo ce B3eMmar npeasun pasnaenu 4.5.4 u 4.5.5. Tosa onensBane
BKIIIOYBA TMpEriiefia Ha HU3MBIHEHHETO OT TPOU3BOAMTENS Ha
BXO/SIIIUTE, MEXANHHUTE U OKOHUYATEIHHUTE IIPOBEPKU M PE3yJITaTHTE
OT TsAX. AKO C€ M3MCKBAT JOIBIHUTEIHN U3UTBAHUS WIN JPYTH JOKa-
3aTElICTBA 3a OICHSIBAaHE Ha CHOTBETCTBHETO C WM3UCKBAHMATA 10
HACTOSIINS PErlaMEHT, BBIIPOCHUSAT HOTH(UIMPAH OpraH H3BBPINBA
MOJXOMSAIMM (U3NYECKH WIM J1a0OpaTOPHM TECTOBE HA M3JCIHETO
WA W3MCKBA TPOU3BOAMTEIAT a TH H3BBPIIH.

W3cnensanus Ha TUIA

Hotuduiupanusar opraH uMa JOKYMEHTUPAHH IIPOLETYPH, JOCTATHYHO
€KCIIepTeH ONUT U 00OpYy/BaHE 3a M3IMTBAHE HA THUIA HA U3JEIHUATA B
CBOTBETCTBHE C NPUIIOKEHUE X, BKIIOUMTEIHO C KaraluTeT 3a:

— H3CIe[BaHE U OLEHSABAHE HAa TEXHHYECKaTa JOKYMEHTalHs, KaTo ce
B3eMaT 10J BHMMaHue pasjgenu 4.5.4 m 4.5.5 u ce mpoBepu Jaiu
THIBT € OHMJI MPOM3BENEH B CHOTBETCTBUE C Ta3U JIOKYMEHTAIHs;

— HU3TOTBAHEC Ha IUIaH 3a H3IMWTBAHC, B KOWTO ce onpeneisiT BCUYKU
3HAYUMU U KPUTHUYHU IApaMeTpu, KOUTO Tp}I6Ba Ja 6'])[[aT HU3IHUTAaHU
oT HOTI/I(i)I/II_II/IpaHI/IH opraH WJIH I10J] HEroBa OTIOBOPHOCT;

— JOKYMEHTHpaHe Ha O0OCHOBKAaTa CH 3a M300pa Ha Te3H MapaMeTpH;

— W3BBPIIBAHE Ha MOJAXO/IINTE W3CIEABAHMA M M3MUTBAHMA, 32 Ja Ce
TIPOBEPH JalU PEUICHUSTA, BB3MPHETH OT MPOM3BOAUTENSA, OTTOBApPAT
Ha OOIIMTe M3UCKBaHWA 3a OE30MAacHOCT W JICHCTBHE, YCTAHOBEHH B
npwioxkenue 1. Te3nw n3cnenBaHWs W M3NUTBAHMS BKIIIOYBAT BCHUKH
HEOOXOAMMHU M3MMTBAHMS, 32 Ja Ce MPOBEPH JAlH IPOM3BOIAMUTENST
JICUCTBUTEIHO € MPUJIOKHUI ChbOTBETHUTE CTAHIAPTH, KOUTO € M30pai
Jla M3I10JI3BA,;

— CBIJIACYBAHE CbC 3asBUTENIS KbJE ILE C€ HM3BBPIIAT HEOOXOJUMHTE
M3NUTBAHMS, aKO HE TpsOBa Ja ce MPOBEXJIAT JAUPEKTHO OT HOTU(H-
LMPAaHUs Opras;

— MoeMaHe Ha IbJIHA OTTOBOPHOCT 3a pEe3yNTaTUTe OT HM3IHUTBAHUATA.
[IpenoctaBeHnTe OT TPOM3BOAUTENSI JOKJIAAH C€ B3eMaT TIOf
BHUMaHHE CaMO aKo ca OWIM H3[aJeHH OT KOMIIETCHTHHUTE OpraHu
3a OIeHsSBaHE Ha CHOTBETCTBHETO, KOMTO Ca HE3aBUCUMH OT IPOU3BO-
JTATEJIS.
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HpOBepKa Upe3 HU3CIICABAHC W M3IMTBAHC HAa BCAKa NapTuaa IMpOAYKTH

Horuduippanust opras:

a) UMa JOKYMCHTHpPAHM TNPOLEIYpH, JOCTAThUHO EKCIEPTEH OIMHUT U
obopy/aBaHe 3a IpOBEpKAa upe3 H3CiIe[BaHE M M3IHMTBAHE Ha BCAKA
napTuaa NpoAyKTH B ChOTBETCTBHE ¢ mpuioxenus 1X un XI;

0) M3roTBS IUIAH 33 M3NMTBAHE, B KOMTO C€ ONPENENIAT BCUUKH 3HAYUMHU U
KPUTHYHM T1ApaMeTpu, KOMTO TpsiOBa ja ObJAT U3MUTAHU OT HOTU(H-
LMPaHUsl OpPraH WM MOJ HEroBa OTTOBOPHOCT, C LI

— 3a usjaeciausdaTra OT Kiac C, Ja c€ HpoBEpU CHOTBETCTBUCTO Ha
usaciuaTa ¢ TUlla, OIMKMCaH B CCpTI/I(l)I/IKaTa 3a EC HU3CJICABAHE Ha
THIIA, W C U3HUCKBAHUATA Ha HACTOALIMSA PErJIIaMEHT, KOUTO C€
nmpujarat KbM TE3U U3JACIINSA,

— 3a u3eNnuATa OT Kiac B, 1a ce moTBbpIM ChOTBETCTBUETO C TEXHH-
yeckaTa JOKyMeHTalus, mocodeHa B mpminoxkenus Il u I, u ¢
M3MCKBAHHATA HA HACTOSIIMS PErJIAMEHT, KOMTO C€ NpHaraT KbM
TE3M W3JIeIHs;

B) JOKyMEHTHpa 00OCHOBKAaTa CH 3a M300pa Ha MapaMeTpuTe, MOCOYCHHU B
OykBa 0);

r) UMa JOKYMEHTHPAaHH IPOLEAYpH 3a HW3BBPIIBAHE HA IOIXOJSIINTE
OLICHSIBaHHMS M HW3IHMTBAHUS, 32 Ja CE NPOBEPU CHOTBETCTBUETO Ha
U3/IENINETO C U3UCKBAHUATA HA HACTOSIMS PErJIAMEHT Upe3 U3clieBaHe
Y M3MUTBaHE HA BCSKA IapTHJA MIPOJYKTH, KaKTO € MOCOYECHO B pasJiell
5 or npunoxenue XI;

L[) nMa JOKYMEHTHUpAHH IPOUCAYpH, HpEABMXKAAIIKU A0TrOBapssHE CbC
3asBUTCJISL 3@ TOBA KOra U KbJI€ II€ CE U3BBPIIAT HGO6XOZ[I/IMI/ITC U3IHUT-
BaHNs, KOUTO HE C€ M3BLPUIBAT OT HOTI/I(i)I/II_II/IpaHI/ISI opraH;

C) HOCHU ITbJIHA OTTOBOPHOCT 3a PE3yJaTATUTC OT HU3INUTBAHETO B CbHOT-
BETCTBUE C€ JOKYMCHTHPAHUTEC IIPpOLEAYpHU; TIPEAOCTAaBEHUTE OT
MIPOU3BOAUTEIA NOKIAAN CE€ B3E€MAT IIOJA BHUMaHHUE CaMO aKO ca Owu
n31a€HU OT KOMIICTEHTHUTE OpraHU 3a OLCHSBAHC HAa CbOTBCTCTBUETO,
KOUTO Ca HE3aBHUCHUMHU OT MPOU3BOAUTECIIA.

4.5.4. OrensBade Ha OIlEHKaTa Ha JEHCTBHUETO

B u3BBpIBAHOTO OT HOTH(HULUPAHMTE OPraHH OLEHSABAaHE Ha IpPOLe-
JlypUTE U JOKYMEHTALUATA C€ Pa3IVIekKIaT Pe3yJTaTUTE OT IPOYYBAHUATA
Ha HayyHaTa JUTEparypa, KaKTO M BCHYKM M3BLPIICHH BaJuIUpPaHMs,
MPOBEPKH, M3MUTBAHUS U HANPABEHH M3BOAM, M OOMKHOBEHO ce
BKJIIOUBAT CHOOPAKEHUS 32 M3IMOJI3BAHETO HA AITEPHATHUBHU MaTepHan
U BELIECTBA M C€ B3eMaT IPEJBHJ ONAKOBKATa M CTAOMIHOCTTA, BKIIIO-
YUTEIHO CPOKBT Ha TOAHOCT HAa TOTOBOTO M3Jenue. AKO He €
M3BLPLICHO HOBO WM3IMTBAHE OT MPOU3BOAUTENS MM IPU OTKIIOHEHUS OT
MPOLEAYpPUTE, BBIPOCHUAT HOTU(GULMPAH OpraH HU3BHPIIBA KPUTHUCH
npersesl Ha 00OCHOBKATa, MPEJCTaBEHA OT HMPOMU3BOIUTEIIS.

Horudunupanusar opran umMa JOKyMEHTHPAHH IPOLEIYpPH 3a Iperiel Ha
HOpoLEAypUTe M JOKYMEHTAlMsATa Ha IPOU3BOAUTENS BBB Bpb3Ka C
OLlIEHKaTa Ha JEeHCTBHMETO — KaKTO 3a IbPBOHAYAIHOTO, Taka M 3a
TEKyIIOTO OLEHSABaHE Ha CBhOTBeTcTBUETO. HoTHHIMpaHHAT opraH
IpaBU ITIperjies, Baluaupa U IPOBEpsBa JAIM HPOLEAYPUTE U JOKYMEH-
TalusATa Ha MPOM3BOAUTENS Ca ypPEIEHM HO MOAXOJAIl HayMH:

a) IUIAHMPAHETO, MPOBEXKIAHETO, OLECHIBAHETO, JOKIABAHETO U aKTyalHu-
3UpAaHETO Ha OIeHKAaTa Ha JEHCTBHETO, mocoueHa B mpuiiokenue XIII,
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6) Haza3opa cCiel IIYCKaHE Ha Ila3apa W IPOCIICAIBAHETO Ha HeﬁCTBHCTO
CJIE IIyCKaHE Ha I1a3apa,

B) B3aMMOJCHCTBHETO C MpOLEca Ha YIpaBICHUE HA PUCKa,

I') OLCHKAaTa U aHAJIM3a HA HAJIMYHUTE JJAHHU U Ha TAXHOTO 3HAYCHHE BHB
BPB3Ka C JIOKA3BAHETO Ha CHOTBETCTBUETO C KOHKPETHHUTE M3HUCKBAHUS
Mo mpuiokeHue I,

L[) 3aKJIIOUCHUATA, HAIIPABEHU BHB BPb3Ka C KIIMHUYHUTE JIOKa3aTeJICTBA U
M3TOTBSIHETO HA JIOKJAajJa 3a OlEHKA Ha JIEHCTBHUETO.

B mnpouenypute mo Bropa anmHes ce B3emar npeasua Hammuaure OC,
HACOKU M Hal-J0OpU TPaKTHKH.

OneHsBaHETO OT HOTHU(UUIMpAHWS OpraH Ha OLECHKUTE Ha JEHCTBHETO
cwpraacuo npuiokenne XIII Bxmousa:

— hnpeaBuaeHara yHOTp€6a, I1I0COY€Ha OT ITPOU3BOAUTEIIS, U TBBPACHUATA
3a U3CIINCTO, OIPEACIICHU OT HETO,

— IJIAaHUPAHETO Ha OLICHKAaTa Ha ﬂeﬁCTBHeTO,

— METOAMKATa 3a MPOyYBaHE HA HaydHATa JIUTEPaTypa,

— CBHOTBETHATA NOKYMEHTAlMs 3a IPOYy4YBaHEC Ha Hay4dHaTa JUTEparypa,

— HU3IIATBAHHUATA Ha ZleﬁCTBI/IeTO,

— HaA30pa cJ€a IMyCKaHE Ha Iasdapa W IPOCICAABaHETO Ha JIEUCTBUETO
CJIeq MyCKaHe Ha masapa,

— BaJIMIHOCTTA HAa TBbp/JsHATA CKBUBAJICHTHOCT I10 OTHOLICHUE HA JAPYIr'U
U3OCIUA, OOKa3BAaHCTO Ha CKBUBAJICHTHOCTTA, MJAaHHUTEC OTHOCHO
TNIPpUTrOAHOCTTA U 3aKIIIOYCHUATA OT CKBUBAJICHTHU W CXOJIHH U3CIINSA,

— JIOKJIaJa 3a OIEHKa Ha JICHCTBUETO,

— O0OOCHOBKaTa BBB BPB3KAa C HEU3BBPIIBAHETO HA M3IUTBAHHUA Ha
JEeHCTBHETO MM MpOCIesBaHe Ha [EHCTBHETO Cciejl ITyCKaHe Ha
nasapa.

BbB Bpb3Ka C HJAHHUTE OT U3INUTBAHHUATA Ha HeﬁCTBMCTO, BKJIIOYCHH B
PaMKHUTE Ha OLICHKaTa Ha HeﬁCTBHCTO, CBbOTBCTHUAT HOTI/I(;IJI/H_[I/IpaH opraH
rapaHnTvpa, 4€ HalIPpaBCHUTEC OT IIPOU3BOJAUTEIIS 3aKIHOUYCHHUS Ca BaJIMJHU B
KOHTCKCTa Ha OZ[OGpCHI/IX IUIaH 32 W3MUTBAHE Ha JICHCTBUETO.

Hotuduimpanuar opraH rapaHTupa, 4ye B OIGHKaTa Ha JeiiCTBHETO ce
pasriaexjaar 1o  MOAXOAAIl HAayuH  CbOTBETHMTE HM3MCKBaHMA  3a
6e30MacHOCT U IeHCTBHE, NPEeIBUACHH B IpUiIoxkeHue I, ue e crobpaseHa
10 MOAXOJAIL HAYMH C M3MCKBAHMATA 3a YNPABJIEHMETO HA PHMCKA, Y€ €
U3BBpIICHA B ChoTBeTcTBHE ¢ npuioxenue XIII u d4e e mpaBuiHO
OTpa3eHa B IpeAcTaBeHaTa MHGBOPMAIHA 3a W3/ETUETO.

. Crenmanau mpoueaypu

Hortuduimpanusr opraH uMa JOKYMEHTHUPAHH MPOLEIYPH, JOCTATHYHO
EKCIIePTeH ONMUT W 00Opy/BaHE 3a MPOLELYpHUTE, MOCOYSHH B pasjen 5
oT npwiokeHne X, 3a KOUTO ca ONpeeNICHH.

3a CBHIBTCTBAIIM H3/ENHs HOTH(OULIUPAHHS OpraH HMa JOKyMEHTHPaHU
MpoLEAYypH, KOWTO HEISIT U3MBIHCHHETO HAa W3UCKBAHUATA HA
HACTOAIINS PErJaMeHT IO OTHOLICHHE Ha KOHCYJTAIlMUTE IIPU OLEHS-
BaHETO Ha Te3n TumoBe m3zenust ¢ EMA wim ¢ KOMIETEHTEH OpraH 3a
JIEKApCTBEHUTE MPOYKTH.
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4.6.

4.7.

4.8.

JloxiaBane

Horuduiupanust opras:

— TapaHTHpa, Ye BCHYKH CTBIKH B MpOLeca Ha OICHSIBAaHE HA CHOT-
BETCTBUETO Ca JOKYMCHTHPAHH, TaKa dYe 3aKIFOYCHUSTA OT OLCHS-
BaHETO Ja OBJAT SICHH M Ja JOKa3BaT CHOTBETCTBHE C M3HCKBAHMUSTA
Ha HACTOSIIWS PEINIAMCHT, M Ja MOTaT 1a IOCIyKaT KaTo OOCKTHBHO
JIOKa3aTesICTBO 32 TOBAa CHOTBETCTBHE HA JIMIA, KOMTO HE y4acTBaT B
OLICHSBAHETO, HATPUMEp MEPCOHANA B OPTaHHUTE, ONMPEACISIIN HOTH-
(unmpanute opranu,

— TapaHTHpa, 4e ca Ha pasoJIOKEHHE JOCTATHYHO 3AIUCH 33 OCHUTYpS-
BAHETO Ha SICHA OJNTHA CJIeJIa 3a IIEeNUTE Ha OJMTHUTE HA CHCTEMAaTa 3a
yIpaBlIieHHE Ha Ka4ecTBOTO,

— JOKYMEHTHUpA SICHO 3aKJIIOYCHUATA CH OT OLICHSIBAHETO HA OIIEHKaTa Ha
JICWCTBHUETO B JIOKJIAJ OT OIICHSIBAHETO HA OLICHKATa Ha JICHCTBHUETO,

— TIPEIOCTaBsi 3a BCEKH KOHKPETEH MPOEKT MOAPOOCH MOKIad, KOWUTO €
OCHOBaH Ha CTaHAapTeH (GopMar W BKIKOYBA MHUHHMMAJCH Habop OT
eneMeHTH, omnpenenenu or KI'MU.

JloknaapT Ha HOTH(ULIMPAHHUS OpraH:

— JOKYMCHTHpA SCHO pE3YyJTAaTUTEC OT OLCHABAHCTO M BKIIIOYBA SICHU
3aKIIIOYCHUS OT IPOBEpKATa Ha CHOTBETCTBHUETO Ha IPOMU3BOAUTECIISA C
M3UCKBaHUATA HA HACTOALINA PETJIaMCHT,

— CbhAbpiKa IPENOPbKa 3a 3aKIIOYUTCIIHUS MIPETIIC] U 32 OKOHYATCIHOTO
peuieHue Ha HOTI/I(bI/IHI/IpaHI/IH opraH; Tasu HperiopbKa €€ MOoAIKCBa OT
OTrOBOpHUSA WICH Ha IIepCOHaIa B HOTI/I(bI/II_II/IpaHI/ISI oprax;

— C€ npeaocrassl Ha CbOTBETHUS IIPOMU3BOAUTEIL.

3aKIIOYUTEICH nperyien

Hpe)m B3€MaHC€ Ha OKOHYATCIIHO PEIICHUEC HOTI/I(bI/IHI/IpaHI/ISIT opran:

— rapaHTupa, 4¢€¢ IEepCOHAIBT, Ha KONTO € BB3JIOKECH 3aKIIOUHTCITHHUAT
nperjieA u B3E€MaHETO Ha peIICHHST OTHOCHO KOHKPETHU IIPOCKTH,
nMa CBOTBETHUTE IMPABOMOIIUA W € pas3IMd€H OT NepcoHala, KOWTO
€ U3BBPIINII OLCHABAHUATA,

— TIpoBepsiBa Janu AOKJIAABT(MTE) W TOAKpeIsiara JIOKYyMEHTaIus,
HEOOXOAMMH 3a B3€MAHETO Ha PEHICHUs, BKIIOYHTECIHO BBB BpPB3Ka C
OTCTPaHSIBAHETO HA HECHOTBETCTBHUS, KOHCTATHpaHH IO BpeMe Ha
OLICHSIBAHETO, CA ITBJIHU U JOCTaThUHM C OIJIEA Ha 00XBaTa HA IPHIIO-
JKEHHUETO, KaKTO U

— HOpoBepsBa HaJii HsAMa HEOTCTPAaHCHU HECHOTBECTCTBUSA, KOUTO JHa
BB3INPCIATCTBAT U31aBaHCTO Ha CCpTI/I(bI/IKaT.

Pemenus u ceprudunupane

Hortuduimpanusar opran umMa IOKyMEHTHPAaHH HPOLEAYpPH 3a B3eMaHE Ha
pemeHus, BKIIOYWTENTHO 110 OTHOIIEHWE Ha Ppa3MpefelicHHeT0 Ha
OTTOBOPHOCTH 32 H3/aBaHE, CNUpaHe Ha ACHCTBHUETO, OrpaHUYaBaHE WM
oTHeMaHe Ha cepTudukary. Te3u mpoueaypH BKIIOYBAT M3UCKBAHUATA 32
HOTH(UKAIUITA, PSIBUACHA B IaBa V OT HACTOAIIMs perjiameHt. Te3u
MPOLEYPH TO3BOJISABAT HA CHOTBETHMSI HOTHU(MIIMpAH OpraH:

— Jila p€IuM, B3 OCHOBA Ha NOKYMEHTALHMATA 3a OLICHABAHEC W HaJW4HATa
JOIIBJIHUTECIIHA I/IH(bOpMaHI/ISI, Jalli  HU3UCKBAHUATA HaA HACTOANIUA
PErIaMeHT Ca HU3IIbJIHCHU,
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— J1a pelld, Bb3 OCHOBA Ha PE3YJITATHTE OT OLEHSIBAHETO Ha OIIEHKATa Ha
JICHCTBHETO M YIPABJICHUETO HAa PUCKA, NalW IUIAHBT 3a HAI30p CIICX
IIyCKaHEe Ha I1a3apa, BKJIIOYMTEIHO IUIAHBT 3a NPOCIEASBaHE Ha
JIEHCTBHETO Cie] MyCcKaHe Ha Ma3apa, € MOJIXO/III,

— Jla pel KOW Ca KOHKPCTHHTE OCHOBHM €Talu 3a JOIBJIHUTEICH
mperjies OT HOTH(OUIMpPaHHUs OpraH Ha aKTyaJHOCTTa Ha OICHKaTa Ha
JIEMCTBUETO,

— J1a peurd Janu 3a cepTU(UIMpaHeTo TpsOBa aa ObAAT ONpeneieHH
KOHKPETHH YCJIOBUSI MJIH PA3opeou,

— Jla ompejenu, Bb3 OCHOBA Ha HOBOBBBEICHUATA, KIaCH(pUKAIMATA
CIOpe/l pHCKa, OI[CHKaTa Ha JACHCTBHETO M 3aKJIFOUYCHHUSITA OT aHalInM3a
Ha pHCKa Ha H3/EIHUETO, CPOK Ha CEepTUQHUIMPAHETO, KOMTO 1a He
HAJIXBBPJIS MET TOJMHH,

— Jla JIOKyMEHTHpa SICHO B3EMAaHETO Ha PCIICHUS W eTamuTe Ha 07100-
peHue, BKIIIOUMTEIHO OJOOPEHMETO C IIOANUC HA OTrOBOPHUTE
YJICHOBE Ha IEpPCOHaa,

— Jla JOKYMEHTHpa sICHO OTTOBOPHOCTHTE M MEXaHM3MHUTE 3a CbHOO-
IaBaHEe Ha PELICHMS, MNO-CIELMATHO KOraTo IOC/IeHaTa CTpaHa,
nojnucaia ceprudukara, € passiiuHa OT B3eMallus(UTe) pelIeHUsTa
WM HEe OTroBapsi Ha M3HCKBAHMATA, YCTAHOBEHM B paszen 3.2.7,

— Jila u3JaBa CCpTH(bHKaT(H) B CBHOTBCTCTBHC C MHHHMAJIHHUTC H3HUCK-
BaHus, IPEABUJACHU B IIPUIIOKCHUC XH, CbC CPOK Ha BaJIMJHOCT HE
IIOBE€YEC OT IIET TOAWMHU M Oa II0COoOYBa Jajikd Ca HaAJIUNEC CICHAIHA
ycCJ10oBYsT WK OIpaHUYCHUS, CBbpP3aHU CbC CepTI/I(iJI/II_[PIpaHCTO,

— Ja u3zaBa cepTuduKar(d) caMo Ha 3asBUTENSI M Ja HE M3J[aBa CEpTHU-
(ukarn, oOXBaIIaIl MHOXKECTBO CyOeKTH,

— Ja TapaHTHpa, Ye MPOU3BOAUTENAT € UHPOPMHpPAH 3a PE3yJITAaTUTE OT
OILICHSIBAHETO ¥ MPOU3THYANIOTO OT TAX PEIICHHUE U 4Ye TE CEe BBBEXKIAT
B €JIEKTPOHHATa CHCTEMa, II0COYEHAa B WiICH 52.

W3menenus u TIpOMEHHU

Hotuduimpanusar opran uma JOKyMEHTHPAaHM HPOLEAYpH M CHOpa3-
YMEHHs C IPOM3BOJUTENHN, CBBP3aHU ChC 3aABIDKCHHATA HA MPOU3BOIH-
TEJNUTE 3a MPEIOCTaBsHe Ha MH(OPMAIHs U OLECHSIBAHETO HA MPOMEHUTE
BBB:

— opoOpeHara(ure) cucrema(M) 3a YHpaBJICHHE Ha Ka4eCTBOTO WM
ramara OT 00XBaHATH MPOIYKTH,

— 0[[06peHI/I${ IIPOCKT Ha HU3JCJIUETO,

— 0700peHHs TUIl Ha U3JEIHETO,

— BCAKO BEHICCTBO, KOETO € BKIIOYGHO WIM Cce U3I0I3Ba 32
MPOU3BOJICTBOTO Ha JAJCHO M3JENUE M IOJJIEKU Ha CIELUATHUTE
HpOLEypH B CbOTBETCTBHE C paszien 4.5.5.

HpOLICI[ypI/ITC u CliopasyMeHmusTa, IIOCOYCHU B IIbpBa aJIMHEs, BKIIIOYBAT
MCEPKHU 3a IIPpOBEpPKa Ha 3HAYMMOCTTA Ha IIPOMEHUTE II0 IIbpBa aJIMHE:.

B crporBeTcTBHE ChC CBOMTE JOKYMEHTHPAHU IPOLEIYPH CHOTBETHUST
HOTHGHIMPAH OpraH:

— TapaHTHpa, Y€ MPOU3BOJUTENUTE MPEACTABAT 3a MPEABAPUTETHO
0J00peHne IUIAaHOBE 3a NMPOMEHHM CHIJIACHO I'bpBa ajlMHEs U ChOT-
BeTHaTa MH(OpMaLKs, CBbP3aHA C TE3W MPOMEHH,
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— OICHABA TMPCUIOKCHUTE IPOMEHHU HW MPOBEpABa Haldu CJICA TE3U
IIpOMEHU CHUCTEMaTa 3a yIPaBJICHUC Ha Ka4€CTBOTO HJIA IIPOCKTHT Ha
U3JACJTIUETO, WM TUIIBT HA HU3ACIUCTO IPOABJDKABAT Ja OTroBapsAT Ha
M3UCKBaHUATA HA HACTOALIUA PETJIaMCHT,

— YBCIOMSBaA IIPOMU3BOAUTEIIA 3a PCIICHUETO CH U INPEACTaBsA JOKJIan
WK, aKo € NPUIIOKUMO, JOIIBJIHUTECIICH NOKIal, KOWTO CbhAbpiKa oboc-
HOBAHU 3aKJIFOYCHUSI OT U3BBPIICHOTO OT HEro OLECHABAHE.

4.10. J[leitHocTH 1O HaA30p M HAONIOJCHUE CIEl CepTH(UIMPAHETO

Horuduiupanusr opran umMa GOKyMEHTHPAHU MPOLETYPH:

— 3a ompejesiHe KaKk M Kora Jia ObJaT OCHIIECTBEHH JEHHOCTHTE IO
HaJa30p Ha IMPOM3BOAUTENUTE. Te3M MpoleaypH BKIIOYBAT MpaBHIIa
32 BHE3allHU OJUTH HAa MACTO HAa NPOU3BOJUTEIUTE U KOraro €
MIPUIOKHMO — TIOJU3ITBIHUTENIUTE U JOCTABUMILIUTE, 32 U3BBPIIBAHE
Ha W3MUTBAaHUS Ha TPOAYKTHTE W HAONIOJCHHE Ha CHa3BaHETO Ha
BCUYKHM YCJIOBHUs, OOBBp3BALM IPOM3BOJUTEINTE U CBBP3aHH C
pelieHusTa 3a cepTU(UIMpPAHE, KATO HANpUMEp aKTyalu3alus Ha
KIMHUYHNTE JaHHU TIpe3 ONpee/IcHH MHTEPBAIM OT BpEMe,

— 3a moA0Op HA CHOTBETHM M3TOYHUIM HA HAYYHH U KIMHUYHH JAHHHU U
nHbOpMaLHs cliell MyCKaHeTo Ha ras3apa, CBbp3aHa ¢ Herosata cdepa
Ha KomreTeHTHOCT. Ta3u uHpopmarms ce B3eMa NPeABUJ NPHU IJIaHHU-
paHeTO M MPOBEKIAHETO Ha JEHHOCTUTE IO HAA30pa,

— 3a Iperjiel Ha AaHHUTC OT IPOCICAABAHETO Ha 6630HaCHOCTTa, 110
KOATO HWMa JOOCThII 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€TH pEHICHUS CC NOKYMCHTHPAT IIATCIIHO.

