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[II

(TTodzomsumennu armose)

CbBET

MO3ULMA (EC) Ne 3/2017 HA CbBETA HA ITbPBO YETEHE

C orIey; mpueMaHeTo Ha pernaMeHT Ha EBponeriickns nmapmaMenT u Ha CbBeTa 33 MENMUMHCKITE M3TEINA
32 MHBUTPO JMarHOCTMKA ¥ 32 0TMsiHA Ha [Tupexktusa 98/79/EO u Pemenne 2010/227/EC Ha Komucusra

IIpuera or Cueera Ha 7 Mapt 2017 1.

(TekcT oT 3Hauenue 3a EMII)

(2017/C 126/01)
EBPOITEVICKMSIT ITAPITAMEHT M CBbBETBT HA EBPOIIEVICKIS CHIO3,

Karo B3exa mpemsun [loroopa 3a ¢yHKUMOHMpaHeTOo Ha EBpomeiickusi cbio3, M mo-cremman#€o uieH 114 u umen 168,
naparpa¢ 4, Gyksa B) OT Hero,

KAaTo B3exa IIpelIBUI TpefioxKeHyeTo Ha EBporelickata KoMucus,

CIlefl TpelaBaHe Ha MPOeKTa Ha 3aKOHOJATEIIHMS aKT Ha HALMOHATIHUTE TApIIaMeHTH,

KaTo B3eXa IpelBMJ] CTAHOBUILETO Ha EBponerickust MKOHOMMYeCKM U coLparieH Komutet ('),
crert KoHCynTauusi ¢ Komurera Ha pernoHure,

B CHOTBETCTBME C OOMKHOBEHATA 3aKOHOATeNHa Tpouenypa (3,

KaTo MMaT NpeMBIH, de:

(1)  Hupexrusa 98/79/EO Ha Espomeitckust maprmament u Ha CbBera () chcTansiBa HOpMatuBHata ypenba Ha Cbro3a BbB
BPb3KA C MEMUMHCKMTE M3NEMMsl 33 MHBUTPO NMArHocTuka. HeoGxomuM e ofade OCHOBEH Iperniell Ha IOCOYEHATa
[IMPEKTVBA, 3 [a Ce Chb3game CTabuIHA, MPO3payHa, MpeCKa3yeMa ¥ YCTOIMUMBA HOpPMAaTMBHA ypenba 3a MEIMIMHCKUTE
M3OeNMsi 33 MHBUTPO MNMATHOCTHKA, TAPAHTHPAIIA BUCOKO HMBO HA OE30MACHOCT ¥ 3aKpWiia Ha 3[PaBeTo, Karo
eIHOBPEMEHHO C TOBA Ce TOMIOMAraT MHOBALMNTE.

(2)  C mHacrosuumsi perfaMeHT ce LMy [a Ce TApaHTHpa Oe3NpeIrsITCTBEHOTO (YHKUMOHMPAaHE HAa BBTPELIHMS Ma3ap Ha
MEIMUVMHCKNTE M3IENst 32 MHBUTPO IMATHOCTVMKA HA 0a3aTa Ha BMCOKO HMBO HA 3aKPWMIIA HA 3IPaBETO Ha MALMEHTHUTE U
norpebuTenyTe, M KaTo ce B3eMaT IPEHBMI MAIKMUTE M CPENHUTE NMPENNPUSATIS, Pa3BMBALIM MEIHOCT B TO3M CEKTOP. B
CBIOTO BpeMe HAaCTOSIIMAT PerlaMEHT YCTAHOBSIBA BIMCOKM CTAHAAPTH 33 KauecTBOTO ¥ GE30MAaCHOCTTA Ha MENMIMHCKUTE
M3MeNnusl 33 MHBMTPO NMATHOCTMKA, 3a IIa Ce OTTOBOPYM Ha OOLIMTe OmaceHus BbB BPb3Ka C 6E30MACHOCTTA HA Te3
TNPOIyKTH. HacTOAWMAT pernaMeHT cy NOCTaBs eJHOBPEMEHHO M MBETe LN, KOMTO Ca HepaspyBHO CBbP3aHM Y €IHAKBO
Baxuu. Ha ocHosanme wnen 114 or [lorosopa 3a QyHkumonmparero Ha Esponeiickus cbios (IQEC) macrosmmsr

(") Cranosuue ot 14 depyapn 2013 1. (OB C 133,9.5.2013 1., c1p. 52).

(*) TNozuums Ha Esponeiickus maprnament ot 2 anpun 2014 r. u nosuuys Ha ChBeTa Ha MbPBO yeTeHe oT 7 MapT 2017 1.

(*) Oupexrnsa 98/79/EO Ha Epomeitckust mapiameHT u Ha ChBera oT 27 OKTOMBpM 1998 I. OTHOCHO OMArHOCTIYHNTE MENMIMHCKI M3 in
vitro (OBL 331,7.12.1998 ., c1p. 1).
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pernamMeHT XapMOHM3Mpa TNpaBuiiaTa 3a ITyCKaHeTO Ha Nasapa M IyCKAHETO B NEfiCTBME Ha MEAMLMHCKMTE M3LENMs 3a
VHBUTPO IMATHOCTHKA U TEXHUTE TIPUHAIUIEXHOCTM Ha Masapa Ha Chio3a, OnaronapeHne Ha KOETO KbM TAX e MOXKe Jia ce
npuiara NPUMHUMIGT Ha CBOOOJHO MBIKeHMe Ha cTOKM. Ha ocHoBauue uned 168, maparpad 4, Gyksa B) JQEC
HACTOSIIIMAT PEITIAMEHT YCTAHOBSIBA BIMCOKM CTAHIAPTM 3a KAueCTBOTO M (E30MACHOCTTA HA MEMMIMHCKUTE M3TENMs 3a
VHBUTPO IMATHOCTHKA, KATO OCMIYPSBA, HApel C APYTOTO, HaIeXIHOCTTA M CTAOMIIHOCTTA HA NaHHUTE OT M3MMTBAHMSTA
Ha [IEJCTBYETO U 3alIMTaTa Ha OE30I1aCHOCTTA Ha YYACTHUIMTE B Te3M M3IMTBAHNSL.

(3)  Hacrosmmsr permaMeHT HsMa 3a Liel a XapMOHM3MpPA HpPaBMIIATA, OTHACSAIM Ce JIO MO-HATaTBIIHOTO IIPENOCTaBsiHE Ha
nasapa Ha MENVIUMHCKUTE M3NENNs 3a VIHBUTPO NMArHOCTUKA, CIIef KaTo Beue ca IyCHAaTM B JICHCTBME, Hampumep B
KOHTEKCTa Ha Ipogaxobure Bropa ymorpeba.

(4)  OcHOBHU efeMeHT Ha [IeVICTBALIVsT HOPMATUBEH MOIXOM, KaTO Ha30pbT Ha HOTUQMUMPAHNUTE OPraHM, KIACUPUKALISITA B
3aBUCHMOCT OT PMCKA, NPOLEIypUTEe 3a OLEHSABAHE HA CHOTBETCTBMETO, OIEHKATAa HA AECTBMETO M M3NMTBAHMATA HA
[eVICTBIETO, NPOCTIENSIBAHETO Ha 0€30MMACHOCTTA M HAN30PBT Ha Ia3apa, CIefBa 3HAUMTENIHO [Ia Ce YKPEIsT, Kato
IIHOBPEMEHHO C TOBA CE BKIIIOYAT pasnopendy 3a rapaHTHMpaHe HA MPO3PAYHOCTTA M MPOCTEAMMOCTTA HA MEIMLMHCKUTE
V3MIeNNsI 33 MHBUTPO JMAarHOCTMKA, 33 JIa Ce [IOCTMUTHE M0-BICOKO HMBO HA 3aKpMIla HA 3[paBeTo 1 6e30MacHOCTTa.

(5)  IokonkoTo € BB3MOXKHO, CllelBa 1 Ce B3EMAT IpEIBUI HACOKMTE, pa3pabOTeHM Ha MEXKIYHAPOINHO pABHMUIE 33
MEIMUMHCKATE WM3NENMsl 33 MHBUTPO [MAarHOCTMKA, OCOOEHO B KOHTekcTa Ha PabotHara rpyma mo riobanmHara
X4pPMOHM3ALMSL M HA CH3MANCHMs] 10 HellHA MHMUMATMBA MeXIyHaponeH QOpYM Ha PperylaTOpHUTE OpraHu 3a
MEIMIUMHCKMTE M3MIENHNs, 33 Ia Ce HAChPUM MEKIyHAPOIHOTO COMMKABaHE HAa HOPMATMBHMUTE ypembu, KOETO TONMPUHACS 3a
BMCOKO HVMBO Ha 3alIMTa HA OE30NaCHOCTTA B CBETOBEH Mauiab M YIeCHsBa ThPIOBMSTA, O-KOHKPETHO MO OTHOLICHME Ha
pasnopenute 3a yYHMKanHa MOCHTUQUKALMS HA M3JeNMaTa, OOMIMTE M3MCKBAHMS 3a OE30MACHOCT M [EHCTBHE,
TeXHJYeCKaTa JOKyMEHTALs, IPaBUiIaTa 3a Knacuukauus, IpoLeypuTe 3a OLeHsBaHe HA COTBETCTBUETO U KIIMHMYHNTE
IIOKA3aTeIICTBa.

(6) C'!)IIICCTByBaT ocobeHn XapaKTEPUCTUKM HA MEOMLUMHCKUTE M3OEINA 3a MHBUTPO TIMArHOCTMKa, IO-KOHKPETHO II0
OTHOLICHME Ha KJ'IaCI/I(i)I/IKQHI/IﬂTa B 3aBUCUMOCT OT PUCKa, IpOLEdypuUTE 3a OLUEHABAHE Ha CHOTBETCTBMETO M KIIMHUYHUTE
OKa3aTeJICTBd, KAKTO U 0CcobeHN XapaKTEpUCTUKM Ha CEKTOopa Ha Te3M M3[OCINsA, KOUTO HallaraT IIpUEMAHETO Ha
CrelnanieH 3aKOHOMATeNleH akKT, KOWTO Nia € OTHelleH OT 3aKOHONATEeJIHUTE aKTOBE 3a OCTaHAIMTe METULIMHCKU M3MeNnus,
JIOKaTO XOPMU3OHTAJIHUTE ACIICKTU, KOUTO Ca 06IIII/I 3a IBaTa CEKTOpa, CJIenBa 1a C€ yenHAKBAT.

(7)  TIpunoxHOTO TONe Ha HACTOSIIMS PEINIAMEHT CIelBa SICHO NIa Ce Pa3IpaHMyM OT TOBA HA APYTM 3aKOHONATEIIHY aKTOBE BbB
BpPb3KA C MPOAYKTM KATO MEMMIMHCKMUTE M3IENus], IPOIyKTUTe 3a obuia nabopatopHa ymotpeba u IPORYKTUTE, IpeIHa3-
HauyeHy CaMo 3a HaYYHOM3CIIENOBATENICKY LETIN.

(8)  HmbpxKasure uIeHKM CrefiBa 1a HOCAT OTTOBOPHOCTTA 33 B3eMaHE Ha pelleHMe IPY BCEKM KOHKPETEH CIyuali Hamy JaneH
TPOMYKT MoNana B 00XBaTa Ha HACTOSILNS PEINIAMEHT. 3a [1d CE TapaHTMPAT MOCICHOBATEHI PELICHNS 32 KIaCUPUKALs
BB BPB3KA C TOBA BB BCUUKM IbPXKABU WIEHKM, OCOOEHO MO OTHOLICHME HA IpaHMYHMTE Ciyuay, Komucusita cremsa ma
MMa TIPAaBOTO, CNed KaTo ce € KOHCymtupana ¢ KoopmuHammoHHata rpyma mo MemmuvHckute maperms (KITMM), mo
coOCTBEHA MHULMATYBA MIY TPV HA[UIEXKHO OOOCHOBAHO MICKAHE OT [IbPKaBa WICHKA, [1a B3EMa PEIICHME 32 BCEKM OTIEINCH
CITyuail Tanmu KOHKPETeH MPOMYKT, KATerOpwsi MM IPyIa MPONYKTH MONAfaT B o0XBata Ha HACTOSULMS pernameHt. [Ipu
PasnCKBaHMATA Ha HOPMATUBHMA CTAaTyC Ha NPONYKTMTE B TPAHMYHM CIIyuay, BKJIOUBAIUM JIEKAPCTBEHM IPOIYKTH,
YOBCIIKYM THKAHM ¥ KIETKM, OMOLMIHM NPOMYKTH WM XPaHUTENHM IpPOOyKTH, KoMmmcusra cremsa ma rapasrypa
NIOAXOMAUIO HMBO Ha KOHCynTaumy ¢ EBpomeiicKata areHLms IO JIeKapcTBaTa, EBpomelickaTa areHuyms nmo XMMMKamm u
EBporneiickus opraH 3a 6e30MaCHOCT Ha XPaHMTE, CIOPEIl CIIyyasl.

(9)  Vsrmexma, e e Bb3MOXHO pa3MyaBaliuTe Ce HALMOHANIHY MPABUIA 33 HPENOCTaBsIHE Ha MH(OPMALNMsL M KOHCYINITHpaHe
BbB BPb3Ka C TEHETUUHM M3CIICABAHMS 1A MMAT CAMO OTPAHMYEHO BB3IEHCTBIE BHPXY OE3IPEISTCTBEHOTO GYHKUMOHMPAHE
Ha BBTpelIHus nasap. [lopany ToBa e Lenecb06pasHO B HACTOSILIMS PEINIAMEHT N1a Ce NMPEIBUIST eIMHCTBEHO OTPaHMUYEHNM
VM3UCKBAHMS B TOBA OTHOLUIEHME, KATO Ce MMa NPEABMI HEOOXOIMMOCTTA OT TApaHTHpaHe HA MOCTOSIHHO CIa3BaHe Ha
NPVHIMIINTE HA TIPOTIOPLMOHAIHOCT 1 CYOCUITMAPHOCT.

(10) Crempa ja ce BHece SICHOTA, Ye BCMYKM TECTOBE, KOMTO MaBar MHQOpMAIMsl 3a NPEpasloNoXeHNe KbM KIIMHUYHO
CHCTOSIHME WM 3a00JIsIBaHe, KATO HAlpyUMep TeHeTMYHM TECTOBe, M TeCTOBe, HABali MHGOPMALMS 3a MPOTHO3MpAHE Ha
OTTOBOpa Ha JIEYEHMETO M PeakUMMUTe, KaTO ChIBICTBALUMTE M3METNA, Ca MEIMUMHCKM M3NETMs 33 MHBUTPO
IIMarHoCTUKa.

(11)  CembrcTBamMTEe W3FENMs ca OT ITPBOCTENIEHHO 3HAUCHME 3a OINpeleliiHe HA MAlMEHTUTe, KOMTO OTIOBApAT Ha
M3UCKBAHMATA 34 CHELMQUUHO JIeUeHMe C JIEKapCTBEH IPOAYKT, upe3 KOJIMUECTBEHO MM KAaueCTBEHO OINpENeNsiHe Ha
CIeIMPUUHY MapKepy 3a MICHTUQUIMpPAHe HA YYaCTHULMTE, M3OKEHM Ha IMO-BUCOK PUCK OT pasBMBAHE HA HeXellaHa
peaKuysl KbM BBIIPOCHMS JIEKAPCTBEH MPOIYKT, WIK 33 MICHTUQUIMpPAHe HA MAUMEHTUTE B TPYIATa OT HACENEHMETO, TPH
KOMTO TEPANEBTMUHMAT NPONYKT ¢ OMI NOIXOMSWO NPOyuYeH M OIpeleNeH Karo GOesomaceH M edekryBeH. TakbB(uBa)
Onomapkep(u) Moxe 11a e(ca) HalmMueH(Hy) B 3IPaBU JTMIA VWM TIAUMEHTH.
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(1 2) M3nenusra, m3mnon3saHu 3a npocinensBane Ha JIe4eHne € JICKapCTBEH IPOAYKT C LENT Oa C€ rapaHTMpa, Y€ KOHLUEHTpaUusATa
Ha CbOTBETHUTE BCLIECTBA B YOBELIKOTO TAJIO € B paMKUTE Ha , TCpalleBTMUHUA npoaopeu“, HE C€ CUUTAT 3a CBIIBTCTBALLU
M3OeTns.

(1 3) M3uckBanero puckoBeTe na c€ HaMalAT BbB Bb3MOXKHO Haji-ToJIsIMa CTeIleH CllelBa Ja ce VIBITBITHY, KaTO C€ B3EMAT IMPENBULT
O6HIOHPMCTI/IT€ CBbBPEMEHHN ITOCTVMXKEHNSA B obrnacrTa Ha MEOuuyHara.

(14) Cebpaanure ¢ 6esomacHoctTa acmektn, obxsanatm or [upekrmsa 2014/30/EC nHa EBporerickus maprmameHT M Ha
Cobera ('), ca HepasueNHa 4YacT OT OOMIMTE M3UCKBAHMS 3a 0€30NACHOCT M [EfCTBUE, NMPENBUIEHM 110 OTHOLIEHME HA
M3ENNATA B HACTOSLMAS pernaMeHT. [lopamy TOBA HACTOSILMAT PEINaMEHT CiiefBa a ce cumra 3a lex specialis cipsmo
TOCOYEHATa IUPEKTUBA.

(15) B Hacrosumms permameHT ciiefBa Ha GbOAT BKITIOYEHM M3MCKBAHMSI KbM IPOEKTUPAHETO U HPOM3BOICTBOTO HA M3IENNs,
M3ITHUBALIY FIOHM3MpAIIO IThueHMe, Oe3 ma ce 3acsira npumararero Ha [Iupekrnsa 2013/59 Espatom Ha CobBeta (), unnro
LIETIV €A Pa3TIM4HIL.

(16) B Hacrosiys pernameHT cienBa fa ObIAT BKITIOYEHN M3MCKBaHMs 3a Ge30MAaCHOCT M HEfCTBIE Ha MBNETMsTA, pa3paboTeHn
10 TaKbB HAauMH, e Ja NPEOTBPATSBAT POPECHOHANIHY HAPAHSBAHMS, BKITIOYMTEITHO 33 3allMUTA OT IThUCHMUE.

(17) HeobxomuMo e fia ce MOSICHM, 4e cOPTyep, KOTATO € CIEUMATHO MNpeHA3HAYeH OT IIPOM3BONMTENIS 33 ymoTpeba 3a efHa
WITM TIOBeue MEIMLMHCKM LM CITIACHO OMpeNesIeHMETO 33 MEAMIMHCKO M3eNMe 3a MHBUTPO IMATHOCTMKA, Ce CUMTA 33
MEIMIMHCKO U3HeNNe 33 MHBUTPO TMATHOCTUKA, JOKATO codTyep 3a OOWIM LeNM, JOPY U U3ION3BAH B MENMLMHCKA Cpela,
Wi coTyep, MpeIHA3HAYECH 3a LeENM, CBbP3aHM C 106POTO OOWIO CBCTOSIHME, He Ce CYMTA 33 MENMIMHCKO M3IeNue 3a
VHBUTPO OMarHoctyka. ONpenensHeTo Ha codTyep Kato M3[eie WM NPUHAUIEKHOCT He 3aBUCH OT HETOBOTO MECTOHA-
XOXIEHNUE UM OT TUIA B3aMMOCBbP3AHOCT MEXKITY cOdTyepa U UBIEIMETO.

(1 8) OHpCJIeHCHI/IHTa B HACTOSALIMA PETJIAMEHT 33 CaMUTE M3MENNS, MPENOCTaBAHETO Ha MBOENNS, VKOHOMUUYECKUTE ONEPaToOpy,
1'[0Tp€6I/IT€J'II/IT€ /I KOHKDETHUTE IIPOLECH, OLECHABAHETO HAa CBHOTBETCTBMETO, KIIMHMYHUTE MOKA3aTEIICTBA, HAm30pa CIIEen
IMyCKaHEe Ha Masapa, IPOCIENsABaHETO Ha 0e30MacHOCTTa U Hal3opa Ha Masapa, CTaHOApTUTE U JPYyIM TEXHUYECKU
CHCHI/IC])I/IK&III/II/I, ClenBa na ce IpMBeHNaT B CbOTBETCTBME C ]10611)6 yCTaHOBEHATa IPAKTNKA B Ta3l obnacr Ha paBHMILETO Ha
Cpro3a U Ha MEXIyHapOOHO paBHMIIE, 3a [1a ce IIO]IO6pI/I IIpaBHATa CUT'YPHOCT.

(19) CrenBa ma ce MOSCHM, Y€ € OT OCHOBHO 3HAueHMe M3NENMsTa, NpelaraHy Ha ymua B Cbio3a upe3 yCIIyru Ha MHPOpMA-
LIMOHHOTO 00mecTBO 10 cMuchia Ha dupekrusa (EC) 2015/1535 Ha EBponeiickus maprmament u Ha CobBeta (), KakTo 1
UBHENNATA, U3NON3BAHM B PAMKUTE Ha THPIOBCKA NEMHOCT, 3a MPENOCTaBAHE Ha IMAarHOCTMYHA WIIM TepaneBTUYHA yCIIyra
Ha mmua B Cplo3a, Ia OTTOBApAT Ha M3MUCKBAHMATA MO HACTOAWIMSA PeINIAMEHT B MOMEHTa Ha ITyCKaHe Ha Masapa Ha
CBOTBETHMA IPOHYKT MIIM B MOMEHTA Ha IIPeOCTaBsiHe Ha yciyrata b Chblosa.

(20) 3a ma ce oruere BaXHATa PONS HAa CTAHAPTM3ALMATA B OONTACTTA HA MEIMUMHCKMTE V3[ENNS 33 MHBUTPO OMATHOCTHKA,
CHOTBETCTBUETO C XapMOHM3MpaHMre cTaHmapry, ompemenenn B Permament (EC) Ne 1025/2012 na Epomeiickus
napramenT u Ha CpBeTa (*), crefBa ma € HAuMH 3a NMPOM3BOOMTENNTE Ha MOKAXAT CHOTBETCTBMETO C IpPEHBUIEHNUTE B
HACTOSILIMSL PErJIAMEHT OOLIM M3MCKBAHMS 3a OE30MACHOCT M [eNCTBME M [PYrM MPaBHM M3UCKBAHMS, KATO HAmpuMep
CBbP3aHNUTE C YIPABIEHNETO HAa KaUeCTBOTO M PUCKA.

(21)  Oupexrusa 98/79/EO masa mpaso Ha Kommcusita fa mpyema oLy TeXHMUYECKM CTEUMMKALMM 33 KOHKPETHN KaTeropuu
MEIMIUMHCKY M3MENNs 32 MHBUTPO NMATHOCTHKA. B 06MacTy, B KOMTO He ChLIECTBYBAT XaPMOHM3MPAHM CTAHIAPTH MM Te
He ca JOCTaThuHM, Ha KoMucusTa crefa ia ce TMpegoCTaBsT IPaBOMOLIMS 13 Ompeferst obum ceuuuKalmu, KOuTo na
O'bIaT CPENcTBO 3a OCUTYpsIBAHE Ha CHOTBETCTBMETO C OOLIMTE M3MCKBAHMS 33 GE30MACHOCT U MENCTBHE, C M3MCKBAHMATA 3a
VM3MUTBAHMATA HA JCHCTBMETO M OLICHKATa HA JEMCTBMETO V[T MPOCTENsBAHETO CIef MyCKaHe Ha Masapa, MpelBUIeHN B
HACTOSIINS PErTIaMeHT.

(") Oupexrnsa 2014/30/EC ma Espomelickis maprmaMent 1 Ha CbBeta or 26 despyapy 2014 r. 32 XapMOHM3MpaHe HA 3KOHOIATENICTBATA Ha
IIbpKABUTE YICHKY OTHOCHO eJIeKTpoMarHuTHara cbBMectumoct (OB L 96, 29.3.2014 1., ctp. 79).

(*) HOupekrnsa 201359 Espatom Ha CbBera oT 5 mekemspy 2013 r. 3a ompemeNsiHe HA OCHOBHM HOPMM Ha G€30NACHOCT 33 3alIMTa CpELy
OIIACHOCTHTE, MPOM3TMYALIM OT M3[IATAHe HA HMOHM3MPANIO ITbueHMe M 3a OTMsHA Ha mmpektysu 89/618/Espatom, 90/641/EBparom,
96/29Espatom, 9743 [Espatom n 2003/122/Espatom (OBL 13,17.1.2014 1., ctp. 1).

(}) Oupextusa (EC) 20151535 na EBporerickus napramenT u Ha CbBera ot 9 cenremspyu 2015 1., ycTaHOBsIBal@ POLIEMypa 3a MPENOCTABSHETO Ha
vHpopMaLys B cdepata Ha TEXHUUECKUTE PEIAMEHTH ¥ [IPaBIITa OTHOCHO YCITyruTe Ha MHGOpMaLmMoHHoTo obuwectso (OB L 241, 17.9.2015 .,
crp. 1).

*) Pell?na})/{em (EC) Ne 1025/2012 ot 25 oxrompu 2012 r. Ha EBponerickust mapiiament 1 Ha CbBeTa OTHOCHO eBPOINEIiCKaTa CTAHIAPTU3ALINS, 3a
v3MeHeHne Ha mupektvsn 89/686/EMO u 93/15/EMO Ha Coeera u Ha mupextusu 94/9/EO, 94/25[EO, 95/16[EO, 97/23[EO, 98/34/EO,
2004/22[EO, 2007/23[EO, 2009/23/EO u 2009/105/EO Ha Esponeiickis naprmament vt Ha CbBeta i 33 OTMsIHA Ha Pemerme 87/95/EVO Ha
CnBera 1 Ha Pemenne Ne 1673/2006/EO Ha Esponeiickust napnament 1 Ha Cbsera (OBL 316, 14.11.2012 ., cp. 12).
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(22)  Obuwre creundurawm (OC) crensa na ObgaT paspaboTeHN CIiell KOHCYNITALMM CbC CHOTBETHNUTE 3aMHTEPECOBAHM JIMLA Y
KaTo ce B3eMaT INPEIBUI eBPOIEIICKMUTE 1 MEXIYHAPOIHUTE CTAHIAPTIL

(23)  IpaBuiata, IPUIOKMMI 32 MBNENMSTA, CIIeBA Ja ce choOpassr, ako e HeoOxommo, ¢ HoBara 3akoHOmaTenHa pamka 3a
IpeIaraHeTo Ha M1asapa Ha IpOIyKTH, KosTo ce cherou ot Perament (EO) Ne 765/2008 Ha Esponerickust napiameHt u
Ha Coeeta (*) u ot Pemerne Ne 768/2008/EO Ha EBporneiickust napnament u Ha Chbaeta (2).

(24)  TMpensunenute B Permament (EO) Ne 765/2008 mpasusia 3a Hamsop Ha masapa Ha Cbio3a M KOHTPON Ha IPOAYKTHTE,
BbBEX[IaHM Ha masapa Ha Cbio3a, ce MPUIAraT KbM M3NEMATA, [ONagalm B o0XBaTa Ha HACTOSUIMS PErSIaMEHT, KOETO He
BB3MPENSTCTBA TbPKABUTE UIIEHKM TIPU M360pa HA KOMIIETCHTHIUTE OPTaHM 33 U3IIbIIHEHME HA Te3U 3amauit.

(2 5) HCHCCLO6p33HO € Ha ce ompeneniar ACHO O61llI/1Te 3aIbII2KEHMST Ha Pa3lIMUYHNTE MKOHOMMYECKM ONE€paTOpH, BKITIOUMUTEITHO
BHOCUTEJIUTE U ]IlI/ICTpI/I6yT0pI/ITe, Bb3 OCHOBA4 Ha HOBATa 3aKOHOHATEIIHA paMKa 3a INPENIaraHeTO Ha Ia3dapa Ha ITPOOYKTH,
Oe3 T1a ce 3acAratr CleuManHuTe 3albJIKEHVs, TIPEOBUICHN B pa3iIMUHN YacTU Ha HACTOALINSA PEINIaMEHT, 3a J1a C€ OCUrypu
1'[0-]106p0 pa36MpaHe Ha MpEenBUIECHNUTE B HACTOSALINS PEITIAMEHT M3VMCKBAaHUA U Taka a ce 1'10]106]3]/[ CIIa3BaHETO Ha peryra-
TOpHUTE U3NCKBAHNA OT CTpaHa Ha CbOTBETHUTE OINEPATOPU.

(26)  3a uenmTe Ha HACTOSIIMS PEITIAMEHT CIIelBa JIa Ce MpHeMe, ye AeHOCTUTE Ha MUCTPUOYTOpuTe BKIIOUBAT MPUIOOUBAHETO,
CBXPaHABAHETO U JIOCTABKATa HA M3JIENINL.

(27)  Hsxkom OT 3ambiKeHMATAa Ha IPOM3BONMTENINTE, KATO OLEHKA HA MEHCTBMETO MM JOKIafBaHe BbB BPb3KA C IPOCIIEAs-
BaHETO Ha 0e30MACHOCTTA, KOWTO Ca YCTAHOBEHM eMHCTBEHO B Mpuioxenusta kbM [Iupekusa 98/79[EO, cnemsa ma ce
BKJIIOYAT B IOCTAHOBMTEIIHATA YACT HA HACTOSIINS PEITIAMEHT, 3a [1a Ce YIIECH! HEroBOTO IpMIIaraHe.

(28) 3a ma ce ocurypu Haif-BUCOKOTO HMBO Ha 3aKpuila Ha 3[paBeTO, IMpaBliaTa 3a MEOMUMHCKUTE MBHEINA 3a MHBUTPO
JIMarHoCTMkKa, KOUTO CE€ MPOM3BEXKAAT U MU3IMOJI3BAT B €OHO neuedHO 3aBefieHue, crenpa ma ce M3sAcHAT u 3acuar. Crensa
J1a ce npuemMa, 4e ToBa M3IOJI3BaHE BKIIIOYBA M3MEPBAHETO M IIOJTyUYaBaHETO Ha PE3YIITATUTE..

(29)  JleueOGHuTe 3aBemeHMst CiefBa A MMAT BB3MOXHOCTTA, €3 [a ca OOBBP3aHM ChC CMA3BAHETO HA BCUUKM M3VMCKBAHMS Ha
HACTOSILIMS PEIIAMEHT, [1a IIPOM3BEXKMNAT, POMEHAT ¥ M3ION3BAT M3NENMSTA B CaMuUTe 3aBelleHusl M 10 TO3M HAuMH Ja
3al0BOJIABAT, He B NMPOMMLITEH Mainad, ocobeHUTe MOTPeOHOCTY HA LieNeBM IPYIN MALMEHTH, KOUTO He MOraT ma Obaar
3aOBOJICHN HA MOIXOMSLIOTO HMBO Ha eeKTMBHOCT OT KBMBAJIEHTHO, HAIIMYHO HA [1a3apa M3merme. B TO3M KOHTEKCT e
LieTech00pa3Ho [a ce MPelBMMM, Ue He CiefBa [a ce MpularaT OnpefenieHy MpaByuiia Ha HACTOSIIMS PErTIaMEHT, OTHACSIIN
ce IO M3IENusl, MPOM3BEXIAHN ¥ VM3MOM3BAHM B camuTe JieueOHM 3aBeleHMS, BKIIOUMTEIIHO OOMHMLM M 3aBElEHNSI Kato
nabopaTopuy ¥ MHCTUTYTM 3a OOLICCTBEHO 3[paBe, KOMTO MOMIOMAraT 3[IpaBHAaTA CMCTEMa M[WIM CHOCICTBAT 3a
TocpeliaHe Ha MOTPeOHOCTUTE Ha MALMEHTHTE, HO B KOMTO He Ce JIeKyBAT 11 He e MOJIaraT VKM 3a MALMEHTHTe MPSKO,
TBil KaTO LIEMIMTE HA HACTOSIINS PEITAMEHT M TaKa MOraT Ja GbIaT MOCTMTHATH IO IporopLyoHaneH HauuH. Creasa ma ce
oTOenexy, Ye 3a LeNUTe Ha HACTOSLMS pPerlaMeHT MOHATMETO ,JieueOHM 3aBemeHMs“ He BKIIOUBA 3aBEHEHNMS, KOWUTO
IIpeTeHIMpaT [a INpecrielBaT MPeIMMHO LM, CBbP3aHU CbC 3IPAaBETO MIIM ChC 3[PABOCIIOBEH HAYMH HA XMBOT, KaTo
CIOPTHY 3aIM U CIia, yesiHec M puTHec ueHTpoBe. [lopamy TOBa M3KIIOUEHMETO, IIPUIIOKMUMO 33 JiedeGHMTe 3aBefieH s, He
ce Tpuiara 3a To3u BUI 00eKTH.

(30) TlpemBmm dakra, ye CBHITACHO NPUIIOKMMOTO MpaBo Ha Chro3a M NMPUIIOKMMOTO HALMOHATIHO MPaBO (MBMUECKUTE U
IOPUIMYECKUTE JTMIA MOTAT Jia ThPCAT ole3lieTeHne 3a Bpela, HaHeceHa OT HedeKTHO M3lenue, € lenechoOpasHo Ja ce
M3UCKBA OT IPOM3BONMTENNTE Na BbBEJAT MEPKM 33 OCHIYpPsIBAHE HA IIOCTATBYHO (MHAHCOBO MOKPUTHME BbB BPb3KA C
eBEHTya/lHaTa MM OTIOBOPHOCT ChINacHO [Impektusa 85/374[EMO ma Coeera (). Tesu mepkm crieapa na Obpar
cpobpaseHy ¢ Kiaca Ha PUcKa, TMIIA Ha M3MENMETO M Malaba Ha NMPeNnpusTHeTo. B TO3M KOHTEKCT € ChIIO TaKa Lierech-
006pasHO 1a Ce YCTAHOBAT IPAaBWIA 3a YNECHSBAHETO OT CTPAaHA HA KOMIETEHTEH OPraH Ha MPEIOCTABSHETO Ha
MHQOpMALIVs Ha JIMLA, KOUTO MOXKe [Ia Ca MOCTPAfamy OT AegeKTHO M3ere.

(31)  3a ma ce rapaHTMpa, Ye CEpUITHO NPOM3BEKIAHUTE M3HENNS NPONBIKABAT 1a OTIOBAPAT HA M3MCKBAHMATA IO HACTOSIINS
pernaMeHT ¥ Ye OMUTBT OT ynoTpebaTa Ha IPOM3BENEHUTE OT TAX M3IENMS Ce B3eMa NPENBMI NMPY MPOM3BONCTBEHMS
TIpolec, BCUYKM MPOM3BONMUTENM CIefBa Ja PA3NoNaraT ChC CUCTEMA 3a yNpaplieHue Ha KauecTBOTO M CUCTEMA 3a Haf3op
cre MycKaHe Ha Ma3apa, KOMTO Ja ca cboOpaseHM ¢ KIlaca B 3aBMUCMMOCT OT PMCKA ¥ C TUIA HA BBIPOCHOTO M3fenue. B
JIOIBJIHEHME, C Liel CBeXJaHe JO MUHMMYM Ha PUCKOBETe MIIM MPEJOTBPATSABAHE HA MHUMAEHTH, CBBP3AHU C M3MENMATA,
IIPOM3BOIMTEIINTE CIIE[IBA Ja Ch3UAJaT CUCTEMA 3a YIpaBlieHMe Ha pUCKA M CMUCTEMa 3a JIOKJIABaHe 3a MHIMICHTH 1
KOPUIMpAIIM JeficTBUS BbB BPb3Ka C 6€30MacHOCTTa.

() Permament (EO) Ne 765/2008 na Esponeiickis naprmamert 1 Ha CoBera or 9 romyt 2008 I. 33 onpeersiHe Ha M3MCKBAHISTA 33 AKPEIUTALIL X
HAJI30p Ha 11a3apa BbB BPb3Ka C NPEIUIATaHeTO Ha [1a3apa Ha IPOIYKTH 1 3a OTMsHA Ha Pernament (EVMO) Ne 339/93 (OB L 218, 13.8.2008 r.,
crp. 30).

A Pe?uex—me Ne 768/2008/EO Ha Esporeiickust mapnamenT u Ha ChbBera ot 9 fomt 2008 r. 0THOCHO 06lIa paMKa 3a IIPEANIAraHeTo HA Masapa Ha
TMPOIIYKTH ¥ 32 OTMsiHa Ha Pewerme 93/465/EMO (OB L 218, 13.8.2008 1., cTp. 82).

(*) Oupexrnsa 85/374/EVO Ha CoBera ot 25 tomt 1985 r. 3a cOmykaBaHe Ha 33KOHOBHTE, [ION3AKOHOBITE I AIMVHICTPATUBHITE Pa3nopenon Ha
ITbp2KaBUTE-UIIEHKI OTHOCHO OTTOBOPHOCTTA 33 BPEfH, IpUUMHeHN oT JedekT Ha croka (OB L 210, 7.8.1985 r., cp. 29).
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(32) Cucremara 3a ympaBneHMe Ha pMCKa criemBa 1a ObIe BHMMATENIHO ChOOpaseHa C Mpolleca HA OlEHKA HA JEHCTBMETO 3a
M3[IENMETO M OTPa3eHa B HEro, BKIIOUMTEIHO KIIMHMYHUTE PUCKOBE, KOMTO TpsiOBa ma OBIAT pasriedaHy Karo 4acT OT
MBMUTBAHMATA Ha JENCTBUETO, OLEHKATa Ha MEJCTBMETO M MpOCIENABAHETO Ha NEVCTBMETO CIIel MyCKaHe Ha Masapa.
TTpouecute Ha ynpasneHue Ha PUCKa M Ha OLEHKA Ha MEIICTBUETO CIeMBa [a OBIAT B3aMMO3ABUCHMIU M PEIOBHO aKTyaIu-
3MPaHM.

(33) Cremsa ma ce rapaHTipa, Ye HAONIONEHMETO M KOHTPOIBT HA IPOM3BOICTBOTO HA M3NENMATA, KAKTO M MEHHOCTUTE IO
HAJI30p CIIell MyCKaHe Ha 11a3apa U IO MpOCIiellsiBaHe Ha 0e30I1aCHOCTTa BbB BPb3KA C MBMENMATA, Ce M3BbPLIBAT B PAMKMUTE
Ha OpraHM3alMOHHATa CTPYKTypa Ha IIPOM3BOIMTENA OT JIMIle, OTIOBAPALIO 3a CHOTBETCTBUMETO C HOPMATMBHMUTE
VM3VCKBAHMSI, KOETO OTTOBAps HAa MMHMMAITHUTE YCIIOBUS 38 KBaMQUKALILSL

(34) 3a mpousBommMTENMTE, KOMTO He ca ycTaHOBeHM B (D033, YITBIIHOMOLIGHMST MpEICTaBUTE] MMa OCHOBHA PO 3a
OCHTYpsIBaHE Ha ChOTBETCTBMETO HA M3HEISITA, IPOM3BEXKIAHI OT Te3U [POM3BONMTENIN, U 3d M3IILIHSBAHE HA QYHKUMSITA
Ha JIMLE 3a BPb3Ka, yCTaHOBeHO B Cbro3a. [IpemBuy Tasn OCHOBHA POIIsL, 3a LiETUTE Ha IPIJIAraHeTo € Leeck00pasHo 1a ce
TBPCU 3aKOHOBA OTTOBOPHOCT OT YITbJIHOMOMICHNMS NPEACTABUTEN 3a HedeKTHUTE M3NENMsl, B CIy4ail ye MPOM3BOLUTEIL
ycraHoBeH u3BbH Cbl03a, He € MBIBIHWI obumre ci 3ambokeHns. OTTOBOPHOCTTA HA YITBIIHOMOLLEHNS TPENCTABUTENI,
TpeBMICHA B HACTOSIIMSL PEINIAMEHT, He 3acsra pasmopen6ute Ha [upektysa 85/374[EVIO, u CrenoBateHo yIrbIHOMO-
IIEHMAT MPEHCTAaBUTEN CIeBa Ja HOCM VM COJMIApHA OTTOBOPHOCT C BHOCUTENSA ¥ HPOM3BOIMUTENA. 3agaunTe Ha YIIBIHO-
MOILEHNS MpENCTaBUTeN CIIEABa a Ce OMpENeNAT B IMCMEHO ITbIHOMoume. KaTto ce mMMa Ipefsua pornATa Ha YIBIIHOMO-
LIEHUTE IIPENCTABUTENM, CIIEelBa SCHO [ia Ce ONPENENAT MUHMMAIIHUTE M3MCKBaHMSA, HAa KOMTO Te CIelBa Ha OTTOBApAT,
BKITIOYMTEITHO M3MCKBAHETO 14 PA3IIONATaT C JIMLE, KOETO [1a OTIOBAPS HAa MMHMMAJIHY YCIIOBYS 38 KBATU(MKALMS, CXOTHU
C Te3U Ha [OCOYEHOTO OT IIPOM3BOIMTENS JIMALE, OTTOBAPSALIO 33 CHOTBETCTBMETO C HOPMATUBHUTE M3UCKBAHMS.

(35) 3a ma ce rapaHTMpa IpaBHa CUTYPHOCT IO OTHOLICHNE HA 3aIBIKEHMATAa HA MKOHOMMUECKUTE ONEPaTopH, € HeOOXOIMMO
[ld Ce MBSCHAT CIIy4aure, KOTaTo DUCTPUOYTOPBT, BHOCUTENAT JIM APYTo Nuie TpsiOBa [a ce CYMTa 3a MPOM3BOMMTEN Ha
u3genme.

(36) TMapanenHara THProBus C MPONYKTH, Beue IyCHATH HA Ma3apa, € 3aKOHHA (opMa HA THPIOBMS B PAMKMTE HA BBTPELIHNS
nasap Ha ocHosauue wied 34 [IQEC npyu crassane Ha OrpaHMHYEHMATA, IPOMTMYALLM OT HEOOXOOMMOCTTA OT 3aKpMIIA Ha
37paBeTo M Ge30NacHOCTTa 1 Ha IIpaBaTa Ha MHTeNeKTyanHa cobcrseroct no wied 36 TQEC. Ipunaranero Ha npuHuMIA
Ha MapaieiHaTa ThproBust obaue e MpenMeT Ha PasNYHM THIKYBAHMS B IbPXKABUTE WICHKN. [lopamy TOBa ycroBusita, u
TIO-CTIENMAITHO M3UCKBAHMATA KbM NPEETMKETMPAHETO ¥ IIPEONAKOBAHETO, CIIENBA [a Ce YTOUHAT B HACTOAUIMS PEITIaMeHT,
KaTO Ce B3eMe MpenBuy ChaeOHara mpaktyka Ha Cbaa (') B Opyrs CbOTBETHM CEKTOPM M CILECTBYBALIM HOOPH MPAKTUKY B
00racTTa Ha METMLMHCKUTE M3IENS 32 MHBUTPO IMATHOCTHKA.

(37) Karo ofbuwo mpaBuino BHPXy M3meNMATa CEOBA Na ¢ HaHeceHa MapkmpoBkarta ,CE, K0oATO Ha mokasBa TAXHOTO
CHOTBETCTBIUE C HACTOSIIMS PEITIAMEHT, 33 Ja MOTaT Te CBOOOIHO Na ce ABMXAT B paMkure Ha Cblo3a M [a ce MycKaT B
neficTBMe MO TAXHOTO MpefHa3HaueHue. [Ibp>KaBuTe UTIEHKM He CrlefBa [a Ch3[aBaT MpPeuky INpell MyCKAHETO Ha Masapa
WM TyCKaHeTO B NEJCTBME HAa M3MENMSA, KOUTO CHOTBETCTBAT HAa M3MCKBAHMATA, NMPENBUIEHM B HACTOAUIMS PEITaMEHT.
IbpKaBuTe UNeHKM obaue CIefBa N MMAT Bb3MOXKHOCT JIa PelIaT Jany Ia OrpaHMYaT M3MON3BAHETO HAa KOHKPETeH THUII
V3[IeNMe BbB BPB3KA C ACIEKTH, KOMTO He ca 00XBAHATM OT HACTOSIIMS PEITIaMEHT.

(38) TIlpocremmmocTTa Ha WM3EETMATA Upe3 CHUCTEMATa 3a YHMKAIHA MOCHTMMKAums Ha mapmenusta (,cucrema 3a UDIY) Bb3
OCHOBA HAa MEXIYHApOIHM HACOKM CIe[Ba 3HAYMTEIHO Na yBelnuuM eeKTMBHOCTTA Ha CBbP3aHMTE ¢ GE30MAacHOCTTAa Ha
VM3IENNSTA [eIHOCTY CIIefl IIyCKAHETO Ha 11a3apa, KOeTo Ce IBIKM Ha I0-I00pOTO NOKITaiBaHe 3a MHLMIEHTHTE, LIeTeHaCo-
YeHNTE KOPUIMpALIM [ENCTBIS BbB BPB3KA € OE30MACHOCTTA M MO-IOOPOTO HAOMIONEHMe OT CTpaHA Ha KOMIETEHTHUTE
opraxy. ToBa criefiBa 1a OTpaHMUM ChIIO TaKa MEIMIMHCKUTE TPELIKN M I3 HOmpuHece 3a 6opbara ¢ ¢amumduumpannte
m3nerst. Vsmon3ssaneto Ha cucremara 3a UDI cremBa ma momoOpyt M NMONMTMKMTE N0 OTHOLICHME HAa CHAOISBAaHETO 1
06e3BpeKIaHeTO Ha OTHANBLM 1 YIPABICHUETO HA HATIMYHOCTUTE OT MBNEMMS OT CTPaHA Ha neveGHNTE 3aBENEHNMS U IPYTH
VKOHOMUHYECKH OTepaTopy M, KOTaTo € Bb3MOXKHO, 1a O'ble ChBMECTMMO C JIPYTH CUCTEMI 3a YIOCTOBEPsIBAHE HA aBTEHTHY-
HOCTTa, KOMTO Beye ce M3MON3BaT B Te3U YCIOBMUS.

(39) Cwucremara 3a UDI cnemsa ma ce mpwnara 3a BCMYKM M3NETMs, IYCHATV HAa Masapa, C M3KIIIOYEHME HA M3IeIsITa 3a
MBMUTBAHNMS Ha [IE/CTBMETO, U [a Ce OCHOBABA HAa MEXKIYHAPOIHO IPU3HATM NMPUHUMIY, BKIIIOUYMTENTHO HA OMpeNerIeHNns,
CHBMECTMMM C M3IOJI3BAHMTE OT OCHOBHMUTE THPIOBCKYM HapTHhopu. 3a ma Moxe cucremara 3a UDI pa 3amoune ma
(YHKUMOHMpA Mpeny HAaYanoTo Ha IPWIATAHETO HA HACTOSIMS pertaMeHT, B Hero u B Permament (EC) 2017/... Ha
Eponeitckus napiament u Ha ChbBera () crersa ma Gboat opemeNneHy NOIPOOHM paBuIa.

(") Pewenne or 28 rorm 2011 r. no cvemmuenn nena C-400/09 u C-207/10 (Orifarm u Paranova), ECLIEU:C:2011:519.
(*) Permamenr (EC) 2017/... Ha EBpomesickust mapraMeHT i1 Ha CbBeTa OT ... 32 MEVLMHCKITE M3NENIS U 3a u3MeHeHye Ha [Iupexrysa 2001/83/EO,
Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 (OBL ...).
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(40)  TIpospauHOCTTa M ANEKBATHUMAT JOCTHI 10 MHGOPMALIMS, MOMHECEHA MO MOIXOMSII HAUMH Ha LENeBus OTpeduTen, ca ot

ITbPBOCTENCHHO 3HAYeHJE 33 OOLIECTBEHMS MHTEPeC, 3a 3AlIMTATA HA OOLIECTBEHOTO 3[paBe, 3a IPENOCTABSHETO HA IO-
ToNsMa aBTOHOMMS Ha MALMEHTMTE M MENMIMHCKUTE CIEUMAMCTM M Ha BB3MOXHOCT J1a B3EMaT pelleHysATa CM, KaTo
pasrmornarar ¢ HeoOXOmMMara MHQOpPMALMS, KAKTO M 3a OCHIYPSIBAHETO Ha crabuiHa 6asa 3a B3eMaHE HA PELICHNS BbB
BPb3Ka C HOPMATMBHATA ypen0a U 3a M3rpaxKIaHEeTo Ha JOBEpUe B Tasy ypenoa.

(41) KrrouoB acmekr Ipy IIOCTUTAHETO Ha LENNTE HAa HACTOAIINSA PEITIAMEHT € Cbh3HAaBAaHETO Ha EBpOHCi{CKa Gaza JaHHM 3a

MemuuyHckmte n3nenust (Eudamed), kosito crersa ma BKIIoUBa pasnyuHM eNEKTPOHHM CHCTEMH C OIVIEH Ha ChOMPAHETO U
obpaboTkara Ha MHPOPMALIMS 32 M3TETMSATA Ha [la3apa U ChOTBETHUTE MKOHOMUYECKM ONEPATOPH, ONPENeNeHy acleKTH Ha
OLICHSIBAHETO HA CHOTBETCTBMETO, HOTU(MLMPAHUTE OPraHM, CePTUQPUKATHTE, MNMTBAHUATA HA MEICTBUETO, MPOCIIENs-
BAHETO Ha 6E30MacHOCTTa M Han3opa Ha masapa. Llenmre Ha 0GasaTa JaHHM CliefBa [a Ca MOBMINABAHE Ha IPO3PAyHOCTTA
KaTo ILVI0, BKIIIOYMTENIHO IOCPENCTBOM IO-I0OBP HOCTBI 1O MHQOpMAums 3a OOLIECTBEHOCTTA M MEIMLMHCKUTE
CleLMaICTH, M30SATBaHE Ha MHOTOOpOJIHMTE M3MCKBAaHMS 33 MOKJIAfBaHe, NMOTOOpsBAHE HAa KOOPHMHALMSTA MEXILY
[[bPXAaBUTE WIEHKM ¥ CHINIACYBAaHE M YNECHSBAHE HA MOTOKA OT MH(OpPMAuMsi MeXIy MKOHOMMUYECKUTE OIEpaTopH,
HOTUQUUMPAHUTE OPTaHM WIM CIOHCOPUTE M IIbPXKABUTE UIIEHKM, KaKTO M MEXIY CAMUTe [IbPXKABM WICHKM U C
Komucusita. B pamMkuTe Ha BBTpELIHNS [1a3ap TOBA MOXe [a ce OCUTYpy eQeKTHMBHO caMo Ha paBHuilero Ha Chbro3a U 1O
Tasy npuunHa Komucusra criefsa ga gopaspabotu u ynpasisiea EBponeiickara 6aHKa DaHHM 32 MEVMLMHCKUTE M3LENIS,
cp3nagena ¢ Pemerne 2010/227[EC na Komucnsra ().

(42) 3a ma ce ymechn ¢yHkumoHmpatero Ha Eudamed, mMexmyHapomHO mpy3HAaTAa HOMEHKITATypa Ha MEIMUMHCKMTE M3IENis

creBa fa Gboe Ge3MIaTHO MOCTBIIHA 3a NMPOM3BOIMTENMTE M 3a APYTM (U3MUECKM M IOPUOMUECKM IIMIA, OT KOUTO
CBINIACHO HACTOSAIIMA PEITIAMEHT Ce M3VCKBA N1a M3ION3BAT Ta3u HOMeHKnatypa. OcBeH TOBa Tasy HOMEHKIIATypa CriefBa ja
Obe Ge3MaTHO Ha Pa3NoNOKeHMe M Ha IPYTU 3AMHTEPECOBAHM CTPAHM, KOrATO TOBA € PA3YMHO OCDIIECTBIMO.

(43)  Enexrponnure cucremy Ha Eudamed 3a mamenmsra Ha nasapa, CbOTBETHMTE MKOHOMMYECKM OINEpAaTOpy U CepTHQUKATH

clefBa J1a OCUTypsT al€KBaTHaTa I/IH(i)OpMI/[paHOCT Ha 06IIICCTB€HOCTTa 3a M3HENMATa Ha Ia3apa Ha Cpro3za. EHCKTpOHHaTa
CHCTEeMA 32 M3MUTBAHMATA HA MIEMCTBMETO CriefBa Jia CITy2KM 3a CPEOCTBO 3a CbTPYOHMYECTBO MCXKMIY DbP2KaBUTE UIECHKU U
Ja Hale Bb3MOXKHOCT Ha CIIOHCOpUTE [1a IofdaBat, Ha JIO6POBOJ'IH3. OCHOBa, €IVMHHO 3asBJIEHME 3a HAKOJIKO IbpXKaBU
UJIEHKM ¥ [a JTOKJIaBaT 3a CEPMO3HU HEXEIlaHU C'b6I/ITI/I$I, 3a HEOOCTAaTbLM Ha M3HenysiTa 1 3a CbOTBETHOTO aKTyalM3MpaHe
Ha Ta3u I/IH(l)OpMaIII/[H. EHCKTpOHHaTa CICTEMA 3a MPOCIeNsBaHe Ha 0e301acHOCTTa CliefiBa Ha II03BOJIAABA Ha IPOM3BOOM-
TEIUTE Ia NOKIIaIBaT 3a CEPMO3HUTE VHLUMOEHTM M 3a NIPYTUTE IOMJIEKalllM Ha MOKIIaJBaHe crouTHA U Ja IoaroMara
KoopomHaluyaTa Ha OLCHKaTa Ha TE3N MHLMOEHTU U crOuTHs 0T CTpaHa Ha KOMIIETEHTHUTE OpraHu. EJ'ICKTpOHHaTa
CUCTEMa OTHOCHO Ha30pa Ha masapa CIIeliBa 1a € CPEenCTBO 3a o0MeH Ha I/IHCl)OpMaIII/IH MEXNIYy KOMIETECHTHUTE OpTraHu.

(44) Tlo orHoweHne Ha maHHWUTE, ChOMpaHu 1 oOpaboTBaHy upe3 enekrpoHHuTe cucremn Ha Eudamed, [upexnsa 95/46/EO

Ha EBpomeiickns napnament u Ha ChbBeta (%) ce mpmiara KbM 06paGOTBAHETO Ha JIMUHM [TAHHM, M3BHPLIBAHO B IbPIKABUTE
4IeHK! II0f Hal3opa Ha CHOTBETHMTE KOMIIETEHTHM OPIAHM Ha IbpXKABUTE WIEHKM, HO-CIELMAIHO HA HE3aBUCUMMUTE
IyONMUHY OpraHy, ONpeesieHn OT [Ibpxasute wieHkn. Pernament (EO) Ne 45/2001 Ha EBpormeiickust mapnameHt u Ha
CoBera () ce mpusara kbM 06pabOTKaTa Ha JIMYHM DAHHM OT CTpaHa Ha KoMucusra B paMKuTe Ha HACTOSIIMS PErIAMEHT
1oy Haj3opa Ha EBpormeiickust HamsopeH opra mo 3ammra Ha maHHuTe. B chotBercrBue ¢ Pernament (EO) Ne 45/2001
Komucusira crieiBa ma Gbie onpenernieHa 3a KoHTponupais oprad Ha Eudamed u enektponHmTe My crcreMm.

(45)  3a m3permsta ot kimacose B u I mpomsBommTenTe CrefBa Ia Pe3IOMUPAT OCHOBHUTE aCIEKTV BB BPb3Ka C Ge30MacHOCTTa

¥ [EHCTBUETO HA M3HETMETO M Pe3yNTaTUTe OT OLEHKATA HA MENCTBMETO B IOKYMEHT, KOWTO CIefBa Ha € IyOnuduHO
IIOCTBIIEH.

(46) o6poto (QyHKUMOHMpAHE HA HOTMUIMPAHWTE OPIaHM € OT OCHOBHO 3HAUECHME 3a TAPAHTHPAHE HA BMCOKO HUBO HA

3aKpUITa Ha 3[paBeTo M Oe30MACHOCTTa 1 33 OCUTYpsiBaHE HA JOBEPUETO HAa TIpaxaHuTe B cucTeMara. Eto 3amio
OIpeNensiHeTo M HaOMIONeHMeTO Ha HOTM(MIMPAHUTE OPTaHM OT CTPAaHA Ha [bpXKABUTE UIICHKM CIIefBa [a MOMIEKM Ha
TPOBepKM Ha paBHMIIETO Ha Cbi03a B CHOTBETCTBME C TMOIPOOHM U CTPUKTHU KPUTEPHUIL.

(47) Hal’[paBCHI/ITC oT HOTI/I(I)IAIII/IpaHI/ITC OpraHM OLIEHABaHMA Ha TEXHMYECKaTa TOKYMEHTaUMsA Ha IPOM3BOOMUTENA, U IIO-

ClielayHoO TOKYMEHTaluMsTa 3a OLEHKaTa Ha HeJCTBMETO, CilefiBa Ma 6”15]16 KpUTUYHO OLEHEHA OT OpraHa, OTroBapsul 3a
HOTI/I(I)I/ILII/IP&HI/IT& Opranm. Ta3u oueHka crempa na 6’1))16 4YaCT OT OCHOBAaHMA Ha aHalIM3 Ha PpUCKa IOOXOI IO OTHOWICHUE
Ha JIeIHOCTUTE 3a Hagsop n Ha6]’IIOHCHI/I€ Ha HOTI/I(l)I/IIII/IpaHI/ITe Opranm u cjefaBa J1a c€ OCHOBaBa Ha IIPENCTaBUTEIIHA
M3BagKa OT CbOTBETHATA JOKYMEHTalLINA.

Pemenne 2010/227[EC na Kommcnsta or 19 ampun 2010 r. otrocHo Espomelickara 6anka mannn 3a memmumickute m3memst (Eudamed)
(OBL102,23.4.2010r., ctp. 45).

Hupekrusa 9546 /EO Ha EBporneitckus napnameHT 1 Ha Chpera oT 24 okromspy 1995 r. 3a 3aumra Ha ¢pusmueckute Jmua npy 00paboTBaHeTo Ha
JIMYHY JTaHHM 1 38 CBOOOIHOTO [BVKeHNe Ha Teu nanam (OB L 281, 23.11.1995 ., crp. 31).

Permament (EO) Ne 45/2001 =a Esponelickyst mapnament 1 Ha CbBeta or 18 nekempy 2000 I. OTHOCHO 3alIMTaTa Ha JMIATA [I0 OTHOWIEHNE Ha
00paboTkaTa Ha IMYHY JAHHY OT MHCTUTYLMM 1 oprany Ha O6uiHOCTTa U 3a cBOGOIHOTO mBIKeHMe Ha Takmsa maxuyu (OB L 8, 12.1.2001 r.,
crp. 1).
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(48)  TMosuumsira Ha HOTUULMPAHNUTE OPraHy COPSIMO TIPOM3BOIMTEIIMTE CIIENBA [1d C€ YKPEIM, BKITFOUUTEIIHO 110 OTHOLIEHME Ha
TAXHOTO IPABO U 3abIIKEHME [Ia M3BHPLIBAT BHE3ATIHM OIMTU HA MSCTO U [d MPOBEKMIAT PU3NUeCKu Ui nabopaTopHm
VBIUTBAHVS Ha U3MIENMATA, 33 [a Ce TapaHTUpa, ue MPOMU3BONUTEIINTE NPOIbIIKABAT 1 OTIOBAPST HA M3UCKBAHUSTA CIleN
TOJyuaBaHe Ha TPBOHAYAIHATA CEPTUPUKALINSL.

(49) 3a ma ce yBemuuy MPO3PAYHOCTTA II0 OTHOLICHME HA HA30pa HA HOTU(MUMPAHMTE OPraHy OT CTPAHA HA HALMOHAIHUTE
OpraHy, OpraHWTe, OTIOBAPSIIM 3d HOTUQUUMPAHMTE OpraHM, CIefBa fa MyOIMMKyBarT MHQOpPMALMS 32 HALMOHAIHUTE
MEpKHM, KOUTO YPEeXNIaT OLEHSBAHETO, ONMPEIEITHETO M HAOMIONeHNeTo Ha HOTMQUUMPAHUTE OpraHu. B cboTBeTCTBME C
mo0pata aIMMHKCTPATHBHA MPAKTHKA Ta3y MHGOPMALNS CIIe[BaA [a CE aKTyalu3ypa OT Te3) OPraHM, MO-CIELMATIHO 3 [a
OTpa3siBa CHOTBETHUTE 3HAUMTENIHM MIIM CHUIECTBEHM M3MEHEHNS Ha BLIPOCHUTE IPOLIETYPU.

(50) 111>p>KaBaTa UJIEHKd, B KOATO € YCTaHOBCH HOTI/I(])I/II.[I/IpaHI/IﬂT opras, cjefBa fia OTroBaps 3a IpUIaraHETO Ha M3MCKBaHMATA
Ha HacTOALIMS PErlIaMeHT II0 OTHOLIEHME Ha TO3U HOTI/I(l)IAIII/IpaH Oprax.