IIpn nonyyaBane Ha uHGOpMALMA, NPEAOCTABEHA OT NPOU3BOAUTEN MM
KOMIIETEHTHH OpraHH, 3a CIydad, yCTaHOBEHM IIPU HPOCIEISIBAHETO Ha
0e30I1acHOCTTa, BBIPOCHUAT HOTU(GUIMpPAH OpraH M30Mpa Aa NPUIIOKU
HSKOE OT CJICIHUTE PELICHHUS:

— fJa He TpeampueMa IeHCTBUs ThH KAaTO CIydYasT, YCTaHOBCH IIPU
MPOCIIESIBAHETO Ha GE30MaCHOCTTa, OYCBHIHO HE ¢ CBBP3aH C HM37a-
JeHnTe ceprudukary,

— na HabnorogaBa JCHHOCTHTE HA TPOU3BOAMUTENST W KOMIETCHTHHTE
OpraHd W pe3yJTaTure OT MPOBEKAAHOTO OT HPOU3BOIUTENS
pascieBane, 3a Ja ONMpPEAEIN JAN U3IaJCHUTE CepTH(UKATH ca 3aCT-
pamieHd WM Aaid ca OWiIM MPEANPUETH MOIXOSIIM KOPUTHPAIIN
JIeMCTBYS,

— Jla npeanpueMe U3BBHPEIAHU MEPKU 3a HAA30p, KaTO Halpumep
nperjieAn Ha MAOKYMCEHTH, OJUTHU C KpPATKO IHNPEAU3BECTUEC HIIU oe3
TNpean3BeCTUC U U3IUTBAHE Ha IMPOAYKTH, IPU HAJIMYUEC HA BEPOSITHOCT
U3JaICHUTC CepTH(i)I/IKaTI/I Jla ca 3acTpallieHu,

— Jla YBCJIMYU 4Y€CTOTaTa HA HAA30PHUTEC OIUTH,

— Jla U3BBPHIN IMPETJICA Ha KOHKPETHU NPOAYKTH WKW MNPOLECU MPpU
ciaeaBamusa OAUT Ha IMPOU3BOAUTEIA, WUIN

— Jla B3EMEC JpYTrd IOAXOISAIIN MEPKHU.

Ilo orHOmIEHME HA HAA30PHUTE OJUTH HA NPOU3BOAUTENUTE HOTH(HULIH-
paHUAT OpraH MMa JOKYMEHTHPAaHH IMPOLEIYpH 3a CIIEIHOTO:

— Ja M3BBPIIBA HAH-MAJIKO BEAHBXK TOJMIIHO HAJ30PHM OJAUTH Ha
MPOU3BOJIUTENS], KOUTO C€ IUIAHUPAT M IPOBEXKIAT B CHOTBETCTBHE C
KOHKPETHHUTE M3UCKBaHUS MO paszaen 4.5,
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4.11.

— Jla TapaHThpa, 4€ OLCHsABA II0 aJC€KBATCH HAYWH AJOKYMCHTaALUsATa Ha
TIpOU3BOAUTEIISA, CBbpP3aHa € IPOCIICAsIBAHEC HA 6630HaCHOCTTa, Haza3opa
CJIEA ITYCKaHC Ha IIa3apa W HIPOCIICASIBAHCTO Ha JICUCTBUETO CIe]
IMyCKaH€ Ha TIasapa, W HOpWJIaraneéto oOT HEroBa CTpaHa Ha
pa3n0pe;[6HTe, OTHacAMmMr C€ OO0 TE3U BBIIPOCH,

— Ja B3eMa o0Opasuy M Ja M3BBPIIBA U3MUTBAHE HA M3JICNUATA U TEXHHU-
Yyeckara JIOKYMEHTAlusi MO BpeMe Ha OJUTHTE CBIVIACHO MIpeJ-
BapHUTEIHO ONPE/CICHUTE KPUTEPHUH 3a B3eMaHe Ha 00pasiy M Ipolie-
JIypUTe 3a U3MUTBAHE, 3a JIa Ce TapaHTUpa, Ye MPOM3BOIUTENAT HEmpe-
KBCHATO MpHUJIara ofoOpeHara CHCTEMa 3a YINpaBJIeHUEe Ha KadeCTBOTO,

— Jla TapaHTHpa, 4Ye IPOU3BOAUTENAT CHa3Ba 3aJb/DKCHUATA OTHOCHO
JIOKyMEHTAIUsITa M MPEJOCTABSIHETO Ha MH(OpPMAIUs, YCTAHOBEHH B
CHOTBETHUTE TPHIOKEHHs, ¥ Ue TPOLEAYypUTEe My ca ChOOpaseHH ¢
Hal-100pUTe MPAKTUKH NPH BBBEKAAHE HA CUCTEMHTE 32 YIPABICHUE
Ha KauecTBOTO,

— J1a TapaHTUpa, Ye MPOU3BOJUTEIAT HE M3I03BA MO MOABEXKAAIl HAUUH
cUCTeMaTa 3a yIpaBJiCHHE Ha KayeCTBOTO HJIM OJ00peHMsATa Ha M3Je-
JTUSITa,

— Ja c1>61/1pa J0CTaTb4HO HH(bOpMaHHSI, 3a J1a oIpeAciau Aajau cucremara
3a yHpaBJICHUE Ha Ka4dYCCTBOTO MPOABJDKAaBa Ja OTroBapss Ha H3HUCK-
BaHMsATA HA HACTOSAUIUS PErJIaMEHT,

— [PpHU OTKPUBAHEC HA HECHOTBCTCTBHUS, [1a U3HUCKBA OT IPOMU3BOAUTECIIA A
npearnpueMe  Kopurupamnu JeUCTBUS Hu, axKo ¢ [IPpUI0KUMO,
IIpEeBaHTUBHU I[eﬁcTBPIS{, KaKTO "

— [pu H606XOI[I/IMOCT Ja HaJlara KOHKPETHU OTpaHUYCHUS 3a CbOTBETHUS
CepTI/I(bI/IKaT, Ja crpe JICUCTBUETO MYy WM J1a TO OTHEME.

AKO TOBa € BKJIIOUYEHO B YCJIOBHSATA 33 CepTU(HUIMpPAHE, HOTUDUIIMPAHUSIT
Opras:

— W3BBpIIBA INATENEH TNperyies Ha Hal-akTyalHaTta OLEHKAa Ha
JICHCTBHUETO, aKTyaIn3UpaHa OT MPOU3BOJUTENS Bh3 OCHOBA Ha yNpax-
HSBaHUS OT HEro HAJ30p ClIe/l IyCKAaHETO Ha Ia3apa, Ha IpOCien-
SIBAHETO Ha JEHCTBHETO CIIel IyCKaHe Ha [a3apa, KakTo H Ha
KJIMHUYHATA JIUTEpaTypa, CBbP3aHa C JIEKYBaHOTO CBhC CBHOTBETHOTO
W3eINe ChCTOSIHUE, WM Ha KJIMHWYHATA JIUTEpPaTypa, CBbP3aHa ChC
CXOJTHH W3/EIHS,

— JIOKyMEHTHpa SCHO pe3ysTaTa OT MIaTeIHUS Hperyiea W MpeAcTaBs Ha
BHUMAaHHMETO Ha MPOU3BOJUTENS BCUYKM KOHKPETHU OINACEHHS WIH MY
Hajlara KOHKPeTHHU YCIIOBHS,

— TrapaHTupa, 4e Hai-akTyajHaTa OLEHKa Ha JeHCTBHETO € MpPaBUIIHO
OTpa3eHa B MHCTPYKIHMHTE 3a ynorpeba ¥ — KOraTto € MPHUIOKHMO
— B PE3IOMETO BBbB BPB3Ka C 0E30MacHOCTTA M JICHCTBHETO.

[ToBTOpHO Cepruduipane

Hotudunupanusr opran uMa JOKYMEHTHUPAHH HPOLEIYpPH, CBBP3aHH C
HperyieJuTe Ha MOBTOPHOTO CEPTU(UIMpPAHE U IOJHOBSIBAHETO HA CEpPTH-
¢ukarure. IloBTOPHOTO cepTH(UIUpPaHE Ha ONOOPCHHTE CHCTEMH 3a
yIpaBJIeHHE Ha KadecTBOTO Wiu Ha cepruduxarure 3a EC ounenssane Ha
TeXHHYEeCcKaTa JOKyMeHTauus wiu Ha cepruduxatute 3a EC uscnenBane
Ha THUIA C€ U3BBPIIBA HAK-MaJIKO HA BCEKH IIET I'OIUHHU.

Hortuduimpanusar opran uMa JOKYMEHTHpPAHH HPOLEAYpPH, CBBP3aHH C
MOAHOBsIBaHETO Ha ceprudukatuTe 3a EC oleHsBaHe Ha TEeXHHYECKATa
nokyMmeHTanust u ceprudukarute 3a EC n3cienBane Ha Tuma, Kato HpH
Te3U TPOIETYPU OT CHOTBETHMS MPOU3BOJUTEN CE M3MCKBA Jla MPEACTaBH
pe3foMe Ha MPOMEHHUTE M HAyYHWTE KOHCTATallM| 3a M3/CIHETO, BKIIFOYN-
TEJHO:
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a) BCUYKHA MPOMEHU B M'bPBOHAYAIHO OL[OﬁpeHOTO U3CJINUE, BKIIIO-
YUTCJIHO IIPOMEHH, KOUTO BCE OLIC Ha Ca C'BOGIIIeHI/I,

0) omuTta, NPUIOOHUT OT HAJI30pa cjel IycKaHe Ha Ias3apa,

B) ONHTA, NPUIOOHUT IPH YIPABICHHETO Ha PUCKA,

r) OomMTa OT aKTyaJM3HpaHEe Ha JOKa3aTeJCTBAaTa 3a CHOTBETCTBHETO C
o0IIUTe M3MUCKBaHUS 3a OE30MacHOCT W JICHCTBHE, YCTAHOBEHH B
npunoxenue I,

J) OmHMTa OT MpErieJuTe Ha OLCHKATa Ha JACHCTBUETO, BKIIOYHTEIIHO
pe3yaTaTUTe OT BCUYKHM M3IUTBAHHS HA JICHCTBHETO M IPOCIICASIBAHETO

Ha L[eﬁCTBHCTO CJIea MmMyCKaHE Ha I1asapa,

e) IIPOMCHUTE B H3HWCKBAHMUATA, B KOMIIOHCHTUTC Ha HU3ACIUETO WJIU B
HayYHaTa WM PeryjaTopHaTa cpeia,

X

N2

M3MEHEHMSATA B NPHIOKCHUTE MM HOBHTE XapMOHHM3UPAHU CTAHIAPTH,
OC wi paBHOCTOWHU OKYMEHTH, U

3) MHPOMEHHTE B MEIMIMHATA, HAYYHUTE M TEXHHYECKHTE 3HAHHUs, KaTo
HaIpuMep:

— HOBH BHUJOBC JICUCHUA,
— HNPOMECHH B METOJAUTC HA MU3INMUTBAHE,

— HOBHM HAy4YHH OTKPUTHS 3a MaTepualdl W KOMIIOHEHTH, BKIIIO-
YHUTEIHO OTKPUTHS 110 OTHOLICHWE Ha OMOJOTrMYHaTa MM ChBMEC-
THUMOCT,

— ONHWT OT M3NHUTBAHUATA MPU MOZOOHH HM3ICIHS,
— JIaHHHU OT PETUCTPU U apXHBH,
— ONHWT OT M3NHUTBAHUATA HA JCHCTBHETO MPH MOAO00HH H3CIIHS.

Hotudunupanusar opran uMa NOKyMEHTHPAHM IIPOLELYPU 3a OLEHKA Ha
uHdopMaLKATa, MOCOYEHA BBB BTOpPAa allMHEs, U OOpBIIAT OCOOEHO
BHMMAaHHME Ha KIMHMYHHMTE JaHHU OT HajA30pa Cle]] IyCKaHe Ha IHaszapa H
JIEHHOCTHTE 1O NpOCIelsBaHe Ha JEHCTBUETO Clell MyCKaHe Ha Ia3apa,
HPEIIPUETH CIe NMPEAXOJHOTO CepTU(UIMpPAHE WM ITOBTOPHOTO CEpTH-
¢duMpane, BKIIOYUTENIHO CHOTBETHHUTE aKTyalM3alluM Ha JOKJIaauTe 3a
OLIEHKaTa Ha JeHCTBUETO Ha MPOU3BOIUTEINTE.

3a pEeIIeHHETO OTHOCHO MOBTOPHOTO CepTH(HLHMPAaHE HOTHUHUUHUPAHUSIT
OpraH HM3MOJI3Ba CHIIUTE METOAM W TPHHIMIM KAaTO H3MOJ3BAHUTE IIPU
PELICHHETO OTHOCHO IbpBOHAYANHOTO cepruduimpane. Ilpun Heobxo-
JIMMOCT C€ YTBBPIKAABAT OTHACIHH (OPMYJISAPU 3a MOBTOPHO CcepTUH-
[UpaHe, B KOHUTO C€ OTYUTAT HEOOXOAMMHTE 3a CEepTUPHLIUPAHETO
CTBIIKH, KaTO HAlpHUMeEp 3asBICHUE W TPErJie/l Ha 3asiBICHUETO.



02017R0746 — BG — 05.05.2017 — 000.003 — 170

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-
YCHUCTO Ha H3ACIIUATA.

AKO BBIIPOCHOTO H3ZENIHE € NPeAHa3HAueHo 3a ynorpeda B KOMOMHALUS C
JpYro M3zieive, NpaBwiaTa 3a KiacM(HUKAlMs ce TpuiaraT OTIEIHO 3a
BCSIKO OT HM3/EJIHUSATA.

HpI/IHa,I[J'IC)KHOCTI/ITe 3a MEIUIMHCKU U3JCJIMs 34 UHBUTPO JAHUArHOCTUKa ce
KJ'[aCI/I(iJI/lI.II/IpaT Ha CaMOCTOATCIIHO OCHOBAHHC, OTACIIHO OT H3ACIIUCTO, C
KOCTO CC MU3II0JI3BAT.

Co(dryepbT, KOHTO YHpaBisBa H3ACIHETO WIM HMa OTPAKCHHE BBPXY
ynorpebara My, Tornaja B ChLIMS KJIAC KaTO H3ICIHETO.

Ako coTyephT € HE3aBUCHM OT BCSIKO JIPyro HW3JeNne, TOW Ce KIacH-
(buLMpa OTAEIHO, HA CAMOCTOSTEIHO OCHOBAaHHME.

Kanubparopure, mnpeaHasHaueHu 3a ynorpeba ¢ u3Jenue, ce KIacu-
GuLMpaT B CHIUIMSA KJIAC KATO M3JIENUETO.

KOHTpOJ’[HI/ITC Marepuaii ¢ OHNpeAC/ICHU KOJIMYECTBCHU HWIIM KAa4YCCTBEHU
CTOI‘/’IHOCTI/I7 npeaHasHa4eHu 3a AaJICH KOHKPETCH aHAJIMTUYCH IapaMeTbp
WKW HAKOJIKO aHAJIMTUYHU IapaMeTbpa, €€ Knacn(bnunpaT B CbhbIIHs KJ1acC
KaTo HU3ICIHETO.

Ilpy ompexmensHe Ha TOYHATA KIACH(UKAIMS HA H3ICIHETO MPOU3BO-
IUTEISIT B3eMa MPEIBH BCHYKH MpaBWia 3a KIaCH(UKAUWS M MpaBuiIa
3a TIpUJIaraHe.

Korato NPOU3BOAUTEIIAT  JICKJIapupa HAKOJIKO IpE€AHa3HA4YCHUS  Ha
U3JCIIUETO M KaTo pe3yJTar OT TOBa U3ACIHUCTO IIonaJga B IIOBEYC OT
CAWH KJiac, TO CC Knacmbnunpa B IO-BUCOKHUsA KJiac.

Ako 3a C€AHO U ChIIO HU3JACIUEC CC€ IIpujlaraT HIKOJIKO IIpaBUjla 3a KJlaCu-
(1)I/IKaI_H/I$[, Ipuilara ce€ MIpaBUIIOTO, B PE3yJiTaT Ha KOETO H3IACIUCTO CC
Knacmbuunpa B IIO-BHUCOK KJiac.

. Bcsko ot IpaBWjIaTa 3a Knacnd)mcaum{ Ce Ipuiaara mo OTHOIICHHE Ha

IIbPBOHAYATHUTE aHaJIn3Hu, TIOTBBPKAAaBaALIATE n JOIBJIHUTCIIHATE
AHaJIN3H.

IMPABUIJIA 3A KIIACUDUKALIMA
Ipasuio 1

Wznenusta ce kmacudummpar B kimac D, ako ca mOpeaHa3HAueHH 3a
CIICAHNUTE LICIIHU:

— OTKpHMBAaHC Ha HAJIUYUETO HA TPAHCMUCHUBEH AaréHT WJIKX Ha
CKCIIO3MIMATAa Ha TaKbB arcHT B KPbBTA, KPBBHUTE KOMIIOHCHTH,
KJICTKUTE, TBKAHUTC WU OPraHUuTEC WM TEXHUTC NPOU3BOAHH, 3a Ha
C€ OLEHMU HOKOJKO Ca MNOoAXOAAINM 3a HPCIUBAHE, TPaHCIJIaHTalUsA
WIN KJICTBYHO IIpUJIaraHe,

— OTKpUBAaHE HA HAJIMYUETO HAa TPAHCMHUCHBEH areHT MW Ha
€KCIIO3ULUATA Ha TaKbB AareHT, KOMTO IpPUYMHABA JKMBOTO3AaCT-
pamaBaiio 3aboisiBaHe ¢ BMCOK WM IIPEIIONAraeMo BUCOK PHCK OT
pa3npoCTpaHeHue,

— ompezensiHe Ha  MHQEKIMO3HOTO HATOBApBaHE HAa JKMBOTO3ACT-
pamiaBaiio 3a0oisiBaHe, KOraTo HAOJIONCHHETO € OT pellaBalio
3HAUEHME 3a MpoIleca Ha JICUCHNWE Ha INAIUeHTa.
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2.2.

2.3.

[Ipasumno 2

» C2 Uspenusra, NpeIHA3HAYECHA 32 ONPENEIAHE HA KPBBHHUTE TPYIIH, 32
onpesieNsiHe Ha HECHBMECTHMMOCTTa Ha KpbBHATa Ipyrna Ha OpeMeHHaTa
JKeHa M 3apoJMIla WM 3a THIM3UMpaHe Ha THKaHHW, 33 Ja Ce TapaHTupa
HMYHOJIOTHYHATa ChBMECTUMOCT Ha KpbB, € KPBBHU KOMIIOHEHTH,
KJICTKH, ThKAaHW WIM OpPraHH, KOWTO ca IpEJHA3HAYCHU 3a IIpeJIMBaHEe
WIM TPAHCIUIAHTALMUs, WIM KJIETBYHO MpHJIaraHe, ce kiacuduuupar B
kiaac C, ¢ U3KIIOYEHHE HA TE3U, KOMTO Ca MPEJHA3HAUCHHU 3a ONpEe/eIsiHEe
Ha HSIKOW OT CJIEIHUTE 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 kiac D.

IIpaBuno 3

M3pnenusita ce KnacmbnunpaT B KJiac C, aKoO ca IpeJaHa3Ha4YCHU 3a:

a) OTKpHBAaHC Ha HAJIMYUETO Ha IIp€AaBaHU IO MOJIOB II'bT ar€HTU WK 3a
OTKpHBAHE Ha CKCIIO3ULMATA Ha TaKMBa arcHTU;

0) oTKpHBaHE B LiepeOpPOCIIMHATIHATA TEYHOCT WM B KPHBTA HA HATUYHETO
Ha MH(EKINO3eH areHT 0e3 BUCOK WIIM MPEeAINoiaraéMo BUCOK PUCK OT
pasnpocTpaHeHue;

B) OTKpHMBAaHE Ha HAJMYMETO HA MH(EKIMO3EH areHT, ako MMa 3HaYuTesIeH
PMCK OT TOBA IOIPELIEH Pe3yJTaT Aa JOBEAE IO CMBbPT WM CEPHO3HO
yBpeXIaHe Ha JuIeTo, (eryca Wiu eMOpHOoHa B PaMKHUTE Ha H3IHT-
BAHETO, WM Ha MOKOJEHHETO Ha JIMLETO;

F) IIpeHaTaJICeH CKPUHUHT Ha KCHU 3a LECJIMTEC Ha OIPCACIAHETO Ha TCXHUL
Ha MUMYHHHUS CTATYC CIIPSIMO TPAaHCMUCHUBHU arcHTH;

JI) OIpeessiHe Ha CTaTyca Ha MH(EKIMO3HO 3a00JsiBaHe WM HAa UMYHHHS
CTaTyC, KOTaTo MMa PUCK OT TOBA IIOTPEIICH pE3yJTaT Ja JOBEME 10
peleHne BbB BPb3Ka C JICUCHUETO HA MAIMCHTA, B PE3YJITaT Ha KOETO
Ja HACTBIIM >KMBOTO3ACTpalllaBallla CHUTyalus 3a TAIMEHTa WIK 3a
TTOKOJICHUETO Ha TAIMEHTa;

€) ynorpeda KaTto ChI'BTCTBAILN H3ICIUS;

)K) OINpeJessiHe Ha CTaausi Ha 3a00JsIBAHETO, KOraTO MMa PHCK OT TOBa
HOTPEIICH pe3yJiTaT aa AOBEeC O PCLICHHE BbB BPb3Ka C JICUCHUETO
Ha MAlMeHTa, B Pe3yJTaT Ha KOETO Jia HACTBIM KUBOTO3acTpalaBalia
CHUTyauus 3a MALMCHTAa WM 3a HErOBOTO MOKOJICHHC,

3) CKPUHHUHI', TUarHOCTUIUPAHE WM ONPECHACIIAHE Ha CTalud Ha pak;

1) M3BBPIIBAHE Ha TEHETHYHM TECTOBE HA XOpa;
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2.4.

2.5.

2.6.

2.7.

ﬁ) Ha6J'IIO[{eHI/IC Ha HHBATa Ha JICKApCTBCHU IPOAYKTH, BCIICCTBA HIIN
OHOJIOTUYHH KOMIIOHCHTH, aKO MMa PHUCK OT TOBa IOTPELICH pEe3yJITaT
JAa A0BeaAC N0 pelIeHHME BBB Bpb3Ka € JICYCHUCTO Ha MALUMCEHTa, B
pe3yiiTaT Ha KOCTO Ja HACTBhIM KHUBOTO3aCTpallaBalla CHUTYyallds 3a
IMaqueHTa UK 3a HETOBOTO ITOKOJICHHUE,

K) JieYeHHe Ha TMAlHeHTH, CTPaJalld OT >KHBOTO3acTpaliaBamio 3abo-
JISIBAHE WM OOJIECTHO CHCTOSHUE;

JI) CKPHHHUHI Ha BPOJCHHU CMYIICHUS Ha eMOpHOHa WiIH (eTyca;

M) CKPMHHMHI Ha BPOJCHH CMYIIECHHS y HOBOPOJCHH, KOI'aTO HEOTKPH-
BAHETO M HEJICUYCHHUETO Ha TaKMBa CMYIICHMS OMXa MOTJIM Ja JOBEAAT
JI0 YKMBOTO3aCTpAIlaBaIll CUTYAllMd WIH TEKKH YBPEKIAHHS.

[Ipasuno 4

a) W3nmenmsita, npepHa3sHAYCHH 3a CAMOTECTBAHE, CE KIACH(QUIHUPAT B Kiac
C, ¢ U3KIIOYCHHE HA U3ICIHATa 3a OTKPUBAaHE HA OPEMEHHOCT,
M3IIMTBAHE 3a IUIOJOBUTOCT U OHPEAC/sIHE HAa HUBOTO HA XOJIECTEPOI,
KaKTO W M3JCTNsITa 32 OTKPHBAHE HA TJIIOK03a, CPUTPOLIMTH, JICBKOLIUTH
u OaKkTepuH B ypuHaTa, KOUTO ce Kiacuduuupar B kiac B.

6) I/ISI[CIII/IHTa, IpeAHa3sHauYCHU 3a TECTBAHEC Ha MsCTO, CC KIIaCI/I(bI/II_II/IpaT
OTACIHO, HA CaMOCTOATCIIHO OCHOBAHHUC.

IIpaBuno 5

Crnennute m3nenus ce kiacupuuupar B Kiac A:

a) mpoaykTH 3a oOma saboparopHa ymoTpeba, MPUHAIICKHOCTH Oe3
KPUTHYHH  XapaKkTePHCTHUKH, Oy(pepHH pasTBOpH, pasTBOPU  3a
M3MHBAHE U PACTEKHH CPESAU M OLBETUTEIN 33 XHCTOJOTMYHU H3CICH-
BaHMs, PEAHA3HAYCHH OT MPOM3BOIUTEISI a M HAIPABST ITOAXOISIIH
3a MpOLEIYPH 3a HHBHTPO AMATHOCTHKA BBB BPB3KAa C KOHKPETHO
U3CIIeIBAHE;

0) MHCTPYMEHTH, CHELHAJHO IpeJHa3HaYeHW OT HPOU3BOJIMTEN 3a
ynorpeba Ipu NPOLELYpU 3a UMHBHTPO IMArHOCTHKA;

B) CBJIOBE 3a ChXpaHEHHE Ha MPOOH.

IpaBuio 6

W3penusrta, KOUTO He ca 00XBAHATH OT TOPENOCOYEHHUTE MPABMIIA 3 KIIACH-
¢ukanus, ca ot kiaac B.

IIpasuno 7

Wznenusta, KOUTO ca KOHTPOJIM O€3 oOmpeneieHa KOJIWYECTBEHA WITN
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'JIABA 1
CUCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO

IIpousBoautenaT cb3jlaBa, JOKyMEHTHpa M BBBEXKAAa CHUCTEMa 3a
yIpaBJeHHE Ha KadyecTBOTO chriacHo wieH 10, maparpad 8 u momabpka
HellHaTta e(EeKTUBHOCT IO BpeME Ha LEJIHs CKCIUIOATAlMOHEH CPOK Ha
CBOTBETHHUTE M3JeNus. [IpOM3BOAMTENAT OCUTYpsiBa NpHJIAraHeTo Ha
cucTeMaTta 3a yNpaBjieHHE Ha KauecTBOTO, CBIVIACHO pasfed 2, Karo T
NOJIKH Ha OJMT, KaKTO € MpeiBuieHO B pazgenu 2.3 u 2.4, u Ha
HaJ30pa, MMOCOYEH B pasjeln 3.