(51)  To-cneumanHo, ¢ OrIed Ha OTTOBOPHOCTTA HA TbPKABUTE WICHKM 32 OPTAaHM3ALMATA 1 IIPENOCTABSHETO Ha 3IPAaBHM YCIIYTH
¥ METMIMHCKO 00CITyKBaHe, IbPXKABUTE WICHKM CJIefBA 1a MOTAT [ MPEIBUIST NOIBIHUTEHI M3UCKBAHIS 30 HOTUQUIIM-
paHuTe OpraHyu, ONpENENieHM 3a OlEHsABAHE Ha CHOTBETCTBMETO HA M3HENMATA M YCTAHOBEHM HA TAXHA TEPUTOPUS, IO
OTHOLIEHME Ha BBIPOCH, KOWTO He Ca YpemeHM B HACTOAIMA perNlaMeHT. BCuuky Taka NpemBMOEHM NONBIIHUTENHN
V3VCKBAHMSI CIIEABA [1d HE 3aCSraT [O-CIEMATHOTO XOPM30HTAIIHO 3aKOHOAATeNcTBO Ha ChI03a OTHOCHO HOTU(MUMpPAHUTE
OpraHy M TAXHOTO PaBHO TPETMPAHE.

(52)  3a mamenmara ot knac D KOMIeTeHTHITE OpraHM CIiefiBa fa ObIAT MHPOPMUPAHU 33 CepTUQUKATHTE, UBNANEHN OT HOTUH-
LIMpaHNTe OPIaHM, U [ PaslloNaraT ¢ MPAaBoTO 4a OCBLIECTBSIBAT KOHTPON BHPXY OLCHSBAHETO, M3BBPIIBAHA OT HOTUQUIIM-
PaHuTE OpraHiL.

(53)  3a uzmenusra ot kiac D, 3a kouro HsMa OC, e uernecho0pasHo [a ce MPENBUMHM, Ye KOTaTo TOBA € IIbPBOTO CepTUUIIpaHe
Ha TO3M KOHKPETEH TUIl M3[e/Me M Ha [a3apa HsMa CHOTBETCTBALIO MONOGHO M3HENNME ChC CHLIOTO MpeNHa3HaueHue U
OCHOBAHO Ha CXOJHA TEXHONOINS, HOTU(MUMPAHUTE OPIaHM CIIelBa, B JOIBIHEHME KbM JIaGOPaTOPHOTO M3IUTBAHE HA
TBBPISIHOTO OT NPOM3BORMTEILSL EIICTBUE I Ha CHOTBETCTBMETO HA M3MENMETO, M3BBPIICHO OT pedepeHTHUTE Taboparopuu
Ha EC, MMar 3agbp/KeHMeTo [a TOMCKAaT OT eKCIEpPTHUTE IPYIM Ha YNPaXKHAT KOHTPON BBPXY TEXHMTE HOK/IAmy OT
OLICHSIBAHETO Ha OLEHKATa Ha HejicTBuero. KoHcynTamysTa ¢ eKCrepTHuTe Ipymy BbB BPb3KA C OLEHKATa Ha MEHCTBIETO
crelBa fa JOBefe IO XapMOHM3MPAHA OLEHKA HA BMCOKOPMCKOBMTE MENMIMHCKM M3OENNS 3a MHBUTPO IMAarHOCTMKA upe3
o6MeH Ha eKCIIEPTEH OINT OTHOCHO CBBHP3AHNTE C MEIICTBUETO acmekty 1 paspaborsarero Ha OC 3a KaTeropuure M3memnus,
KOUTO Ca MPEMVHAIIN TPe3 TO3M MPOLEC Ha KOHCYNTALMM.

(54) 3a ma ce ysemuuy 6e30NMACHOCTTA HA MAUMEHTMTE M 3a Ja Ce B3eMe MPEMBUI TEXHONOTMYHMAT IPOrpeC, HACTOSUIATA
cucTeMa 3a Kinacuuiamyst Ha mspenmsita o Hupektusa 98/79/EO cremsa fa ce M3MEHM OCHOBHO, 33 Iia CE YeIHAKBHU C
MeX/IyHapOJHaTa MPAaKTMKa, a ChOOPa3HO C TOBA CreNBa [a ce aalTMPaT M CBbP3AHMTE MPOLEIYpPH 33 OLEHSIBAHE HA
CBOTBETCTBHETO.

(5 5) HCO6XO]II/IMO €, IIO-KOHKDETHO 3a LEIUTE Ha IPOLENypuUTe 3a OLEHsABAHE Ha CBOTBETCTBMETO, WM3IEIMATA [a Ce
Knacmc])mumpaT B YETUpM Kilaca B 3aBMCMMOCT OT pUCKa M [1a €€ YCTAaHOBAT HaOEXHOHM IIpaBuila 3a KIIaCI/l(])]/IKaII]/IS[
c1>06pa3H0 pucka, KaTo ce B3eMe IMpEenBUI MEXIyHapOOHaTa MPaKTHKa.

(56) Karo 0o0mo mpaBuiio mpoLenypara 3a OLEHsBaHe HA CHOTBETCTBMETO HA MBMENMsi OT Kiac A CIIefBa [a Ce M3BbpIIBA CaMO
Ha OTTOBOPHOCTTA Ha MPOM3BOIMTEININTE, Thil KaTO Te3M M3HENMS IPeNCTaBIIsBaT HUCKO HMBO HA PUCK 3a NMauMeHTHTE. 3a
u3nenusTa ot kimac B, kmac C u kimac D crenBa a e 3aTb/IXKUTEITHO MONXOMSIIO PABHMIIC HA yYacTye HA HOTU(MLMpAH
OpraH.

(5 7) l'[pouenypme 3a OLIEHABaHE Ha CHOTBETCTBMETO Ha M3HENMATA CIIEBa HOIIBIIHUTEIHO [1a €€ YKpEenAT M paliOHaIM3NpaT,
KaTo €IHOBPEMEHHO C TOBa Clle[IBa SICHO Ha CE€ IT0COYAT M3MCKBaHMATA KbM HOTI/I(l)I/IL[I/IpaHI/ITC OpraHyu 1o OTHOWICHME Ha
VI3BBBPUIBAHUTE OT TAX OLEHABAHMS, 3a 1a C€ rapaHTVpa paBHOIIOCTABEHOCT.

(58)  LenecsobpasHo e ceprudukarite 3a CBOOOAHA Mpomax0a 1a ChIbPXKAT MHGOPMALIVS, KOSTO [O3BONISIBA M3ION3BAHETO HA
Eudamed, ¢ uen ma ce monmyuu nHOpMALMsA OTHOCHO M3HENMETO, MO-CIIELMATIHO 33 TOBA [AIM TO € Ha asapa, Jam e
M3TEIJIEHO OT Ia3apa WM € M33€TO, KAKTO U 3 BCEKM CEPTUQUKAT 32 HETOBOTO CHOTBETCTBIE.

(59) HeobxomuMo e [1a ce YTOUHAT M3MCKBAHMATA KbM INPOBEPKATA NPY IIyCKaHE HA NMAPTUNM OT HAi-BMCOKOPUCKOBUTE
ENIE

(60)  Pedepenrrure naboparopuy Ha EBpomerickusi Cbio3 ClieBa [1a MOTaT [a IPOBEpsIBAT upe3 JTaOOPaTOpHM V3IUTBAHUS
TBLPAAHOTO OT TPOW3BOIMTENS [EHCTBME M CHOTBETCTBMETO Ha M3MIENMATA, IIPEACTaBABALIM Hail-BUCOK PUCK, C
npunoxumure OC, korato Takusa OC CBIIECTBYBAT, WM C OPYIM pelleHus, uM30paHM OT IPOU3BOIMTENUTE, 33 Ma
OCHUTYPSIT HUBO Ha (e30I1aCHOCT U HEJICTBIE, KOETO € Hall-MaJIKO eKBUBAJIEHTHO.
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(61) 3a ;ma ce rapaHTMpa BMCOKO HMBO Ha 0e30MACHOCT U MHeViCTBME HA M3MENNATA, IOKA3BAHETO HA CHOTBETCTBMETO C OOLIMTE
V3UCKBAHMS 3a Oe30IACHOCT M HelicTBUe, NPEOBUICHM B HACTOSALMS PEITIAMEHT, CIIe[Ba Jd Ce OCHOBABA HA KIIMHUYHU
okazaresicTa. HeoOXomimo e fa ce M3SICHAT M3MUCKBAHMATA 32 IEMOHCTPUpPAHe Ha KIMHMYHNTE JOKA3aTeNCTBA, KOUTO Ha
Ce OCHOBaBaT Ha [JAHHM 3a HayyHaTa BAJMIHOCT, M AHAIMTMYHOTO JEHCTBME M KIIMHMYHOTO MEHCTBME Ha CHOTBETHOTO
usgenue. 3a a ce Jafge Bb3MOXKHOCT 3a CTPYKTYypMpaH ¥ IpO3payeH MpOLEC, Upe3 KOWTO Ma ce reHepupar HafeX[IHU U
YCTOMUMBY [IaHHY, M3BIMUAHETO M OLEHSBAHE HA HAJMYHATA HAyyHa MHPOPMALWS M HA JaHHWTE OT M3NMTBAHMUATA HA
TIeJICTBMETO CIIeMiBa J1a Ce OCHOBABAT Ha IUIaH 3a OLEHKA Ha NIEJCTBMETO.

(62) Karo o6wo mpaBwio KIMHMYHNMTE JOKA3aTeNICTBA CIENBa [ Ce IONyYaBaT OT M3MUTBAHMS HA IENCTBUETO, NPOBETEHN Ha
OTIOBOPHOCTTA Ha crioHcop. (ielBa [1a e BH3MOXHO CIIOHCOp Aa Obe KaKTO IPOM3BOMMTENIAT, TaKa M IPYro (U3MUECKO
WM IOPUIMYECKO JIULIE, KOETO [I0eMa OTTOBOPHOCTTA 3a M3NUTBAHETO HA HENCTBUETO.

(63) HeobxomuMo € [1a ce OCUIypy aKTyanu3auys Ha KIMHIYHNUTE JOKA3aTeNiCTBA OTHOCHO MBMENMSTA TPe3 LEMsl UM KM3HEH
vk Tasyu akTyanusanyst Ipenosnara IaHNPaHo HaGMIoNeHye OT CTpaHa Ha IPOM3BOMMTENS HA HAYYHUTE TOCTIKEHNUS
¥ Ha NPOMEHNTE B MENMIMHCKATA MPaKTyKa. [Ipy TOBA MOTIOXKEHME CIIENBA PeNieBAHTHATA HOBA MHGOPMALVS [ IOBENE 10
TpepasriekiaHe Ha KIMHIYHUTE TOKA3aTeNICTBA OTHOCHO M3IEMIITA, KaTO IO TO3M HAuMH Ce TapaHTypa Oe30IacHOCTTa 1
Ie/ICTBMETO Ype3 HENPeKbCHAT IIPOLeC Ha OLICHKA Ha NefCTBHETO.

(64) Crnemsa ma ce ordere, de pa3OMpaHETO 3a KIMHNMYHA IOM3d NPV MENMUMHCKUTE M3NENVs 3a MHBUTPO OMArHOCTMKA Ce
pasiuuaBa ChIIECTBEHO OT Pa30MpaHETO 3a KIIMHMYHA IOJI3a, KOETO Ce Mpuiiara mpy (apMareBTHYHMTE MPOIYKTH WK
TepaneBTUYHUTE MEIMUVHCKY MBMIENNS, Thil KaTO MOJI3aTa OT MEIMLMHCKNTE M3LENNsA 33 MHBUTPO IMATHOCTMKA CE ChCTOM
B TOBA, Y€ CE OCUIYPsIBA TOUHA MEIMIMHCKA MHQPOPMALIVS OTHOCHO MALMEHTHTE, OLEHSIBAHA, KOrATO € LenechobpasHo, Ha
doHa Ha MemuumHCKa MHQOpMALVs, MONyYaBaHA UPe3 M3MONI3BAHETO HA [PYrM MVMATHOCTMYHM BB3MOXKHOCTH ¥
TEXHOJTOIVY, TOKAaTO OKOHYATETHYSIT KIIMHIYCH PE3yNTaT 3a MALMEHTA 3aBUCH OT MO-HATATHUIHUTE TMATHOCTIYHM V[Wu
TepaneBTMYHM Bb3MOXKHOCTH, KOMTO Ca HaJMIIE.

(65) Korato KOHKpETHNM M3IENVs HSMAT aHATMTMYHO WV KIMHUYHO JEVCTBHME WM KOIaTo He Ca HPWIOXMMI CIeluQuuHy
VM3VCKBAHMS 34 MEIICTBUETO, € LeTecho0pasHo B IUIaHA 33 OLEHKA HA MENCTBMETO, KAKTO M B CBbP3aHMTE NOKIIAMM, MIa Ce
060CHOBAT MPOIYCKHM, OTHACSIIN Ce IO Te3U M3UCKBAHMLL.

(66) IpaBuimata 3a M3MMTBAHMSTA HA MEIICTBUETO CNIEMBA 1a CHOTBETCTBAT HA JOOpE yTBHPHEHNM MEXKIyHAPOIHYM HACOKM B Ta3u
obmacr, karo MexmyHapomHus craHnapt ISO 14155:2011 3a mobpata KNMHMYHA TPAKTUKA [IPY KIMHUYHY M3IATBAHIS
Ha MEIMLMHCKYM M3[ETMs BbPXY XOpa, Taka ye [ia ce YIeCHN NMPUEMAHETO Ha pe3y/nTaTuTe OT mposexpaHute B Cbrosa
V3IIATBAHMS HA NEJCTBUMETO KaTo NOKyMeHTaums u3bbH Cblo3a 1M Ha ce YlecHM NpueMaHeTo B pamkure Ha Cblo3a Ha
pesynTaTMTe OT M3MMTBAHMATA HA MENCTBMETO, M3BbpLIeHM M3BbH (bl03a B CHOTBETCTBME C MEXKIYHAapOIHMTE HACOKML.
OcBeH TOBa MpaBMIIaTa ClleNBa Ja ChOTBETCTBAT HA Haif-HoBaTa pemakuys Ha [lexnapaumsra or Xensunku Ha CbeToBHaTa
MEIMIMHCKA acoUMalys 33 eTMYHNTE NPYHUMIN TIPY MPOBEKIaHe HA KIIMHUYHM USIUTBAHMS NPY XOpa.

(6 7) Ha JIbp2KapaTa YICHKA, B KOATO 1€ C€ IPOBEXKIA M3NUTBAHETO Ha MeiiCTBMETO, CIlenBa Nia ce npenocTaBn Bb3MOKHOCTTA J1a
onpeneny MnogxouAmms oprat, KOMTO [1a y4uacTBa B OLICHSABAHETO Ha 3asdABJICHMETO 3a IIPOBEX[IAHE Ha M3MNUTBAHE Ha
HeiCTBMETO, U 1A Opranmsmpa y4aCTMETO Ha KOMUCHMTE IIO €TMKa B CPOKOBETE 3a pa3pelllaBaHE Ha TOBA M3NUTBAHE Ha
HeiCTBUETO, NpenBuIeHN B HACTOSAIIMNS PEITIaMEHT. Tesn peleHns ca BpIIpOC Ha BBTPEIIHA OpraHu3alns 3a BCsAKa IbpKaBa
yjieHKa. BbB Bpb3Ka C TOBa Ibp2KaBUTE WICHKM CJIe[Ba Oa OCUTYPAT Y4YaCTMETO Ha HECICHMAIINCTH, IIO-CIICHMATIHO Ha
MalMeHTN UM Opranms3aumy Ha IMalMeHTH. Te cbiio Taka ciema na rapaHTMpar, 4e Ca HaJlmuie HCO6X0]11/IMI/ITC C€KCIIEpTHN
3HAaHUA N OIIUT.

(68) Crmemsa ma ce ch3[afe €IeKTPOHHA CUcTeMa Ha HuBOTO Ha Cbl03a, 33 Ha ce rapaHTUpa, Ye BCAKO MHTEPBEHLUMOHAIIHO
M3NUTBaHE Ha KIIMHMYHOTO MNEJACTBUE M OPYT BUI M3NMUTBAHE Ha HEVCTBMETO ChC CHIIBTCTBALM PUCKOBE 33 YUaCTHUIMTE B
VM3MUTBAHETO CE PErMCTPUPAT ¥ JOKIAIBAT B MyONMYHO NOCThIHA 0a3a gaHHM. 3a ChOIIOTABaHEe HAa IPABOTO HA 3alUMTA HA
JNIMYHNTE TaHHY, 3a10KEHO B wieH 8 oT XapTata Ha OCHOBHWTE IIpaBa Ha EBpomeiickus cbio3 (,Xaprata“), B eleKTpOHHaTa
cucTeMa He CilefiBa 1a Ce 3aNMCBAT JIMYHMUTE JaHHM HA y4acTHMUMTE B M3NMTBAHETO Ha meiictsuero. C OITIEN HA MOJNE3HUTE
B3aJMMONIENICTBIS C KIIMHMYHUTE M3IMUTBAHMS Ha JIEKApPCTBEHM MPOMYKTM, €NeKTPOHHATAa CUCTeMa 3a M3MMTBAHMATA Ha
[efiCTBMETO CIIe[BA 13 € ONepaTMBHO ChBMecTMMa C 6asata maHHM Ha EC, KosiTo Ie ce chb3mame 3a KIIMHMYHMTE
VM3IUTBAHMSL Ha JIEKAPCTBEHN POIYKTH 33 XyMaHHa yrorpea.

(69) Korato mameHo VIHTEPBEHLIMOHAIIHO KIIMHUYHO M3NNUTBaHE Ha HEICTBUETO WITU Opyr Bu M3NUTBAHE Ha HeNCTBUETO ChC
CBIIBTCTBAILM PUCKOBE 3a YUaCTHMIMTE CE€ IPOBEXKMA B IIOBEUE OT €IHA IbpKaBa YJIEHKA, CIIOHCOPBT CII€TIBa [1a MOXKe [1a
ToHane enVHHO 3asBJIEHME, 3a 1a C€ HaMmallM aIMUHUCTpAaTMBHATA TEXKECT. 3a ma ce mane Bb3MOXKHOCT 3a pasnpeneneHne Ha
pecypeute u na ce rapaHTypa IOCIIENOBATEIIHOCT MPY OLCHSABAHETO HAa aCIEKTUTE BBB BPb3Ka CbC 3[IPABETO U Gesomac-
HOCTTAa Ha U3HENMATA 3a U3MMUTBAHE Ha MECTBUETO U C Hay4YHM)A IUIaH Ha TOBa M3IMUTBAHE, IIPOLENypaTa 3a OLEHABAHE Ha
TOBAa C€OMHHO 3asBIICHME CJIeBa HOa 6'I)II€ CbITIaCyBaHa MEXNY [ObpXKaBUTE€ WICHKM TIIOO PHKOBOOCTBOTO Ha €[HA
KoopaMHyupana obpxXKasa 4YJI€HKaA. HO]IO6HO KOOpOMHMPAHO OLEHSIBAHE HE CIICMBa [1a BKIIIOYUBA OLCHSIBAHE Ha acClIEKTN Ha
M3INTBAHETO Ha ]16]7[CTBI/I€TO, KOMTO II0 CBOSI XapaKTep Ca HaUMOHAJIHM, MECTHN U €TUYHM, BKITIOUUTEITHO I/[H(i)OpMI/IpaHOTO
ChIIacue. H’bp)KaBI/ITC UICHKM CJI€OBa Oa MOraT fa y4aCTBaT Ha 1106p030nHa OCHOBa B KOOPOMHMPAHOTO OLEHSIBAHE 3a
ITbpBOHAYAJIEH CPOK OT CEHNEM TOOMHM OT HauajiHaTa [1aTa Ha MpUIaraHe Ha HACTOSALUMSA PErlIaMEeHT. Crnien U3TMUAHETO Ha
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TO3M CPOK BCUYKM HOBbpXKaBM UYJIEHKM CII€[Ba Ha 61)]IaT 3aIbJIKEHM Ha y4acTBaT B KOOPOMHMPAHOTO OLIEHABAHE. Karo ce
OCHOBaBa Ha HAaTpyHnaHus ONNUT OT ]106pOBOJ'IHaTa KoOpaMHauusa MEXMOy HObpKaBUTE YIICHKH, Kommcnsra cnemsa ma
V3rOTBM [OKJIall 3a IIPUIIAraHETO Ha CHOTBETHUTE p33H0p€H6I/I, OTHacAlM C€ OO Ipolenypara Ha KOOpOMHMPAHO
olieHsiBaHe. B cnyqaﬁ Ue€ 3aKIIIOYEHMATA OT HMOKIJIafma ca OTPULATEIIHY, Komucusra crnensa ma NPENCTaBy IMPENJIOKEHME 3a
YObIIZKaBaHE Ha CPOKa Ha y4acTue Ha [106p0130m{a OCHOBa B IIpoLenypaTa 3a KOOPOMHNMPAHO OLEHSABAHE.

(70)  Croncopute creBa 1a HOKITANBaT 3a IMOSIBATA HA OMpEIENCHM HEXENaHM ChOMTMSI M HENOCTATHUM HA WBMENMAIT,
TIPOSIBSIBALLY CE NPYU MHTePBEHLMOHANHY M3NMTBAHMA Ha KIMHMYHOTO [eiCTBME M JPYT BUA M3MMUTBAHMS Ha MEHCTBUETO
CbC CHITBTCTBALIM PYCKOBE 33 YUACTHMIINMTE, HA IbPXKABUTE WIEHKM, B KOUTO Ce MPOBEKMNAT Te3M M3MUTBAHMA. [IbpxKaBuTe
YJIeHKY CTefiBa Ja MMaT Bb3MOXHOCTTA MIa HPEKpaTsT MM CIPaT Te3M M3IUTBAHMS WM M3IAJEHOTO 33 MPOBEKIAHETO MM
paspelieHe, aKO CYETAT TOBA 3a HEOOXOIMMO, 3a [ Ce OCUIYPM BMCOKO HMBO HA 3AIUMTA HA yYaCTHMLNTE, BKITIOYEHN B
Te3u u3mutBanus. Takasa MHOpMALMs CIIeABa [a ce ChOOLIABA HA OCTAHAINTE TbPKABH UIEHKM.

(71) HpI/I M3IUTBAHE HA MEIICTBUETO CIIOHCOPBT ClIefBa Ha NMPENCTaBy PE3IOME Ha PE3YINTATUTE OT U3IMUTBAHETO Ha ]]CI?[CTB]/ICTO,
HalmMCaHoO MO JIECHO p336I/lpa€M 3a LeneBus HOTpe6I/lTeH HauMH, 3a€JHO C MOKJIaJa 3a M3INUTBAHE HaA [Ie]?[CTBI/ICTO, KOrarto €
NNPUIIOKMMO, B PAMKUTC Ha MNPCOBMOCHUTEC B HACTOAWNSA PEITIAMEHT CPOKOBE. Korato He e BBb3MOXHO f1a npencraBu
PE3IOMETO Ha PE3YIITATUTE B IPENBUOCHUTE CPOKOBE IMOpanN C'b06pa}KCHI/IH OT Hay4YHO €CTECTBO, CIIOHCOPBT CII€lBa Ha Ce
000CHOBE U Ja MoCo4YM Kora e 6'I)II€lT NpencTaBeHn pe3ynTaTuTe.

(72)  C umskmoueHye Ha HAKOYM OOLM M3MCKBAHMS HACTOSLIMAT PEINIaMEHT CIelBa Ja OOXBAlla eOMHCTBEHO M3IMTBAHMATA HA
[IeVICTBMETO, TIPEIHA3HAUYECH 33 ChOMpaHe Ha HAyUYHN JAHHM C LET [HOKa3BaHe Ha ChOTBETCTBMETO HA M3IENMSTA.

(7 3) HCO6XO]II/IMO € [1a Ce€ IOsACHM, Y€ HE € HYXKHO [1a C€ padpeluaBaT M3INTBaHNA Ha ]Iei[CTBMGTO C M3II0JI3BAaHE Ha OCTAaThLUTE
oT HpO6I/I. B’preKI/l TOBa, O6ILU/ITC V3VICKBaHMs U IPYTY DOI'BJIHUTEIIHN M3MCKBAaHMA C OINIEN Ha 3aliMTaTa Ha OAHHUTE, U
VBUCKBAHMATA, TIPUIIOKMMM 3a NMPOLCOYPUTE, OCBUIECTBSIBAHM B CHOTBETCTBME C HAIMOHATHOTO IIpaBO, KAaTO HAaIpUMEp
NpernegpT Ha CbOTBETCTBMETO C €TUYHM CTaHOAPTY, CII€BA Ha IMPOOBIIKAT Oa C€ IpuiiaraT 3a BCMYKM M3NUTBAHMA Ha
]Ief/'[CTBI/IeTO, BKJTFOUNTEITHO C M3IIOJI3BAaHE HAa OCTAaTBbUUTE OT IIpO6I/I.

(74)  Cnensa ma 6bmar cniassaHy IPUHIMINTE HA 3aMECTBAHe, HAaMassiBaHe ¥ OOnekuaBaHe B OONIACTTa HA OIMTUTE C KMBOTHM,
onpenenenn B Hupekrusa 2010/63/EC Ha Espomeiickust mapnament u Cobgera (!). Ilo-cmeumanto crnemsa ga ce 130sirsa
HEHY>KHOTO IyOryMpaHe Ha M3IUTBAHMS U U3CTICBAHIISL.

(75)  TIpoussomutenute CrelBa ga UrPasT aKTMBHA OIS CIe IyCKAHETO HA NA3apa, KATO CUCTEMATMHHO M aKTMBHO ChOMpAT
MHQOpPMALMsE OT ONMTA CbC CBOMTE W3NS CIell IyCKAHETO HA [1a3apa, C el [a aKTyaluM3MpaT TeXHMYecKata Cu
[OKyMEHTALMs. 1 [1a CH CHTPYIHNYAT C HALMOHATIHUTE KOMIICTEHTHY OPTaHM, OTTOBAPSILIM 3a HPOCIIeHsBaHeTo Ha bOe3omac-
HOCTTA ¥ NI/HOCTMTE N0 Hal30p Ha Ma3apa. 3a Ta3W LeN MPOM3BONMTENNTE CIIENBA J]a Ch3[ANAT BCEOOXBATHA CUCTEMA 3a
HaJ30p CIIefl MycKaHe Ha Ila3apa, B PAMKMTE Ha CBOSITA CUCTEMA 3a YNpaBlleHMe HA KauecTBOTO M Bb3 OCHOBA HA IUIAH 3a
HA30p CIlefl MycKaHe Ha nasapa. ChOTBETHMTE MaHHYM M MHGOpMALWs, CHOpAHNM B PaMKNUTe Ha Haj30pa Cied IyCKaHe Ha
Ta3apa, ¥ M3BOMMTE, M3BJICUECHN OT M3BBPUICHNTE NPEBAHTHBHY MV KOPUTMPALIM JCHCTBIS, CIelBa 4 Ce M3IOJ3BAT 3a
aKTyalmy3upaHe HA OTHOCHMNTE YacTy HA TEXHMYECKATa [OKYMEHTAalWs, KAaToO CBbP3aHMTE C OLEHSBAHETO HA PUCKA U
OLICHKATA Ha JIeVICTBMETO, M CIedBa [a CIyXaT ! 3a LIeIUTe Ha IIPO3PayHOCTTa.

(76) 3a ma ce ocurypu nmo-nobpa 3akpunia Ha 3IPaBeTo ¥ 0E30MACHOCTTA IO OTHOLIEHNE Ha M3IENMITA Ha 11a3apa, eNeKTPOHHATA
CUCTeMa 3a TPOCIIeNsiBaHe Ha Oe30NACHOCTTA Ha M3JENMsATa CllelBa [a CTaHe N0-eeKTMBHA, KATO Ce Ch3[alle LEeHTpajleH
noprai Ha pasHuiero Ha Chbio3a 3a [OKJIA[BAHE 33 CEPUOHUTE VHLMIEHTM M KOPUTMPALIMTE [ECTBUS BbB BPb3KA C
0e301acHOCTTA.

(7 7) H'])p)KaBI/ITC WICHKN CJIefBa Oa MNpearnpuemMar MNOouoxXondamy MEpKM 3a MOBMIIABAHE Ha OCBEHNOMCHOCTTA Cpel MEOIMUMHCKUTE
CriennanncTu, HOTpeéMTCHI/ITC M TaUUeHTUTe OTHOCHO 3HAUEHMETO Ha [OKJIAmBaHETO 3a MHLUIEHTU. MemMIMHCKUTE
CliennanncTu, HOTpC6I/ITCHI/ITC U NAUMEHTUTE CIIEOBA O 6’bHaT HacbpuyaBaHM M a MMAaT Bb3MOZXKHOCTTA [1a HOKIIadBaT IpU
IIOD0O3pEHME 33 CEPMO3HM MHUMIOEHTM Ha HAlMOHAJIIHO HVBO, KaTO C€ M3IIOJI3BAT YE€OHAKBEHU (l)OpMaTI/[. Haumonanaure
KOMIIETEHTHM OpraHy CiefBa na I/IH(l)OpMI/IpaT MPOV3BOOUTEIINTE 33 TIOAO3MPAH CEPMO3EH MHIMOEHT M KOIaTo IIPOM3BO-
INUTETIAT IOTBBPON, Y€ € Bb3MOKHO Ha € Bb3HMKHAII TAKbB MHUMACHT, CbOTBETHUTE OPraHyM CII€[Ba Oa OCUTYPAT Ipennpue-
MAaHE€TO Ha NOOXOHOALIN ITOCIEOBALIN JICI?ICTBI/IH, 3a Ha c€ OorpaHmMum B MaKCMMalIHa CTCIICH IIOBTOPCHMETO Ha IIO]I06HI/I
MHIUOCHTHU.

(78)  OteHsiBaHeTO Ha NOKIIAJBAHMTE CEPUO3HN MHIMICHTM M KOPUTMPALIM JEHCTBIS BbB BPB3Ka ¢ Oe30MaCcHOCTTa CliefiBa [ia ce
M3BBPIIBA HA HALMOHAIHO HUBO, HO TPsGBA [1a € HAJMLeE KOOPAMHALMS, KOraTo Ca Bh3HMKHAIM CXOIHM MHLMICHTH WK
KOTaTo Ce Hayara MpenrpyeMaHeTo Ha KOPUTMPALIM NeCTBUS BbB BPb3KA C OE30IaCHOCTTA B IOBeue OT [HA IIbpXKaBa
uJleHKa, C LeTl CIOfeNsAHe Ha PecypcuTe M OCUIYpsiBaHE Ha IOCNENOBATeIIHOCT BbB BPh3Ka C KOPUTMPAILHTE IEHCTBIS.

(") Oupexrnsa 2010/63/EC Ha Eporeiickist mapmament 1 Ha Cpeta ot 22 cemremspyt 2010 I. OTHOCHO 3amIMTaTa Ha KIMBOTHNTE, M3IION3BAHI 34
Hayunn temu (OB L 276, 20.10.2010 ., ctp. 33).
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(79)  Tlpu pascrenBaHeTO Ha MHIMIEHTUTE KOMIIETEHTHNUTE OPraHy ClIefBa [1a B3eMAT MpEMBUI, aKO € Lellecbo0pasHo, IpeocTa-
BeHatda MHGOPMALMSL OT CHOTBETHUTE 3aMHTEPECOBAHM CTPAHM M MHEHMSATA WM, BKIIOUMTENIHO OPTaHM3ALMMUTE HA
NAUMEHTHTe Y MEAMIMHCKNUTE CIIEMAIUCTY M COPY2KEHNSTA Ha IPOM3BOIMTEIINTE.

(80)  TMoKIamBaHETO 3a CEPUO3HMTE HeXKeMaHM CHOMTMS WIM HETOCTATBUM Ha M3HEIMSTA MO BpeMe Ha MHTEPBEHLMOHAIHM
M3MUTBAHMS HA KIIMHMYHOTO AEICTBUE M IPYT BUI M3MMTBAHMS Ha NEVICTBMETO CbC CHITBTCTBALIM PUCKOBE 33 YUACTHULIMTE
B UBNMUTBAHMATA U OKIIA[BaHETO 3a CEPUMO3HM MHLMIEHTH, BH3HMKHAMM CTlef] TyCKAHeTO Ha Iasapa Ha M3NENMATa, CrenBa
SICHO T Ce Pa3rpaHNuaT, 3a I ce M30erHe IBYKPAaTHO TOKITABaHe.

(81) l'IpaBMnaTa 3a Haazopa Ha Iaszapa cCJenBa Oa C€ BKJIIOYAaT B HAaCTOALIMSA PEITIaMEHT, 3a Ja C€ 3acUIIAT IIpaBaTa U
3aIbJIKEHMATA Ha HalMOHAIIHUTE KOMIIETEHTHM OpraHy, 11a c€ OCUTYpU e(l)eKTI/[BHa KOOpOMHaLMA Ha HETHOCTUTE UM IO
Haa30p Ha Madapa 1 fa c€ KOHKPETU3MUPAT NMPUIOKMMUTE ITPOLEIypu.

(82) Bcsiko cTatucTmueckn 3HauMMmo yBEIIMUYEHNE Ha 6p0}7[ WM TeXeCTTa Ha MHUMOEHTUTE, KOMTO HE Ca CEpUO3HU, MIIM Ha
OUYaKBaHUTE TIOTPCIIHM PE3YNITaT, KOUTO Ouxa Mormm Ia MMaT 3HAYUTEITHO Bb3MENCTBIE BbpXYy aHajiM3a Ha CbOTHO-
IIEHUETO MEXMOY puUcCka U IOJIBUTE M KOUTO Ouxa Morm HOa JOBCOaT N0 HENpMEMIIMBM PUCKOBE, CII€Ba Ma 6'1)]16
JOKJIaIBaHO Ha KOMIIETCHTHUTE OpraHy, Taka 4e€ [1a CE€ IMO3BOJIM M3BbPIIBAHCTO HA OLICHABAHETO MM UM INPUEMAHETO Ha
NIOAXOIALIN MEPKI.

(83) Ipu cnasane Ha pena u ycnosusiTa, onpenenenyu B Permament (EC) 2017/... ¥, cnensa fa ce ch3fane eKCIepTeH KOMMUTET
— KIMM— cbcTaBeH OT Nuia, NMOCOYEHM OT IbpXKABUTE UIEHKM Bb3 OCHOBA HA POJIITA M OMMTA MM B OOJNAcTTa Ha
MEIMLIMHCKUTE U3HeNNs, BKIIOYMTETHO MEAMIIMHCKMTE M3HeNNs 33 MHBUTPO OMATHOCTMKA, KOWTO a M3ITbIIHSABA 3afauuTe,
BBIIOKEHM My C Hacrosiums pernameHt u ¢ Pernament (EC) 2017/... %, ma pmasa crasoBumma Ha Komucmsra u ma
nofnomara Komycusta u gppxapute 4IeHKM 33 OCUTYpsIBaHE HA XapMOHM3MPAHOTO MpuUIIaraHe Ha HaCTOSILMS periaMeHT.
KIMM cnenpa ma Moxe 1a Ch3laBa IONIPYIM, 3a [1d C& OCUTYPM IOCTBI IO HEOOXOMMMMs 3aibOOUCH TeXHUYECKM
eKCIIepTeH OMuUT B 00NIACTTa Ha MEIVMLMHCKMUTE M3IeNNs, BKITIOUMTEITHO MEIMLMHCKUTE M3IENNS 32 MHBUTPO IMArHOCTUKA.
IIpu ch3maBaHeTO Ha MOATPYNM CliefBa Ha ce OTHENM HeoOXOMMMOTO BHMMaHME Ha BBH3MOXHOCTTA 33 NPUBIIMYAHE HA
CBIIECTBYBAILY IPyMy Ha paBHMIIETO Ha Cbio3a B 00IACTTa HA MEIULMHCKUTE M3HENS.

(84) [To-TsicHata KoopoMHauust MEXNy HallMOHAIIHUTE KOMIICTCHTHM OpraHm 4pe3 oOMeH Ha ]/IH(l)OpMaIIIASI 1 KOOpOMHMPAHO
OILICHsABaHE IO PHKOBOICTBOTO Ha KOOpHOMHMpAI OpraH € OT OCHOBHO 3Ha4Y€HME 3a rapaHTMpaHE Ha MOCTOSHHO BMCOKO
HUBO Ha 3akpwia Ha 30paBeTo U 0e30I1acHOCTTa B paMKuTe Ha BBTPEWIHMA Ia3ap, MO-KOHKPETHO B obmacrra Ha
U3NUTBAHUSITA HA NEACTBUETO U NpoCensaBaHeTo Ha 6€e3011aCHOCTTA. HPI/IHIII/IH'I)T 3a KOOpHMHMPaH obMeH 1 OLICHsIBAHE
ciegpa ga ce Ipuiara M 3a Opyrm OnmcaHM B HACTOAIINMS PErIaMEHT HeHOCTY Ha OpraHure, KaTo OIPENeiIAHETO Ha
HOTI/I(l)I/lIII/IpaHI/I Oprany, ¥ IpwiaraHeTo My CIe€fiBa a €€ HaCbpyaBa B obmactra Ha Ha3opa Ha Iasapa Ha M3HOENUA.
CbBMecCTHaTa pa60Ta, KOOpOMHALMATA M IIPEOOCTaBAHETO Ha I/IH(l)OpMaIII/ISI 3a MEMHOCTUTE CJIefBa J1a OBefie ChIIO Taka JIo
HO-CC])I/IK&CHO V3II0JI3BaHE Ha PECYPCUTE M €KCIIEPTHMSA ONMUT Ha HAUMOHAJIHO paBHMILE.

(8 5) Komucusita crnenpa ma npenocTaBsd Hay4yHa, TEXHUYECKAa M CBOTBETCTBAILA JIOTMCTMYHA IIOAKpPENa Ha KOOPIMHMpAIINTE
HalMOHAJIHX OpTraHy M Oa rapaHTupa, 4€¢ HOpMaTMBHATa ypen6a 3a u3menusiTa ce npusara e(l)eKTI/IBHO " 110 €IHAKBB HAYNH
Ha paBHMIIETO Ha Cpio3a Ha 6asaTa Ha COIMIHN HayuyHU TTOKa3aTesICTBa.

(86)  Cblo3bT M — KOIATO € LENechoOPasHo, TbPXKABUTE UNEHKM CIIEMBA [a Y4acTBAT aKTUBHO B MEXIYHAPOIHOTO ChTPYHHM-
4ecTBO 10 HOPMATMBHMTE BBIPOCK B OONACTTA Ha MBNEMMSTA, 33 A yrecHsBaT oOMeHa Ha MHQOPMALMsi BbB BPb3Ka C
6e30MMacHOCTTa Ha M3NENMsITa 1 3a Ja MOAINOMAraT pa3paboTBaHeToO Ha MeXIYHapOIH! HOPMAaTMBHM HACOKM, HAChpYaBallu
TpPUEMAHeTo B JIPYTM IOPUCIMKLIMM HA TPABUIA, KOMTO Ja OCUTYpSIBAT HMBO HA 3aKpWIla Ha 3[PaBeTo M Oe301acHOCTT,
€KBMBAJICHTHO Ha YCTaHOBEHOTO C HACTOAIUMA PerflaMeHT.

(87) IbpKaBuTe 4IIEHKM CremBa f[a MpENIpMeMaT BCUUYKM HEOOXOMMMM MepKM, 3a N T[apaHTMpaT NpUIIAraHeTo Ha
pasnopeOuTe Ha HACTOSLIMS PEITIAMEHT, BKITIOUMTENHO Upe3 YCTAHOBSBAHETO HA eQEKTUBHY, NPONOPLMOHAIHU M
BB3IMPALIM CaHKUMY 33 TSAXHOTO HapyllaBaHe.

(88)  Bobmpeky ue HACTOAWIMAT peINAMEHT He ClielBa [a 3acsAra MPaBOTO Ha [bpKaBMUTe WIEHKM Ja HAUMCIIABAT TaKCH 3a
ME/HOCTM HA HALMOHAIIHO pPaBHMINE, 33 Ja Ce TapaHTMPAa MPO3PAYHOCT, TbPKABUTE UIIEHKM Ciiemsa Ha MHPOpMMpAT
Komucuara u ocrananure Ibp:KaBy UNeHKH, IIPEAM [a B3eMaT PelieHMe 3a Pasmepa ¥ CTPYKTypara Ha Te3u Takci. 3a fa ce
OCHTYpY Olle IO-TONSIMA IPO3PAYHOCT, CTPYKTYpaTa M pasMepbT Ha TAKCUTE CNIeBa [a Ca MyONMYHO HOCTBIHM MPU
TIOMCKBaHE

(89)  HacrostusT pernaMeHt 3auMTa OCHOBHWTE IIpaBa M ChONTIONABA MPVHIMIINATE, IPU3HATY IO-CIELMANIHO OT XapTara, U IMo-
CMELMANHO YOBEUIKOTO TOCTOMHCTBO, HEMPMKOCHOBEHOCTTA HA JMYHOCTTA, 3alMTaTa HA JIMYHUTE OaHHM, cBoOOmaTa Ha
M3KYCTBaTA M HaykKure, cBOOOJATa HA CTONAHCKATA MHMILMATVBA M MpABOTO Ha COOCTBEHOCT. HacTosmmsr periameHT
CIielBa Jia ce Mpusiara oT IbpKaBUTE WIEHKM B ChOTBETCTBME C Te3M MPapa M HPMHIMIIN.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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(90) C uen ma GboaT M3MeHEHM HSKOM HECHLIECTBEHM pasnopenby Ha HACTOSILMS periameHT Ha Kommcwmsra ciensa ga Obue
JIENerMpaHo MPaBOMOLIMETO 1a PMeMa Jeerupany akrose B chotserctaue ¢ wieH 290 IPEC. Ot ocobena BaxHOCT € 1O
BpeMe Ha MOMIOTBUTENHATa cy paboTa Kommcusra ma IpoBefe MOIXOMSAIIM KOHCYITALMM, BKIIOUNTENIHO HA EKCIEPTHO
paBHMILE, M Te3M KOHCYITAUMM [1a OBIAT MPOBENEHM B CHOTBETCTBUE C MPUHIMIIATE, 3aNOXKEHM B MeXIYMHCTUTYLMO-
HAITHOTO criopasyMeHne ot 13 ampun 2016 r. 3a mo-no6bpo 3akoHOTBOpuectsBo (*). To-crienmarso, ¢ e OCUTypsiBaHe Ha
PaBHO yyacTye IIpM M3IOTBSHETO HA IeJIerMpaHuTe akTose, EBpomeiickusr mapriameHT 1 CbBETBT NONy4aBaT BCUYKM
IIOKYMEHTM €THOBPEMEHHO C eKCIIepTHTE OT IbpKaBUTE WICHKM, KaTO TEXHUTE eKCIIEPTH MONY4aBaT CUCTEMATUYHO IOCTDII
II0 3aCelaHMATA HA eKCIEePTHUTE TPy Ha KomucusaTa, 3aHMMAaBalIM ce ¢ NMOITOTOBKATA Ha METIErMPaHuUTe aKTOBe.

(91) 3a ma ce rapaHTMpAT eINHAKBM YCIOBMS 3a M3ITBIIHCHMETO HA HACTOSIIMA perfaMeHT, Ha Kommcusra cneppa ma Obgar
TIPENIOCTaBeHy M3ITBITHUTENIHM TpaBoMolms. Te3u NpaBOMOLIMS CTIeBa Jla ce YNpaxkHSABAT B CHOTBETCTBME C PernameHT
(EC) Ne 182/2011 na Eponeiickus napiament u Ha Cbgera (%).

(92) 3a mpuemaHeTo Ha AKTOBETE 33 M3IBITHEHME, B KOMTO Ce ONpemenar ¢opMata M HAUMHBT Ha NPECTaBsIHE Ha JaHHNUTE OT
pesiomMeTaTa Ha MPOM3BOIMTENNTE BbB BpPb3Ka ¢ OE30IIACHOCTTA M MHEHCTBMETO VM Ce YCTAHOBSBAT MOMETMTE HA CepTuu-
KatuTe 3a cBoOOfHa mpomax0ba, crlemBa [a ce M3MOMI3Ba MPOLENypaTa [0 KOHCYNTMpaHe NOKONKOTO Te3U aKTOBE 3a
V3IIbIHEHME MMAT IIPOLICIYPEH XapakTep M HAMAT MPSIKO BB3IEICTBME BHPXY 3IPAaBeTO M OE30MacHOCTTa Ha PABHMILETO Ha
Cpro3a.

(93) Komncusra crera ma mprema akTOBE 33 M3ITBITHEHME C He3aDaBHO MPUIIOKEHNME, KOTaTO B HATIEKHO ODOCHOBAHM CITydal,
CBBP3aHM C pa3lIMPsBAHETO 3a TepuTopysATa Ha Cbi03a HA MPMIIOKHOTO IIOJle HALMOHANHA MEPOTallis OT ChOTBETHMUTE
TIPOLIETypPH 3a OLEHSIBAaHE HA CHOTBETCTBIETO, HATIOXKMUTEIHY MPUUMHY 34 CIIENIHOCT M3MCKBAT TOBA.

(94) Ha Kommcmsara crema fia ObIaT MPENOCTABEHM M3IIBITHUTENIHM TPABOMOLIMS, 3a 1a MOXe [ld OIpeNesisi M3MaBaliTe
cybGektu u pedepertHute naboparopun Ha EC.

(95) 3a ma ce mame BH3MOXKHOCT Ha MKOHOMMYECKMTE oreparopy, u ocobeno Ha MCII, Ha HOTMMUMpaHMTE OpraHu, Ha
IIbp2KaBMUTe YIIeHKM M Ha KommcuaTa ma ce aganTupar KbM M3MEHEHMATA, BBBENEHM C HACTOAIIMA PEITIaMeHT, U Ja ce
OCHTypY TPABUITHOTO My IpMIIAraHe, e LenecboOpasHo fa ce MPEeOBUIM TOCTAThYEH IPEXONEH NMepMON 3a Ta3u amanTalys
M 33 IpelnpyveMaHe Ha HEOOXOMMMMTE OPraHMBALMOHHM MepKM. BBIpeKy TOBA, OIpeleneHM YacT OT HACTOSIIMS
pernaMeHT, KOUTO MPSKO 3acsraT Ibp:KaBuTe uneHKM M Kommcusra, crefiBa ma 3aloyHaT fa ce MpuiaraT Bb3MOXKHO Haii-
0bp30. OcoOeHO BaxKHO € CHLIO Taka O HAyalHATA JaTa Ha IpularaHe Ha HACTOSILMS PerylAMeHT Ja OboaT ompenerieHu
JIoCTaThueH OpOil HOTUQUUMPAHM OpraHM CBITIACHO HOBUTE M3MCKBAHM, TAKA Ye A ce M30erHe HENOCTUI HA M3IeNus Ha
nazapa. [lpn Bce TOBa € HEOOXOMMMO ONpETESAHETO HA HOTMQMUMPAH OpraH B CHOTBETCTBME C MBMCKBAHMSTA HA
HACTOSIIMS PerfIaMeHT Mpey HadanHata My JaTa Ha NpuiaraHe Ja He 3acsira BalMIHOCTTAa Ha ONpEENsSHETO Ha Te3u
HOTUQUIMpPaHN Opranu cbriacHo upektusa 98/79/EO M KOMIETEHTHOCTTA MM Jid TPOIBIKABAT 1A M3MABAT BAIMIHU
CepTUPUKATH [0 [IOCOUEHATA IMPEKTHBA 10 HAYAIIHATA [aTa Ha IpUIaraHe Ha HACTOSILUMS PEINlaMeHT.

(96)  3a ma ce ocurypy InTaBeH MPeXoll KbM HOBKTE IIPABMIIA 33 PErMCTPALMS HA MBHETMATA M HA CepTUUKATUTE, 3aIbIIKEHIETO
3a MOJaBaHe Ha HeOOXOAMMATa MHQOPMALMS KbM €TTeKTPOHHUTE CHCTEMM, BbBECHN CBITIACHO HACTOSIIMS PEINIAMEHT Ha
paBHuueTo Ha Cbi03a, CIIefBA — B CIIy4ail ue pa3pabOTBAHETO HA CHOTBETHUTE MHPOPMALMOHHM CHCTEMM BHPBU IO IUIaH
— JIa IOpOIM IIbJIHO HeiicTBMe enpa 18 Mecelia clell HayajHaTa [aTa Ha IIpMIIaraHe Ha Hactoswms pernament. Ipes Tosu
TIPEXONIeH TMepuox onpenernenn pasnopendu Ha Hupekrusa 98/79/EO cremsa ma octaHat B cuna. ChlueBpeMeHHO, 3a fa ce
130€erHAT MOBTAPSILLM Ce PETMCTPALIM, CIIelBa [a Ce MpUeMe, Ye MKOHOMIMUYECKITE ONepaTopy M HOTUQUIMPAHUTE OPraHM,
KOMTO C€ PErMCTPUpAT B ChOTBETHUTE €IeKTPOHHM CUCTEMM, BbBENEHM Ha paBHMIIETO Ha Cblo3a B CHOTBETCTBME C
HaCTOSAWIMA PEIJIAMEHT, OTIOBAPAT HA M3MCKBAHMATA 3a PETVMCTPAlysl, NMPUETH OT MbpxKaBuTe UNIEHKM ChITIACHO Te3u
pasnopentu.

(97)  3a ma ce ocurypu Ge3npensITCTBEHOTO BbBexIaHe Ha cuctemara 3a UDI, 3ampkenuero 3a nocrassiie Ha Hocutenst Ha UDI
BbPXy CTMKETAa Ha M3METMETO CIelBa Ha 3alOyHe Ja ce Mpuiara MeXMIy elHA M IeT TOIMHM CIed HayalHata JaTa Ha
TpUIIaraHe Ha HACTOSIMS PerfIaMeHT B 3aBUCHMOCT OT KJaca Ha CBOTBETHOTO M3LIETIE.

(98)  Mupektusa 98/79/EO crempa ma ce OTMEHM, 3a [a ce FApaHTHpa, 4e CaMO €Ha CHBKYIHOCT OT IpaBUIIa CE NPWIIara KbM
IyCKAHETO HA Ia3apa Ha MENMUMHCKM M3IENVs 33 MHBMTPO [IMArHOCTMKA M KbM CBbP3aHMTE aCIeKTM OT o0XBara Ha
HACTOSIMS PeITIaMeHT. Bblpeky ToBa criefBa Ha IIPONBIIKAT JIa Ce MpuilaraT 3agbIKeHVATa Ha NPOV3BOIMTENNTE BbB
BPB3Ka C NPEAOCTABAHETO Ha IOKYMEHTALMs OTHOCHO M3HENNATA, KOMTO Ca ITyCHaly Ha Iasapa, KaKTo U 3aIb/IKeHMsATa Ha
TPOM3BOIMTEINTE U HA IbPXKABUTE WICHKM BbB BPb3Ka C NEIHOCTHTE MO IPOCIIEAsBAHE Ha OGE30MACHOCTTa HA M3HENNS,
IyCHATM Ha I11a3apa CBINIACHO IIOCOYEHATa AMPEKTVBA. BbIpeky ue Ibp:KaBuUTe UIIEHKM CIIElBa [1a 3alla3AT MPaBoTO CM Aa
pemlaT Kak [a OpraHM3Mpar HEMHOCTMTE MO IpOCIeHsBaHe Ha OE30IMACHOCTTA, € XKENATeNHO Te Aa pasloarar C
BB3MOXKHOCTTA [d JOKIA[BAT 33 HEXENAHM CHOMTNS, CBBP3AHM C M3[eNus, MyCHAaTM Ha I13apa CHINIACHO IOCOYEHATa

() OBL123,12.5.20167r., cTp. 1.

(¥) Pernament (EC) Ne 182/2011 Ha Esponelickus napnament u Ha CbBera or 16 ¢espyapu 2011 r. 3a ycraHOBsBaHE Ha OOwIMTE NpaBuiia u
TIPUHIMIN OTHOCHO Pefia ¥ yCTIOBMATA 33 KOHTPOIT OT CTPaHa Ha IbPKaBMTe YICHKN BbPXY YIPAKHABAHETO HA M3ITBITHUTEITHUTE IPAaBOMOIINS OT
crpana Ha Komucusita (OB L 55, 28.2.2011 1., ctp. 13).
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[WPEKTVBA, KATO M3MON3BAT CHILUMTE MEXaHM3MU KaTo Te3W 3a [IOKVIAJABAHE BB BPB3KA C M3NENMs, MYCHATM HA [asapa
ChITIACHO HacTosimyst periament. Ocse ToBa Pemerne 2010/227[EC, npueto B M3ITbIIHEHME HA [I0COUEHATA AMPEKTUBA U
mpektyen 90/385/EMO (') u 93/42[EVMO (*) Ha CbBera, ChlIo crlefBa ga Gbie OTMEHEHO, CYMTAHO OT JaTaTd, Ha KOSTO
Eudamed 3anoune na ¢yHKUMOHMpA IIBITHOLECHHO.

(99) M3uckBaHMSATA Ha HACTOSLINMS PEITIAMEHT CIelBa [a Ce IpPMUIIAraT 3a BCUYKM M3HENMs, KOMTO Ca ITyCHAaTy Ha Ia3apa Wi
IyCHAaTy B [CICTBHE, CYUMTAHO OT HAYaIHATA My [aTa Ha Ipuiarade. 3a [a ce OCUIYpY IUTABEH IPexof obade, CrielBa Ma e
BB3MOXKHO 33 OTPaHMYEH CPOK, CUMTAHO OT Ta3M JaTa, M3MNenmsTa ga GbIaT IyCKaHM Ha Maszapa WM MyCKaH! B JefiCTBUE
Bb3 OCHOBA Ha BaMeH cepTudukar, usmaneH cprmacto Hupekrusa 98/79/EO.

(100) EBporeiickuaT Ham30peH OpraH IO 3alMTa Ha JaHHMTe Haje craHosuue () crmacHo wien 28, maparpad 2 ot PermameHt
(EO) Ne 45/2001.

(101) IoxonKOTO LEMMTe HA HACTOSIIMS PEINIAMEHT, a MMEHHO fHa Ce rapaHTUpa Oe3NpersTcTBEHOTO (YHKUMOHMpAHE Ha
BBTPEINHMS 11a3ap IO OTHOIIEHME Ha MEIMLMHCKUTE M3LETMS M Ha Ce OCUIYPAT BUCOKM CTaHIAPTM 3a KauyecTBOTO U
0e30MMacHOCTTa Ha MEIMUMHCKITE M3NETNS 33 MHBUTPO [MATHOCTMKA, KATO CHLIEBPEMEHHO Ce FApAaHTHPA BICOKO HIBO Ha
3aKpUITa Ha 3[paBeTo M (e30IacHOCTTa Ha IALMEHTHTE, MOTpebUTeNnyTe M OPYrH JIMIA, HE MOraT Ja ObaT MOCTUTHATH B
[IOCTATBYHA CTEIEH OT IhPXKABUTE WICHKM, a IOy 00XBaTa M MOCTENMUIMTE My MOXe [1a GbIaT Mo-mobpe OCTUIHATH Ha
pasuuuiero Ha Cbro3a, ChIO3BT MOXKeE [1a IPMeMa MEPKI B CHOTBETCTBME C HIPYHIIMIA Ha CYOCMIMAPHOCT, ypeleH B WieH 5
ot Jloroopa 3a EBpomeiickus cbl03. B CHOTBETCTBME C NIPMHUMIA Ha HPONOPLUMOHANIHOCT, ypeleH B ChIMA WIeH,
HACTOSILIMSIT PEIAMEHT He HAIXBBpIIsl HeOOXOMMMOTO 3a TIOCTUIAHETO Ha Te3U eIy,

[TIPUEXA HACTOALIMA PETTIAMEHT:
ITIABA 1

Yeo0uu pasnoped6u

Pazpmen 1

OO0xBaT u onpemeneHns
Ynen 1
Ipenmer 1 o06xBar

1. C Hacrostmst perimaMeHT C€ YCTaHOBABAT IpaBMila 10 OTHOIICHME Ha ITyCKaHETO Ha IIadapa, NMPEOOCTaBAHETO Ha I1asapa MIN
ITyCKaHETO B neiictBue B Chro3a Ha MEIMIIMHCKYM M3HENus 3a VHBUTPO IMAarHOCTMKa, NpenHasHaYeHM 3a XyMaHHa yHOTp66a, " Ha
NIPUHAIJIEKHOCTU 3a THX. Hacrosimmsr perinaMeHT ce Ipuiara M 0 OTHOLICHME Ha IIPOBEXIAHUTE B Cbr03a M3NUTBAHUS Ha
HEICTBMETO Ha TaKMBa MEIMIMHCKM M3MIENMs 3a VIHBATPO NMATHOCTMKA U Ha IPUHAJIEKHOCTU 34 TAX.

2. 3a uenmMTe Ha HACTOSLIMS periiaMeHT MeENMUMHCKUTE WM3OENNsA 3a MHBUTPO HNMATHOCTMKA W IMPUHANIIEKHOCTUTE 3a
MEOMIMHCKNUTE MBHENNA 38 MHBUTPO NMATHOCTMKA I10-HATATBK CE€ Hapuyar SMBIEeNsTa”,

3. Hacrostumsr pernmaMeHT He ce npuiara 3a:

a) mponykrtu 3a obua naboparopHa ymotpeba iy 3a MPOMYKTH, NMPEIHA3HAUECHN EIMHCTBEHO 3a HAYYHOMB3CIIEMOBATENICKY LIETIH,
OCBEH KOTATO Te3U IMPOIYKTH, NMOPamy CBOMTE XapaKTEPUCTMKM, Ca CIICLMANHO MpeJHA3HAYEH! OT IPOM3BONMTENS 1a ObIar
U3MON3BAHN 33 MHBUTPO NMArHOCTUYHO M3CIIENBaHE;

0) VMHBA3MBHM NPOIYKTY 3a B3eMaHe Ha MPOOM WM MPOIYKTH, KOUTO IMPEKTHO Ce IPUIIAraT BHPXY YOBEIIKOTO TSUIO 3 B3eMaHe
Ha npobu;

B) MEXKIYHAPOIHO CepTUGUUMPAHI PedepeHTHI MaTepuarii;
I) MaTepuaiy, MMO3BAHM 3a CXEMU 34 BBHIIHO OLICHSIBAHE Ha KaueCTBOTO.

4. Usnenmsrta, KOUTO NMPYU IycKaHe Ha Iasapa MM MycKaHe B JE/CTBME BKITIOYBAT KAaTO HEpas[eNIHA YacT MENMIMHCKO M3Ienme
10 cMuCBIIa Ha wieH 2, touka 1 or Pernament (EC) 2017/... ¥, ce ypexmar OT Chluysi perfiaMeHT. VI3MCKBaHMSITA HA HACTOSIIVS
PEINIaMeNT ce MpuilaraT KbM YacTTa, IIPEHCTaB/sABalla MEIMLMHCKO UMIETME 34 UHBUTPO AMArHOCTHKA.

5. Hacrosuumsr pernameHT e ClieluaieH 3aKOHOfarereH akT Ha Cbro3a IO CMUCHIA Ha uieH 2, maparpad 3 or [IupekTysa
2014/30/EC.

(") Oupexrnsa 90/385/EMO Ha CovBera or 20 touyt 1990 r. OTHOCHO COMVKABAHE HA 3aKOHOIATENICTBOTO HA [IbPXKABUTE WICHKM, CBHP3AHO C
aKTVBHMTE MMITaHTHpyeMu MemuumHcKn n3gers (OB L 189, 20.7.1990 ., crp. 17).

(*) HOupekrusa 93/42[EVO Ha CbBeta ot 14 1011 1993 r. oTHOCHO MenuimHckuTe u3genus (OBL 169, 12.7.1993 r., ctp. 1).

() OBC358,7.12.2013 1., cp. 10.

* HoMepbr Ha periaMenTa ot gok. ST 10728/16.
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6.  Vspmenusra, KOMTO ca M MalMHM 10 CMUCHIA Ha WieH 2, Bropa amuHes, Oyksa a) or [upektusa 2006/42[EO Ha
EBponeiickus naprmamenT u Ha CbBera ('), IIpu HamMuMeTO Ha ChOTBETEH PUCK CBITIACHO IOCOYEHATa OMPEKTVBA, ChIIO OTIOBAPST
Ha CBIIECTBEHUTE M3UCKBAHMS [0 OTHOLICHME Ha 0€30MaCHOCTTA M 3[PABETO, OIpENeNeHM B MPWIOXeHMe I KbM BBIPOCHATA
[IMPEKTVBA, TOKOJIKOTO Te3M M3MUCKBAHMS CA MO-KOHKPETHM OT OOMIMTE M3MCKBAHMS 32 GE30MACHOCT M AEHCTBME, M3OXEHN B
rnasa II or npmnoxenye I KbM HacTOAIMSA perslaMeHT.