OrieHsIBaHEe Ha cHCTEMaTa 3a YIpaBJICHUE HA Ka4€CTBOTO

IIpousBoauTeNnAT MojaBa 10 HOTU(GUIUPAH OpPraH 3asBJICHUE 32 OLICHSIBAaHE
Ha CHCTeMaTa My3a YIpaBJICHHE Ha KadeCTBOTO. 3asBICHHETO BKIIOYBA:

— HMETO Ha MPOU3BOAUTEIIS M aJipeca Ha HErOBOTO PETHCTPUPAHO MSCTO
Ha CTOIIaHCKa ﬂeﬁHOCT U BCCKU NOIBJIHUTEIICH NMPOU3BOJICTBCH O6eKT,
00XBaHAT OT CHCTEMara 3a YNpaBJICHHE Ha Ka4decTBOTO, a B CIy4amuTe,
KOTaTo 3asBJICHHETO HA MMPOU3BOAUTEIS € TOJaJI€HO OT HErOBHUSI YIIbJI-
HOMOILICH TNPEACTAaBUTE]I — HUMETO Ha YI'BJIHOMOIICHHUS TPEACTABUTEIL
U ajpeca Ha PErHCTPUPAHOTO MACTO HA CTONAHCKA ACHHOCT Ha yIIbJ-
HOMOIIEHHST [IPEJICTABUTEI,

— Ip1aTa ChbOTBETHA I/IH(I)OpMaLII/I}I 3a U3ACITHMETO WK TpyliaTta HU3IACIINA,
00XBaHATH OT CHCTEMaTa 3a YHOpaBJICHUE Ha Ka4€CTBOTO,

— NHMCMEHa JAeKjapanus, 4€ HE€ € IMOoJaBaHO 3adABJICHUE 0 APyl HOTHU-
d)nunpaH oprad 3a cCbllaTa CUCTEMa 3a YIIPAaBJIICHUE Ha Ka4dY€CTBOTO
BbB Bpb3Ka C U3ACIHUETO, WA HH(bOpMaHHH 3a BCJIKO €IHO
NPEAxXOaHO 3asABJICHHE 3a CbhlaTa CHCTEMa 3a YIPABJICHHE Ha
Ka4€CTBOTO BBB BPB3Ka C HU3IACIUETO,

— IHPOCKT Ha EC JACKJIapanust 3a CbOTBETCTBUE CHIJIACHO YWICH 17 n
TIPUJIOKEHUEC IV 3a mMogmena U3CIHNE, 00XBaHAT OT nponeaypara 3a
OLCHABAHE HAa CHOTBECTCTBHETO,

— JAOKYMCHTalusATa OTHOCHO CHUCTEMATa 3a YHIpPaBJIC€HUE Ha Ka4YCCTBOTO Ha
TIpOU3BOAUTEIIS,

— JIOKYMEHTHPAHO OINMCaHUE Ha BBBEJCHHUTE IPOLEAYPH 3a U3IIbIHEHHE
Ha 3aJbJDKCHHATA, TMPOU3THYAIIM OT CHUCTEMara 3a YIpaBICHHE Ha
Ka4eCTBOTO W OT M3HCKBAHUSTA HA HACTOSIIMS PEIIAMEHT, KaKTO W
Ha AHTXXMMEHTa OT CBOTBETHMS MPOM3BOJAMTENl 3a MNPHUIAraHETO Ha
TE3U TPOLETYypPH,

— ONHCaHWE Ha BBBEJCHHUTE MPOLETYPH, KOUTO TapaHTUPAT 3ala3BaHETO
Ha aJIeKBaTHOCTTAa W e(eKTHBHOCTTA HA CHCTEMaTa 3a YIpAaBJICHUE Ha
Ka4ecTBOTO, U HA aHTAKUMEHTA OT MPOU3BOJUTENS 3a IPUIATaHETO Ha
Te3u TMPOLETypH,

— JIOKYMEHTaIlisiTa 3a CHCTeMara Ha MpPOU3BOJHUTENS 3a Haa30p Clie
MyCKaHe Ha Ma3apa, KakTO W aKo ¢ MPHIOKHAMO — IUIaHa 3a
mpocie/siBaHe Ha JIEHCTBUETO CJIe/] ITyCKaHe Ha ma3ap, U 3a BbBEICHHUTE
MpOLEAyPH 3a OCUTYpsIBaHE Ha W3IBJIHCHHE Ha 3a1bJDKCHUSTA,
[IPOM3THYAIIM OT Pa3nopenduTe 3a MpocieqsBaHe Ha Oe30MacHOCTTa
B ujcHOBe 82—87,
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— OIIMCAaHNUC Ha BBBCJACHHUTEC NPOUCAYPHU 3a aKTyaIU3UPAHE HA CHUCTEMaTa
3a Ha/A30p CJICA ITyCKaHE Ha [1a3apa U ako € IPUII0KUMO — Ha IlIaHa 3a
IpocieisiBaHe Ha JICCTBUETO ClIE]T ITYCKaHC Ha I1a3apa, U OIlMCaHuE Ha
TpOUCAYPUTE 3a OCUTYpPSABAHC Ha H3IMBJIHCHUE Ha 3adbJDKCHUATA,
nmponusTudamu oOT pa3n0pe)16HTe 3a mpocieasBaHE Ha 0e30macHOCTTa
B YJICHOBEC 82*87, KaKTO M Ha aHTaKMMCEHTa Ha IIPOU3BOAUTEIIS 3a
TIpUJIaraHe€TO Ha TE3W IPOLEAYpH,

— JOKYMCHTAalU:A 3a IJlaHa 3a OLICHKa Ha ﬂeﬁCTBHeTO, "

— OIIMCAaHWUE€ Ha BBBCJACHUTE IPOLCAYPH 3a aKTyaJlU3MpaHE Ha IJIaHa 3a
OIICHKa Ha HCﬁCTBHCTO, KaTO C€ OTYHMTAT Hal-HOBHUTE Hay4YHU OOCTHU-
JKCHHA.

BbBexxnanero Ha cucremara 3a YIpaBJICHUE Ha Ka4Y€CTBOTO rapaHTHUpa
CIIa3BaHCTO Ha HACTOALIUA PEIIIaMCHT. Bceunuku CJICMCHTHU, M3UCKBaHHUs U
npeanucanys, IHpueTU OT TIPOU3BOAUTEIISL 3a HEroBara CUCTEMa 3a
yHOpaBJICHHE Ha Ka4eCTBOTO, C€ NOKYMEHTHUpAT PEAOBHO U CUCTEMATUYHO
noa (bopMaTa Ha HapbYHUK II0 Ka4YeCTBOTO W IMHMCMCHHU IIOJUTUKU U
Inpoueaypu, Halpumep nporpamMu Io KadeCTBOTO, INIAHOBE IO Ka4Y€CTBOTO
U 3allMCH 110 Ka4CCTBOTO.

OcBeH TOBa JIOKYMEHTALUsITA, KOSTO CE MpPEACTaBs 3a OICHSIBaHE Ha
cucTeMaTa 3a YIpaBlieHHEe Ha KauyecTBOTO, BKIIOYBA II0O-CIIEIHATHO
MOAXO/SIIO ONMUCAHKUE Ha:

a) HEJIUTE Ha IMPOU3BOAUTEIIA MO OTHOIICHHUE Ha Ka4€CTBOTO,

0) opraHM3alMsATa Ha JICHHOCTTA W MO-KOHKPETHO:

— OpraHu3allMOHHaTa CTPYKTYypa C pasnpeaciCHUE Ha OTTOBOPHOCTUTE
Ha nieépcoHajia MO0 OTHOIIECHUE Ha KPUTHUIHUTE NPOUEAYPHU, OTTOBOP-
HOCTUTE Ha PBKOBOAHHA CBCTAB W HETOBUTE OPraHU3AllMOHHHA
IIpaBOMOIIH,

— MeToAMTE 3a HaOJIoJIeHHE Jadud CHUCTeMaTa 3a YyNpaBjeHHE Ha
KauecTBOTO (DYHKLHOHUpPA e(EeKTUBHO M II0-KOHKPETHO CIOCO0-
HOCTTA Ha Ta3u CUCTEMa Jla OCUI'YpPH JKEeJaHWsl NMPOEKT M KayecTBO
Ha M3/IeJIMETO, BKJIIOYMTEIHO KOHTPOJ HAa M3/ICNIMATA, KOUTO He
OTroBapsT Ha M3UCKBAHUATA,

— KOrato MpOeKTHPAHEeTO, MPOU3BOACTBOTO W/WIIH KpaiiHaTa MpoBepKa
W W3MUTBAaHETO HA H3ICTUATa WIM YacTH OT TE3H TPOLECH Ce
U3BBPLIBAT OT [JPYro JHIE — ONHCAaHHE HAa METOOHUTE 3a
HaOmoZieHe Ha e(eKTHBHOTO (DYHKIHMOHMpAaHE Ha CHUCTEMara 3a
yIpaBieHHE Ha KauyeCTBOTO M IMO-KOHKPETHO Ha BHOa W 00XBara
Ha MPUIaraHusi KbM TPETOTO JIHIE KOHTPOI,

— KOrato HpOU3BOAUTEIIAT HSIMA PETUCTPUPAHO MSCTO Ha CTONAHCKaA
HCﬁHOCT B bpiKaBa 4YJICHKAa — IIPOCKTa Ha IIBJIHOMOLIMUETO 3a
onpeneiisHe Ha  YI'BJIHOMOUICH  IHMPEACTaBUTEI MW IHUCMO  3a
HaMEpCeHUEC OT YIIBJIHOMOLICHHUS IIPEACTAaBUTCI 3a IPUCEMaHE Ha
II'BJIHOMOIIUETO,

B) NPOLEAYPUTE M TEXHUKUTE 3a HAOJIIOACHME, MPOBEPKA, BATHIUPAHE U
KOHTPOJI Ha TPOCKTHPAHETO Ha W3JeNHsTa W ChOTBETHATa JIOKYMCH-
Tauus, KAaKTO W JIAHHUTE U 3alliUCUTe, [POU3THYAIIM OT TE3U
MpoLEAypH ¥ TEXHUKH. Te3M mpoueiypu M TEXHHKHM BKJIIOYBAT IO-
KOHKPETHO:

— cTparerusra 3a ChOTBETCTBHE C HOPMATHBHHUTE M3WCKBAHHS, BKIFO-
YUTEITHO MPOILECUTE 3a ONPEIEsIHe HAa CHOTBETHUTE TIPABHHU H3UCK-
BaHMs, KBamH(UKauaTa, KiacupuIupaHeTo, OOPaBeHETO C CKBHBa-
JICHTHOCTTa, M300pa Ha TPOLEIypUTe 3a OICHSBAHE HA CBHOT-
BETCTBUETO WM TAXHOTO CIa3BaHe,



02017R0746 — BG — 05.05.2017 — 000.003 — 175

2.3.

— OIpezeIIHeTO Ha MPHIOKUMHUTE OOIIM M3UCKBAHUA 32 O€30MacHOCT
U JIeHCTBHE U PELIeHUsTa 33 TSIXHOTO H3IIBIHEHUE, KaTo ce B3eMar
npensua npunoxumure OC U, B ciydail ue 6b1aT U30paHK TaKHBa,
XapMOHH3HPAHUTE CTaHIAPTH,

— YNpaBIEHHETO Ha PUCKA CBHITACHO pasfen 3 OT MmpHioXKeHue I,

— OLIEHKaTa Ha JCHCTBHETO B CHOTBETCTBHE C WiIeH 56 wu
npunoxenne XIII, BKIIOUNTETHO NpoOCiesIBaHETO Ha JEHCTBUETO
cieJ IMyCKaHe Ha Ias3apa;

— peIICHWsTAa 3a M3MBJIHCHHE HA [NPWIOKUMUTE ClenupUIHH
W3MCKBAHUS 10 OTHOIICHHE HA MPOCKTHPAHETO M H3pabOTBaHETO,
BKJIIOUUTENIHO TOJIXOAAINA HPEIKIMHUYHA OLEHKA, I0-KOHKPETHO
n3ucKkBaHuATa 1o rnasa Il oT mpunoxkenue I,

— pCIIeHUsATa 3a M3IBJIHEHME HA [PWIOKUMUTE CleUu(pUIHU
U3MCKBaHMsA MO OTHOLIGHHWE Ha HHpOpPMALMATA, KOATO ce Npej-
0CTaBsl C M3JCIHETO, MO-KOHKPETHO M3MCKBaHuWATa mo rnasa III or
npuioxenue I,

— pa3pabOTeHUTEe M aKTyaJM3UPAHHUTE MPOLEIYPH 32 MICHTU(UKAIUS
Ha W3JEIMeTO upe3 YepTeXH, CHenupUKALUM WId  JIpYyrd
MOJXOMSIIN JIOKYMEHTH Ha BCEKH HMPOU3BOJCTBEH €Tall, KaKTo U

— YIOpPaBJICHHETO Ha NPOMEHMTE B IPOEKTa WIM B CHUCTEMara 3a
YIpaBlieHUE Ha KauecTBOTO;

I‘) IIpoBE€pKaTa M TEXHUKUTEC 3a OCUI'ypsiBaH€ Ha Ka4YeCTBOTO Ha
IPOU3BOACTBCHHUA €Tall U II0-KOHKPETHO IIPOLUECUTE W NPOUCAYPUTE,
KOUTO TpSI6Ba Jla CC M3II0JI3BAT, MO-CIICUAIHO BBB BPbH3Ka CbC CTCPU-
Jim3anysTa, 1 CbOTBETHUTC JOKYMCHTH, KAaKTO U

1) TOAXOJSIINTE W3NUTBAHUS M TECTOBE, KOWUTO TpsOBa Jjga Obaar
MPOBEJICHU TPEIH, MO BPEME HAa M CJEA MPOU3BOACTBOTO, YECTOTATA
Ha TPOBEXAHE W HM3IMTBATEIHOTO 00OpYy/BaHe, KOETO TpsOBa jaa ce
U3M0J13Ba; TPsOBa /1a € BH3MOXKHO MOJXO/ISIIO MPOCIe/sIBaHEe Ha KalnO-
PHUPAHETO HA M3MHUTBATEIHOTO 00OPY/BAHE.

OcBeH TOBa INPOM3BOAUTEINTE IIPEIOCTABAT Ha HOTH(UIMpPAHWsS OpraH
JIOCTBII 10 TeXHUUYecKkaTa JokyMeHTauus no npuioxenus II u II1

Onur

Hotuduiupanusr opran oauTupa cucreMara 3a  YNpaBIeHHE Ha
KauecTBOTO, 3a Ja ONpEAeaM Jand T OTroBaps Ha M3HCKBAHUATA IO
paszgen 2.2. Korato mpou3BOAUTENAT M3MOI3Ba XapMOHM3MPaH CTaHIAapT
wm OC, cBbp3aHM CbC CHCTEMAaTa 3a YIPABJICHUE HA KayeCTBOTO, HOTH-
(GULMPaHUAT OpraH OLEHsABA ChOTBETCTBUETO ¢ Te3H cranzaptu mm ¢ OC.
Hotudunupanusar opran mnpuema, ue CHCTeMa 3a yIpaBlIeHHE Ha
Ka4yeCTBOTO, OTroBapsiia Ha CHOTBETHUTEC XapMOHU3UPAHU CTaHAAPTU
wi OC, oTroBaps Ha M3MCKBaHusTa B 0OxBara Ha crangaprure wim OC,
OCBEH KOI'aTo HaJJIeKHO € 000CHOBaJ MPOTHBHOTO.

OpuTHaTa rpyna Ha HOTH(UIMPAHUS OPraH BKIIOYBA HAW-MalKO CIUH
4lleH C TPEIXOJCH OMUT B OICHSIBAHHMSATA HA CHOTBETHATA TEXHOJOTHS B
cpoTBeTCTBUE ¢ pasaenn 4.3—4.5 ot nmpunoxkenne VII. Korato To3u omut
HE € HEMOCPE/ICTBEHO OYEBH/ICH WM MPUIOKHUM, HOTH(OUIMPAHHUAT OpraH
mpeaocTaBst JOKYMEHTHpaHa 00OCHOBKA 3a ChCTaBa Ha Tasu rpyma. [Ipoie-
JIypaTta Mo OICHSBaHE BKJIIOYBA OJUT HA OOCKTHTE HA MPOU3BOJUTENS U
aKo € HeoOXOJMMO, Ha OOEKTHUTE Ha JOCTABYMIIUTE W/WJIM ITOAM3IIBIHU-
TEIUTEe Ha TMPOU3BOAMUTENS, 3a IPOBEpKAa Ha IMPOU3BOJCTBCHUTE U
JPYTUTE CHOTBETHHU IPOIIECH.
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2.4.

3.2.

» C1 Ocpen ToBa mpH m3fenusara or knacobe B m C onenssaneto Ha
CcHCTEeMaTa 3a YyIpaBJICHHE Ha KAa4eCTBOTO CE HPHJIpY’KaBa OT OICHSIBAHE
Ha TEXHMYECKaTa JOKYMEHTAIUs 32 W3/eNHsATa, MOJ0paHd Bb3 OCHOBA Ha
MpeCTaBUTEIHA U3BaJIKa, ChriiacHo paszaen 4. [lpu u3bopa Ha d mpejcra-
BUTEITHU 00pa3iiyl HOTH()UIIMPAHKUAT OpraH B3eMa MpPEABU/I MyOIUKyBaHUTE
Hacoku, wm3rotBeHrn or KI'MM ceroacHo uwinern 99, W IO-CIEIHATHO
HOBOCTTa HAa TEXHOJIOTWSTA, [OTCHIMAIHOTO BB3JCHCTBHE BBPXY
malMeHTa W CTaHJapTHAaTa MEAWIMHCKA TPAaKTHKA, CXOJCTBaTa B
MPOCKTUTE, TEXHOJOTHATA, METOIUTE 3a MPOHM3BOJACTBO M, KBICTO €
MPUIOKHMO, METOJUTE 3a CTEPUIM3AIMs, MPEAHA3HAYCHHUETO U Pe3yli-
TaTUTE OT BCHUYKH CHOTBETHHU IPEIXOJHU OILCHSBAHHsS, KOWTO ca OWIn
MPOBEJICHU B CHOTBETCTBUE C HACTOsIIMs periamMeHT. ChOTBETHHUAT HOTH-
(unupan opraH I0KyMEHTHpa 00OCHOBKATa CH 3a B3ETHUTE OOpasIH.

AKo cucremara 3a ynpapJ€HHME HAa KayeCTBOTO OTrOBapsi Ha ChOTBETHUTE
pasnopesdu Ha HACTOSIIMS pEryIaMeHT, HOTU(GUUIMPAHUAT OpraH MH3jaBa
ceprudukar 3a EC cuctemara 3a ynpasinenune Ha kadectBoto. Hotudurm-
PaHUAT OpraH yBeJIOMsiBa MPOM3BOJMTENS 32 CBOECTO PELICHHE 3a U3/IaBaHEe
Ha cepTudukara. PemieHueTo Cchbabpka 3aKIIOYEHUSATAa OT OJMTA U
MOTHBHpAH JOKJIA]I.

CBOTBETHUSAT NPOU3BOAUTEN HHOOPMHUPA HOTU(ULMPAHKS OpraH, 0100puI
CHCTEMAaTa 3a YNpaBJCHHE HA KaueCTBOTO, 33 BCEKM IUIAH 33 CHIIECTBEHH
NPOMEHM B CHCTEMaTa 3a YIPaBJICHWE HA KauecTBOTO MM B ramara OT
obOxBaHati wuzfenus. HoTuduuupaHusAT oOpraH OLEHABA HPEIIOKCHUTE
[IPOMEHH, OIpejeiss HeoOXOAUMOCTTa OT JONBIHUTENHH OAUTH U
[poBepsiBa JAJIM ClleJl Te3d HPOMEHM CHUCTeMaTa 3a YIpaBleHHe Ha
KayecTBOTO MPOABKABA Jla OTroBaps HAa M3UCKBAaHMATA Ha pasjen 2.2.
Toii yBenoMsBa NMPOM3BOAUTENS 3a PEIICHUETO CH, KaTO MOCOYBA 3aKJIIO-
YEHMATA OT OLEHSIBAHETO M AKO € MPHIOKUMO — 3aKIFOUEHHSATA OT JOIbII-
HurenHure oauTh. OnoOpeHHeTo Ha BCsAKa CBIIECTBEHA HPOMSHA B
CHCTEMaTa 3a yNpaBjeHHE Ha KayecTBOTO MIIM B ramara OT OOXBaHATH
u3eNus ce U3BbpIIBA Nox (opMara Ha JOMBIHEHHE KbM cepTH(HKATa
na EC 3a cucremara 3a ynpapieHHe Ha Kau€CTBOTO.

OrneHsBaHe Ha Haza30pa

Ilenra Ha Ham3opa e pAa rapaHTupa, 4Ye MPOU3BOAUTENAT HAJIEKHO
M3MBIHABA 3aJb/DKCHUATA, TPOU3THYAINN OT OJ00peHaTa cHcTeMa 3a
yIpaBjlIeHHEe Ha Ka4eCTBOTO.

[MpousBomurensT npaBa Ha HOTH(OULHMPAHMS OpraH paspelieHue Ja
MPOBEX/a BCHYKH HEOOXOJMMH OJHTH, BKJIIOYUTEIHO OJWUTH Ha MSCTO, U
My IpEeAOCTaBs IisAj1aTa ChOTBETHA MH(OpMALUs, U MO-KOHKPETHO:

— JOKYMCHTalusATa OTHOCHO CHUCTEMaTa 3a YNpaBJICHUE Ha Ka4dCCTBOTO,

— JIOKYMEHTalUsTa 3a BCHMYKM KOHCTATALMU U 3aKIIOUEHUS OT IIpuila-
raHeTo Ha IUIaHAa 3a HaJ30p CleJ IyCKaHe Ha I1a3apa, BKIIOYMTEIHO
Ha IJIaHa 3a IpocieisBaHe Ha JeHCTBHETO Clell IlyCKaHe Ha I1a3apa, 3a
HpeJCTABUTENHY 00pa3uu OT M3Jeius, U OT IpPUIAraHeTo Ha
pasnopenouTe 3a mpocieisBaHe Ha 0€3011acCHOCTTa MO 4ieHoBe 82—87,

— JIaHHUTE OT YacTTa Ha CHCTeMaTa 3a YIpaBJICHHE Ha Ka4eCTBOTO BBHB
BpB3Ka C IPOCKTHPAHETO, KATO PE3yJTaTd OT AHAIIM3H, H3YHCICHUS,
W3MUTBAHUS. U BB3MPUETH PELICHHS OTHOCHO YIPABJICHHETO Ha PUCKa
Mo pasnen 4 ot mpuioxkeHue I,

— JIaHHUATEC OT YacTTa Ha CHCTEMaTa 3a YIPaBJICHHEC Ha KavY€CTBOTO BBHB
BpB3Ka C MPOU3BOACTBOTO, KaTO AOKJIaAW OT KOHTPOJI IO Ka4€CTBOTO U
JaHHWU OT H3IUTBAHUA, JAaHHU OT KaJ'II/I6pI/IpaHC " 3almcCH 3a KBa.]'II/I(bI/I—
KanuAaTa Ha CbOTBETHHUS IEPCOHAL.
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3.3.

3.4.

3.5.

3.6.

3.7.

[leproanyHo m Haii-MaJIKO BEIHBXK Ha BCEKH 12 Mecera HOTH(HUIMpPAHUTE
OpraHM M3BBPIIBAT MOAXOMASAIIN OJUTH U OLEHSBAHE, 3a Jla Ce YBEpSAT, Ue
CBHOTBETHHAT IPOM3BOANTEN IpHiara ogoOpeHara CHCTeMa 3a YIpaBlICHUE
Ha Ka4eCTBOTO U IIIaHA 3a HAA30p CJE] ITyCKaHe Ha masapa. Te3u ognTu u
OIIEHSIBAHE BKIIOYBAT OJUTH B OOEKTHTE HAa TPOM3BOAMTENS M aKO €
MPUIOKUMO — B OOCKTHTE HA JOCTABYULIUTE /WM IMOJU3IBIHUTEINTE
Ha mpousBoauTens. [Ipnm Te3m omuTH Ha MACTO HOTU(HUIMPAHUSAT OpIaH,
aKo € HeoOXOJMMO, TNPOBEXAA WIM H3UCKBA NPOBEKAAHETO HA H3IHUT-
BaHWA, 3a Ja NPOBEPU JaldM CHCTEMaTa 3a YIpPaBICHWE Ha KadeCTBOTO
GbyHkupoHMpa npaBmiHO. ToW MpemocTaBsi HA MPOM3BOAMTENS JOKIAX OT
HAJ30pHMS OJUT, a aKO € MPOBEXKIAHO M3MHUTBAHE — JOKIAJ OT M3IHUT-
BAHETO.

Haii-manko BeIHBX Ha TET TOJAWHHU HOTI/I(bI/II_[I/IpaHI/IHT OopraH M3BBpIIBA HA
CIIy4a€H NPUHIUII BHE3AIHU OJUTH HA MICTO B 00CKTUTE Ha IpOn3BO-
JUTEIL U aKo € HCJ’ICCT>O6]333HO, B 00OEKTHUTE Ha JAO0CTaBUYHUIIATE n/unu
TIOAU3ITBJIHATCIIUTE HA TMPOU3BOAMTEIIA, KOUTO MOTraT [a C€ ChUYCTaAT C
NEPUOIUYHOTO OLCHABAHE Ha HaA30pa MO0 pas3aci 3.3 wm Ja ce€
U3BBPIIBAT B AOIBJIHCHUE KbBM HEIO. HOTI/I(bI/IHI/IpaHI/IHT OopraH HM3TrOTBA
IIJIaH 3a TE3W BHE3aIlHKW OAMTH Ha MsACTO, HO HEC IO C"I:O6IIIaBa Ha MPOU3BO-
JATEIIA.

Ilpu Te3u BHE3AHU ONUTH HA MSCTO HOTU(MIMPAHUST OPraH HW3BBPLIBA
M3IHUTBAaHE HA MOIXOMAIIM 00pa3lyl OT HPOM3BEKAAHUTE H3JCIHS WU
MOAXOJIA M3BaJIKa OT INPOM3BOACTBEHHUSI MPOILEC, 3a Ja Ce IMOTBHPIH,
4Ye MPOM3BEKIAHOTO H3JEeNHe OTroBaps Ha TEXHHYECKaTa JIOKYMEHTALHS.
Ilpenu BHe3amHHUTE OAMTH HA MSICTO HOTH(OULIUPAHHAT OpPraH YTOUHSBA
CHOTBETHHTE KpPUTEpHM 32 B3eMaHe Ha o00pa3uum W Tpouexypara 3a
H3IHUTBAHE.

BMmecTo mocoueHoTO BBB BTOpa alMHes B3eMaHe Ha 00pasud WM B
JOIBJIHEHHE KbM HEro, HOTU(MIMpPAHUTE OpraHW B3eMar o0paslu OT
W3IeTMATa Ha Ta3apa, 3a Ja TMPOBEpsT Jaly IIPOMU3BEKIAHOTO MH3ZEIHE
oTroBaps Ha TEXHMYECKaTta JOKyMeHTamwms. [Ipean B3emaHeTo Ha
oOpa3uu  BBIPOCHUAT HOTU(GUIMpPAH OpraH YTOYHSIBA CHOTBETHUTE
KPHUTEpUH 3a B3eMaHE Ha M3BAJIKH M NPOIEAypaTa 3a W3MHTBaHE.

HortuduiupanusT opraH MpEeIOoCTaBs HAa CHOTBETHHS POU3BOIHUTEIN
IOKTaa OT OAWTA Ha MSCTO, KOMTO BKIIFOYBA, aKO € IIPHIOKUMO,
pesynTara OT M3MHMTBAHETO Ha obpasema.

» C1 3a uzznenmsTa ot knacoee B n C onensBaHeTo Ha HaA30pa BKIIOYBA
U OLICHSIBAHE Ha TEXHMYECKaTa JOKYMEHTAlUs ChITIACHO pasfien 4 3a ChOT-
BeTHOTO(UTE) M3AenHe(s]) Bb3 OCHOBA HAa JOMBIHHUTEIHH MPEACTABUTEIHU
obpasiy € u3bpaHd B CHOTBETCTBHE C OOOCHOBKAaTa, KOSTO HOTH(HUIIM-
paHMAT OpraH JOKYMEHTHpa ChITIACHO pasjien 2.3, Tpera aluHesl.

Hortuduimpanute opraHd rapaHTtupar, 4e CbCTaBbT Ha Tpymara 3a
OLICHSIBAHE € TaKbB, Y CAa OCHI'YPEHH HYXXHHUAT OMHT B 00JACTTa HA OLEHS-
BAHETO HA CHOTBETHHUTE M3/EIIHs, CHCTEMH U MPOLIECH, HENPEKbCcHATA 00CK-
THBHOCT M OE3MPUCTPACTHOCT; TOBA BKIIIOYBA POTALMS HA IOJXOISIIN
WHTEpBAIM Ha 4ICHOBETe Ha TpymaTa 3a oOleHsBaHe. Karo o00mo
MPABUJIO BOJCIIMAT OJUTOP MOXE [a HU3IIBIHSABA BOJEIIA POJIsl M Ja
M3BBPIIBA OJNUT [0 OTHOLICHHE HA €IWH W CbII IPOU3BOIUTEN HE
MoBeYe OT TPH IMOCJICIOBATEIHU TOAUHU.

AKO HOTH(GUIMPAHUAT OpraH YCTAHOBH Pas3iiMKa MEX.Iy B3eTus obOpaser| oT
MPOU3BEICHUTE M3ICNUS WIM OT Ia3apa U CIeHU(pUKALUUTE B TEXHH-
yeckara JIOKYMEHTAlWsl WM OJ0OpEHHs] MPOEKT, TOiM crupa JeHCTBHETO
WM OTHEMa ChOTBETHMSI CepTH(HUKAT, WM BHACS OrPAaHUYCHUSI 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 U3/JC/IMsATa OT KJlac B, Kjac
Cuxnac D u IIpOBEPKa HA NapTUAU, IPUIOKUMU KbM U3JCIIHATA OT KJlac D

B nmombiHeHWE KBM 3aBIDKEHUATA, TPEABHICHU B pasjell 2, MPOU3BO-
JMUTENSAT Ha W3JENUsl MOAaBa 10 HOTU(HUIMpAHUS OpraH 3asBICHHE 3a
OIICHSIBAHE HA TEXHHYECKaTa JIOKYMCHTALMs BHB BpPB3KA C H3/EIHETO,
KOCTO IUIaHMpa Ja MyCHE Ha Ma3apa WM Ja IyCHE B JICHCTBHE U KOETO
€ BKJIIOYCHO B CHCTEMaTa 3a yIpaBJeHHE Ha Ka4eCTBOTO, IOCOYCHA B
pasmen 2.