7. Hacrosuumsr pernameHT He 3acsira npuiaraero Ha [Iupekusa 2013/59/Esparom.

8. Hacrostumsr peInmaMeHT He 3acAra IpaBoTO Ha IbpKaBa WICHKA Ha OrpaHNYM M3IOJI3BAHETO HAa KOHKPETEH TUIT M3IEINE BbB
BpBb3Ka C aCIlEKTH, HeoOXBaHaTH OT HaCTOALIMSA PErlIaMeHT.

9.  Hacrosmpsit pernaMeHT He 3acsra HaUMOHAJIHOTO NPAaBO OTHOCHO OPraHM3ALMsTa, NOCTABKATA MM (MHAHCHPAHETO Ha
BPABHM YCIYTM M MEIMUMHCKO OOCIyXBaHe, KaTo HALPUMEpP W3MUCKBAHETO OIpENeNeHN M3NENUs [a MOTAT [d Ce MOCTAaBST
CIMHCTBEHO 110 JIEKAPCKO IpEIICaHIe, MBMCKBAHETO CaMO OIpeNeNieHy MEIVIMHCKM CIELMACTH UM JiedeOHM 3aBelieHus fa
MOTAT [ [IPETOCTABAT MM M3IONI3BAT OIIPENENeHN M3NENIs WM M3MCKBAHETO 1A Ce TMOI3BAT KOHKPETHN CHIELMalM3UpaHit ChBETH
npyu ynorpebara uu.

10. Humio B Hacrosmms perIaMeHT HE OrpaHn4vaBa CBO6OII3.T61 Ha 1ie€yata uin CBO60[IaTa Ha u3passgBaHe B MEOMNTE, TOKOIIKOTO
TE3N CBO6OIII/[ Ca rapaHTpaHn B Cpio3a u B ObpKaBUTE WIEHKH, MO-CIEUNAITHO CBITIACHO YJIEH 11 or XapTaTa.

Ynen 2
Onpenenenus

3a uenuTe Ha HACTOSIINS periaMeHT ce Nnpuiarat CJIegHUTE ONpEeneieHus:

1) ,MEMMUMHCKO W3IENMe”“ O3HAYaBA MEMMILMHCKO M3[eNMe ChITACHO ONpeTeNieHneTo B wieH 2, Touka 1 OT
Pernament (EC) Ne 2017/.... %

2) ,MEIMIMHCKO M3HENMe 3a MHBUTPO AMATHOCTVMKA“ O3HAyaBa MEMVMUMHCKO M3[IeNNe, KOETO € PEareHT, HPOIYKT OT peareHT,
Kanmubpatop, KOHTPOIIEH Matepuaj, HabOp, MHCTPYMEHT, alapar, 4acT oT obopymBaHe, COPTyep WIM CUCTEMa, M3ION3BAHO
CaMOCTOSITESIHO MIIM B KOMOMHALIMS M MPEIHA3HAUEHO OT [aleH IPOM3BOLMTEN 33 M3IOI3BAHE MHBUTPO NPV M3CIENBAHE Ha
npobyu OT YOBEWIKOTO TS0, BKIIOUMTENHO NAPEHM KPbB M THKAHM, COMHCTBEHO WM INABHO C LeN IIOJy4aBaHe Ha
MHGOPMALIS 32 €IHO WM [0BEYe OT CIIeTHUTE:

a) OTHOCHO QU3MONOTMYEH WM MATOIOTNUEH MPOLEC UM ChCTOSIHME;

0) OTHOCHO BpOLeHA QM3MUECKA MY YMCTBEHA HEOCTATbYHOCT;

B) OTHOCHO IMpeNpasnookKeHue KbM KIMHIYHO ChCTOSHUE UM 3a00NIsIBaHe;

I) 3a ompenensiHe Ha GE30MACHOCTTA U CBMECTUMOCTTA C MIOTCHUMAITHY PELMIINEHTH;
1) 3a MPOTHO3MPAHE Ha OTTOBOPA Ha JIEUEHMETO MM PEaKLMNTE;

€) 3a ompenessiHe VM HAOMIONEHNE HA TEPATIeBTUYHN NeCTBHS.

CpHoBete 3a CbXpaHEHME Ha HpO6I/I OT YOBEIIKOTO TAJIO ChUIO CE€ CUMTAT 38 MEOMUMHCKN M3HENNA 3a VHBUTPO OMAarHOCTMKA;

N
~

,CBII 33 ChbXPAHEHME Ha [POOM OT YOBELIKOTO TSIO“ O3HAYABA MBMENNE, KOETO, HE3ABICYUMO NAIl € OT BAKYyMEH THUII MU He,
€ CIeLMalHO NMpeNHA3HAYEHO OT MPOM3BOIMTENS CM 33 ITbPBOHAYAIIHO CHOMpAHe M CbXpaHEHMe Ha MPOOM OT YOBEIIKOTO
TSUIO 33 MVHBUTPO IMAarHOCTMYHO M3CIIeBaHe;

4) HIPVHAITIE2KHOCT 38 MEOMLVHCKO M3IENNE 3a MHBUTPO IMarHOCTMKA" O3HauaBa APTUKYIL, KOMTO BBIIpEKN Y€ CaM 10 cebe cu
HE € MCOMUMHCKO M3OENMe 3a MHBUTPO OMArHOCTMKA, € CICHMAIHO NPEOHa3Ha4Y€H OT IIPOM3BOOMTENA MY 3a M3IOI3BaHE
3a€THO C €IHO WM HAKOJIKO KOHKPETHM MENMIVHCKN M3MOENNA 3a MHBUTPO NMArHOCTMKA, 3a Ia IT03BOJISBA yrIOTpe6aTa Ha
I/IS]IC]'II/IeTO(ﬂTa) 1o 1pefHasHaueHMe MM KOHKPETHO U IIPAKO [a IodroMara MeaMuuHCKaTa (l)yHKIII/IH Ha B’LHPOCHOTO(I/ITC)
MeIIIAIII/IHCKO(I/I) I/l3]1€]'[]/[e(9[) 3a MHBUTPO IMAarHOCTMKa € OrIjieq Ha HpeHHaSHa‘{eHI/ICTO(HTa) uM;

5) ,M3HenMe 3a CaMOTeCTBAHe” O3HAYaBA M3MeNe, NpEIHA3HAYEHO OT IPOM3BONMTENS [a Ce M3ION3BAa OT HECIeLMAINCTH,
BKJTIOUMTEITHO M3NEIVsl, M3IOM3BAHM 3a YCIYIM 3a TeCTBAHE, NPEJIaraHM Ha HECIeLMaIMCTV TOCPEICTBOM YCIIyIUTe Ha
MHPOPMALIMOHHOTO OGLIECTBO;

() HOupexrnsa 2006/42/EO Ha EBpomerickust napimament u Ha Cpera or 17 Mait 2006 1. otrHocHO Mammaute (OB L 157, 9.6.2006 r., c1p. 24).
* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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6) LU3MeNNne 3a TeCTBAaHE Ha MSCTO“ O3HavaBa M3fenne, KOeTo He e NpenHa3HauY€HO 3a CaMOTECTBAHE, a 3a TECTBAHE B U3BHHIIA00-
paTopHa cpefa, OOMKHOBEHO B OMU30CT 110 naluyeHTa Uin Mpyu HEro, 0T MEIMUMHCKO JINLE;

7) ,CBITBTCTBAILIO M3MIeNue” O3HayaBa V3IENNE, KOETO € OT IIbPBOCTENIEHHO 3HAYEHME 3a 6e30macHOTO 1 C(i)eKTI/IBHO M3II0JI3BAHE
Ha CbOTBETEH JIEKAPCTBEH IIPOIYKT:

a) 3a OIpEHENnsHe, mpenn I/[/I/IJ'II/I 0 BpeME Ha JICUCHMETO, Ha IMaUMCHTUTE, KOUTO € Haﬁ—BepOHTHO Ja MMmar Ioms3a oT
CBbOTBETHMUA JIEKAPCTBEH IIPOOYKT, VN

0) 3a ompenernsiHe, TMpeRM M[WIM MO BpeMe HA JICYEHNETO, HA IALMEHTHTE, KOMTO € BEPOSTHO 1a ObIAaT M3IOKEHM Ha
TIOBMIIEH PVCK OT CEPMO3HY HEXKENaHM PeakUyy B Pe3ynTaT Ha JiedeHue ChC ChOTBETHYSA JIEKapCTBEH MPOMYKT;

8) ,reHepUyHA Ipyma M3OEMMs‘ O3HAYaBa CHBKYIMHOCT OT M3[ENMS C eIHAKBO WM MOJOOHO MpeTHA3HAYCHME MM CXOIHA
TEXHOIIOTNSL, KOETO MO3BOIIsIBA KIACUMIMpPaHeTo 1M B o0iua rpyma, 6e3 a ce OTYMTAT KOHKPETHUTE MM XapaKTepUCTHUKIL;

9) ,u3menyie 3a eIHOKpATHA ynorpeba“ 03HauaBa M3gere, MPeTHA3HAUCHO 3a M3IMON3BAHE B PAMKIUTE Ha eIMHMYHA NPOLERypa;

10) ,¢amumduumpano m3menve” o3HauaBa M3NETME C HEBSPHO NPELCTABSIHE HA HETOBATA MICHTMYHOCT W[WIM HA HETOBM
M3TOYHMK M[WIM Ha HeroBute cepruukaty 3a mapkupoka ,CE“ mmm Ha HOKYMEHTMTE, CBBP3aHM C IpPOLEIypUTE 3a
mapkuposka ,CE“. Hacrosimoro onpenenenne He BKIIOYBA HENPEIHAMEPEHOTO HECHOTBETCTBME M HE 3acCsra HapyLIEHMSTa HA
IpaBaTa BbPXy MHTENEKTyalHaTa COOCTBEHOCT;

11) ,,Ha6op“ O3Ha4uaBa CbBKYIHOCT OT KOMIIOHEHTM, ONAaKOBaHU 3a€IHO M INpedHa3HAYCHU Ha C€ M3MOJI3BAT IIpM M3BbpUIBAHE Ha
KOHKPETHO MHBUTPO OMATHOCTUYHO M3CIIEABaHE MUIIM Ha YaCT OT HETO;

12) ,,npenﬂaaﬂaqeﬂne“ O3HauyaBa yn0Tp66aTa, 3a KOATO € IpeJHa3HauY€HO MBOCIMETO ChITIACHO MPEIOCTABEHUTE OT MPOU3BOOUTEILA
HaHHU BbpPXY €TMKETA, B MHCTPYKLIMUTE 3a yHOTpe6a Win B peKIIaMHUTE UJIM TbPrOBCKUTE MAaTEpuay MM TBbPOCHUSA, UIIN
CBITIACHO IOCOYEHOTO OT MPOV3BOOMUTEIA B OLICHKAaTa Ha HeCTBUETO;

13) LETUKeT* O03HauaBa IMCMEHATA, OTII€UaTaHaTa WIIU rpacl)MqHaTa ]/IH(l)OpMaIII/IH BbpPXY CaMOTO M3HEnye WIM Ha OIAaKOBKAaTa Ha
BCsKa €IMHNYHA 6p017[Ka MIIM Ha OIIaKOBKAaTa Ha HAKOJIKO M3OEITNA;

14) ,mHCTpyKUMM 33 ynoTpeOa“ 03HAauaBa MHQOPMALMSTA, NMPENOCTABEHA OT IPOM3BONMTEILS, 33 1a MHQPOpMUpA MOTpebuTens 3a
IpefHa3HaueHUETO U TOYHATA yIoTpeba Ha M3IENMeTo, KaKTO I 33 HeOOXOmMMMUTE TPENNasHu MepKy;

15) ,yHukamen npeHtudukarop Ha mamemusita‘ (UDI) osmauaBa cepust or um¢posn wm GyKBeHO-IM(POBY 3HALNL, KOSITO €
CH3MANEHA YPe3 MEXMIYHAPOIHO INpueTa MOCHTMUKALMS HAa W3NENMSTa M CTAHOApPTM 3a O3HAYaBaHe U KOSTO J1aBa
BB3MOKHOCT 33 SICHA MICHTUUKALMS HA CHOTBETHNUTE M3NEIMS HA Ma3apa;

16) ,puck” 03HauaBa ChUETAHNMETO OT BEPOSTHOCTTA 33 BB3HMKBAHE Ha Bpela M CEPMO3HOCTTA Ha Ta3y BpeMa;

17) ,ompenernisHe Ha ChOTHOIUEHMETO MEXMy PMCKA M TON3UTE" O3HA4YaBa AHANM3BT Bb3 OCHOBA HAa BCHYKM OLEHSIBAHMS HA
ION3UTE M PUCKA, KOUTO OMxa MOIIM [a ObIAT OTHOCMMI 32 M3ION3BAHETO HA MBMENMETO IO HpelHA3HAueHNe, KOTaTo ce
U3IONI3Ba B CHOTBETCTBIUE C NPENHA3HAUCHME, ONPENENIEHO OT MPOV3BOIMTEILS;

18) ,cBBMECTMMOCT® O3HAYaBa CIOCOOHOCTTA HA M3IENNETO, BKIIIOYMTEIIHO COPTyep, KOraTo Ce M3ION3BA 3a€MHO C EIHO Wi
TOBeye IPYTY M3MENNs B CbOTBETCTBUE CbC CBOETO NpeNHA3HAYCHNE:

a) ma merictsa, Ge3 ma mryOy MM Hapywy COCOOHOCTTA [1a HEfCTBA CHINIACHO MPENBUIEHOTO, V[N

0) ma ce uHTerpupa u/umm ga paboty Ge3 HeOOXOMMMOCT OT MPOMSIHA MITM afJaNTIpaHe Ha KOATO ¥ A € 4acT OT KOMOMHM-
paHuTe MBNETIS, V[N

B) [a Ce M3ION3Ba C Apyro(u) usnesme(st) Oe3 KOHIMKT/CMyLIEHNS! MM HEXKeNaH! PeakLy;

19) ,omepaTiBHa ChbBMECTMMOCT® O3HAUaBa CIIOCOOHOCTTA HA [BE WM TOBEYe M3MENNS, BKIIOUUTEIHO COPTyep, OT eAMH U ChLM
TIPOM3BOIMTENT UM OT PA3TMUHM NPOM3BOIMUTEIIN:

a) ma o6MeHsT MHPOpPMALMS 1 M3ION3BAT OOMeHeHaTa MHQOPMALSL 33 TPABUIIHOTO M3IIBJIHEHNME Ha OlpefelieHa QyHKLM,
0€3 11a ce TPOMEHS CHIIbPXKAHIETO Ha TAHHMUTE, VI/ U

0) ma ca B KOHTAaKT [IOMEXIY CH, U/UIN

B) [1a QYHKUMOHMPAT 3a€[HO [0 NpeIHA3HAUCHME;
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20) ,MpeNOCTaBsHE HA Ma3apa“ O3HAYaBa BCAKA JIOCTABKA Ha M3IENMe, PAsIMUHO OT M3IENME 33 M3MMTBAHE HA NENCTBUETO, 3a
mcTpuOyLwsL, notpebreHye WM M3MON3BaHe Ha Maszapa Ha Cbi03a B IIpoLieca Ha ThPrOBCKATa AEMHOCT, Cpellly 3allIaliaHe
i Ge3IIaTHO;

21) ,nmyckaHe Ha Ma3apa“ O3HauaBa IIPEIOCTABSHETO 3a ITBPBM IIbT Ha M3[IENe, PasMuHO OT W3HeNMe 3a M3IMTBAHE Ha
neficTeueTo, Ha nasapa Ha Cbro3a;

22) ,myckaHe B HeNCTBME" O3HAYaBa €TaIbT, MPU KOWTO W3[eNNe, PasnuM4HO OT M3IENMe 3a M3MMUTBAHE HA NEHCTBMETO, ce
IpeNoCTaBs Ha ma3apa Ha Cbr03a 3a IbPBY IIBT HA KPAiHM MOTPeOMTENM KATO TOTOBO 3a YNOTpeba M0 mpeaHa3HauCHME;

23) ,mpom3BOAMTEN O3HAUaBa (GM3MHUECKO MIM IOPUIMUECKO JIMIE, KOETO NPOM3BEXRIA WM HAMBIHO IpepaboTBa M3MNENye Mim
KOETO Bb3JIara MPOEKTIPAHETO, POM3BOACTBOTO WK IIbIHATA NpepaboTKa Ha M3Fesue U Ipeyiara TOBa M3MNENMe Ha Masapa
ChC CBOETO VMMe VIIM ThPTOBCKA MapKa;

24) »ITbJIHA npepa60TKa“, 3a LEINUTE Ha ONPENENICHUETO 3a MPOU3BOOUTEN, O3Ha4aBa LSJIOCTHOTO HPCYCTPOﬁBaHC Ha uspgenue,
KO€TO B€Ye € IMyCHATO Ha Iasapa MM B e/CTBME, MM Ch3MABAHETO HA HOBO M3MENME OT W3MOJI3BAHU M3MeNMs C el
NPUBEXKIAHETO MY B CbOTBETCTBME C HACTOALINSA DPEITIAMEHT, ChUETAHO C ONPEHEIIAHETO Ha HOB €KCIUIOATALIIOHEH CPOK Ha
npepa60TeHOTo U3OENne;

25) ,yI'bIHOMOLICH NPEICTABUTEN" O3HAUaBA BCSIKO (M3MUECKO MM FOPMIIMUECKO JINLE, YCTaHOBEHO B ChI03a, KOETO € MOMYUMITO
¥ IPUENIO MICMEHO ITbIHOMOILME OT IIPOM3BONMTE C MeCTOHaXoxfeHMe uspbH (blo3a NIa JE/CTBA OT MMETO Ha IIPOU3BO-
IUTeNs BbB BPB3KA C ONpeNeNieHN 3afauy, CBbP3aHy ChC 3aIbILKEHNMATA HA TOCIIEAHNS 110 HACTOSILMS PEITaMEHT;

26) ,BHOCHTET O3HAUaBA BCSKO (M3MYECKO MM FOPMIIMYECKO Jue, ycTaHoBeHO B CbI03a, KOETO Mycka Ha masapa Ha Chrosa
M3ENNE OT TpeTa MbpXKasa;

27) ,muctpubyTop“ 03HauaBa BCSAKO (GM3NUECKO MIM IOPUIMUECKO JIMLE BbB BEPUraTd Ha HOCTABKA, PA3lIMUHO OT IPOM3BOMMTEIS
WY BHOCHUTETIS, KOETO MpPENOCTaBs ONpeNeNieHo M3NeNNe Ha a3apa, 10 MOMEHTa Ha NyCKAaHeTO B JIENCTBHUE;

28) ,MKOHOMMYECK! OIepaTop" O3HAuaBa IIPOM3BOMMTEN, YITbTHOMOLLIEH IPECTABUTEN, BHOCUTEN WM AMCTPUOYTOD;

29) ,meuebHO 3aBemeHMe” O3HAYaBa OPTaHM3ALS, YMATO OCHOBHA LET € TPIKATA 33 IMALMEHTUTE WM JICYCHMETO UM WIIU
nonoOpsIBAHETO Ha OOLIECTBEHOTO 3ApPaBe;

30) ,nmoTpebuTen” 03HAYABA MEIMLIMHCKM CIELMANICT MITM HECIIELMAIICT, KOMTO M3IOM3BA TafeHO M3EIHE;

31) ,HeCcHelmManmucT o3HavaBa Jiniie, KOeTo HsMa HCO6X0]1]/IMOT0 06pa303aHMe B 00N1acTTa Ha ChOTBETHUTE 3MpaBHU TPUKU UIIU
110 MeOMIMHCKA TUCHUIIINHA;

32) ,OlLIEHSIBAHE HAa CBHOTBETCTBMETO O3HAuaBa nporec, KOWMTO MOKa3Ba iy ca M3IBIHEHM W3UCKBAHUATA MO HACTOSIINS
pernameHT, CBbp3aHy C Jal€HO UBHENNE;

33) ,opraH 3a OlleHsBaHE Ha CHOTBETCTBMETO" O3HAYaBa OPIaH, OCBUIECTBSABALIL IE/HOCTU MO OLEHSBAaHE Ha CHOTBETCTBMETO KATO
TpeTa CTpaHa, BKIIOYMTEIHO KannbpupaHe, M3MUTBAHE, CEPTUQUKALILS 1 IPOBEPKA;

34) ,,HOTI/l(i)I/IIII/IpaH opraH“ O3HauaBa OpraH 3a OLEHABAHE Ha CbOTBETCTBMETO, ONPENEIIEH CHITIACHO HACTOALINSA PEITIAMEHT;

35) ,mapkuposka ,,CE 3a cporBercTBUe” MM ,MapkupoBka ,CE“ o3HauaBa MapkMpOBKa, Ype3 KOSTO IPOVM3BOLUTEIISAT YKa3Ba, ue
[IaIleHO M3JEIMeE € B CHOTBETCTBME C IIPMIIOKMMUTE M3UCKBAHWS, YCTAHOBEHM B HACTOSILMSA PEITIAMEHT U OPYIOTO 3aKOHONA-
TericTBO Ha Chro3a 32 XapMOHM3ALMs, NPENBUXIALIO HETHOTO HaHACSHE;

36) ,KIMHUYHM OKA3aTeNCTBA“ O3HAUaBa KIIMHWYHM JAHHUM M PE3yNTaTy OT OlEHKaTa Ha MeJCTBMETO, B JOCTATbYHO KOMMYECTBO
¥ KayecTBO, OTHACSIIM Ce 3a HAfeHO M3HEIe, KOUTO IMO3BOJISIBAT [ Ce HAMpaBM KBATMQUIMPAHO OLEHSIBAHE 33 TOBA Hay
M3NeTeTo € Ge30MacHO M NOCTMIA KefaHata(urte) KIMHMYHA(M) MOM3a(M), KOIaTo Ce WM3IMON3BA CIOped MPEIBULEHOTO OT
TPOV3BONNTELS;

37) ,KIMHMYHA TONI3a“ O3HAuYaBa MONIOXKMTEIHOTO BB3NEICTBME HA WBNENMETO, CBHP3AHO C (YHKIMATA My, KATO CKPUHIHI,
HabIoneHNe, IMArHOCTULMPAHE MM YIIeCHsIBAHE HA [MAarHOCTMLMPAHETO HA MALMEHTUTE, MM MONOXWUTEIIHO Bb3HeiiCTBIE
BbPXY IpIKATa 3a MalUVeHTHTe MM OOLIECTBEHOTO 31paBe;

38) ,HayuHa BalIMOHOCT HA AHANIMTUYEH PE3YNTaT® O3HAYaBa CBHP3BAHETO HA MalieH aHAIWTMYEH PE3yNTaT C KIIMHUYHO WIIN
(U3NOIIOTNHO CBCTOSHUE;
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39) ,meficTBue HA M3IENMETO" O3HAuaBa CIIOCOOHOCTTA HA M3[ENMETO N4 M3IIBIHM TBBPHSHOTO OT IIPOM3BOMMTENS MpENHA3-
HaueHye. To ce ChCTOM OT AHANMUTUYHOTO NEVICTBYME M aKO € NMPUIIOKMMO — OT KJIMHUYHOTO JEHCTBME, NONIOMArallo ToBa
TNpefHa3HaYeHIe;

40) ,aHaNMUTUYHO [eMCTBME" O3HAYaBa CIIOCOOHOCTTA HAa M3IENMETO TOYHO @A OTKPMBA WIM M3MEpBa MAfeH aHAIUTUYCH
napameTsp;

41) ,KIMHNYHO JeficTBME” O3HAaYaBa CIIOCOOHOCTTA HA WM3NENMETO [a [1aBa Pe3yNTaTH, CBbP3aHM C JACHO KIMHMYHO ChCTOSIHME
WM QUBMOIIOTMYEH MITK TATONOIMUEH IPOLIEC WM CHCTOSIHME CTOPEN LiefieBaTa IpyIia HaceNeHue M LierieBys oTpebuTert;

42) ,m3nnTBaHE Ha [EHCTBMETO® O3HAYaBa M3IMTBAHE, KOETO Ce IMpPOBEXIA 33 YCTAHOBSABAHE WM MOTBbpPXKIABaHE Ha
aHAIMTMYHOTO MM KIIVHIYHOTO JICHCTBYE Ha U3ENNE;

43) ,mmaH 3a M3NMTBAaHE HA MEFICTBMETO" O3HAYaBa MOKYMEHT, ONNCBAIN OCHOBAHMATA, LENNTE, METOIMKATAa HAa IPOEKTUPAHETO,
HAOJIIOMeHNeT0, CHOOPaXEHNMSTa OT CTATMCTMYECKO eCTECTBO, OPTaHM3ALMATA M MPOBEXIAHETO HA M3IUTBAHETO Ha
HeNCTBUETO;

44) ,oleHKa Ha MEJCTBMETO" O3HAYaBa OLEHSBAHE J AHATM3 HA NAHHNMTE C OINIEN YCTAHOBABAHE WM IpPOBEPKAa HA HAay4HATa
BaIMIIHOCT, Ha aHAJIMTMYHOTO U aKO € MPWIOXMMO — Ha KIIMHMYHOTO NEVICTBUE Ha M3MIEIINE;

45) ,u3menye 3a M3MUTBAHE HA NEVICTBMETO" O3HAUYaBa VM3MENNeE, NMPENHA3HAYCHO OT NMPOU3BOAMTEIS 3a U3NONI3BaHe MPY U3MUTBAHE
Ha JIeJICTBUETO.

Usnenue 0e3 MEIVIVHCKO IpeNHa3HaYeHMe, KOETO € IpElHa3HAaYeHO 3a HayYHOM3CIIENOBATEIICKM 1ENM, HE C€ cuuTa 3a
M3IeNnMe 3a M3IUTBAHE Ha IEJiCTBUETO;

46) ,MHTEpBEHUMOHAIIHO M3IIMTBAHE HA KIIMHMYHOTO NE/CTBME" O3HAYaBA VM3MMTBAHE HA KIMHUYHOTO MIEHCTBUE, PE3YNITaTUTE OT
KOETO MOTAaT [d TOBIMSAT HA DEUICHUETO BbB BPb3KA C JIEUEHMETO HA MAUMEHTUTE M[WIM MOTAaT Jid Ce M3ION3BAT KATO
PBKOBOJCTBO 3a JICUEHME;

47) ,yyacTHMK“ O3HayaBa JMLE, KOETO yYacTBAa B M3MMTBAHE HA JENCTBMETO M OT KOETO e(ca) B3era(y) mpoba(y) 3a m3crempaHe
VIHBUTPO OT M3METINE 38 M3IMTBAHE HA HEHICTBMETO V[N OT M3IeNye, U3MON3BAHO C LieNl KOHTPOT;

48) ,m3crenoBaTe” O3HayaBa JIMIE, OTIOBAPSLIO 3a MPOBEKIAHETO HA M3MMTBAHE HA HEVICTBMETO B LIEHTHP 3a NpPOBEXIAHE Ha
VI3TIMTBAHNS;

49) »IMAarHOCTUYHA CHCL[I/I(l)I/I‘{HOCT“ O3HauaBa KallaUMTETHT Ha M3OETMETO Ha OTYETE JIMIICATa Ha IIPULETIEH Mapkep, CBbp3aH C
KOHKPETHO 3ab0rABaHe MM CBbCTOSHUE;

50) ,AMarHOCTMYHA UYBCTBUTEIHOCT O3HAUaBA KANALMTETHT HA MU3[ENIMETO [a OTYETe HaJIMUMETO Ha IPUIIENIeH MapKep, CBbP3aH C
KOHKPETHO 3a60JIs1BaHE WM CHCTOSTHMUE;

51) »[IPOTHO3HA CTOMHOCT" O3HauaBa BEPOATHOCTTA IIPY JIMIIE, KOETO € C IOJIOKUTENEH pe3ylTaT OT TeCTa C M3MIENNETo, 1a €
HaJIMYHO CBCTOSAHMETO, 3d KOETO CE€ ITPOBEXKHA M3NUTBAHETO, MM IIPU JIMIE, KOETO € C OTpULATEIICH PE3YyITaT OT TeCTa C
VIBIENMETO, 1a HE € HAIMYHO ChCTOSHMETO, 32 KOETO CE€ MPOBEXKMA MU3INUTBAHETO;

52) ,NONOXUTENIHA IPOTHO3HA CTOMHOCT® O3HAYaBa KaMaLMTETHT Ha M3MENMETO N1a OTHEIM HEMCTBUTEIHUTE IONOXUTETHU
Pe3yNTaT OT HEHENCTBUTEIIHUTE MONOKUTENIHM Pe3yITaTy 3a afieH T0Ka3aTel NPy JafeHa Ipyna oT HaceleHueTo;

53) ,oTpullaTellHa MPOTHO3HA CTONHOCT“ O3HAYaBa KANAUWMTETHT HAa W3JIETIMETO [a OTHENMM MeNCTBUTENHUTe OTPULIATETTHU
Pe3yNTaTy OT HeNejCTBUTEIHUTE OTPMLATEIIHM PE3YNTaTy 3a MafieH MoKazaTesl py JafeHa rpyna OoT HaceseHNeTo;

54) ,CbOTHOLIEHME HAa BEPOSITHOCTUTE O3HAYaBa BEPOSTHOCTTA, C KOSTO MafeH Pe3yNnTaT MoXKe Ja ce MOSIBY IIPM MHOMBUL C
PULETTHO KIMHUYHO WM (U3MOTIOTMYHO CHCTOSIHME, CIPSIMO BEPOSTHOCTTA, C KOSITO CHUIAAT PE3yNTaT MOXKE [ Ce MOSIBH
Iy MHAMBMA Oe3 TaKOBA KIIMHUYHO MM GU3MOTIOTUYHO ChCTOSHME;

55) ,Kanubpatop“ 03HayaBa M3MEPBATENTHUAT peQepeHTeH MaTepuar, M3MOJ3BaH MPY KanuOpUpaHeTo Ha [aIeHO M3HeNe;

56) ,KOHTPOIIEH MaTepuan” O3HauaBa BELIECTBO, MaTepyaNl MM apTUKYT, NMPEeJHA3HAUYEHM OT MPOM3BOMMTENS 3a M3MOJI3BAHE 3a
TNpoBepKa Ha XapaKTEPUCTUKUTE Ha JIEHCTBUETO HA JAleHO U3HENNE;

57) ,CUOHCOP“ O3HauaBa (MU3MUECKO JIMLE, MPYKECTBO, MHCTUTYLMS WIM OPIaHM3ALMs, KOUTO OTTOBApsT 3 3aIOYBAHETO,
YIPABIEHNETO 1 OCUTYPSIBAHETO Ha (MHAHCUPAHETO Ha MBIUTBAHETO HA [IEICTBUETO;
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58) ,,I/lH(l)OpMI/[paHO ChITlacue” o3HavaBa CB060]1HO "n ]106pOBOJ'IHO u3passBaHe OT CTpaHa Ha JIMIIE Ha KETIAHMETO MY Ha y4acTsa B
KOHKPETHO M3IINTBAHE Ha ]16]7[CTBI/I€TO, cnen Kato € 6uno I/IH(l)OpMI/lpaHO 3a BCMUYKM aCIICKTM HAa M3NUTBAHETO Ha ]16]7[CTB]/I6T0,
KOUTO Ca OT 3HAYEHME 3a PEUICHMETO Ha JIMLETO Ha y4acTBa, a 3a MAJIOJIETHY, HEITBIIHOJIETHN WIIN HCHCCCHOCO6HI/I Jmmia —
paspenienmne uim ChIitacue OT TEXHMS 3aKOHHO OIIPENENIEH IPENCTaBUTEII 38 BKIIIOUBAHETO VIM B MBIINTBAHETO HA HEJCTBUETO;

59) ,KoMuCHs IO €TMKA“ O3HauyaBa HE3aBMCMM OpIaH, Ch3HalleH B [IbpXKaBa WIEHKA B ChOTBETCTBME C IPABOTO HA Tasy HbpxKasa
ujleHKa ¥ ONpPAaBOMOIUEH [a [aBa CTaHOBMILIA 3a LETATE HAa HACTOALIMA DEINIAMEHT, KaTO B3eMa MNPENBNUI MHEHMATa Ha
HeCTeuyanycTy, Mo-CrelManHo HalMeHT UM OpTaHM3aluy Ha TalyeHTy;

60) ,HexenaHo cbOMTME" O3HAYaBA BCSKO HEONMArONpPMATHO MEMMUVHCKO SIBIIEHMe, HEMONXOASLIO pelleHye BbB Bpb3Ka C
TNeYeHNeTO Ha MMalMeHTa, HEOYaKBaHO 3a0ONsIBAHE WIM YBpEXKMAHe WM HeXelaHM KIMHUYHU CHMITOMM, BKITIOUMTEITHO
OTKIIOHEHMSI B 7aDOPaTOpHNTE PE3yNTaTyl, [PV MHIMBMIM, MOTPeOMTENM WM OPYTM JNIA, B PAMKMTE HA M3IMTBAHE Ha
TIEJICTBMETO, HE3aBMCUMO OT TOBA [N Ca CBBP3aHM C M3MIENMETO 33 M3IMTBAHE Ha HENCTBUETO;

61) ,cepuO3HO HEeXeNMaHO CHOMTME" O3HAUABA BCSIKO HEXKENAHO CHOMTIE, KOETO BOMM O HSKOE OT CIEMHNTE CHOMTHSL:

a) pelleHye BbB BPb3KA C JIEYEHNMETO Ha IIAlMEHTa, BOHENIO HO HACTBIBAHE HA CMBPT WIIM HENMOCPEICTBEHA KMBOTO3ACTpa-
1IaBallia CUTyalys 3a JIMLETO, MOMIOKEHO Ha M3MMUTBAHe, WM IO CMBbPTTA Ha IOTOMCTBOTO Ha JMIETO,

0) cMBprT,

B) CEpMO3HO BIIOIIABaHE Ha 3[PABETO HA JIMILETO, MOMIOXKEHO HA M3MMTBAHE, WV HA PELMIMEHTA HA M3MMTBAHN OPIaHM MIIN
MaTepyaiy OT JOHOPCTBO, B Pe3yIITAT Ha KOETO HACTBIIBA HSKOE OT CIETHNUTE CHOUTIS:
i) uBOTO3aCTpalIaBaIIO 3a00NLABaHe WM YBpEKIaHe,
il) mOCTOSIHHO yBpexXnaHe Ha TelecHa CTPYKTypa MM TellecHa QYHKINA,
iif) xocmMTanM3aLMA UM YIbIKABaHE HA XOCIMTATM3AINATA HA MAIMEHT,
iv) MemMUMHCKAa WM XMPyprMuecKa MHTEPBEHLMSI 3a NPEJOTBPATSBAHE HA 3KMBOTO3ACTPAIIABAIIO 3a00JIsIBaHe MM

yBpeKIaHe WK OCTOSIHHO YBPEXIAHE Ha TelleCHa CTPYKTypa WIM TefleCHa QYHKIS,

V) XPOHMYHO 3a00IIsBaHe,

1) deraneH mucTpec, GeTanHa CMBPT MIM BpOleHa (M3MUECKa MM YMCTBEHA HEOCTATbYHOCT MM BPONIEH MedekT;

62) ,HEmOCTaTBK Ha M3MIENNETO” O3HAyaBa BCSIKO HECHOTBETCTBME IO OTHOLICHME HA MICHTMYHOCTTA, KAuyecTBOTO, TPaiiHOCTTA,

HAJIEKIHOCTTA, OE30MaCHOCTTa MY JEMCTBMETO Ha NAfeHO MBMENMe 3a VM3MNTBAHE Ha [EICTBUETO, BKITIOUMTEIIHO HENPABUITHO
dYHKUMOHMpaHe, TPELKY TPy ynoTpebaTa My HeJOCTaThK B IPENOCTABEHATa OT POM3BOIMTENS MHGOPMALISE;

63) ,Ham3op Criel MycKaHe Ha Ia3apa“ 03HAuaBa BCMUKM AEMHOCTH, M3BHPLIBAHY OT IIPOM3BONMUTEINTE B CHTPYOHMUECTBO C IPYTU
MKOHOMMYECKM ONePaTOPH 3a YCTAHOBSIBAHETO M AKTYaIIM3MPAHETO HA CHCTEMHA NPOLEMypa 33 aKTUBHO ChOMpaHe M Iperyiel
Ha HaTpyHaHMS ONMUT OT M3MENMS, KOMTO Te MyCKAT Ha Iasapa, NpefocTaBaT Ha Mas3apa WM IycKaT B NIE/CTBMe, C LeN M1a ce
YCTaHOBM Hajlyi € Hy>KHO He3a0aBHOTO NpWJIaraHe Ha eBEHTYaIHM HeOOXOMUMY KOPUTMPALIY WY NIPEBAHTUBHY EVCTBILS;

64

=

»Hall30p Ha na3apa“ O3HayaBa M3BbPLICHUTE IeHOCTU U NpennpueTuTe MEPKM OT OpraHuTe Ha ny6nw{HaTa BJIaCT C L€J Oa ce
NpoBEPU U 1A CE rapaHTHpa, Ue U3OENMATa CbOTBETCTBAT HA M3MCKBAHMATA, ONPENENIEHN OT CbOTBETHOTO 3aKOHONATEIICTBO Ha
Cpro3a 3a XapMOHM3alys, 1 Y€ He IIPEACTaBiIsABaT OMACHOCT 3a 3[pPaBETO, 0e30MacHOCTTa UM 34 JIpyru acnekTu, CBbp3aHn CbC
3alluTaTa Ha O6HICCTB€HI/IH VIHTEPEC;

65

~

,M33eMBaHe" O3HAuaBa BCSIKA MSpPKA, LEMSIiA BPBLIAHETO HA M3IENNe, KOeTo Beye € OMIIO MPETOCTABEHO HA KpailHMs
norpeGuTer;

66

~

LMBTEITISIHE 03HauaBa BCsKA MSpKa, LENIa MPENOTBPATABAHETO HA ITO-HATATBUIHOTO IIPENOCTABAHE Ha Ia3apa Ha VBHENNE,
KO€TO € BbB BepuUraTa Ha JOCTaBKa;

67

~

LMHIMIEHT 03HAYaBA BCAKO HEMPaBUWIHO (YHKUMOHMPAHE WM BIIOUIABAHE HA XAPAKTEPUCTMKUTE WIA MEHCTBMETO Ha
U3METME, KOETO € TPETOCTABEHO Ha Tasapa, BKIIIOUMTENHO TIpeliHa ymorpe0a, MBIXAlla ce HA epPrOHOMMUYHMTE
XapaKTePUCTUKM, KAKTO ¥ BCSIKO HECHOTBETCTBME B MPENOCTABEHATA OT MPOM3BOMUTENS. MHPOPMALIMS M BCSKA Bpelld, KOATO €
CIIEACTBUE OT MEAMLMHCKO pelIeHNe, NPENIPUETO I HEeIpEedIpUeTo HefiCTBe Bb3 OCHOBA Ha MH(OPMALMs WM pe3yiiTar
(), mOITy4eHN ¢ TIOMOIITA Ha M3HEINETO;
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68) »CEPUO3EH MHIMOEHT O3HauaBa BCEKYM MHLMUJIEHT, KOJTO NIPSAKO MM HEIIPSKO € TIOBEJI, MOXKeE [1a € TOBEII MIN 61 MOTBI a
HOBENE N0 HAKOE OT CIICAHUTE crouTUA:

a) CMBPT Ha MAlMeHT, HOTPeOUTEN I APYTO LI,
0) BPEMEHHO MM TPAIHO CepPUO3HO YBpEXKIaHe Ha 3IPaBOCIIOBHOTO CHCTOSIHNME HA MALEHT, MOTPeOMTEN MM IPYTO JIMLE,
B) CEpMO3HA 3aIUIaxa 3a OOLICCTBEHOTO 3paBe;

69

—~

,CEPUO3HA 3aIlTaxa 3a OOLIECTBEHOTO 3[IpaBe” O3HAYaBa CbOMTHE, KOeTO Gy MOIMO Ha MOBele O HEMOCPEHCTBEH PUCK OT
HACTBIIBAHE HA CMBPT, CEPUO3HO BIIOLIABAHE HA 3[PABOCTIOBHOTO CHCTOSIHME HA JMIETO MIM TEXKO 3a00IsBaHe, 3a KOETO
MOXe [Ia Ce HANoXM He3a0aBHO O3IPABUTEIIHO JENCTBME, M KOETO MOXE Ia MPUYMHM 3HAUMTENHA 3a00NeBaeMOCT MIN
CMBPTHOCT CpeJl HaceNeHNUeTo, MM KOeTO MMa HeoOMYaeH M HeOYaKBaH XapaKTep 33 ChbOTBETHOTO MSCTO M BPEME;

70

~

»KOpUTUPALIOo neiicTBMe” 03HayaBa MeNCTBUE 3a OTCTpaHABaHE Ha NpUYMHATa 3a MOTEHUMAIIHO UIIN HECTBUTEITHO HEChOT-
BETCTBME C M3NCKBAHMATA MM Opyra HEXeEjlaHa CUTyalus;

71

~

»KOpUTUPALIO He/iCTBME BbHB Bpb3ka C 6e30macHOCTTa“ O3HAyYaBa Kopurnpauo neicTme, NpEeanpueTo OT MPOU3BOOMUTENA I10
TEXHMYCCKN MM MEOULIMHCKN C'bO6pa}KCHI/IH 3a IpeHoTBpaTsABaHE MM HaMallsIBaHE Ha pUCKa OT CEpMO3E€H MHIMOEHT,
CBbp3aH C IMPEIOCTaBEHO Ha Iasapa MU3MOCINE;

72

~—

LIIpEIyNpeKIeHye BbB BPb3Ka ¢ OGe30MacHOCTTA“ 03Ha¥aBa CHOOLICHNMETO, M3MPATEeHO OT MPOM3BOIMTENS IO MOTpebuTenmTe
WM KIMEHTUTE OTHOCHO KOPUIMPAILIO MeiiCTBUE BbB BPb3Ka ¢ 6e30MaCcHOCTTa;

73

~

,XapMOHV3MPAH CTAHOAPT* O3HAUaBa €BPONEHCKM CTAHAPT, KAKTO € ONpemesieH B uimeH 2, Touka 1, Gyksa B) or Permament
(EC) Ne 1025/2012;

74

=

,00um cenryramym” (OC) o3HauaBa HAGOP OT TEXHMUECKM V[T KIMHMYHY WM3VMCKBAHMS, PA3TMYHM OT CTAHIAPT, KOUTO
[IaBaT Bb3MOXKHOCT 3a M3IbIIHEHNE Ha NIPAaBHMUTE 3aIbIIKEHNS BbB BPb3Ka C MBMIETINE, IIPOLEC MM CUCTEMA.

PA3NIEIT 2

HOPMATUBEH CTATYC HA IPOOYKTUTE U KOHCYJITAUUU
Ynen 3
HopmaTtuBeH cTaTyc Ha mpogyKTuTe

1. Tlo HamiexHO OOOCHOBAHO WCKAHE HA [bpXKaBa wWieHKa KOMMCMSTA, Cel KOHCYNTAalMsi CbC Ch3NANEHATa CBINIACHO
wred 103 or Pernament (EC) 2017/... * KoopnuHatmonHa rpyna mo memyupeckute ysnerust (KTMV), onpenerst upes akTose 3a
VM3ITBIIHEHNE [ay KOHKPETeH MPOIYKT, KaTeropisi MM Ipyma MpOIyKTH Momama B 00XBaTa Ha ONpEHeNIeHMSTa 3a ,METULMHCKO
M3IENMe 33 MHBUTPO MMAarHOCTMKA“ MIM ,[PMHAIUIEXHOCT 33 MEMMLMHCKO WM3HENNe 3a MHBUTPO HmarHoctyka“. Tesy akrose 3a
M3IIBIIHEHNE CE NMPMEMAT B CHOTBETCTBME C MPOLEMypara IO pasIiiexiaHe, mocoueHa B wiexn 107, maparpad 3 or Hacrosuums
perIaMeHT.

2. Kommcumsita Moxe CblIO Taka, mo coOcTBeHa MHmimarysa M cien Kowcynmramms ¢ KIMM, ma B3eMa upes akToBe 3a
VM3ITBIIHEHNE PELIeH)s 10 BHIPOCUTE, MOCOYeHM B maparpad 1 oT Hacrosumst uneH. Te3u akTOBe 3a M3ITBITHEHME Ce MPMEMAT B
CHOTBETCTBHE C IIPOLIENypPaTa MO pa3rilexkiaHe, nocodeHa B wieH 107, maparpad 3.

3. Komucusta ocurypsiea 0OMeHa Ha €KCIICPTHU 3HAHMS MEXITy IbpXKaBUTE WIEHKM B 0ONACTTa HA MEIMIMHCKUTE MBIETMS 3a
VIHBUTPO [IMAarHOCTMKA, MEOMUMHCKUTE M3OENus, JIeKapcTBEHUTe HPOMNYKTYM, 4YOBEUIKUTE THKAHM M KIETKM, KO3METUUYHUTE
TPONyKTH, OMOLMINTE, XPAHUTE U KO € HeOOXOMMMO — [PYIU NPOMYKTH, 3a [1a ONpeNells Leiecho0pasHisi HOPMAaTUBEH CTATyC
Ha IIPOHYKT VI KaTeropysi Wiu Ipylia IPOOyKTH.

4. Tlpn pasyucKBaHMATA OTHOCHO BB3MOXHMS HOPMATyMBEH CTaTyC KaTo M3ene Ha IIPOMYKTMTE, BKITIOUBAIUM JIEKApCTBEHM
NPONYKTH, YOBEWIKM THKAHM U KIICTKYM, OMOUMIM WMIM XPaHUTENHM MHpomyKTH, KoMucusTa rapantipa MOAXOMSLIO HMBO Ha
KOHcynraumy ¢ EBpomeiickata areHuust mo jekapcrsata (EMA), Epponeiickata areumst no xumukamu (ECHA) u Eponerickust
opraH 3a Gesomactoct Ha xpanute (EOBX), copen cryuast.

* HoMepbr Ha periaMenTa ot gok. ST 10728/16.



21.4.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 C 126/19

Unen 4
Tenernuna uHPpopMaLms, KOHCYITUPaHe U MHPOPMUPAHO ChITIACHE

1.  [bppxaBuTe UNEHKM TAPAHTUPAT, ye KOTaTO EHETMYEH TECT e M3MON3BA 3a NMLA B KOHTEKCTA HA 3[PaBHO OOCIyXKBaHe,
KaKTO € OmpemeseHo B wieH 3, Oyksa a) or upekrmsa 2011/24/EC Ha Espomejickus maprmament u Ha Cowera ('), u 3a
MEIMUMHCKMTE LM Ha IMATHOCTHKATA, NMOTOOpSIBAHETO HA JIEUYECHMETO, NPOTHO3HO M INPEHATANIHO M3IMTBAHE, HA JIMIETO,
TNOMIOKEHO Ha U3IMTBAHETO, MM KOTaTo € NPUIOXKMMO — Ha HErobus 3aKOHHO OINpeeleH MpelcTaBuTes, Ce HpefocTaBs
TNOIXOISIA MHOPMALIMS OTHOCHO ChOTBETHO XapaKTepa, 3HAUYCHNMETO 1 MOCIEMULIMTE OT TeHETUIHMUS TeCT.

2. B KOHTeKCTa Ha 3aIBIKEHNSTA, MOCOYEHNM B maparpad 1, ObpKaBuTe UNEHKM TAPAHTMPAT, [O-CIELMANHO, Ye € Haie
TMOIXOMSLl IOCTBII O KOHCYNTAUMM B CIIy4ail HAa W3IION3BAHE HA T[EHETMYHM TECTOBE, KOMTO OCHTYpsiBAT MHQOpMALMs 3a
TEHETMYHATA IPEIpa3NoNoKeHOCT KbM KIMHUYHM CHCTOSIHMS W[y 3a00MsIBaHNS, KOUTO OOMKHOBEHO Ce CUMTAT 33 HENednMu
IIPEABUH CHCTOAHMETO Ha HAYKaTa U TeXHONOTMMTE.,

3. Tlaparpad 2 He ce mpuiara B CIlyyaute, B KOUTO OMATHO3aTa HA KIMHMYHOTO CHCTOSHME /UMM Ha 3a00MSIBAHETO, OT KOUTO
€ Beue M3BECTHO, Ye CTpalia MOMIOXKEHOTO Ha MNUTBAHETO JILE, € NMOTBLPAEHA OT IeHETHYeH TECT, KAKTO ¥ B CIIy4auTe, B KOUTO
Ce V3ION3Ba CBIIBTCTBALIO M3MEIINE.

4. Humo B Hacrosimsi ujieH He NPENATCTBA ObPXKABUTE UYIIEHKM Oa IpUeEMaT WM [a IOOObpXKAaT MEPKM Ha HAIVMOHAITHO
paBHMILIE, KOUTO OCUTYPSABAT IO-TOJISIMA 3alMTa HA TNALUVEHTUTE, KOUTO Ca IO-KOHKPETHM WM CE€ OTHACAT 1O I/lH(i)OpMI/IpaHOTO
ChbIJIacue.

ITIABA II

Ipedocmasane Ha nasapa u nycraue 6 Oeiicmeue Ha u3deaud, 3a0BAREHUI HA UROHOMUUECRUME Onepamopu,
maprupoera ,,CE*, c60600H0 déusrenue

Ynen 5
Ilyckane Ha ma3zapa u mycKaHe B [IeficTBMe

1. M3nenusita Morar ma ce IyCKaT Ha Ila3apa win Jga ce IyCKar B HeJICTBME CaMO aKO OTIOBapAT Ha M3MCKBAHMATA IO
HacTOAWMSA PETIAaMEHT, KOraTo €a HOCTaBEHM I10 HAJIEXKHMA peld M Ca TNPaBUIIHO MOHTMPAHM, INMOOAbPXKAHM M M3IOJI3BAaHU
CbITIACHO IpeIHa3HAYEHNETO CU.

2. Vspenmsra oOTroBapAT Ha NPWIOKMMUTE KbM TSX OOLM M3MCKBAHMS 3a OE30MACHOCT M [ENCTBME, YCTAHOBEHM B
IIpUIIOKeHMe I, KaTo ce oTuMTa NpeHa3HAueHNETO UM.

3. [oka3BaHETO Ha CHOTBETCTBMETO C OOIIMTE M3MCKBAHMSA 3a O€30IIaCHOCT M NENICTBME BKIIIOUBA OLEHKA Ha JEHCTBMETO B
CBOTBETCTBUE C UJIeH 56.

4. M3nenusra, Kouto ce Mpou3BeXKIaT U MU3IOJI3BAT B neyeOHN 3aBeIcHM, C MBKIIIOUEHME Ha M3OeNnmATa 3a M3INNUTBAHE Ha
HﬁﬁCTBI/IﬂTO, C€ CUMTAT 3a Be4e IyCHAT B HeicTBuUe.

5. C u3KIIIOYEHME Ha CHOTBETHUTE O6I.III/I VBUCKBaHMA 3a 0€30IaCHOCT U HeicTBue 1o NpNIIoKEHME I, m3uckpaHusTa Mo
HaCTOAIIMA PErlIaMEHT HE Ce INpuiiaraT 3a M3HENNs, IIPOMU3BENEHN U UBIONI3BaHN CaMo B neuyeOHM 3aBeliCHMs, YCTAaHOBCHN B Cpro3a,
B cnyqai[ ue Ca U3IBIIHEHU BCMYKM YCIIOBMS MO-HOITY:

a) UMBNeNMsITa He Ca MPeXBbPIICHN Ha IpYT MpaBeH CyOekT;
6) pPOM3BONCTBOTO U yroTpebaTa Ha M3HENMATA Ce M3BbPILUBAT B PAMKITE HA TOAXOMSILN CUCTEM 34 YIPABICHME HA KAUeCTBOTO;

B) nabopatopusita Ha TeueOHOTO 3aBefeHye orroBaps Ha cranmapr EN ISO 15189 wmy, ako e mpuimoXuMo, Ha HaLMOHAIHUTE
pasnopenOy, BKIIOUMTENTHO HA HALMOHATIHUTE Pa3nopeaOy OTHOCHO aKpemuTalusTa;

I') 11e4eOHOTO 3aBeIcHue 000cHOBaBa B HOKyMCHTaUMsATa Cu, 4e ocobenure HOTp€6HOCTI/I Ha 1LI€JIeBaTa Ipyla IMallMeHT HE MOraT
oa 6’bIIaT 3aJOBOJICHM MJIM HE MOraTr Ja 61)]161T 3a[IOBOJIEHM IIpU TIOAXOOsIIA CTEIEH Ha HEJICTBME OT €KBMBAJICHTHO n3aenue,
KO€TO € NMPENOCTAaBEHO Ha Ia3apa;

11) 11e4e0GHOTO 3aBeficHMe MpENocTaBsd Mpyu MOMCKBAHE Ha CBOS KOMIIETEHTEH OpraH I/IH(l)OpMaHI/IH OTHOCHO M3II0JI3BAHETO Ha TE3U
M3OECINA, KOATO BKITHOUBA 000CHOBKa 3a MpONU3BOACTBOTO, NMpOMSIHATA 1 yHOTpe6aTa uM;

(") Oupexrnsa 2011/24[EC Ha EBpomeiickus maprnament u Ha Cbera or 9 Mapr 2011 r. 3a ympaxHsaBaHe Ha NPaBaTa HA NALUICHTHTE IPY
TpaHCTpaHUYHO 3upasHo obcryxsate (OB L 88, 4.4.2011 r., c1p. 45).
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€) 1eueGHOTO 3aBefleHMe M3TOTBS EKIApaLys, e Le HalpaBy MyOIMYHO TOCTOSIHME MHPOPMALS, BKITIOUBALLIA:
i) HaMMeHOBaHMETO N afpeca Ha J1e4eOHOTO 3aBeCHNME IPOM3BOIMTETT;
ii) Heob6XomMMMTE NAHHM 3a MIEHTUPULMPAHETO HA UBLEIMATA;

iii) mekmapaumst, ue mM3meNMsATAa OTIOBAPAT Ha OOLIMTE VM3MCKBAHMS 33 OE30MACHOCT M MHEHCTBHE, MOCOYEHM B MPMITOXKeHME |
KbM HACTOSILNS PEITIAMEHT, M KOTAaTO € HPWIOKMMO — MH(OPMALIVS 32 M3MCKBAHMATA, KOUTO He Ca CIIA3eHNM M3LLIIO, C
MOTMBHMpPaHa 0GOCHOBKA 33 TOBA;

X) 1O OTHOLIEHMe HA M3IeNMSTa OT Kiac D, B CbOTBETCTBMe C NPaBMIIATa, ChIbpxamy ce B npuioxenue VIII, neuebHOTO
3aBElICHNME M3TOTBS TOKYMEHTALMS, [03BOJIABALIA 3aII03HABAHETO C IIPOM3BOIACTBEHMUTE CHOPBKEHNS, IPOU3BONCTBEHMS IIPOLIEC,
IIPOEKTUPAHETO M [aHHMTE 3a JEHCTBMETO Ha M3HENMATA, BKIIOYMTENTHO MNpPEIHA3HAYEHMETO MM, M KOSTO € JOCTAaThUHO
nofpo6Ha, Taka ue [1a ce [aje Bh3MOXKHOCT Ha KOMIIETEHTHIMs OPIaH Ia Ce YBEpH, ue Ca M3IbIIHEHM OOLIMTe M3MCKBAHMS 33
0€30M1aCHOCT ¥ [EIiCTBME 10 NPWIIOXeHMe | KbM HACTOSIIMS pEINaMeHT. [IbpXaBuTe WICHKM MOTaT [a IpWJIarar Tasu
pasnopen6a u 3a m3penmsTa oT Kiac A, kiac B wm xinac C, B ChOTBETCTBUE C IIPABIIIATa, YCTAHOBEHM B npytoxerne VIII

3) rne4eGHOTO 3aBe[eHME B3eMa BCUUKM HEOOXONMMM MEpKM, 3a [a TApaHTMpa, ue BCUYKYM M3NENMsl Ce MPOM3BEXKIAT B
CHOTBETCTBHUE C IOKYMEHTALMSITA, IOCOUeHa B GyKBa X); U

I/I) HC‘IC6HOTO 3aBEeTICHME TIpaBM IIPETNIEN Ha OIINTA, IIpI/I]IO6I/[T OT KJIMHMYHATa yHOTp€6a Ha wu3genmsTa, M B3€Ma BCUUKU
HCO6X0]1]/IMI/I Kopurnpaum TIeJiCTBHUS.

H’bp}KaBI/ITC YICHKNM MOraT Ja M3UCKBAT OT TE3U neueOHm 3aBelieHMs Ha IPEOCcTaBAT Ha KOMIICTCHTHUSA OpraH BCAKaKBa
HOI'BJTHUTEITHA BaKHA I/[H(l)OpMaIlI/IH 3a M3penmsd, NMpOU3BENECHN M M3IMOJI3BAHN Ha TSAXHA TEPUTOPUSA. H’bp}KaBVITe YJICHKM 3ara3BaT
NpaBOTO €M Ha OrpaHn4aBaT MPOU3BOACTBOTO U yHOTpe6aTa Ha BCEKM KOHKPETCH TUII TaKMBa M3OEINA M MMAT OOCTBII C LT
VHCIIEKTUPAHE Ha HeTHOCTTa Ha neueOHMTE 3aBCHECHNA.

Hacrosiuyst naparpad He ce mpurara 3a M3gerist, KOMTO Ce IPOM3BEXRIAT B IPOMULITEHH Mawialu.

6. C mem ma ce rapaHTyipa eIHAKBOTO MpuiaraHe Ha npuaoxenye | Kommcmsara moxe @a mpyueMa akToBe 3a M3ITbIIHEHNE,
[IOKOJIKOTO TOBA ¢ HeOOXONMMO 3a pa3pelraBaHe Ha MpoOIeMH, CBbP3aHN C Pa3NMUHOTO THIKYBAHE M IPIUIIATAHETO Ha MPAKTMKA.
Te3u akTOBE 33 M3ITBIIHEHME CE IIPYEMAT B CHOTBETCTBIE C IPOLIEMypaTa 10 pasIexyaHe, mocodeHa B wien 107, maparpad 3.

Ynen 6

Mpopax6u oT pascrosiHue

1. Vspenmsita, IpeqoCTaBsiHY Ha (U3MUECKO MITV IOPUAMUYECKO JIHMLE, ycTaHOBeHO B C'bi03a, upe3 yciyrn Ha MHGOPMALMOHHOTO
o61ecTBo 10 cMuchiia Ha wied 1, maparpa¢ 1, Gyksa 6) or Jupekrusa (EC) 2015/1535, TpsiOBa a OTIOBAPAT Ha M3MCKBAHMSTA
Ha HaCTOALIVS PEITIAMEHT.

2. bBe3 ma ce 3acAra HAaUMOHAITHOTO NPABO, CBBP3aHO C YIPAXHSIBAHETO HA JIeKApCKaTa MPOQecis, M3IETMsTa, KOUTO He Ce
MyCKAT Ha [1a3apa, HO ce M3IMOJ3BAT Cpelly 3alUTAllaHe WM Oe3MUTATHO B PAMKUTE HA THPrOBCKA MHEMHOCT 3a MPENOCTAaBSHE HA
[IMarHOCTMYHA WIM TepareBTMYHA YCIyra IOCPENCTBOM YCIYTM Ha MHQOPMALMOHHOTO OOMIECTBO MO CMMCHIA Ha uileH 1,
naparpa¢ 1, Oyksa 6) or [mpektmsa (EC) 2015/1535 wmmm upe3 APyro KOMYHMKALMOHHO CPEHCTBO, MPSAKO WM Upe3
TMOCPENHNIM, Ha QU3NUECKO VIV IOPUINYECKO JILe, yeTaHoBeHO B Cbo3a, TpsiGBa a OTrOBApsIT Ha M3MCKBAHMATA HA HACTOSILLMS
perTaMeHT.

3. le/l IIOMICKBAHE OT KOMIIETEHTEH OpraH BCAKO (l)I/IBI/lLIeCKO WM IOpUONYECKO JIMLE, KOETO IIpenyiara U3nenus B CbOTBETCTBUE
C naparpa(]) 1 wm NPENOCTaBs YCIyI B CbOTBETCTBUE C naparpa(]) 2, NpencraBd Komnye ot EC HOeKnapauysira 3a CbOTBETCTBME Ha
BBIIPOCHOTO M3ACTINE.

4. Or crobpaxkeHus 3a OmasBaHe Ha OOLIECTBEHOTO 3[paBe TbpPXKABa WIEHKA MOXE [Ia M3MCKA OT IOCTABUMK HA YCIIyIM Ha
MHPOPMALMOHHOTO OOLIECTBO 10 CMUCHIIAa Ha uieH 1, maparpad 1, Oykea 6) or Oupektusa (EC) 2015/1535 ma npeycraHou
CBOSITa JIEJHOCT.
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Ynen 7
Tebpnenus

le/l E€TUKETUPAHETO, U3TOTBAHETO Ha MHCTPYKUMUTE 3a yrIOTpe6a, NpeOoCTaBsAHETO, MyCKAaHETO B HeincTBue u pexiiaMypaHeTO Ha
usgenusa € 336paHCHO V3IIONI3BAHETO HA TEKCTOBE, HAVMIMEHOBAHWS, THPTOBCKU MAapKU, M306pa>1<eﬂm{, (l)I/IpraTI/IBHI/I wim opyrn
3HalM, KOUTO MOraT na BbBEOAT B 3a6Hy)KHCHI/IC r[mpeémenﬂ VIIM NAalIMEHTA 110 OTHOLIEHME Ha IPENHAa3HAaY€HUETO, Ge30macHOCTTa
U JIEJICTBUETO Ha M3IOEIINETO, KaTo:

a) IPUIIMCBAT HA MBMNENMETO QYHKLUMM U CBOVCTBA, KAKBUTO TO HSMA;

0) Cb3maBaT HEBSIPHO BIEUATICHME BbB BPb3KA C JICUEHMETO JUIM MMATHOCTHLMPAHETO M 33 (QYHKIMM WM CBOJCTBA, KAaKBUTO
U3IEINETO HAMA;

B) HE [aBaT I/IH(I)OpMaIII/Iﬂ Ha HOTpC6I/lTCJ’[${ WM TMalVEHTa 3a Bb3MOXHNSA PUCK, CBbp3aH C M3IOJI3BAHETO HA WUIMENIMETO B
CBOTBETCTBME C HETOBOTO IPEIHA3HAYCHNE;

F) npenyiaraT IMpuUiIoXKEeHNs Ha M3OCTINETO, KOUTO CE€ pasiinyaBaT OT MOCOYEHUTE KAaTO YaCT OT IMPEIHA3HAYCHUETO MY, 38 KOETO €
V3BBPIICHO OLEHABAHE Ha ChOTBETCTBUETO.

Ynen 8
W3non3pane Ha XapMOHU3MPAHU CTAHIAPTH

1. 3a usmenmATa, KOMTO CBHOTBETCTBAT HA NPWIOXKMMUTE XapMOHM3MPaHM CTaHNAPTM MM CHOTBETHUTE YaCTU OT Te3U
CTaHJApTH, JaHHMTE 3a KouTo ca mybrmkysanum B O¢uyuanen secmuur na Eeponeiickug cs103, ce cumta, ¥e CHOTBETCTBAT Ha
VM3ICKBAHATA [10 HACTOSILVS PEINIaMEHT, OOXBAHATH OT Te3Y CTAHNAPTH WM YacTH OT TSIX.

H'pra allHEs C€ Tpuiiara M KbM M3NMCKBaHMATA 3a CUCTEMUTE WM IPOLECUTE, KOUTO VKOHOMMUYECKUTE OIEPATOpN WIN
ClIOHCOpUTE TpH6Ba Ha M3IBIIHABAT B CHOTBETCTBME C HACTOALIMA PEITIAMEHT, BKITIOUMTEIIHO CBBP3aHUTE CHC CHUCTEMaTa 3a
YIpaBlIEHNME Ha Kade€CTBOTO, YIIPABJIEHMETO HAa pUCKa, CHCTEMaTa 3a Ham3op CIIEN IyCKaHe Ha Iia3apa, V3NUTBaHNMATA Ha
]1€I7[CTBI/[CTO, KIIVMTHNYHUTE JOKA3ATETICTBA VIIN MPOCIIENSABAHETO HA HeCTBUETO CIIeM ITyCKaHE Ha I1asapa.

To30BaBaHVATA B HACTOSIIVS PEINIAMEHT HA XapMOHM3MPAHM CTaHOAPTM Ce THIKYBAT KAaTO IO30BABAHMS HA XapMOHM3MpAHMUTE
CTaHJAPTH, TAHHNTE 3a KOUTO ca mybrmkysanu B Oduyuanet secmuur Ha Eeponeiicrusg cero3.

2. Tlo3oBaBaHMsTa B HACTOSIIMS PErTAMEHT HA XApPMOHM3MPAHM CTAHNAPTH BKIIOYBAT M MoHOrpagumre Ha EBpomeiickara
dapmaxoriest, IpueTn B ChOTBETCTBUE ¢ KOHBeHImsTa 3a paspaborsaHeTo Ha EBporeiicka dapmakomnest, Ipy ycoBue ue TaHHUTE 33
Te3u MOHorpaduu ca nyOnukysanu B Oduyuanen secmuur na Esponeiicrus caro3.

Ynen 9
061w cennukanym

1. Koraro He ChbuIeCTBYBaT XapMOHM3UPAHM CTaHOAPTM WM CHOTBETHUTE XapMOHM3MPAHM CTaHOAPTM He Ca HOCTaThUHM MIIA
KOraTo ¢ HeoOXONMMO [a ce pelaBaT BBIPOCH Ha oOuiecTBeHOTO 3mpase, Kommcmsra, cien kocymraums ¢ KTMV, moxe
TOCPEICTBOM aKTOBE 3a M3ITbIHEHMe fa mpueMa oOmy cnenpudukamyy (OC) BbB Bpb3Ka ¢ OOLIMTE M3MCKBAHMS 3a OE30MACHOCT ¥
IejicTBME MO HpuiloxeHMe I, ¢ TexHMueckaTa mokymeHTtauus no npuioxenus Il u III, ¢ oueHkata Ha meiicTBueTo M Ipocrens-
BaHETO Ha NEVCTBMETO Crlell ITycKaHe Ha masapa no npunoxenue XIII wmy ¢ M3MCKBaHMATA 3a M3NMTBAHMATA HA AENCTBUETO IO
npuioxenue XIII Tesu akroBe 3a WU3IIbIHEHME CE NPUEMAT B CLOTBETCTBME C IIPOLEAYpaTa IO pasIeX[aHe, NMOCOYeHa B
wren 107, naparpad 3.

2. Cunra Ce, Y€ M3HenMATa, KOUTO OTToBapAT Ha OC o naparpa(]) 1, ChbOTBETCTBAT Ha M3UCKBAHUATA 110 HACTOSIILVS PCIIIaMEeHT,
o6xsanatu ot Te3n OC My OT CHOTBETHUTE YACTU OT THX.

3. Ipomssonurenure crazgar OC mo maparpa 1, OCBeH KOTaTo HAMJIEKHO MOTaT [a NOKAXKar, Ye Ca BB3IPUENM PELICHI,
OCHTYPSBAILM HMBO Ha GE30MACHOCT U [IENCTBME, KOETO € Hail-MaJIKo PaBHOCTONHO Ha ToBa oT OC.
Ynen 10
OO0wM 3aXbIKEHNST HA NPOM3BOIUTETNTE

1. Koraro IyCKaT Ha Ia3apa MM IIyCKaT B HeﬁCTBI/lC usnenyuaTa i, MpOU3BOOUTEIINTE rapaHTUpaT, Y€ T€ Ca IPOEKTUPAHN U
MPON3BENEHN B CHOTBETCTBME C M3MCKBAHMATA 110 HACTOSALIVS PEITIAMEHT.
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2. TlpousBomuTenure Ch3[ABAT, IOKYMEHTMPAT, BbBEXKIAT ¥ MOIbPKAT CUCTEMA 3a YIPaBIIEHME HA PUCKA, KAKTO € OMMCAHO B
pasmen 3 or npunoxenue .

3. Ilpomssomurenure M3BbPUIBAT OLEHKA HAa MEACTBUETO B CHOTBETCTBME C M3MCKBAHMATA IO wieH 56 u npunoxenue XIII,
BKJIIOUMTEIIHO MPOCIIeAsBaHe Ha AENCTBMETO CIIell IyCKaHe Ha Iasapa.

4. TlpowsBonmrenure M3TOTBAT M aKTyalM3MpaT TeXHMUECKATa JOKYMEHTalMsA 3a Te3u manenys. TeXHMUecKaTa JOKyMEHTaLs
Tpsi6Ba [1a MO3BOIISIBA OLCHSBAHETO HA CHOTBETCTBMETO HA M3NEMETO C M3MCKBAHMSATA 1O HACTOSLIMS permameHT. Ta3u TexHumduecka
IOKyMEHTaLVs BKIIIOYBA efieMeHTuTe, npensuneny B npunoxenns I n 111

Ha Kommucusta ce mpepgocraBs NMpaBOMOLIMETO @A NpyeMa HeNerMpaHy akTobe B ChoTBeTcTBME ¢ uieH 108 3a m3MeHeHMe Ha
npuoxenus II u III ¢ ornen Ha TexHMYeCKuUs IPOrpec.

5. Koraro chOTBETCTBMETO C MPUIOKMMUTE MBMCKBAHMS € IOKA3aHO ype3 MpMUIIOKMMaTa Ipoleypa 3a OLHsBaHe Ha ChOTBET-
CTBMETO, TPOM3BOIMTENINTE HA W3JENNs, PasTMUHM OT M3HENMATA 3a M3NUTBAHE Ha meficTBuero, marotar EC pmexmaparms 3a
CBOTBETCTBYE CBINIACHO ulleH 17 M HaHAcAT MapKupoBKaTta 3a cpotsercTsue ,,CE“ no unen 18.

6.  IlpomsponmTenuTe CrasBaT 3aIbJKEHMUATA, CBbP3aHM CbC cucteMata 3a UDI 1o wneH 24, u 3ambiKeHusATa 3a perucTpauys,
II0COYEHM B ureHose 26 u 28.

7. HpOI/ISBO]II/ITCHI/ITC CbXpaHABAaT Ha pPaSMOJIOXKEHNME HAa KOMIIETCHTHUTE OpraHy TEXHMNUYECKATa HOKYMEHTalNs, EC
HIeKapauysaTa 3a CbOTBETCTBME 1, aKO € IIPUIIOXKVMO, KOIME€ OT CbOTBETHUA CCpTI/l(l)I/IKaT, M3MafieH CbIJJacHO wieH 51,
BKJTFOUMTEITHO BCMYKM M3MEHEHMS M OOIIBIIHEHMS, 3a CPOK Haif-MajIko OT HeceT TOMMHM CIIe[ KaTo IOCIIEMHOTO M3Menne B o0xBaTa
Ha EC TeKIlapanysTa 3a CbOTBETCTBUE € 6uno IyCHAaTO Ha IMasapa.

HpI/I TMOMCKBAHE OT KOMIIETEHTEH OpraH IPOM3BOOMUTEIAT IIPENCTABs, CBITIACHO IOCOYEHOTO B MCKAHETO, IThIIHATA TEXHMYECKA
JOKYMEHTALVs WM pE3lOMe OT Hesl.

3a Ja Jaje BH3MOXHOCT HA YITbITHOMOIIEHMS CHM NpENCTaBUTEN [1a M3MBIHSBA 3alauyuTe, MOCOYeHM B uieH 11, maparpad 3,
TMPOM3BOIMTEN C PErMCTPUPAHO MSCTO HA CTOMAHCKA HeftHOCT m3BbH Cbio3a B3eMa HEOOXOMMMUTE MEpPKM YITBIIHOMOLICHUST
TpEJICTABUTEN [a MMa HA MIOCTOSHHO Pa3IoNOXKeHye HeoOXOmUMAaTa TOKyMEHTaLIVsL.

8.  IlpomssomuTtenure rapaHTMpAr, 4e ca BbBEIEHNM MPOLENypPH, Ype3 KOUTO CEPUITHOTO TIPOM3BONCTBO Ia OCTAaHE B ChOTBETCTBME
C M3MCKBAaHMATA MO HACTOSINMS perfameHT. IIpoMeHmTe B IPOEKTAa WMIIM XapaKTEPUCTMKMTE HAa MPOHAYKTA M M3MEHEHMATA B
XapMoHM3upanuTe cranmaptu wm OC, 4pe3 1030BaBaHEe HAa KOUTO € JEKITAPMPAHO CHOTBETCTBMETO HA MPOMIYKTA, CE B3EMar
TpeIBUI CBOEBPEMEHHO M IO NONXOMAU HauyH. [IpousBommTennte Ha WM3HENMS, PA3IMUHM OT MBNENMATA 33 VMBNMTBAHE HA
IeIICTBIETO, CH3NABAT, IOKYMEHTUPAT, BbBEXK/AT, MOMIbPKAT, aKTYaIu3MpaT 1 HElPeKbCHATO NMOTOOPSIBAT CHCTEMA 3a YIPaBIICHME
Ha KaueCTBOTO, KOSTO OCUIYpsiBA CHOTBETCTBME C HACTOSILNS PEINIAMEHT IO Haii-e(eKTMBEH HAuMH, CHOTBETCTBAL] HA TUIA HA
M3ENMETO ¥ KIlaca Ha M3JENMETO B 3aBYCUMOCT OT PUCKA.

Cucremara 3a ynpaBjICHME Ha Kad€CTBOTO 06XBaIlIa BCMUYKM 4YaCcTM M €IIEMEHT Ha OpraHn3allMOHHATa CTPYKTypa Ha HadcH
MPON3BOOUTEI, OTTOBApAILA 3a KaU€CTBOTO Ha IPOLIECUTE, IIPOLUETYPUTE U UBHENUATA. Ta ypexna CTpyKTypara, OTTOBOPHOCTUTE,
npouenypure, MpouecuTe 1 ynpabBJIICHCKUTE peCypcH, HCO6XO]II/IMI/I 3a MpuiaraHe Ha NPUMHOMIINTE U HeJiCTBMATA 3a MOCTUTaHEe Ha
CbOTBETCTBUE C pasnopen6me Ha HaCTOALIMSA PEITIAMEHT.

Cucremara 3a ylpaBji€HME Ha KaueCTBOTO O6XBallla Hail-MaJiko CJIelIHUTe aCIeKTH:

a) CcTpaTerys 3a CbOTBETCTBYME C HOPMATMBHMTE M3UCKBAHMS, BKIIOUMTENHO CMIA3BaHE HA TPOLEAypUTE 3a OlEHSABAaHE HAa CHOTBET-
CTBIETO M IIPOLIENyPUTE 33 yIpaBIeHNE Ha IPOMEHNTE Ha M3NENMsTa, OOXBAHATY OT CHCTEMATa;

6) OoIpefeisiHe Ha IpUITOXKNMUTE 0611U/[ U3UCKBaHMs 32 6€301aCHOCT 1 HeicTeme u Nnpoy4BaHe Ha Bb3MOXKHOCTUTE 3a BbBCXKIAHE
Ha Te3U U3NCKBAHUS;

B) OTTOBOPHOCT Ha PBKOBOIICTBOTO;
I) yIpaBreHue Ha PecypcuTe, BKIIOUMTETHO NOIO0pA M KOHTPONA Ha OCTABUMIINMTE ¥ TOM3IbITHUTEIINTE;
Il) yIpaBleHMe Ha PUCKA CBITIACHO NMOCOYEHOTO B pasmen 3 OT mpuloxeHue [;

€) OleEHKa Ha MEJCTBMETO B CHOTBETCTBME C wieH 56 u mpuroxenue XIII, BKIMOUMTENHO MpoCreAsBaHeTO Ha MEMCTBMETO Crief
TIyCKaHEe Ha 11a3apa;

X) peanusaiyisi Ha IPOIYKTUTE, BKIIOUUTEIHO IUIAHMPAHE, IPOEKTUPaHE, pa3paboTBaHe, IPOM3BONCTBO U OOCITYKBaHE;
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3) nposepka Ha UDI, ompenenieHu B CbOTBETCTBME ¢ wieH 24, maparpad 3, 3a CbOTBETHMTe M3[eMs, TaKa ye [a ce rapaHTupa
CBITIACYBAHOCT M BAIIMIHOCT Ha MHOPMALIMATA, IPEOCTABSIHA B CHOTBETCTBIE C WieH 26;

I/I) Cbh3JaBaHE, BbBEXKAHE M NOOIbPXKAHE Ha CUCTEMA 3a HAN30p CII€l IIyCKaHe Ha Ia3apa B CbOTBETCTBME C UIIEH 78;

11) KOMYHMKALMS C KOMIICTCHTHNTE OPraHy, HOTUQUUMPAHNUTE OPraHM, OPYTM MKOHOMMUECKM OIIEPATOPY, KIMEHTH M/WIN IPyTu
3aMHTEPECOBAHM CTPAHM;

K) npouecn 3a HOKIagBaHe 3a CEpUO3HM MHUMUIOEHTN M KOpUTMpalIn HeCTBUSA BbB Bpb3Ka C 0e30MacHOCTTa B KOHTEKCTa Ha
npocnensBaHeTo Ha 66301’[&CHOCTT3;

1) ympaBreHMe Ha KOPUTMPALINTE M PEBAHTUBHIUTE [EIICTBUS M IIPOBEPKA HA TAXHATA e)eKTUBHOCT;
M) mpowecy 3a HaGMIOTeHYe U U3MepBaHe Ha Pe3yNTaTiTe, 32 aHATM3 Ha JaHHUTE U 33 YChBbPIICHCTBAHE HA IPOLYKTHTE.

9.  Ilpomssonmrenute Ha M3MENMs BbBEKHAT M aKTyalM3MpaT CUCTEMATa 3a Hal3op CIiel IyCKaHe Ha I1asapa B CbOTBETCTBME
yrieH /8.

10.  TlpousBommTeNnsT rapaHTHpa, Ye MENMETO e NPUIPYKeHO OT MHopMauusTa, ocoueHa B pasgen 20 or npunmoxerue I,
Ha opuumarneH(un) e3uk (um) Ha Chio3a, OTpeNeNeH(M) OT IbPXKABATA WIEHKA, B KOATO MBMEIMETO Ce MPENOCTaBs Ha MOTpeOuTENs
WM Ha TalpeHTa. EreMeHTUTe Ha eTvKeTa TPAOBA I1a OBOAT HEM3NMMUMMM, JIECHNM 3a YeTeHe M SCHM 3a pasGupaHe 3a LENeBUs
noTpeduTeN UM MaLMeHT.

Mudopmaumsita, mpencrasiHa chrmacHo pasgen 20 OT mpuioxenue I ¢ uM3fenusTa 3a CaMOTECTBAHE WM TECTBAHE HA MSICTO, €
JNecHO pasbupaeMa M ce MpeHocTaBsi Ha ouumancH(en) e3vk (uwm) Ha Chbo3a, ONpemeNneH(M) OT AbPXKABATa WIEHKA, B KOSTO
M3[IENMETO [OCTUrA IO MOTPeOUTENS MM MaLMeHTa.

11. HpOI/ISBOHI/ITeJ'II/l, KOUTO CUUTAT MIIM MMAaT OCHOBaHME JIa CUMTAT, Y€ Mad€HO M3MENNE, KOETO Ca IyCHAlIM Ha IT1a3apa Mim ca
IyCcHalmm B HeiicTBME, HEe ChOTBETCTBA HA HACTOSIINS peIiaMenT, He3a0aBHO npennpuemar HeO6XOHIAMI/ITe Kopurnpamm HeicTBus,
3a J1a IpMBEHNAT M3MOEINMETO B CHOTBETCTBME, Ma IO M3TEINIAT WIIM 1A IO U33eMart, ako € H606XO]1VIMO. Te ]/IH(l)Ole/IpaT ]1]/[CTpI/I6y-
TOpUTE Ha BBIIPOCHOTO MBOEINE U, KO € IIPUITOKMMO, YITBIIHOMOLICHMS NPEACTaBUTEIT M BHOCUTEIIUTE 110 ChOTBETHUSA HaUMH.

Korato wm3menyero MpeNCTaBisBa CePMO3EH PUCK, MPOM3BONMTENMTE MHPOPMUPAT He3a0ABHO KOMIIETEHTHMTE OPraHM Ha
IIbPKABUTE UIICHKM, B KOMTO Ca MPETOCTABMIM M3IENMETO M, aKO € MPWIOKNMO, HOTUGUIMPAHMS OPTaH, M3Nan cepTuKar 3a
UBIETIMETO B CHOTBETCTBUE C WeH 51, IO-CIeLMATHO 33 HECHOTBETCTBUETO C MBJMCKBAHMATA 1 33 BCUUKM IPEdIIpUeTy KOPUTMpaIy
HeNCTBUS.

12.  Ilpoussoagmrenure U3MON3BAT CHCTEMA 3a PErMCTPaLMs U HOKIAfBAHEe 3a MHIMIACHTM ¥ KOPUTMpALIN NeliCTBUS BbB BPb3Ka C
0e3011acHOCTTa B CHOTBETCTBME C ulleHOBe 82 1 83.

13. HpOI/ISBOIII/ITCHI/ITC, Ipy NOMCKBAHE OT KOMIICTCHTCH OpraH, MYy IIpEHOCTaBAT LAIaTa I/lH(i)OpMallI/IH 1 TIOKYMCHTalNs,
H€O6XOJII/IMa 3a OKa3BaHE Ha CbOTBETCTBMETO HA M3IOEIIMETO, Ha OCl)I/IIlI/IaJ'IeH e3uk Ha Cbio3a, OIpeneNieH OT ChOTBETHATA TbpzKaBa
yrieHka. KommnereHTHUAT OpraH Ha JIbpXapaTa YIE€HKA, KbIETO IPOM3BOOUTEIIAT VIMa PEIVICTPYPAHO MACTO Ha CTOMAHCKa ]IQIZHOCT,
MOXKeE @a IIOMCKa IMPOUSBOOUTENAT Ha OCUTYPU Ge3naTHo 0612)3311]/[ OT M3IOCIIMETO WMIIM, aKO TOBa HE € OCBIIECTBMMO, [Oa
NpenocTaBy OOCTHII IO MBHEIMETO. HpOI/ISBO]II/ITCHI/ITC OKa3BaT ChHIIEICTBUE Ha KOMIETEHTHIUS OpraH, I10 HEroBo MCKdaHE, PN BCAKO
Kopurnpamo HeﬁlCTBMC, MPENIPNETO 3a OTCTPAHABAHE VIV aKO TOBA HE € BB3MOXKHO — 3a OIpaHMNYaBaHE Ha PVICKOBETE, CBbP3aHU
C M3OenyATa, KOUTO TE€ Ca IyCHAMM Ha Iasapa Wi B HeiicTBIE.

AKO TPOVM3BOIMTENAT HE OKa3Ba CHIEICTBME WM MpENOCTABeHATa MHQOPMALMS M TOKYMEHTALMs € HEIb/IHA WY HETOYHa,
KOMITETEHTHIUSIT OpraH MOXe, C Liell OCHTYpsIBaHe Ha ONa3BAHETO Ha OOLIECTBEHOTO 3[paBe M 0€30MACHOCTTA HA MALMEHTHTE, A
npenmnpyeMe HeoOXOIMMNUTE MEPKH, 3a a 3a0paHy WM OrpaHMYM TPENOCTABSHETO HA M3NENMETO Ha CBOSI HALMOHANCH 1a3ap, fa
V3TEIIIM M3LENMETO OT TO3M Ma3ap WM [a IO u33eMe, IOKATO MPOU3BOILMUTEIIST He OKaXe ChIEHCTBUE WM He MPEIOCTaBH ITbIIHA U
TOYHA MHPOPMALILSL.

AKO KOMIIETEHTEH Opra” cymMTa WM ¥VMa OCHOBaHME @A CUUTA, Y€ OIPENETIEHO M3MENNe € IMPUUNHWUIO Bpeny, TOM yiecHsBa
NpENoCTaBAHECTO Ha IOCOUYCHATA B IThbpBa aJIMHES ]/IH(l)OpMaIII/UI 1 JOKyMEHTauys Ipy IMOMUCKBAHE OT MaluMeHTa MIIN HOTp€6I/ITCHH,
Ha KOTOTO €BCHTYaJIHO € Ouna NpUYMHEHA BpENa, M aKO € NMPUIIOKNMO, Ha HETOBUA NMPABOIPUEMHMK, Ha 30PAaBHOOCUTYPUTETTHOTO
My TPYyXKECTBO MM OPYTM TPETU JIMUA, 3aCETHATU OT BPEONTE, NPUUMHEHM Ha IAUVEHTa WIIN HOTp€6I/IT€HH, Oes Ja ce 3acsrat
IpaBuilaTa 3a 3alliTa Ha JaHHUTE M, OCBCH aKO ITbPBOCTEIICHEH 06LH€CTBCH VHTEpPEC HE Hajlara OIIOBECTABAHE, Ge3 ToBa Ja 3acsra
3allTaTa Ha NpaBaTa BbpPXY MHTEIIEKTyallHaTa cOOCTBEHOCT.
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KomnereHTHUST OpraH He € [UTbXEH [1a ce C'L06pa3l/[ ChC 3aIbIIXKEHNETO, MPEOBUIECHO B TpETa ajiHesd, B cnyqai[ Uue pasKpuUBaHETO
Ha I/IH(I)OpMalII/IHTa M TOKYMEHTALUMATA I10 ITbpBa allHEs oluyaitHo ce pasriexnia B paMKUTE Ha C'I)]]C6HI/I ITpOM3BONCTBA.

14.  KoraTo npou3BOAMTENINTE Ca BB3TIOXKUIM NPOEKTUPAHETO MM IIPOM3BONCTBOTO HA M3HENMSATA HA NPYTo IOPUOMUECKO MM
du3nyecko nuie, MHYOPMALMSITA 33 CAMONMYHOCTTA HA TOBA JIMIE € 4acT OT MHPOpMAlMsTa, KOSITO TpsiGBa ha ce MpEICTaBy
CBITIACHO wIleH 27, naparpad 1.

15.  (Qu3mueckute M I0PUAMYECKMTE JMLA MOTAT [a IPENSBABAT MCKOBE 3a O0e3lIETeHMe 3a BPeNd, HaHeCeHa OT MedeKTHO
u3enue, B CbOTBETCTBME C MIPUIIOKMMOTO TIpaBo Ha Cbl03a ¥ HALMOHAIIHOTO MpaBo.

Ilo HaumH, chOOpaseH ¢ Kilaca B 3aBUCMMOCT OT PMCKA, TMIA HA M3IENMETO M Mam@aba Ha MPENIpPUATUETO, HPOUIBOIMTENNTE
TPEABIKIAT MEPKM 32 OCUTYpsIBaHE Ha JOCTATHYHO (MHAHCOBO NMOKPUTHE [0 OTHOLICHME Ha MOTEHIMANIHA OTTOBOPHOCT ChIIACHO
Hupexrtusa 85/374/EVO, Ge3 na ce 3acsiraT MO-CTPOIMTe MePKY 3a 3aLIUTA CHINIACHO HALMOHAIIHOTO [PaBo.

Ynen 11
YIbIHOMOLIEH NpeIcTaBUTeN

1. Korato MPOVBBOOUTENAT HAa TAaO€HO M3MOETNE HE € YCTAHOBEH B IbpXKaba WICHKA, M3HOEIMETO MOXKE [a 6’[)]16 IyCHaTO Ha
nasapa Ha Cpro3a caMo aKo MPOVBOOUTENIAT ONMPENEN eNMH-EIVHCTBEH YI'BITHOMOLICH MPENCTaBUTE].

2. OmpenensHeTo MNpeACTaBsBa ITHIHOMOIIMETO Ha YITHIHOMOUIEHMS NpECTaBUTEN; TO € BaIMAHO CaMO HpyU TMCMEHO
CBIJIACME OT CTPaHa Ha YITBIIHOMOIUEHMS TPENCTABUTEN M € B CUJIA Haii-MaJIKO 3a BCMYKM M3HENMs OT eHa U Chlla TeHepMuHa
Tpymna M3NENus.

3. YbTHOMOLIEHUSAT NpEeNCTaBuUTEN M3ITbIIHABA 3ala4NTe, OIPEHENIEHN B II'BIIHOMOUIMETO MEXKNY HEro M IPOM3BOANTEILS. HpIA
IONCKBaHE YITBIHOMOIICHMAT MIPEICTaBUTEN MMPENOCTaBsl KOMNME OT ITBIHOMOIIMETO Ha KOMIIETEHTHMS OpraH.

[IbTHOMONIMETO M3UCKBA OT YI'BIIHOMOIIEHMS NPENCTaBUTEI, a MPOV3BOOUTEIAT MY HaBa BB3MOXKHOCT T1a M3BbPIIBA Haii-MaJko
CIIEOHUTE 3allauyl BbB BPB3Ka C M3OENNATA, MONagaiy B o0xBaTa Ha ITBJIHOMOIIMETO:

a) J1a ce yBepu, 4e EC HOeKapaunsaTa 3a CbOTBETCTBMEC M TEXHMYCCKATAa TOKYMEHTaLMs Ca M3rOTBEHUM M aKO € NPUIOKMMO, 4e
CbOTBETHATa MPOLENypa 3a OLICHSABAHE Ha CbOTBETCTBMETO € IMTPOBEIEHA OT MPOU3BOOMUTEIIS;

6) T1a CbXpaHsABa Ha pPa3sIONIOKEHNME HAa KOMIIETEHTHUTE OpPraHM 3a CpOKa IO UJIEH 10, Haparpa(]) 7 Komme OT TeXHMYeckaTa
TIOKyMEHTALIN, EC HOeKnapauyara 3a CbOTBETCTBME M, aKO € IPMIIOKMMO — KOIME OT CbOTBETHUSA CCpTI/I(l)I/IKaT, n3nancH
CBITIACHO uJieH 51, BKITIOUMTEITHO BCUYKM M3MEHEHUS U HOITbIIHEHMUS;

B) Ja Chasa 3agb/KEHNMATA 3a PErMCTpauys 1o uwieH 28 u [a mposepsisa Hany NPOM3BONMTENAT € CIasuil 3abIXKEHMATa 3a
perucrpauus 1o e 26;

I‘) B OTrOBOp Ha MCKaHE OT KOMIICTCHTCH OpraH HOa MYy IIpedoCTaBs LAIaTa I/IH(l)OpMaHI/IH 1 TOKYMCHTalus, HCO6XOJII/IM3 3a
JJOKa3BaHE Ha CHbOTBETCTBMETO HA U3MECIIMETO, HA O(I)I/ILII/[&HCH €3MK Ha C'bIOBa, OIIPENENIEH OT CbOTBETHATA IbPXKaBa UIICHKA;

) [a mpeaBa Ha MPOM3BOIMTENS BCSKO VCKAaHE OT KOMIIETEHTEH OPraH Ha AbpXKapaTa 4JIeHKA, B KOSTO YIThIIHOMOLICHMST
IPEICTABUTEN MMa PETMCTPUPAHO MSCTO HA CTOMAHCKA MEHOCT, 3a 00pa3iy Wi HOCTBI [0 M3NENMe U [a MpoBepsiBa Haiu
KOMIIETEHTHIUSIT OPIaH € MOMy4ns o0pasLyTe UM My € HPeloCcTaBeH HOCTHII 10 UBNEIHETO;

e) J1a CbTPYOHMYM Ha KOMIICTCHTHUTE OpraHy Ipy BCAKO IIPEBAHTUBHO MJIM KOPUTMPAIIO ]16]7[CTBI/[C, NpEenIpUETo 3a OTCTpaHABAHE
WM — aKO TOBAa HE € Bb3MOXKHO — 3a OIpaHMYaBaHE Ha PUCKOBETE, CBbP3aHM C UBMEIINATA;

)K) He3a0aBHO a I/IH(l)OpMI/lpa MPpON3BOOMUTEIS 38 CUTHAIIM M HOOKIIagM OT MEOMIMHCKM CHEUMAIINCTY, MALNEHTA U HOTpC6I/ITCHI/I
OTHOCHO IIpearonaraéMy MHOMOEHT BbB Bpb3Ka C M3MCINE, 34 KOETO TOM € YI'BITHOMOILIEH TTPENCTABUTETT;

3) T1a MpEeKpaTy IIIIHOMOIINETO, aKO ITPOU3BOIUTENIAT ]ICIZCTBH B IIPOTUBOPEUNE CHC 3aMBIIKEHMATA CU 110 HACTOAIINS PEITIAMEHT.

4.  IIbnHOMoWMeTo Mo maparpa¢ 3 OT HACTOAIINMS YiIeH He BKIIOUBA JENErMPAHETO HA 3aBIIKEHMATA HA MPOM3BOMUTENS IO
yed 10, maparpadm 1, 2, 3, 4, 5,6, 8,9, 10 u 11.

5. be3 ma ce 3acsira naparpa(]) 4 oT HacToSIIMS YJIeH, B CITy4auTe, KOrato IpOV3BOOUTENAT HE € YCTAaHOBEH B IbpXKaBa WICHKA
M HE € V3IBIHWI 3a0b/KEHUATA, NPEOBUNEHN B UJIIEH 10, YIOBITHOMOIICHUAT IIPEACTaBUTENl HOCKM IIpaBHa OTTOBOPHOCT 3a
]Ie(l)eKTHI/[Te V3OENN Ha ChIIOTO OCHOBAHME KAaTO IMPOVSBOOUTENA M COIMOAPHO C HETO.
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6.  YIbIHOMOLICH NPENCTABUTEN, KOMTO MPeKpaTsisa IMBITHOMOLIMETO CY Ha OCHOBaHMe maparpad 3, Oyksa 3), He3a0aBHO
MHPOPMIpA KOMIIETEHTHUSI OpIaH Ha IbPXKABATA WICHKA, B KOSTO € YCTAHOBEH, M AKO € NPUIIOXUMO, HOTUQUIMPAHNS OpraH,
KOJITO € y4acTBall B OLICHSBAHETO HA CHOTBETCTBMETO HA M3IEINETO, 3a INPEKPATSBAHETO HA ITbTHOMOLIMETO M 3a MPUUMHMTE 33
TOBA.

7. Beska mpempaTka B HAaCTOSILMS PEITIAMEHT KbM KOMIIETEHTHMSI OpTaH Ha IbpXapaTa WIEHKA, B KOSTO IIPOM3BOOMTENLAT MMa
PErNCTPUPAHO MACTO HA CTOMAHCKA MEHHOCT, ce pa3bupa KaTo IpenpaTka KbM KOMIIETEHTHMS OpIaH Ha [IbpXKaBaTa WICHKA, B
KOSITO ONPENENCHNAT OT IPOM3BOIMTENS YIBIHOMOLICH MpENCTaBUTeN MO maparpa¢ 1 mma permcTpupaHo MsCTO Ha CTOMAHCKa
HeHOCT.

Ynen 12
CMsiHa Ha YITHITHOMOILEHUS TIPeTCTaBUTEIT

Tonpo6HuTe TMpaBuia 3a CMsIHA HA YITbIHOMOILIEHMS MPENCTABUTEN Ce OMPENeNiT SCHO B CIIOpa3yMeHMe MEXIIy MpOM3BOIMTENS,
KOTaTo € Bb3MOXHO— JE/CTBAIMA YITHIIHOMOUIEH NPENCTAaBUTEN, M CIIeIBAlius YITLIHOMOIIEH npencrauTen. Tosa criopasymenue
CBIbPKa KIIay3y Hail-MaJIKo 3a:

a) JlaTaTa Ha IMpPEKpaTABaHE Ha IIBIHOMOIIMETO Ha HecTBalus YIOBIHOMOILIEH MPEOCTaBUTE]l M [HaTaTa Ha Hayajlo Ha
ITBITHOMOIIIMETO Ha CIICOBAllMs YI'bJIHOMOLIEH MPEOCTaBUTET;

6) naTata, 10 KOSATO HeCTBAILVSIT YIBIIHOMOIIICH MPENCTABUTEIT MOXKE Ha 6’1)]16 MOCOYBaH B I/IH(])OpMaLlI/[ﬂTa, npenocraBsgHa OT
IIPOM3BOONTEILS, BKIIIOUNTEIIHO PEKIIAMHUTE MaTepuaiy;

B) NPEXBBPIIAHETO Ha HOKYMEHTUTE, BKIIIOUNTEIIHO ACIIEKTUTE BbB BPBb3Ka C ITOBEPUTEITHOCTTA U IIpaBaTa Ha CO6CTBCHOCT;

I) 3aIB/XEHMETO Ha NEfCTBAIMS YITbIHOMOLIEH MpPeNcTaBuTes CIiell Kpasi Ha ITb/IHOMOIIMETO M1a Tpefiaie Ha NPOM3BOIUTEILS MM
CIIENBAIIMS YITBIIHOMOLIEH IIPENCTABUTENl BCUYKYM CUIHAMM WIM JOKIAgM OT MENMUMHCKM CHeUVAIUCTH, NaUMeHTU Wi
noTpe6uTeN OTHOCHO MpEIIoNaraeMy MHLMICHTH BbB BPb3KA C M3[eNe, 3a KOeTO € Ol ompefeneH KaTo YITbIHOMOLICH
TIpefICTaBUTEI.

Ynen 13
OO6mM 3aIb/KeHUs Ha BHOCUTEINTE
1. BHocutenure myckar Ha nasapa Ha Cblo3a caMo M3MeNus, CbOTBETCTBALIY HA M3MCKBAHMSTA HAa HACTOSIINS PETNIaMeHT.

2. 3a mHa mycHaT Ha nasapa M3fenue, BHOCUTEINTe NpOoBepsBaT Nanu:
a) Ha M3[IeTNeTo e HaHeceHa Mapkuposkata ,,CE“ 1 e n3rotsena EC meknapaimsaTa My 3a CbOTBETCTBUE;
6) IPOM3BOMMTENST € MIEHTH(ULMPAH U CHITIACHO wWieH 11 MPOM3BONMTEIIAT € O/l YIITHOMOLICH PEICTABUTEN;

B) MBHEIMETO € eTUKETMPAHO B CHOTBETCTBME C HACTOSIIMS PEINAMEHT M € MPUIPYXREHO OT HEOOXOMMMUTE MHCTPYKLMM 3a
ynorpeba;

I) aKo e MPUIOXMMO, mpou3sonuTenT e onpegemt UDI cbrmacHo wineH 24.

Korato BHOCMTEN cumra WM MMa OCHOBAaHME Ja CUMTA, Ye MaleHO M3MeTIMe He CHOTBETCTBA HAa VMBMCKBAHMATA HA HACTOAUINSA
pernaMeHt, Toil He MycKa M3IEMNETO Ha I1a3apa, JOKAaTo TO He Obe IPUBEICHO B CHOTBETCTBHUE, U MHQPOPMMPA [IPOM3BOLUTEIIS U
YI'BIIHOMOLUEHUS TIPEICTABUTENl Ha NMPOW3BOAMTENsA. KOrato BHOCMTENAT CUMTa WM MMa OCHOBAHME JId CUMTA, Ye VBHENNETO
TPEJICTABIISIBA CEPUO3EH PUCK WK € danmmuuyumpaHo, Toit MHYOPMMpPA 1 KOMIIETCHTHIS OPTaH Ha IbPXKABATA WICHKA, B KOSTO €
YCTaHOBEH BHOCHTELAT.

3. BHocurenute mnocousat BbpXYy M3OCTIMETO UM BbpPXY HEroBaTa OIIdKOBKA, MIIM B HOKYMEHT, IpUIpy2XKaBall W3HEINETO,
CBOCTO MME, PETUCTPUPAHO THPrOBCKO HAMMEHOBaHME MIIM PETUCTpUpPaHA ThbpProBCKa MapkKa, afgpeca Ha perucTpUpaHoOTO UM MACTO
Ha CTOIAHCKA JIEHOCT U afpeca, Ha KOJTO MOXe JIa Ce OChILECTBU Bpb3Ka C TAX, Taka Y€ 1a € Bb3MOXKHO a €€ YCTaHOBM MECTOHA-
X0oXneHnero uM. Te TapaHTUpaT, Y€ NOI'BIIHUTEITHUTE ETUKET HE 3aKpMBaT I/IH(l)OpMaIII/[HTa Ha €TUKETa, MPENOCTaBeHa OT IPON3BO-
JOUTETIA.

4. BHocurenure mpoBepsiBaT Hamy M3NETMETO € PETMCTPUPAHO B ENEKTPOHHATA CHUCTeMa B CBOTBETCTBUME C wieH 26.
BrocureriTe 0OABAT CBOMTE HAHHYM KbM PETVCTPALMSATA B CHOTBETCTBHE C WieH 28.

5. BHocurenute TapaHTMpat, Y€ MOKATO OTroBapAT 3a HAl€HO M3HENNE, YCIIOBMATA Ha CbXPaHEHME WM TPAHCIOPTMpPAHE HE
3aCTpalllaBaT HETOBOTO CHOTBETCTBME C 06IIH/IT€ U3MCKBaHMA 3a O€30I1aCHOCT U HejicTBME 11O IIpUIIOKCHNE I, n cmaspar ycioBusTa,
OIpeNeTienn OT IMPOMU3BOAUTENLS, aKO VIMa TaKMBa.
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6. BHocurenmte MOOIbPKAT PETUCTHP Ha CUTHANINTE, HA HECHOTBETCTBALUMTE HA M3UCKBAaHMATA MU3OENNS M Ha M33EMBaHMATA U
M3TEITIAHMATA Ha M3HCNNA U IPEHOCTaBAT Ha INPOM3BOOMUTENA, YI'BIIHOMOLUECHUA NPEOCTABUTEl U )II/ICTp]/I6yTOpI/ITe BCsAKaKBa
I/IH(l)OpMaHI/IS[, MOMCKaHa OT TAX, 3a Ja MM HanaT Bb3MOKHOCT [1a Pa3CiIenBaT CUTHAIIATE.

7. Korato BHOCHTeN CuMTa MM MMa OCHOBaHME J1a CUMTA, Ye JalleHO M3JeNue, KOeTo e IyCHA Ha Masapa, He ChOTBETCTBA Ha
VM3VMCKBAHMSTA HA HACTOSIMS PEINIAMEHT, TO/ He3a0aBHO MHQOPMMpa MPOM3BOIMTEINIS M HETOBHS YIIBIIHOMOIIEH MPECTABUTEIL
BHocuTemmTe cit CHTPYNHMYAT C MPOM3BOIMTENIS, YITbIHOMOLIEHNMS TIPELICTABUTeNl HAa IPOM3BOTMTENIS M KOMIIETEHTHUTE OpraHy, 33
4 TapaHTUPAT, 4Ye € MpEIpueTo HeoOXOMMMOTO KOPUIMPALIO HENCTBME 3a MPMBEXIAHE HA M3IENMETO B CHOTBETCTBHE, 3a
HErOBOTO M3TEITISIHE MIIM M33eMBaHe. KoraTo M3enueTo MpeCTaBisiBa CEPUO3EH PUCK, Te MHPOPMUPAT He3aOaBHO KOMIETEHTHUTE
OpraHyM Ha IbpXKABUTE WIEHKH, B KOMTO Ca NPENOCTABMIIM M3IENNETO, M aKO € MPUIOKMMO — HOTUQUUMPAHMS OpraH, M3man
CepTUQUKAT B CHOTBETCTBYE C WiieH 51 3a BBIPOCHOTO M3IIENHMe, KAaTO MPENOCTABAT NONPOOHY JaHHM, TO-CIIEUMAIHO 33 HECHOTBET-
CTBMETO C MBUCKBAHMATA U 33 BCUYKM NPEIpyeTy KOPUIMPALIN JefCTBYSL.

8. BHocurenure, KOMTO Ca IOMYYWIM CUTHAMYM WIM HOKITAM OT METMUMHCKM CIELMATVCTH, MAUMEHTH WM NOTpebuTery
OTHOCHO IIPeMINONaraeMyl VHIMNEHTH BbB BPb3KA C W3NENINME, KOETO Ca MyCHAMM HA Iazapa, He3a0aBHO MpEMpaiar Tasu
uH$OPMALVST HA [IPOM3BOMMTEIIS Y HETOBUSI YIIbIHOMOILIECH MPENCTaBUTeIL.

9. 3a cpoka mo uneH 10, maparpad 7 BHOCuTeNMTe ChxpaHsBar Komie ot EC mekmapanmsra 3a CHOTBETCTBME U, dKO €
IIPUITOKMMO — KOTIME OT CHOTBETHMS CEPTUPUKAT, UBMATIEH CHINIACHO WieH 51, BKITIOYUTENHO BCMUKM M3MEHEHMS U TOMbIHEHVSL.

10.  BHocurenure cyu CHTPYOHMYAT C KOMIIETEHTHMTE OPraHu, IO MCKAHE HA Te3M OPraHy, BbB BPB3KA C BCAKO JIEHCTBHE,
IIPEANPUETO 3a OTCTPaHsABaHE MIM, aKO He € Bh3MOXHO — 3a OrpaHMuYaBaHe Ha PUCKOBETe, CBbP3aHM C MBHENNUATA, KOUTO Te Ca
IyCHanM Ha nasapa. [Ipy momcksaHe OT KOMIIETEHTEH OpraH Ha IbpxKaBaTa WIEHKa, B KOATO BHOCUTENAT ¥Ma PETMCTPUPAHO MSCTO
Ha CTOMAHCKA JIEIHOCT, Tolt ocurypsiBa Ge3riatHy 06pa3iy OT M3HETNETO MM aKO TOBA € HEOCHLIECTBUMO — MPEIOCTaBs HOCTBII
IIO U3MENMETO.

Ynen 14
OO6uM 3arbIKeHns Ha gucTpubyTopure

1. Koraro MPENOCTaBAT UBHENNME Ha Iasapa, III/ICTpI/I6yTOpI/IT€ IICI?[CTBaT, B KOHTEKCTAa Ha CBOUTE Heﬁ[HOCTI/I, C ObIIXKMMaTa rpmxa
110 OTHOILICHNE Ha IMPUITIOKMMUTE N3NICKBAHM.

2. Tlpenu ma mpemocTaBsT HafieHO M3IENMe HA Ma3apa, AMCTPUOYTOpHTE MPOBEPSBAT JalM Ca MBIIBIHEHM BCUYKM M3MCKBAHMUS
TI0-1I0ITY:

a) Ha M3penyeTo e HaHeceHa Mapkuposkata ,CE“ 1 e uarorsena EC pmeknapaimsta My 3a CbOTBETCTBUE;

0) MBHENMETO Ce MPUIPYXaBa OT MHPOPMALMATA, KOATO NPOUBBOMMUTENAT TPAOBA [1a MPENOCTaBU B CHOTBETCTBUE C uneH 10,
naparpa 10;

B) 3a BHECEHMTE M3JIENMsI —BHOCUTEIIAT € CIIa3uIl M3UCKBAHMATA 1O uneH 13, maparpad 3;
I) aKo e NPUIOXMMO, poussoguTersT e onpenenun UDL

C men na ce UBIBIIHAT VIBVICKBAHMATA, IIOCOUEHN B ITbpBa aJllMHES, 6yKBI/I a), 6) u I‘) ]]I/lCTpI/I6yT0p’bT MOXK€ Ha Ipuiiara METOH Ha
B3¢MaHE€ Ha HpO6I/I, KOJTO € MPEOCTAaBUTENIEH 3a UBHENNATA, TOCTABAHY OT TO3M JII/ICTPI/I6YTOp.

Korato auctpubyTopbT cunTa wiM MMa OCHOBaHME Ja CMSITA, Ye NAJeHO M3[IeNye He ChOTBETCTBA Ha M3MCKBAHMSATA HA HACTOSIIMS
PEITlaMeHT, TOil He MPeNOCTaBs M3HENMETO Ha 1a3apa, IOKATO TO He ObIe MPUBENEHO B CHOTBETCTBUE, M MH(OPMIpA IPOU3BO-
IATENST M, aKO € MPUIIOXMMO, YITHTHOMOLICHs NPEICTABUTEN HA NMPOM3BOIMTENs, KaKTO M BHOcuTens. Korato mmctpubyropbr
CYMTA MM MMA OCHOBAHME M CMSTA, UYe M3IIENMETO MPEICTaB/IsiBA CEPUO3EH PUCK WK e PanuuuimpaHo, Toit MHPopMIpa U
KOMIIETEHTHNMSA OPIaH Ha ObPXKaBaTa YIeHKa, B KOATO € YCTaHOBEH.

3. HucrpubyTopute rapaHTMpaT, uye HOKATO OTTOBAPSIT 33 WBNEIMETO, YCIOBMATA HA CHXPAHEHME WM TPAHCIOPTHPaHE
OTTOBAPAT Ha yCIIOBUATA, ONPENENEHN OT IIPOM3BOIMTEIA.

4. HI/ICTp]/I6yTOpI/ITe, KONTO CUMUTAT UJIM MMAT OCHOBAaHME Ia CUUTAT, Y€ Jal€HO M3HEINE, KOETO Ca MPENOCTaBMIIA Ha I1asapa, HE
CBOTBETCTBA Ha M3MCKBAaHMATA Ha HACTOAIIMS PETIIAMEHT, He3abaBHO I/IH(])OpMI/[paT NIpON3BOIMUTETIA U, aKO € MPWIIOKIMO, YIIBIIHO-
MOMICHMS MPENCTaBUTEI Ha IIPOU3BOAMUTENIA, KAKTO M BHOCUTEIIA. HI/ICTPI/I6YTOPI/ITC CU ChTPyOHMYAT C IPOU3BOOUTEIA U, aKO €
NIPpUIIOKNMO, € YII'BIHOMOLIEHNS NPENCTABUTEIl Ha ITPOM3BOONTEIS, C BHOCUTENA U C KOMIIETEHTHUTE OpraHy, 3a J1a rapaHTupar, 4e
€ MpenrpueTo HCO6X0]II/IMOTO Kopurnpaiio HejicTBME 3a MPUBEXKNIAHE HA M3OEINETO B CHOTBETCTBME, 33 HETOBOTO MITEITIHE WMIIN
V33€MBaHE, B 3aBUCUMOCT OT CITydas. Koraro ]II/ICTpl/IéyTOp'bT CUMTa MM MIMa OCHOBaHME N1a CUMTA, Y€ MBHEIMETO IPENCTaBIIsABA
CEPUO3EH PUCK, TOM I/IH(l)OpMI/Ipa He3a0aBHO KOMIIETEHTHUTE Oprany Ha ObpKaBUTE YIIEHKU, B KOUTO € IPENOCTaBNMII U3LEINETO,
KaTo IIpenocTaBs HOHpO6HI/I TaHHY, MO-CIEUMAIHO 32 HECHOTBETCTBUETO C M3MCKBAHMATA M 33 BCUUKM IPEONPUETU KOPUTVPAIIN
HENCTBUA.
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5. HI/ICTPI/I6yTOpI/ITe, KONUTO Ca MOIy4YMiIM CUTHAIIM MITA TOKJagyM OT MEOMUMHCKM CIIENMalINCTH, TIAUUCHTU WUIIN l'[OTpC6I/IT€]'II/I
OTHOCHO ITOHO3MpPaHM MHUMOEHTV BBB BPB3Ka C M3MOENME, KOETO Ca IPEHOCTaBUIIN, He3a0aBHO npenpamar I/lH(l)OpMaL[I/IHTa Ha
NIpoU3BOOUTEIIAA Y, AKO € IPWIOKNMMO, Ha YI'BJIHOMOWICHMS IPENCTABUTENI Ha IIPOVM3BOOMTEIIA, KAaKTO M Ha BHOCUTEILA. Te
NOOIbPKAT PErMCTbp HAa CUTHAIINTE, HA HECHOTBETCTBAILNTE Ha M3VICKBAaHMATA MBHOEINA M Ha M33EMBAHMATA VM MITEITIAHMATA Ha
M3OEInA, I/IH(])OpMI/lpaT TPOU3BOOMTETIA M, aKO MMa TaKVBa, YIIBIIHOMOLIEHMS IPEICTaBUTEIT M1 BHOCUTEIA, 3a TOBA Ha6J'IIO]I€HI/I€,
KaTo IIpY ITIOMCKBAHE UM IIPEOOCTABAT BCAKAKBA I/lH(l)OpMaIH/I}I.

6. HI/ICTpI/I6yTOpI/lTC, [0 MCKaHE OT KOMIICTCHTCH OpraH, My MpedoCTaBAT LAJIaTa I/IH(I)OpMaIII/l}I 1 TOKYMCHTalus, C KOATO
pasmonarat 1 KoATo € H€O6XO]II/IMa 33 JOKa3BaHE€ Ha CHOTBETCTBMETO HA TATCHO MBIEIIUE.

HucrpubyTopuTte ce CUMTAT 3a M3ITBIHMIM 3a[IBIKEHNETO, IOCOYCHO B IbPBA aNMHEs!, KOTATO MPOM3BOINMTENST MIIM — KOTATO €
NPUITIOKNUMO —YITBTHOMOLICHVSIT MPEICTABUTEN 3a CHOTBETHOTO M3ENMe, aKO € MPUIOXKKMMO, NPEJOCTaBy HeobxommMara
uapopmatyst. Iuctpubyropute cut ChTPYIHMYAT C KOMIICTEHTHUTE OPIaHM, IO TSAXHO MCKAHe, IIPU BCSKO MHEICTBUE, TPEHIpHETo
3a OTCTpaHsIBaHE Ha PUCKOBETe, CBbP3aHM C M3[IENATA, KOUTO Te Ca MpeoCTaBMIM Ha mnasapa. [Ipy moucksaHe oT KOMIIETEHTEH
OpraH IMCTpUOyTOpUTE OCUTYpsIBAT Oe3IaTHM 0Opa3Ly OT M3IENMETO WM, aKO TOBA € HEOCBUIECTBIMO, MPEIOCTABST IOCTHII O
Hero.

Ynen 15
JInue, oTroBapsIIo 3a CHOTBETCTBMETO C HOPMATUBHUTE U3UCKBAHUSA

1. B paMKuTE Ha OpraHyM3allMOHHAaTa CYM CTPYKTypa IPOV3BOOUTEIINUTE paslioiarat Haii-MaJnko ¢ €OHO JMIE, OTroBapsIlo 3a
CBOTBETCTBMETO C HOPMATMBHUTE M3NCKBAHMA, KOETO IIPUTEXKABA H€O6XOHI/IMI/ITC E€KCIIEPTHN 3HAHMS B obrnacTTa Ha MCOMIMHCKUTE
VBOETINA 32 UHBUTPO NMAarHOCTUKA. HCO6X0[II/[MI/IT€ E€KCIIEPTHY 3HaHMA C€ TOKAa3BaT 4pe3 €IHa OT CIIETHUTE KBaHI/I(l)I/IKaIII/I]/IZ

a) [MITIOMa, CBMJCTENICTBO WM IPYT YHOCTOBEPSBALL NOKYMEHT 3a OMIManHa 00pa3oBaTelHO-KBANMU(MKALMOHHA CTeEleH,
npugobuTa cre 3aBbpluBaHe Ha BiCLe 0OpasoBaHMe MM Kypc Ha oOyueHMe, MPUBHAT KATO EKBUBANICHTEH OT ChOTBETHUTE
IIbPKaBY UIICHKM, 1O NPaBO, MEMMIMHA, (papMalys, MHXKEHePCTBO MM Jpyra CbOTBETHA HAayyHa IMCUMIUIMHA M IIOHe
eHOTOMMIIEH NPOECHOHANleH ONMT MO HOPMATMBHMTE BBIIPOCH MM [0 CUCTEMUTE 3d YIPABIIeHME HA KAYeCTBOTO IO
OTHOIIIEH)E Ha MEIMUMHCKMTE M3IENNs 33 MHBUTPO NMarHoCTHKa;

6) UCTPUTOONIICH HpO(l)CCI/IOHaHCH OIUT 10 HOPMATVBHUTE BBIIPOCK MU IO CUCTEMUTE 33 YIIPABIICHNE HA KAYECTBOTO, CBBP3aHU
C MEOVLIVHCKUTE M3OETNS 34 MHBUTPO OMArHOCTMKA.

2. Or Mankure OPEmnpUATHS M OT MUKPONPENIpUsTHATA O cMuchia Ha [Ipemopska 2003/361/EO Ha Kommcnsra (') He ce

M3JCKBA [1a MMAaT B OpraHM3allOHHaTa CM CTPYKTypa JIMIE, OTToBapsllo 3a HEHOCTUTE MO0 CHOTBETCTBUMETO C HOPMaTMBHUTE
M3UCKBAHNA, HO TE Tpf{6Ba IIOCTOSAHHO M HEMPEKHCHATO J1a MMAT Ha CBOC PA3IIOIIO2KEHME TAKOBA JIMLIE.

3. JInuero, OTroBapAlO 3a CbOTBETCTBMETO C HOPMATUBHUTE M3NCKBAHNS, OTITOBApA Haif-MaJIKo 3a CJIeHOTO:

a) 71a € IIPOBEPEHO CHOTBETCTBMETO HA MBHENMATA IO MOOXOOAIINS HAUMH CIIOPEN M3MCKBAHMATA Ha CHUCTEMATA 3a YNPABJIEHME HA
Kau€CTBOTO, IO KOATO MBIENMATA Ca IIPOUSBENEHN, IMPEIN OCBO60}K]I[aBaHCTO Ha CbOTBETHOTO UBMEIINE;

6) TexHuueckara gokymeHTawust u EC mekmapaumsra 3a CbOTBETCTBME [1d C3 M3TOTBEHM U MOMITbPKAHM aKTyalHu;

B) [ Ca M3ITbIIHEHM 3aIBDKEHMSITA [0 HaI30pa CIIel IyCKaHe Ha [a3apa B ChOTBeTCTBMe ¢ wieH 10, maparpad 9;

I) 7a ca M3IbIHEHM 3aIbIIXKEHMATA 3a JOKJIa/IBaHe, IOCOUEHN B uileHoBe 82—86;

) Ipy M3IENus 33 M3IUTBAHMS HA AEHCTBMETO, NPERBUIEHM 32 yroTpe6a B MHTEPBEHLMOHANIHM M3IUTBAHMS Ha KIIMHUYHOTO
neficTBMEe MM IPYTYM U3NMTBAHMA Ha JIEHCTBMETO ChC CBITBTCTBALIY PMUCKOBE 3a YUACTHMLMTE — Ja € M3[IafieHa NeKIlapauysTa

o pasgen 4.1 or npunoxenne XIV.

4. Korato HAKONKO NuIA CH TOMNENAT OTTOBOPHOCTTA 33 CBHOTBETCTBMETO C HOPMATMBHMTE W3VCKBAHMA B CHOTBETCTBME C
naparpadu 1, 2 u 3, cboTBeTHNTE MM 0OIIACTH HA OTTOBOPHOCT CE ONMPEMENST MACMEHO.

5. Iluuero, OTroBapsiLoO 3a CHOTBETCTBMETO C HOPMATMBHMTE M3UCKBAHNS, He TPsOBa @a cpella 3aTpymHEHMs B PaMKHUTE Ha
OpraHM3aLMOHHATA CTPYKTypa Ha NPOM3BONMTEIIS BbB BPb3Ka C H0OPOTO M3ITHIIHEHME HA 3AIBIIKEHMSTA CM, HE3aBMCUMO JaIu e
CITyKUTEIl Ha Ta3y OpraHM3aLysL.