B 3asBieHneTo ce ommcBaT NPOEKTHT, NPOM3BOACTBOTO M AEHCTBUETO HA
CBOTBETHOTO M3JieaMe. ToO BKIIOYBA TEXHMYECKAaTa JOKYMEHTALUs II0
npunoxenus 11 u IIL

Tlpu wu3zenust 3a caMOTECTBAaHE MM TECTBAHE HA MSICTO 3asBICHHUETO
BKJIIOYBA M acmeKkTuTe no pasnen 5.1, Oyksa 0).

» C1 Hotuduuupanusr opraH OLEHABA TEXHUYECKAaTa JIOKYMEHTALMS,
KaTo M3II0JI3BA YCIYTHTE Ha HEpCOHal ¢ JoKa3aHW 3HaHus € U ONUT B
OIIEHKaTa Ha TEXHOJIOTMATA, CHOTBETHUTE W3JCNIUS M OLCHSIBAHETO Ha
KJIMHUYHM JI0Ka3arencTBa. HOTH(HUIMpPaHUAT OpraH MOXKe Jla MU3MCKa 3asiB-
JICHHETO Jia C€ JONBJIHM 4Ype3 IPOBEXKAAHETO Ha JIOIBJIHUTEIHH
M3NUTBAHMS WIM 4pe3 IMPEACTaBSHETO Ha JONBJIHHUTEIHU JOKA3aTEJICTBA,
JaBallll BBH3MOKHOCT 3a OIICHSBAHC Ha CHOTBCTCTBHETO C IPHIOKUMHTE
W3MCKBaHUS MO HACTOSIIMA  periamMeHT. HoTuduumpanusr opran
M3BBPIIBA IMOIXOJAIM (PU3NYECKH WM JIaDOpaTOPHM M3NUTBAHUS Ha
W3JICTMETO WIIM M3HCKBA MPOU3BOAMTEIAT Ja TH IPOBEJIE.

HoTtudunupanusar opran npaBu mnperiie[] Ha KIMHUYHUTE NOKA3aTelICTBa,
NPE/ICTABEHN OT MPOM3BOAUTENA B JIOKJIAna 3a OLEHKAa Ha JEHCTBHETO M
U3BBPILICHATA BB BPB3Ka C TAX OLEHKA HA JGHCTBHETO. 3a LEJIUTE HA TO3H
nperJie]; HOTHGULUUPAHUAT OPraH HaeMa MPOBEPsBALIM JIMLA C JOCTATbUCH
KJIMHUYEH eKCIIEPTEH OIHT, BKJIIOUUTENHO U BBHIIHU KIMHUYHH €KCIIEPTU
C NpSK M aKTyaJleH ONUT, CBbP3aH € KIMHUYHOTO MPUIOKEHHE Ha ChOT-
BETHOTO H3JICIIHE.

Korato kIMHMYHHUTE J0Ka3aTelICTBAa CE OCHOBABAT YACTUYHO WIIM H3LISIO
Ha JJaHHM 3a U3/eNus, 3a KOUTO Cce TBBP/H, Y€ Ca EKBUBAJCHTHU HA OLCHS-
BAHOTO W3JeJIHe, HOTUHUIMPAHUAT OpPraH OLEHsSBA Lel1echoOpa3HOCTTa Ha
M3I0JI3BaHETO HA TAaKWBAa JaHHM, KaTo €€ B3eMar MpeaBHJ] (PaKTopu Karto
HOBH OKa3aHMsl ¥ MHOBAIMU. HoTuhuunpaHusT opra JOKyMEHTHpA SICHO
CBOHTE 3aKJIIOUEHHUs] OTHOCHO TBBPACHMETO 3a €KBUBAJICHTHOCT, LIEIECHO0-
Pa3HOCTTA M aJIeKBATHOCTTA HA JAHHMUTE 3a JIOKa3BaHE Ha CHOTBETCTBHETO.

HoTtudunupanusar opran nmpoepsiBa aIeKBaTHOCTTa HAa KIMHUYHHUTE JOKa-
3aTEJICTBA M HA OLEHKATAa HA JEHCTBMETO WM IPOBEPSBA 3AKIIOUCHHATA HA
MIPOU3BOJUTENS 32 CHOTBETCTBHE C INMPHIOKHUMHUTE OOLIM HM3UCKBAHUS 3a
OezonacHocT u neiictBue. Tasu mpoBepka BKIIOUBA Pa3MIIeikKIaHE HA TOBA
JIOKOJIKO Ca MOAXOJSIIN ONpPEIeCHOTO CHOTHOLICHHE MEXAY pHCKa U
HOJI3UTE, YINPABICHUETO HA pHCKAa, MHCTPYKIMUTE 3a ynorpeoda,
00y4eHHeTo Ha MoTpeOHuTeNs M IUIaHA HA MPOM3BOJUTENS 33 HA30p Cle]
MyCKaHe Ha Ia3apa, KAKTO W KOraTo € NMPHIOKMUMO — Iperyiesl Ha Heoo-
XOIMMOCTTA OT TIPEIOKEHHs TIJIaH 3a MPOCIeAsBaHe Ha JEHCTBHETO Clie]
IyCKaHe Ha 1a3apa U JOKOJKO € MOJXOSN] TO3H IUIaH.

Bb3 ocHOBa Ha OLEHSIBAHETO Ha KIMHUYHHUTE IOKA3aTEICTBA HOTHQHIM-
PaHUAT OpraH pasriekAa OICHKaTa Ha JICHCTBMETO M ONPEJCISHETO Ha
CHOTHOLIGHHETO HAa PHCKA M MOJ3UTE M NPELEHSABAa Jald ¢ HeoOXOAUMO
Jla ce OmpenensT KOHKPETHUTE OCHOBHH €Tally, 3a Ja MMa BB3MOXHOCT Jia
HampaBU Mperie] Ha aKTyaldu3aluaTa Ha KIMHUYHUTE JOKa3aTelNCcTBa B
pesynTaT OT AaHHUTE OT HaJ30pa ciej MyCKaHe Ha Maszapa W JaHHHUTE OT
HPOCIEIBAaHeTO Ha JISWCTBHETO Cie/ MyCKaHe Ha rasapa.

HoTtuduimpanusat opran JOKyMEHTHpA SICHO Pe3yJiiTata OT OLCHSBAHETO CH
B JIOKJIaJa OT OIICHSABAHETO HA OIICHKAaTa Ha JEHCTBHETO.
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4.9.

4.10.

4.11.

Ipenn na m3pazme cepruduxar 3a EC oneHsABaHe Ha TeXHHYECKaTa JOKY-
MEHTaIMs, HOTHOULIUPAHUAT OpraH M3UCKBa OT pedepeHTHa JIaboparopust
na EC, ompenenena cbriacHo wien 100, na mpoBepu TBBPASHOTO OT
IIPOM3BOANUTENS ACHCTBHE U CBHOTBETCTBHETO Ha m3fenuero ¢ OC, ako
CBIECTBYBAT TAaKWBa, WIH C APYTUTe PEIICHHs, M30paHH OT IPOU3BO-
IWTENs, 32 1a OCHI'YpU HHBO Ha 0E€30IIaCHOCT M JeHcTBUE, KOCTO € Hail-
MaJIKO eKBHBAJICHTHO. IIpoBepkaTa BKIIOYBA J1a0OPATOPHU M3IUTBAHHS OT
pedepenrHara nmaboparopust Ha EC, mocouenu B unen 48, maparpad 5.

OcBeH TOBa, B CilydanTe, MOCOYCHU B wieH 48, maparpad 6 oT HACTOSIIHS
periaaMeHT, HOTU(UIMPAHUAT OpPraH ce KOHCYJITHpPAa ChC CHOTBETHUTE
eKCIIepTH, KakTo ¢ mocovyeHo B wieH 106 ot Permament (EC) 2017/745,
B CBHOTBETCTBHE C TPOIEAypaTa, NpeasuacHa B wieH 48, maparpad 6 ot
HACTOSILIMS PErJIaMEHT, OTHOCHO JOKJIaJa Ha MPOM3BOJMTENS 3a OLICHKA Ha
JIENCTBUETO.

Pedepenrtnara mabopatopust Ha EC mpencraBs HaydHO CTAHOBHIIE B CPOK
ot 60 guu.

B nmokymeHTanusaTa Ha HOTH(MIMPAHHS OpPraH OTHOCHO H3/EIHETO Cce
BKJIFOUBAT HAYYHOTO CTaHOBHWIIE Ha pedepeHTHata naboparopus Ha EC u
KOraTto € IHPHIOKHMMO, MHEHHMATA HA KOHCYJNTHPAHUTE EKCHEePTH B CBHOT-
BETCTBHE C MpejBujcHaTta B wieH 48, maparpad 6 mporueaypa, KakTo U
BCHYKH BB3MOXKHHU akTyanusauuu. [Ipu B3emaHeTo Ha perieHue HOTU(U-
LUPAHUAT OpraH HAUIOKHO OTYMTA MHEHHMSATA, M3PA3eHH B HAYYHOTO
craHoBuIille Ha pedepeHTHata Jabopatopusi Ha EC, wu korato e
IPWIOKHMO, MHCHHATA, WU3PAa3CHH OT KOHCYJITHPAHUTE  CBITACHO
uiieH 48, naparpad 6 excriepru. Hotudunupanust opran He u3JaBa cepTu-
(uKar, ako Hay4HOTO CTaHOBHIIE Ha pedepeHTHarta aboparopus Ha EC e
HeOJIaroNnpusITHO.

HoTtudunupanusat opran npejacraBs Ha IMPOU3BOIUTENS JIOKJIAJ OT OLEHS-
BAHETO HA TEXHMYECKaTa JOKYMEHTALMs, BKIIOUUTEIHO JOK/IAJ] OT OLEHs-
BAHETO HA OLEHKAaTa Ha JEHCTBHETO. AKO W3JEIHMeTO OTroBaps Ha ChOT-
BETHUTE Pa3MopeadH Ha HACTOAIUMS PEriaaMeHT, HOTH(OULUPAHUAT OpraH
n3naBa ceprudukar 3a EC oueHsBaHe Ha TeXHUUYECKaTa JOKYMEHTALMS.
CepTuUKaTHT ChAbPIKA 3aKIIOUCHUATA OT OLEHSABAHETO HA TEXHUYECKaTa
JOKYMEHTALUsl, yCJIOBHATA 3a BAIMJHOCT Ha cepTuduKaTa, JaHHUTE 3a
nieHTHHULUPaHe Ha OJ00pPEHOTO W3JeIMe M aKo € HeoOX0JuMOo,
OIMCAHUE Ha NPEeJHA3HAYEHUETO HAa M3JIENUETO.

3a mpoMeHH B 0f00pEHOTO M3JeiHe € HeoOXOIMMO OJ00peHHe OT HOTH-
¢duuupanus oprad, koito e u3gan ceprupuxara 3a EC ouensBane Ha
TeXHUYEeCKaTa JOKYMEHTALUs, KOraTo Te3W IMPOMEHH MOTraTr Ja MOBJIHSISAT
Ha OE30IacHOCTTa W JIEHCTBHETO HA W3JEIMETO WIM Ha YCIOBHSATA, TPE-
MUCaHu 3a Herosara ynoTpeba. Koraro mnpou3BoAMTeNsT IUIaHUpa Ja
BBBE/C HSAKOS OT IOCOYCHHUTE IO-TOpe MPOMEHH, TOH HH(pOpMHpa 3a
TOBa HOTH(HIMpAHUS oOpraH, Koito e wu3man ceprudukara 3a EC
OLICHSIBAHE HA TEXHHYecKara JOKyMeHTaius. HoTuduumpanust oprax
OIlEHSIBA IUIAHUPAHUTE IMPOMEHH © pelllaBa Jald T€ W3MCKBAT HOBO
OLICHSIBAHE Ha CHOTBETCTBHUETO B CHOTBETCTBHE C WieH 48 WM BBIPOCHT
MOXke Ja Obae peuieH 4pe3 JombiHeHHe KbM ceprupukata 3a EC
OLICHSIBAHE Ha TEXHHMYECKaTa JOKYMEHTalus. B mocnennus ciydaid HOTH-
(UIUpaHUAT OpraH OILEHSBA MPOMCHUTE, YBEJIOMsBA IPOU3BOAUTEIS 3a
CBOCTO pEIICHHE W aKo MPOMEHUTE ca OJO0OpeHH, H3JaBa JOIbIHCHHE
kbM ceprudukara 3a EC oneHsiBaHe Ha TEXHHYECKATa JTOKYMCHTAIIUS.

Korato mpomenute morar Ja 3acerHar chorBercrBrueTto ¢ OC wmm ¢
NPYTUTE pelIeHUs], W30paHu OT MPOM3BOIAMTENS, KOMTO Ca OJ00pEHH ChC
ceprudukara 3a EC oneHsBaHe Ha TEXHUYECKATa JOKYMEHTAIHs, HOTH(DH-
LUPaHUAT OpraH ce KOHCYJITHpa ¢ pedepeHTHara nabopatopus Ha EC,
KOATO € y4acTBaja B I'bPBOHAYAIHATA KOHCYJITAIMsS, 33 JIa C€ MOTBBPAU
3ama3BaHeTo Ha ChoTBeTcTBUETO ¢ OC MM C JPYruTe pelleHus, W3bpaHu
OT MPOM3BOJMTENS C II€JI OCHI'YpsIBAaHE HA HaW-MajJKO €KBUBAJIECHTHO HHUBO
Ha 0e30MacCHOCT U JEHUCTBHE.
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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 CHOTBETCTBHUETO HA NMPOU3BEKIAHUTE U3/ENUS OT Kiac D
MIPOU3BOUTEISIT MU3BBPIIBA M3IHTBAHKMS HA BCSAKA IPOM3BEICHA MapTHAA
u3nenus. Criell NMPUKIIOYBAHE HA MPOBEPKUTE M M3IHUTBAHMATA IPOU3BO-
JUTENAT He3a0aBHO HM3Ipalla Ha HOTH(UIMPAaHWS OpraH ChOTBETHHTE
NOKJIaIW 3a Te3u wu3nuTBaHus. OCBEH TOBA IMPOU3BOAUTEISIT IPEICTABS
Ha HOTHQHUUHMPaHHS OpraH o0pa3lM OT IMPOM3BSKIAHUTE MAPTUAU
M3/ICNUSL  CBITIACHO TIPEABAPHTEIHO JIOTOBOPEHHM YCIOBHSI M HOAPOOHHU
MpaBuiIa, KOUTO BKIIFOYBAT 3a/bJDKCHHETO 32 HOTU(GUIMpPAHUS OpraH WU
MPOU3BOAUTENSI Ja H3MIpamia o0pa3ly OT NPOM3BEKAAHUTE NAPTUAN
u3nenus Ha pedepentHa nadopatopuss Ha EC, KosTO na wu3BBpLIBA
MOAXOJUIIIMTE W3MUTBAHUs, aKo TakaBa JabopaTopus € OIpeaeneHa
corinacuo wieH 100. Pepepentrara maboparopust Ha EC undopmupa HOTH-
(buLMpaHus opraH 3a 3aKJIIOYEHHSITA CH.

[IpowsBomutenat Moxe ga Iycka WM3JENHMATa Ha Ta3apa, OCBEH KOraTto
HOTH(GUIMPAHUAT OpPraH yBEJOMH IIPOU3BOAUTENSI B PAMKHMTE Ha JIOTO-
BOPEHHS CPOK, HO HE MO-KbCHO OT 30 JHM cliell MolydyaBaHe Ha 00pasiuTe,
3a BCAKO JPYTO PEIICHHUE, BKIFOYUTETHO, TO-KOHKPETHO, 3a BCSIKO YCIIOBUE
3a BAJIMJHOCTTA HA M3/IQJICHUTE CEPTU(UKATH.

OnensiBane Ha TEXHUYECKaTa JJOKYMEHTAlUs 32 KOHKPETHH THUIIOBE
H3ICTUS

OLLeHilBaHe Ha TEXHUYCCKaTa JOKYMCHTALMA 3a U3ACIIHATA OT KJlaC B, Kj1ac
C u wiac D 3a camoTecTBaHe u 3a n3aecivsaTa 3a TCCTBAHC Ha MSCTO

a) MOPOU3BOAUTECIIAT Ha M3JCIHA OT KJIac B, kmac C u kimac D 3a camo-
TECTBAHE W Ha HU3ACIHA 3a TECTBAHEC Ha MACTO MIoOAaBa IMpPE] HOTI/I(bI/I—
HypaHust OpraH 3asBJICHUE 3a OLCHABAHC Ha TEXHHUYECKaTa JOKYMCH-
Tamus.

0) 3asBJICHUETO JaBa BB3MOXKHOCT 3a pa3OMpaHe Ha XapaKTEPHCTUKHTE H
JEWCTBHETO(STa) HAa TPOEKTa Ha W3JCIHETO W 3a HU3BBPIIBAHE Ha
OIIEHSIBAHE HAa CHOTBETCTBUETO ChC CBBP3AaHHUTE C MPOEKTA M3NCKBAHUS
Ha HACTOSIIUS periaMeHT. To BKIIOYBA:

1) JOKJIaAx OT MU3NUTBAHUATA, BKIIHOUUTEIIHO PE3YJITAaTH OT IIPOBE-
JCHUTC U3IHUTBAHHUA C LCICBU HOTpeﬁI/ITCJ'H/I,

il) ako e BB3MOXKHO — IPUMEPHO H3JENNe; ako € HeoOXOIUMO,
W3JIETTMETO CE BpbINA ClIeA IPUKIIOYBAHE HA OLEHSIBAHETO Ha
TEeXHUYECKaTa JOKyMEHTAIus,

iil) [JaHHW, MOKA3BAIl{ MMPUTOJHOCTTA HA M3/EIUETO C OrJIe] Ha Mpe/-
HA3HAYEHUETO MY 33 CAMOTECTBAHE WJIM TECTBAHE HA MSCTO,

(iv) mHpOpMaIMATa, KOSATO Jia ce IMPEHOCTaBs C M3CIUETO BBPXY
eTHKeTa My M B MHCTPYKIIMMTE 3a HEropara ymorpeoa.

Hortuduimpanusar opran Moxke 1a M3MCKa 3asBJICHUETO Ja € JOIBJIHU
C U3BBPIIBAHETO HA OIIE M3MHUTBAHUS WM C IPEJCTABIHETO HA JOIBII-
HUTEJHU J0KAa3aTeNICTBA, AABallll BH3MOKHOCT 3a OIEHSIBAHE HAa CHOT-
BETCTBHETO C M3UCKBAHUATA IO HACTOSIIHUS PETIaMEHT;

B) HOTHU()MIMPAHUAT OpraH NpOBepsBa CHOTBETCTBHETO HA H3JEIHETO C
MPWIOKIMUTE W3UCKBAHWS, TOCOYEHH B TpWIokeHne | KbM
HACTOAIINS PETJIaMEHT;
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T) HOTH(QHUIUPAHUAT OpPraH OLEHSIBA 3asSBICHUETO, KATO M3IOJI3Ba HAET OT
HETO TIePCOHANl C JOKa3aHM 3HAHUS M ONHT II0 OTHOLICHHE HA CHOT-
BETHATa TEXHOJIOTUS ¥ IPEIHA3HAUYCHUETO Ha M3/EIHETO, M IPEICTaBs
Ha TIPOM3BOAMTEIS AOKJIAl OT OICHSIBAHETO HAa TEXHUYECKATa JOKYyMEH-
Talus;

1) aKO H3JEJIMETO OTroBapsl Ha CbOTBETHHUTE Pa3Nope0M Ha HACTOSILIUSA
periaMeHT, HOTH(QUUIUPAHUAT Opra wu3maBa ceprupuxar 3a EC
OLIEHsABAHE HAa TeXHMYecKkaTa AokyMmeHTauus. CepTHQUKATHT ChIbpikKa
3aKJIIOUEHUATA OT OLEHSABAHETO, YCJIOBUSATA 33 BAIUAHOCT HAa CEpPTH-
¢ukara, TaHHUTE 32 UACHTU(UKAINSA Ha OJOOPCHHTE M3IENHSI H aKO €
HEo0XO0MMO, ONHCAaHUE Ha NPEeJHA3HAYEHUETO HAa M3/IENHUETO;

€) 3a NPOMEHHTE B OJOOPEHOTO W3JE/IME € HEOOXOAMMO O0/100peHHEe OT
HOTH(HIMPAHUsT Oprad, Koirto e wu3man ceprudukara 3a EC
OLICHSIBAHE HA TEXHHUYECKATa JOKYMEHTAIMS BHB BCEKH CIMH CIIydaii,
KOTaTo MPOMEHUTE MOTAT Jia TIOBJIHSAAT Ha GE30IaCHOCTTA U JICUCTBUETO
Ha W3JEJMEeTO WIK Ha YCJOBHSATA, MPEAIMCAHU 3a HeroaTta ymnorpeba.
Koraro npon3BOAUTEIAT IUTaHUPA [[a BbBEIE HAKOS OT MOCOYCHHUTE T10-
rope MpOMEHH, TOH MHPOPMEpA 32 TOBa HOTU(HIMPAHHUS OpPraH, KOHTO
e m3man ceprudurara 3a EC oleHsABaHE Ha TEXHUYECKATA IOKYMEH-
tauus. HotuduuupaHusT opraH OLEHsBa IUIAHWPAHUTE MPOMEHH H
peliaBa Jaid Te W3MCKBAT HOBO OLCHSBAaHE HA CHOTBETCTBHETO
ChracHO wieH 48 WM BBIPOCKT MOXE Ja ObJe pelieH upes
JombIHEHHE KbM ceprudukata 3a EC oleHsBaHe Ha TeXHHYECKaTa
JIOKyMEHTamusl. B mociemHust ciydail  HOTHOHIMPAHHAT —OpraH
OLIEHsABA TIPOMEHUTE, YBEIOMSBA MPOM3BOIHUTENS 3a CBOETO pEILIEHHE
W aKo TPOMEHHTE ca OJ0OpEeHH, My TPENOCTaBs IOIBIHEHHE KbM
ceprudukara 3a EC oneHsBaHe Ha TEXHMYECKATA TOKYMEHTALHS.

5.2. OHCH}IB&HC Ha TCXHHUYCCKAaTa NOKyYMCHTalYsl Ha CbI'bTCTBAIA U3CIUA:

a) MPOM3BOIUTENSAT HAa CHIIBTCTBALIO HM3JCIHE TojaaBa mnpea HOTH(U-
LUpaHUsl OpraH 3asBICHHE 3a OLCHSBAaHE HAa TEXHHUYECKaTa IOKYMEH-
tauus. Hotuunmpanust opran OreHsiBa 3asiBICHHETO B ChOTBETCTBHE
¢ mpouenypara, npeiBuaeHa B pasgenun 4.1 —4.8 oT HaAcTOSIOTO
MIPUIIOKECHHUE;

§

~

3as4BJICHUETO OaBa BB3MOXHOCT 3a pa36npaHe Ha XapaKTEPUCTHUKUTEC U
HeﬁCTBHCTO Ha M3ACJIMETO M 3a M3BBPIIBAHC HA OLCHABAHE Ha CBHOT-
BETCTBUETO CBC CBBP3aHUTE C MPOCKTAa HU3UMCKBAHWSA HaA HACTOALIMA
PETIIaMCHT, IMO-KOHKPETHO JaJd  HU3ACIUETO € TNOoAXOAlI0 1o
OTHOULICHHWE HAa CHOTBETHHSA JICKAPCTBEH IMPOAYKT,

B) mpenau na mzznazne ceprudukar 3a EC oneHsBane Ha TeXHUUYECKaTa JIOKY-
MEHTAIMsl 32 CBIBTCTBAIMTE M3IENUS M Bb3 OCHOBA Ha IPOEKTA Ha
pE3lOMETO BBB Bpb3Ka C 0E30MACHOCTTa M JICWCTBHETO M HA INPOEKTa
Ha MHCTPYKIMHTE 33 yHoTpeda, HOTHHUIMPAHUAT OpraH ce oOphlua 3a
CTaHOBMILE KbM €IWH OT KOMIETCHTHHTE OpraHH, OIpEeIeNeHH OT
nbpkaBuTe wieHkH cbriacHo JupextuBa 2001/83/EO, mnmun kem EMA
(BCeKM OT KOMTO B HACTOSIIMS pa3fes ce Hapu4ya ,,KOHCYITHUpPAH OpraH
32 JIEKapCTBEHWTE TPOAYKTH B 3aBHCHMOCT OT TOBa C KOTo ca
MIPOBEJICHN KOHCYJTAIMUTE 0 HacTosara OykBa), IO Ce OTHACS JI0
TOBA JajJM M3JEIUETO € IMOAXOSIIO 110 OTHOLIeHHE HA ChOTBETHHS
JIEKapCTBEH MPOAYKT. AKO JIEKAPCTBEHUST MPOAYKT MONAJa €AUHCTBEHO
B oOxBara Ha mpuioxeHnero kM Permament (EO) Ne 726/2004 Ha
Eponeiickust mapnament 1 Ha Cobeera ('), HOTHHIMPAHUST OpraH ce
oOpsia 3a craHoBuiie kKbM EMA. AKO 1eKapCTBEHHUST MPOAYKT €
paspelleH WK € MOJAJICHO 3asBICHHE 32 HErOBOTO pa3pelieHue, HOTH-
(GULMPAaHUAT OpraH ce KOHCYJITHpA C OTTOBAapsIIUS 3a Pa3pelieHUeTO
opras 3a JeKapcTBeHUTe NpoAayktu win EMA;

(Y) Pernament (EO) Ne 726/2004 na Espomeiickusi mapnament u Ha CbBera oT 31 mapr

2004 roxuHa 3a ycTaHOBsiBaHE Ha mporeaypu Ha OOMIHOCTTA 3a pa3pelnraBaHe U KOHTPOI
Ha JICKapCTBEHU INPOJIYKTH 3a XyMaHHAa M BeTEpHHApHA ynorpeda M 3a Ch3laBaHe Ha
EBponeiicka arennus mo nexapcrBara. (OB L 136, 30.4.2004 r., ctp. 1).
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6.

r) KOHCYJITHPaHHSAT OPraH 3a JEKapCTBEHUTE MPOIYKTH IMPEACTaBs CTAHO-
BHIIETO CH B CPOK OT 60 JAHM OT IOJy4aBaHE HA IsIaTa HEOOXOIMMa
nokymeHrtanust. To3u 60-IHEBEH CPOK MOXKE Jia Ce YABDKH €IHOKPATHO
c ome 60 mHM Tmpu oOOCHOBaHW MpwYWHH. CTAaHOBUINETO W EBEHTY-
ITHUTE aKTyalu3allid Cce BKIIOYBAT B JOKYMEHTAIUsiTa Ha HOTH(U-
LUpaHHsl OpPraH BbB BPb3Ka C H3ICIUETO;

J) IpY B3eMaHe Ha pEHICHUETO CH HOTH(GUIMPAHMAT OpraH OTYUTA
HAJUISKHO HAaY4YHOTO CTAaHOBHMILE, IocodeHO B Oyksa r). Horuduuu-
paHUAT oOpra cboOIaBa OKOHYATEIHOTO CH pEIICHHE Ha KOHCYII-
THpaHMsi OpraH 3a JiekapcTBeHute npoxyktu. Ceprudukarst 3a EC
OLICHSIBAHE HA TEXHMYEcKaTa JOKYMEHTalUs C€ M3/aBa ChbIJIACHO
paszen 5.1, Oyksa n);

€) TMpean Ja Ce HampaBsAT IPOMEHH, 3acsrallld JeHCTBHETO /WM Tpej-
BUJIeHATa yNoTpeda, W/WIM NMPUTOAHOCTTa HA HU3/IENHETO C OrJea Ha
CHOTBETHHUS JIGKAPCTBEH MPOIYKT, IPOU3BOAUTENAT UHGOPMHPA HOTH-
¢buimpanus opran 3a npomenurte. Hortuduumpanust oprad oneHssa
TUIAHUPAHUTE MPOMEHHM M pelliaBa JallM Te M3MCKBAT HOBO OLICHSIBAHE
Ha CHOTBETCTBHETO CBIVIACHO WieH 48 WIIM BBIPOCHT MOXKE Ja Obje
pelieH 4pe3 AombiHeHHe KbM ceprudukata 3a EC orensBane Ha
TeXHUUYECKaTa JIOKyMeHTauus. B mocnennus cimydail HOTU(UIMpPAHUST
OpraH OILIEHsBa MPOMEHHUTE U ce OOpbIIA 332 CTAHOBHIIE KbM KOHCYJ-
THPaHMs OPraH 3a JISKAPCTBEHUTE MPOIYKTH. KOHCYITHpaHUAT OpraH 3a
JIEKapCTBEHUTE TMPOAYKTH TPEACTaBsl CTAaHOBUIIETO CH B Cpok OoT 30
JHU ClleJl IOJNy4YaBaHe Ha IplaTa HEoOXoauMma  JIOKyMEeHTAIHs
OTHOCHO mnpomenute. JlombiHenne kbM ceprudukata 3a EC
OLICHSIBAHE Ha TEXHMYECKaTa JOKYMEHTAlUs C€ M37aBa ChIJIACHO
pasznmen 5.1, Oyksa e).