(") Tpemnoprka Ha Komucusra ot 6 mait 2003 1. OTHOCHO ONpENENEHNETO 3a MIMKPO-, Manku 1 cpegry npemnpustust (OB L 124, 20.5.2003 .,
crp. 36).
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6. YIbIIHOMOLIEHUTE MPEnCTaBUTENN pa3noliaraT IOCTOSIHHO M HENPEKBCHATO Hail-MaJIKoO ¢ eIHO JINIIe, OTroBapsAUIO 3a CbOTBET-
CTBMETO C HOPMAaTMBHUTE M3UCKBAHMA, KOETO IIPUTEXKaBa HCO6XOJII/IMI/IT6 €KCIIEpTHN 3HAHMS B obnacrra Ha nericteanmre B Chro3a
HOpPMaTUBHM V3VUCKBAHMA 3a MEOMUVMHCKUTE M3NENNA 32 VHBUTPO HMArHOCTMKA. H€O6XO]II/IMI/ITC E€KCIIEPTHN 3HAHUA CE€ TOKa3BaT
4upe3 enHa OT CIIEMHUTE KBaJ'II/I(l)I/IKaIH/II/IZ

a) IVIUIOMA, CBUIETEIICTBO MM OPYT YHOOCTOBEPABALL MOKYMEHT 3a O(i)]/[HI/IaHHa 061:)6130BaTCHHO—KBaHI/I(l)I/IKaIH/IOHHa CT€IIEH,
HpI/IIIO6I/ITa CIieq, 3aBbplIBaHE Ha BUCIIE O6paBOBaHI/IC wm KypC Ha 06y‘{€HI/IC, NpPU3HAT KAaTO €KBMBAJIEHTEH OT CHOTBETHUTE
IbpKaBy 4YIIEHKM, IO IIpaBoO, MENMILVHA, cl)apMaumI, VIHKEHEPCTBO WM Opyra CbOTBETHA HaydHa OMCHMIUIMHA M IIOHE
COIHOrOOMIIECH HpO(l)eCI/IOHaHCH OIUT 110 HOPMATMBHUTE BBIPOCU MM IO CUCTEMUTE 3a YIPaBICHME Ha KauvyeCTBOTO IO
OTHOILIEHNE HAa MEIMUVHCKUTE M3OENNS 34 MHBUTPO OMArHOCTVIKA;

6) YETVUPUTOINIIEH HpO(l)CCI/IOHaHCH OINT 10 HOPMATVBHUTE BBIIPOCK MM IO CUCTEMUTE 33 YIIPABIICHNE HA KAYECTBOTO, CBBP3aHU
C MEOMILIMHCKUTE M3OETNS 34 MHBUTPO OMArHOCTMKA.

Ynen 16

Criydau, B KOUTO 3aIb/KEHMSATAa HA NPOM3BOIMTETMTE Ce MPWIAraT M KbM BHOCUTENNTE, MUCTpuUOY-
TOpPUTE MIIM IPYTH JIMLA

1. HI/ICTp]/I6yTOp, BHOCUTECII WIN TOPYyro (l)MSI/I‘{CCKO WIIN IOpUONYECKO JIMIE MOEMa 3adbJIKEHMATA Ha IPOM3BOOUTEIIUTE BbB
BpBb3Ka C HAKOA OT CIIEIHUTE HCﬁHOCTMI

a) MPENOCTaBAHE HA Ia3apa Ha M3HOENNE CbC CBOETO VIME, PEIVICTPVPAHO THPrOBCKO HAVMMEHOBAHME MV PEIVICTPYIpAHa ThPTOBCKA
Mapka, OCBEH B CIIy4aUT€, KOraTo ]II/ICTpI/I6yTOp'bT WM BHOCUTETIAT CKIIIOUBAT CIIOpa3yMEHME C MPOM3BOOMUTEISA, NMPU KOETO
MIPOM3BOONTEIIAT € 0003HaueH KaTo TaKbB BbpXY €TMKETa M € OTTOBOPEH 3a M3IIBJIHEHMETO Ha M3MCKBAaHMATA, HajlaraHW Ha
MIPOVBBOOUTEIINUTE 10 HACTOALINS PETTIAMEHT,;

6) VIBMEHEHME B IIPEIHA3HAYEHNETO Ha MBHEINME, KOETO BEUYE € IMyCHATO Ha Masapa MM IIyCHATO B neﬁcmme;

B) IpOMSHA Ha M3HEINE, KOETO BEUE € ITyCHATO Ha I1asapa MM ITyCHAaTO B IIeJiCTBUE 110 TaKbB HayMH, 4€ TOBA MOXKE a C€ OTpas3n
Ha CbOTBETCTBUETO C NPVIIOKNMUTE M3NCKBAHA.

[TbpBa anmHes He ce MpUITAra 3a JIALATA, KOUTO, O€3 [1a Ce CYMTAT 33 MPOM3BOIMTEN CHITIACHO OMPEIENeHNETO B UieH 2, Touka 23,
CrmoOsIBaT WM AAITUPAT 32 OTHENIeH MALMEHT M3MeNie, KOETO Beye € Ha Ma3apa, 0e3 1a MPOMEHST [peIHa3HaueHNeTo My.

2. 3a uenute Ha naparpa(l) 1, 6yKBa B) CTIeMIHUTE OEVICTBUS He Ce CUMTAT 3a NpoMsHa Ha M3MIENNE, KOETO MOXKE N1a Ce OTpa3y Ha
CbOTBETCTBMETO MY C IIPWIOKUMUTE MBUCKBAHUA:

a) MpeoCTaBAHCTO, BKIIIOUNUTEIIHO IIPEBOM, Ha I/IH(l)OpMalII/IHTa OT ITPOM3BOOMUTEIISA CBITIACHO pa3menn 20 or MIpUIIOKCHNE I BBB
Bpb3Ka C M3OENME, KOETO BEU€ € IIyCHATO HAa I1asapa, ¥ Ha HOIIBIIHUTEIIHATA I/IH(I)OpMaIII/l}I, KOATO € H€06XO]II/IM3 3a
MpenyaraneTo Ha M3HENMETO Ha Iasapa B CbOTBETHATA IbpXKaBa UIICHKA;

6) IIPOMEHNMTE BBB BBHIIIHATA OITAKOBKA HAa M3MEINME, KOETO BEYE € IIyCHATO Ha Ila3apa, BKIIIOUMUTEIIHO IIPOMAHA Ha pa3Mepa Ha
OIIaKOBKaTa, dKO € H€O6XOIII/IMO MPEOIaKOBaHe, 3a 1a Ce Mpemiara N3NENNETO Ha Iasapa B CbOTBETHATA IbpXKaBa YJIEHKA, ¥ aKO
C€ M3BbpIIBA IIPU TaKMBa YCIIOBMS, Y€ TOBA HE MOXKE Ha CE€ OTpa3y Ha I'bPBOHAYAIIHOTO CHCTOSHME HA M3MOETINETO. 3a u3nenmus,
KONUTO Ca IyCHAaTV Ha I1asapa CTEpUIIHM, C€ IIpMEMA, Y€ IIbPBOHAYAIIHOTO CBCTOSHME Ha MBOENMETO CE IOBINABA Hebmnaro-
NIPUATHO, aKO OIIAKOBKATa, KOATO € HeO6XOIII/[Ma 3a MOOIbpKaHE Ha CTEPUIIHOCTTA, € OTBOPEHA, YBpPEHNEHA WMIIN Hebnaro-
MPUATHO 3aC€rHata 10 OPYyT HAYMH BCIIEICTBME HAa MPEOIIAKOBAHETO.

3. ucrpubyrop MM BHOCHTEN, KOMTO M3IBIHSBA HSKOS OT MeitHocTmre mo maparpa¢ 2, 6ykeu a) u 6), mocousa BBPXY
VM3IENETO WM, aKO TOBA € HeOCHLIECTBIMMO, BbPXY OIAKOBKATa My, WIM B IOKYMEHT, IPUIPYKaBalll M3MENETO, M3BbpIIBAHATA
[IE[HOCT, CBOETO MMe, PETMCTPUPAHO THPIOBCKO HAMMEHOBAHME JUIM PEVCTPUPAHA THPIOBCKA MapKa, PErMCTPUPAHO MSACTO Ha
CTOIIAHCKA MEMHOCT U afipeca, Ha KOWTO MOXKe [a Ce OCHLIECTBY BPb3Ka C HETO, TaKa Ye [ € Bh3MOXKHO Ja Ce YCTAHOBM MECTOHA-
XOKIEHUETO My.

HucTpulOyTOpuTe 1 BHOCUTENIMTE OCUIYPSIBAT HAIMYMETO HA CUCTEMaA 33 YIpaBlieHNME HA KauecTBOTO, KOSITO BKIIIOYBA IPOLERYpPH,
TapaHTVpALLY, Ye IPEBONBT Ha MHOpMALMSITA € TOUeH U aKTyasleH, Ye HeitHocTuTe 1o naparpad 2, 6yksu a) u 6) ce M3BbpLIBAT
N0 HauMH M TIPU YCIOBUS, KOUTO 3ama3BaT ITbPBOHAYAIIHOTO CLCTOSHME HAa M3HENVMETO M Ye ONAKOBKAaTa Ha IPEONaKOBaHOTO
u3Menye He e fepeKTHA, HUCKOKauecTBeHa iy 3amMbpcera. CucreMara 3a ympaslieHye Ha KauecTBOTO 0OXBalla, Hape C IPyroro,
TpOLEHypH, C KOMTO Ce [APaHTHMpa, 4Ye MUCTPUOYTOPHT WIM BHOCUTENIAT € MHQOPMUPAH 3a BCSIKO KOPUIMPALIO MEICTBHE,
NPENIPHUETO OT IIPOM3BOIMTENIS BbB BPb3Ka ChC CHOTBETHOTO M3LENNE B OTIOBOP Ha NMPOOIeMH, CBBP3aHNM ¢ 0e30IIaCHOCTTa MM 3a
Ia ce MpuBefle U3MENMETO B ChOTBETCTBME C HACTOSILMS PEITIaMEHT.
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4. Hait-manko 28 [HM mpemy NPeNoCTaBsHe Ha IPEeTUKETUPAHOTO WM IPEONaKOBAHOTO M3IeNMe Ha Masapa mucTpubyropute
WM BHOCHMTENNTE, M3BbPLIBAIIM HSKOSL OT HeiiHocTuTe o naparpad 2, Oykeu a) u 6), MHPOPMMPAT HPOM3BORMTENS U
KOMIICTEHTHMS OPraH Ha [bpXKaBaTa WIEHKa, B KOATO Bb3HAMEPABAT [a MPENOCTABAT MU3MIEIMETO, 32 HAMEPEHMETO CU [Ja
TPETIOCTABAT NPECTUKETMPAHOTO WM IIPEONdKOBAHOTO M3[ENMe Ha I1a3apa, Karo IpY IOMCKBAHE MM IPENCTaBsT OOpaser wiu
MAKeT Ha IPEETUKETUPAHOTO WM HPEONAKOBAHOTO M3MENINE, BKIIIOUNTEIIHO IPEBOMM Ha €TUKETa M Ha MHCTPYKLMUTE 3a ymoTpeba.
B chums cpok or 28 mHM mUCTpUOYTOPHT WIIM BHOCHTEIIAT IpPENCTaBs Ha KOMIETGHTHWMS. OpraH CepTUMKAT, M3NAmeH OT
HOTU(ULMPAH OpraH, ONpeNesieH 3a TUIA M3IETNs, KOUTO Ca O0eKT Ha JefHOCTUTE, ocodeHu B maparpad 2, Oykeu a) u 6), Koitto
YHOCTOBEpsIBA, Ue CHUCTEMaTa 3a yIpaBieHME HAa KAuecTBOTO HA [ACTPUOYTOpa WM BHOCUTEIISL OTIOBApsl HAa M3MCKBAHMSATA IO

naparpa 3.

Ynen 17
EC pmexnapaums 3a CbOTBETCTBUE

1. B EC mexmapaumsra 3a ChOTBETCTBME CE IIOCOYBA, Y€ M3MCKBAHMATA MO HACTOSILMSA pEINIaMEHT ca M3mbiHeHn. [Ipomsso-
IUTENAT NOCTOSIHHO akTyarmsupa EC pmekimapaumsra 3a cporserctsue. EC mekiapaumsta 3a CbOTBETCTBME ChObpXKa Hali-MalKo
nHdOpMaIMATa, TTOCOUeHa B mpunoxenve IV, n ce mpesexna Ha opuumaneH(sn) e3uk(uy) Ha Cbio3a, M3MCKBAH(M) OT IbpXKaBaTa
usleHKa (TbpKaBuTe WIEHKM), B KOUTO Ce MPEOCTaBs M3HENMeTo.

2. Koraro 1o oTHOlIEHME HA aCIEKTY, KOUTO He Ca B 00XBATa HA HACTOSILMS PEINAMEHT, KbM M3[ENNSTA CE IPUIIAraT Ipyru
3aKOHOHATeNHM akToBe Ha Cbio3a, Kouto chulo m3muckpaT EC meknmapaums 3a ChbOTBETCTBME OT IIPOM3BOIMTENA 33 IOKa3BaHE Ha
VBIIBIIHEHMETO Ha M3MCKBAHMATA 1O [AfeHNs 3aKOHOIATENIEH aKT, ce M3rotea camo enHa EC mekmapaumys 3a ChOTBETCTBUE BB
BPB3Ka C BCMUKM akToBe Ha CbrO3a, MPUMIIOKMMM KbM M3LeNueTo. [{eKmaparysira ChIbpKa LsaTa MHpopMamms, HeoOXommMa 3a
YCTaHOBSIBaHE Ha 3aKOHOHATeNHMs akT Ha Cbro3a, C KONTO € CBbp3aHa ChOTBETHATA MEKIlapalys.

3. Kato msrores EC HeKapanyATa 3a CbOTBETCTBYUE, IIPOU3BOOUTEIIAT IIOEMAa OTTOBOPHOCTTA 3a CHOTBETCTBMETO C M3MCKBAHMATA
I10 HacCTOAIMSA PETIIAMEHT M BCMYKM OCTaHAIIM 3aKOHOOATEIIHM aKTOBE Ha Cmosa, MPUITOKUMI KbM MBHETNETO.

4. Ha Komucusara ce npegocTaBsi IIpaBOMOILIMETO [1a NIpMeMa HeNerMpaHy akTose B ChOTBeTCTBME ¢ uieH 108 3a m3MeHeHMe Ha
MVHJMAJTHOTO ChbIbpKaHNE Ha EC HOeKnapauysara 3a CbOTBETCTBYE 11O IIPUITOKEHNE IV c ornen Ha TexHMUeCKus mporpec.
Ynen 18
Mapkuposka 3a cporBercTBue ,,CE“

1. Cunra ce, ye M3HENMATA, PA3IMYHM OT M3HENMATA 33 MNMUTBAHMS Ha JENCTBMETO, Ca B CHOTBETCTBME C M3MCKBAHMATA HA
HACTOSALIMS PErJIAMEHT, KOraTo BbPXY TSX € HaHeceHa MapKMpOBKaTa 3a cboTseTcTsue ,,CE®, ommcana B npunoxenue V.

2. KoM mapkuposkara ,CE“ ce npunarar obumre npuaumnm, onpenenetn 8 wiek 30 or Permament (EO) Ne 765/2008.

3. Mapkuposkara ,CE“ ce HaHacsi BbPXy CaMOTO M3[e/ie WM HErOBATa CTEPWIHA OIAKOBKA II0 TAKbB HauMH, ue ga Oboe
BUMIVMA, YeT/MBA 1 He3amyuyma. Korato TakoBa HaHaCsiHE HE € Bh3MOXKHO MM He MOXKe [ Oblle rapaHTMPaHO IOPAy eCTeCTBOTO
Ha u3mernmero, mapkuposkara ,CE“ ce HaHacst BbpXy omakoBkara. Mapkmposkara ,CE“ ¢ HanmuHa 1 B MHCTPYKUMMTE 3a ynorpeba
U BbPXY ThPrOBCKATa OIIAKOBKA.

4. Mapkuposkara ,,CE“ ce HaHacsa mpemyt msnenmeTo ma Obae IycHaTo Ha masapa. Tst Moxe [a ObIe crefBaHa OT MUKTOTpaMa
WM HSKAKbB [IPYT 3HAK, YKa3Balll CIeLMalleH PUCK WK YHOTpeba.

5. Korato e mpunoxumo, Mapkuposkata ,CE® e cremBaHa OT MIEHTMQUKALMOHHUSI HOMeP Ha HOTUMUMPAHMS OpIaH,
OTIOBAPSLL 3a MPOLETYPUTE 38 OLCHSBAHE HA CHOTBETCTBUETO MO WieH 48. VIeHTUPUKALMOHHIAT HOMep CBLIO Ce [I0COUBA BbPXY
BCEKV PEKJIaMeH MaTepuall, KOMTO yKa3Ba, ye U3MEIMETO OTroBaps Ha M3MCKBaHMUATA 3a Mapkuposkata ,CE®.

6.  Koraro xpM M3penmsaTa ce IpuWiaraT Ipyr¥ 3aKoHomarTelHy akTose Ha Cbl03a, KOUTO CBIIO IIPEBMKIAT HAHACAHE Ha
mapkuposkarta ,,CE“, mapkuposkara ,CE“ ykasBa, ue msgenmsaTa OTroBapaT 1 Ha M3NCKBAHMATA HA [IPYTUTE 3aKOHOHATEIIHY aKTOBE.
Ynen 19
Mspenus cbe crnenyaniHo NpegHa3HaueHne
1.  IIbpxaBuTe 4IEHKM He Cb3laBaT IIPEUKM 3a M3MENMATA 3a VBNUTBAHMS Ha [E/CTBMETO, HOCTABSIHM 3a Ta3y Lel Ha

naGopatopuy MM OPYIM OpPraHM3ALMM, aKO Te OTTOBAPSIT HA YCIOBMSTA, YCTAHOBEHM B WieHOBe 57—76 M B akrToBeTe 3a
U3ITBIIHEHNE, IIPUETH CBIJIACHO 4JleH 77.
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2. Bopxy m3genusra, mocoueHu B maparpad 1, He ce HaHacs Mapkuposkata ,CE“, ocBeH BbpXy magenusra 1o uneH 70.

3. Ha TbPTrOBCKM IaHaNpy, I/I3J'IO)K6I/[, TEMOHCTpALMN WA CXOOHUM MEPONPUATUA ObPKABUTE UJIEHKM HE Cb3[aBaT IIPEUKM 3a
TEMOHCTpaLMATa Ha M3MENNA, KOUTO HE OTTOBAPAT HA HACTOALIVMSA PEITIAMEHT, IIPY YCIIOBME Y€ BUOMM 3HAK SICHO YKa3Ba, Y€ Te3U
nsnenmd ca IMpefgHasHauyeHM caMo 3a IPEacTaBdgHe MM € Ll JEMOHCTpauys M He MOraT fa c€ MIpEJoCTaBAT, NOKAaTO HE 6’L]13T
NPUBENEHM B CbOTBETCTBME C HACTOALNS PEITIAMEHT.

Ynen 20
YacTi 1 KOMIIOHEHTH

1. BcsKO Qu3MuecKo MM IOPUIMHYECKO NMlie, KOETO MPENOCTaBsi HA Ma3apa apTUKYI, CIICLMANHO MpelHa3HAuYeH 1a 3aMeHM
VJICHTMYHA WM CXOIHA HepaslelHa YacT MIM KOMIIOHEHT Ha M3[IeNye, KOMTO ca IedeKTHY MM 1M3XaOeHu, C Lel fa 3amasu uim
BB3CTAHOBM (YHKUMSATA HA M3NENMeTo, Ge3 1a MPOMEHs! HEeroBUTE XapaKTepUCTUKM BbB BPb3Ka C MNEHCTBMETO My 6e30macHOCTTa
WM HETOBOTO MpeHA3HAYCHMeE, [APAHTMPA, Y€ APTUKYITBT HE OKa3Ba OTPUMUATENHO BB3NEICTBME BbPXYy OE30MACHOCTTA M
nejicTBMeTo Ha mapenuero. Ha pasnonoxeHyue Ha KOMIIETEHTHMTE OpraHM Ha JbpXKaBUTe WIEHKM Ce ChXPaHSBAT JIOKAa3aTeNCTBa B
TOIKpeNa Ha FOperocoYeHoTo.

2. ApTI/IKy]'I, KOJTO € CIelyaHO NpeoHa3HauY€H HOa 3aME€HM YacT MM KOMIIOHEHT Ha M3HENne n KOMTO IPOMEHS 3HAYUTEITHO
XapakKTEPUCTUKUTE BbB BpPb3Ka C HEICTBUETO MU Ge30macHOCTTa Ha VIBIENMETO MM HETrOBOTO IIpEIHAa3HAYEHME, CE cumuTa 3a
M3OEImne n TpH6Ba Ha OTroBaps Ha M3NCKBAHMATA, ONPENEIICHN B HACTOALMA PEIIIaMEeHT.

Ynen 21
CB00OIHO IBMXKEHME

OcBeH KOraTo e NPEOBUIECHO OPYro B HACTOAWMA PETTIAMEHT, IbPKaBUTE YJIEHKM HE OTKA3BaT, HE 3a6paH;1BaT 1 HE OorpaHn4aBat
NPENOCTaBAHETO HA Iasapa VI ITyCKaHETO B HCﬁCTBMC Ha TEPUTOPMATA CM HA M3OENNS, KOUTO OTTOBApAT HAa M3VCKBAHMATA II0
HacTroAmMs periiaMeHT.

ITIABA Il
Moenmuurayua u npocaredumocm Ha usdeaudma, pezucmpayud Ha u3deauama U UROHOMUUECRUME ONepamopu,

pesome ommocro Gesonacnocmma u raunuunama epermusnocm, Eeponeiicra 6asa dannu 3a meduyuncrume
usdenusq

Ynen 22
VpenTndukaums mo BepuraTa Ha JOCTaBKa

1. Hucrpubyropute ¥ BHOCUTENNTE CM CHTPYIHNYAT C IPOM3BOMMTENMTE MM YIIBIHOMOLICHNTE MPEICTABUTENM C LET
ocuIypsBaHe Ha TIOIXONALIO HMBO Ha MPOCIIENMMOCT Ha M3HENMATA.

2. VIkoHOMMUeCKMTE OmepaTopu TpsiOBa Ia MOIAaT [a IOCOYAT Ha KOMIETEHTHWs OpraH 3a cpoka mo wien 10, maparpad 7
CIIEAHOTO:

a) BCCKM MKOHOMMYECKM OIIEPATOpP, Ha KOrOTO IIPSAKO €a DOCTABUIIN MU3OEITNE;
6) BCCKM MKOHOMMYECKM OIEpaTop, KOJTO NPSAKO VM € DOCTaBMIT U3METINE;

B) BCAKO JIeuebHO 3aBEIEeHME MM METMUMHCKYM CIIEUMAIIUCT, HAa KOTOTO MPSAKO Ca TOCTaBUIIM MU3METINE.

Ynen 23
Homenknarypa Ha MeqUIIMHCKHUTE M3Tenns

C ornen ma ce ynecHM QyHKIMOHMpaHeto Ha EBpomeiickara 6asa maHHm 3a MemmuuyHckute mamemms (Eudamed), mocouena B
uned 33 or Permament (EC) 2017/... *, Komucusita rapantupa, e MeXIyHAapOIHO MPHM3HATA HOMEHKIIATYpa Ha MEIMLVMHCKUTE
M3MeNnus Ce TPENOCTaBsi O€3[NIATHO HA MPOM3BOTMTENMTE M HPYTM (MU3MUECKM WM IOPUIAMYECKM JHMIE, OT KOUTO ChITIACHO
HaCTOSAWIMA PEITIAMEHT Ce M3MCKBA Na M3IOM3BAT Ta3u HOMeHKIaTypa. Kommcmsara ce cTpemy ChbIO Ja TapaHTMpa, e Tasy
HOMEHKIIATypa € Ha PasMoNloxKeHNe M Ha IPyIV 3aMHTEPECOBAHM CTPaHM OE3ITaTHO, KOTATO TOBA € Pa3yMHO OCBIICCTBIMO.

* HoMepbr Ha periaMenTa ot gok. ST 10728/16.
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Ynen 24
CucreMa 32 YHUKa/THa MAeHTM(UKALMS HA U3JETNATA

1. Cucremara 3a YHMKanHa mueHTMMKAums Ha mapermsra (,cucremata UDI), ommcana B yact B or mpunoxenue VI, masa
BB3MOXHOCT 33 MICHTUQMKALMS ¥ YIecHsBa IHPOCIIENMMOCTTA HA M3IENMSTA, PA3fIMUHM OT M3MENMATa 33 M3IUTBAHMS HA
IEHCTBUETO, Y CE ChCTOM OT CIIEIHOTO:

a) cw3maBane Ha UDI, K0eTo BKITIOUBA:

i) KOHKpeTeH 3a ChOTBETHMsI IPOM3BOMMTEN 1 M3MEINe MOeHTHMKATOP Ha m3menuero o cuctemara 32 UDI (UDI-DI), koiito
TPEoCTaBst OCTHI [0 MHPopMaLMsITa 10 YacT b ot npunoxenne VI;

ii) mmeHTMuKaTOp Ha mpousBoucTBOTO MO cycteMara 3a UDI (UDI-PI), KoiiTo mueHTMMIMpPa NMpoM3BEICHATA eOMHMUA OT
Ta7IeHO U3MIETNE U, aKO € IPUIIOKMMO, OTIAKOBAHMTE VU3MENMS, ChINIACHO [OCOYEHOTO B yacT B or mpurioxenne VI;

6) nocrapsHe Ha UDI BbPXY €TMKETA Ha MBHENNETO MIN BbPXY HETOBaTa OIIAKOBKa;

B) cobxpaHenre Ha UDI OT MKOHOMMUECKM OIEpaTopy, JiedeOHM 3aBeleHNMSI M MEIMUMHCKM CIELMAACTY B CHOTBETCTBUE C
YCIOBISITA, IPEIBUNEHN CHOTBETHO B maparpa¢u 8 u 9;

I) Cb3UABAHE HA €NIEKTPOHHA CHUCTEMA 33 YHMKAJIHA MueHTMMKaums Ha mapenmsra (,0asa manem 3a UDIY) B cporsercrsue ¢
yred 28 ot Pernamenr (EC) 2017/... *.

2. TlocpencTBoM aKTOBe 3a M3MbIHeHMe KOMIUCHSTA ONpeNeNst eNvH WM HSKOJIKO CyOeKTa, KOMTO MIa YIpPABISIBAT CUCTEMA 3a
onpenensiie Ha UDI CbINAcHO HACTOSIIMS pernameHT (m3maamt cybekt”). Tosm (tesu) cybekr (1) TpsiOBa ma oTroBapsi(t)Ha
BCUYKY [IOCOYEHM TO-IOJTY KPUTEPUM:

) cyOeKTBT € OpraHM3awys C OPMIIYecKa PaBOCYOEKTHOCT;

6) cucremata My 3a ompegensHe Ha UDI e momxomsiia ¢ Ormel Ha MICHTMQUKALMATA HA M3NENMATA NMPU AMCTPUOYLMSTA U
yrotpe6ata M B ChOTBETCTBUE C M3UCKBAHWATA 10 HACTOSILIMSI PErTIAMEHT;

B) CUCTEMAaTa My 3a OIpEcCIIsiHE Ha UDI OTroBapsl Ha CbOTBETHUTE MEXNYHAPOIHN CTAaHOAPTH;

1) CyOeKTBT IpemocTaBsi HOCTBI [O CucreMara cu 3a onpenmensite Ha UDI Ha BCMUKM 3aMHTEPeCOBAHM MOTpebuTeny B
CBOTBETCTBYE C NPEBAPUTEIIHO YCTAHOBEHY IIPO3PAUHM YCIIOBUS;

I) CyOeKTHT Ce 3aTbIKaBa [a M3BbPILBA CIIEOHOTO:
i) na ympasnssa cucreMata cu 3a onpenensHe Ha UDI 3a nepyol OT Haii-MalKo JeceT TOIMHM Clefl KaTo e Ol ompererneH;

ii) mpm mowckBaHe ma mpemocTaBs Ha KoMMCHATa M Ha IIbpXKABUTE WIEHKM MHPOPMAUMS OTHOCHO CHCTeMaTa CU 3a
onpenenane Ha UDI;

ili) ma mpombIKaBa Ha OTroBaps Ha KPUTEPUMTE M YCTIOBMATA 3a OMpeMersHe.

le/l OMNpEHErsaHe Ha M3aBalinTe CY68KTI/I Komucusita ce CTpeMI J1a TapaHTUpa, Y€ HOCUTEIINTE Ha UDI no cmuchia Ha yact B ot
NIpUIIOKEHNE VI ca YHMBEPCAITHO YETMMM HE3aBMCUMO OT CUCTEMATa, M3IIOJI3BaHa OT M3[aBallusA CY6€KT, TaKka 4e€ ma Cc€ CBeOe 1o
MUHUMYM (l)I/(HaHCOBaTa 1 aIMMHUCTPATUBHATA TEXKECT 3a MKOHOMMYECKUTE OIEpaTopn " neyebHUTE 3aBCICHNA.

3. Hpeum Jla IIyCHE Ha Masapa M3JEINE, pasiiMuyHo OT M3IENNE 3a M3NUTBAHE Ha HeJCTBUETO, NpON3BOOMUTEIAT OIPENEIis 3a
M3OEINETO, M aKO € NPWIOKMMO — 3a BCUYKM CIICIBalll HMBAa Ha OIaKOBaHE, UDI, xosTO0 € ch3mameHa npn ChnaspaHe Ha
NpaBuiiaTa Ha M3aBaluys Cy6eKT, OIpenesieH oT Komucusita B chbOTBETCTBHUE C naparpa(l) 2.

Tpemy Ha mazapa ;a Gble NyCHAaTO M3MENME, PAsMYHO OT M3JIENMe 3a M3MUTBAHE HA JEVCTBMETO, MIPOM3BOIMTENIST TAPAHTHPa, Ye
TocoueHata B yactT b or npuoxenye V MHGOpMALMs 32 CHOTBETHOTO M3[IeNMe € MPABMIIHO MONAfeHa M NpexBbplieHa B Oazata

nmanHy 3a UDI, mocoueHa B usieH 25.

4, Hocutennte Ha UDI ce HaHacsT BbpXY €TMKETa Ha M3IOEIMETO UM Ha BCUUKM CIICOBALLM HMBa Ha OIlaKOBaHE. Cunra ce, ue
CllefBalnTe HMBa Ha OIIAKOBAHE HE BKIIIOYBAT TOBAPHUTE KOHTeIZHep]/I.

5. UDI ce u3mon3sa mpy HOKIa[BaHe 3a CEPMO3HM MHLMICHTH M KOPUIVMpAIIM LEHCTBMS BBB Bpb3Ka C 0€30MacHOCTTa B
CBOTBETCTBME C ulleH 82.

6.  basosuar UDI-DI Ha u3nenvero no cmuchbiia onpenenennero s yact B or npunoxenue VI, ce mocousa B EC nexnapaumsra
3a CbOTBETCTBUE, TOCOUEHA B ujleH 17.

* HoMepbr Ha periaMenTa ot gok. ST 10728/16.
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7. Karo uacr or TexHMuecKaTa JOKyMEHTaLys, OCOYeHa B Ipwioxenue II, mpouspoomrenar nomabp:ka akTyalaeH CIMUCHK Ha
sciuky UDI, kouTto e onmpenenmi.

8. VIKoHOMMuecKuTe ONepaTopy ChXPAaHSBAT ¥ MOMLIbPKAT, 33 HpeNounTaHe upe3 enekTpoHHNM cpenctsa, UDI Ha uzpenmsra,
KOWUTO Ca JOCTABMIIYM MMM KOMTO ca MM OMIM [IOCTaBeHM, aKO Te3U M3HENs CIaNaT KbM M3NENIUATA, KaTerOpMUTe WIM IPYIUTe
V3[IeNysl, OTIpelieNieHn ¢ MsipKa 1o naparpad 11, 6yksa a).

9 H"bp}KaBI/ITe UJIEHKM HacbpyaBaT M MOraT pa MW3UCKBAT OT neueOHMTE 3aBeicHMs Ha CbXpaHABAT M INOAObPXKAT, 3a
NpeArnoYnTaHe upe3 €JIEKTPOHHM CPEICTBa, UDI Ha usnenusita, ¢ KOSITO Te ca UM O JOCTaBCHMU.

Hbpxapute YNEHKM HachpyaBaT M MOTaT M1a M3UCKBAT OT MENMUMHCKMUTE CIEUMaCTY [a ChXpaHABaT M IOMIbPKAT, 3a
IIpeNounTaHe upe3 eleKTpoHHN cpenctsa, UDI Ha uspenusra, ¢ KOVTO Te ca MM OMiIM IOCTaBeHM.

10.  Ha KommcusTa ce npenocTass NpaBoOMOLIMETO [ IIpyeMa JeNIeTMpaHy aKToBe B CHOTBETCTBME C uileH 108:
a) 3a M3MEHEHMe Ha CIUCHKA ¢ MHPOpMaumaTa 1o yact b ot npunoxenue VI ¢ Orell Ha TEXHUUECKS TIPOTPEC; U

0) 3a m3MeHeHye Ha npuioxeHne VI B 3aBUCHMOCT OT Pa3BUTHETO B MEXIYHAPOIEH IUIAH M TEXHIYeCKNs! Iporpec B 00macTra Ha
YHUKATHATA MICHTUQUKALIS HA M3IEINATA.

11.  TocpencTsom akToBe 3a M3IbIHEeHMe Komucusra Moxe fa ompemens MOgpoOHMTE MpaBuia U MPOLEIypPHUTE aCIEeKTH Ha
cycreMara 3a UDI, 3a ma ce rapaHTVpa XapMOHM3MPAHOTO 1 MPUITAaraHe, KaKTo M BbB BPB3Ka ChC CIIEAHOTO:

a) OIIPENEIIIHETO Ha MBMENNATA, KaTETOPUNTE WIIN TPYIIATE MBMETNA, 3a KOUTO [1a Ce Ipuiiara 3ablIKEHNETO 110 naparpad) 8;
6) IIOCOYBAHETO HAa NAHHUTE, KOUTO [Had 6'I)IIaT pkimtouenn B UDI-PI Ha KOHKPETHM MBOETNS VN TPy VBHENNS;

AKTOBETE 3a M3IIBIIHEHMe, NOCOYEHN B IbpBa AIMHES, ce [PUEMAT B CHOTBETCTBHME C MPOLIENypaTa M0 pasriexiaHe, MOCOYeHa B
unex 107, maparpad 3.

12.  Tlpu mpueMareTo Ha MepKuTe, mocoueHy B maparpad 11, Komucnsra B3ema mpefsui CieHOTO:
a) TOBEpPUTENHOCTTA ¥ 3allMTaTa Ha HaHHMTE, KAKTO € OCOUeHO ChOTBETHO B ueHose 102 n 103;

0) momxoma, OCHOBAH HA PUCKA;

B) MKOHOMMHYECKATA eQEKTHBHOCT HA MEPKUTE;

1) cOmmxasaHero Ha cuctemute 3a UDI, pa3paOoTeHM Ha MEXIyHAPOIHO HIBO;

) HeoOXOmMMOCTTa OT M3bsArBaHe Ha AyOmyparero B cucreMara 3a UD];

ﬂ) HY2KOUTE Ha CUCTEMUTE 3a 3[paBeolla3BaHe Ha MbP2KABUTE WICHKM M KBIETO € Bb3MOXKHO — CbBMECTMMOCTTA C OPYIU CUCTEMU
3a M]ICHT]/I(I)I/IK&U.U/IH Ha MEMMUVHCKN MU3OENNs, KOUTO C€ M3IOJI3BAT OT 3aMHTEPECOBAHM CTPaHML.

Ynen 25
baza mannu 3a UDI
Komucnsra, cien koucynraums ¢ KIMMW, cb3nasa u ynpasnssa Gasa manum 3a UDI B chOTBETCTBME C YCIOBMSITA U TOIpoGHUTE
npasusia, npeasugeHn B wied 28 or Pernament (EC) 2017/... .
Ynen 26
Perucrpaums Ha nspenms

1. Ilpemy myckaHeTo Ha [AmeHO M3MNENMe HA Ma3apa MPOM3BOAMTENAT, B ChOTBETCTBME C IPABMIIATA HA MBHABAIIMAT CYOeKT IO
yrted 24, maparpa¢ 2, onpenens 6azos UDI-DI Ha u3menyeto, KakTo e OnpefeneHo B yact B ot mpunoxenne VI, u ro npenocrass
Ha 6azata manuu 3a UDI 3aemHO ¢ OCTaHANMTE CBbP3aHM C TOBA M3MNETME OCHOBHM IaHHM, MOCOUeHU B yacT b or mpumoxenue VI.

* HoMepbT Ha periaMeHTa ot oK. st10728/16.
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2. Tlo oTHoumleHMe Ha M3NENMSA, KOMTO TMOMUIEKAT HAa OLEHSBAaHE HAa CBHOTBETCTBMETO, KAKTO € IOCOYEHO B wieH 48,
naparpadu 3 u 4, unen 48, maparpad 7, Bropa anmHes, wieH 48, maparpad 8 u wien 48, maparpad 9, BrOpa anmHes,
ompenensiiero Ha 6asos UDI-DI, mocouen B maparpa¢ 1 oT HacTosuysi WiieH, ce Ipasy, Ipedu IPOM3BOIMTEIIT 1A IMORaje
3asBIIEHIE 33 OLIEHSBAHE [0 HOTUQUUMPAHMS OPIaH.

3a w3menus 1Mo IbpBA ayMHess HOTUGMUMpAHMAT oprad mocousa 6asous UDI-DI B ceprudukar, M3[aieH B CHOTBETCTBUE C
pasmen 4, 6ykea a) or npwioxerne XII, u morebpxnasa B Eudamed, ue mupopmaumsra, mocoueHa B yact A, pasmen 2.2 or
npunoxenyie VI, e touna. Crel M3naBaHeTO Ha CHOTBETHMsI CepTMMKAT M MpPemy MyCKAHETO HA M3HETMETO Ha [a3apa IpPOM3BO-
[ATENST HpenocTasst Ha Gasata maHHyM 3a UDI Gasosus UDI-DI 3aefHO ¢ OCTaHanuTe CBHP3aHM C TOBA MBMNETME OCHOBHM HaHHM,
nocoueHy B yact b or npunoxenne VI.

3. Ilpemm myckaHEeTO Ha na3apa Ha [aleHO W3HENME IIPOM3BONMTEIIAT BBBEKHA WIM — KOraTo Beue € BbBEACHA —
notebpxiasa B Eudamed mupopmammsra, mocoueHa B yact A, pasgen 2 or mpunoxenve VI, ¢ u3kirodeHne Ha pasmen 2.2 or
HETo, a CJIell TOBA PEMIOBHO 51 aKTyanm3upa.

Ynen 27
EnexTpoHHa cucTeMa 3a perucTpanmsi HA UKOHOMMYECKUTE OIepaTopy

1. Komumcusra, cnen xoncynraums ¢ KITMV, cb3nasa u ynpaenissa e1eKTPOHHA CYUCTEMA 33 Cb3[ABaHE HA €NVHHMS PEIuCTpa-
LIMOHEH HOMep, 1OcoueH B wieH 28, naparpad) 2, u 3a cvOupane u obpaboTka Ha MHPOpMALMSTA, KOSTO e HeoOXomuma u
JIOCTATHYHA 33 MIEHTUQUKALMS HA TPOU3BOMUTENS M AKO € MPUIIOKUMO — Ha YITbIHOMOLICHUS IIPENCTABUTENl M BHOCHUTEJIA.
TonpoGHOCTHTE 33 MHPOPMALIMATA, KOSTO MKOHOMUUECKUTE ONEPATOpH TPsGBA J1a MPENOCTABAT Ha Ta3u eNeKTPOHHA CUCTeMa, Ca
NOCOYeHM B YacT A, pasmen 1 ot npunoxenue VI

2. [IbpxaBuTe WNEHKM MOTAT [ HPOIBIKAT [a HPWUIAraT MM A BbBEKIAT COOCTBEHM HALMOHAIHM pasnopenOy OTHOCHO
perucTpanusTa Ha TUCTPUOYTOPUTE HA M3IEINS, KOUTO Ca MPENOCTABEHM HA TSXHA TEPUTOPUSL.

3. B CPOK OT [IBE CEOMMIM OT ITyCKaHETO Ha I1adapa Ha HANE€HO M3IEIVE BHOCUTEIINTE IIPOBEPSABAT HAJIM IPOM3BOOMUTEIIAT VI
YI'BJIHOMOWEHMAT HNPEOCTABUTENL € ITPEIOCTaBUII Ha CJICKTPOHHATA CUCTEMaA I/[H(l)OpMaIH/IHTa 110 naparpa(]) 1.

Korato e mnpunoxmmo, BHOCUTENMTE WHGOPMUPAT CHOTBETHMS YITHIHOMOLICH IPENCTABUTEN MM ITPOU3BOIMTENS, aKO
MHQOpMaLMsTA 10 Maparpa 1 He e BKIIIOYeHA MIM € HeTOUHA. BHOCKTeNTe M0OABST CBOMTE JAHHM B CHOTBETHATa rpada(rpadu).

Ynen 28
Perucrpanys Ha npou3BOIUTENNTE, YITBIIHOMOLIEHUTE NPENCTABUTEIM M BHOCUTENNTE

1. TIlpeam myckaHeTo Ha M3HeNVe Ha Iasapa IPOM3BOIMTENINTE, YITbIHOMOLIEHWTE NPENCTABUTENM M BHOCUTEIINTE, 3a Ha Ce
perucTpupar, MOHABaT B €NEKTPOHHATA CUCTeMa, mocodeHa B wieH 30, uHpopmaumsra, mocodeHa B vacT A, pasmen 1 ot
npunoxenye VI, ako Beue He ca ce PETVCTPUpANM B CHOTBETCTBME C HACTOAWMA 4ieH. KoraTo mpouemypaTa 3a OleHsABaHe Ha
CHOTBETCTBIETO HANlara y4acTMETO Ha HOTMQMUMPAH OPraH ChITACHO uieH 48, MHpOpMALsITa, OCOYeHA B YacT A, pasgen 1 or
npunoxerne VI, ce mpeasa Ha eNeKTPOHHATA CHCTeMa IPEIy MONABAHETO HA 3asiBIIeHME O HOTUULMPAHNS OpraH.

2. Cren mpoBepka Ha BbBEEHNTE IAHHM 10 Maparpa 1 KOMICTGHTHMST OpIaH IOJyYaBa €MHEH PErUCTPALMOHEH HOMEp
(EPH) OT emekTpoHHaTa cucTeMa MO 4iieH 27 ¥ IO M3[aBa Ha IPOM3BOOMTEIS, HA YITBITHOMOLUEHMS HpPECTaBUTEN MM Ha
BHOCHTEJISL.

3. HPOI/ISBOJII/[TCJ'[HT manonsa EPH Ipy TIofiaBaHE Ha 3asABJIICHUE IO HOTI/I(])V[HI/IpaH OpraH 3a OlLiCHsBaHE Ha CbOTBETCTBUETO U
npn JOCThII 10 Eudamed, 3a J1a UBITBIIHU 3a0bJIKEeHUATa CU 110 uJieH 26.

4. B cpok OT enHa ceaMMIA CIef BCSIKA €BEHTYalHa MPOMSHA BbB BPb3Ka ¢ MHOpMALWTA 0 naparpad 1 oT HACTOSILIMS UileH
VIKOHOMUYECKMAT OIEpaTop aKTyanyusupa NaHHUTE B eJIEKTPOHHATA CUCTeMa, [I0COYeHa B YileH 27.

5. He no-xbCcHO OT eHa rofgmHa cjefl MogaBaHeTo Ha I/IH(l)OpMaIII/l}ITa CBITIAaCHO Haparpa(]) 1, a CJied TOBAa HAa BCEKU MBE rOOMHMN,
VIKOHOMMYECKMAT OINEPAaTOp MOTBBpPXKIaBa TOYHOCTTA HA TAHHUTE. AKO TOBa He 6’1)]16 HallpaBeHO B paMKUTE Ha LIECT Mecela CIICH
VI3TUYAHETO HAa TE3M CPOKOBE, BCAKA MObpXKaBa YICHKAa MOXKE Ha B3€ME IOOXOHOALIM KOpUIMpallM MEPKU Ha CBOS TEPUTOPUS,
TIOKAaTO MKOHOMMYECKUAT ONEPATOP HE MBITBIIHN TOBA 3aIbIIKEHMUE.
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6.  bes ja ce 3acAra OTTOBOPHOCTTAa Ha MKOHOMMYECKMSI OMEpaTop 3a JaHHUTE, KOMIETEHTHUAT OpraH IpoBepsBa MOTBbPIEHUTE
IIaHHM, OCOYEHM B YacT A, paspen 1 or npunoxenne VI

7. IlanHuTe, BbBEOEHU B MOCOYEHATA B ujieH 27 €JICKTPOHHA CUCTEMaA CBITIACHO naparpacl) 1 oT HacToswMS YiieH, ca HOCTbhIHU
3a 06IIICCTBCHOCTT3.

8.  KoMmmeTeHTHMAT OpraH MoXe fa M3MO3Ba [AHHMTE, 33 [Jd HAIOXM TaKca Ha IPOM3BONMTENIS, YITBIIHOMOLIEHMS
TIPENCTaBUTEN MIIM BHOCUTENLS ChITIACHO uiieH 104.

Ynen 29
Pe3toMe BbB BPb3Ka C 6€30MaCHOCTTA U ECTBUETO

1. 3a mapenusra ot kiac C u knac D, pa3iMyuHmM OT M3OCNNA 3a MNNTBAHUA Ha HeiCTBUETO, NPON3BOOUTENIAT MU3rOTBS pE3IOME
BbB Bpb3Ka C 0e30MacHOCTTa U HeiCTBUETO.

Pestomero BbB Bpb3Ka ¢ GE30MACHOCTTA M [EMCTBUETO Ce CHCTAaBs TaKa, Ye [a € SICHO 3 LieNeBMsl MOTpeOuTeN M aKo e Lemech-
00pa3Ho — 3a MaLMeHTa, i € JOCTHIHO 3a obmecTBeroctTa ype3 Eudamed.

TIpOeKTHT Ha Pe3IOMETO BB BPb3Ka C GE30MACHOCTTA 1 [EHCTBIMETO € YacT OT IOKyMEHTALMSITa, KOSITO TPsiOBa [Ia ce MpeicTaBy Ha
HOTU(ULMPAHNS OPraH, y4acTBAll B OLEHSBAHETO HA ChOTBETCTBMETO CHITACHO uiieH 48, 1 ce Bammmypa OT chuivist opraH. Cren
BATMIMPAHETO My, HOTM(MIMPAHUAT OpraH BbBexkma pesiomero B Eudamed. Ipomssommrensr mocousa BbpXy €TMKETa WIM B
VHCTPYKUMMTE 32 yIoTpeOa Kbie Moxe [1a Gblie HAMEPEHO PE3IOMETO.

2. Pesiomero BbB Bpb3Ka ¢ GE30MACHOCTTA M NEIICTBUETO BKIIIOUBA HAl-MaJIKO CIICIHUTE €IIEMEHTI:
) MOIEHTMQMKALMSITA Ha M3IENMETO M Ha IPOM3BOIMTENs, BKountennHo OasoBus UDI-DI u, ako Beue e m3names, EPH;
0) mpemHa3HAYCHMETO HA MBMENMETO, TOKA3aHIsI, IPOTUBONOKA3AHNS U LeNeB) NoTpeduTer;

B) OIMCAHUE Ha U3OECIIUETO, BKIIFOUUTEIIHO ITOCOYBAHE Ha HpeHXOHHOTO(I/ITe) HOKOJ’[eHVle(ﬂ) VI BapuaHTy, aKoO MMa TakuBa, U
OnMcCaHue Ha pa3nnMuuATa, KakKTo M, KOrato € OTHOCMMO, ONNMCaHMUE Ha NPUHANJIEKHOCTUTE 3a M3HEIMETO, APYIU MU3OCTN U
NIPOOYKTH, KOUTO Ca IpeNHAa3HAUYEHN 3a MU3IIOI3BAHE B KOM6I/IH&L[I/IH C UBOEIIUETO,

I‘) MOCOYBAHE Ha BCUYKM NMPWIIOKEHN XapMOHM3MPAHU CTAHOAPTU U OC,

) Ppe3OMeTO Ha JOKJIATa 3a OLeHKa Ha meiicteuero mo mpuoxenne XIII u choTBeTHaTa MHYOPMALMS 32 MPOCICIABAHETO Ha
TEJICTBMETO CIIel ITyCKaHe Ha I1asapa;

€) MeTPOJIOTMYHATA TIPOCIIEAMMOCT Ha ONpelielleHUTe CTOMHOCTY;
X) TpemwIoKeHus mpodui 1 odydeHue 3a noTpeduTenMTE;
3) uHQOpMALMS 33 OCTATHYHUTE PUCKOBE M BCSAKAKBU HEXKENAHM IMOCIENCTBUS, IPEyTIPeXIEHNS U [IPEMIa3Hu MepKI.

3. Upes akToBe 3a M3NBIHeHMe Komucusira Moxe [ onpefenist popmara U IpeLCTaBsSHETO Ha JaHHNUTe, KOUTO [ia ce BKIIOYAT B
pesioMeTo BB Bpb3Ka ¢ GesomacHocTTa 1 meiictBuero. Tesn akToBe 3a M3ITBIIHEHME Ce [PUEMAT B CHOTBETCTBME C IIPOLEMypara 1o
KOHCYNITUpaHe, TpenBuiieHa B wieH 107, naparpad 2.

Ynen 30

EBPOI’ICﬁCKa 6a3a TaHHU 33 MEOUMIMHCKUTE U3OEITNA

1. Komucusra, cren xoHcynrauust ¢ KTMV, cb3gasa, mommbpxa 1 ympasissa EBpormeiickata 6aza DaHHM 33 MEOMIMHCKUTE
manermst (Eudamed) B cboTBeTCTBME C yCTOBMSTA M MOAPOOHNTE MpaBMia, TpedBuueHN B wieHoBe 33 m 34 or Permament (EC)
2017/... *.

2. FEudamed BxiiouBa CieHUTE €IEKTPOHHI CUCTEMI:
a) eEKTPOHHATA CHCTEMa 3a PETMCTPALIMS Ha MBLENUATA [0 UlleH 26;
0) 6asara nanxu 3a UDI mo ureH 25;

B) €JIEKTPOHHATa CUCTEMA 3a PEIUCTpalysd Ha MKOHOMMUUYECKUTE ONEPaToOpy 10 YJIEH 27;

* HoMepbr Ha periaMenTa ot gok. ST 10728/16.
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I') €JIEKTPOHHATA CUCTEMA 3a HOTI/I(I)IAIII/IpaHI/ITC Oopranmu u 3a CepTIA(l)I/IKaTI/[Te 1o uJleH 52;
]1) CJICKTPOHHATA CUCTEMA 3a M3NNTBAHMATA Ha HEeJICTBMETO MO urieH 69;
C) €IIEKTPOHHATA CUCTEMA 3a MPOCIIENsABAHE M HAI30P CIIEM ITyCKaHE Ha Iasapa 110 YJIEH 87;

}K) €JIEKTPOHHATa CUCTEMA 3a HAI30p Ha Ias3apa I10 WIEH 95.

ITIABA IV

Homuguuyupanu opzanu
Ynen 31
Opranu, oTroBapsuM 33 HOTUPUIMPAHUTE OPTAHU

1. Bcsika gbpxaBa wieHKa, KOSTO Bb3HAMEpsBa [a OIpENeNM OPraH 3a OLEHsBaHe HA CHOTBETCTBUETO KAaTO HOTUQUIMpAH
OpraH WM KOATO € ONpefeiia HOTHQUIMPAH OpraH, 3a A M3BBPLIBA NEHHOCTHTE IO OLEHSBAHE HA CHOTBETCTBUETO CBITIACHO
HACTOSILIMS PEITIAMEHT, [I0COYBA OPIaH (,OpraH, OTIOBApSILI 33 HOTUQUIMPAHUTE OPIaHN®), KOITO MOXKE [1a Ce ChCTOM OT OTHEHM
CyOeKTH CBITIACHO HALVMOHAIIHOTO IIPABO U OTTOBAPSI 33 YCTAHOBSIBAHE ¥ M3BbLIBAHE Ha HEOOXOMMMITE MPOLIENYPH 3a OLEHSBAHE,
OIIpeleNsiHe ¥ HOTMQUMIMpPAHE HA OPIaHMTE 3a OLEHSBAHE HA CHOTBETCTBUETO M 33 HAONIONEHMEe HA HOTHQUUMPAHMTE OPraHM,
BKJTIOUMTEITHO MOIM3IBIIHUTENNTE ¥ MOMETIEHNATa Ha Te3M OpraHiL.

2. OpraHbr, OTrOBapsLy 32 HOTUQULMPAHNUTE OPTaHM, Ce Ch31aBa, OPraHu3Mpa ¥ $yHKUMOHMPA 110 TAK'BB HAuMH, ye Ja 3arassa
00EKTHBHOCTTA M Oe3MPUCTPACTHOCTTA TPY [EMHOCTUTE CH M [1a M30ArBa KAKBBTO ¥ 1@ € KOHQIMKT Ha MHTEPECH C OpraHuTe 3a
OLICHSIBAHE HA CHOTBETCTBHETO.

3. OprabT, OTIOBAaps 33 HOTMQUIMpPAHWTE OPraHM, € OPraHM3MPAH O TaKbB HAUMH, Y€ BCSIKO PELICHNME BbB BPB3Ka C
OIIPENeNSIHETO WK HOTMUIMPAHETO [ Ce B3eMa OT JIMIA, PaslMUHM OT Te3M, KOMTO Ca M3BbPLIVITI OLEHSBAHETO.

4. OpraHbT, OTTOBApSLI 32 HOTUQUUVPAHNTE OPraHM, HE M3BbPLIBA [EHOCTH, OCBIIECTBSIBAHM OT HOTM(UIMPAHUTE OPIaHU C
THPIOBCKA LeTl MM Ha KOHKYPEHTHA OCHOBA.

5. OpraHbT, OTIOBApsILI 33 HOTUQULUMPAHNUTE OPraHy, CbOIIONABA MOBEPUTETHIUTE ACTIEKTH HA MHOPMALATA, KOSTO MOJTyYaBa.
Toit obaue 0OMeHs MHPOPMALIMS 32 HOTUPUUMPAHUTE OPIaHM C OPYIUTE AbPKABM UNEHKM, KOMICHATA M KOTaTo € HeoOXOmMMO
— C IpYTM perynaTopHu OpraHi.

6.  Opraubr, OTrOBapsi 3a HOTMQMIMpPAHMTE OPIaHy, PasloNnara C MOCTAThUeH Ha OpOil KOMIICTEHTEH MEPCOHAll, KOWTO e
BVHAIM Ha Pa3NOJIOKEHME 33 M3ITbIIHEHNME Ha 3aJauuTe CIL.

Korato oprausT, OTroBapsiil 3a HOTUQUUMPAHUTE OPraHM, € Pa3iMyeH OT HAUMOHAIIHMS KOMIETEHTEH OpPraH 3a MEIMLMHCKUTE
M3HENNA 33 MVHBUTPO IMAarHOCTUKA, TOJ TapaHTMpa, Y€ C HALMOHAIIHMA OpraH, OTIOBApAIL 38 MEAMLMHCKMUTE U3LENNA 33 MHBUTPO
IIMarHOCTHKA, Ce U3BLPLIBAT KOHCYNITALMM 10 CHOTBETHUTE BHIPOCH.

7. IbpXaBuTe WIEHKM ONMOBECTSIBAT 00MIA MHQOpMALMS 33 CBOMTE MEPKM, KOMTO YPEKIAT OLEHSBAHETO, OMpEHENsSHETO U
HOTU(MIIMPAHETO HA OPTaHMTE 3a OLEHSBAHE HA CHOTBETCTBMETO ¥ 33 HAOMIONEHMe Ha HOTUQUUMpAHWTE OPIaHM, KAKTO U 3a
TIPOMEHNTE, KOMTO OKa3BaT ChIIECTBEHO BB3[ENCTBME BHPXY M3IBIIHEHMETO HA Te3U 3ahauil.

8. OpraHbr, OTrOBapsill 33 HOTMQULMpPAHWTE OPIaHM, y4acTBa B MEHHOCTHTE IO IAPTHBOPCKMTE IPOBEPKM, MpEIBUIEHN B
yjieH 44.
UYnen 32
V3ucKBaHMSI, CBBP3aHU ¢ HOTUGUIMPAHUTE OPraHU

1. Horu¢uuupaxute OpraHy M3IBIHSBAT 3aaunTe, 3a KOUTO Ca ONpEHENeHN B CHOTBETCTBUE C HACTOSIMS pernmameHT. Te
OTIOBApSIT Ha OPraHM3ALMOHHMTE M OOLIMTE M3VMCKBAHMSI M HA M3UCKBAHMSTA 33 YIpPABEHME HA KauecTBOTO, 3 PECypcute M
npowecute, HeOOXOIMMI 3a MBITBIHEHMETO Ha Te3u 3amaunt. [1o-ClelyanHo, HOTUQUUMPAHNUTE OPTaHM CIA3BaT M3MCKBAHMATA HA
npuoxenue VII.
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3a [ GBIAT MBIIBIHEHM M3UCKBAHMSTA, TIOCOYEHN B ITbPBA AJIMHESI, HOTUQULMPAHUTE OPTAHM PA3IONAraT ¢ MOCTOSHHA HaJIMYHOCT
Ha JOCTaThbueH aMMUHMCTPATUBEH, TEXHMYECKM ¥ HayuyeH INepcoHan B choTBeTcTBME € pasmen 3.1.1 or mpunoxenme VII u
TNIEPCOHAN ChC CHOTBETHMS KIIMHMYEH OMUT B CHOTBETCTBME C pasmen 3.2.4 ot mpunoxenue VII, Korato e Bb3MOXKHO, HAeT OT
camuis HOTUGMLMpPAH OpraH.

TepcoHanbt, mocoueH B pasueny 3.2.3 u 3.2.7 or npunoxerne VII, e ChCTaBeH OT CIyXMTENM HAa HOTUQULMPAHMS OPIaH U He
MOKe [Ia BKITIOUBA BHHILHM €KCIIEPTH MM TIONU3ITBITHUTEIN.

2. Horuuumpanure OpraHu ChbXpaHsBAT HAa PA3MONOXCHME HA OPraHa, OTTOBApSI 3a HOTM(UUMPAHUTE OPIaHM, M IpH
TMOVCKBAHE My NPEIOCTABAT ILisIaTa HEOOXOHMMA HTOKYMEHTALUMS, BKITIOUMTENIHO MOKYMEHTALUMSITA HA MPOM3BOIMTENS, 3a Ma
OCHUTYPSIT Ha TO3M OpraH Bb3MOXKHOCTTA [1a M3BbPILIBA NEHHOCTHUTE CH IO OLCHSIBAHE, OIpENeNsiHe, HOTUMLMpPaHe, HaOMIOeH e 1
HalI30p ¥ N1 YIIECHAT OLEHABAHETO, ONMMCAHO B HACTOSAIIATA IIIaBa.

3. C menm [a ce rapaHTHpa €NHAKBOTO IpIJIAraHe Ha M3MCKBAHMSTA, yCTaHOBeHM B mpuioxenye VII, Komucnsra moxe ma
TpyieMa aKTOBe 3a M3IbIHEHMe, TOKONKOTO TOBA ¢ HE0OXOMMMO 33 paspellaBaHe Ha BBIPOCH, CBBP3aHM C PAsiMUHOTO THIKYBAHE
¥ TPUIIATaHeTo Ha MpakTuKa. Te3u aKTOBe 32 MBIBIIHEHME Ce MPUEMAT B CHOTBETCTBUE C MPOLIENYPATa 10 pasIiiexiaHe, I0COUEHA
B wiex 107, maparpad 3.

Ynen 33
Iomenenusa U MOMU3MbITHUTEIN

1. Koraro HOTHQUUMPAH OpraH Bb3jara KOHKPETHY 3ajaui, CBbP3aHM C OLEHSBAHETO HA ChOTBETCTBUETO, HA [IONM3IIBITHUTENN
WM U3MONI3BA MONENeHMe 32 KOHKPETHM 3ajlaul, CBbP3aHM C OLEHSBAHETO Ha ChOTBETCTBMETO, TOIl IIPOBEpsBA NANM IOIM3ITBI-
HUTEIIAT WM IOJENIEHUETO OTrOBapsi Ha NPWIOXKUMUTE M3MCKBAHMS, IOCOYeHM B npuiioxerne VII, u mHPOpMmpa ChOTBETHO
OpraHa, OTIOBApsIL 32 HOTUQUIMPAHNUTE OPIaHHU.

2. HOTI/I(I)I/IL[I/IpaHI/ITC Oprany noemar ITbjIHaTa OTTOBOPHOCT 3a 3afauuTe, U3IIBJIHABAHN OT TAXHO MME OT IOOM3IIBIIHUTENN VITA
NOHIEIICHUA.

3. Hotu¢uumpanute opraHu onoecTsisaT MyOMMIHO CIIMCBK HA CBOUTE MONEEHMS.

4.  [leilHOCTUTE 1O OLEHSIBAHE HA CHOTBETCTBMETO MOTAaT a OBHAT Bb3NAraHM HA NOMVILIHUTEIM WIM M3IbIHSBAHU OT
TofieTIeHNe, TIpY YCIoBye ye (U3MUECKOTO MM IOPUIMUECKOTO JINLE, KOETO ¢ IIONANO 3asiBlleHMe 32 OLECHSBAHE Ha CHOTBETCTBIETO,
€ GMIIO0 CHOTBETHO MH(OPMUPAHO.