I'JIABA 111
AJIMUHUCTPATUBHU PA3IOPEJBH

B mpoawpmkenue Ha Haii-mManko oT 10 roxuHM ciieA MyCKaHETO Ha Iaszapa
Ha IIOCJICOAHOTO M3JCIUC l'lpOl/I3BO):lI/ITeJ'[HT WJIIKM HETrOBUST yl'[’]:J'lHOMOHLeH
MPEACTaBUTE] — KOIaTO MPOU3BOJUTEINISAT HSAMAa PErMCTPHPAHO MSCTO Ha
CTOIAHCKa JICHHOCT B bpKaBa WICHKA — ChXPaHsIBA HA Pa3NOJI0KEHHE Ha
KOMIICTCHTHUTEC OpFaHI/IZ

— EC nexmapanusita 3a ChbOTBETCTBHE,

— JIOKyMEHTalusTa 1o pasjuein 2.1, meTo THpe ¥ NO-KOHKPETHO JAQHHUTE U
3amyMcuTe OT MPOLEAYpPHUTE MO pasjen 2.2, BTOpa anuHes, OykBa B),

— wuH}opMarmsiITa 3a TIPOMEHHTE TI0 paszen 2.4,
— JIOKyMeHTauusTa 1o paszaen 4.2 u pasaen 5.1, Oyksa 0), u

— peIIeHUsTa M JOKJIAJUTe OT HOTHU()UUIUpAHUS OpraH, MOCOYCHH B
HaCTOSIIOTO TPHUIOKEHHUE.

Besika IppkaBa 4WiIGHKAa HM3MCKBA JOKyMEHTalMsATa MO pasjgen 6 na ce
ChXpaHsBa Ha pAas3MoJOKEHHE HAa KOMIICTCHTHHTE OpraHW 3a CpoKa,
OnpeacyieH B ChIIUA pasaei, akO IMPOU3BOAUTEIIAT WM YI'BJIHOMOILIECHUAT
My IpPEJICTaBUTEN, YCTAHOBEH HA HEHHA TEPUTOPHS, M3MAJHE B HECHCTOS-
TEJHOCT 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 wuscienBaHe Ha THIIA € NpoLENypara, IPH KOATO HOTHU(UUUpPaAH OpraH
[poBepsiBa U IIOTBBPXKJaBa, Y€ JAAJEHO W3JENHe, BKIIOUUTEHO TEXHH-
yeckara My JIOKYMEHTalusl, CbOTBETHUTE HMPOLECH 0 BpeMe Ha eKcILloaTa-
LIMOHHUSL MY CPOK M CHOTBETCTBALI IPEACTABUTEICH 00pasell OT U3AENHATA,
YMETO MPOU3BOJACTBO C€ IPEABWKAA Ja OTroBapst Ha CbOTBETHHTE
pasnopenOu Ha HACTOAIIUS PEraaMeHT.

2. 3asBieHue

[TpousBogurensr mnojaBa a0 HOTU(GUIMPAHMS OpraH 3asBiIEHHE 3a
OlIeHsIBaHEe. 3asiBICHUETO BKJIIOYBA:

— HUMCTO Ha IPOU3BOAUTECIISL U aJipeCa Ha HEIrOBOTO PErucTpUpaHoO MsACTO
Ha CTOIIaHCKa ﬂCﬁHOCT, a B ClIyJauTe€ KOraTo 3asBJICHHUCTO € IOJAaJICHO

OT YI'BJIHOMOLICH IPEICTABUTE] — HMETO Ha YI'BIHOMOILICHHS MHpe.-
CTaBUTE] W ajpeca Ha HErOBOTO PETMCTPHPAHOTO MSCTO Ha CTONAHCKA
JIEWHOCT,

— TexHu4YeckaTa pokyMmeHTauus no npuioxkenus 11 u 1. 3asBurenst npex-
OCTaBsl Ha HOTHU(MIMpaAHWsS OpraH NpeACTaBUTENIeH oOpasel OT u3jie-
JIUSITA, YMETO MPOM3BOACTBO ce mpensikaa (,tun’). Hortuduumpanust
OpraH MOXKe Jia TOUCKa U JAPYrH o0pasly Mpu HEOOXOIMMOCT,

— IIpH M3JeNUs 32 CAMOTECTBAaHE MJIM TECTBaHE Ha MSCTO — JIOKJIAJUTE OT
W3IHUTBAHUATA, BKIIOYUTEIHO PE3YJITATUTE OT HM3MUTBAHHUATA C LICJICBU
MOTpeOUTENM, W JaHHM, IIOKa3BalllM, Y€ M3JCIHETO € IPUTOJHO II0
OTHOIIECHWE Ha NpEJHAa3HAYCHHETO My 3a CaMOTECTBAHE WJIM TECTBAHE
Ha MSICTO,

— aKO € Bb3MOXXHO — IPUMEPHO HU3JCIIHUE. Ako e HCO6XOZ[I/IMO, U3OCITUCTO
CC BpbBIA CJIC/A IPUKIOYBAHEC Ha OLCHSABAHCTO Ha TEXHHUYCCKATa HOKY-
MCHTalus,

— JIaHHH, TOKa3BallM JAJIM HW3JEIMETO € MOJAXOJSANI0 IO OTHOIIEHHE Ha
NpeJHa3sHAYSeHUETO My 3a CaMOTECTBAaHE WJIM TECTBAaHE Ha MCTO,

— uH(opMaIusiTa, KOSATO 1a CE IPEJOCTaBs ¢ U3JEIUETO BbPXY CTHKETa My
U B MHCTPYKIMUTE 3a Heromara ynorpeda, u

— I[HKCMCHA JCKIapanus, 1€ HE € ounio IogaBaHoO 3asiBJICHHUE 10 ApYT HOTHU-
(bmmpaH Oopran 3a CbIUMA THII, WA I/IH(bOpMaI_II/ISI 3a BCIKO €IOHO
NpEeaAXOaHO 3asABJICHHUEC 3a CbLIWA THUII, MO KOCTO HMMa OTKa3 OT Opyr
HOTI/I(I)I/IIII/IpaH OopraH, UJId KOETO € OHIIO OTTETIEHO OT TIPOM3BOAUTEIA
Wi OT HEroBUs YIIBJIHOMOLICH IIPEACTAaBUTCII NPEAu JAPYrusiT HOTHU-
(bI/II_II/IpaH OopraH Ja U3BBPHIA OKOHYATCIIHO OLICHABAHEC.

3.  Oueusasane

Hotudunupanusr opran:

a) pasmIekaa 3asBICHUETO, KaTO M3IO0JI3BA TIEPCOHAI C IOKa3aHU 3HAHWUA U
ONMUT B OICHKAaTa HAa TEXHOJOTWATA, CHOTBETHUTE H3JENUS M OICHS-
BaHETO Ha KIMHUYHU JokazaTesncrBa. HoTtuduumpanust opran Moxe
Jla M3MCKa 3asfBJICHHETO Ja CE JOIBJIHU C H3BBPIIBAHETO HA IOIBJI-
HUTETHN W3MUTBAaHUA WM C JONBIHUTEIHM JOKA3aTeNCTBA, IABAIIN
BB3MOKHOCT 3a OICHSABAaHE HAa CBHOTBETCTBHETO C IPHIOKHMHTE
M3UCKBAHHMs Ha HACTOSAIMS periaMeHT. Horuuimpanusr oprax
M3BBPIIBA TOAXOMAIM (GU3MYESCKH WM J1a0OpaTOPHH M3MHMTBAHMS Ha
W3JETNeTO WM M3UCKBA MPOU3BOAUTENAT 1a TH TPOBEJE,
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0)

B)

r)

)

e)

3)

H)

M3CIeBa M OICHABA TEXHMYECKATa JOKYMEHTAIUS C IIel ONpeielsiHe Ha
CHOTBETCTBHETO C HPWIOKHMHTE 3a TOBAa H3JCIHC H3MCKBAHHMS Ha
HACTOSIIMS PETJIAMEHT W TIPOBEpsiBa [alM THUITBT € OMJI MPOU3BEICH B
ChOTBETCTBHE C Ta3W JIOKYMEHTAIUS; TOM ONpeNeNss W EIEMEHTHTE,
MPOEKTHPAHU B CHOTBETCTBHE C MPUIOKHUMHUTE CTAHIAAPTH [0 YieH 8
win npuiokumure OC, KakTo ¥ eIEeMEHTUTE, KOUTO HE €a MPOCKTHPaHU
Bb3 OCHOBA HAa CHOTBETHUTE CTAHAAPTH T10 YWIEH 8 WIM Ha ChOTBETHUTE
0C;

IpaBM Iperjie] Ha KJINHAYHUTE JIOKA3aTeJCTBA, IIPEJACTABCHH OT
IIPOM3BOJUTEIIS B JIOKJIAJa 3a OIEHKA Ha JEHCTBHETO CHIVIACHO Pa3Iei
1.3.2 or mpunoxenne XIII. 3a nmemure Ha TO3M Tperyie HOTH(UIN-
pPaHUSIT OpraH HacMa MPOBEPSBAIM H3JCIHUATA JIHIA C JOCTAThYCH
KIMHUYCH EKCIIePTCH OIHNT, Karo IPH HEOOXOAMMOCT H3IIOI3BA H
BBHIIHM KJIMHUYHH EKCIEePTH C TNpPsSK M aKTyaleH OIUT, CBbp3aH C
KJIMHUYHOTO TPHIOKEHHE HA ChOTBETHOTO H3ICIIHE;

KOraro KJIMHHUYHUTC JOKa3aTCJICTBA C€ OCHOBABAT YaCTUYHO HJIU U3LSIO
Ha JaHHU OT M3J€JMs, 3a KOUTO C€ TBBpPJAHU, Y€ ca HOZ[06HI/I WK CKBH-
BAJICHTHU Ha OLCHABAHOTO H3ACIIHC, OLCHsABaA uenec1;06pa3HomTa Ha
U3IIOJI3BAHETO Ha TaKWBa [AaHHU, KaTO C€ B3e€MaT NPCABUI q)aKTOpI/I
KatTO0 HOBH IIOKa3aHHs W HWHOBALIUH. HOTI/I(bI/II_II/IpaHI/IHT opraH JOKy-
MCHTHpA SICHO CBOUTEC 3aKJ/IFOYCHUSI OTHOCHO TBHPJACHUETO 34 CKBHUBAJICH-
THOCT, I_[CJ'IeCT)O6p8.3HOCTTa 1 aACKBATHOCTTAa Ha AJAHHUTC 3a HOKa3BaHC
Ha CbOTBCTCTBHUETO,

JAOKYMCHTUpA SICHO pe3yjiTaTa OT OLCHSIBAHCTO CHU B JOKJIaJa OT OLCHS-
BAHETO Ha OIlEHKAaTa Ha JCHCTBUETO IO paszaei 4.8 ot TIPUIIOKCHUC IX.

NpOBEXJAa MIM  OpPraHu3Mpa MNPOBEKJIAHETO HAa  IOAXOAALIUTE
OLCHSABAHMS U (PU3MYCCKH WIH JaOOPaTOPHU M3IHUTBAHUS, HEOOXOMUMH
Ja C€ MpOBEpU Jajikl PEUICHUATA, BBIINPUETH OT MPOU3BOAUTEIA,
OTroBapsT Ha OOIIMTE M3UCKBaHUs 3a 0e30MacHOCT M AeicTBHE, Tpea-
BUJICHH B HACTOSIMS PETJIAMEHT, aKO HE Ca IPUJIaraHu CTaHIApTHTE 110
uien 8 win OC. Ako u3zenuero TpsOBa na ce CBbpkKE KbM JPYyro(u)
u3zaenue(si), 3a ja paboTH MO NpeJHa3HAuCHUE, CE IMPEACTaBs JIO0Ka3a-
TEIICTBO, Y€ TO CHOTBETCTBA HA OOIIMTE W3MCKBaHHA 3a 0€30MACHOCT U
JeficTBHE IIpU CBBP3BaHE ¢ M3Jenne(s), MpUTeKaBallo(1) onpeaeaeHuTe
OT NPOU3BOAUTENS XapaKTCPUCTUKH;

NPOBEKAAa WIM  OpraHM3upa  IMPOBEKIAHETO HA  MOAXOMASIINTE
OLICHsIBaHUS ¥ (M3MYECKU WM Ja0OPAaTOPHH HM3IHTBAHUS, HEOOXOAUMHU
Jla ce MPOBEpPH JAIM aKo MPOM3BOAUTEIAT € M30pai aa mpuiara ChOT-
BETHUTE XapMOHHM3MPAaHH CTaHIAPTH, TE3M CTaHAApPTH ca OWiIH
JICHCTBUTEITHO TPHUIIOKEHHU;

ChbIylaCyBa CbBC 3adBUTECIIA MACTOTO, KBACTO Jda C€ MNpOBEAAT HE00XO0-
JUMHUTE OLCHABAHUA W HU3IMUTBAHUA,

u3rotesa Joknan 3a EC u3cneaBaHe Ha THIA OTHOCHO pE3YylTaTUTE OT
OLICHSIBAHMATA U M3IUTBAHHATA, U3BBPIICHH CHITIACHO OYKBH a)—XK)

B Cciiyyail Ha wm3zenws, Kiacuduimpanu B kimac D, m3uckBa oT pede-
penTHa naboparopus Ha EC, xorato TtakaBa ¢ OIpeelieHa ChIITACHO
wien 100, n1a mpoBepu TBHPISHOTO OT MPOU3BOAUTEIS ICHCTBHE U CHOT-
BercTBuero Ha m3fenneto ¢ OC, ako ChHIIECTBYBAT TaKWBa, WIH C
JPYTHTE PEIIeHus, 30paHu OT MPOU3BOIAMTEIS, 32 JIa CE OCUI'YPH Haii-
MaJIk0 eKBHMBAJICHTHO HHMBO Ha Oe3omacHocT W [eiictBue. I[IpoBepkara
BKITFOUBa JTaOOpPATOPHU W3MUTBAHUsI OT pedepeHTHara yaboparopus Ha
EC B cporBercTBue ¢ unen 48, maparpad 5.
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OcBeH TOBa, B ClydauTe, MocodeHu B wieH 48, maparpad 6 ot
HACTOSIINS PEIJIaMEHT, HOTH(OUIMPAHUAT OpraH ce KOHCYJITHpPA CbC
CBHOTBETHUTE eKkcneptu cbriuacHo wieH 106 or Permament (EC)
2017/745, B cBOTBETCTBHE C MpOIEAypara, NpenBUACHA B wWieH 48,
naparpa) 6 OT HACTOSIIMS PErIaMeHT, OTHOCHO JIOKJa/ia Ha HPOHM3BO-
JATENIS 32 OLIGHKA Ha JICHCTBHETO.

PedepentHata mabopatopust Ha EC mpencraBs Hay4yHO CTAQHOBHIIE B
cpok ot 60 aHH.

Hayunoto cranoBuine Ha pedepentHara nadoparopust Ha EC u, xoraro
npeaBujeHata B wieH 48, maparpad 6 mporeaypa € IMpUIIOKHMA,
MHEHHUSITa Ha KOHCYJITHPAHHTE EKCIEPTH, KaKTO M BCHYKH BB3MOXKHHU
aKTyalu3aly, Ce BKJIIOYBAT B JOKYMEHTALMATa Ha HOTU(GUIMpPAHUS
OopraH OTHOCHO u3ienuero. [Ipu B3emMaHeTO Ha perieHue HOTUHIH-
paHMAT OpraH HAJJIEeKHO OTYUTA MHEHHUSTA, M3PA3eHH B HAYYHOTO
cTaHoBHUILle Ha pedepeHTHata mabopatopusi Ha EC, u koraro e
HPHIOKUMO, U3PAa3eHUTE MHEHHUSATA, M3PA3eHH OT KOHCYJITHUPAHHUTE B
cpoTBeTcTBHE ¢ wieH 48, maparpad 6 excnepru. Horuduumpanust
opraH He H3[aBa CepTU(HKAT, aKO HAYYHOTO CTaHOBHIIEC Ha pede-
penTHaTta nabopatopusi Ha EC e HeOmaronpusTHo;,

K) 3a ChIBTCTBAIIUTE M3/JETMS U Bb3 OCHOBA Ha MPOCKTA Ha PE3IOMETO BHB
BpB3Ka C OE30IIacCHOCTTA M JICHCTBHETO M HA IPOEKTa Ha MHCTPYKIHUTE
3a ynotpeba ce OOpbIla 3a CTAHOBHINE KBM E€IHH OT KOMIIETCHTHHTE
OpraHH, OINpEJICNCHH OT JIbpXKABUTE 4YICHKH CbhbriacHo JlupekruBa
2001/83/EO, wnu vHa EMA (Bceku OT KOWTO MO-I0NYy CE€ Hapuya ,,KOH-
CYJNITHpAH OpraH 3a JICKAPCTBEHHUTE MPOAYKTH B 3aBHCHMOCT OT TOBa C
KOT'O Ca HalpaBeHH KOHCYJITAlMKUTE [0 HAcTOsIaTa OyKBa) 3a TOBA Jailn
U3/IENIMETO € TOJXOJAII0 0 OTHOLICHHE Ha CHOTBETHHS JIEKAapCTBEH
HPOAYKT. AKO JIEKAPCTBEHHUST MPOJYKT IONaja €AMHCTBEHO B 0OXBaTa
Ha npuitoxkenuero kbM Permament (EO) Ne 726/2004, Hotuduimpanust
opran ce xoHcyntupa ¢ EMA. AKO CHOTBETHUST JEKAPCTBEH MPOIYKT
BEUE € paspelleH WM € MOJaJCHO 3asBICHHE 32 HErOBOTO pa3pelleHHue,
HOTU(UIMPAHUAT OpraH Cce KOHCYJITHpAa C KOMIIETEHTHHsS OpraH 3a
NeKapCTBEHUTE MPOAYKTH mimn ¢ EMA, B 3aBHCHMOCT OT TOBa KO OT
TSIX OTTOBaps 3a M3aBaHETO 3a paspeureHuero. KoHCynTupaHusT opran
3a JISKAPCTBEHUTE MPOJYKTU TPEACTABIT CTAHOBHIIETO CH B CPOK OT 60
JHM OT IOJyYaBaHE Ha IislaTa HeoOxoamma gokymeHrtarms. Tosu 60-
THEBEH CPOK MOXeE Ja c€ YABIDKH eIHOKpaTHO ¢ ome 60 mHu mnpu
obocHoBanu mpuyvHU. CTAaHOBUIETO HA KOHCYJITHPAHHS OpraH 3a
JICKAPCTBEHUTE MPOAYKTH M EBEHTYAJIHHUTE AKTyaJU3al[Md C€ BKIIOYBAT
B JIOKyMEHTAIMATA HA HOTU(ULMPAHKS OpPraH BbB BPb3Ka C M3JEIHUETO.
Ilpu B3emaHe Ha pELIEHMETO CH HOTH(QHLMPAHMUAT OPraH HAJIEKHO
OTYUTA CTAHOBHIIETO, W3PA3eHO OT KOHCYJTHPAHHs OpraH 3a JieKap-
CTBEHUTE NMpPOAYKTH. Tol chOOIIaBa CBOETO OKOHYATEIHO pELIeHHe Ha
KOHCYJITUPAHUSI OPraH 3a JICKAPCTBEHUTE MPOJYKTH; KaKTO H

1) m3rotst poknan 3a EC m3crenBaHe Ha THHAa OTHOCHO PE3YJTaTHUTE OT
OLICHSBAHETO W W3BBPIICHUTE W3MHUTBAHUS M TIPEICTABCHUTE HAYYHHTE
CTaHOBHIIA 1O OYyKBH a) — K), BKJIFOUUTEIHO JOKJIAJ] OT OICHIBAHETO Ha
OllEHKaTa Ha JeiicTBHeTo 3a m3zmenusrta or xiac C wimm ximac D, wmm
00XBaHATH OT pasziell 2, TPETO THpe.

Cepruduxkar

AKO THUITBT CHOTBETCTBA HA HACTOSIIUS PErJIAMEHT, HOTH()UIIUPAHHUAT OpraH
u3naBa ceprudukar 3a EC um3cienane Ha tuma. CepTUQUKATHT ChABpPKA
UMETO M ajapeca Ha HPOM3BOJMUTENS, 3AKIIOYCHHSATa OT OLCHSIBAHETO Ha
M3CIeIBAHETO Ha THIIA, YCIOBUSTA 32 BAJIMAHOCT Ha cepTH(dHKaTa U HE0O-
XOJMMHTE JIAaHHM 32 WIeHTU(UIMpane Ha onoOpenus Tun. CepTudukarst ce
M3roTBsl B ChOTBeTCTBHE ¢ mpmiokeHne XII. ChoTBeTHHTE YacTH Ha JOKY-
MEHTAIMATa Ce MPHIaraT KbM cepTH(HUKaTa, KaTo HOTH(OULIUPAHUAT OpraH
ChXpaHsBa KOIHE.
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5.2

5.3.

5.4.

5.5.

IIpomenu B THIa

. 3asBurensat uHoOpMHpa HOTU(GUUMpPAHUS OpraH, KOHTO € H3Jan cepTu-

¢ukara 3a EC wm3cnenBaHe Ha THma, 3a BCsSKA IUIAHMpaHA MPOMsIHA Ha
0JI00peHUs] TUI WJIM HEroBOTO NpeJHA3HAuYeHHe M YCJIOBHS 3a ymnoTpeoda.

3a mpoMeHH B OJIOOpEHOTO W3JeNNe, BKIIOYUTEIHO OTPAaHWYCHHS 110
OTHOIIICHWE Ha HErOBOTO IIpeJHA3HAUYCHHWE M YCJIOBHA 3a ymnorpeba, ce
M3UCKBA JIONBIHUTEIHO OJ00pEHHE OT HOTHU(HIMPAHUS OpraH, KOHTO e
u3nan ceprudukara 3a EC n3cneqBaHe Ha TWIa, KOTato TaKMBa MPOMEHH
MOraT Ja IIOBJIMSAAT HA CBHOTBETCTBMETO C OOINMTE HW3MCKBAHUS 3a
0e30macHOCT U ACHCTBUE WM C YCJIOBHSTA, NPEINUCAHY 3a yrnorpedaTta Ha
npoaykra. Hortuduuupanust opran pasriexia IUIaHHPAHUTE ITPOMEHH,
YBEIOMSIBA TPOU3BOAMUTENSI 32 PEHICHHETO CH W W3/aBa JOIBIHCHHE KbM
nokiana 3a EC m3cnenBane Ha tmna. OnoOpeHHETO Ha BCSKa IPOMSHA Ha
0JI0OpeHUsI THI Ce HM3BBpILIBA MOA (opMaTa Ha IONBIHCHHE KbM CEpTH-
¢ukara 3a EC uscnensane Ha Tura.

3a NpoMeHH B NpeHA3HAYCHUETO U YCIOBUATA 3a yHoTpeba Ha 0J100pEHOTO
M37IeNIie, OCBEH 3a OTPAHMYEHHATA 110 OTHOIICHWE Ha MPEIHA3HAYEHUETO U
ycloBHATa 3a ynorpeba, ¢ HeoOXOAMMO HOBO 3asBJICHHE 3a OLCHABAHE HA
CBOTBETCTBHETO.

Koraro mnpomeHuTe Morar ja 3acerHaT TBBPASHOTO OT IPOM3BOIMTEINS
neiictue mmu chorBercTBuero ¢ OC wiam ¢ Jpyrure pemieHus, u3OpaHd
OT HPOM3BOJUTENS, KOUTO ca 0J00peHu cbe ceprudukara 3a EC n3cnensaune
Ha THIA, HOTU(QUIMPAHUIT OpraH ce KOHCYITHpa ¢ pedepeHTHaTa 1abo-
paropus Ha EC, k0ATO € y4acTBaja B ITbpBOHAuUaIHATA KOHCYJTALUs, 3a
na ce TOTBBPAM 3ama3BaHeTo Ha cpoTBercTBHeTo ¢ OC, Korato ca
HaJIMYHHU, WK C JPYTUTE pelIeHHs, M30paHd OT IMPOU3BOAMTENS, 33 Ja
OCHTYpH Hali-MaJKO €KBHBAJIEHTHO HHBO Ha 0€30MacHOCT U JCHCTBHE.

PedepenTtnata nadoparopus Ha EC mpejicTaBs Hay4HO CTaHOBHUILE B CPOK
or 60 nHu.

Koraro mpomenuTte 3acsraT AEHCTBHETO WIIM HpeJBHACHATa yrnotpeba Ha
CBIBTCTBAIO H3JenHe, on00peHo cve ceprudukar 3a EC uscnensane Ha
THMA, WIK TOBAa Jald TO € TIOAXOMSIIO C ONJie] Ha JIeKapCTBEHHs
HPOAYKT, HOTH(HUIMPAHUAT OpPraH ce KOHCYJITHPA C KOMIETCHTHHs OpraH
3a JICKAPCTBEHHUTE INPOJYKTH, Y4acTBal B ITbPBOHAYAIHATA KOHCYJITAIMs,
wm ¢ EMA. KoncynTupanusaT opraH 3a JIEKapCTBEHHTE NPOLYKTH
npeacTaBs CTAHOBHUIIETO CH B Cpok oT 30 JHM ciex mnosydaBaHe Ha
BaJIM/IHATA JIOKYMEHTAIMs 110 OTHOIIEHHE Ha mpomenute. OnoOpeHueTo Ha
BCsSIKA €Ha TPOMSIHA Ha OJOOPEHWsl THI ce M3BbpIIBa Mox (opmarta Ha
JIONBJIHEHHE KbM NbpBOHauaiHus ceptudukar 3a EC nscnensane Ha tuma.

AIMUHHCTPAaTUBHU Pasznopenoun

B MIPOABIDKEHUE Ha HE IMO-MaJIKO OT 10 TOOWHHU CJIE IMMYCKAaHETO Ha Iasapa
Ha MOCJICIHOTO M3ACIUEC MPOU3ZBOAUTEIAT WK YIIBJIHOMOUICHUAT MY IIPEa-
CTaBUTE]I — KOrato NPOU3BOAUTECIIAT HAMA PETACTPUPAHO MACTO Ha
CTOIIaHCKa [[eﬁHOCT B IbpXKaBa YWICHKAa — CbXpaHsABa Ha Pa3MOJIOKECHUE
Ha KOMIIETCHTHUTE OpPraHu:

— JIOKyMEHTalusATa 10 pasjien 2, BTOPO TUpe,
— wuHpopManusTa 3a MPOMEHHUTE MO paszien S,

— KOIlusg OT CCpTI/I(l)I/IKaTI/ITe 3a EC u3cjaeABaHe Ha THIIA, HAYYHUTC
CTaHOBHIIA U OOKJIAAUTC U Z[OH’LJ'IHCHI/IHTa/HpI/IJ'IO)KCHI/ISITa KBbM THX.

[Ipunara ce pazmen 7 ot mpunoxkenue 1X.



02017R0746 — BG — 05.05.2017 — 000.003 — 187

IIPUJIOJKEHUE X1

OLEHSIBAHE HA CBOTBETCTBUETO Bb3 OCHOBA HA

3.2.

3.3.

3.4.