5. HOTI/I(l)I/IL[I/IpaHI/ITC OpranM CbXpaHsABaT Ha pasMOJIOKEHNE Ha OpraHa, OTropapsul 3a HOTI/I(l)I/[IIIApaHI/ITC Oprany, BCUYKMN
CbOTBETHM HOKYMEHTM OTHOCHO IIpOBEpKAaTa Ha KBaJ'II/I(l)I/IKaIH/IHTa Ha TNOOMBIIBJIIHUTEIISA WUIIU IOOEIICHMETO M OTHOCHO pa60TaTa,
VM3BBpUIEHA OT TAX CBITIACHO HACTOALIMSA PETIIaMEHT.

Ynen 34
3asiBlIeHMe OT OpPraHUTe 3a OLiCHsABAaHe HA CbOTBETCTBUETO 3a ONpeferisiHe

1.  OpraHuTe 3a OLCHsIBAHE HA CHOTBETCTBMETO [ONABAT 3asBIICHME 3a OMpeferIsiHe O OpraHa, OTIOBApSIL 3a HOTUQULMpAHNTE
OpraHu.

2. B 3asBneHmero ce mocousar HEHOCTUTE IO OLEHSBAHE HA CHOTBETCTBMETO, KAKTO Ca ONpENETIeHM B HACTOSILMS pErNIaMeHT,
M TUIOBETE W3NEMMSI, 32 KOMTO OPraHbT MCKa [a Obe OINpemeNneH, 3aeHO C JOKYMEHTALMs, HOKa3Ballld CIa3BaHETO Ha
npuioxenue VII.

Tlo OTHOMLICHNE HA OPraHM3ALMOHHNTE 1 OOLINTE M3MCKBAHMS Y HA M3MCKBAHIATA 33 YIPABICHIETO HA KAYECTBOTO, OMpEIENICHI B
pasgenu 1 m 2 or mpunoxenue VII, MOXe [a ce MPENCTAaBST BaIMICH CepTUQUKAT 33 AKPENUTALMS M CHOTBETHMSAT JOKIAN 3a
OLIEHKA, IPUET OT HALMOHATEH OpIaH MO aKpemuTaumsta B chorercrsue ¢ Permament (EO) Ne 765/2008, kato Te ce Bemar
TpeIBI TPY OLEHSBAHETO, MOcodeHa B uneH 35. IIpy momcksane obadue 3asIBUTENAT IPENOCTABS ILSUTATA [OCOYEHA B IbPBA
anmyHesl MOKYMEHTALMs, 3a Ja MOKaXe CIa3BaHeTO Ha Te3M M3MUCKBAHMS.

3. Hotu¢uuupaHusT OpraH aKTyaqusupa MOCOYEHATa B maparpad 2 OKYMEHTAlMs PY HACTBIBAHE HA CHOTBETHNUTE NPOMEHIL,
3a [ ce Jafe Bb3MOXHOCT HA OpraHa, OTIOBAPALI 3a HOTMQUUMPAHMTE OpraHy, Ha HaOmOgaBa M [a IPOBepsiBa Jai ce
UBITBIIHABAT HEMPEKbCHATO BCUUKM M3MCKBAaHMSA 10 Tpuioxenue VII.



21.4.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 C 126/37

Ynen 35
OueHsBaHe Ha 3aBIIEHUETO

1. OpraHsr, OTroBapsiiL 32 HOTUQUIMPAHUTE OPTaHM, POBEPsiBa B CPOK OT 30 IHM Hany 3asBIEHNMETO M0 WIeH 34 e MbIIHO U
VM3VCKBA OT 3asIBUTEIS [a IPECTaBY EBEHTYANHO JUICBAlIA MHPOpPMALMsL. KOraTo 3asIBIIEHNETO € ITHIHO, TO3M HALMOHANeH OpraH
ro usnpawa Ha Komucenusra.

OpransT, OTIOBapsIl 33 HOTUQMUMPAHNTE OPTaHM, NPErTeXMa 3asBICHNETO M MPUIPYXaBalliaTa TOKYMEHTAlVs B ChOTBETCTBHUE
ChC COOCTBEHMTE M IIPOLIEYPH 1 M3IOTBSI IIPeNBAPUTENeH JOKIIAM OT OLEHSBAHETO.

2. OpraHbr, OTIOBaps 32 HOTM(UUMPAHNUTE OPraHM, NPENCTaBs IPENBAPUTENIHUS MNOKIIAL OT OLEHsBaHeTo Ha Komucwmsra,
KOSITO He3abaBHO ro mpenasa Ha KTMIL

3. B cpok oT 14 1HM OT MpPEMICTABSHETO, TIOCOUEHO B maparpad 2 ot Hactosums wieH, Komucnsra, 3aenso ¢ KTMU, onpenens
IPylla 32 CbBMECTHO OLICHSIBAHE, ChCTABEHAa OT TPMMA EKCIEPTH, OCBEH aKO KOHKPETHUTE OOCTOSITENICTBA HE M3MCKBAT PasiMyueH
Opoit ekcrepTH, M30paHM OT CIMCBKA TO wieH 36. EmvH OT Te3u ekcmepTu e MpelcTaButen Ha KOMucusta M KOOPIMHMpPA
IIEVIHOCTUTE Ha TpyIaTa 3a ChBMECTHO OleHsABaHe. [Ipyrure [gBamMa eKCIIepTM ca OT ObpXKaBM WIEHKM, PasiU4HM OT [bp:KapaTa
uJIeHKa, B KOSITO € YCTAHOBEH OPTaHBT 3a OLIEHSABAaHE Ha CHOTBETCTBMETO, KOJMTO € MoMal 3asiBeHueTo.

T'pynara 3a CbBMECTHO OLIHSIBAHE CE ChCTOM OT KOMIIETEHTHM eKCIIEpTH, KOMIIETEHTHY [1a OLEHSBAT HEMHOCTUTE 10 OLEHSBAHe Ha
CHOTBETCTBUETO ¥ TUIOBETE M3LENMSL, KOUTO Ca TPe[MeT Ha 3asBIIEHIETO, WM — 0cOGEHO KOraTo IpOLeNypaTa I0 OLEHsBAHe €
IpelIpueTa B CHOTBETCTBME ¢ wieH 43, maparpad 3 — OCHIYpsiBA BB3MOXKHOCT [Ia Ce HAIIPaBY NPABIIIHA INPELCHKA Ha
KOHKPETHUSI IIPO6IIeM.

4. B cpok or 90 mHM crel ONpenesiTHETO HA IPymaTa 3a ChbBMECTHO OLEHSBAHE TS pasIiiexkKIa DOKyMEHTAlMATa, MpefcTaBeHa
CBC 3aSBIICHMETO CHITIACHO wieH 34. Ipymata 3a ChbBMECTHO OLCHsIBAHE MOXKe [a NMPeNocTaBy obpaTHa MHQOpMALMs WM Ha
TOVCKA pa3siCHEHNMe OT OpraHa, OTTOBAPsll 33 HOTU(MUMPAHUTE OPTaHM, OTHOCHO 3aSIBIICHMETO M IUIAHMPAHOTO OLEHSBAHEe Ha
MSICTO.

OpransT, OTTOBapsiill 33 HOTUQUIMPAHUTE OPIaHM, 3a€[HO C IPYIATa 33 ChbBMECTHO OLEHsBAHE, IUIAHMPA U M3BDPIIBA OLEHSBAHE
Ha MSCTO Ha OPraHa 3a OLEHSBAHE HA CHOTBETCTBMETO, KOMTO € MONAN 3asIBIICHMETO, I AKO € LeNech0oOpasHo, Ha MOMeNeHMe 1In
TIOAM3ITBIIHUTEN, Pa3nonoxeH B Chi03a MM U3BBH HETO, KOWTO LIe yYacTBa B NPOLIECA Ha OLEHABaHe Ha ChOTBETCTBUETO.

OHCHHB&HCTO Ha MACTO Ha IOJaNMs 3asBIIEHNE OpraH C€ PbKOBOOM OT OpraHa, OTToBapsll 3a HOTI/I(l)I/ILU/IpaHI/ITC OpraHm.

5. KoHcTaTaumm OTHOCHO HecrnasBaHe OT CTpaHa Ha OpraHa 3a OLICHsBaHE Ha CHOTBETCTBMETO, KOJATO € Toman 3a4BJIEHMETO, Ha
V3NCKBaHMATA 110 NPUIIOKCHUC VII ce uznarar no BpeME Ha IIpolieca Ha OLCHSBaHE U CE O6C'b)KJIaT MEXMy OpraHa, OTroBapsul 3a
HOTI/I(l)I/IHI/IpaHI/[Te OpraHu, ¥ rpymnara 3a CbBMECTHO OLIEHABAaHE, 3a HOa C€ IOCTUTHE KOHCEHCYC M a C€ HaMepy peLICHME B CHy‘laI?[
Ha pasnnyaBaliy ce CTaHOBMIIA I10 OTHOIIEHME Ha OLIEHSABAHETO HA 3asBIIEHNETO.

B Kpas Ha OLEHSABAaHETO Ha MSCTO OpPraHbT, OTrOBapsIl 3a HOTI/I(I)I/IIII/[paHI/ITe OpraHy, M3roTssg 3a OpraHa 3a OLEHABAHE Ha CbOTBET-
CTBUETO, KOWTO € MOfas 3asBIeHMUETO, CMUCHK Ha HEeChOTBETCTBUSITA, YCTaHOBEHM B pE3YNTAaT Ha OLCHABAHETO, U pe3romMupa
pesynraTa OT OLIEHABAaHETO Ha rpyrnara 3a CbBMECTHO OLICHSBAHE.

Opram)T 3a OlLIEHsIBaHe Ha ChOTBETCTBMETO, KOITO € MOfai 3asiBlieHue, NpencTaBs B ONPENENICH CPOK Ha HALMOHAIIHMA OpraH IlaH
3a Kopurmpauy 1 npeBaHTUBHUA HeCTBUSA C Le OTCTpaHABaHE HAa HECbOTBETCTBUATA.

6. B cpok or 30 mHM cien NPMKITIOYBaHE Ha OLEHSABAHETO Ha MJCTO IPyIATa 3a ChbBMECTHO OLEHSIBAHE IOKYMEHTUpA BCUYKM
OCTAaHaNy Pa3nuyaBally Ce CTAHOBMILA [0 OTHOLIEHME HA OLEHSBAHETO M M M3NpALIA HA OPraHa, OTTOBAPSILL 33 HOTHQUUMPAHUTE
OpraHm.

7. Cren Kato MOJIyuM IUIAH 3a KOPUTMpAIIN U IPEBAHTVBHU HeViCTBUS OT IOHANMs 3asiBIIeHME Oprad, OpraHaT, OTroBapsul 3a
HOTI/I(l)I/IIII/IpaHI/ITC Oprany, IpeleHsABa Haimy € HaMEPEHO IOAXONAIIO PEHIEHME 3a HECHOTBETCTBMATA, YCTAHOBEHM IIO BpPEME Ha
OlleHsIBaHeTO. B myaHa ce mocoyBa OCHOBHATa IpNYMHa 3a YCTAaHOBEHNTE HECBOTBETCTBMA M CE€ IaBa rpa(])m( 32 UBII'BJIHECHUETO HaA
BKITIOUEHNUTE B HETO MEMCTBUSL.

Cren xaro npueMeE IjiaHa 3a KOpUrMpammy u MpeBaHTVBHU IICI?[CTBI/ISI, Opra"pT, OTTOBapsIl 3a HOTI/I(I)I/[HI/IpaHI/ITC Oprany, msmpama
TO3M IUIaH M CBOETO CTAHOBMIIE II0 HETO Ha IpyIara 3a CbBMECTHO OLCHSBAHE. prnaTa 3a CbBMECTHO OLCHSBAHE MOZKE Ja M3MCKa
OT OpraHa, OTroBapsumi 3a HOTI/I(l)I/[HI/[paHI/ITe Oprany, JOIIBJTHATEITHY MOSACHEHNSA U USMEHEHNU .
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OpI‘aH'LT, OoTropapsul 3a HOTI/I(])I/I]_[I/IpaHI/ITC Oprany, M3roTBs OKOHUYATEITHUS CU TTOKJIall OT OLEHSABAHETO, KONTO CbIbpxKa:
— Pe3ynTaTuTe OT OLECHABAHETO,

— MNOTBbPKACHME, Y€ KOpUIMpalinTe 1 IMpEeBaHTUBHUTE HencTBus ca pasrnenany no nogxonsaul HauuH U, Ipu HCO6XO]II/IMOCT, ca
U3I'BITHEHN,

— BCMYKM OCTaHaIM pazinyaBalliyl c€ CTAHOBUILA C IpynaTa 3a CbBMECTHO OLCHABAHE M KOIATO € IIPUTIOKUMO,
— Npenopbpyanns 00XBat Ha IEIHOCTHTE.

8. OpraHbT, OTTOBApsIILL 32 HOTU(ULIMPAHUTE OPTaHM, NPeflaBa OKOHYATETHMS CY TOKIIAMl OT OLEHSBAHETO 1 aKO € MPUIIOXKUMO,
IIPOEKTa Ha aKTa 3a onpepernsHe Ha Komucusara, KTMV u rpynara 3a cbBMECTHO OLICHSIBaHe.

9.  Tpymara 3a CbBMECTHO OLHsABaHe NpPENCTaBs Ha KomycuATa OKOHYATENIHO CTaHOBMUIE OTHOCHO HOKIIafa OT OLEHSBAHETO,
VM3OTBEH OT OpraHa, OTTOBAPSAL 33 HOTH(UUMPAHUTE OPIAHM, M AKO € MPUIOKMMO — OTHOCHO IPOEKTA HA aKTa 3a ONpeNerIsHe,
mo 21 [mHM OT MONMyYaBaHeTO Ha Te3u HOKyMeHTH, a Kommcnsra He3abaBHO mpenasa OKOHuaTenHoto craxosyie Ha KTMIL. B cpok
OT 42 [HM OT IIOJIyYaBaHe Ha CTAHOBMLIETO HA IPyIaTa 3a CbBMeCTHO oleHsBaHe KITMJ u3nmsa ¢ nmpenopbka 10 IPOEKTa Ha aKTa
3 ompefIersiHe, KOSTO OPraHbT, OTIOBAPSALY 33 HOTHQUIVPAHNTE OPraHy, Ha[UIEKHO B3eMa IPEMBUI C OTET HA PELICHNMETO CU 33
OIIpefieNsiHe Ha HOTUQULMPAHMS OpIaH.

10.  Upes akroBe 3a M3mbnHeHne Komycnsra Moxe fa mpueMa MepKy € IOIPOOHN IPaBMIIa 33 OIpENeNsHe Ha IPOLEIypUTe I
IOKJIafIMTe 33 3asIBICHMETO 33 ONpeNesIsHe MO wieH 34 1 OLEHSBAHETO HA 3asIBICHMETO IO HAacTosums wieH. Tesn akToBe 3a
V3ITBITHEHNE Ce TPUEMAT B ChOTBETCTBHE C IIPOLIENypaTa Mo pasrilekiaHe, nocodeHa B wieH 107, maparpad 3.

Ynen 36

MocouBaHe Ha eKCIEPTH 32 CbBMECTHO OLIeHABAHE Ha 3asiBleHUs 32 HOTUdUUMPaHe

1. [IspxaBute uwineHKM u KOMucusTa MOCOUBAT €KCIEPTH, KBATMQUIMPAHM 32 OLCHSBAHE Ha OPIaHMTE 3a OLICHsBaHe Ha
CHOTBETCTBIETO B 00JACTTA Ha MEMMUMHCKMTE VM3MEINS 32 MHBUTPO MMATHOCTVMKA, KOMTO [a YUacTBAT B MEIHOCTHUTE, OCOYEHN B
yjieHoBe 35 u 44.

2. KoMmucusra DOIIbPKA CIMCHK Ha EKCIIEPTHTE, TIOCOUCHNM CHINACHO Maparpad 1 OT HACTOSALMS WIEH, 3aeHO C MHPOPMALIVS
3a TAXHATa KOHKpEeTHa OONAacT Ha KOMIETGHTHOCT M EKCIEpTHM MO3HaHMS. TO3M CIMCBK Ce MPEHOCTaBs Ha PasloNoXeHue Ha
KOMIIETEHTHNUTE OpTaHM Ha IbPKABUTE WICHKM Upe3 eNeKTPOHHATA CUCTeMa, IOCOYeHa B WileH 52.

Unen 37

E3uKOBU M3MCKBaHUSA

Bcnuky JOKYMeHTH, M3UCKBAaHM CBITIACHO uieHoBe 34 ¥ 35, ce CBCTaBAT Ha e3MK(LM), KONTO (KOMTO) Ce OINpememnsT OT
CHOTBETHATA [IbPXKaBa WIEHKA.

[pu mpunaraHeto Ha IbPBA AMHES IHPXKABMTE WICHKM PAa3MIeKIAT Bb3IPUEMAHETO ¥ M3IOI3BAHETO Ha 00MIOpasOmpaeM e3uk B
o6racTTa Ha MENMIMHATA 3a [SU1aTa COTBETHA OKYMEHTALVS JUTH 33 YacT OT Hesl.

KoMucusiTa penocTasst IPeBONM Ha [OKYMEHTALMSTA CHIIACHO WieHOBE 34 1 35 WM Ha YacTi OT Hesl Ha OQUIMATICH €3UK Ha
Cbio3a, KOUTO ca HeOOXOmMMM, 33 Ja MOXKe HOKYMEHTAIsITa fa € JIECHO pasbupaeMa 3a IpyIaTa 3a CbBMECTHO OLEHSBAHE,
OIIpelieNieHa B CHOTBETCTBHE C WIEH 35, maparpad 3.

Ynen 38

Ipouenypa 3a onpenensHe u HOTUUKALHA

1. [IbpxaBuTe 4jleHKYM MOTaT [1a OIpPEENAT eAMHCTBEHO OpraHy 3a OLEHSABAHE HA CHOTBETCTBMETO, 33 KOUTO € IIPUKIIIOUMIIO
OLIEHABAHETO MO WIeH 35 M KOUTO OTTOBApAT Ha M3MCKBaHMATa no npunoxenye VIL

2. JIppxXKaBute uneHKM yBemoMsBaT KommcuaTa u ocTaHaymuTe ObpXKaBM 4IEHKM 3 OpraHuUTE 3a OLEHsABaHE Ha CHOTBETCTBMETO,
KOMTO Ca OIIpeNeNyll, KaTo M3ION3BAT eIeKTPOHHATA CUCTeMa 33 HOTMQUUMPAHE B paMKMTe Ha (asarta NaHHM Ha HOTUQUIN-
paHuTe opraHu, paspaboteHa u ynpasissata or Komucusra (NANDO).
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3. B HoTuuKaumMsATa SCHO Ce [I0COYBA, KATO Ce M3ION3BAT KOJOBETE, NOCOYeH B maparpad 13 oT HacTosums uiteH, 0OXBATT
Ha JIEJIHOCTUTE, KaToO Ce yKa3BaT MIE/HOCTHTE IO OLEHSBAHE HA CHOTBETCTBUETO, OINPENEICHN B HACTOSILMS PEITIaMEHT, M TUIIOBeTe
V3[IeNVsI, KOUTO HOTUQUUMPAHUST OPraH MMa IPaBO [a OLEHsIBA, KAaKTO 1, Ge3 ma ce 3acsira wiieH 40, BCUUKY YCIOBMS, CBbp3aHM
C OIIpelieIIHeTO.

4. Horudukauusra ce Ipupyxasa OT OKOHUATEHUSI IOKJIA] OT OLEHSBAHETO, M3TOTBEH OT OpraHa, OTTOBAPSIL 3a HOTUQUIIN-
paHUTE OpraHM, OKOHUYATESHOTO CTAHOBMILE HA IPyNaTa 3a CHBMECTHO OLHSIBAHe, IOCOYEHa B wWieH 35, maparpad 9, u
npenopbkata Ha KTMI. Korato HoTm¢uumpamara Ipp:kasa d@ieHKa He ce choOpasu ¢ mpemopbkata Ha KIMV, Ts mpegocrass
HAJIJIeXHa 000CHOBKA.

5. bes ma ce 3acsira unen 40, HoTMMUMpalIaTa GhpxKasa wieHKa nHopMupa KoMucusra 1 OCTaHAIUTE AbPXKABU WIEHKM 33
BCUYKM YCIIOBMS, CBBP3aHM C OMNPENEIISHETO, M NpeNocTaBs HOKYMEHTHM IIOKA3aTellCTBa OTHOCHO BBBEAEHUTE MpaBuia, KOUTO
TapaHTVPAT, Ye HOTUUUMPAHMST OPraH MOMIEKN Ha PEJOBHO HAONIONeHNMe 1 Ue TOM e MPOIB/IKY N3 U3IBIIHSBA M3JCKBAHMSTA
no npunoxenne VIL

6. B cpok go 28 mgHu OT HOTMQUKALLITA, MOCOYEHA B maparpad 2, mppkasute wieHKM iy Kommcusita Morar ma OTIPaBsT
IVCMEHN Bb3PaXeHNMs, KaTO M3TBKHAT apryMeHTUTE CM MO OTHOLICHME HAa HOTM(MUMPAHMS OPraH WM HaOMIONEHMETO My OT
CTpaHa Ha OpraHa, OTIOBApSILI 33 HOTMMIMpPAHMTE OpraHuM. AKO He ObIAT OTIpaBeHM Bb3paxeHus, Komucusra myGmmkysa B
NANDO Hotn¢mrauysita B paMkute Ha 42 IHM OT JaTaTa Ha yBEMOMSIBAHETO 1 CBINIACHO maparpad 2.

7. Koraro mppzxaBa uineHka wiv KomucnsTa MOBIUIHE Bb3paXeHUs B ChOTBETCTBHE C maparpa 6, Komucusita otHacs BbIpoca
mo KITMU B cpok or 10 meHa cren m3rmuane Ha cpoka 1o maparpad 6. Crem KOHCyITamms Cbe 3auHTepecoBanmte crpann KIMU
[1aBa CTAHOBMILETO CY Hall-KbCHO B CPOK OT 40 MHM CIiell OTHACSIHETO Ha Bbhpoca mo Hest. Koraro KTMU cmsra, ue HOTMOU-
KamusTa Moxe fa Owae npyera, Kommcnsra s myémukysa 8 NANDO B cpok ot 14 gam.

8. Koraro KIMM, crenr kato e Omia KOHCYNTHpaHa B ChOTBETCTBHE C Iaparpady 7, MOTBBPHM ChIIECTBYBALO Bb3PaXeHNMe MIN
TOBJMTHE [IPYTO Bb3paxeHue, HOTUQUIMpAIATa ThP>KABa WIEHKA IPEICTaBs MICMEH OTroBOp Ha craHosuuiero Ha KITMU B cpok
oT 40 mHM OT MoNyYaBaHeTo My. B 0TroBopa ce pasriexpar MOBOMIHATUTE B CTAHOBMILETO Bb3PaKEHMA M Ce U3JIaraT MOTMBUTE 3a
pellieHNeTo Ha HOTUQUUMpAIATa IbPKABaA WIEHKA [a OIpeNeNy WK 1a He ONpeNeNy OpraHa 3a OLEHsIBAHE Ha ChOTBETCTBUETO.

9.  Korato HoTmuumpauiata gbpxasa WIEHKA peliy [a MOTBHPOM PELICHMETO CY [a ONpeNely OpraHa 3a OLEHsBaHe Ha
CHOTBETCTBIETO, KAaTO M3NOXM CBOMTE OCHOBAHMsI B ChOTBeTCTBMe C maparpad 8, Kommcmsita mybmykysa HoTuQuKaimsita B
NANDO B cpok or 14 nHM OT yBeHOMSIBAHETO CH.

10. Ipu nyGnmkysasero Ha HotTmdurammsta B NANDO Kommcmsra moGaBs B eleKTpOHHATa CucTeMa IO wieH 52
vH)OpMALMATA 33 HOTUQMKALMITA HA HOTUQULMPAHWS OpPraH 3aeOHO C JOKyMEHTHTe, NOCOYEHM B maparpad 4 oT HacTosmms
urieH, M CTAHOBMILETO Y OTTOBOPA, TMOCOYEHM B Maparpady 7 1 8 OT HACTOSILMS HIIeH.

11.  OnpemensHero cTaBa BAa/lMIHO B IeHs cjen mHyOnukysaHeto Ha Hotudukammsra B NANDO. B mybnuxysanara
HOTU(MKALMS Ce NoCouBA 0OXBATHT HA 3aKOHHATA MEHHOCT 3a OLIEHSIBAHE HA CHOTBETCTBMETO HA HOTMQULMPAHMS OpraH.

12. CbHOTBETHUSAT OpraH 3a OLEHSIBaHE Ha CbOTBETCTBMETO MOXKE Ma M3ITBIHABA (l)yHKIlI/H/ITC Ha HOTI/I(])I/IILI/IpaH OpraH CaMo ciief
KaTo OIpEACIIHETO € CTaHaJIo0 BalIMOHO B ChOTBETCTBUE C ITapar pac]) 11.

13.  Ho ... [wecm meceya om damama Ha 6Au3aHe 6 CuAd HA Hacmoauyus peznamenm] Kommcusta, upes akTose 3a
V3ITBITHEHME, ChCTaBSI CIMCHK Ha KOIOBETE M ChOTBETCTBALIMTE TUIOBETE MBMENMS C LIl 1a e Ompefeny oOXBaThT Ha JeiHOCTHTE
Ha HoTuQUUMpaHuTe opraHu. Te3n akTOBe 32 M3IBIIHEHME Ce NPUEMAT B CHOTBETCTBHME C MPOLEypaTa [0 pasriiexmuaHe, 0COUCHA
B wieH 107, maparpad 3. Komucusra, cren koHcynrammst ¢ KTMV, moxe [a akTyanusupa TO3M CICBK Bb3 OCHOBa, inter alia, Ha
MHPOPMALATA, [IOJTYYeHa OT KOOPAMHALMOHHNTE NEHHOCTH 10 WiieH 44.

Ynen 39
VimenTu¢mkanmoHeH HOMep M CIUCHK Ha HOTUPUUMPAHUTE OPraHu

1. Komucusta onpefenst MIeHTUPUKALMOHEH HOMeP Ha BCEKM HOTUQUIMPAH OPraH, 3a KOMTO HOTMQUMKALMATA CTaBa BaluaHa
chImacHo uieH 38, maparpad 11. Ts ompemens camo enMH MIEHTHQUKALMOHEH HOMep, TOPY KOTaTO OPraHbT € HOTUQUUMPAH
CbIJIACHO HAKONKO akTa Ha Cbro3a. Korato ca ycrmemHo ompeneneHy B ChOTBETCTBME C HACTOSIUMS PEINIAMEHT, OpPraHUTE,
HoTMduUMpann chrmacHo upekrmsa 98/79[/EO, 3amassar umeHTMGUKALMOHHUTE HOMEpPA, KOMTO Ca WM OIpENesieHd B
CBOTBETCTBYE C I0COYEHATA IMPEKTVBA.



C 126/40 Oduumanen BecTHUK Ha EBporeiickus cbio3 21.4.2017 .

2. Komumcusra npasn Hy6J’[I/ILIHO HOCTBIIEH B NANDO cnucbka Ha opraHure, HOTM(l)I/I[II/IpaHI/I CBITIACHO HACTOSLINS PEITIAMEHT,
BKITIOUUTETTHO OIIPENCIICHUTE UM I/IJIeHTI/[(I)I/IKaHI/IOHHI/l HOMEpa, ]ICIZHOCTI/ITC 110 OLIEHsIBAaHE Ha CHPOTBETCTBMETO, KAKTO € OIPENENIEHO
B HACTOAUIMA PEITIAMEHT, U TUIIOBETE M3MEINSA, 3a KOUTO Ca HOTI/I(l)I/IIH/IpaHI/I. OcBeH TOBa TS OIOBECTSIBA TO3M CIIUCHK U B
CIICKTpOHHATA CUCTEMA, II0COUCHA B YJICH 52. Komucusita nogobpzxa TO3M CIMCBK aKTyaJI€H.

Ynen 40
Halnronenne 1 NocienBaio oneHsBaHe Ha HOTMPUIMPAHUTE OPTaHN

1.  Horun¢uumparute opranu ysemomsar Oe3 3a0aBsiHe ¥ HAl-KbCHO B CPOK OT 15 [HM OpraHa, OTTOBApsiil 3a HOTUMLM-
paHMTe OpraHu, 3a CHOTBETHMTE IPOMEHM, KOMTO MOTAT [id OKAXaT OTPaxeHyue BbPXY CHOTBETCTBMETO € MBMCKBAHMATA 11O
npunioxkenne VII wi BbPXy CHOCOOHOCTTA MM [id M3BBPLIBAT MEMHOCTUTE N0 OLEHSBAHE HA CHOTBETCTBUETO BBB BPB3KA C
MBIIENNATA, 32 KOUTO Ca OIim OmpenereHn.

2. Opranute, OTIOBApsLM 33 HOTH(ULMPAHNTE OPTaHM, U3BBPIUBAT HAOMIONEHNE HA HOTUMUMPAHUTE OPTaHM, YCTAHOBEHM Ha
TAXHA TEPUTOPUsA, M Ha TeXHWUTE INOJENeHMs M NOOM3IBLIHUTENM, 3a Ja CE TapaHTMpa, Ye Te NPONBIKABAaT [ CraspaT
VBMCKBAHMATA U Ja MBIBIHABAT 3aIbIKEHMATA CU IO HAcCTOAmMA pernaMedt. Ilpu momcksaHe OT CBOA OpraH, OTTOBapsi 3a
HOTU(ULMPAHUTE OPraHM, HOTUQUIMPAHWTE OPIaHM IPENOCTABAT LsJlaTa ChOTBETHA MHOPMALMS M JOKYMEHTH, KOMTO Ca
HeoOXo[mMM Ha opraHa, Komucusra 1 OCTaHauTe TbpKaBy WIEHKM C LeT IPOBEpKa Ha ChOTBETCTBUETO.

3. Korato Kommcusra wumm Opra"npT Ha [IbpXKapa UII€HKa IOHAanmaT 1O HOTI/I(l)I/lHI/lpaH OpraH, yCTaHOBEH Ha TCpUTOpMATA Ha
opyra mobpxaBa 4/I€HKa, MCKaHE, CBbP3aHO C OLECHSBAHE HAa CBOTBETCTBUETO, W3BBPIIEHO OT TO3U HOTI/I(l)I/IIII/[paH OpraH, T¢
J3IpaliaT Komye OT MCKAHETO IO OpraHa, OTropapsul 3a HOTI/I(l)I/IHI/IpaHI/ITe Oprany, Ha Ta3u Opyra ObpxKasa YICHKA. CBHOTBETHMAT
HOTI/[(l)I/IHI/IpaH OpraH OTroBapsl Ha MCKaHETO 663 Ba6aBﬂH€ U Hal-KbCHO B CpOK OT 15 nHm. Opram)T, OoTropapsul 3a HOTI/I(I)I/IIII/[-
paHuTe OpraHy, Ha ObpxKapa 4YJIEHKA, B KOATO € YCTaHOBCH HOTI/I(l)]/ILII/IpaHI/lSIT OpraH, OCUIypsBa pa3rfeXIaHETO OT CTpaHa Ha
HOTI/I(l)I/IHI/IpaHI/[H OpraH Ha VMICKaHMATA, IIPENCTaBEHM OT OPraHMUTE Ha [Opyra ObpxKapa YICHKa WM OT KOMI/ICI/ISIT&, OCBE€H KOraTro
CBUIECTBYBA 3aKOHHO OCHOBAaHME TOBA [1a HE C€ HAIIpaBy, B KOITO cnyqaﬁ BBIIPOCHT MOXKE a C€ OTHECE 10 KI'MI.

4. [ToHe BemHBX TOOUIIHO OpraHure, OTroBapsuy 3a HOTI/I(l)I/lIII/IpaHI/[Te OpraHy, ouUeHsABAaT OTHOBO HaJIN HOTI/I(l)I/IL[I/IpaHI/ITC
Oprany, yCTaHOBEHM Ha CbOTBETHATA MM TEPUTOpMS, U KOraTo TOBA € Llenec1306pa3Ho — NOJEJICHMATA U NMOOMU3ITBIIHUTEIINTE, 3a
KOUTO TE3NU HOT]/[(l)I/IIIIApaHI/I Oprany OTroBapsAT, MPOOBIIKaBaT [a W3IBIHABAT WM3UCKBaHMATA WM 3aObIIKEHUATA CU IO
NIpUIIOKECHNE VII. To3n nperen BKIIoUYBa OOUT Ha MSCTO Ha BCEKU HOTI/I(I)I/III]/IpaH OpraH u npun H€O6X0]]I/[MOCT — Ha HEroBUTe
TNOHIENEHNS U ITOON3ITBIIHUTEIIN.

OpraHbT, OTTOBApSALI 32 HOTUQUIMPAHUTE OPTaHM, M3BBPLIBA CBOMTE OEMHOCTY MO HAOMIONeHMe M OLCHSBAHE CHITIACHO TOMMILICH
IUTaH 3a OLICHsIBaHe, 3a []a TapaHTHpa, ye Moxe edeKTHBHO [ M3BbPIIBA HAOMIONEHNEe Ha HEMPEKbCHATOTO Clia3BaHe OT CTpaHa Ha
HOTUQUIMpPAHNS OpraH Ha M3MCKBAHMATA 0 HACTOSMIMS pernameHT. To3M IVIAH ChIbpXKa MOTMBMPAH rpadyk 3a yecToTaTa Ha
OLIEHSIBAHETO HA HOTMQUUMPAHMSI OPraH, M IO-CIIELMANHO Ha CBbP3AHMTE C HErO IHONEIEHMS ¥ NOMM3IBIHMTENH. OpraHsr
npencrass Ha KITMU u Ha Kommcmsta romminmst cu 1iiaH 3a HaONMIOmeHMe WM OLEHsIBaHE 33 BCEKM HOTU(MUMPAH OpraH, 3a
KOJATO OTroBapsl.

5. HalmioneHvero Ha HOTMQMUMPAHMTE OPTaHM OT CTPAHA HA OpraHa, OTTOBAPSII 33 HOTMQUUMPAHMUTE OPTaHM, BKITIOUBA
OIWTHU upe3 MpeKy HAOMIOIeHMs Ha IePCOHANa HA HOTUQUIMPAHMS OPraH, BKIIOYMTENIHO NPV HeoOXOMMMOCT HA IepCOHANa Ha
TONeNeHNATa M TOOM3IBIHUTENNTE, N0 BpeMe Ha IIpolleca Ha OlEHSBaHe OT CTpaHAa Ha TO3M IIePCOHANl Ha CHUCTeMaTa 3a
yIpaBlieHNe Ha KauecTBOTO B OGEKT Ha MPOM3BOIMUTEIIS.

6.  Ipu HaOmiogeHMeTo Ha HOTM(MLMPAHUTE OpraHM, OCBIIECTBSIBAHO OT OPraHa, OTTOBAPSLI 33 HOTMQMUMPAHUTE OPraHM, Ce
B3eMaT NPEMIBI TAHHI, [IOMyYeH! OT HAf30pa Ha Ma3apa, IpoCiesBaHeTo Ha 6e30IacHOCTTa M HAA30pa CIiell MyCKaHe Ha Masapa,
3a [1a ce CTIOMOTHe 3a IaBaHeTO Ha HACOKM MO MNejHOCTTA.

OpransT, OTrOBapsil 3a HOTMULMPAHMTE OPIaHM, OCUIYpsBA CUCTEMATHYHO MpOCIeHsBaHe Ha Xambu 1 mpyra MHpOpMALs,
BKIIIOUMTENIHO OT [IPYTM IbpKaBy UIIEHKM, B KOWTO MOXe Ha € NOCOYEHO HeClasBaHe Ha 3a[(b/KEHNATa OT CTpaHa Ha MajieH
HOTU(ULIMPAH OpraH MM OTKJIOHEHNE OT yTBbPICHA MM H00pa IPaKTHKA.

7. Oprausr, OTrOBapsll 33 HOTUQUIMPAHUTE OPIaHM, MOXE B HONLIHEHNE KbM PEIOBHOTO HAOIOJECHME M OLCHSBAHETO Ha
MSCTO [1a IPaBM IpEIIeNy C KPaTKO MPEHM3BECTHE, KAKTO ¥ BHE3AIHM WM HAPOUHM IPErIeNi, aKo TOBA € HeOoOXOmMMO 3a
paspellaBaHe Ha KOHKpETEH MpoOieM MM 3a IPOBEPKA Ha ChOTBETCTBHUETO.

8. OpraHbr, OTroBapsily 3a HOTUGULMPAHUTE OPTaHM, TPABY MPEIVICH HA HAIPABEHOTO OT HOTUQUIMPAHUTE OPraHM OLEHSABAHE
Ha TeXHMYecKaTa JOKYMEHTallMs, M NO-CIIeLMATHO Ha OKYMEHTAlyATa BbB BPb3Ka C OlEHKA Ha JIC/CTBUETO Ha IPOM3BOIMUTENINTE,
KAKTO € TI0COYEHO MO-TIONPOOHO B witeH 41.
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9. OpI‘aH‘LT, OTropapsn 3a HOTI/I(I)I/[III/(paHI/ITC Oprany, HOKYMEHTMpa U PETUCTpUpa BCUYKM KOHCTATUpaHM Clly4anm Ha
HeCmaspaHe OT CTpaHa Ha HOTI/[Cl)]/ILII/IpaHI/ISI OpraH Ha M3MCKBaHMATA IO IPUIIOKEHNE VII u cnenm 3a HaBpEMCHHOTO M3ITbJIHEHNE
Ha Kopurypammy 1 MpeBaHTUBHNI He]?[CTBI/IH.

10.  Tpu romyHM crief HOTUQUKALMATA HA HOTUQULMPAH OPIaH ¥ CIIEH TOBA HAa BCEKM UETHP TONVHM OPIaHBT, OTIOBApSILL 3a
HOTU(ULIMPAHNTE OPTaHM, HA IbPXKABATA WICHKA, B KOATO € YCTAHOBEH HOTUQUIMPAHMST OPraH, M Ipylara 3a CbBMECTHO
OLIEHABAHE, ONpeNeNieHa 3a LEJMTe Ha NPOLeNypaTa 1o uieHose 34 m 35, M3BbpIIBAT LAIOCTHO MOCNEABAIIO OLEHABAHE, 33 [1a
YCTAHOBST Al HOTUQUUMPAHNMAT OPraH MPOBIXKABA [ M3IBIIHSBA M3MUCKBAHMSTA 1O mpuioxerye VI

11.  Ha Komncusara ce mpegocrassi IpaBOMOIIMETO [a IIpMeMa HEIErMpaHn aKToBe B ChOTBeTCTBME C wieH 108 3a m3MeHeHMe
Ha maparpag 10 OT HacTOSIIMS YIeH C Ll NMPOMsSIHA Ha YecTOTaTa Ha M3BBpIIBAHE HA ILUTOCTHOTO MOCIENBALIO OLEHSBAHE,
TOCOYEHA B ChLIMS Haparpag.

12.  TloHe BemHDBXK TOMIIHO IbPXKABUTE WICHKM Hokiamsar Ha Komucusara u Ha KTMU 3a peitHoctute cu mo HabmiopeHue u
OLleHsIBAHE HA MSICTO Ha HOTM(ULMPAHUTE OPraHyM M dKO € MPUIOKMMO, HA TeXHNUTE MONENEeHNs U TONM3IbIHNTeNny. [TOKIambT
ChIbPKA MHQPOPMALIMS 32 PE3YNTATHUTE OT Te3U AEHHOCTH, BKIIOUMTEIIHO OT HeiHOCTHTe 1o naparpad 7, u ce tperypa or KITIMU u
Komucusita Kato nosepureiiHa MHGOPMALWSE; TOI o0aue BKITIOUBA Pe3ioMe, 10 KOETO Ce MPENOCTaBsl MyOIueH TOCThIL.

Pestome Ha fokiiaza ce BbBeXKsa B €JIEKTPOHHATA CUCTEMA, II0OCOYEHA B YJIEH 52.

Ynen 41

Hpernen Ha M3BBHPUIEHOTO OT HOTM(l)l/ll.[l/lpaH OpraH oOueHsABaHE€ Ha TEXHUUECKATa TOKyMEHTalus M Ha
JOKyMEHTallnsATa BbB BPb3Ka C OLICHKA Ha JIeﬁCTBMeTO

1. Oprausr, OTroBapsil 3a HOTM(MUMPAHUTE OPIaHM, IPABM MPEINIEN, KATO YacT OT TEKYWIOTO HaGMomeHyue Ha HOTUGMLM-
paHMTE OpraHM, HA MOIXOMSUI OpOil OLEHSBAHNS, M3BBPLICHM OT HOTUQUUMPAHMS OpPraH [0 OTHOIICHME HA TEXHMUYECKATa
IIOKyMEHTALWsA Ha IIPOM3BOIMTENINTE, U TO-CIIELMAIIHO Ha JOKYMEHTALMATA BbB BPh3Ka C OLEHKA Ha JE/CTBUETO, C LEN NMpPOBepKa
Ha 3aKITIOUEHMSIT, HAIPABEHY OT HOTUQUMIMPAHNS OPraH Bb3 OCHOBA HAa MHQOpMALMSTA OT Ipoy3somutesis. OpraHsT, OTTOBapSILI
32 HOTM(ULMPAHNTE OPTaHM, M3BbPLIBA Te3M MPErTIeaH KAaKTO OT PA3CTOSHME, TaKa M Ha MSICTO.

2. VisBajkara OT JOCKeTa, KOMTO MOMIEKAT HA Nperief B ChOTBETCTBME C maparpad 1, ce IVaHmpa M e NpelCTABUTENHA 3a
BCUUKI TMUIIOBE M3HEINS, U TO-CIELMAHO BUCOKOPUCKOBUTE M3IENNSI, ¥ PUCKOBETE, CBbP3AHM C TAX, CCPTUPUIMPAHN OT HOTUH-
UMpaHMsl OpraH, M € HAIIeXHO OOOCHOBAHA M IOKYyMEHTMpaHA B MIIAH 33 CbCTABSHE HA WM3BAJKM, KOITO NpW INOMCKBAHE ce
npenocTass Ha pasnonoxenue Ha KTMV ot opraHa, oTrosapsiiil 33 HOTUGULMPAHUTE OPraHU.

3. OprausT, OTTOBApSIUL 32 HOTUGUUMPAHUTE OPTAHM, IPABH TPV HA TOBA NANM OUEHSBAHETO ¢ OUIIO M3BHPLIEHO MPABUITHO
OT HOTUQUUMPAHMSI OpPraH M MpPOBEPsBA IPWIOKEHUTE NPOLEOypH, CBbP3AHATA C TOBA MOKYMEHTALMSI M 3aKIIOUEHMSTA,
HanpaseHy OT HoTM¢uuupaHust oprad. [IpoBepkara 06xBala TeXHMUECKATa JOKYMEHTALMS Ha IPOM3BOIMTENS M TOKYMEHTALMSTA
My BbB BPb3Ka C OLIEHKA HA MIEHCTBMETO, BHPXY KOMTO Ce OCHOBABA OLEHSBAHETO Ha HOTMQUMUMpaHMs opraH. [Ipu mperremure ce
mznonssat OC.

4. Tlpernemmre ca M YacT OT MOCIENBALIOTO OLEHSBAHE HA HOTMQUIMpPAHMTE OpraHu ChImacHO wieH 40, maparpad 10 n
[EIHOCTMTE 3a ChbBMECTHO OLIEHSIBAHe, OCOYEHN B wieH 43, maparpad 3. [Ipernmenure ce mpaBsT, KaTo Ce M3MON3BAT MOIXOMSILIN
eKCIIEPTHN 3HaHMA.

5. Bb3 oCHOBA Ha JOKIIANMTE OTHOCHO MpErednTe U OLCHSBAHETO HAa OPraHa, OTTOBAPSIL 3a HOTUQUUMPAHUTE OPraHM, UM Ha
TPyIuTe 33 CHBMECTHO OLICHsBaHe, HAa JAHHMTe OT omcaHuTe B mIasa VII [efiHOCTM MO Hal30p HA Nasapa, MpoCIeNsdBaHe Ha
0e30MMacHOCTTa M HAJ30p CIIel MyCKaHe Ha Ia3apa WM B KOHTEKCTA Ha MOCTOSHHOTO CrelieHe Ha TeXHMYeCKMs IPOrpec, MM Ha
HabeIIsI3BaHeTO HA OMACeHVs M HOBOBB3HMKBALIM BBIIPOCH, CBbP3aHM ¢ GE30MAacHOCTTa M neiicTBueTo Ha mapermsita, KTMU moxke
Ila IpeNopbya U3BAMKNUTE, U3BbPIIBAHY CBITIACHO HACTOSILMS 4NeH, Ja OOXBALIAT MO-TONSM MM NMO-MaITbK JSUT OT TeXHMYeCKaTa
JIOKyMEHTAlsl ¥ TOKYMEHTALMSITA BbB BPb3KA C OLIEHKA HA JCIICTBUETO, OLICHSBAHM OT HOTUQUUMPAHWS OPIaH.

6.  TlocpemcTBOM aKkTOBe 3a M3IBIHEHMe KoMuCHMSTA MOXe [1a IpueMe MepKM 33 OIpeleNsiHe Ha MOMPOOHM MpaBuiia 3a
nperiiefia Ha OLEHSBAHMATAa HA TEXHMYECKAaTa MOKYMEHTAUMsi M HAa HOKYyMEHTALMsTa BbB Bpb3Ka C OLGHKA Ha MEMCTBUETO,
IIOCOYEHM B HACTOSIIMS 4IIEH, KaKTO ¥ CBBbP3aHMUTE C TOBA MOKYMEHTH M KoopuuHauus. Te3u akTOBE 3a M3ITBIIHEHME CE IPUEMAT B
CHOTBETCTBHE C IIPOLIENypaTa 10 pasrilexkiiaHe, ocodeHa B ueH 107, maparpad 3.
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UYnen 42
IIpoMenu B onpemensiHero U HOTHPUKALMATA

1. Oprausr, oTroapsi 3a HOTUQUUMpaHUTe OpraHu, uHGopmmpa Komucusra 1 pyrute IbpKaBu UIEHKM 3a BCSIKA IPOMSHA
10 OTHOILICHME HA ONPENIEISTHETO Ha HOTU(MLIMPAH OpraH.

Tpouemypure mo wieHoBe 35 u 38 ce NpuMIIarar Mo OTHOMIGHME Ha pasIMPsIBAHETO Ha 0OXBaTa Ha HeffHOCTUTE Ha HOTU(M-
LMpaHus OpraH.

3a MIPOMEHM, PA3NMUHM OT PAMMPABAHETO Ha o0xBaTa Ha HCﬁHOCTMTC, C€ npuaraT NpoUEenypure, IOCOYEHM B CIIEOBALINTE

naparpadu.

2. Kowmmenmsta HesabaHO IyOnukyBa u3MmeHeHata Hotudukauus B uHpopmaumonHara cucrema NANDO. Kommcusita
He3a6aBHO BbBEXKIA MHPOPMALMATA 3a IIPOMEHMTE, CBBP3aHM C ONMPEHETSTHETO HAa HOTU(MUMPAHMSI OpIaH, B €IeKTPOHHATA
cyucTeMa, II0coueHa B wie 52.

3. AKoO HOTI/I(l)I/lHI/IpaH OpraH peum fga IIpekpaTtn HCiIHOCTI/ITe Cl 110 OLCHSBAHE Ha CBHOTBETCTBUETO, TOM YBEIOMsBa OpraHa,
OoTropapsAnl 3a HOTI/I(l)I/[III/[paHI/ITC Oprany, ¥ 3acerHaTUTE IMPOU3BOOUTEIN BbB3MOXKHO Heu?[-61)p30, a B C]'Iy‘laﬁ Ha IUIaHMPaHO
NpeKpaTAaBaHe — €OHA rofiMHa IIpean IpEeKpaTsABaHCTO Ha HCﬁHOCﬂa. CepTI/I(l)I/lKaTI/ITe MOraT fia OCTaHaT BaJlMIHM BPEMEHHO 3a
CpOK OT HEBET Mecela CJIe[ IpeKpaTsBaHEe Ha HeﬁHOCTTa Ha HOTI/I(l)I/lHI/IpaHI/IH OpraH, Ipu yciioBue 4e Ipyr HOTI/[(I)I/IHI/IpaH OopraH
MVCMEHO € TIOTBbPINII, Y€ LIE IIOEME OTTOBOPHOCTTA 3a MBHENMATA, 00XBaHaT! OT Te3U CepTI/I(l)I/IKaTI/I. Hosusit HOTI/I(I)I/[HI/IpaH OopraH
Tp}I6Ba 71a M3BBPIIN ITBIIHO OLEHABAHE HAa M3HOEIMATA, 3aCETHATM OT M3TMYAHETO HA TO3M CPOK, NPEON M3NAaBAaHETO Ha HOBU
CepTI/I(l)I/lKaTI/I 3a Te3n YCTpO]ZCTBa. Koraro HOTI/[(l)I/IIII/IpaHI/[HT OpraH € IpeKpaTuil HeﬁHOCTTa CU, Opra”bT, OTroBapsLl 3a HOTI/I(l)I/IIII/[-
panute opraHy, OTMEHS aKTa 3a ONPEHEIIAHE.

4. Koraro opraHsT, OTTOBapsIlll 32 HOTU(MLMPAHUTE OPTAHM, € KOHCTATMPAI, Ye NaleH HOTMUIMPAH OPraH Beue He OTIoBaps
Ha VM3MCKBAHMATA, yCTAHOBeHM B mpuiioxeHve VII, mmy He M3ITbIHSBA 3aIBIKEHMSITa CM, WIM He € M3ITBIIHMI HeoOXxommmure
KOPUTMpALIY MEPKM, OPTraHbT CIIMpa JE/CTBUETO Ha aKTa 33 ONpEMENAHe, OrpaHMYaBa IO MM M3LATO MM YaCTUYHO TO OTMEHS, B
3aBMCUMOCT OT CEPMO3HOCTTA HA HAPYLIEHMETO Ha M3MUCKBAHMATA MM Ha HEM3IBIHEHMETO Ha 3agbixeHyuaTa. CpokbT Ha
CIIMPAaHETO Ha MEJICTBMETO He HAIXBBPIA eHa TOIMHA, KaTO TOJ MOXe Ha Ce YOBIIKM eIHOKPATHO C Ollle €IHa rOIMHa.

Opram)T, OTropapsul 3a Homd)mumpaﬂme opranu, He3abaBHO I/IH(l)OpMI/Ipa Komucusra un JpyruTe ObpKaBM UJIEHKM 3a BCSAKO
CllMpaHe Ha HeCTBUETO, OrpaHmMyaBaHe MM OTMAHA Ha aKTa 3a OIIpeHerIsHE.

5. Koraro HeﬁCTBMeTO Ha aKTa 3a OIIPEOEIIHETO € ) CIIPAHO MM OTPAaHMUYEHO UIINM AKTBT € 0wl OTMeHeH M3LATIO UIIN
YaCTUYHO, HOTI/I(l)I/IIH/IpaHI/UIT OpraH yBeIOMsBa 3aCETHATUTE ITPOVSBOOUTEIIN Haif-KbCHO B paMKUTE Ha 10 ITHN.

6. B ciayuait Ha orpaHnuaBaHe, CIMpaHe Ha JEICTBUETO MITM OTMSIHA Ha aKTa 3a ONpELeNsiHe OPraHbT, OTIOBAPSIL 32 HOTUQULIN-
paHuMTe OpraHu, MpeanpueMa MOIXOMSIIY MEPKH, 33 1a OCUIYPY CbXPAHEHMETO HA TOCHETATa HA CHOTBETHMS HOTUUIMPAH OpraH,
¥ TV TPETOCTaBsl HA OPTaHWTe HA APYTMTE [TbPKABM UICHKHM, OTTOBAPALIM 33 HOTUQUIMPAHMTE OPraHM, KaKTO M HAa OPraHuTe,
OTTOBapsIIM 3a HaJi30pa Ha I1a3apa, IIpU MOVCKBAHE OT TAXHA CTpaHa.

7. B ciyuail Ha orpaHuyaBaHe, CIMpaHe Ha [E/CTBMETO MIM OTMSIHA HA aKTa 3a OIpENesiHe OPraHbT, OTIOBAPSL 33 HOTU(ULN-
paHuTe OpraHu:

a) OlEHsBA MOCIENMLITE 33 CePTUQUKATHTE, UBNANEHN OT HOTUQUUMPAHUS OPIaH;

6) npenacTasd Ha Komumcusita n Opyrute ObpKaBy YJIEHKM HOKJIal C KOHCTATALMUTE CU B CPOK IO TpU Mecena OT HOTI/[(I)I/IHI/IpaHCTO
3a IIPOMEHNTE, CBBP3aHN C ONPENEISHETO;

B) M3NCKBa HOTI/I(i)I/IIII/lpaHMHT OpraH Ha crpe HeCTBMETO WM JIa OTHEME B paMKHUTE Ha pa3yMEH CpPOK, OIpPENEiIeH OT OpraHa,
BCUUYKU CepTI/Itl)I/IKaTI/I, KONTO €a M3fafeHn HEOCHOBATEITHO, € LN 1a CE OCUTypn 0e30MmacHOCTTa Ha m3penmnATa Ha 1nasapa;

I‘) BbBE€XNA B €IIEKTPOHHATA CUCTEMA, IIOCOYEHA B YIIEH 52, I/IH(l)OpMaLII/l}I BbB BpPB3Ka CbC CCpTI/I(i)I/IKaTI/ITC, 32 KOMTO e Omio
VIBVICKaHO CIIMpaHe Ha IIEJiCTBUETO UITN OTHEMAHE;

]1) I/IH(l)OpMI/[pa KOMIIETEHTHUSA OpraH 3a MEOVUMHCKUTE M3HOENMA 3a VHBUTPO MOMAarHOCTMKAa Ha JbpXKapaTa 4YJI€HKAa, B KOATO
MIPOM3BOOMTEIIAT MMa PETUCTPUPAHO MACTO Ha CTOIIAHCKa HeHOCT, Upe3 €IIeKTpOHHATa CUCTEMA, IIOCOYEHA B UJIEH 52, 3a
CepTI/l(])I/IKaTI/ITe, 32 KOUTO € OUIIo U3UCKaHO CliMpaHe Ha HEJICTBUETO MM OTHeMaHe. KoMrmeTeHTHUAT OpraH B3€Ma CbOTBETHUTE
MEpKH, KOrato € HCO6X0]11/IMO a ce usberne MOTEHLIMAJIEH PUCK 3a 3OPaBETO UIN 6e301acHOCTTa Ha MalNEHTH, HOTpe6I/ITe]'lI/I "n

mp.

8. C M3KIIOYEHME HAa HEOCHOBATEIIHO M3NANEHUTE CepTMQUMKATM M B CIy4amTe, KOrato e OO CIPSHO WM OrpaHMYeHO
MeIICTBIETO HA AKTa 33 ONpeNersiHe, CepTUQUKATITE OCTABAT BATMIHM IPY CIIEAHUTE 0OCTOSITENCTBA:

a) KOraTo OpraHbT, OTroBapsul 3a HOTI/I(l)I/IHI/IpaHI/ITC Oprany, NOTBbPOY, B PaMKUTE Ha €IVH MECEL OT CIIMPAHETO Ha HeﬁCTBMeTO
VI OrpaHNYaBaHETO, Y€ HE CHLIECTBYBA HpO6H€M ¢ 6€301aCHOCTTa MO OTHOLIEHME Ha CCpTI/[(])I/IKaTI/lTC, 3aCeTHaT! OT CIIMPAHETO
Ha JIECTBMETO WU OIpaHMYaBaHETO, ¥ KOraTo OpraHbT, OTroBapsAul 3a HOTI/I(l)I/lIII/IpaHI/ITC OpraHmu, Ha6CHC)KI/l I‘pa(l)I/IK "n
]Iel‘/JICTBI/UI, OT KOMTO €€ O4UdkBa a HOBEOAT O OTMsHA Ha CIIMPAHETO Ha ]ICIZCTBIACTO W OrpaHN4aBaHeTO; MIN
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6) KOrato OpraHbT, OTTOBAPSII 3a HOTMMLMPAHMTE OpPraHM, NOTBbPIM, Ye HSIMA A Ce W3[ABAT, M3MEHAT WM IIPeM3aBar
CepTUQUKATH, KOMTO MMAT OTHOLICHNME KbM CIIMPAHETO WM OrPAHMYABAHETO HA HENCTBMETO, [OKATO Tpae TOBA CHMpaHE WM
OTpaHMUaBaHe Ha JENCTBIETO, 1 OOSIBI Jay HOTUQUIMPAHMAT OPIaH € CrocobeH fa MPOIBIKY 1 HabIIIoNaBa U [1a OTIoBapst
38 CHLIECTBYBALINTE CePTUPMKATH, MBNANCHN 33 CPOKA HA CIMPAHETO MM OrPAHMYABAHETO. B CIIyuail ue OPraHbT, OTIOBApSILI
3a HOTMQUIMPAHUTE OPIaHM, KOHCTATHPA, e HOTUQUUMPAHMST OpIaH He € CIOCOOeH Ha MOMIbPXKa M3NANeHUTe NeiiCTBALIN
cepTUQUKATH, B CPOK [0 TP Mecelid OT CIIMPAHETO JUIM OrPAHMYABAHETO HPOMBBONMTENAT MPENOCTABSI HA KOMIIETEHTHMS
OpraH 3a MeIMIMHCKMTE W3JeNMs 3a MHBUTPO HIMATHOCTMKA Ha JbpXapaTa UJIeHKa, B KOATO € PErncCTpUpaHo MACTOTO Ha
CTONAHCKA MEHHOCT Ha MPOM3BONMTENE HAa OOXBAHATOTO OT cepruduKara M3{eNue, MICMEHO IOTBbPXKMEHME, Y€ MpYT
KBIMQUIMPAH HOTUQUIMPAH OPraH BPEMEHHO IoeMa (yHKIMMUTE [0 HAONIONeHne HA HOTUQUUMPAHNS OPraH M MPONBIKABA
[1a OTroBapsi 3a cepTUUKaTHTE 10 BpeMe HA CPOKA HA CIIMpPAHE HA NEICTBUETO WM OTPAHMUABAHETO.

9. C UBKITIOUEeHe Ha HEOCHOBATEITHO M3OaneHnUTe CepTI/I(l)I/IKaTI/I 1 B CIIy4auTe, KOIaTO aKThT 3a OIPEHEIsHE € Gun OTMEHEH,
CCpTI/I(i)I/IKaTI/ITC OCTaBaT BaJIMIHM 32 CPOK OT HEBET MeCela Py CIIEMHNUTE O6CTO$[TCHCTBHI

a) KOraTo KOMIIETEHTHMAT OpraH 3a MEOMUIMHCKNUTE M3OENnNsA 33 MHBUTPO NMArHOCTMKA HAa ObpXKaBaTa YIEHKA, B KOATO €
perncTprupaHo MACTOTO Ha CTOIAHCKa HeﬁHOCT Ha IPOV3BOOMTEISA Ha U3HOEINETO, 00xBaHaTo OT CepTI/I(i)I/IKaTa, noTBbpay, ue
HsAMa np06neM ¢ 6e30macHOCTTa [0 OTHOLICHME Ha BBIIPOCHOTO M3HENNE, N

6) mpyr HOTMQUMUMPAH OPraH MICMEHO MOTBBPIM, Ye IlE [0eMe HEeOCPENCTBEHATa OTTOBOPHOCT 33 Te3M VM3IENs U 1 TPUKITIOUN
OLIEHABAHETO UM B PaMKWTE Ha [BaHAHeCEeT MeCella, CYMTAHO OT OTMSHATA Ha aKTa 3a OMpeNeTIHe.

[Ipu ycnoBusATa, IOCOYEHM B ITbPBA aiVHes, HALMOHAIIHMAT KOMIIETEHTEH OpraH 3a MENMIMHCKUTE M3MIENMA 3a MHBUTPO
IIMarHOCTMKa Ha J(bpXapaTa UIeHKa, B KOATO € PEerMCTPMPaHO MACTOTO Ha CTONAHCKA NEfHOCT Ha IPOM3BONMTENS Ha M3HEINETO,
06XBaHATO OT CepPTUPUKATA, MOXKE [a YIBIIKM CPOKA Ha BpeMEHHATa BAIMIHOCT HA CePTUQMKATHUTE 32 TOMBIHUTEIIHU CPOKOBE OT
TPU Mecela, KouTo o0LO He MOTaT 1a HAIXBbIIAT [BAHAJeCET Mecela.

OprassT WM HOTUQUUMPAHNIT OPIaH, KOMTO e Moen (yHKIMUTE HA HOTUQUUMPAHWS OPraH, 3aCETHAT OT MPOMSIHATA, CBbP3aHA C
OIIpeNeNsHETO, He3abaBHO yBemoMsiBa Komucusita, opyruTe IbpKaBy WICHKN U OPYTUTe HOTUQUIMPAHY OPraHM 3a IIPOMSHATA.

Ynen 43
OcnopBane Ha KOMIIETEHTHOCTTAa Ha HOTUQULMPAHUTE OPraHK

1. Kommucusra, ceBMectHo ¢ KTMU, npoyusa BCcuukyM ciiyday, B KOUTO TPl Hesl Ca M3Pa3eHM ONACEHMS] OTHOCHO HENpPEeKbC-
HATOTO M3IBIIHEHNE, OT CTPAHA HAa HOTUQMUMPAH OPraH MM Ha eIHO JIIN IOBede OT HETOBUTE MIONETICHNs UM MONM3ITBITHUTENN,
Ha M3MCKBaHMSTA MO mpunoxerne VII umm Ha Bb3TIOKEHMTE UM 3ambiiKeHus. Ts mpaBu HEOOXOAMMOTO CHOTBETHMST OpIaH,
OTTOBApSILIL 33 HOTUULIMPAHNUTE OpraHu, 1a Obae MHPOPMMUPAH ¥ [a MOMYUM Bb3MOKHOCT MIa IPOYHUM Te3M OIACEHISL.

2. Tlpu noucksaHe HOTMMLMpALIATA TbpPXKaBa UIEHKA MpegocTass Ha Kommcwsta wsinata MHQOpMALMs MO OTHOLICHME HA
OIIPENeNISIHETO Ha ChOTBETHMSI HOTUQUIMPAH OPraH.

3. Kommucusara, ceeMectHo ¢ KIMM, Moxe na 3amouHe cropef ciiyyas IpouelypaTa Ha OLEHSBAaHE, ONMCaHa B wieH 35,
naparpadu 3 u 5, KOraTo MMa OCHOBATENHM ONACEHMS 33 NMPONBIIKABALIOTO ChOTBETCTBME HA [aleH HOTUQUUMPAH OpraH Mim
TOJIeNIeHNe MM TONM3IBIIHUTEN HA HOTUQUUMPAHMSL OpTaH C M3MCKBaHMsATA no mpunoxedue VII u Korato cumta, ye B
TNPOYYBAHETO HA OpraHa, OTIOBAPSIUL 33 HOTUQUUMpPAHMTE OPTaHM, Te3M ONACEHMs He ca paslieaHu IBSUIOCTHO, WIM IpH
TOVMCKBAHE OT HALMOHAIIHMS OpraH, OTTOBApsll 3a HOTMQUUMPAHUTE OpraHu. [IOKIIAJBAHETO M pe3ylITaTiTe OT TOBA OLEHSBAHe
CIieIBaT MPYHIMINTE, M3NOXeHN B unieH 35. KaTo mpyra Bb3MOXKHOCT, B 3aBMCMMOCT OT CEpPUO3HOCTTa Ha BbIpoca, Kommcnara,
ceBMectHO ¢ KTMI, Moxke 1a mowcKa OT OpraHa, OTTOBApsilll 32 HOTUQUUMPAHKUTE OPraHHM, Ja IOMYCHE y4acTye B OLEHSBAHETO Ha
MSCTO Ha Hall-MHOIO [BaMa €KCIepTM OT CIIMCBKA, ChCTaBeH CBINIACHO ujleH 36, KaTo 4acT OT IIaHMpaHuTe MEHHOCTM IO
HaOIMIONIeHNe ¥ OLICHSIBAHE B ChOTBETCTBHME C UleH 34 M KAaKTO € MOCOYEHO B TOIMUIHMS IUIAH 3a OLieHsBaHe, OMMCaH B uieH 40,
naparpad 4.

4, Korato Komucusita KOHCTaTNpa, 4e nancH HOTI/IC])I/I[II/IpaH OpraH IIOBE€YE€ HE OTroBaps Ha UBVMCKBaHMATA 3a OIpPEHEINAHE, TS
I/IH(l)OpMI/Ipa HOTI/I(l)I/lIII/lpaIIIaTa ObpXKaBa 4YJIEHKA 3a TOBAa M OTIpaBs VICKAHE ObpXKaBaTa UYJIEHKa Ha IIpenrpueMe HCO6XO]1]/IMI/ITC
Kopurmpamm MeEpKH, BKIIIOUYUTEITHO, aKO € HCO6X0]II/[M0, ClipaHe Ha HeiCTBUETO, OrpaHmnyaBaHe Wiy OTMSHAa Ha aKTa 3a
OolnpeneIsaHe.

Koraro ppxKaBata wiieHKa He NpeNmpyieMe HeOOXOMMMMTE KOPUIMpAILY MepKI, Ype3 aKTOBe 3a M3IbIIHeHMe Komucusra Moxe na
CIpe JENCTBMETO HA aKTa 3a OMNpeNeNsHe, Ja IO OTpaHMuM MIM [ TO OTMEHM. Te3u aKToBe 3a W3NBIHEHME Ce IpMUEMAT B
CHOTBETCTBIE C TPOLIEAYpPATa 110 PasryexkiaHe, ocoueHa B wien 107, maparpad 3. Komucusrta nHGOpMMpa ChOTBETHATA TbPXKaBA
uleHKa 3a pemennero cu u aktyanusupa NANDO n enekTpoHHaTa cuCTeMa, IOCOYEHA B unleH 52.

5. Komumcusra crnenu 3a ToBa 1siyata TOBEpUTEIIHA I/IH(l)OpMaIH/IH, NojIy4yeHa 10 BpeMe Ha NMPOYyYBaHETO, Ha 6’1)]16 TpeTHpaHa 110
noaxonAul Ha4MH.



C 126/44 Oduumanen BecTHUK Ha EBporeiickus cbio3 21.4.2017 .

UYnen 44
[MapTHLOPCKM MPOBEPKM U OOMSIHA Ha OUT MeX[y OpraHuTe, OTTOBapsIIM 32 HOTHUUMPAHUTE OPTAHU

1. Komucusita ocurypsisa HeoOXofmMara OpraHu3auys 3a oOMSIHA Ha OIMT ¥ KOOPIVMHALYS HA aIMMHUCTPATUBHUTE TPAKTUKM
MeXIly OpraHuTe, OTrOBapsIIIM 33 HoTUuuupanuTe opradu. Tasu oOMsiHa 06XBAlA CIICHUTE EIEMEHTI:

a) paspa0oTBaHe Ha IOKYMEHTM 3a Hail-MOOpWTe MPAKTMKM, CBbP3aHM C NEHOCTTa HA OPraHuUTe, OTIOBAPSLIN 33 HOTUQUIN-
paHuTe OpraHy;

6) paspaboTBaHe Ha IOKYMEHTU C HACOKM 33 HOTMQMUMPAHUTE OPTaHM BbB BPb3Ka C NMPUIIAraHETO HA HACTOSIINS PEITIAMEHT;
B) oOyueHue M KBanuMKalys Ha eKCIEPTHTE, IOCOUCHN B UlleH 36;

I') Ha6J'IIOHCHI/I€ Ha TEHOECHLUMUTE, CBbpP3aHM C IPOMEHU B ONPEHEIIAHETO U HOT]/I(l)IAKaIII/ﬂ/ITe Ha Homd)uunpaﬂme opranmu, un
TEHOEHUMNTE B OTHEMAHETO U IIPEXBBPIISIHETO Ha CepTI/l(l)]/[KaTI/l MEXIY TAX;

) HaONIONeHMe HA NpPWIATAHeTO ¥ NPWIOKMUMOCTTA HA KONOBeTe Ha OOXBaTa Ha IEHOCTUTE, [OCOYEHN B wieH 38,
naparpad 13;

e) pa3pa60TBaHe Ha MEXaHM3bM 3a MMaPTHPOPCKYM IMPOBEPKU MEXKIY OpraHUTE U Komucusra;

}K) METOOM 3a I/IH(I)OpMI/IpaHC Ha O6III€CTBCHOCTTH OTHOCHO IE/HOCTUTE IO Ha6HIO]I€HI/Ie U Hapg30p Ha HOTI/I(l)I/[III/[paHI/ITC opranm ot
CTpaHa Ha OpraHute ”u Ha Komucusra.

2. Opranute, OTIOBapsUM 32 HOTM(MUMPAHWTE OPIAHM, YYacTBAT B MAPTHHOPCKM MPOBEPKM HA BCEKM TPY TOMVMHM Upe3
MexaHu3Ma, paspaboTeH B chOTBeTCTBME C Maparpad 1 or Hactosuyst wieH. Te3y MpoBEPKM OOMKHOBEHO Ce M3BBPLIBAT YCIOPEIHO
ChC CHBMECTHITE OLIEHSIBAHIS Ha MSICTO, OIMCAHM B wieH 35. KaTo mpyra Bb3MOKHOCT, HALMOHATIEH OpraH MOXe 1a u30epe Te 1a
ce MPOBEXNAT KATO YaCT OT HEiHOCTUTE My 3a HabmofeHye, nocoueHn B wied 40.

3. KommcusaTa ydacTa B OpraHM3MpaHeTO M OKa3ba MOMIKPENa 3a NPUIaraHeTo Ha MEXaHu3Ma 3a MApTHbOPCKY ITPOBEPKIL.

4. KowmmcysTa u3rotes romuuieH o6o0mmasaus JOK/Ian 3a AEHHOCTUTE 0 MAPTHBOPCKUTE MPOBEPKM, HO KONTO Ce MPENOCTaBs
1yOsMueH TOCTHIL.

5. Ypes akroBe 3a u3mbiHeHMe Komycuara moxke ga mpueMe MepkM € INONPOOHM MpaBwia M NMPUITOXMMU IOKYMEHTH 3a
MEXaHM3MIUTE 32 [APTHBOPCKM NPOBEPKHM, OOYUeHMeTO M KBanuyKaiysira, mocoueHn B maparpa¢p 1 or Hacrosiums unmeH. Tesu
aKTOBE 3a VM3IBIIHEHME Ce MPYEMAT B ChOTBETCTBME C MPOLEAYpaTa Mo pasriexiaHe, mocodeHa B wied 107, naparpad 3.

Ynen 45

Koopnuuauus Ha HOTMdUUMPAHUTE OPraHM

KoMucysta ocurypsisa Ch3IaBaHETO 1M OCBLIECTBSIBAHETO HA HEOOXOMMMATa KOOPHMHALMS M CHTPYNHUUYECTBO MEXIY HOTUQUIN-
paHuTE OpraHy MON GopMaTa Ha KOOPIMHALMOHHA IPyMa Ha HOTUQUUMPAHMTE OpraHM, mocoueHa B wieH 49 or Permament (EC)
2017/... "

Hotuduuypannte opranu ChIiacHO HACTOSILNS PErNIAMEHT y4acTBaT B paboTaTa Ha Tasu rpyma.

Ynen 46
CnucbK Ha CTAaHOAPTHUTE TaKCU

HOTI/I(I)I/IL[I/IP&H]/ITC Oprany M3roTBAT CIMUCBUM Ha CTAaHOAPTHUTE TaKCU 3a M3BBPUIBAHUTE OT TAX HeﬁHOCTI/I 10 OLICHsIBAHE Ha
CBOTBETCTBMETO U NMPENOCTABAT l'[y6J'II/I"ICH HOCTBII IO TE€3U CIMUCBHLM.

ITIABA V

K/mcutpukaquu u oueHdaeane Ha coomeemcmeuemo

Pazpmen 1

Knacudukauus
Ynen 47
Knacudukanmns Ha usmenusra

1.  Uspenmara ce paspenar Ha knacose A, b, B u I, Kato ce B3emar npemsui IpelHa3sHaYeHMETO HA M3HEIMATA U NPUCHLINTE
UM puckose. Krnacudugaumsra ce u3BbpiBa B COTBeTCTBHE C Npuioxerne VIIL

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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2. Beeky crop Mexiy NpOM3BORMTEN M ChOTBETHMSI HOTUMUMpPAH OpIaH, MPOM3TUYALL OT IpuUiIaraHeto Ha npwioxenne VIII,
ce OTHAcA 3a pellaBaHe Ipel KOMIETEHTHUS OpraH Ha JbpXKapaTa 4IeHKa, B KOSTO HPOM3BONMTENAT MMa PETMCTPUPAHO MSACTO Ha
CTOMNAHCKa JEMHOCT. AKO IPOM3BOIUTENAT HAMA PETMCTPUPAHO MACTO Ha CTONAHCKa HeiiHocT B Chlo3a M BCe OlIE He € ONpemern
YII'BIIHOMOLIEH NPENCTABUTEN, BBIPOCHT Ce OTHACA NpeN KOMIIETEHTHUS OpIaH Ha [IbpKapaTa UJIeHKa, B KOSTO YITbITHOMOUIEHMSAT
TpeCTaBuTeN Mo pasmen 2.2, Bropa ammHes, Oyksa 0), MOCTeOHO Tupe OT mpwioxeHne [X MMa pErMCTpUpaHO MSCTO Ha
CTOMAHCKA JAeftHoCT. KOrato HOTMQMUMPAHMST OpraH € YCTAaHOBEH B [bPXaBa WIEHKA, pasMvHAa OT Ta3y Ha IPOM3BONMTEILS,
KOMIIETEHTHUAT OpraH NpUeMa PEIeHMETO CU, CIIel KaTo ce KOHCYNTUpa ¢ KOMIIETEHTHMS OpraH Ha [IbpXKapaTa uJleHKa, KOATO €
OIIpeNeNnmIa ChOTBETHISI HOTUQUIMPAH OpIaH.

KomnereHTHMAT opraH Ha [ObpXaBa UleHKA, B KOSTO € PErVCTPUPAHOTO MACTO Ha CTONAHCKA JEMHOCT Ha IHPOM3BOIMTEIN,
cpobmasa Ha KITMU n Ha KoMumcnsTa B3eToTO OT Hero peuieHue. PeleHnero ce mpemnoctass mpyu MOMCKBaHe.

3. Tlo nckane Ha nmbpxasa wieHKa Kommcusra, cren koHcynraums ¢ KIMM, B3ema upes akT 3a M3NbIIHEHME pPeLIEHMS IO
CIIEITHUTE BBIPOCH:

a) NpuiiaraHeTo Ha IPUITOKEHUE VIII xbM mameHo m3menue uim KaTeropus, Win rpyna m3genns ¢ Lell OIpeNeiaHe Ha KH&CI/I(l)I/[-
KanuAaTa uMm;

6) ue mameHo M3meNMe WM TPYIA M3NEMsl ce MpPeKIacuPuUMpar upes neporayst or npunoxenue VIII o npuumHu, cebpsaHu ¢
0OLIECTBEHOTO 31paBe Bb3 OCHOBA HA HOBM HAy4yHM MOKA3aTeNCTBA MIIM Bb3 OCHOBA HAa MHGOPMALs, MONydYeHa IpH
IIPOBEKIAHETO HA NEJHOCTY MO NPOCIIeHsiBaHe Ha Oe30IacHOCTTA U HaJi30p Ha Iasapa.

4. Komucmata MoxXe CBIIO TaKa, MO COOCTBEHa WHWLMATUBA U CIIEI koHcynrauua ¢ KTMU, pa B3ema upe3 akrose 3a
V3ITBJIHEHYE PELIEHNST TI0 BBIIPOCKTE, TIOCOUEHN B maparpad 3, 6yKBM a) u 6).

5. C uen ga ce rapaHTMpa eIHaKBOTO npuiiaraHe Ha npuioxenue VIII u Kato B3eMa npemBui CbOTBETHUTE HAYUHM CTAHOBMLIA
Ha CHOTBETHUTE HAy4HM KoMuTeT, Kommcusra MoxXe @la NpueMa aKTOBE 3a M3IThITHEHME, OKOIKOTO TOBA € HEOOXOmMMO 3a
paspelliaBaHe Ha BBIIPOCH, CBBP3aHM C PaslIMYHO THIIKYBaHe U C NMPUIIATaHETO Ha IMPaKTUKA.

6.  AKToOBeTe 3a M3IBITHEHMe, [IOCOUCHN B maparpadu 3, 4 M 5 OT HACTOSLMS WIEH, Ce PYeMaT B COTBETCTBHE C MPOLENypaTa
IO pasIiiexnaHe, ocoueHa B wieH 107, maparpad 3.

Paszmen 2

OueHsABaHe Ha ChOTBETCTBUETO
Ynen 48
IIpouenypu 3a oueHsBaHe HA CHOTBETCTBMETO

1. Hpenm Ia MyCHaT Ha TMasapa W3OeNne, IPOU3BOIUTENINTE OLECHABAT CBOTBETCTBMETO Ha TOBa MBHEIME CbINIACHO
NPWIOKMMHUTE ITpOLEOypH 3a OLEHSABAHE HAa CbOTBETCTBMETO, M3TIOKEHU B IIPUITOKCHMA IX —XL

2. OcseH B CrIyuauTe, CBbP3aHM C M3IENNs B CAMUTE NeueOHN 3aBeleHMs, IPOV3BETEHN ChITIACHO WieH 5, maparpad 5, mpemn
Ila TyCHaT B JIE/CTBME M3ENNME, KOETO He € IMyCHAaTO Ha Iasapa, IIPOM3BOIMTENINTE OLEHABAT ChOTBETCTBMETO HA TOBA M3MENME
CBITIACHO NPMIIOKMMMUTE IIPOLIENYPH 3a OLEHABAHE Ha ChOTBETCTBMETO, M3NOXKeHN B npytoxennsa IX —XI

3. Ilpomssomurenurte Ha u3Lenust oT Kiac D, pasnyuHm OT M3OeNusTa 3a M3CNedBaHe Ha JE/CTBUETO, NOMIEXAT Ha OLEHSABAHE
Ha CBHOTBETCTBMETO CBIJIACHO IIOCOYEHOTO B IMasa I, masa I, ¢ uskmouenne Ha paspen 5, u masa 11l or npunoxenne IX.

B pombiiHeHne KbM IIPOLIEAYPUTE, IIOCOYEHU B ITbPBA ajllyHes, 10 OTHOLICHME HA M3MIENMATA 33 CAMOTECTBAHE M TECTBAHE HA MACTO
IIPOM3BONMUTENAT CIleBa IIPOLENypaTa 3a OLEHABAHE Ha TeXHMUYECKAaTa [IOKYMEHTAlMs, YCTaHOBeHa B pasgen 5.1 or
npunoxenue IX.

B nombiHEHMe KbM IPOLELypUTE, MOCOYCHNM B IbPBA 1 BTOPA alMHesl, M0 OTHOLICHME HA ChITBTCTBALINTE M3IENMSI HOTUQUIM-
PaHMAT OpraH ce KOHCYNTMPA C KOMICTEHTEH OpraH, ONpemelieH OT AbpxXaBuTe uieHKM cbriacHo Hupektusa 2001/83/EO Ha
Esponeiickus naprnamenT u Ha Cobeera ('), um ¢ EMA, JOKONKOTO € NPMIIOXMMO, B ChOTBETCTBUE C NpOLENypaTa 10 pasuen 5.2
or npuoxenue IX.

(") Ompekrusa 2001/83/EO na Esporneitckus napnament u Ha Cbsera ot 6 Hoemspy 2001 1. 3a yTBbpKIaBaHe Ha Kofekc Ha OGLIHOCTTa OTHOCHO
JIeKapCTBEHM IPOIYKTY 3a XyMaHHa ynorpeba (OBL 311, 28.11.2001 r., ctp. 67.)
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4. HpOI/IBBO]II/ITe]'[I/ITC Ha m3fenust ot kiac D, pasnuyHy OT M3HENMATa 38 U3MUTBAHE HA HCﬁCTBMCTO,MOFaT, BMECTO ITpouLenypara
3a OLICHsABAaHE Ha CHOTBETCTBMETO, NMPUIIOKNMA CBITIACHO naparpac]) 3, ma I/I36CpaT [IpUilaraHeTo Ha OLEHSABAHETO Ha CbOTBETCTBMETO
[0 IIpuiIoKeHne X B cbueTaHMe C OleHsIBAHE Ha ChOTBETCTBUETO IO MIpUII0KEHNE XL

[lo oTHOWIEHME HA CHITBTCTBALIMTE W3OEMMSI HOTMQUUMPAHMSAT OPIaH MO-CIEHMATIHO CE KOHCYITMPa C KOMIIETGHTEH OpIaH,
OmpererieH OT IbpXKaBuTe WIeHKM B choTBeTcTBMe ¢ Impektnsa 2001/83/EO, wmm ¢ EMA, B 3aBMCHMOCT OT CITydasi, ChITIACHO
TpolIefypaTa, yCTaHOBEHA B pasen 3 oT npuioxerue X.

5. Tlo-cmemmanHo u Ge3 ma ce 3acsraT 3amBIKCHMATA [0 OPYTMTE MPOLEAYpH, MOCOYeHM B maparpadu 3 u 4, korato 3a
V3[IeNNsl, 32 KOMTO e[Ha Miy moseue pedepeHtHu nmaboparopum Ha EC ca Guim onpenenenn cbriacHo wieH 100, HoTu¢uum-
PaHMAT OpraH, M3BBPIIBALY OLEHSBAHE HA ChOTBETCTBMETO, M3MCKBA elHA OT pedepeHTHMTE Nnabopatopunu Ha EC ma mposepu upes
11a60PAaTOPHY M3MUTBAHMUS TBHPISHOTO OT TPOM3BOIMTENIS JEHCTBME M CBOTBETCTBMETO HA M3uenuero ¢ mpunoxumute OC mmm ¢
IpyruTe peleHus, u30paHM OT IPOM3BONMTEINIS, 3a [d OCUIYPU HMBO Ha O€30MACHOCT M [efCTBME, KOETO € Haif-Malko
eKBMBATICHTHO Ha MOCOYEHOTO B pasmen 4.9 or npunoxenue IX u B pasmen 3, Gyksa if) or mpunoxenue X. JTabopatopHure
V3INTBAHWS, M3BbPLIBAHM OT peepeHTHa abopatopust Ha EC, ce ChCpenoTouaBar Mmo-ClieLyaHo BbpXy aHAMTUYHATA Y TUArHO-
CTMYHATA YYBCTBUTEIHOCT, KATO Ce M3IOJI3BAT HAl-IOOpUTE HAIMYHM pedepeHTHN MaTepyani.

6. B mombiHeHMe KbM IpOLENyparTa, IPIIOKMUMA ChINIACHO maparpa¢u 3 u 4, korato He ca Hammie OC 3a M3meNnusTa OT KIlac
D 1 KOraTo TOBa € ChUIO ITbPBOTO CEPTUULIPAHE 3a TO3M THUIL M3EINe, HOTUPUIMPAHUST OPraH Ce KOHCYITHPA ChC CHOTBETHATA
eKCIepTHA Tpyna, nocodeHa B wien 106 or Permament (EC) 2017/... * BbB Bpb3Ka € NOK/IAAa Ha MPOM3BOTMTENS 32 OLEHKA Ha
[eIICTBIETO. 3a LeNTa HOTUQUIMPAHMST OPraH MPENCTaBsi OK/IANa Ha IPOM3BOMMTEIIS 3a OLEHKA Ha MNEICTBUETO HA eKCIIEPTHATA
Ipyna B CPOK OT IeT OHY OT NOJy4aBaHeTo My OT mpomssomuters. Ilon HaOmopmeHuero Ha Kommcusara chOTBeTHUTE eKCIEpTH
[[aBaT MHEHNE, B ChOTBETCTBME C pasmen 4.9 or mpwoxerne IX wm pasmen 3, Gyksa if) or mpunoxenue X, B 3aBUCHMOCT OT
CIIyyasi, mpel HOTUQUUMPAHVS OPIaH B PaMKUTE Ha CPOKOBETE 3a [aBaHe Ha HAYYHO CTAHOBMIIE OT peepeHTHaTa raboparopys
Ha EC, KaKTo € mocoueHo B CbOTBETHUTE PA3MENN.

7. Tlpomssonurenmre Ha uapenmst oT Kiac C, pasnmuuHyM OT M3LENMATA 33 U3NUTBAHE Ha MEJCTBUETO, NOMJIEXKAT Ha OLEHABAHE
Ha CBOTBETCTBMETO CbIacHO nocoueHoro B miasy I m III or mpunoxenme IX, BKIIIOUMTENHO OLEHsSBaHE Ha TEXHMUYECKATa
IIOKYMEHTALMsl CBIJIACHO IIOCOYEHOTO B pasuenyu 4.4—4.8, OT CBIIOTO NPUIIOKEHME, HAa Hail-MAJIKO €IMH IIpeACTaBUTeNeH
obpaseL| OT KaTeropysi Menus

B mombiHeHne KoM IPOLEAYPUTE, IIOCOUYEHN B IILPBA allMHes, 10 OTHOLIEHME Ha MU3MIENMATA 33 CAMOTECTBAHE VM TECTBAHE Ha MSACTO
IIPOM3BONMUTENAT CJleBa IIPOLENypaTa 3a OLEHABAHE Ha TeXHMUYECKAaTa [IOKYMEHTAalUMs, YCTaHOBeHa B pasgen 5.1 or
npuoxenue IX.

B mombiHeHne KbM IPOLEAYpUTe, IOCOYEHN B IIbPBA 1 BTOPA AJlMHEs, 10 OTHOMIEHNE HA CHITBTCTBALINTE V3OENNMS, HOTUQUIN-
paHMAT OpraH CiefBa 3a BCAKO M3MENVe MPOLeNypaTa 3a OlleHABaHEe Ha TeXHMYECKaTa OKYMEHTAlVs, IPeBMUIeHa B pasfen 5.2 oT
npunoxenue IX, u npunara npouenypara 3a oOLeHsABaHE Ha TeXHMUYECKaTa JOKYMEHTaLys, NpefsuaeHa B pasgenn 4.1 — 4.8 or
npuoxenne [X, KaTo ce KOHCYNTUPAa C KOMIIETEHTEH OpraH, ONpelesieH OT AbpXKABuUTe WIEHKM B ChOTBETCTBME C [IMpeKTyBa
2001/83/EO, wm ¢ EMA, B 3aBMCHMOCT OT CITyuast, ChITIACHO MPOLENypata mo pasmen 5.2 or npuioxenue [X.

8.  Ilpomspomutenure Ha m3menmust or knac C, pasnmmMyHM OT M3[ENMATAa 3a V3NMTBAHE HA MEJCTBUMETO, MOTaT, BMECTO
TpOLIefypaTa 3a OLEHSBAHE HA CHOTBETCTBIMETO IO Maparpad 7, ma u30epaT MpUIIAraHeTo Ha OLEHSBAHETO HA CHOTBETCTBUETO IO
npwioxenue X B CbueTaHMe C OLEHABAHE HAa CBHOTBETCTBMETO MO IpwiloxeHue XI, ¢ M3KIIIOYEHME Ha pasfiesl 5 OT ChLIOTO
TIPUIIOXKEHME.

ITo OTHOLICHNE HA CHITBTCTBALMTE M3NENNs HOTHQUUMPAHMST OPraH IO-CIIELMATHO BbB BPb3Ka C BCSIKO M3IENNe ce KOHCYITHPA C
KOMIIETEHTEH OpraH, ONpeesieH OT IbpKaBuTe WieHKN B chorBercsye ¢ Hupekrusa 2001/83/EO, wm ¢ EMA, B 3aBucumoct or
CITyyasi, ChITIACHO NpONENypaTa, yCTaHOBeHa B pasfen 3, 6yKBa K) OT npunoxenue X.

9.  Ilpomspongmrenute Ha M3LENMS OT KJac B, pasimmuHy OT M3penmsTa 3a M3NUTBAHE HA [EJCTBUETO, NOMJIEXKAT HA OLEHSABAHE
Ha CBOTBETCTBMETO CBINIACHO I0COueHOTO B mnpwmnoxenye IX, masu [ n I, BKmountenHo oneHsBaHe Ha TeXHMUYECKATa
[OKYMEHTALVsI ChINIACHO pasmeny 4.4— 4.8 OT ChLIOTO MPUITOXEHMe, HA TMOHE MH MpefCcTaBuTeNleH 00pasel OT KaTeropust
U3IENNS.

B nmombnHeHne KbM NpOLENypuTe, IOCOUEHN B ITbPBa allyHesl, O OTHOLIEHME HA M3MIENATA 3a CAMOTECTBAHE M TeCTBaHE Ha MSCTO
TIIPOM3BONMUTENIAT CJle[iBa IpOLEAypaTa 3a OLEHsABAHE HA TeXHMUECKaTa HOKYMEHTalys, YCTaHOBeHa B pasgen 5.1 or
npunoxenue IX.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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10.  Tlpowsogmrenute Ha M3HeNUs OT Kiac A, pasiMYHM OT M3JENMATA 33 UBNUTBAHE HA MENCTBMETO, NEKIIapuMpaT ChOTBET-
CTBMETO Ha NPOIyKTUTE CU upe3 usfasane Ha EC geknapanms 3a CHOTBETCTBME 110 4ileH 17, crlem KaTo ca M3TOTBIMIIM TeXHMUECKATa
IoKyMeHTauus 1o npuinoxenus II u IIL

Ako obaue Te3u M3NENNs ce MycKaT Ha a3apa B CTEPUITHO ChCTOSIHME, TPOM3BOIMTEIIAT MPUIIara MpoleaypuTe 1o npunoxeue IX
win XL YyacTuero Ha HOTMMUMpPAHMSI OpPraH Ce OIpaHMYaBa [0 ACIEKTUTE, CBHP3AHM C YCTAHOBSBAHETO, TAPAHTUPAHETO U
TOIABPKAHETO HA CTEPUITHM YCIIOBML.

11. [To oTHOWIEHME Ha U3HENMATA 38 MBIUTBAHUS Ha JIEVCTBUETO Ce npuiarat M3MCKBaHNATA, YCTAHOBEHN B UJIECHOBE 57—77.

12.  [IbpxaBaTa uneHKa, B KOSTO € YCTAHOBEH HOTMQMUMPAHMAT OpPraH, MOXKEe IIa M3MCKBA BCUMKM MIM OIpEIeNeHN
IIOKYMEHTM, BKITIOUMTEIIHO TeXHMUeCcKaTa OKYMEHTalus, HOK/IauTe OT OOMTH, OLEHABaHe M MPOBEPKM BbB BPb3Ka C IIpoLeAypute
no naparpa¢u 1—10, ma Gbuar HamMuHM Ha oduimarneH(Hy) e3uk(uy) Ha Cbi03a, OMpENeNeHN OT Ta3M IbpXKaBa WIEHKA. AKO
HSIMa TAKOBA M3NMCKBAHE, IOCOYEHNMTe JOKYMeHTH TpsiOBa 1a Obmar HAMMuHM Ha ofyumareH e3uk Ha Cbro3a, IPUEMITUB 33 HOTUU-
LMpPaHNs OpIaH.

13.  Ypes axroBe 3a m3mbiHeHMe Komucusara Moxe fa ompenesis MORpoOHNUTE MPaBMiTa M MPOLELYPHNTE aCIEKTH € Lie Aa Cce
TapaHTVPa XapMOHM3MPAHOTO NpUIIAraHe OT HOTUQUUMPAHMTE OPIAHM Ha NPOLEIypUTE 33 OLCHSIBAHE HA CHOTBETCTBMETO IO
OTHOILIEHNE Ha CIIEITHNUTE ACTEKTH:

a) 4ecTOTaTa ¥ B3eMAHETO Ha M3BAIKM IIPU OLEHSBAHE HA TEXHMUECKATa NOKYMEHTALMs Bb3 OCHOBA HA NPEACTABUTENHM 06pasiiy
ChITIACHO pasnien 2.3, TpeTa aymmues oT npuioxenue IX u paspgen 3.5 or npunoxenne IX 3a mspenmsara or knac G

6) MMHMMAJIHATa Y€CTOTA Ha BHE3AITHUTE OIUTU HA MSCTO M M3NUTBAHMATA HA 06pa3u1/[, KONTO C€ M3BHPIIBAT OT HOTI/I(l)I/IIH/IpaHI/ITC
Oprany B CbOTBETCTBME C pa3Hern 3.4 or MPUITOKEHNE IX, KaTo €€ OTUMTAT KIIACHT B 3aBMCHMOCT OT PMCKA U TUIIBT MBHEIINE,

B) YeCTOTAaTa Ha B3eMaHE HA M3BAfKM OT MPOM3BENEHMTE M3HENVS WM MapTUOy M3HEemust OT Kiac D, KouTo ma ce M3mpaTaT Ha
pedepentra maboparopust Ha EC, ompemenena cbrmacio wier 100 B cpotserctsue ¢ pasgen 4.12 or npunmoxenne IX n
pasgen 5.1 or npunoxenne XI; umm

1) ¢usnueckute, NMAOOPATOPHUTE WM IPYIUTE MBMUTBAHMS, KOMTO HOTM(MUMPAHMTE OpraHM TpsOBa D4 M3BHPLIBAT U
VM3MUTBAHMATA Ha 0Opa3lM, OLEHSBAHETO HAa TEXHMUECKATA NOKYMEHTALWS M M3CIEABAHETO HA TUIA ChINIACHO pasgermu 3.4
1 4.3 or npunoxenne IX u npunoxennue X, pasnen 3, 6yksu €) u x).

AKTOBETE 32 M3ITBIIHEHUE, NIOCOUEHN B MbPBA AIMHES, Ce [PUEMAT B CHOTBETCTBHME C NPOLENYpaTa M0 PasmiexraHe, MOCOYeHa B
wien 107, naparpad 3.

Ynen 49
Yuacrue Ha HOTHPUUMPAHUTE OPraHU B NPOLETYPUTE 32 OLEHSABAHE HA CHOTBETCTBUETO

1. Koraro mpouenypara 3a OLEHSBAHE Ha CHOTBETCTBMETO HAJIara Y4acTMETO HA HOTUQMUMPAH OpraH, MPOM3BOIMTENAT MOXKe
[ia TIOmaje 3asiBICHMe DO HOTMQUIMPAH OPraH MO CBOI M300p, Py yCIoBue ue M3OPaHMAT HOTUQUIMPAH OpraH ¢ OmpefeNeH Aa
VM3BBPILIBA [EIHOCTUTE 110 OLIEHSIBAHE HA CHOTBETCTBIMETO BbB BPB3KA ChC CHOTBETHMTE TUIIOBE M3HEIMs. [IpOV3BOIMTEINST He MOXe
[la MONaBa eHOBPEMEHHO 3asBICHNME 1 O HPYr HOTM(MIMPAH OpraH 3a eHA ¥ Chlid MPOLENypa 3a OLEHSIBAHE Ha CHOTBET-
CTBUETO.

2. CoOTBETHMSIT HOTUQUIMpPAH OpraH MHYOPMUPA Upe3 EIEKTPOHHATA CHCTEMA [0 B WICH 52 OCTAHANUTE HOTUQUIMPAHU
OpraHM 3a BCEKM IPOM3BONMTEII, KOITO OTTEINN 3asIBIICHMETO CH NPEIy B3EMAHETO HA PEIICHME OT HOTUQUUMPAHWS OPIaH BbB
BPB3Ka C OLIEHABAHETO Ha ChOTBETCTBMETO.

3. Koraro rnomasar 3asiBlieHMe [0 HOTMQUUMpPAH OpraH Io naparpad 1, MpOM3BONMTENNMTE 3asBSBAT HAIM Ca OTTENIAIIN
3asIBIIEHMETO CU JIO [IPYT HOTUQUMUMPAH OpraH Ipedy B3EMaHETO HA PElleHMe OT BHIPOCHMS HOTUQUUMPAH OPraH M NPENOCTaBsT
MHQOPMALIMS 33 BCSIKO TPEIXOIHO 3asBJICHNME 32 CIIOTO OLCHSBAHE HA ChOTBETCTBMETO, IO KOETO € OMIT IIOCTAHOBEH OTKA3 OT
[IPYT HOTUQUIIMPAH OpraH.

4.  Hotnduumpanusr opraH MOXe [a M3UCKBA BCAKAKBA MHGOPMAlVsl WM JaHHM OT NPOM3BOIMTENS, HeOOXOmMMM 3a
TPaBIIHOTO M3BBPIIBAHE Ha M30paHaTa IpoLETypa 3a OLEHSBAHEe Ha CHOTBETCTBUETO.

5. Hotmduimpanute opraHu u TeXHUST MEPCOHAN OCHUIECTBSBAT MEHHOCTUTE IO OLEHSBAHE HA CHOTBETCTBMETO C HAIl-BUCOKA
CTeleH Ha TMPOQECHOHANIHA TIOYTEHOCT M ¢ HeoOXOMMMATa TeXHMYECKA M HAyYHA KOMIIETEHTHOCT B CHOTBETHAaTa OONACT M He
Tpsi0Ba 11a ca 00eKT Ha HMKAKbB HATUCK, HUTO JIa TONy4aBaT KaKBUTO U [a 6MIto 0bmaru, 0coOeHo GMHAHCOBM, KOUTO GMXa MOTIH
[1d MOB/IMSAT HA TSIXHATA IIPELieHKa MIM Ha Pe3yJiTaTire OT TeXHUTE [EIHOCTY IO OLeHsIBAHE HA CHOTBETCTBHUETO, NO-KOHKPETHO
10 OTHOIIEHME HA JIMLA WV TPYIN C MHTEPEC OT pe3yJITaTuTe OT Te3U HEIHOCTH.
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Ynen 50
MexaHu3bM 3a KOHTPOII Ha OLIEHABAHETO HA CHOTBETCTBMETO Ha M3[eNnus oT Kiac D

1. Horuuumpanusr opraH yBemoMsiBa KOMIICTEHTHMSI OPTaH 3a M3[afleHUTE OT HEro cepTMQUKATH 3a M3menus ot kiac D, ¢
VM3KITIOYEHME Ha 3asBIICHMATA 3a JOMbIHEHUE WM TMOITHOBSIBAHE HA CHLICCTBYBALIM CEPTUQUMKATH. YBEIOMSBAHETO CE M3BBPIIBA
ype3 eNeKTPOHHATA CUCTeMa N0 WieH 52 ¥ BKIIIOYBA MHCTPYKLMMTE 3a yroTpeba, mocoueHyu B pasmen 20.4 oT mpuioxenue I,
Pe3loMeTo BbB BPb3Ka C O€30MIACHOCTTA M HEVICTBMETO CHIIACHO WieH 29, NOKIAfa OT OLEHSBAHETO HA HOTH(MLMPAHNS OPraH u
KOIaTo € MPUIIOKIMO — OT JIA00PaTOPHITE M3INUTBAHMS M HAYYHOTO CTAHOBMIIE Ha pedepeHTHaTa abopatopus Ha EC cbriacko
wieH 48, maparpad 3, BTOpa anuHesl, KaKTO 1M KOTAaTO € NPWIIOXKMMO — OT MHEHMSITA, M3PA3CHU B CHOTBETCTBHUE C WieH 48,
naparpad 4 or excreprure no wien 106 or Permament (EC) 2017/... *. B ciyuait Ha pasimuHy MHeHMsI Ha HOTUQUUMPAHUS
OpTaH M Ha eKCIepTUTE Ce BKITIOUBA ¥ ISIOCTHA 0OOCHOBKA.

2. KommereHTHMTE OpraHu, M KOIaTo € NpuioXuMo — KoMmmcusaTa, MOraT npy OCHOBATENIHYM ONACEHMA [a Hpusarar
IOIBITHUTEIIHY TIpOLeypu B choTBercTBue ¢ wieH 40, 41, 42, 43 wm 89 u ako ce cMeTHe 3a HeOOXOMMMO — Ja B3eMar
TNIOAXOAALIM MEPKM B CHOTBETCTBME C uneHose 90 u 92.

3. KI'MU, u korarto e MpUIIOKUMO — Komucusra, Morar Nnpy OCHOBATEIIHM OMAacCHMA Oa TOMUCKAT Hay4yHO CTaHOBUIIEC OT
€KCIIEpTHUTE I'PYIN BbB BPb3Ka C Ge3onmacHOCTTa U HEJCTBMETO Ha JaleHo U3HeNue.

Ynen 51
Ceprudukary 3a CHOTBETCTBIE

1. Ceprudukarure, u3nameHy oT HOTMMIMpanu oprauu cwrnacHo npumoxennst IX, X u X1, ca Ha opuimaneH e3uk Ha Cbro3a,
OTIpelieNieH OT [IbpKaBaTa UIeHKA, B KOSTO € YCTAHOBEH HOTM(MUMPAHMST OPraH, MM Ha oduumaneH e3uk Ha Cbio3a, MPMEMINB
32 HOTM(UUMPAHHUs OpraH. MYHUMAIIHOTO ChIbPXKAHME HA CePTUPUKATHUTE € ycTaHOBeHO B mpunoxerue XIL.

2. Ceprudukarute ca BAIMIHM 33 YKa3aHMs B TSAX CPOK, KAaTO TO HE HANXBBPI mer romuui. [1o MckaHe Ha MPOM3BOIMTENLS
BAJIMIIHOCTTA Ha CepTMMKATa MOXE [Ia Ce YIBIIKM 33 IOIBIHUTEIIHM CPOKOBE, BCEKM OT KOMTO He HAIXBBPIS MET TONMHM, Bb3
OCHOBA Ha IOCNIEABAILO OLEHABAHE CHINIACHO IIPMUIIOKMUMUTE NPOLENYPU 3a OLEHABAHE Ha CHOTBETCTBYMETO. BCAKO MONBIHEHME KbM
CepTUQUKAT OCTaBa BAIMIHO O M3TUYAHE HA BANMIHOCTTA HA ChOTBETHUS CEPTUQUKAT.

3. HoTuduumparute opraHM MOraT A HaylaraT OrPaHMYEHMS] BbB BpPb3KA C IpEIHA3HAYEHNETO HA JANEHO M3ENIMe IO
OTIpeleNieHy TPYIN MaUMeHTH MM MOTPeOUTeNM MM [a M3MCKBAT OT MPOM3BOMMTEINTE [a U3BBPIIAT KOHKPETHM MPOYYBAHMS 33
IpoCIesIBaHe HA JECTBUETO CIIeN IIyCKaHe Ha I1asapa B ChOTBeTCTBME ¢ yacT b ot npunoxenue XIII.

4. Koraro HOTMQMUMPAH OpraH yCTAHOBM, ue IPOM3BOMMTEIIAT € IpECTaHal fa OTIOBaps HAa M3MCKBAHMSATA 110 HACTOSILVS
PeINaMeHT, Bb3 OCHOBA Ha IPUHIMIA HA MPONOPLMOHAIHOCT TOM CIMpa HEHCTBUETO MM OTHEMA M3TAleHMsi cepTUdMKaT Mim
Hajara OIpaHMYEHMs BbPXY HEro, OCBEH KOraTo CHOTBETCTBMETO C M3MCKBAHMATA CE OCUIYpY 4Upe3 MNOAXONAIO KOPUrMPalIo
[IefiCTBIe, KOETO MPOV3BOMMTEIIST NPeMIpyeMa B PAMKITE Ha MOIXOJISLL CPOK, ONpeelieH OT HoTuduuypanus oprad. Horudmum-
PaHMST OpraH 00OCHOBABA PEIICHUETO CH.

5. Horuuumpanusr opraH BbBeXia B €TIeKTPOHHATA CMCTeMa MO wieH 52 BCsika MHGOPMALIS, CBHP3aHA C M3MAleHWTe
CepTUMKATH, BKIIOUMTENIHO TEXHUTE M3MEHEHNMS M JONBIHEHNs, KaKTO M 3a CepTUQMKATUTE, YMETO HEICTBUE € CIPSIHO WM
KOMTO Ca BB3CTAHOBCHVM WIIM OTHETM, WM UMETO M3IABAHE € OTKA3aHO, KAKTO M 3a OrpaHuueHmsTa Ha ceprudukarure. Tasu
MHQOpPMALS € TOCTBIHA 32 OOLIECTBEHOCTTA.

6.  Ha Kommucusara ce mpegocrassi IpaBOMOLINMETO A IIpyeMa JelIerMpaHn akTose B choTBeTCTBUE ¢ wieH 108 3a M3MeHeHue Ha
MIHIMAITHOTO ChIbpPXKaHMe Ha ceprudukarure 1o mpunoxenye XII, KaTo OTYMTa TEXHUUECKMS TIPOTpPeC.
Ynen 52
EnekTpoHHa cucTeMa 32 HOTM(UUMPAHUTE OPIaHU M 32 CepTUPUKATUTE 32 CHOTBETCTBUE

3a uenuTe Ha HACTOSUIAS PEITIAMEHT CiemHaTa MHpopMaimsi ce cpOmpa m obpaborsa cbrmacHo wien 57 or Permament (EC)
2017/... * B eNeKTPOHHATA CHCTEMA, Ch3NATeHa CHITIACHO TOCOUCHIS UIIeH:

a) CIMCBKBT Ha TNIONEJIEHMATA 10 WieH 33, maparpad 2;

0) CIMCHKBT Ha eKCIepTHTe N0 WieH 36, maparpad 2;

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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B) MHQPOPMAUMATA OTHOCHO HOTUMKALMATA MO uieH 38, maparpad 10, u m3MeHeHMTE HOTUGUKAUMM, [IOCOUEHM B WieH 42,
naparpad 2;

I) CIMCBKBT HA HOTUQUUMPAHUTE OPraHM 10 ureH 39, naparpad 2;
) pe3toMeTo Ha HOKnama 1o uieH 40, maparpad 12;
€) HOTMQUKALMUTE 32 OLEHSIBAHETO HA CHOTBETCTBUETO M cepTudukaryure 1o uneH 50, maparpad 1;

X) CllyyauTe Ha OTHEMaHe WM OTKa3 MO 3asBleHMsTa 3a ceprudurary mo wien 49, naparpap 2 u pasgen 4.3 or
npunoxenue VII;

3) MHQOPMALMATA OTHOCHO cepTu¢yKaTuTe Mo uneH 51, naparpad 5;

M) PE3IOMETO BbB BPb3Ka C OE30IaCHOCTTA U [EICTBUETO MO uiieH 29.

Ynen 53
CMsiHa Ha HOTHQUUMPAHNA OPTaH MO XKeJTaHUe HA MPOU3BOIUTEILS

1. B crmyuanTe, KOTaTo MPOM3BOIMTEN MPEKPATH TOTOBOPA CY C HOTMULIMPAH OPraH M CKINIOMM JOTOBOP C IPYT HOTUQUIMpAH
OpraH BbB BPb3KA C OLEHSIBAHETO HA CHOTBETCTBUETO HA CHLIOTO M3feNNe, MONPOOHNMTE MPaBuiIa 33 CMSIHATA HA HOTUQUUMPAHMS
OpraH sICHO Ce OIpEIeNAT B CIOpa3yMeHNe MeXMy IPOM3BOIMTENS], BCTBIBALMAS HOTUQUUMPAH OPraH M KOTATO € BB3MOXKHO,
HOTU(ULMPAHNUS OPTaH ¢ M3THUaLy npasomolyst. Tosa cropasyMeHye 06XBalla Haji-MalKo CIEIHNTE aCTIeKTH:

a) Jarara, Ha KOSTO CCpTI/I(l)I/lKaTI/ITC, M3OageHn oT HOTI/I(l)I/IIII/lpaHI/IH Opra C M3TUYaIN IIPaBOMOLINS, CTABAT HEBATIVITHI;

6) [arara, 10 KOATO I/l]]eHTI/I(l)I/[KaHI/[OHHI/I}IT HOMEp Ha HOTI/I(I)I/IIII/[paHI/ISI Oprad € M3TMYalyM MpaBoOMOLINS MOXKE Ha 61)]16 I10COYBaH
B I/IH(l)OpMaHI/ISITa, NpenocTaBsHa OT IIPOUSBOOUTETIA, BKIIIOUNTEIIHO B PEKIIAMHUTE MaTepUay;

B) NPEXBHPIISIHETO Ha TOKYMEHTUTE, BKITIOUMTEITHO aClIEKTUTE BbB BPB3Ka C IMOBEPUTEITHOCTTA U IpaBaTa Ha CO6CTB€HOCT;

I) [aTata, Ciel KOSTO 3afauuTe IO OLCHSBAHE HA CHOTBETCTBMETO HA HOTUQMUMpAHMSI OPIaH C M3THYALIM MPABOMOLIMS Ce
IPETOCTaBST HA BCTHIBALINS HOTUULMPAH OpraH;

I) MOCICOHMS CEpUMEH HOMEP WM HOMEP Ha MApTMNATa, 3a KOMUTO HOCH OTTOBOPHOCT HOTMQMUMPAHMSAT OpraH C M3THYAIIM
IIPaBOMOIINS.

2. HOTI/I(I)I/ILU/IP&H]/IS{T Oprad C M3TM4aly IIpaBoOMOUIMSA OTHEMa CepTI/l(l)I/IKaTI/lTe, KOUTO € u3mai 3a CbOTBETHOTO M3IEINE, Ha
JaTaTa, Ha KOATO T€ CTABAaT HEBAJIMOHU.

Ynen 54
Heporaums oT npouenypure 3a OleHsBaHe Ha CbOTBETCTBUETO

1. Ypes meporaumst oT uieH 48 u Ipu HalIeKHO OOOCHOBAHO JMCKAHE BCEKM KOMIIETEHTEH OPraH MOXKE [Ia Pa3pelliyt MyCKaHeTo
Ha Iasapa MM IIyCKaHETO B JIC/ICTBME HA TePUTOPUATA HA CHOTBETHATa [bpXaBa WIEHKA Ha MalleHO M3HENMe, 3a KOETo
TPOLIEIypyTE 10 MOCOUEHNST UIIeH He Ca MPOBENeHN, HO YMsITO yroTpeda e B MHTepec Ha OOLIECTBEHOTO 31pase iy Ge30macHoCTTa
WIM 3[IPABETO Ha NaLMEHTUTE.

2. [Ibpxasata wieHka nudopmmpa Kommucysra m ocraHanuTe IbpXKABM WICHKM 32 BCSAKO pelleHMe 3a paspellaBaHe Ha
IyCKAHETO Ha [1a3apa MM MyCKAaHeTO B [IefCTBYe Ha M3eNNe B ChOTBETCTBHE C raparpad 1, KOrato paspelieHMETO ce IpeToCTaBs
3a ynotpeba, pasniyHa oT ynorpebata Ipy eNMH MALIIEHT.

3. Cnen yBemoMsBaHe 10 maparpad 2 OT HACTOSLMS WIeH, B M3BBHPETHM CIIyuyal, CBbP3aHM C OOLIECTBEHOTO 3[pase MM
0e30MacHOCTTa WM 3[paBeTo Ha MauyeHTute, KoMmcusara Moxe upe3 akToBe 3a M3MBIHEHME [a PasUIMPM 3a OrPaHMUYEH CPOK
BAJIMIHOCTTA HA Pa3pellieHNETo, IIPeOCTABEHO OT IbpKaBa WIeHKa B ChOTBETCTBHE C Naparpad 1 oT HACTOSLS YlleH, Taka ue [a
o6xsate Teputopysra Ha Cbio3a, 1 @ OIPENeNsl YCIOBMSTA, TP KOUTO M3MENMETO MOXe 1a Ce IyCKa Ha I1a3apa Wi B [eiiCTBue.
Te3u akTOBE 3a M3ITBIIHEHUE CE IIPYEMAT B CHOTBETCTBME C IIPOLEMyparTa 10 pasIexyane, ocodeHa B wien 107, naparpad 3.

B criemHy criyvan M mpy HaIIeXHO 0GOCHOBAHM HATIOXMTENHM MPUYMHY BHB BPh3KA ChC 3MPABETO M Ge30MACHOCTTa Ha XOpaTa,
Komucusita npyeMa akToBe 3a M3IbIHEHME ¢ He3a0aBHO MPUIOXEHME B CHOTBETCTBME C MPOLENypaTa, MocoueHa B wied 107,
naparpad 4.
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Ynen 55
Ceprudukar 3a cobonHa npomaxba

1. 3a menuTe Ha M3HOCA M NO MCKaHe Ha NPOM3BOIMTEN WM YITbTHOMOLIEH MNpEHCTaBUTeNl AbpKapaTa UileHKa, B KOATO
TIPOM3BOMMTEIISIT MM YITBITHOMOLICHMSIT MPEICTABUTENl MMa PETMCTPUPAHO MSCTO HA CTOMAHCKA MEHOCT, M3[aBa cepTuduKar 3a
cBoboHa mpomnax0a, ¢ KOMATO ce yHOCTOBepsiBa, Ye MPOM3BOMMUTEIIAT WIIM YIIbIHOMOUIEHUSIT PEICTABUTEN, CIIOped CIyyas, MMa
PETMCTPUPAHO MSICTO HA CTONAHCKA [E/HOCT HAa HejfHa TepuTopus M Ye CBOTBETHOTO m3lenye ¢ Mapkuposka ,CE“, HaHeceHa
CBITIACHO HACTOSIIMS PErJIAMEHT, MOXe [Ia ce mpefniara Ha nasapa B Cblo3a. B ceprudukara 3a csobonHa npomax6a ce mocousa
6azoBusar UDI-DI Ha u3nenyeto, KakTo ¢ IpemnocTaBeH Ha 6azata manuu 3a UDI cbriacHo unen 26. Korato HOTMUMUMpaH Opran
e u3man cepTUUKAT ChITACHO wieH 51, B ceprudukara 3a cBoOOmHA mpomaxk0a ce NOCOYBA YHMKATHUAT HOMep 3a MICHTU(U-
LIMpaHe Ha cepTUPUKATA, U3NANEH OT HOTMQMIMPAHUS OpraH, ChIIacHO asa II, pasnern 3 or mpunoxenve XIIL

2. Ypes akrose 3a m3mbiaHeHye Komucusara Moxe fa ycraHOBM oOpaselr Ha cepridukatute 3a cBOOOIHA Mpopax0a, Kato B3eMe
TpefBII MeKIyHAPOIIHATA MPAKTHKA 10 OTHOLIEHNME HA M3MON3BAHETO Ha cepTUMKATUTE 3 cBOOOIHA mpomaxk6a. Tesy akToBe 3a
VM3ITBITHEHNE Ce NMPUEMAT B ChOTBETCTBHE C IPOLEypaTa M0 KOHCYNTUpaHe, NpesuieHa B unex 107, naparpad 2.

ITIABA VI

Kaunuunu dorazamencmea, OUEHRA HA deilicmeuemo u usnumeanud Ha delicmeuemo
Ynen 56
OneHKa Ha IeViCTBMEeTO M KIIMHUYHM TOKa3aTeJICTBa

1.  TOTBbpXNAaBAHETO HA CHOTBETCTBMETO C IPWIOKMMHUTE OOIIM M3UCKBAHMS 32 O€30IACHOCT M MEHCTBME, YCTaHOBEHN
B IPWIOXKEHME |, MO-CIelmanHO OTHOCHO XapaKTepUCTMKMTE Ha MEJICTBMETO, MocouyeHM B Inaea I u pasgen 9 oT mpuioxeHue I,
IpM HOPMAIHYM YCIOBMS HA YMOTpeOa HA WMBNENMETO MO IpelHA3HAYeHMe, KAKTO M OLEHKATA Ha B3aMMOMENCTBUETO(SITA) 1
KPBCTOCAHATA(MTe) peakuysi(M) M Ha IPUEMIIMBOCTTA HA ChOTHOLIEHMETO MEXKIY PUCKA U INON3UTE, KAKTO € NOCOYeHO B pasmer 1
u 8 oT npunoxenue I, ce OCHOBaBaT Ha Hay4YHa BAJIMHOCT, AHAIUTMYHY NaHHU M [NaHHU 3a KIMHMYHOTO NEJCTBME, OCUTYpPSIBAILM
IOCTaTbYHY KIIMHMYHY HOKA3aTeNICTBA, BKIIIOUMTENIHO, KOTaTO € IPUIIOKMMO, CbOTBETHUTE NaHHM, TocouyeHn B npumoxenue L

HpOI/IBBO]II/ITCHHT YTOUHABA 1 000CHOBaBa HMBOTO Ha KIMHWYHUTE JIOKa3aTeriCcTBa, H€O6XOIII/IMI/I 3a TOKa3BaHE Ha CHOTBETCTBME C
NIPUIIOKUMUTE O6IHI/I M3UCKBAHMA 32 O€30IaCHOCT U neicrBue. HUBOTO Ha KIIMHMYHUTE [I0Ka3aTescTBa TpH6Ba Oa € nomxomsuo
NpenBUIl XapaKTEPUCTUKUTE Ha M3HEIIMETO Y HETOBOTO IIpEIHASHAYEHUE.

3a Tasu uen MpOM3BONUTENNUTE MIIAHMPAT, U3BbPIIBAT M HOKYMEHTUPAT OLEHKA HA ME/CTBUETO B CHOTBETCTBME C HACTOALIMSA UJIeH
u vact A or npunoxenue XIIIL

2. Knuununnte mokasarencrsa MOIKpPENAT MpeaHa3HAYCHUETO Ha M3OCTIMETO, KOETO € OCKIIapypaHO OT MPOM3BOOMUTENA, U C€
OCHOBaBaT Ha HEIPEKbCHAT ITPOLEC Ha OLEHKA Ha HelCTBMETO, NpoTHYalll ChITIACHO INIaHa 3a OLEHKa Ha MeiCTBUETO.

3. B cporBercTBMe ¢ HacTOSWMS WieH M 4acT A oT mpuinoxenue XIII, mpy oueHKaTa Ha JEMCTBMETO Ce ClIa3Ba OIpererieHa
METOJIONIOTMYHO M3IbpKaHa MpoLenypa 3a HOKa3BaHe Ha:

a) Hay4HaTa BaJMIHOCT;
6) aHAIMTUYHOTO [ENCTBHE;
B) KIIMHIYHOTO JeVCTBYE.

HaHHUTe M 3aKITIOYEHMSTA OT OLEHSIBAHETO HA Te3M €JIeMEHTH ChCTABIISIBAT KIIMHMYHUTE [IOKA3ATENICTBA 3a TOBA M3MIEIe.
KruyusmTe moKasatencrsa TpsiBa a MOTBbPKIABAT HAYYHO, PEHBHI ChBPEMEHHNMTE IOCTVIKEHMS B MEIULMHATA, Y€ ThpCeHaTa
(ute) knuHMuHa(M) momza(u) mwe Obme(aT) mocTMrHaTa(m) U Ye usnenuero e GesonacHo. KiMHMYHMTE TOKA3aTesICTBA, M3BENEHU OT
OLICHKATA Ha MEHCTBMETO, MPEHOCTABST HAYUHO BAMMAHM TApaHUMM, Ye Ca CIaseHM MPWIOKMMMUTE OOLM M3MCKBAHMS 33
0€30MacHOCT M [ECTBIE, TIOCOUEHY B MPUITOKEHME [, TPy HOPMAITHM YCTIOBUSL Ha ymoTpeda.

4.  Tlposexmar ce M3NMUTBAaHMS Ha KIIMHUYHOTO HENCTBME B CHOTBETCTBME C YacT A, pasmen 2 or npunoxenue XIII, ocseH ako e
HaIUIEXHO ONPaBIaHo J1a Cé Pa3uyuTa Ha APYTM M3TOUHMLM Ha [aHHM 3a KIMHUYHOTO JEHCTBHUE.

5. TaHHMTe 3a HayyHaTa BAJIMIHOCT, JAHHUTE 3a AHAJIUTMYHOTO HEHCTBME M NAHHUTE 33 KIMHUYHOTO HEJiCTBUE, TAXHATA
OLIeHKA M M3BEIEHUTE OT OLICHKATa KIMHUYHM JIOKA3aTeNCTBA ce MOKYMEHTMPAT B JOKNafia 3a OLCHKA Ha MHENICTBUETO, MOCOYEH B
vact A, pasgen 1.3.2 or npunoxenue XIII. JlokmambT 3a oueHKa Ha NEACTBMETO € 4acT OT TeXHMYeCKaTa IOKyMEHTalus,
nocoueHa B npunoxenue II, BbB Bpb3Ka CbC CbOTBETHOTO M3HEINE.
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6.  OueHkaTa Ha Me/CTBMETO M IOKYMEHTAalUMATa BbB BPb3Ka C Hes Ce aKTyalM3upaT Mpe3 LeENmusl eKCIUIOAaTalMOHEeH CPOK Ha
CBOTBETHOTO M3J€NNe C JaHHUTE, MOTY4YeH! OT M3IBIIHEHMETO Ha INTaHa Ha IIPOM3BOMMTENA 3a MPOCIeNsABaHe Ha JEHCTBUETO CrieN
IIyCKaHe Ha 11a3apa B CbOTBETCTBUE C uacT b or npuoxenue XIII 1 nyana 3a Hag30p Cied MycKaHe Ha nasapa 110 uiieH 79.