OCUI'YPABAHE HA KAYECTBOTO HA ITPOU3BOACTBOTO

IIpou3BouTENAT OCUTYpsiBa BBBEXKIAHETO HA CHCTEMaTa 3a YIpaBICHUE Ha
Ka4ecTBOTO, OJI0OpeHa 3a IPOM3BOACTBOTO HA CHOTBETHUTE W3JICIHS,
U3BBpIIBA KpaiiHarta HpoBepka IO pasien 3 M HOMISKH Ha Haa3opa I10
paznen 4.

Korato OPOU3BOAUTEIIAT HU3NBJIHABA 3aAbJDKCHUATA 110 pasacia 1, TOM
U3TOTBA M ChbXpaHsABa EC JACKIapanus 3a CbOTBETCTBUE CBHITIACHO YWICH 17
H IPUIIOKECHUEC 1V 3a U31CINETO, 00XBaHATO OT Ipoueaypara 3a OLCHSABAHE
Ha cbhoTBeTcTBUETO. C HU31aBaHETO HaA EC JCKIapanus 3a CbOTBETCTBHUE CE
npueMa, Y€ TIPOM3BOAMUTEIIAT TapaHTHpa W AC€KJIapupa, 4€ CbOTBETHOTO
HU3ACIUe OTroBapsg Ha MNPUITOKUMHUTE KbM M3IACIAECTO H3WCKBAHUA Ha
HacCcTOAIMUA PETIIAMEHT, a HU3CJiuATa OT KJac C u kiac D, IIOMJIOXKEHHU Ha
HU3CICABAHEC Ha TUIIA, CbOTBETCTBAT Ha THUIIA, OIIMCAH B CepTI/Id)I/IKaTa 3a EC
H3CJICABAHC 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 yIHnpaBJICHUWE Ha KadCCTBOTO.

3asBJICHUETO BKIIFOYBA:

— BCHYKH elleMeHTH 1o pasfen 2.1 ot mpunoxkenue [X,

— TexHHYecKaTa JoKyMeHTtauusi no npunoxenus II u Il 3a ogobpenute
THUIIOBE;

— xomnue or ceprudukarure 3a EC m3cnenpane Ha TMHa no pasaen 4 ot
npunoxxenne X; ako cepruduxatute 3a EC mscnensane Ha THma ca
U31aJIeHU OT ChILMs HOTU(UIMpPAH OpraH, 10 KOroTo € MOJaNeHO 3asiB-
JICHHETO, B 3asBJICHHETO CE BKJIIOYBA M I1030BaBaHE Ha TEXHUUYECKaTa
JOKYMEHTallUss M HEeWHHMTE aKTyalu3HMpaHU BEpCUM M Ha H3JaJCHHUTE
cepTuduKaTy.

IIpunaranero Ha cucTemara 3a yIpaBi€HHE Ha KauyecTBOTO € TAaKOBa, 4e Ja
TapaHTHpa Ha BCEKW €IMH €Tall ChOTBETCTBHE C THUIIA, ONMCAH B CEPTH-
¢uxata 3a EC wn3cnenBaHe Ha THIIA, U C Pa3MoOpefOUTE HA HACTOSIIUS
perlaMeHT, KOUTO C€ TMpuiaraT KbM H3JCIHATA,. BCHUKH eleMeHTH,
W3UCKBAaHUA W TMpPEAINNCAHWSA, HPUETH OT IPOU3BOAMTENS 3a HEromara
CHCTeMa 3a yNpaBJIeHHEe Ha Ka4eCTBOTO, C€ JOKYMEHTHPAT PEAOBHO U CHCTE-
MaTHUYHO 1Moj opMaTa Ha HAPHUHUK MO KAYECTBOTO M MUCMEHH MOJIUTUKH U
IIpoLelypH, HalPHMeEp MPOTrpaMy MO KauyecTBOTO, MIIAHOBE IO Ka4eCTBOTO U
3aIUCH MO Ka4eCTBOTO.

ITo-KOHKPETHO B Ta3H JOKYMCHTALNs CE BKIFOYBA MOIXO/SINO ONHCAHHUE Ha
BCHUKH €JIEMEHTH 10 paszaen 2.2, Oyksu a), 0), T) u a) oT npuioxenue [X.

Ipunara ce paszaen 2.3, mbpBa U BTOpa ajnuHes OT npuioxenue I1X.

Axo cucremara 3a YNpaBJI€HME HAa KayeCTBOTO IapaHTHpa, 4e W3/eNUATa
CbOTBETCTBAT Ha THIIA, onMcaH B ceprudukara 3a EC wuscnenBane Ha
THUIA, U HAa CHOTBETHUTE PA3MOpeN0U Ha HACTOSILMS PETJIAMEHT, HOTH(HULH-
paHuaT opraH m3znaBa ceprudukar 3a EC ocurypsBaHe Ha Ka4ecTBOTO Ha
npon3BoacTBOTO. HOTHOHIMpaHUAT OpraH yBemOMsBa HPOM3BOJHUTENSA 3a
pelIeHNeTo cu Ja u3zajae ceprudukar. PemeHnero 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 MU UYETBBPTO THPE,
pasmenu 3.3, 3.4, 3.6 u 3.7 ot npunoxenue [X.

HpOBCpKa Ha IMPOU3BCACHUTE U3/CIINA OT Kjlac D

. 3a uszmenusiTa oT Kjiac D, TIPOU3BOAUTENIAT U3BBPIIBA U3IMUTBAHUSA HA BCSAKA

npousBeneHa napruaa uznenus. Ciel NPUKIIOYBAHE HA MPOBEPKUTE U
M3NUTBAHUATA TPOM3BOJMTENIAT He3a0aBHO M3Mpalla Ha HOTU(GUIMpPAHUS
OpraH CbOTBETHUTE HOKIAIM 3a Te3u M3nuTBaHMS. OCBEH TOBa IPOMU3BO-
JUTENAT MPEACTaBs Ha HOTH(HULMPAHUS OpraH o0pa3ly OT NPOU3BEXKIAAHUTE
W3JIeNHsl WM TIAPTHIM WM3IEIUs ChIJIACHO TPEABAPHTEIIHO JIOTOBOPEHH
YCJIOBHSL M MOAPOOHU IMPaBUIIA, KOUTO BKIIOYBAT 3a/IbJDKEHHUETO 38 HOTH(H-
LMUPAHUSI OPraH WM NPOMU3BOAUTEINS Aa M3Ipaiia o0pasiy OT MPOU3BEXK-
JAHUTE M3JeNUs WM MapTHAM u3Aenus Ha pedepeHTHa jaboparopusi Ha
EC, xoraro uma omnpenenena jgabopatopusi ceriacHo wieH 100, 3a na ce
M3BBPIIAT MOAXOASAIINTE JabopaTopHH H3MUTBaHMs. PedepentHara nmabo-
paropust Ha EC uHpopmMupa HOTH(HUIMPaHHS OpraH 3a 3aKIIOYEHHUSITA CH.

IIponsBoauTenaT MoXxe /a MycKa M3AEIMATA HA Ma3apa, OCBEH KOraTo HOTH-
(ULMPAaHUAT 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, BKIIOYHMTEIHO, MO-KOHKPETHO 3a
BCSIKO YCJIOBHE 32 BAJIMJIHOCTTA HA M3JAJACHUTE CepTH(OUKATH.

AJIMMHHMCTPaTHBHU pa3nopendou

B MIPOABIDKEHUE Ha HE IMO-MaJIKO OT 10 TOOWHHU CJIE] IMMYCKAHCTO Ha IMasapa
Ha MOCJICAHOTO MU3ACIUE MPOU3BOAUTEIAT WIN YI'BJIHOMOIICHUAT MY NPEI-
CTaBUTE]I — KOrato IMIpPOU3BOAUTEIIAT HAMA PETACTPUPAHO MACTO Ha
CTOIMaHCKa I[eﬁHOCT B JObpKaBa YJICHKa — CBbXpaHsABa Ha pPa3IOJIOKECHHUE
Ha KOMIICTCHTHUTEC OpTaHH:

— EC JACKIapanysTa 3a CbOTBETCTBUC,

— JOKyMEHTauusTa no paszaen 2.1, mero Tupe oT mpuioxenue [X,

— JOKyMCEHTauusTa 1o pasaci 21, OCMO THUPE OT IIPUIIOKCHUC IX, BKIIIO-
YUTCITHO CCpTI/I(i)I/IKaTa 3a EC H3CJIC/IBAHC Ha TUIIA 110 MPUIIOKCHUEC X,

— uHpopMalMs 32 IPOMEHUTE Mo paszuen 2.4 or npunoxenue X, n

— peIIeHUATa U AOKJIAJANTE OT HOTH(UIMpPaHHs opraH no paszgenu 2.3, 3.3
u 3.4 ot mpunoxenue [X.

IIpunara ce paszgen 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 €AUH OT opHuLHMaNHUTe e3uuu Ha Cblo3a.

. Bcekn CGpTI/I(bI/IKaT CE OTHacd caMO 3a €Ha mpoueaypa mno OLCHABAHE Ha
CBhOTBETCTBHECTO.

. Ceprudukarure ce M3jaBaT caMo Ha €IUH IpousBoiuTel. VIMeTo u agpechT
Ha IPOM3BOAUTEN, BKIIOUCHH B cepTH(HKAaTa, ca CBHIJUTE KaTO PErHCTPH-
paHHUTE B €JIEKTPOHHATA CHCTEMa IO uieH 27.

. O0xBarbT Ha cepTH(UKATUTE ONUCBA 110 HEJBYCMHUCIICH HA4WH OOXBaHATO-
To(ure) uzaenne(s):

a) ceprudukarute 3a EC oleHsBaHe Ha TEXHHUYECKAaTa [OKYMEHTAIMsS W
ceprudukarute 3a EC m3cnenBaHe Ha Tuma BKIIOYBAT SCHA UACHTH(DH-
Kalys, BIJIIOUMTEIHO HAaUMCHOBAHHE, MOJET M THIl Ha M3JENUeTO(sTa),
NpeHA3HAYeHNEeTO, II0COYEHO OT MPOM3BOJUTENsS B HMHCTPYKIHMUTE 32
ynorpeba, BbB BPb3Ka C KOETO M3/CJIHETO € OLIEHEHO B PAMKUTE Ha IpolLie-
JlypaTa 3a OLEHSBAHE Ha CHOTBETCTBHETO, KIACH(MKAIUITA B 3aBUCHMOCT
ot pucka u 6azoB UDI-DI cbriacuo unen 24, maparpad 6;

6

=

CCpTI/IqJI/IKaTI/ITC 3a EC cucrema 3a YIpaBJICHHUE Ha Ka4YCCTBOTO U CepTI/I(bI/I—
karute 3a EC OCUT'ypsIBAaHC HAa Ka4e€CTBOTO Ha IIPOU3BOACTBOTO BKIIIOYBAT
I/I[ISHTI/IC’[)I/IKB.I_H/IHTZ. Ha u3aeusaTa Wi rpynure U3aciusd, Knacmbnxaunﬂa
B 3aBUCUMOCT OT pHUCKa, KaKTO M IPEAHA3HAYCHUCTO.

. Hotudumpanuar opran TpsOBa Ja MOXKe IpH IOMCKBAaHE Ja IIOKaXKe KOU
(oTaennu) u3nenus ca oOxBaHaTu oT ceprudukara. Horupuuupanusr oprau
YCTaHOBSBA CHCTEMa, KOSTO TIO3BOJISIBA OMNPENCISHETO Ha  W3JICIHATA,
00XBaHATH OT cepTU(UKATA, BKIIOYUTEIHO TSXHATA KIACH(PUKALHMS.

. Ceprudukarture ChIbpKaT, aKO ¢ IPUIOKHMO, OeeKKa, Y€ 3a MyCKaHeTO Ha
nasapa Ha H3[enueTo(sta), oOXBaHaTO(M) OT TO3U cepTH(dUKAT, Ce H3UCKBA
Ipyr cepTU(HUKAT, H3TAACH 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 JEKJIapalys, 4€ HOTH()UIUPAHHUAT OpraH e
HaNpaBWJI OAWT HAa CHCTEMAaTa 3a yMpaBJCHHE HAa KauyeCTBOTO, OTPAHWYEH 0
aCTIEKTHTE Ha MPOU3BOJCTBOTO, CBBP3aHU C OCHTYPABAHETO W IOIBP/KAHETO
Ha CTEPWJIHH YCIIOBUSL.

. HpI/I JOIbJIBAHEC, U3MCHCHHUC WU IIOBTOPHO HU3J1aBaHC Ha CCpTI/I(IJI/IKaT B HOBU:A
CepTI/IqJI/IKaT C€ I10COYBa NPEAXOAHUAT CepTI/IqJHKaT H JlaTaTa My Ha U3JaBaHC,
3a€IHO C BHCCCHUTEC U3MCHCHUA.

I'/TABA 1I
MUHUMAJIHO CBABbP)KAHUE HA CEPTU®UKATUTE

1. ume, agpec ¥ HACHTH(OUKALIMOHEH HOMEpP Ha HOTH(GHIMPAHUS OpraH;
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10.

11.

12.

13.

14.

15.

. UME€ U aapeC Ha NPOU3BOAUTEIIA U aKO € MPUJIOKHUMO — Ha YII'BJIHOMOIICHUA

MpeACTaBUTECIT;

. YHHUKaJIeH HOMep 3a WACHTHU(HIMpAHE HAa CepTU]UKATA;

. ako Beue ¢ m3mazeH, EPH wna mpousBomurens mo uien 28, maparpad 2;
. JlaTa Ha W3/1aBaHE;

. CPOK Ha BaJIMIHOCT;

. JTaHHH, HEOOXOIMMH 3a HEABYCMHUCIICHA I/IL[eHTI/I(bI/IKaHI/IH Ha I/IB,I[CJII/ICTO(}ITH),

KOoraro ¢ IpPUIOXKHUMO CbIJIaCHO IIOCOYEHOTO B pasacil 4 or HaCTOAIIOTO
TIIPUIIOKCHUEC,

. aKO € NPUIOKHUMO — IIOCOYBAHE HA MNPEIXOAHHM CepTH(HUKATH ChIIACHO

riaBa I, pazgen 8;

. IIO30BaBaHC Ha HACTOAIIUA PEIIIaMEHT W CBOTBETHOTO IMPUIIOKECHUEC,

ChIVIACHO KOE€TO € M3BBPUICHO OILCHABAHETO Ha CHOTBETCTBHUCTO,

M3BBPILICHN W3CIICABAHUSA M M3IUTBAHU, NpernpaTku KbM choTBeTHHTE OC,
XapMOHM3UPAHM CTaHIAPTH, JOKJIAJM OT W3NHTBAHUS U  OJMTCH(M)
TokIaz(u);

aKo € MPUIOKHMO — II030BaBaHE HA CHOTBETHHTE YAaCTH OT TEXHHUYECKaTa
JIOKYMEHTALUsI MM APYTH cepTH(HUKATH, U3UCKBAHM 32 ITyCKaHETO Ha Iaszapa
Ha oOXBaHaToTO(UTE) M3/EenHe(s);

aKo € MPUIOKUMO — HMH(pOpPMAIHUs 32 HaJ30pa OT HOTU(GUIMpPAHUS OpraH.

3aKJIFOYCHUST OT OUECHABAHCTO Ha CHOTBETCTBUETO, HU3BBPLICHA OT HOTI/I(;IJI/I-
HupaHust OpraH BbBB Bpb3Ka C IPUIOKUMOTO IIPUIIOKECHUEC,

YCIIOBHSL 3a BAaJIMAHOCTTA WIIM OTPAHHYCHHS HA BaJIUIHOCTTa HA CEPTH-
¢ukara;

HpaBHOO6B’Lp3BaIII noAnmuc Ha HOTI/I(bI/II_II/IpaHI/ISI OopraH CbIJIaCHO IIPUIIO-
JKUMOTO HallMOHAJIHO IIpaBoO.
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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 JIAJICHO M3JCIHE € HCIIPpEKbCHAT MIpouec, Mmpu
KOWTO JaHHUTE CE€ OICHSABAT W aHaJi3upar, 3a Jla C€ JOKaKaT HaydHaTa
BAJIMAHOCT, AHAJIUTUYHOTO JIECTBME W KIMHUYHOTO JICHCTBHUE HA CBHOT-
BETHOTO H3JCJIKME, C OIJIed Ha INPEAHA3HAYCHUCTO MY, ACKIApUPAaHO OT
TIPONU3BOAUTEIIA. HpOI/ISBOIII/ITeJBIT HU3roTBsd M aKTyaliu3dupa IUIaH 3a
OLICHKa Ha [[ef[CTBHCTO, quaTO LeJ € Jda C€ IUIaHupa, HEIPEKHCHATO
U3BBbpIIBA U JOKYMCHTHpaA OILICHKaTa Ha neiictBuero. [lnanbT 3a oneHka
Ha IIeﬁCTBHSTO TOCOYBa XapaKTECPUCTUKUTE U HeﬁCTBHeTO Ha HU3IOCITHETO,
KaKTO M IIpoLeca MW KpUTEpHUHUTE, [pUlaraHd 3a Ha0aBsHE Ha HEOOXO-
JAUMUTEC KIMHUYHH OO0Ka3aTcJIiCTBa.

OreHKata Ha JICHCTBHETO € HM3YepriaresiHa M OOEKTHBHA, KAaTro OTYHMTa
KaKTO IOJIOKUTEIHUTE, TaKa U OTPULIATCIHUTE JaHHH.

Heiinara 3a1p1004eHOCT U 00XBAT ca NPONOPIUOHAIHK U LeJIeCh0o0pa3Hu
C OrJie/l Ha XapaKTEPUCTUKHUTE HA W3/EINETO, BKIIOYUTEITHO PHCKa, Kilaca
Ha PUCKa, JEHCTBHETO W NPEAHA3HAYCHHUETO MY.

IInan 3a oneHKa Ha JEHCTBUETO

Kato O6HIO npaBujIo, IJIaHBT 3a OLCHKAa Ha JIECTBMETO BKJIIOYBA Hail-
MaJIKOTO:

— cneuu(bm(aum{ Ha NpeAHa3HA4YCHUCTO Ha H3JACIUECTO,

— crneuuuKanus Ha XapaKTEePUCTUKHUTE Ha H3/ENHETO ChITIACHO I0CO-
yenoto B riasa II, pazgen 9 u rmasa I, pasmen 20.4.1, 6GykBa B) oT
npuioxenue [;

— cneuu(iom(aupm Ha aHAJIMTUYHUSA [NapaMETbp WK MapkKepa, KOUTO C€
onpeneaT OT U3JACIINUCTO,

— crenuuKanus Ha MpeABUACHaTa ynoTpeba Ha M3/eIHeTO;

— upeHTHOUKALMSA Ha cepTudUIUpaHuTe pedepeHTHH MaTepHalld WIIH
pedepeHTHHTE IpOLEAypH 3a U3MEpBaHE, C KOETOo Ce JaBa
BB3MOXKHOCT 33 METPOJIOTUYHA HPOCIEANMOCT;

— sICHa IOCOYBAaHC HAa NPEABUACHUTC LECJICBA T'PyNHU MNAUCHTH C SCHU
YKa3zaHuWsd, OrpaHUYCHUA U MPOTHUBOIIOKA3aHUS,

— TI0COYBaHE Ha OOMINTE M3MCKBAHMs 32 OE30MaCHOCT U JICHUCTBUE, TPE/I-
BHJCHU B paznenu l— 9 ot mpuioxenue I, kouto e HEOOX0aUMO na
Ce MOJKPEISIT ChC CHOTBETHA HAyYyHa BAJMIHOCT U C AQHAIMTHYHH
JIaHHM ¥ JaHHHU 33 KIHHHYHOTO IEHCTBHUE;

— CHeLIH(l)PIKaLIHH Ha MCTOAUTC, BKIIOYUTCIHO IIOAXOJAIIM CTaTHC-
TUYCCKHU HMHCTPYMEHTH, H3IIOJI3BAHU 3a IMPOYUYBAHC HA AHAJTIUTHYHOTO
H KIWMHHUYHOTO ;[eﬁcmue Ha M3ACJIMETO, Ha OrpaHuyYeHusTa Ha
HU3JCJIIMCTO U HA I/IH(i)OpMaHI/IHTa, npeaocraBssHa OT HEro;

— ONHCAaHWE Ha HaH-HOBUTE HAY4YHH [OCTIIKCHHMS, BKJIIOUHTEIIHO
MOCOYBAHE Ha CHOTBETHHTE ChbliecTByBamm  crangaptd, OC,
JIOKYMEHTH 32 HACOKH WJIM Hal-moOpU MPaKTHKH;
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— II0COYBAHE U cHelr(HUKAIMI Ha apaMeTpHUTe, KOUTO Jia Ce U3I0JI3BaT
3a OmIpeneNsiHe, Bb3 OCHOBA HA HAH-HOBUTE HAYyYHM JOCTIDKCHUS B
obnacTta Ha MEJWIMHATA, HAa IPUEMIIMBOCTTa HA CHOTHOIICHHETO
MEKIy pPHCKa ¥ IOJ3WTE BBB BPB3Ka C IPEIHA3HAUCHUETO(STa) U 3a
AQHATTUTHYHOTO W KJIMHWYHOTO JEHCTBHE HA WM3/EIHETO;

— 3a codryepa, KBaIMPUIMPAH KATO WM3JENUEe — II0COYBAHE W CIIELH-
¢ukanus Ha pedepeHTHH 0a3y TaHHHM U JPYTH W3TOYHMIN HA JaHHHU,
U3I03BaHM KAaTO OCHOBA 3a B3EMAHETO HA PEIIEHUs OTHOCHO TO3H

codryep;

— KpaTKO OIMCaHWE HAa pPa3IMYHUTE eTalu Ha pa3paboTBaHE, BKIIIO-
YUTEJIHO TI0C/IEIOBATEIHOCTTa M CPEJCTBATA 33 ONpEJeNsHe Ha
Hay4yHaTa BaJMIHOCT, aHAJMTHYHOTO M KJIMHMUYHOTO NEHCTBHE, BKIIIO-
YUTEJIHO MOCOYBAHE HA OCHOBHMTE €TAIlM M ONMHMCAHHE HA BB3MOXKHHTE
KPUTEpHHU 32 TPHUEMaHE;

— IUIaH 3a OpoCJICAsIBaHE Ha JIEHCTBUETO CJIE] IMyCKaH€ Ha Maszapa 1o
yacT b ot Hacrosmoro TIPUJIOKEHHE.

AXO CBIVIACHO IIJIaHA 32 OIEHKA Ha JCHCTBUETO HSAKOW OT IOCOYECHHTE I0-
rope CJIICMCHTH HE CC€ CHUHMTa 3a IOAXOIMII Iopaau KOHKPETHUTEC XapaKTe-
PUCTUKH Ha HU3JCIINCTO, B IIJIaHA CC IPEACTaBs 000CHOBKA 3a TOBA.

I_IOKa?:BaHC Ha HaquaTa BAJIMAHOCT MU HA AQHAJIUTUYHOTO U KIMHUYHOTO
JCHCTBUE:

Kato O6III METOAOJIOTUYEH MPUHIUII MPOU3BOAUTEIIAT IMpaBU CICIAHOTO:

— upe3 CHUCTEMaTHuYeH Mperjie]l Ha HayyHaTa JUTepaTypa OIpeses
HAJIMYHUTE JAHHU OT 3HAYEHME 3a M3/IENUETO M HEroBOTO IIpeJHa3-
HayeHUe M  YCTaHOBSIBA E€BEHTyaJHMTE OCTABAalld  HEPEeIIeHH
npo0OIeMH WM MPOITYCKU B JJAHHUTE;

— OLICHsABA BCHYKM JIAHHW OT 3HAYCHHE 4Ype3 OIEHKa Ha IPUTOJHOCTTA
UM 3a ompejiesisiHe Ha O€30MacHOCTTa U JIECHCTBUETO Ha W3JEIHETO;

— HabaBsi HOBHM WM JONBJIHUTEIIHN JaHHH, HEOOXOANMH 32 pellaBaHe Ha
HEPEIICHUTE BBIIPOCH.

HOKaSBaHC Ha Hay4HaTa BaJIUJHOCT

HpOI/I?)BO,HI/ITeJ'IHT JIOKasBa Hay4YHaTa BaJIUMJIHOCT BB3 OCHOBa Ha €OWH OT
CICOIHATEC M3TOYHUIIN WM Ha KOM6I/IH3HI/IH OT TAX:

— CBOTBETHaA I/IHqJOpMaI_II/ISI 3a Hay4yHaTa BaJIMAHOCT Ha WU3JACIUATA,
u3MepBally CbUIMs aHAIIUTHYCH ITapaMETbhbp WU MapKep,

— HayyHa (peleH3MpaHa) JITeparypa;

— KOHCCHCYCHU CEKCIIEPTHU CTaHOBPIIIIa/HO?:HI.IPIPI OT CbOTBETHUTEC Hpod)e—
CHUOHAJIHU CHOPYKEHUA,

— pe3yJTaTu OT U3IHNTBAHUA 3a JOKa3BaHC Ha KOHLCIIIUATA,

— PEe3yJITaTu OT U3IMHUTBAHHUA HAa KIMHUYHOTO ﬂeﬁCTBMe.

Hayunata BanuaHOCT Ha aHATUTUYHUS PE3YNTaT WIH MapKepa ce JOKa3Ba
U TOKYMEHTHpa B JOKJIaJaa 3a HaydyHaTa BaJHIHOCT.
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1.2.3.

1.3.
1.3.1.

ﬂoxa3BaHe Ha aHAJIMTUYHOTO JEHCTBHE

IIpon3BOANTENAT [JOKa3Ba AHAJIUTHYHOTO MACHCTBHE HA H3JCITHETO BBHB
Bpb3Ka C BCHYKH T[apameTpd, omucaHu B pasgen 9.1, Oyksa a) or
OpUIOXKeHHE I, OCBeH ako MOXe 1a ce 00OCHOBE, Y€ JaiCH IapamMeThbp
¢ MpPOIYCHAT, Thi KaTo ¢ HEMPHIOXKHM.

Kato 06Hl0 npaBUiIO AHAIUTHUIHOTO HeﬁCTBHe BHHAaru c€ I0Ka3Ba BBb3
OCHOBA Ha M3NHWUTBAaHHWA Ha aHAJTATHYHOTO HeﬁCTBHC.

3a HOBUTE MapKepu WIH JAPYyrM MapKepH, 3a KOMTO He CbIIECTBYBAT
HOAXOMAMHM pedepeHTHH MaTepHalll WM pPeepeHTHH NpoLeaypH 3a
U3MEPBAaHE, MOXKE [a HE € Bb3MOXKHO J]a C€ JOKake BSPHOCT. AKO HsAMa
CpaBHHUTEIHU METOJM, MOraT Ja C€ M3MOJ3BAT PAa3IMYHU IOJIXOAHU, aKO Ce
JIOKa’Ke, 4e Te ca MOAXOJSIIN, HallpUMep CPaBHEHHE C APYrH J00pe JOKy-
MEHTHUPaHU METOAU MM KoMOuHupaH pedepeHren cranpapt. Ilpu numnca
Ha TakWBa IOAXOJIM CE& M3UCKBA M3IUTBAHE HA KIMHUYHOTO JEHCTBHE 3a
CpaBHEHHE Ha JIEHCTBHETO Ha HOBOTO H3JIEJME C TEKyllara CTaHIapTHa
KJIMHUYHA TIPAKTUKA.

AHaNIUTUYHOTO ACUCTBHE CE J0Ka3Ba U JOKYMEHTHpa B JOKJIAJa 3a aHalu-
TUYHOTO JICHCTBUE.

Jloka3BaHe Ha KJIMHUYHOTO JCHCTBHE

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 00OCHOBe, ue JaJeH MapaMeTbp
¢ TPOIYCHAT, Thi KaTo ¢ HEHPHIIOXKHM.

KnuHuyHOTO AeiicTBME Ha JaJICHO M3JCIME Ce JI0Ka3Ba Bbh3 OCHOBA Ha
CIWH OT CJICIHUTC U3TOYHUIIM WM Ha KOMOHWHAIUSA OT TSIX:

— H3INHUTBAaHUA Ha KIMHHUYHOTO HeﬁCTBHe;

— PCLCH3MpaHa Hay4YHa JIMTeparypa,

— nyOJMKalMM 3a ONHUTA, HATPyNaH Mpu OOMYAHHO JIMarHOCTHYHO
TECTBaHE.

TlpoBekaar ce M3NMTBAHMS HAa KIMHUYHOTO JEHCTBHE OCBEH aKO HE €
npelacTaBeHa Ha/Ie)KHa OOOCHOBKA 3@  W3MOJA3BAHETO HA  JIPYId
M3TOYHUIY Ha JAaHHU 33 KJIMHUYHOTO JIEHCTBHE.

KnuangHOoTO feficTBHE ce J0Ka3Ba M JOKYMEHTHpa B JIOKJIajza 3a
KJIMHUYHOTO JICHCTBHE.

KiuHuyHM J0Ka3aTescTBa M AOKIAJ 33 OLIEHKAa Ha JEHCTBUETO

[Ipou3BOIUTENAT MPABH OLICHKA HAa BCUYKU CHOTBETHH JIAaHHU 3a HAyJYHATa
BAIMAHOCT W 33 AHAJUTHYHOTO W KIMHUYHOTO JEHCTBHE, 3a Ja YI0C-
TOBEpH CBHOTBETCTBUETO Ha H3JCIMETO CH C OOIIMTE HM3UCKBAHUS 3a
Oe3omacHocT u jeiictBre 1mo mnpuioxkenue [. OOeMbT W KauecTBOTO Ha
TE3W JIaHHU JIaBaT BH3MOXKHOCT Ha TIPOW3BOMTEIS J1a HAMpPaBH KBamudu-
UUPAHO OLEHSBAHE JAld W3JCIHETO MIe IOCTUTHE IPEIBHICHUTE
kirHUYHA(H) 10J13a(M) U 6E30MaCHOCT, KOraTo Ce M3I0JI3Ba, KAKTO € MPe/-
BUJICHO OT MPOM3BOAUTEINs. JIaHHHUTE M 3aKITFOUEHUSATA OT TOBA OICHSIBAHE
MPE/ICTABISIBAT KJIMHIUYHUATE JI0KA3aTeNCTBa 3a TOBa m3zenue. Kiimananure
JIOKa3aTejcTBa TMOTBBbPIKIAABAT HAy4HO, Y€ THPCECHUTE KIMHUYHA(M)
mon3a(n) W 0e30MacHOCT Ime OBJaT TOCTUTHATH B CHOTBETCTBHE CBHC
Hail-HOBHUTE HAYYHM JOCTHKEHHS B 00JaCTTa Ha MEAMIMHATA.
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2.2.

2.3.

Jloknaa 3a OlleHKa Ha JCHCTBHETO

Kinuanunure nokaszaTencTBa ce JOKYMEHTHpAaT B JOKJIad 3a OLEHKa Ha
neictBueto. To3W JOKIaa BKIIOYBA JIOKJIAAa 3a Hay4yHAaTa BaJUIHOCT,
JIOKJIa/Ia 32 QHAIMTUYHOTO JCWCTBME, JOKJIAga 332 KIMHUYHOTO ACHCTBHE
M OILICHSBAHE Ha TE3MW JOKJAJM, Taka 4ye Jia € BB3MOXKHO Ja Ce JEMOH-
CTpUpaT KIMHUYHHUTE JI0Ka3aTelCTBA.

)lomam;r 3a OIICHKA Ha JICHCTBHUETO BKJIIOYBA ITO-CIICIIHAIIHO:

— o0OCHOBKaTa 3a noaxona, BB3NPUCT 3a C’L6I/IpaHC Ha KIWMHUYHUTEC
JI0Ka3aTelICTBA,

— METOAMKaTa 3a CNpaBKM B HayyHaTa JMTEparypa, MPOTOKOIA 3a
CNPaBKH B HayyHaTa JIMTEpaTypa M JOKJIAJ 3a HAIPABEHUTE CIIPABKH
B Hay4yHATa JINTEpaTypa BbB BPB3Ka C MpErjei Ha JIMTepaTypara;

— TCEXHOJIOrusATa, Ha KOSATO C€ OCHOBaBa HU3JCIIMCTO, NPESAHA3HAYCHUCTO
Ha U3JCJIMETO U TBBPACHUATA OTHOCHO JICICTBUETO WIIA 0e30MmacHOCTTa
Ha HU3OCIHUETO,

— eCTeCTBOTO W oOXBara Ha Hay4dyHaTa BaJMJIHOCT MW Ha JAaHHUTEC 3a
AHAJIMTUYHOTO M KIMHHUYHOTO HeﬁCTBHe, KOHUTO Ca OLCHCHHU,

— KJIMHUYHUTE  JOKasaTeJiICTBa KaTo HNPUEMJIMBU  pE3yJITaTu  I[IpU
CpaBHEHUE HAl-HOBHUTE JIOCTHKEHUS B obJylacTra Ha MCIUIMHATA,

— BCHYKM HOBHU 3aKJIIOYCHUSA, IIOJYHYEHH OT JOKIAAUTE 3a MPOCICa-
SIBAaHCTO Ha ﬂeﬁCTBHeTO CJIe€ MyCKaH€ Ha 1aszapa B CBOTBETCTBHUC C
yacT b ot Hacrosmoro TIPUJIOKEHUE.

KinuHnuHKUTE 0KA3aTescTBa U TSAXHOTO OLICHSABAHE B JIOKJIAAa 3a OIICHKA
Ha JCHCTBUETO CE aKTyalH3MpaT Hpe3 LEIHs CKCIUIOATALHOHEH CPOK Ha
CHOTBETHOTO U3JEIUE C JAHHHUTE, IOIy4YCHU OT MPHIAraHeTo Ha IUIaHa Ha
MPOU3BOIUTENISI 32 MPOCIISSIBAHE HA JICHCTBHETO Clie]| IIyCKaHe Ha rasapa
B CHOTBETCTBHE C YacT B OT HACTOSIIOTO MPUJIOXKEHHE, KATO YacT OT
OLICHKAaTa Ha [CHCTBHETO U CHCTEMara 3a Ha[30p cie] IyCKaHe Ha
nmasapa, nocoueHa B wieH 10, maparpad 9. JlokimageT 3a oOIeHKa Ha
JICUCTBHETO € 4YacT OT TEeXHUYecKara JOKyMEHTalMs. B TexHuueckara
JIOKYMEHTAIMsI C€ BKIIIOYBAT KAKTO IIOJOXKUTCIHUTE, Taka M OTpHUIa-
TEJTHUTE JIAaHHH, B3CTH MpPEJIBH[ IPU OLCHKATa Ha JCHCTBHETO.

M3IIUTBAHUS HA KJIIMHUYHOTO JENCTBUE
Ilen Ha W3NUTBaHUSATA HA KIMHUYHOTO JCHCTBUE

HCJ’ITa Ha M3MUTBAHUATA HA KJIMHUYHOTO JICHCTBUE € Jia ce YCTaHOBAT U
TIOTBBPASAT aClI€KTU OT JICCTBUETO HA U3OCIIUETO, KOUTO HE MOraT aa ce
onpenessaT 4pe3 HU3MUTBaHWA Ha aHAJIUTUIHOTO [[eﬁCTBHe, Hay4Ha JIATC-
parypa /A NpEeAxoCH OIUT MpUu o0HyaitHO JUArHOCTUYHO TECTBAHC.
Ta3u I/IH(bOpMaI_II/IH C€ H3II0JI3Ba 3a OOKa3BaHEC Ha CBOTBETCTBHETO C
TPUIIOKUMUTE O6HII/I M3UCKBaHUs 3a 0€30MacHOCT W JICNCTBHE BBHB
BpBb3Ka C KIIMHUYHOTO HeﬁCTBHe. Korato ce MPOBEXKAAT M3NUTBAHUA Ha
KIIMHUYHOTO ﬂeﬁCTBHe, IOJTYYCHUTE JaHHU C€ H3II0JI3BAT 3a OLCHKAa Ha
JCMCTBHUETO M Ca YacT OT KJIMHUYHUTE JOKA3aTeJICTBA 3a W3JIEIIHUETO.

Etnunn NPUHOUIN NP U3NUTBAHUATA HAa KIMHUYHOTO Jlel\/'ICTBI/Ie

Besiko HeﬁCTBHe IIpU U3MUTBAHETO HA KIIMHUYHOTO ﬂCﬁCTBHe, OT II'bPBO-
Ha4yaJIHOTO pasrjieKJaHe Ha HCO6XOZ[I/IMOCTT3. U 00OCHOBKATa Ha W3IHT-
BaHCTO 10 Hy6J’II/IKyBaHCTO Ha pe3yiaraTture, C€ Hu3BbplIBa c1>06pa3Ho
TNIPU3HATUTEC CTUYHU ITPUHIHUIIA.

Meroau 3a M3NUTBAaHUS Ha KIMHUYHOTO AEHCTBHE
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23.1.

Tun L[H3aﬁH Ha M3MUTBAHETO HA KJIMHUYHOTO JEHCTBHE

M3nuTBaHusATa Ha KIMHUYHOTO JICHCTBUE C€ MPOCKTHUpAT Taka, 4Ye
MaKCUMAJIHO Ja C€ YBEJIMYMU 3HAYCHUETO HA JaHHUTE, KaTO CHIIEBPEMEHHO
C€ MUHUMM3HUPAT Bb3MOXHHUTEC OTKJIIOHCHMUA.

IlnaH 3a W3NUTBaHE HA KJIMHUYHOTO JICHCTBHE

M3nuTBanusTa Ha KIMHUYHOTO AEUCTBHE CE€ HM3BBPIIBAT Bb3 OCHOBA Ha
IUIaH 3a M3NMTBaHEe Ha KiauHUYHOTO aedcteue (ITMKI).

B IIHUK]] ce omucBaT OCHOBaHMSATA, LEIHUTE, MPOCKTHT U IPEIJIOKCHUST
aHaJIM3, METOJMKAaTa, HaOJIOJICHUETO, IIPOBEKAAHETO U ChXPAHSIBAHETO Ha
pe3yiaTatuTe OT JaJCHO U3IUTBAaHE Ha KIMHUYHOTO JeiictBue. Toit
BKJIFOYBA I10-CIELHUAIHO CJCJHATa WH(pOpMAaIus:

a) CeOUHHHS UICHTH(HKALMOHEH HOMEP HA M3MHTBAHETO HA KIMHUYHOTO
JeiicTBHe, KaKkTo € IOCOUeHO B wieH 66, maparpad 1;

0) wuaeHTH(UKAMOHHU JAHHU Ha CIIOHCOpPA, BKIIOYBAIM MME, aJpec Ha
PErUCTPUPAHOTO MSICTO Ha CTOIAHCKA ACHHOCT U JAHHU 32 BPB3Ka ChC
CIIOHCOpA M KOTaTo € HMPHIOKUMO — UME, afipec Ha PErHCTPHPAHOTO
MSCTO Ha CTOIAHCKA JACHHOCT U JJAHHU 32 BPB3Ka C JIHIETO 32 KOHTAKT
WIN TIPEACTaBUTENs Ha CIOHCOpa ChIVIACHO wieH 58, maparpad 4,
ycraHoBeH(0) B Cblo3a;

B) wuH(opManus 3a U3cieJoBaTeNs(UTe), a MMEHHO IJIaBEH H3CieloBaTell,
KOOpAMHUpALl M3ClIeoBaTe] WM JpYr H3CIeIoBaTel; KBaludu-
KallMy; JaHHU 33 BPB3Ka M MACTO(MECTa) Ha IPOBEKIAHE HA M3IUT-
BaHeTo, Hampumep Opoif, kBanudukanus, TaHHU 3a Bpb3Ka, a IIpU
M37IENUATA 32 CAMOTECTBAHE — MECTOIOJIOKEHHETO U Oposi Ha ydacT-
Ball[UTEe HECHELHAIIICTH;

F) HadallHaTta JaTa W [OpCABMIKAAHATA I[POABIDKUTCIHOCT Ha HM3IUT-
BaHCTO Ha KIMHUYHOTO HeﬁCTBHC;

1) HACHTH(UKALYS M ONMCAHWE HA H3JCINETO, IPEJHA3HAUYCHUETO MY,
aHAMTHYHUSA(UTE) TapamMeTsp(pu) WIM Mapkepa(uTe), MeTpoIo-
THYHATa MPOCIEIUMOCT ¥ IPOU3BOIMTEILS,

e) wuH(popMmamys 3a TUIA HA W3NUTBAHUTE O0Opa3Iy;

)K) pe3toMe Ha LSUIOTO U3INUTBAHE HAa KIMHUYHOTO HeﬁcTBHe, THIIa Ha
IIpOCKTa, HaAIIpUMEp 3a Ha6J'IIOL[€HI/Ie, WHTCPBCHIMOHAJICH, 3aC¢IHO C
HEJIUTE U XUITOTE3UTE HA U3BNMUTBAHETO, IMTO30BaBaHE HA CbBPEMCHHUTE
JOCTHIXKCHHUA B ITUATrHOCTHKATa n/unu MCIUIIMHATA,

3) OIKMCAaHUEC HAa OYAaKBAHUTE PHUCKOBC U II0JI3U, CBBP3aHU C U3JACIUCTO, U
HU3IUTBAHETO Ha KIMHUYHOTO HCﬁCTBHe B KOHTEKCTa Ha CbBpE-
MEHHUTE NOCTUIKCHUS B KIMHUYHATA IPAKTUKA M, C U3KIIOYCHUEC Ha
U3MNUTBAHUATA, IIPU KOUTO C€ H3I0JA3BAT OCTaHAIN HpO6I/I, H310J1-
3BAHUTEC MECIUIIMHCKU TPOUCAYPHU M JICHCHUCTO Ha NMAlUCHTUTE]

1) WHCTPYKIUH 3a ynorpeba Ha M3JEIMETO WIM IPOTOKOJA OT H3IUT-
BAaHETO, HEoOXoAMMOTO oOy4eHHe ¥ ONHT Ha HOTpeOHuTes,
MOAXOJUIIINTE KaJUOpUpalM MPOLEIypU M CPEACTBAa 3a KOHTPOJI,
TIOCOYBAHETO HA APYTU W3NS, MEIUINHCKN H3/ENUs, TeKapCTBEHH
MPOAYKTH WM JAPYTH MpPEAMETH, KOUTO Aa OBbIAaT BKIIOYCHH WIH
M3KIIOYCHH, U CHCHU(UKAIUMHUTE 32 KOMIIApaTopa WM CPaBHUTEITHHS
METOJI, U3IOJI3BaH KaTo pedepeHtms;

i) ommcaHue M 00OCHOBKA Ha TMPOEKTa HA M3MUTBAHETO HA KIIMHHYHOTO
neiicTBre, HEeroBaTa HayYHa HAAEKIHOCT M BAJTHIHOCT, BKIIOYHTEITHO
CTATHCTHYECKHUS TPOEKT, KAKTO M MOAPOOHOCTH 32 MEPKHTE, KOUTO Ja
ObJaT MpEANpUETH 3a HaMalsBaHEe 10 MUHHMYM Ha €IHOCTPAaHYH-
BOCTTa, HAIIPUMEp PaHIOMHU3AIMS, U yIpaBleHHEe Ha MOTEHIHUATHUTE
(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 HIPUIIOKEHUEC I, ¢ 000OCHOBKa 3a BCSKaKBU TIPOITYCKH;

rnapaMeTpuTe Ha KIMHHYHOTO JeHCTBHE B CHOTBETCTBHE ¢ paszien 9.1,
OykBa 0) oT npuioxeHue I, ¢ 000CHOBKa 3a BCSIKAKBU IMPOITYCKHU; H, C
M3KIIIOUCHUE Ha WM3MUTBAHKATA, OPH KOMTO CE€ H3IMOJI3BAT OCTAHAIH
MpoOH, YTOYHEHUTE KIMHUYHU Pe3yJNTaTW/KpallHu Tokazaresn (mbp-
BUYHH/BTOPUYHH), W3MOI3BAHH HPH JajeHa O00OCHOBKA, M IMOTCHLH-
QTHATE MOCIEUIM 3a PEIUICHHUATA 32 YIPABJICHHE 10 OTHOIICHUE Ha
30paBeTO Ha OTACIHHUTE IMAUUCHTH H/WIH OOLICCTBEHOTO 3/PaBeo-
nasBaHe;

UH(pOpMALMsA 3a IpynaTa OT HACEJIECHUETO, U3MOJ3BaHa 3a IPOyYBaHE
Ha JelictBueTo: crenM(HUKAMUH HAa Y4YaCTHHLMUTE, KpPUTEPUU 32
nogbop, pasMepu Ha TIpynaTa, INPEACTaBUTENEH XapakTep Ha
nenesara rIpyma OT HACElIEHHETO M — aKo € IPUIOKHMO —
uHdopManys 3a ySA3BUMM YYaCTHHILM, KaTO Jela, OpeMeHHH >XEHH,
JMIA ¢ HaMaJeH UMYHHUTET WM BB3PACTHHU XOpa;

HH(bOpMaLIHH OTHOCHO H3IIOJI3BAHCTO HA MJaHHU OT 0aHKK ¢ OCTaHAIU
HpOGPI, FeHETUYHU OaHKU ¥ OaHKH 3a TbKaHU, PEruCTpyu Ha NallUEHTHU
win 0oyecTd u T.H., C OIMCAHUEC Ha HAJACKIAHOCTTA, INMPEACTABUTCIIHUAL
XapakTep U MoAxoJa 3a CTATUCTUYCCKH aHaJIUu3; rapaHius 3a CbOT-
BCTHHUSI METOJ 3a ONpEAC/IAHE Ha HMCTUHCKHS KJIMHHUYECH CTAaTyC Ha
Hp06I/ITe OT MAIUCHTH,

IJ1aH 3a HaOJI0JCHHE;

yMpaBJleHUE HA JAHHUTE;

AJITOPUTMHU 32 B3EMAaHE Ha PCUICHUSA,

MOJINTHKATA [0 OTHOIICHUE HA €BEHTYAIHU W3MEHEHUSI, BKITOUHTEITHO
te3n mo wieH 71, wnm otknonenus ot [IMKJ, ¢ schHa 3a0pana 3a
n3non3BaHe Ha neporamuu ot [TMKJ;

OTYETHOCTTA BBB BPb3KAa C M3EIHETO, 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, W3NS C M3TEKbI CPOK MU
HENpaBUIHO (DYHKIHOHUPAIIN H3JEIIHs;

JeKJlapanus 3a Cla3BaHEe Ha IPU3HATHTE €THYHM IPUHIUIN 3a
KJIMHUYHA M3MUTBAaHWS TIIPH Xopa W IPUHOUIHTE Ha JjJo0pa
KJIMHUYHA TpaKTHKa B 00JiacTTa Ha W3MMTBAHUATA HA KIMHUYHOTO
JICHCTBHE, KAKTO W CIIa3BaHE Ha INPHIOKUMUTE HOPMATHBHH HM3HCK-
BaHUS;

OIMCaHWe Ha MpOIeAypaTa Ha JaBaHe Ha MH(OPMHUPAHO ChIIIACHE,
BKJIFOUMTENIHO KOIMe Ha Qopmyisipa ¢ MH(opMmaiys 3a MalueHTa H
(hopmyIsipuTe 3a ChIIIACHE,

HpOIEAypUTE 3a 3alMCBaHe M JIOKIaJBaHe BbB Bpb3Ka ¢ Oe3omac-
HOCTTa, BKJIFOUHMTEIHO OIpeJIeeHHsl 38 ChbOUTHS, KOMTO MOTar Ja ce
3aMKMCBAT M JIOKJIAJBAT, U CPOKOBE 3a JOKIaBaHE;

KPUTEPUH U HPOLELYPH 3a CHMPAHE WM MPEKIECBPEMEHHO MHpeKpa-
TABaHE HAa M3MUTBAHETO HA KIMHUYHOTO JCHCTBHE;

KPUTEpUH M TPOLEAYPH 3a MPOCIEASBAHE Ha YYACTHUIUTE CIEL
MPUKTIOYBAHE HA W3NHWTBAaHE HA JEHUCTBHETO, MPOLEAYpPH 3a
TpocyesiBaHe Ha YYaCTHHIUTE B CIydaidl Ha CHHPAHE WM TPEkKACB-
PEMEHHO IpEeKpaTsIBaHe, MPOLEAYPH 3a MPOCIEIsIBaHEe HA Y4acCTHHIIN,
KOHUTO Ca OTTETJIMUIM CBOETO CBITIACHE, W MPOLEIYpPH 3a YJacTHHIIH,
KOUTO HE MOraT Aa ObJaT OTKPUTH 3a MPOCIESIBAHE;
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HI) Inpoueaypure 3a C’bO6IIIaBaHe Ha pe3yaTaTture OT TECTOBE H3BBH
IIPOYYBAHETO, BKIIOYUTCIHO C’LO6IIIaBaH€ Ha pe3ylraTuTe OT
TECTOBCTC Ha YYaCTHULUTC B U3INUTBAHCTO Ha HeﬁCTBHCTO;

IJ_I) BB3IPUCT TI0OAXO0J 3a HU3rOTBJAHE Ha JOKJIaJda 3a MU3INUTBAHE Ha
KJIMHUYHOTO JCHCTBHE U Hy6J'II/IKyBaH€ Ha pe3yJTaTuTe ChITIAaCHO
IMPaBHUTEC U3UCKBAHUSA U CTUYHUTE NPUHIHUIN I10 pa3aei 22,

aa) CMHUCHK Ha TEXHUYECKUTE W (DYHKIHOHATHUTE XapaKTEPUCTHKH Ha
W3JIEJINETO, BKIIOYUTEIIHO W TE3M, KOUTO ca OOXBaHATH OT W3IIUT-
BAHETO Ha JICHCTBHETO;

a0) Oubmmorpadus.

Axo yact oT uHpopmarmsTa, I0COUYCHa BbB BTOpa AJIMHES, € MPEICTaBECHA
B OTJEJCH JOKyMeHT, ToBa ce rnocoysa B [IMK/I. Byksu ¢), 4), m) u 1)
HE Cce MpuIaraT 3a U3MUTBAaHKA, IPU KOUTO CE M3II0JI3BAT OCTAaHAIN IPOOH.

Korato HsKO#f OT MOCOYEHHTE BB BTOpA allHEs CICMEHTH HE Ce CUMTa 3a
noaxozsuy 3a BkiarouBaHe B [IMKJ] mopaau crenmbukara Ha u30OpaHus
IPOCKT 3a M3IHMTBAaHE, KaTO M3IMOJ3BaHC HAa OCTAaHAJIM NMPOOW/ MHTEPBECH-
LMOHAJHU W3IHMTBaHUS Ha KIMHUYHOTO JEHCTBHE, CE INpenocTaBsi 000C-
HOBKA.

. Jloknan 3a M3NMTBaHE HA KIMHUYHOTO JICHCTBHE

JloknaapT 3a M3MUTBAHE HA KIMHUYHOTO AEHCTBHE, TOIIHCAH OT MEJH-
LMHCKU CIEHUAIUCT WIH JPYro KBaTU(UIMPAHO JHIE C TAKOBa IPaBo,
ChIIbpKa JOKYMEHTaJIHATa MH(pOpMALHUs 3a MPOTOKOJIA 332 M3IUTBAHE BBHB
Bpb3Ka C IUIaHA 3@ M3MUTBAHE HAa KIMHHUYHOTO JNEHCTBHE, PE3YJTATHTE U
3aKJIIOYCHHUSTA OT U3IMUTBAHETO HA KIIMHHUYHOTO ACHCTBUE, BKIIOUUTEIIHO U
OTPHULIATEIIHATE 3aKIIFOUCHHs. Pe3yiraTtire u 3aKIIIOUCHHATA Ca MPO3PAvHH,
O0CKTHBHH ¥ KIMHAYHO 3HAYMMH. JIOKJIAIbT ChIAbPXKA JOCTATHYHO
nHpopManys, 3a ga Obae pa3bpaH OT He3aBUCHMa TpeTa cTpaHa 0e3
NpenpaTkd  KbM JPYTH JOKYMEHTH. AKO € TIPUJIOKHUMO, JOKIaIbT
ChIBpKA U U3MEHEHHUSITA B MIPOTOKOJIA WM OTKJIOHEHHUSITA M M3KIIOYCHHUTE
JIAHHH C TOAXO0JsIa 000CHOBKA.

JIPYTU U3IMATBAHUS HA JIENCTBUETO

Ilo amnamorus, IUIaHBT 32 W3MHUTBAaHE Ha ICHCTBHUETO, NMOCOYEH B paszeln
2.3.2 v 1OoKJIabT 32 U3MHUTBAHETO HA JICUCTBUETO, IIOCOYEH B pasnen 2.3.3,
ce JOKYMEHTHPAT W 3a JPYrd W3MUTBAHUs Ha JCHCTBHETO, PA3IMYHU OT
M3IUTBAHMATA HA KIMHUYHOTO IEHCTBHE.

YACT b

MPOCJIEJSABAHE HA JIEMCTBUETO CJIE] MIYCKAHE HA TTA3APA

4.

IpocnensiBaneTo Ha JAEHCTBHETO Clie]l IyCKaHe Ha Masapa O3HauaBa
HETPeKbCHAT TIPOLeC 3a aKTyaJIn3upaHe Ha OIEHKAaTa Ha JIEHCTBHETO IO
wieH 56 U 4acT A OT HACTOALIOTO MPUIJIOKEHHE U CEe OTpa3siBa KOHKPETHO
B IUIaHa HA TPOM3BOIMTENS 3a HAA30p Clej MyckaHe Ha masapa. [lpu
MPOCIIESIBAHETO Ha JISHCTBHETO CIIeJ ITyCKaHe Ha ra3apa MpOU3BOAUTEIST
AKTUBHO ChOMpa M OLEHSBA JaHHM 3a JICHCTBHETO, KAKTO U OTHOCUMHU
Hay4HHU JaHHH OT yrortpebaTta Ha m3aenue ¢ Mapkuposka ,,CE®, xoeto e
IyCHATO Ha Ia3apa WM IyCHaTo B JEHCTBHE 110 IpeAHa3HaYeHHe
CBITIACHO CBHOTBETHATA IMPOLEJypa 3a OIEHSBAaHE HA CbOTBETCTBHETO,
KaTo LEJIUTe ca MOTBbp)KIaBaHe Ha 0E30MacHOCTTa, JACHCTBUETO H
Hay4yHaTa BaJMIHOCT IPe3 LEIMsl OYaKBaH EKCIUIOATALMOHEH CPOK Ha
U3/ININETO, 3alla3BaHe Ha IMPUEMIIMBOCTTA HA CHOTHOLICHHETO MEXKIY
pHCKa M TOJI3UTE W YCTAHOBSIBAHE HA HOBOBB3HMKBAILM PHCKOBE BbH3
OCHOBA Ha (paKTUYECKU JIOKA3aTeIICTBA.

IMpocnensiBaHeTo Ha JCHCTBHETO CJe/ IMyCKAaHE Ha Masapa ce M3BbpIIBa
CHIVIACHO JIOKYMEHTHpAaH METOJ, M3JIOKEH B IIaHa 3a MpPOCIEIsSBaHe Ha
JICUCTBHETO CJIe/l MyCKaHe Ha Ias3apa.
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5.1.

5.2.

B mmana 3a mpocnensBaHe Ha JIEHCTBHETO Clie/l ITyCKaHe Ha Ia3apa ce
II0COYBAT METOAWTE W TIPOIEIYPUTE 3a aKTUBHO CHOMpaHE M OICHKA Ha
JITAaHHUTE 3a 0€30IIaCHOCTTAa U JICHCTBHETO, KAKTO M HA HAyYHUTE JAHHH, C
e

a) TOTBbpXK/IaBaHe Ha 0E30MACHOCTTA M JICHCTBHETO HA H3JICIHETO Ipe3
LEJUsSI My OYaKBaH EKCIIOATAIMOHEH CPOK;

6) YCTaHOBsIBAaHE€ HAa HEU3BCCTHU JO MOMEHTA PHUCKOBE WM OTpaHUYCHUS
3a JICHCTBUETO U IIPOTHUBOIIOKA3aHUS;

B) YCTAaHOBSBAHE W aHAJIM3 HA HOBOBBL3HMKBAIIM PUCKOBE Bb3 OCHOBA Ha
(bakTHUYECKH J0KA3aTENCTBA,;

r) 3ama3BaHe Ha [PUEMIIMBOCTTA HA KIMHUYHMTE [OKA3aTeICTBA M HA
CHOTHOLIEHMETO MEXJY PUCKa M IIOJ3MTE ChIVIACHO riaBa I, pasmenn
1 u 8 or npunoxenue I, n

1) ompeleisHe Ha BB3MOXKHHU Cllydal Ha CHCTEMAaTHYHA HENpaBUIIHA
ynotpeba.

[InanbT 32 mpocnensBaHe Ha [EHCTBHETO CleJ IyCKaHe Ha Iasapa
BKJIFOUBA Hal-MaJIko:

a) O6I]_[I/ITC METOAU U MNPpOUCAYPHU 3a MNPOCIICASIBAHC HA JICCTBUETO ClIe]T
IIyCKaH€ Ha Iasapa, KOUTO Tpﬂ6Ba Ja ce Ipujiarar, Kato CBGI/IpaHe Ha
HaTpymnaH KIWMHUYCH OIIUT, o6paTHa Bpb3Ka C HOTpe6HTCJ’II/ITe,
IpocieassBaHe Ha Hay4dHaTa JINTepaTypa W Ha JAPYrd H3TOYHHIM Ha
JIaHHH 3a JIEUCTBUETO WJIU HayYHHU NaHHU;

0) crenuamTHUTE METOIU W IPOIEIypH 3a MPOCIesIBaHe Ha NEHCTBHETO
cieq MycKaHe Ha Ta3apa, KOUTO TpsOBa J1a ce Mpuiiarar, Kato mpoou c
Mara3oH Ha KOHIICHTPAUUATa M APYTH JEHHOCTH 32 OCUTYpsIBaHE Ha
KauyeCTBOTO, CMHJIEMUOJIOTUYHN M3MUTBAHMS, OIICHKA Ha ITOJXOJSIIN
peTUCTPH HA TAIMEHTHTE WIH 3a00NsMBaHUATA, TEHETHYHH 0a3n
JaHHW WM W3NUTBAaHUS HAa KIMHUYHOTO ICHCTBUE CIiel MycKaHe Ha
mazapa;

B) 00OCHOBKAa Ha IENCCHOOPA3HOCTTa HAa METOAMUTC 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 YNPaBJICHHETO HA PHCKA MO pasjen 3 oT mpuioxeHue I;

,11) KOHKPETHUTE LIEJIH, KOUTO CH IOCTABA MPOCICAABAHETO HaA JIEHCTBUETO
CJIC IyCKaHC Ha I1aszapa,

C) OIlCHKa Ha JJAaHHUTE 3a JCHCTBHETO BBHB Bpb3Ka C €KBHUBAJICHTHU HIN
CXOJHHU H3OCIHsA, KaKTO U Hall-HOBHTE Hay4YHU NOCTUIKCHUS,

X

a2

IIOCOYBAHE Ha CHOTBECTHHU OC, XapMOHU3HUpPaHU CTaHAApPTH, KOraTto CC€
M3II0JI3BAT OT IPOU3BOAUTEIISA, U CBOTBETHHUTE HACOKH 3a IPOCICO-
SABAaHCTO Ha ﬂeﬁCTBHCTO CJICA IMyCKaHE€ Ha Iasapa; u

3) noxpobeH u jpobpe obocHoBaH rpaduk 3a  geifHocTuTe  3a
npocie/sBaHe Ha JEHCTBHETO cieJ| IyCKaHe Ha [asapa, KaTo
HAIpUMEp aHaIW3 Ha JAHHUTE 3a IPOCJICISIBAHCTO Ha [CiCTBHETO
clIeJl IyCKaHe Ha Tasapa U JIOKJIaJBaHe, KOMTO TpsibBa ja ObaaT mpen-
HPHETH OT IPOU3BOJUTEII.

HpOI/I3BO[[I/IT€JI$IT aHaJlM3upa 3aKIOYCHHATA OT IIPOCICASBAHETO Ha
JICMCTBUETO ClIe IIyCKaHe Ha I1asapa M JOKYMCHTHpaA pe3yJTaTUTIC B
JIOKJIag 3a OL€HKa Ha MPOCIICAABAHETO Ha JIEUCTBUETO CIIEN IIyCKaHE Ha
naszapa, € KOWTO ce aAKTyaJiu3upa AOKJIaAbT 3a OLCHKAa Ha HCﬁCTBHCTO u
KOMTO € YacT OT TeXHHYecKaTa JOKYMEHTalUsl.

3aK/IIOYeHHATA Ha JOKJIAJa 3a OIIEHKa Ha MPOCIEIsBAHETO Ha JeHCTBUETO
cliesl MyCKaHe Ha Iasapa ce B3eMaT MpEJBHUJI 3a OLIEHKaTa Ha JeiicTBHeTO,
nocodyeHa B 4jaeH 56 M B 4yacT A OT HACTOSIIOTO TPUIIOKEHUE, U B
YIPaBJICHUETO Ha PHCKA, MOCOYEHO B pasjen 3 oT npuioxenue I. Axo
IpH NPOCIIEABAHETO HA JEHCTBHMETO cliej| MyCKaHe Ha masapa Obje ycTa-
HOBEHa HEOOXOAMMOCT OT MPEBAHTUBHU W/WIM KOPHUIMpAILIM MEpKH,
IPOM3BOJUTENAT TIPEANPHEMA TE3H MEPKU.

Axo ce IpeHeHu, 4€ MPOCICASIBAHETO Ha JIEUCTBUETO CIIE]T IIyCKaHE€ Ha
nazapa HE € INOAXOJAIIO 3a KOHKPETHO M3ACJIUE, TO B JOKJIaaAa 3a OLICHKa
Ha JICHCTBUETO C€ IpeaocTaBss JOKyMEHTHpaHa 000CHOBKA.
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1IPUJIOJKEHUE X1V

UHTEPBEHIIMOHAJIHU U3IIUTBAHUA HA  KIIMHUYHOTO
AEMUCTBUE W HAKOU JAPYTM BUJIOBE M3IUTBAHUS HA
JEUCTBHUETO

I'JIABA 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, nNpeaHasHadyCHU 3a MU3I0JI3BAaHC B UHTCPBCHIIMOHAIIHU U3IMUTBAHUA
Ha KIMHHYHOTO ﬂeﬁCTBHe WIKn Jpyrd U3INUTBaHUSA Ha JICCTBUETO CBC
CBII'BTCTBAILIM PUCKOBE 3a YYaCTHHULUTC B HU3INWUTBAHUATA, CIIOHCOPBHT U3IOTBA U
npeacrass 3asiBJICHUE CHIVIACHO YJICH 58, NPpUAPYIKEHO OT CJICAHUTE TOKYMCHTH!

1. OOpasel Ha 3asBIeHHE

OOpaselbT Ha 3asBICHHE CE€ TIIONMbBJIBA HAUICKHO, KaTo Ce IOCOYBa
cieaHata uHGOpMaIHs:

1.1. wmMe, azpec W JaHHH 3a BpPbh3Ka ChC CIIOHCOpA M aKO € MPWIOKHMO, HME,
ajJpec W JaHHH 3a BPB3Ka C HErOBOTO JIMIIETO 332 KOHTAKT WIJIM HETrOBHS
MpeCTaBUTEN ChITacHO wieH 58, maparpad 4, ycranoen(o) B Cbro3a;

1.2.  axo ca pa3nuuHHU OT Te3u Mo pasaen 1.1 — ume, agpec U AaHHH 3a BpB3Ka
C MPOU3BOAUTEIISI HA M3ENIUETO (32 LeNMTe Ha OLEHKaTa Ha JeHCTBHETO) U
aKo € NPWIOKUMO — Ha YII'bJIHOMOILECHHUS MY IPEJICTaBUTEII,

1.3. HanMeHOBaHHME Ha M3MUTBAHETO HA JEHCTBUETO;
1.4. enuneH uaeHTH(UKAIIMOHEH HOMEp ChIVIACHO uieH 66, maparpad 1;

1.5. eram Ha W3MUTBAHETO Ha I[eflCTBPIeTO, KaTo MIpeaCTaBssHE Ha IIbPBO 3asB-
JICHUEC, ITOBTOPHO MNPEACTaBAHE Ha 3asBJICHUC, CBIICCTBCHO U3MCHCHUC,

1.6. mozxpobGHa uH(pOpMANWs W/WIM Tpenparka KbM IIaHA 3a W3NUTBAHE HA
JeHCTBHETO, KaToO BKJIIOYBAaHE Ha MOJApoOHa MH(opManus 3a erama Ha
MIPOCKTUPAHE Ha M3MUTBAHETO HA JEHCTBUETO;

1.7. Ipyu OpeaACTaBsAsHE Ha I[OCICABAIO 3asBJICHUEC BBB BPb3Ka C HU3JCIUEC, 3a

KOETO BeYe € IMOJaJeHO 3asBieHMEe — gata(M) u pedepeHTeH(HN)
HOMep(a) Ha NPEeIXOAHOTO(MTE) 3asiBICHHE(S), a TIpPU  CHIIECTBEHO
W3MEHEHHe — II0COYBAHE HAa ITbPBOHAYAIHOTO 3asBieHHe. CIOHCOPBT

IocoYBa BCHUYKU IMPOMEHHU CHPSAMO MNPEAXOAHOTO IIOAAZICHO 3asiBJICHUEC,
3a€HO C 000CHOBKa 3a TAX, W TMO-CIIEHHAJIHO [JaJidi Ca HallpaBEeHU
HsJKaKBM [POMEHU BBB Bpb3Ka CbHC 3aKIOYCHUATA OT IPEAXOJAHU
nperjeid Ha KOMIICTCHTHUS OpraH WJIKM Ha KOMHUCHUATA 110 €THKA;

1.8. mpM eIHOBPEMEHHO MOJAaBaHE W HA 3asBJICHHC 3a KIMHUYHO HM3IHMTBAHE
coerinacio Permament (EC) Ne 536/2014, mocouBane Ha oOduIHaHUs
PETHCTPAHOHEH HOMEpP Ha KIMHHYHOTO H3IHTBAHE;

1.9. nmnocouBaHe Ha ABPIKABUTE YJICHKU U TPETUTEC AbPIKABH, B KOUTO LIE CE€
IPOBEAC M3IMUTBAHCTO Ha KIMHHUYHOTO JICCTBUE KAaTO 4YacT OT MHOIO-
LCHTPOBO HJIUW MHOIOHAllMOHAJTHO M3IMTBAaHC KbM MOMCHTA Ha IMOJaBaHE
Ha 3asBJICHUCTO,

1.10. xpaTko omucaHue Ha HM3ICTUETO 3a M3MUTBAHE HAa ACHCTBHETO, HEroBaTa
kIacuuKaIys U apyra uHbopManus, HeoOXoauMa 3a UICHTUPUITIPAHETO
Ha HM3[EIMETO U HETOBHUS 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 U3NHUTBAHE Ha HCﬁCTBHeTO;

aKo € TMPUIIOKUMO, MH(MOPMAIMsS OTHOCHO H3JENNETO, M3IMOI3BAHO KaTo
KOMIIapaTop, HerosaTa KiacH(HUKalms, KakTo U Jpyra uHdpopmauus, Heoo-
XO/MMa 3a MACHTU(HUIMpaHEe HA U3/IENTHETO, U3IOI3BAHO KaTO KOMIApaTop;

. JIOKa3aTelCcTBa OT CIIOHCOPA, Y€ KIMHUYHHAT M3CICI0BATENl M CHTHPBT 3a
MPOBEX/JAHE HA M3MUTBAHETO MOTAT Ja MPOBEAAT W3MUTBAHETO Ha
KIIMHHYHOTO J€HCTBHE B CBHOTBETCTBME C IUIaHA 3a H3IUTBAaHE Ha
JIECTBUETO;

JMAHHM 3a OYaKBaHATA HaJalHa JaTa W MPOIBIDKUTEIHOCTTA Ha W3ITUT-
BAHETO Ha JCHCTBHUETO;

. JIaHHU 3a WIeHTH(UIMpaHe HAa HOTH(UIMPAHHS OpraH, ak0 TaKbB BeYe
yuacTBa KBbM €Tala Ha TOJlaBaHE Ha 3asBJCHHE 3a HW3IHMTBAHETO Ha
JIECTBUETO;

TIOTBBPKACHUC, Y€ CIOHCOPBHT € 3amo3HaT C (baKTa, Y€ KOMICTCHTHHUAT
Oopran MOX€ Ha C€ CBBPXKE C KOMHCHATA 10 C€THKA, OILCHABAIA WU
OIICHMWJIA 3asBJICHUCTO,

JeKnapanusaTa mo paszgen 4.1.

Bpomrypa na uzcnenoBatens

bpomypara Ha uscnenoBarens (1) cvabpxa nadopmarmsta 3a u3aenuero
34 U3IIMTBAHC Ha HeﬁCTBVIeTO, KOSITO € OT 3HAYCHHUC 3a H3IUTBAHCTO U €
HaJIMYHAa KbM MOMEHTA Ha 10J[aBaHe Ha 3asBJICHHETO. Besika akTyaau3anust
Ha BU win HanuuueTo Ha apyra HOBa WH(OpMALHs OT 3HAUYCHUE 33 U3IUT-
BAHETO Ce ChOOIIaBa CBOCBPEMEHHO Ha m3cienosarenute. BU e scHo 0603-
Ha4yeHa U ChIbPXKA MO-KOHKPETHO ClieHATa MH(OpPMAIHUS:

Wnentudukanus 1 onucaHne Ha U3JEINeTo, BKIIOYUTEIHO HHpOpMaLus 3a
MpeIHa3HaYeHNeTo, KiIacu(pUKauusTa B 3aBUCUMOCT OT PUCKA M IIPUIIO-
KUMOTO TNpaBWiIO 3a kiacuduxanus cbriacHo npuioxenue  VIII,
MIPOEKTUPAHE M TPOM3BOJCTBO Ha W3JEIUETO M TOCOYBAHE HA MPEAXOIHH
W CXOJHM TOKOJICHHUS Ha W3JIEJIUETO.

WHCTPYKIIMM ~ HA  MPOM3BOAWTEIS 3@  WHCTAIMpaHE, MOIUIPHKKA,
MOAAbPKAHE Ha CTAHJAPTUTE 38 XHWIHCHA M YHoTpeda, BKIIOYHUTEIHO
M3UCKBAHUs 3a CBHXPAHCHHETO M paborara ¢ W3IEIHEeTO, KakTo W,
JIOKOJIKOTO € HajJu4Ha, UH(pOpMaIHs, KOATO TpsiOBa Ja ce MOCOYM Ha
eTUKeTa, ¥ MHCTPYKIMHU 3a yrnorpeba, KOUTO TpsOBa Ja ce MPEeJOCTaBsT C
M3JIeINETO TIPU MyCcKaHeTo My Ha maszapa. OCBeH TOBa ce ChAbpxkKa HHPOP-
Maiys, CBbp3aHa ChC CHOTBETHOTO OOY4YCHHE, KOCTO CE M3MCKBA.

AHaIINTHYHO IEHCTBUE.

C’LI]_ICCTByBaHII/I KIIMHWUYHU JaHHU U MO-KOHKPETHO!:

— OT OTHOCHMMa pClCH3MpaHa Hay4YHa JIATEparypa MW  HAJIWYHU
KOHCEHCYCHU CKCHEPTHU CTaHOBHUINA WA MO3WMIUHM HAa CBHOTBETHUTE
HpO(beCI/IOHaJ'IHI/I CIAPYXKEHUSA OTHOCHO 6830HaCHOCTTa, [[eﬁCTBPIeTO,
KIMHAYHUTE TIOJI3KM 3a IMalUCHTUTE, I[POCKTHUTE XapaKTCPUCTUKH,
Hay4YHaTa BaAJIUIHOCT, KIIMHUYHOTO L[eﬁCTBHC U NpeaHasHAYCHUCTO Ha
HU3OCITUETO W/WIIA HA €KBMBAJEHTHH HIH CXOOHM M3IOCIINS,

— Jpyrd OTHOCHMH HAJTWYHU KJIWHUYHU JAaHHW OTHOCHO 0€30MacHOCTTa,
Hay4yHaTa BAIUAHOCT, KIMHUYHOTO ACUCTBHE, KIMHUYHUTE IIOJI3H 3a
MAIeHTUTe, MPOCKTHUTE XapaKTePUCTHKH M TpPEeJIHA3HAUYEHHETO Ha
MOJOOHW  W3MCTHs, BKIOYATETHO moApoOHa uHpopmaims 3a
MPUINKUTE W PA3IHKHUTE C BBIPOCHOTO H3JEIHE.
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2.5.

2.6.

2.7.

2.8.

4.1.

4.2.

4.3.

4.4.

4.5

Pesrome Ha aHa/M3a HAa pUCKA M MOJI3UTE U YNPABIEHUETO HA PUCKA, BKIIO-
YUTENHO MH(MOPMALMS 33 W3BECTHUTE WM HPEIBUAUMUTE PUCKOBE U 3a
IpeynpexIeHHATA.

3a U3CIHsA, BKIIIOYBAIIW ThbKAaHH, KJICTKW M BCIICCTBA OT YOBCIIKH, KUBO-
THUHCKH WA MI/IKpO6CH pousxona — noupo6Ha I/IH(i)OpMaI_IPIH 3a TBKAaHUTE,
KIICTKUTE W BelleCTBaTa M 3a CBOTBETCTBUCTO C IIPHIIOKHUMUTE O6HII/I
M3MCKBAaHUS 3a 0O€30IacCHOCT U L[eﬁCTBHC n 3a YIPaBJICHUETO Ha
KOHKPCTHHSI PUCK BbBB BPBb3Ka C TE3U ThbKaHH, KJICTKU U BCIICCTBA.

Cnucek ¢ noz[po6Ha PIH(iJOpMaI_II/IH 3a U3IBJIHCHHUECTO HA CbOTBCTHUTC 06HH/I
M3UCKBaHUs 3a OE30MacCHOCT U ,IleﬁCTBPIe, OIpeACIICHN B IIPUIIOKCHUC I,
BKIIFOUUTCIIHO CTaHAAPTUTC U OC, TIPUJIOKCHU M3LSUI0O WM YaCTU4YHO,
KaKTO M OIMCaHME Ha PCUICHHUATA 3a HU3IBJIHCHUC HAa CHOTBETHUTC O6HII/I
M3UCKBaHHUsS 3a 0€30MaCHOCT U HeﬁCTBHC, JOKOJIKOTO TE€3U CTaHAapTU U oC
HC Ca HM3IIBJIHCHH, HU3IIBJIHCHU Ca CaMO YaCTHU4YHO HJIK JIMIICBAT.

HOZ[p06HO OIMKUCaHWEC Ha KIUHUYHUTE TIpOoUCAYypU U JUAHOCTUIHUTE
TECTOBC, MU3IIOJI3BAaHU B IIpOLECa Ha MU3NUTBAHETO Ha Hel‘/’ICTBI/ICTO7 u 1o0-
CrenuaIHO I/IH(i)OpMaI_H/ISI OTHOCHO BCSKO OTKJIIOHCHHE OT HOpMaJiHaTa
KIIMHUYHA IIpaKTUKa.

Ilnan 3a wu3nuTBaHE Ha JEHCTBHETO CBIVIACHO paszgend 2 U 3 oT
npunoxenne XIII.

Jpyra undopmauus

TToanucana JACKiIapanys  OT (bHSH‘IeCKOTO WK HOpUAUYECCKOTO JIMIEC,
OTroBapsIlo 3a MPOU3BOACTBOTO Ha MU3ACIUMETO 3a MU3INWUTBAHC Ha
ﬂeﬁCTBMeTO, 4€ CHOTBETHOTO H3CIUEC OTroBapsi Ha O6IJ_L1/ITe HN3HUCKBaHUA
3a 0e30MacHOCT H JICUCTBUE 110 TIPUIJIOKECHUC I, C M3KJIIOYCHUEC Ha
ACIICKTHUTE, 00XBaHATH OT M3MHWTBAHETO HA KIWHUYHOTO }lel‘/'ICTBI/Ie, u 4e
10 OTHOILICHUC Ha TE3W AaCIICKTHU Ca B3€TH BCHUYKU MNPCANIa3HU MEPKU 3a
3aKpuiia Ha 3ApaBeToO U 0e30macHOCTTa Ha ydacTHULIMTE.

AKO € IPHJIOKHMMO CBIVIACHO HALMOHAIHOTO TPABO, KOMUE OT CTAaHOBHUILE-
To(aTa) Ha ChOTBETHATA(MTE) KOMUCHUS(M) 10 €TUKA. AKO ChIJIACHO HALMO-
HQJIHOTO NpaBO CTAaHOBHIIETO(aTa) HA KOMHCHUATA(MTE) 10 €THKA HE ce
U3MCKBA(T) MPH MOJABAHETO HA 3asBJICHUETO, KOIMME OT CTaHOBMILETO(aTa)
ce MpeJCcTaBsi, BeJHara oM TakoBa(uBa) e(ca) HaJuLE.

JlokasaTesICTBO 3a 3aCTPaxOBaTEIHO MOKPUTHE WM Apyra (popma Ha 00e3-
LIETEHHE 3a YYAaCTHHLMUTE 3a NPUYMHEHUTE YBPEXKIaHHs, KAaKTO € Ipel-
BHJICHO B WICH 65 M CHOTBCTHOTO HALMOHAIHO IIPABO.

JIOKyMEHTH, KOMTO I€ Ce H3MO0JI3BAT 3a MOJydaBaHe Ha HHQPOPMHUPAHO
chbrilacHe, BKIIOYMTENHO (opMmyisip ¢ uHOpManus 3a MalueHTa |
JOKYMEHT 32 MH(OPMUPAHOTO ChITIACHE.

Onucanne Ha TpeANpUeTHTe MEpPKH 3a Cla3BaHE Ha NPHIOKUMHTE
MpaBuUJIa 3a 3allUTa U MOBEPUTEITHOCT HA JUYHUTE JAHHU U MO-KOHKPETHO:

— OpraHM3allHOHHU U TEXHHYCCKH MEPKH, KOHTO e OBIAT MPEANPHETH C
men ga ce m30erHe HepaspelieH IOCTBII, OMOBECTSBaHE, PasmpocTpa-
HEeHWe, MPOMsHA WM 3ary0a Ha oOpaboTBaHa WH(pOpMALHUS U JIHYHH
TTaHHI;

— OmnHcaHWe Ha MEpPKUTE, KOUTO Ine ObJaT MPeAlpUeTH C el aa ce
rapaHTHpa MOBEPUTETHOCTTA HA 3aMMCUTE W JIMYHUTE JaHHU HA y9acT-
HHUIIUTE;
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4.6.

— OIIMCAaHUE Ha MCPKUTEC, KOUTO MIC 6T)IIB_T OpeanpueTu B cnyqaﬁ Ha
HapyluieHue Ha CUI'YpHOCTTa Ha JMaHHHUTE, 3a da €€ CMEKYAT CBCHTY-
AJIHUTC HEXKCJIaHU ITOCICIUIIN.

Ha xoMnereHTHHs opraH, KOHTO pasriexaa 3asBICHUETO, IIPU MOUCKBAHE
ce MpPEACTaBAT IBJIHM JaHHM 3a HaJMYHATa TEXHMYECKa JOKyMEHTallus,
HanpuMep MOApoOHA [OKYMEHTalUs 3a aHallkM3a W YIPaBICHHETO Ha
pHUCKa WM KOHKPETHU JOKJIAAM 33 W3MUTBAHUATA.

I'JIABA 11
JPYTH 3AABJOKEHUS HA CIIOHCOPA

. Cl'lOHCOp"bT C€ 3albJKaBa 1a CbXpaHsABa Ha Pa3IOJIOKCHHUC HA KOMIIETCHTHUTE

HallMOHAJIHU OpraHu ngjaaTta JOKyMCHTalLu, He06x0)1uma 3a NpeACTaBsAHC Ha
JI0KasaTeJICTBa 3a JOKYMCHTalLMsATa 110 IJlaBa I or Hacrosimoro TMIPUIIOKECHUEC.
Ako CIIOHCOPBT HE € (1)1/[31/1‘{BCKOT0 WA IOPUAUYICCKOTO JIMLE, OTTOBapsIIO 3a
IPOU3BOACTBOTO Ha MU3JACJIMUETO 3a U3IMTBAHC Ha ﬂeﬁCTBHeTO, 3aABJKCHUCTO
MOXKC Jia C€ M3IBJIHU OT TOBaA JIMILEC OT UMETO Ha CIIOHCOpA.

. CHOHCOp'bT nMa JOrOBOPEHOCT, 3a Ha CC€ rapaHThpa, 4€ BCIAKO CEPUO3HO

HEe)KeJlaHO CHOMTHE WM Ha JIPyro chOuTHE 1Mo wieH 76, maparpad 2 my ce
JIOKJIA/[BA CBOCBPEMEHHO OT H3CIEI0BaTENsI(UTE).

. HOKyMeHTaLII/IS{Ta, IMOCOYC€HAa B HACTOAMIOTO MNPUIIOKEHHE, CE€ CbXpaHsABa B

MpoAb/DKEHHE Ha Hail-manko 10 roamHM ciep Kpas Ha HW3NUTBAHETO Ha
KJIMHUYHOTO JIEWCTBHE Ha CHOTBETHOTO H3JIEJME WIIM, aKO BIIOCIECICTBHE
M3JIEIMETO € IMyCHATO Ha Tas3apa, B NMpOoIb/DKeHHe Ha Hah-manko 10 roamHu
clle/l MyCKAaHEeTO Ha Ia3apa Ha IOCICIHOTO H3JeNue.

Besika AbpiKaBa YWICHKA BBBEXKJa H3MCKBAHEC MOKyMCEHTalusATa, IIOCOYCHA B
HacTOSAIIOTO IIPUIIOKCHHUE, Ha CC CbXpaHsBa Ha pPa3lOJIOKEHHE Ha KOMIICT-
CHTHUTE OpraHu 3a CpOKa, IIOCOYCH B II'bpBa aJIMHES, aKO CIIOHCOPHT HIIN
JIMIETO MY 3a BpPb3Ka, YCTAHOBCHO Ha TECPUTOpUATA I‘/I7 u3nagHe B HECHCTOs-
TCJIHOCT WU IIPEKpaTH CTOIIaHCKaTa CUu JIeHOCT npeau U3THYaHeTO Ha TO3U

CPOK.

. CHoHCOpPBT Ha3HayaBa KOHTPONBOP, KOWTO € HE3aBHCHM OT IICHTBpa 3a

TPOBEXKIaHEC Ha M3IUTBAHE, 3a Ja C€ TrapaHThpa, Y€ H3NUTBAHETO Ha
KJIMHUYHOTO JICWCTBHE Ce MPOBEXJa B CHOTBETCTBHUE C IUJIaHA 3a WU3MUTBAHE
Ha KJIHMHAYHOTO Z[ef/iCTBI/Ie, TIPUHOMUIIUTE Ha I[O6paTa KJIMHUYHA TPAKTHKa W
HaCTOAIIUSA PEriIaMEHT.

. CHOHCOp"bT IIpoBe)Kaa Z[OKpaﬁ IpociaeAssBaHETO Ha Y4YaCTHULUTE B H3IUT-

BaHECTO.
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IIPUJIOJKEHUE XV

TABJUMLIA HA CBOTBETCTBUETO

Jupextusa 98/79/EO

Hacrosimusr perirameHT

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 T

\§J|

P o » o » o »

X

maparpa¢ 1
naparpag 2
naparpad 3
naparpag 4
naparpag 5
naparpad 6

naparpag 7

maparpa¢ 1
naparpad 2
maparpa¢ 3
naparpad 4
naparpad 5
naparpad 1
naparpag 2

naparpa¢ 3

maparpa¢ 1, mbpBa amuHes

maparpa¢ 1, Bropa ammHest

naparpag 2
naparpad 3
naparpad 4
naparpad 5
naparpag 6
naparpad 7
naparpag 8
maparpad 9
maparpad 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, maparpag 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,
maparpad 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, nmaparpad 1

Unen 49

maparpad 4

UYnen 51, maparpad 2

Unen 48, maparpad 12
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Jlupertusa 98/79/EO HacToSIMAT peramenT

Unen 9, maparpad 12 Unen 54, maparpad 1

Unen 9, maparpad 13 Unen 48, maparpad 2

Unen 10, naparpadu 1 u 2, unen 10, maparpa¢ | Ynen 26, maparpad 3 u uwieHose 27 u 28

3, BTOpO M3peuenue 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 ajMHes

Unen 11, nmaparpad 3 Unen 84, nmaparpad 7

Unen 11, maparpad 4 —

Unen 11, nmaparpad 5 Unen 86

Unen 12 Unen 30

Unen 13 Unen 93

Unen 14, maparpad 1, Gyksa a) —

Unen 14, nmaparpag 1, 6yksa 0) Unen 47, naparpagu 3 u 6

Unen 14, maparpad 2 —

Unen 14, maparpa¢ 3 —

Unen 15, maparpad 1 Unenose 38 u 39

Unen 15, maparpad 2 Unen 32

UYnen 15, nmaparpad 3 UYnen 40, naparpadu 2 u 4

Unen 15, maparpad 4 —

Unen 15, nmaparpad 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

Yen 19 Yen 102

Unen 20 Unen 97

Unen 21 —

Unen 22 —

Unen 23 —

Unen 24 —
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