JloKITamsT 3a OLEHKA Ha MeiicTBuero 3a m3pmerusira oT knac C u kimac D, ce akTyanusupa npu HeoOXOMMMOCT, HO Haii-Majko
BENHBX B TONMHATA C JaHHNTE, [OCOYCHM B IIbPBA anyHes. PestommpaHara MHQGOpMauusi BbB Bpb3Ka C 0Oe30IacHOCTTa ¥
IeIICTBIETO ChINIACHO wieH 29, maparpad 1 ce akTyanusmpa BbB Bb3MOXKHO Hall-KpaThK CPOK, KOTaTo ¢ HEOOXOMMMO.

7. Koraro e Heo6xomMMO [a ce TapaHTMpa eIHAKBOTO mputaraxe Ha npunoxenne XIII, Komucusra, Kato oTdmra HammexHO
TEXHUUECKSI U HAaydHMs! TPOTpec, MOXe [a MPKMEMa aKTOBE 3a M3ITBIIHEHME, OKOIKOTO TOBA € HEOOXOMMMO 3a paspelaBaHe Ha
npobremMu, CBBP3aHM C PA3NINYHOTO THIKYBAHE M NPWUIAraHETO HAa MPAKTMKA. Te3y akToBe 3a M3ITbIIHEHME Ce NPUEMaT B
CHOTBETCTBHE C IIPOLIENyPaTa MO Pa3riexkuaHe, nocoueHa B uneH 107, maparpad 3.

Ynen 57
OO0uM M3UCKBaHUSA N0 OTHOLIEHME HAa U3NMUTBAHUATA HA NeIICTBMETO

1. IIpoM3BORMTENAT rapaHTMpA, e M3NEIMETO 3a M3IMTBAHE HA MENCTBMETO OTrOBapsi Ha OOLIMTE M3MCKBAHMS 32 GE30MACHOCT
¥ JelICTBIE, YCTAHOBEHY B IPWIIOXeHNMe I, ¢ M3KIIIOYEHMe Ha acmektute, OOXBAHATH OT M3IMTBAHETO Ha MEIICTBUETO, U Ye IO
OTHOIIEHME HA Te3M ACHEKTVM Ca B3eTM BCHUKM MpEOIa3HM MEPKM 3a 3aKpWia Ha 30paBeTo M Oe30MacHOCTTa HA IMALVEHTa,
noTpebuTeNst U OpyruTe JINIA.

2. Koraro e uenecb0bpasHO, M3MMTBAHUSATA HA JE/CTBUETO ce IMPOBEXMNAT B YCIOBUS, CXONHM C HOPMalHNUTE YCIOBMS Ha
ynotpe6a Ha M3HETMETO.

3. VanuTBaHMSTA Ha HEHCTBMETO Ce INIAHMPAT M NPOBEXKIAT MO TAKBB HAUMH, ue MPaBaTa, Ge30MACHOCTTA, JOCTOMHCTBOTO U
071aroChCTOSIHMETO HA YYaCTHMIMTE B Te3) M3MUTBAHMS HA NEHCTBUETO Ca 3aIUMTEHM M MMAT IPUOPUTET Mpel BCSKAKBHM IPyTH
VIHTEpeCH, a MOJTyUeHNUTe TAHHN Ca Hay4HO M3TbPKAHM, HaleXIH! M CTaOMITHIL

M3nuTBaHMsATa Ha JIE/CTBUETO, BKITIOUUTEITHO Te3U, Npu KOUTO C€ U3IOJI3BAT OCTaHAaIN Hp061/1, CE IIpOBEXKIAT B CbOTBETCTBUE C
NPUIOKUMOTO IIpaBo 3a 3alllyTa Ha JaHHUTE.

Ynen 58
JombTHUTETHM U3UCKBAaHMSA 3a HAKOM M3NMTBaHUSA Ha JENCTBUETO

1.  Bcsko usnurtBaHe Ha MIENCTBUETO:
) TpM KOETO Ce M3BBPIIBA MHBA3MBHO B3cMaHe Ha NPOOY COMHCTBEHO 33 LEMTE HA M3IMTBAHMATA Ha JEVCTBUETO;
0) KOeTO ce SIBBA MHTEPBEHIVOHAIIHO M3IMTBAHE HA KIIMHUYHOTO [ENCTBUE CITIACHO OTPeETIENIeHNeTO B WieH 2, Touka 46; mn

B) npy IPOBEXKTAHETO Ha KOCTO €€ M3BbPHIBAT ONBIIHUTEIIHM MHBA3MBHU MNPOLCOYypU UM KOCTO HOCKU TIPYyIM PUCKOBE 3a
Y4aCTHMLNTE B U3NNTBAHNATA,

OCBEH ue OTrosaps Ha M3uckBaHusATa 1o wied 57 u npunoxenne XIII, ce mumanmpa, paspewasa, HpoBexkna, PermcTpupa u
JIOKJIa[Ba B CbOTBETCTBUE C HACTOALINMA 4ileH, uileHoBe 59—77 u npunoxenue XIV.

2. WsnutBaHMATa Ha [EHCTBMETO, BKIIIOYBALIM CBITBTCTBAIM M3NETMSA, Ce IOOYMHSABAT HA CBIIMTE M3MCKBAHMS KaTo
VBIMTBAHMATA Ha meficTBueto, m3bpoern B maparpad 1. Topa He ce mpmyara 3a M3MMTBAHMATA HA [EVICTBMETO, BKITFOUBALIM
CBITBTCTBALM M3[IENNS, NMPY KOMUTO Ce M3ION3BAT CAMO OCTAHANM MPOOM, HO KOMIICTCHTHUSAT OpraH Ce YBENOMsBAa 3a TaKMBa
U3MUTBAHMSL.

3. M3nurBaHusTa Ha MENCTBUETO MOMJIEXAT Ha npernen Ha CbOTBETCTBMETO C HAYUHUTE M €TUUYHUTEC CTAHOAPTU. HpernenLT Ha
CbOTBETCTBUETO € €TMYHUTE CTAHOAPTU C€ M3BBPIIBA OT KOMUCHSA II0 €TMKAa B CbOTBETCTBME C HALIMOHAIIHOTO IMPaBoO. HBp)KaBI/ITe
YICHKN TrapaHTypar, 4e MNPOLENypuTe 3a Iperied OT KOMUCUUTE IO €TMKa Ca CbBMECTMMM C IIPOLENYpUTE, YCTaHOBEHU B
HaCTOAIIMSA PETIIAMEHT 3a OLICHSIBAaHE Ha 3asBJICHMETO 3a pa3pelICHNE Ha UIMUTBAHE Ha HeicTeueto. B nperiena Ha CbOTBETCTBUETO
C €ETMYHUTC CTAHIAPTU ydacTBa Hali-MaJiko eIMH HeCIelMasnCT.

4. Koraro CIIOHCOPBT Ha MBNUTBAHE Ha HEiCTBUETO He € YCTaHOBCH B Cpro3a, TOM rapanTupa HaJM4uneTro Ha (l)I/IBI/IlIeCKO nim
IOpnan4ecko Jimie, YCTaHOBCHO B Cmosa, KOCTO € HErop MpeaCcTaBUTEIl. To3u MPEOCTaBUTENl € OTIOBOPEH 3a CIIa3BaHETO Ha
3aIb/IKEHNATA Ha CIIOHCOpA CBITIACHO HACTOALIVS PEIrNIaMEHT M € aJpecaT Ha BCUYKU C'I)O6H.[CHI/I$I 3a CIIOHCOpa, NpEenBUIEHN B
HacTroAmus periiaMeHT. Bcsiko CT)O6].L[€H]/I€ IO MPENCTaBUTEIS CE€ CUMTA 3a C'I:O6HI€HI/IC 110 CIIOHCOpa.
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H'])p)KaBI/ITC YJIEHKM MOraTt ja M36epaT I1a HE IpuJIaraT Irbpsa aJiMHes MO OTHOLIEHME Ha UBNUTBAHUSA Ha ]ZICI?ICTBI/ICTO, KOUTO 1€ Ce
MIpoBeXKOAT CaMO Ha TAXHA TEPUTOpPUSA MM Ha TAXHA TEPUTOpPUSA M Ha TEPUTOPUATA Ha TpETa ObpXKaBd, aKO TapaHTUpaT, 4e
CIIOHCOPBT MMa — II0 OTHOLUEHME Ha HAJ€HO M3NUTBAHE Ha HCi[CTBI/[eTO — Hall-MaJiko €0HO JMIE 32 KOHTAKT, YCTAHOBEHO Ha
TsAXHA TEPUTOPUS, DO KOIOTO Aa €€ agpecupar NpEOBUOCHUTE B HACTOALLNS PEIIIAMCHT C'I)O6IIICHI/IH 3a CIIOHCOpa.

5. ManurBaHe Ha MEICTBMETO, KAKTO € MOCOYEHO B maparpad 1, Moxe ma Obie MPOBENEHO CAMO aKO Ca M3IBIIHEHM BCHYKM
YCII0BMS HO-TIOIY:

o
=

U3IUTBAHETO Ha MENCTBUETO 3aBUCU OT pa3penienmne ot H’bp)KaBaTa(I/lTe) ‘lﬂeHKa(l/l), B KOﬂTO(KOMTO) me 61:-]16 U3BBPUICHO
MBIUTBAHETO Ha MEJICTBMETO, B ChOTBETCTBME C HACTOSILINS perinaMeHT, OCBEH aKO HE € ITIOCOYECHO TIpYyTo;

6) KOMUCHA MO €TMKa, Cbh3dafcHa B CHOTBETCTBMEC C HALIMOHAIHOTO IpaBO, HE € [ajla OTPULATEIIHO CTaHOBMILE BbB BPbB3Ka C
U3MUTBAHETO Ha MEJICTBMETO, KOETO € BAJIMIHO 3a IsilaTa Obp2KaBa 4JICHKa CbITIACHO HETHOTO HAllMOHAJIHO npaBo;

B) CIIOHCOPBT MIIM HETOBMST IPECTABUTES MM JIMLE 33 KOHTAKT ChIIACHO maparpad 4 e ycraHoBeH B Cbio3a;

I) YSA3BMMMTE IPyImM OT HACENEHMETO M VHOMBUIYalHUTE YYAaCTHMLM Ca MOOXOMSIIO 3alIMTEHM B CBHOTBETCTBME C
yrieHoBe 59—64;

]1) OYaKBAaHUTE IIOJI3Y 3a YUAaCTHULINTE MIIN IIOJIBUTE 3a O6ILICCTB€HOTO 3[IpaBe OIpaBOaBaT NPEOBUOVIMUTE PUCKOBE U Hey]IO6CTBa,
KaTo ce€ M3BbpILIBA ITIOCTOSIHHO Ha6J'IlO]1€HI/IC Ha CbOTBETCTBMETO C TOBA YCIIOBUE;

€) YYaCTHMKBT WM, aKO TONl He MOXe [a Mane MHQOPMMPAHO CHITIACKE, HETOBUST 3aKOHHO ONpefeNieH MPECTABUTEN, € Mail
MHPOPMIPAHO CITIACKE B CHOTBETCTBHE C WIEH 59;

X) Ha YUaCTHMKA WM, aKO YUACTHMKBT HE MOXKe Ma [ajie MHPOPMUPAHO ChITIACHE, HA HETOBYS 3aKOHHO OIpENeNieH MPeCTaBUTeN
ca 6UIM NPENOCTABEHM JaHHMTE 33 KOHTAKT Ha 00Opa3syBaHMe, KBIETO MOXe fa Oble MONyueHa NOIBIHUTEIHA UHPOPMALIWS B
CITy4ait Ha HeOOXOmMMOCT;

3) MpaBOTO HA YYACTHMKA HA QU3MYECKA M ICHXMYECKA HENPUKOCHOBEHOCT, HA JIMUeH XMBOT ¥ HA 3AIIMTA HA JaHHUTE,
OTHACSILM CE IO Hero, B choTBeTCTBME ¢ [dupektusa 95/46/EO, e rapanTupao;

V) UBIMTBAHETO HA MEICTBUETO MMa 3a LN [ CBefe [0 MUHMMYM OONKata, OMCKOMQOpTa, CTpaxa ¥ BCSKAKBB IPYT MPEIBUINAM
PUCK 33 yuacTHNMKA, a MPETENHMSAT PUCK M CTENCHTA HA NMPUUMHEHMS QU3MYECKM NMCKOM(OPT ca M3PUUHO ONpEHerieHU B
IUTAHA HA M3IMTBAHETO HA MIEICTBUETO ¥ Ce HAOMIONABAT HEIPEKbCHATO;

1) MEMMIMHCKUTE TPYKM, [IOTATAHM 33 YYACTHMKA, € OTTOBOPHOCT HA MIONXOMSIIO KBATMQUUMPAH JIeKap WM, KOraTo TOBA €
Lernecb00pasHo, Ha BCSKO IPYTO JIMIE, ONPABOMOIIEHO CHITACHO HALMOHANIHOTO MpaBO [a IONara MOZOOHM IPUKM 33
TNAUMEHTHTE B YCTIOBMS HA M3NNMTBAHE HA JIEMCTBMETO;

K) Ha y4yaCTHMKa WM, KOraTo € INpUIIOKMMO, Ha HETOBMSA 3aKOHHO OIIPEeNICH IPENCTaBUTENl, HE € OKa3BaHO HEIPaBOMEPHO
BIIMSTHUE, BKITIOUUTEITHO OT (1)]/[H3HCOBO €CTECTBO, 3a 1d y4acTBa B M3INTBAHETO Ha HECTBUETO;

) mpy HEOOXOMMMOCT ca OMIM MPOBETEHM TECTOBE 32 OMOTIOIMYHA OE30MAaCHOCT, OTPa3sBALIM HAil-HOBUTE HAYYHM HOCTMXEHMUS,
¥ BCSIKAKBY [IPYTH TECTOBE, KOMTO Ce CMSITAT 33 HeOOXOIVUMM pEIBI MPEIHA3HAYEHUETO Ha U3MEINETO;

M) 3a MBMUTBAHMS Ha KIIMHUYHOTO JIEHCTBUE € ) TOKa3aHO AHAJIMTUYHOTO nef/lcmne, KaTo ca B3€TM NPEOBUI CbBPEMEHHUTE
TOCTUXKEHUS;

H) 38 MHTEPBECHUMOHAIIHATE WBIUTBAaHMA Ha KIIMHUYHOTO HeicTBue e ouo HOKa3aHO aHAJIMTUYHOTO HENCTBUE U HayyHaTa
BaJIMAHOCT, KaTO Ca B3€TU MpPEOBNUI CHBPEMEHHUTE TOCTUKEHUSA. Ako HayyHaTa BaJIMOHOCT Ha CBIIPTCTBAIINTE MBHEIINA HE €
YCTaHOBEHA, C€ IPENCTaBsl HaydyHaTa 000CHOBKA 3a M3IION3BAHE Ha 6MOMapK€pa;

0) JOKa3aHa € Oura TexHuMYeckaTa O€30IACHOCT Ha M3OEIIMETO II0 OTHOLIEHME Ha yHOTpe6aTa My, KaTO Ca B3€TU IpEOBULL
CbBPEMEHHUTE TOCTUKEHMS, KaKTO U paanope]]6me B oOnacTTa Ha OesomacHuTe ycioBus Ha TpyHd M NPEIOTBPATABAHETO Ha
3JIOIIOITYKI;

1) M3IBIIHEHU ca M3UCKBaHMATA 1o npunoxenue XIV.

6.  BcekM yuacTHMK WM, aKO YYaCTHMKBT He MOXe 13 [ane MHQOPMMPAHO CbITIACMe, HEIOBUAT 3aKOHHO OINpeMesieH
TIPENICTABUTEN, MOXKe, Oe3 TOBa 1a My HABPEM IO KAKBBTO M Jia OMIIO HaumH M Ge3 1a My ce Haara Jia 1aBa KakKBOTO U f1a €
0bsICHEHMe, [1a Ce OTTErTM OT M3MMTBAHETO Ha MEHCTBIMETO IO BCSKO BpeMe, KATO OTTENTM CBOETO MHPOPMMpAHO chriacue. bes ma
ce 3acsra upektusa 95/46/EOQ, oTTersiHeTo Ha MHPOPMUPAHOTO ChITIACHE HE 34CATa Beue M3BHPLICHUTE HEMHOCTH, HUTO
M3ION3BAHETO Ha [JAHHMTE, [IOJIyUeHY Bb3 OCHOBA Ha MHQOPMMPAHOTO ChITIACUE TPEII HETOBOTO OTTEITISHE.
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7. M3cnenosarensar e nuie, yHpaXxHsBallo npoc])ecml, KOATO € IIpM3HaTa OT CbOTBETHATa [IbpXKaBa UIE€HKA KaTO [1aBalla My
NpaBoO Ha M3IIBIHABA (1)yHKIII/II/lTe Ha M3CJiemoBarell, Thil KaTo IpuTexKasa H€06XOHI/IMI/IT€ Hay4YH) 3HaHMSA M ONUT B obnacrra Ha
TpVZKUTE 3a TAUVEHTUTE WIIN na60paT0pHaTa MemuuyHa. OcTaHamusIT NepCOHal, y4yacTBall B ITPOBEXIaHE Ha M3INUTBAHETO Ha
HCi[CTBI/ICTO, Ma MNoaXxoasiaa KBa]’lI/I(l)I/IKaHI/IH 3a JM3IBIIHEHME Ha BB3JIOXKEHUTE MY 3amauy], IPENBUI HETOBOTO 06pa303aﬂme,
06)7‘16}{]/[6 WM OIIUT B CHOTBETHATA OOJIACT Ha MEIMIMHATA M 10 OTHOILIEHME HAa METOIOJIOrMATA 3a KIIMHUYHUTE U3CIICIBAHVIS.

8. Koraro e nenecbo6pasHo, MecTaTa 3a NMPOBEXMNAHE HA M3IMTBAHETO HA HEHCTBMETO, B KOETO y4acTBar jmua, TpsbBa mga ca
TOIXOISLIY 32 M3MUTBAHETO HA HEHICTBMETO U [a Ca CXOIHM C MECTATa, B KOMTO M3IIENMETO e NMPEIHA3HaueHo 3a ynorpela.

Ynen 59
Vudopmupano coriacue

1. VuopMmmpaHOTO ChbIllacue € B ICMeHa (opMa, C fara ¥ NOMMNC HA JIMIETO, MPOBEXKMALIO PasroBOPA, IOCOUEHO B
naparpad 2, Gyksa B), M Ha YYaCTHMKA, MIIM, KOT4TO YYaCTHMKBT He € CIOCOOEH IIa Jaje MHQOPMMPAHO ChITIACME, HA HErOB
3aKOHHO OIpefIesieH MPEICTABUTEN, CIIel KaTo TOi € Ol HafyeXHO MHPOPMUPAH B CHOTBETCTBHE C mMaparpad 2. AKO yYaCTHUKET
HE € B ChCTOSHME [d IIIe, ChITACKE MOXe 1a Oble MaleHO M 3aMMCaHO MOCPENCTBOM MOIXOMSIIM aNTEepPHATHBHM CPENCTBA B
IIPUCECTBUETO HAli-MaJIKO HA €IVH HE3aBMCMM CBUIETE. B TO3M CIyuail CBMIETENAT MOMNMCBA M CIIara JaTa Ha IOKyMeHTa 3a
uHpopMupaHo chbrmacue. Ha yuacTHMKA JIM, KOTaTO yYacTHMKBT He ¢ CIocobeH [a fame MH)OPMMPAHO ChITNAcHe, HA HEroB
34KOHHO OIIPEleNeH MPEICTABUTEN Ce MPENOCTaBs, B 3aBICUMOCT OT CIydasi, KOMMe OT JOKYMEHTa MM 3alica, ¢ KOWTo e 6uio
[aneHo MHGOPMUPAHOTO chbrmacue. IHPOPMMPAHOTO ChINacKe ce HOKyMeHTHpa. Ha yuacTHMKA MM HErOBIS 3aKOHHO OIIpeleNeH
TPEJICTABATEI Ce MPETOCTaBst JOCTATHYHO BPeMe, 3a 1a OOMICIIN CBOETO PELICHME 33 YUaCTHe B M3IMTBAHETO HA NEHCTBUETO.

2. Undopmanmsra, npenocTaBeHa Ha YYaCTHMKA MIIM, KOTATO yYaCTHMKBT HE € CIOcoOeH Ma fame MHQOPMMPAHO ChITacKe, Ha
3aKOHHO OMNpeNesieHns My MPEICTABUTEI 3a LENNUTe Ha MOTy4aBaHe Ha HETOBOTO MHQOPMMPAHO ChITACHe:

a) MO3BONISIBA HA yYaCTHMKA MITM Ha HETOBUS 3aKOHHO OIpefiesieH MpecTaBuTe a pasbepe:
i) ecrectBOTO, LiENNTE, NO3MTE, MOCIIEANINTE, PUCKOBETE M HENOCTATHLMTE HA M3IMTBAHETO HA JENCTBUETO;

11) npaBaTa Ha y4aCTHMKA M rapaHOMUTE II0 OTHOWICHME HAa HEroBaTa 3alluTa, M B YadCTHOCT HErOBOTO IIPABO Ha OTKAaXeE Ha
y4dacTBa U IIPaBOTO Ha C€ OTTEINM OT UBNMUTBAHETO Ha HEICTBUETO TI0 BCAKO Bpeme n Ge3 ToBa @ My HaBpeny 110 HSAKaKbB
HauyMH, n Ges I1a My C€ Hajlara fa HnaBa O6}ICH€HI/IC;

iii) ycrmosusira, mpu Kouto TpsGBa ma ce MpoBeHe M3MUTBAHETO HA HEHCTBIMETO, BKIIOUMTENTHO OYAKBAHATA MPONBIIKUTETHOCT
Ha y4acTMETO Ha y4YacTHMKA B TOBA M3MMTBAHE; KAKTO U

iV) Bb3MOKHUTE ANITEPHATVBM HA JIEUEHUETO, BKITIOUMTEIIHO IOCIIENBALINTE MEPKMU, B cnyqai[ Ue y4JaCTMETO Ha y4daCTHMKA B
M3INUTBAHETO Ha HCﬁCTBMeTO Ce IIpeyCTaHOBM;

0) e mM3uepnaTenHa, KpaTka, sICHa, OTHOCKMA ¥ Pa3bMpaeMa 3a YUaCTHMKA WM 33 HErOBIISI 3AKOHHO OIIPeleNieH MpeCTaBUTe;

B) C€ IPENOCTaBs B MPEOBAPUTETIEH pa3rOBOP C YIIEH Ha M3CIIEIOBATEIICKUSA €KMNII, KOJMTO € MOIXOHSLIO KBa]'II/I(l)I/lHI/IpaH CBITIaCHO
HallMOHAJIHOTO IIPpaBO; KAKTO N

I) BKITIOYBA MHQOPMALINS 32 IPUITOKMMATA CHCTeMa 3a OOe3IIeTeHNE Ha BPely, I0COYeHa B UlleH 65;

) BKJIIOYBA CHMHHMS, YHMKAneH MOeHTU(MKAIMOHEH Homep 3a uemuss Cbio3 33 M3IMTBAHETO HA [JEHCTBMETO MO wieH 66,
naparpad 1, KakTo M MHGOPMALMST OTHOCHO HAJMYHOCTTA HA PE3yNTATUTE OT M3MMTBAHETO HA MEICTBUETO B CHOTBETCTBUE C
naparpad 6 OT HaCTOSIIVSI WIEH.

3. Vuopmauusra, mocoueHa B naparpa 2, ce MLOTBS B MMCMeHa QOpPMa M € Ha PasNONIOXeHNe Ha YUaCTHMKA WM, KOIAaTo
YYaCTHMKDT He € B ChCTOSIHME [ Iajle MHPOPMUPAHO ChINIACKE, HA HETOBHS 3AKOHHO OIpeEMIeIieH TPEICTaBUTEN.

4. B pasroBopa, nocouer B maparpa¢ 2, 6yksa B), ce 0OpblUA CHELMATTHO BHMMAaHMe HAa NOTpeGHOCTUTE OT MHpOpMALS Ha
KOHKPETHWTE TPy OT NALMEHTH U Ha OTHENHUTE YYaCTHULW, KaKTO U Ha METOJMTE, M3MOJI3BAHN 33 [JaBaHe Ha MHPOPMALISL.

5. Ilo Bpeme Ha pasroBopa, mocoueH B maparpad 2, Gyksa B), ce IPOBepsBa [AIM yUaCTHUKST € pasbparn uHpOpMALmsTa.
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6.  YuaCTHMKBT OMBA YBETOMEH, Ye B €JIEKTPOHHATA CUCTEMA 3a M3MMTBAHE HA JIEHCTBMETO, NOCOYEHA B uileH 69, we ca
TIOCTBIIHM CBITIACHO UjleH 73, maparpad 5 JOKJIaj 3a M3IMTBAHE Ha NEHCTBUETO M Pe3lOMe, NPENCTABEHO 110 Pa3OupaeM 3a LiereBus
notpeGuTeN HAYMH, He3ABUCHMO OT PE3YNTATUTE OT M3IMTBAHE HA MEIICTBMETO, M, IOKOJKOTO € BB3MOXKHO, TOIl Ce YBEeIOMsiBa,
KOTaTO Te CTAaHAT JIOCTBITHM.

7. Hacrosumsr pernameHT He 3acsira pasnopenOuTe Ha HALMOHATIHOTO NPABO, KOMTO M3MCKBAT, B JOIBIHEHME KbM MHPOPMU-
PaHOTO CbITIACHE, JANEHO OT 3aKOHHO OIpEeNesICHNS! IPENCTABUTEN, MATIONIETHO WM HEITBIHOJIETHO JIULE, KOETO € CIOCOOHO Ha U
CBCTABM MHEHMeE ¥ [1a OLIEHM IPeNOCTaBeHaTa My MHQOPMALs, ChIIO 1A 1aBa OHOOPEHMETO CH, 34 [1a yYacTBa B AaeHO M3IMTBAHE
Ha JeiCTBUETO.

Ynen 60
V3nuTBaHMs Ha IEMCTBUETO BHPXY HENeecloCOOHM yuaCTHUIM

1. Korato HemeecriocO6HM yuacTHMLM He ca Jaiy MM He ca OTKAa3anu [a fajaT MHGOPMUPAHO ChITAcue Hpely HAyanoTo Ha
HeleecocoOHOCTTa CH, MBIMTBAHE HA MIECTBUETO MOXKe [a Obe MPOBEIEHO CAMO aKO B JIOITBITHEHME KbM YCIOBMSTA, OIpENeNeHN
B WieH 58, maparpad 5, ca M3IBITHEHM BCHUKY YCIOBMS [O-TOMY:

a) MOJIy4YCHO € I/lH(])OpMI/IpaHOTO CBbITIaCME€ Ha TEXHNSA 3aKOHHO ONPENENIEH IPENCTaBUTEIT,

6) HemeecrocOOHMTE YUACTHMUIM €A MOMYYMITM MHPOPMALIMITA, IOCOUEHA B wieH 59, maparpad 2, 1o MOOXOMSLY OT ITeHa TOYKa
Ha TSXHATa CIIOCOOHOCT Ha pasbepat Tasu MHPOPMALVST HAUMH;

B) U3PUUHOTO XKENaHMe HA HENeeCcriocOOHMS YUYacTHNMK, KOITO € B CBhCTOSIHME [1d CM CBCTaBM MHEHME UM [ia IIpelieHy
MHpOpMALATA, IOCOYEHA B uieH 59, maparpad 2, a OTKaxXe yyacTue WM [a e OTTEINM OT M3MUTBAHETO HA JEHCTBUETO MO
BCAKO BpeMe, € YBaXXEHO OT M3MUTaTeNs;

I) Ha yYaCTHMLMTE MM HA 3aKOHHO OIpEeNeSIeHUTE MM IPENCTABUTENM He € NMPENOCTaBeH HMKAKDbB CTUMYI, HUTO (MHAHCOBA
M3rofia, OCBeH OOe3lIeTeHMe 3a PA3HOCKMUTE ¥ INPOIYCHATUTE IOM3M, NMPSKO CBBP3AHM C YYaCTMETO B M3MMTBAHETO Ha
HeiCTBUETO;

]1) M3INTBAHETO Ha HCﬁICTBI/ICTO € OT CBIIECTBEHO 3HAYEHME II0 OTHOIICHME HaA HCHCCCHOCO6HI/ITC y4JaCTHUIM W TaHHU CBbC
CBIIOCTaBMMa BAJIMTHOCT HE MOraT fa 6’])[IaT NOITy4eHN OT M3NUTBAHUA Ha ]IeﬁCTBI/ICTO BBpXY JIMLIA, KOUTO Ca B CbCTOSHME A
JafgaTt I/IH(l)OpMI/IpaHO ChbITIACKE, VI Ype3 OPyIrM METOOM Ha M3CIIEIBAHE;

€) WBIMTBAHETO HA MEJICTBUETO € CBBP3aHO MPSKO CbC 3a00NsIBAHE HA YUACTHMKA,
K) HaJMue ca HAyYHM OCHOBAHMS NIa CE OYAKBA, Y€ YYACTMETO B M3MMTBAHETO HA MECTBNETO IIe IOHece:
i) mpsika monsa 3a HemeecOCOOHNS YUACTHYK, KOATO HAIXBBPIISl PUCKOBETE MMM HeymoOCTBaTa; im

11) HSAKOM IIOJI3M 3a IpylaTta OT HACEIEHMETO, NMPENCTaBIsABaHa OT CbOTBETHUSA Heneecn0c06eH Y4acTHMK, a MBIUTBAHETO Ha
HEiCTBUETO IIIe nopooy caMO MMHMMAJIEH PUCK 3a TO3M YYaCTHMK M 1€ MYy IPUYMHNM MVHVMAIIHO HCYII06CTBO B
CpaBHEHNE CbC CTAHOAPTHOTO JIEUEHNE Ha 3a00714BaHETO Ha HC]ICGCHOCO6HI/IH Y4aCTHHUK.

2. Y4aCTHMK®BT, IOKOJIKOTO € Bb3MOKHO, B3eMa yuacTye B IPOLEMypaTa 3a 1aBaHe Ha MHPOPMUPAHO ChITIACKE.

3. Tlaparpad 1, Oyksa ), momrouka ii) ce mpwsara, 0e3 ma ce 3acAraT MO-CTPOMTE HALMOHANHM MpPaBuia, 3a0paHsBaiy
TPOBEXKIIAHETO HA Te3Y M3IMTBAHMA HA JIEHCTBUETO BBPXY HEEECTIOCOOHM yUYaCTHMLM, KOTaTo HSMa HaydyHM OCHOBAHMS [ia Ce
OYaKBa, Ye YUaCTMETO B VBMMTBAHETO Ha JEHCTBMETO Lie JOHece MPsKA II0J3a 33 YYACTHMKA, HAIXBHPIISLLA CBBP3AHNUTE C HEIO
pycKoBe U HeymoOCTBa.

Ynen 61
W3nuTBaHus Ha JeViCTBUETO BLPXY MAlOJIeTHM U HEITbIIHONETHY JINIA

1. M3nuTBane Ha HCﬁCTBMCTO BbPXY MAJIOJIETHM MJIM HENBIIHOJIETHY JINMIA MOXKE [1a C€ IIPOBEXKMA CaMO aKO B OITBJIHEHME KBM
YCIIOBMATA, ONPENCIICHN B YIICH 58, Haparpa(]) 5, Ca VIBITBIIHEHM BCUYKM YCIIOBUA ITO-IOITY:

a) MONy4YeHO e MHYOPMUPAHOTO CHINACKE HA TEXHMUs 3aKOHHO OIpEIeNieH MPEICTaBUTET;
6) MayoNeTHUTE WM HEITBITHOMIETHNTE JIMLA €A MONy4niy MHGOPMALILITA, [I0COUEHa B WieH 59, maparpad 2, 0 aganTupaH KbM

TAXHATa Bb3paCT M IICUXMUYECKA 3PSTIOCT HAaUMH M OT M3CIIENOBATEIINTE VIIM YJIEHOBE HA M3CIIENOBATEIICKMA €KUII, KOUTO Ca
O6y‘ICHI/l 3a pa60Ta C Ieua Uiy MMat OIUT B Ta3U 06HaCT;
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B) VIB3pUYHOTO XKe€JTaHMEe Ha MAJIOJIETHOTO VIV HEMBJIHOJIETHOTO JIMLIE, KOETO € B ChCTOSIHME A CU ChCTaBM MHEHME U A MPELEHN
I/[H(l)OpMaLII/ISITa, II0COYE€HA B YJIEH 486, naparpac]) 2, ma oTKaxe ydactyie Win f1a c€ OTTEITIA OT MBIUTBAHETO Ha HECTBUETO IO
BCAKO BPEME, € YBaXKE€HO OT M3CIIEIOBATEILS;

I) Ha yYaCTHMLMTE MM HA 3aKOHHO OIpENeTIeHUTE MM IPEICTABUTENM HE € NMPETOCTaBeH HMKAKDbB CTUMYI, HUTO (MHAHCOBA
M3rofia, OCBeH OOe3lIeTeHMe 3a PA3HOCKMUTE ¥ INPOMYCHATUTE MOM3M, NMPSKO CBBP3AHM C YYacTMETO B M3MMTBAHETO Ha
HeICTBUETO;

]1) UBIUTBAHETO Ha JIEMCTBMETO MMa 3a IIel Ja M3CelBa METOIM 3a JieueHue Ha 3a60HﬂBaHe, KO€TO c¢ cpema camMo Ipu
MAJIOJICTHM WMIJIM HEIIBJIHOJIETHM JIMIQ, WM M3INTBAHETO Ha JIE/ICTBMETO € OT ChIIECTBEHO 3HaueHMe MO OTHOLIeHMEe Ha
MAJIOJIETHUTE WMIIM HEIBJIHOJIETHUTE JIMIA 3a BaJMOMPAHETO HA HAHHUTE, IIOIYYEHM OT MIINUTBAHMSA Ha HEICTBUETO BbpPXY
JINLa, KOUTO Ca B CbCTOSAHME 1A HagaT I/IH(i)OpMI/[paHO CBbITIACKE, UM YPE3 NPy METOOM Ha M3CIIENBAHE;

e) UBIUTBAHETO HA JIENCTBMETO MM € MpSAKO CBHP3aHO CBbC 336OHHBaHeTO, OT KO€TO CTpajia MajIOJIETHOTO MIIM HEIBJIHOIIETHOTO
Jinue, nim € OT TaKoBa €CTECTBO, Y€ MOKE Ha €€ ITPOBEIE CaMO BbPXY MAJIOJIETHM MIIM HEITBIIHOJIETHM JINLIA;

}K) Hammue ca Hay4HM OCHOBAaHMS Ha Ce€ OYaKBa, Y€ y4aCTMETO B MBNNTBAHETO HA HEJICTBUETO Ile TOHece:
1) NpAKa I10713a 3a MAJIOJIETHMA MITM HEIIBJIIHONIETHMS YYaCTHUK, KOSATO HAIXBBPIISA PUCKOBETE M HCy]IO6CTBaTa; mm

11) HSAKOM TION3M 3a TpynaTra OT HACEIIEHMETO, IIPENCTaBIIfIBAHA OT CHOTBETHMSA MAJIOJIETEH WMIIM HEIBIIHOJIETEH Y4YaCTHUK, a
M3MUTBAHETO Ha MHEVCTBMETO IIe nopooy CaMO MUHMMAQJIEH PUCK 3a TO3M YYAaCTHMK ¥ 1€ My NPUYMHM MMUHUMAIHO
HCyHO6CTBO B CpaBHEHME CbC CTAHOAPTHOTO JIEUECHNE Ha 3a0071BaHETO HAa MarlOJIETHMS MM HEITbIIHONIETHNS Y4aCTHUK.

3) MaiONETHOTO MM HEITBIIHONETHO IMIle B3eMa yuacTie B MpOLeypara 3a NaBaHe Ha MHQOPMUPAHO ChINACKE MO HAUMH,
ch0Opa3eH C HeroBaTa Bb3PacT M IICUXMYECKA 3PSIIOCT;

I/I) dKO I10 BpEME Ha M3NUTBAHE Ha H€I7[CTBI/[CTO MaJIOJIETHOTO WIIM HEITBJIIHOJIETHOTO JIMIE HaBbPIIM Bb3PACT, HA KOATO CIIOpEN
HalMIOHAJIHOTO IIpaBO CTaBa HCCCHOCO6HO Oa mame I/IH(])OpMI/IpaHO ChbITIaCyEe, HETOBOTO V3PUYHO I/IH(l)OpMI/[paHO CpIiacue ce
1oiry4ana, Ipeay To3Y y4aCTHUK [1a MOXKe [1a NMPOOBbIKM [1a y4acTBa B USNNUTBAHETO Ha ]IQIZCTBI/IeTO.

2. Taparpad 1, Gyksa ), momrouka ii) ce mpumara, Ge3 fa ce 3acAraT MO-CTPOTMTE HALMOHANIHM MpPaBuiIa, 3a0paHsBaiy
NMPOBEKIAHETO HA Te3Y WM3MUTBAHMS HA MENCTBMETO BHPXY MANONETHM WM HEIbIHONETHN YYaCTHULM, KOTATO HsAMa HAydHMU
OCHOBAHMS 14 Ce OYaKB3, Y€ YYaCTMETO B M3MMTBAHETO HA HEICTBMETO Lie IOHeCe MpsiKa MOJ3d 3a YYaCTHMKA, HAJXBbpIIAllia
CBBP3aHUTE C HETO PUCKOBE U HEyHOOCTBA.

Ynen 62
V3nuTBaHNA Ha JEfICTBUETO BBPXY OpeMeHHM KeHM WM KbPMauKu

V3rnTBaHe Ha MEVCTBUETO BbPXY OPeMEHHM KeHM MM KbPMauKy MOXKe [ Ce IPOBEKA CAMO aKO B [IOITBITHEHME KbM yCIIOBISTA,
OTIpererieHy B wieH 58, maparpad 5, ca M3ITBITHEHM BCHYKY YCIIOBMS MO-TOMY:

a) M3INTBAHETO HaA He];'[CTB]/ICTO JiMa TIOTEHLMAJT a TOHECE IPEKN I0JI3M 3a ChOTBETHATA 6pCMCHHa K€Ha WM KbpMavka WIN 3a
HeltHMA €M6pI/IOH, 3apomyil VM OETE CIe pakKIaHeTo, HAOXBBbPIIALIM CBbP3aHUTE C UBIMUTBAHETO PUCKOBE 1 HCYJIO6CTB3;

0) aKo TakoBa M3MMTBAHE HA MEIICTBUETO HsIMA IPEKM IOT3M 33 ChOTBETHATa OpeMeHHa XeHa WM KbPMauka JIM 33 HelHs
eMOPVOH, 3apOMMII MM [IeTe CIIell PaXIaHeTo, TO MOXe 13 Ce M3BbpIIBA CaMO aKO:

1) BbpXYy 2KCHU, KOUTO HE Ca 6peM€HHI/I WM KbpMauky, HE MOXKeE [a 6’I)II€ VI3BBPUIEHO M3NUTBAHE Ha IIe]7ICTBI/I€TO CbC
CBIIOCTaBMMaA 6(1)CKTI/IBHOCT;

ii) M3MMTBaHETO Ha MEICTBMETO IONPHMHACS 3a MOCTMTAHETO HA PE3yITAaTH, KOUTO MOTAT [ NOHecaT ION3M 3a OGpeMeHHMTE
XKeHU WM KbPMayuKyTe MM IPYTU KEHU BbB BPb3KA C PEMPOMYKIMATA M IPYTH eMOPUOHN, 3apOIMIIN MIM JIeld; KaKTo
n

111) M3NUTBAHETO HA HEICTBUETO MpeacTapisiBa MMHUMAJICH PUCK 1 BOOM 1O MUHUMAJIHO Hey]lO6CTBO 3a CbOTBETHATA 6p€M€HHa
2K€Ha MM KbpMauka ” HeHMA €M6pI/IOH, 3apomyul VM OETE CIIEM PaKIaHeTo;

B) KOTaTo HAay4HMTE M3CIIEABAHMS CE M3BBPUIBAT BbPXY KbPMAuKM, Ce B3eMAT CIIELMANHM IPeNNa3HM MepKu, 3a Ja ce u30erHe
CTPaHMYHOTO BB3HENCTBME BbPXY 3APABETO HA JIETETO;

I‘) Ha Yy4JaCTHMIMTE HE € IPEHOCTaBeH HMKAKbB CTUMYI, HUTO (I)I/IHaHCOBa n3romga, OCBEH 06€3HI€TCHI/IC 3a pasHOCKUTE "
NPOIyCHATUTE I10J13Y, NPAKO CBbP3aHN C YUACTMETO B MBIMUTBAHETO HA HEeJICTBUETO.
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Ynen 63
HombIHUTETHY HALIMOHATTHU MEPKHU

H’bp}KaBI/ITC WIEHKM MOraT [a TOJJbpKaT JONBIIHUTEIIHM MEPKM OTHOCHO JIMLATa, 0T6VlBal.l.lI/[ 3aIBJIKUTEITHA BOCHHA cny>K6a,
JIngara, JIMIEHn OT CBO60]1&, Jinuara, KOUTO 1opain C'b]le6HO pemeHne He MoraT Jia y4yacTBaT B M3IMUTBAHMA Ha HeCTBUETO, MU
Jinuarta, HaCTaHEHU B ClieUMalIM3NpaHy MHCTUTYLIMN.

Ynen 64
W3nuTBaHMsA Ha IeVICTBMETO B CHEIIHN CUTyalM

1. Upes meporaums or wier 58, maparpad 5, Oyksa e), wien 60, maparpad 1, Gyksu a) u 6) u wien 61, naparpad 1, Gyxsu a)
u 6), MHPOPMUPAHO CHITIACHE 32 YUACTME B M3MMTBAHE HA MEHCTBMETO MOXKe Ha Obe MOMydYeHo, a MHPOPMALIS 32 MBIUTBAHETO
Ha JE/CTBIETO MOXKe [a Gbe MpETOCTABEHa CIIe] PELICHMETO 3a BKIIIOYBAHE HA YYACTHMKA B M3MMTBAHETO, TIPY YCIOBHE Y€ TOBA
pellieHIe ¢ B3€TO M0 BpeMe Ha IIbpBaTa MHTEPBEHLVS BbPXY YUaCTHMKA B CHOTBETCTBHE C IUIAHA 3a M3IMTBAHETO HA KIVHUYHOTO
[efiCTBIE, CBBP3aH C BBIPOCHOTO M3MNUTBAHE Ha [EHCTBUETO, U € V3ITbIIHEHN BCHYKM YCIIOBUSL [IO-OMY:

a) MOpagM CIEWHOCTTA HAa CHUTyalyMsATa B PE3yNTaT Ha BHE3AIIHO HACTBIINIO KMBOTO3ACTPAIABALIO CHCTOSIHME M IIPYTO
BHE3AIIHO HACTBIINIO CEPUO3HO 3a00IIsABaHE YYACTHUKBT He € B ChCTOSIHME M3 NMPENOCTABM NPEABAPUTEIHO MHGYOPMUPAHO
CBITIACKE U [ IOy IpelBapyTeNHa MHPOPMALMST OTHOCHO MBIUTBAHETO HA MEVICTBIUETO;

0) Hammue ca HAyYHM OCHOBAHMS [a Ce OYAKBA, Ye YYaCTMETO HA yUACTHMKA B M3IMTBAHETO Ha MNECTBMETO ILie MMa MOTEHIMAsa
I1a JIOHece NMPEeKy 3HAUMMM OT KIMHMYHA ITIeAHa TOYKA IIOJI3M 33 Y4aCTHMKA, BONEUIM IIO0 M3MEPVUMO, CBBP3aHO CBC 3[IPABETO
noo0peHne, HaMarsBalM CTPAJaHNMeTo W[y MONOOpSBALIM 3IPABETO HA YYACTHMKA, MIM [0 AMATHOCTMLMpPAHEe HA HETOBOTO
CBCTOSAHME;

B) HEBB3MOXHO € B PAMKMTE Ha TEPANeBTMUHNS IIPO30PEL A Ce JOCTABM LisUIATa MpelBapuTeHa MHPOPMALMS U [a Ce MOydu
TPEABAPUTENHO MHYOPMUPAHO CHITIACKE OT 3aKOHHO ONpefIeNieH MPeNCTaBuTers;

I) M3CTIENOBATENAT YOOCTOBEPSIBA, Ye HE Ca My M3BECTHM HMKAKBM BB3DaXKEHMS 3a yyacTie B M3IMTBAHETO HA MEVCTBMETO,
M3Pa3eHN NPENy TOBA OT Y4acCTHUKA;

I) M3IMTBAHETO HA [EICTBMETO € MPSIKO CBbP3aHO ChC 3a6OIIBAHETO HA YUACTHMKA, BCIIEACTBIE HAa KOETO B PAMKMTE HA Tepares-
TUYHMSL TIPO3OPEL] € HEBb3MOXKHO [ CE IONy4M MPENBAPUTENIHO MHPOPMUPAHO CHINIACHE OT YUACTHMKA WM 3aKOHHO
OIIpelieNnieH MpENCTAaBUTEN M [a Ce IPeNOCTaBM MPEHBAPUTENHA MHQPOPMALNS, M W3IMTBAHETO HA MEICTBUETO € OT TAKOBA
€CTECTBO, Ye MOXKe [1a Gble M3BbPLICHO U3KITIOYUTEIIHO B CICLIHN CUTYaLy;

C) UBIUTBAHETO Ha MEJICTBUETO TIpEncTaBisABa MMHMMAJIEH PUCK M BOOM OO MUHMMAITHO HCY]IO6CTBO 3a y4aCTHMKA B CpaBHEHME
CbC CTAHIAPTHOTO JIEUEHNE HA 3a0071ABaHETO My.

2. Cren yHTEpBEHLMS ChINIACHO maparpad 1 OT Hacrosumst wieH, ¢ HeoOXOMMMO [ia Ce IOUCKA MHQOPMMPAHO ChINIACHE B
CHOTBETCTBIE C WIeH 59 ¢ LeN MpOIbIKaBaHe HA YYaCTMETO HA yUYacTHMKA B VM3IMTBAHETO HA MNEHCTBUETO, a MHQPOPMALILTA 33
VBIUTBAHETO HA MIEJICTBMETO CE MPENOCTABA B ChOTBETCTBUE ChC CIIEAHNTE M3MCKBAHML:

a) IO OTHOUICHME HA HENEECHOCOOHNM YYaCTHMIM M MAJONIETHM UM HEITBIIHONIECTHM JIMIA, M3CIETOBATEISIT ThpC Oe3 HEeHyXHO
3a0aBsiHe MHQOPMMPAHOTO CHINIACKE OT 3aKOHHO OMpEHENCHMSI MM MPENCTaBUTeNl, a MHQPOPMALISTA, [IOCOYEHA B wieH 59,
naparpad 2, ce MPeOCTaBsi Bb3MOXKHO Hail-ObP30 Ha YYaCTHMKA M HA 34KOHHO ONPENENIeHNs My IPEICTaBUTET;

6) 10 OTHOLICHME HA [IPYIM YYACTHULM, M3CIEHOBATENAT ThPCH Oe3 HeHyXHO 3abaBsiHe MHPOPMUPAHO ChINACHE OT YYaCTHMKA
WM HErOBMSI 3aKOHHO OIpEeNieH NMPENCTaBUTENl, B 3aBMCHMOCT OT TOBa KOE € OCBIIECTBMMO MO-OBbP30, a MHOpPMALILTA,
nocoueHa B wieH 59, maparpad 2, ce MPemoOCTaBsi Bb3MOXKHO Hal-Obp30 Ha YUaCTHMKA MIIV HA HErOBYSI 3aKOHHO OIpeferieH
TIPEACTaBUTEN, B 3aBUCUMOCT OT CITyyasl.

3a nenmre Ha 6GykBa 6), ako e 6uIIO MOTyYYeHO MHPOPMIPAHO CHITIACKE OT 3KOHHO OIPEENIeHIs! IPENCTaBUTEN, NHPOPMUPAHOTO
CBbITIacye 3a NPONB/IKaBaHe HA Y4acTUETO B M3MMTBAHETO HA MEICTBUETO Ce NONyYaBa OT y4YaCTHMKA HENOCPEINCTBEHO CIIell KaTo
TOil Obie B CHCTOSHME [1a Jale MHYOPMUPAHO ChITIACHE.

3. AKO Y4aCTHMKBT MIIM, KOI4ATO € NPUTIOKMMO, HETOBUAT 3aKOHHO OIPENENICH IPEOCTaBUTENl HE Tale ChITIacue, TOM TpﬂéBa a
6’b]1€ I/IH(l)OpMI/lpaH 3a IPaBOTO [1a OTKaXe M3IOJI3BAHETO Ha HAHHUTE, NMOITYUYEHU OT M3IMUTBAHETO HA HEJCTBUETO.
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Ynen 65
Obe3merenue 3a Bpemu

1.  [bpxaBuTe WICHKM FapaHTUPAT, 4e CUCTEMMTE 33 OOe3lieTeHME 3a BCSKA Bpela, MOHECEHA OT YYaCTHMKA, HPOM3TMYAILA OT
YYaCTMETO B M3MMTBAHETO Ha MEJCTBUETO, MPOBEIEHO Ha TSXHA TEPUTOPUS, Ce MpUIIAraT moy ¢opMara Ha 3aCTPAaXOBKa, rapaHIMs
WM CXOIHA JIOTOBOPEHOCT, KOSITO € KBMBANIEHTHA 1O OTHOLIEHNE Ha lieNiTa M KOSITO CHOTBETCTBA HA €CTECTBOTO M CTENeHTa Ha
pucKa.

2. CroHCOpBT U M3CIENOBATEISAT M3MOM3BAT CUCTEMATa, IOCOUeHa B maparpad 1, 0 HauMH, TOIXOMSIL 38 IbPKABATA UNEHKA, B
KOAITO Ce MPOBEXNA M3MUTBAHETO Ha MEHCTBHETO.

Ynen 66
3asBrIeHMe 33 U3MMMTBAHUSA Ha JEiCTBMETO

1. CroHCOpBT HAa M3MMTBAHE HA AEHCTBMETO, [IOCOYEHO B uieH 58, maparpadu 1 1 2, BbBEXKIA M NPEICTABsI, 3asBIICHME IO
IIbpXKaBaTa(uTe) WIEHKA(M), B KOSTO(KOMTO) 1€ Ce IPOBEXNIA M3MUTBAHETO HA HEVICTBMETO (HapyMyaHA 3a LENMNUTE HAa HACTOSLIMS
uleH ,CbOTBETHATAa [bPXKaBa WUIEHKA“), KAaTo Ipulara ¥ HOKyMeHTalyusaTa mo pasmem 2 u 3 or npunoxenne XIII, u mo
npurioxenue XIV.

3asBIIEHNETO ce TIOfaBa 4pe3 eNIeKTPOHHATA CUCTEeMa, [IOCOYeHa B wieH 69, KOATO IeHepypa 3a TOBa M3MUTBAHE Ha [EHCTBUETO
eIVMHEH, YHUKATECH MIeHTHUKAUMOHEH HoMep 3a memust Chbi03, KOMTO Ce M3ION3BA 3a BCMUKM CHOOIIEHMS, CBBHP3aHM C TOBA
U3NUTBAHE HA MefiCTBUETO. B CPOK OT HeceT HHM OT MOJIy4aBaHETO Ha 3asBIIEHMETO CHOTBETHATa ObpKaBa WIEHKA YBEIOMSBA
CIIOHCOpA 32 TOBA IANM M3IMTBAHETO HA JEICTBUETO MOMANa B 00XBATA HA HACTOSIIMS PETTIAMEHT U MM [IOCHETO Ha 3asBIIEHUETO
€ ITBIIHO B CBOTBETCTBHME C Iasa | or mpunoxenue XIV.

2. B CPOK OT €OHa ceIMMla CIICH BCSAKa €BCHTyallHa IPOMAHA BbB BPb3Ka C JOKYMCHTAalMATA I10 IJlaBa [ or MIpUIIOKECHNE X1V,
CIIOHCOPBT aKTyanusupa CbOTBETHUTE NAaHHN B €NIEKTPOHHATa CUCTEMA, IIOCOUEHA B UIIEH 69, U ICHO 0003HayaBa Tasu IpoMAHa B
JOKyMEHTaLNATA. CboTBEeTHATA I’bpKaBa 4ICHKA Ce YBEIOMABA OTHOCHO aKTyalM3alysATa 4pe3 €JIEKTPOHHATA CUCTEMA.

3. Korato cboTBeTHaTa IbpXKaBa 4YJIEHKa 3aKJIIO4uM, Y€ M3IUTBAHETO Ha HeCTBMETO, 3a KOETO € IOfameHO 3asiBlieHue, He
rnomnajga B o0xBaTa Ha HacTosALMA PEITIAMEHT WM Y€ TOCMETO Ha 3asABJIEHMETO HE € ITBJIHO, TS YBEIOMsABA CIIOHCOpPA 3a TOBA U
onpeneid MakCMMaJIeH CpOK OT [I€CET [HU, B KOITO TOW Jia NpencTaBy KOMEHTap WIM [Oa HOIBIHM 3asgBIICHUETO UpeE3
CJICKTPOHHATa CUCTEMA, IIOCOUYCHA B WICH 69. CpoTBETHATA I’bpKaBa YIECHKAa MOXKE N1a YIOBJIKNM TO3M CPOK C HE IIOBEYE OT 20 IHH,
KOrarto ¢ uenec1>06pa3H0.

AKoO CIIOHCOPBT HE MNPENCTaBM KOMEHTApU WM HE NOIIBIIHM 3asBJIEHMETO B PAMKUTE Ha IIOCOYEHMSA B ITbpBa alMHesd CpOK,
pasIiexXnaHEeTO Ha 3asABJIEHMETO C€ CUUTA 3a IPEKPATEHO. Korato CIIOHCOPBT CMfATA, Y€ 3aABJICHUETO IIONafa B o0xBaTa Ha
HacTroAWMsA PperiiaMeHT I/I/I/IJ'II/I € ITbJIHO, HO CbHOTBETHATa Ibp2KaBa UJICHKa HE € CbIIlaCHA C TOB4, 3asBIICHMETO CE€ CUUTA 3a
OTXBBPJICHO. CpoTBeTHaTa IbpXKaBa WICHKA MpeNByKaa mpouenypa 3a o0:KaJiBaHe 110 OTHOLIEHME Ha TaKbB OTKA3.

CboTBeTHaTa Obp2KaBa 4JjICHKa yBEOOMsBa CIIOHCOpa B CPOK OT IIE€T JHM OT IOJIyYaBaHE Ha KOMCHTapuUTE MM Ha IOMCKaHaTa
JOITBITHUTETHA IAH(i)OpMaIlI/IH Haly M3MUTBAHETO Ha JEICTBMETO Iomaja B o0xBaTa Ha HacToALMS perfliaMeHT M Halin 3asIBJICHUETO
€ ITBbJIHO.

4. OcBeH TOBa ChOTBETHATA Ibp2KaBa YICHKA MOXKE Ia YIBIIKIM CPOKa, IIOCOUYEH B naparpadm 1 u 3, c mo oue nmer THU.

5. 3a menmMTe Ha HACTOSILATA [T1aBa [ATAaTa, HA KOATO CIOHCOPBHT € YBEHOMEH B ChOTBETCTBME ¢ maparpa 1 wm maparpad 3, e
JlaTaTa Ha BalMOMpaHe Ha 3asBIEHMETO. AKO CIIOHCOPBT He € YBeHOMEH, IaTaTa Ha BalMIMpaHe € NOCIEeOHUAT NeH OT CPOKOBETe,
II0COYEHY CHOTBETHO B maparpadu 1, 3 u 4.

6. B mepuona Ha oueHsIBAHe HA 3asBIICHMETO [IbPXKaBaTa WEHKA MOXE [a M3UCKA OT CIIOHCOpA MONbIHUTEHA MHPOPMALL.
CpoksT 1o naparpad 7, Oyksa 0) crmpa fa Teue OT JaTaTa Ha IThPBOHAYAIIHOTO MCKAHE 10 MOMEHTA HA MOJy4aBaHe HA TONbIHM-
TenHaTa MHPOPMALISL.

7. CIIOHCOpBT MOXKE [ 3AMIOYHE M3MUTBAHETO Ha NEHCTBUETO MPH CIIEAHNTE 0OCTOSITENCTBA:

a) IpY M3NUTBAHMS HA JEHCTBUMETO, NMPOBEKMIAHM ChINACHO wieH 58, maparpad 1, Gyksa a) m Korato B3eMmaHerTo Ha mpoGu oT
YOBEWIKOTO TSUIO0 He IIPEACTABIsIBA CEPMO3EH KIIVHMYEH PUCK 3a YYACTHULMTE B UBIUTBAHETO, OCBEH aKO B HAIMOHAIIHOTO
IPaBO He € TMOCOYEHO [PYTO, HEMOCPENCTBEHO CJIeN [aTaTa Ha BalMIOMpaHe HA 3asBICHMUETO ChITACHO maparpad 5 oT
HACTOSIIMS UiIeH ¥ TIPM YCTIOBME Ue KOMMCHUS MO eTMKa B ChOTBETHAaTa JbpXKapa WleHKa He € Jana BbB Bpb3Ka C M3MUTBAHETO
Ha MIeVICTBIETO OTPULIATENIHO CTAaHOBUILE, KOETO € BaJIMIHO 3a LiANaTa IbpKaBa YIEHKA ChIJIACHO HAIMOHAIIHOTO NPaBo;
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6) Ipyu M3MMTBAHMS HA [ENCTBMETO, MPOBEKIAHM CBINIACHO wieH 58, maparpad 1, 6yksu 6) u B) u wied 58, maparpad 2, umm
VBIUTBAHMS HA JIEICTBMETO, PA3MUHM OT IHOcOdYeHuTe B OYKBA a) OT HACTOSILMS Iaparpad, HEMOCPENCTBEHO CIIed KaTo
CbOTBETHAaTa MbpKaBa WIEHKa € YBEAOMMIIA CIIOHCOpPA 3a paspellleHMeTo CU U TIPU YCIOBME e KOMMUCHMS IO €TMKa B
CBOTBETHATa [IbpKaBa WIEHKA He € [ajla BbB BPb3Ka M3MMTBAHETO Ha NEJCTBMETO OTPMUATENTHO CTAHOBMILE, KOETO € BalUIHO
3a IIsJ1aTa IbP>KaBa YIeHKa ChITIACHO HALMOHAIIHOTO NMpaBo. [IbpKaBaTa WleHKa yBeOOMsABA CIIOHCOPA 33 Pa3pellieHNeTo B CPOK
OT 45 [IHM OT JaTaTa Ha BaMIMPAHE HA 3aSIBIICHUETO CHINIACHO maparpad 5. [IbpxaBata wieHKa MOXe A YIBIIKM TO3M CPOK
c ome 20 IHY 3a LENNUTE Ha NPOBEXIAHETO Ha KOHCYNTALMM C EKCIIEPTIL.

8. Ha KomucuaAra ce mpenocrapst mpaBoOMOLIVETO [Ia NpyeMa JeNIeTMpaHy akKToBe B ChOTBeTCTBYE ¢ wieH 108 3a M3MeHeHne Ha
M3NCKBAHMATA, ONpeneileHu B Imaa | or mpuoxenre XIV, ¢ OIel Ha TeXHMYECKMsl mporpec 1 OOIIOTO pasBuTie Ha
HOpMaTHBHaTa ypemnba.

9. C uen ma ce ocuIypu €HAaKBOTO NpUIIATaHe Ha M3VMCKBAHMATA, onpenenieHy B miasa I or nmpunoxenue XIV, Komucnsra
MOXe Ja TpyeMa aKTOBE 3a M3IIbIIHEHME, IOKOJNKOTO TOBA ¢ HeOOXOMMMO 3a paspellaBaHe Ha IPOONeM, CBbP3aHU C PasIUUYHOTO
TBIIKyBaHe U TIPMUITATaHETO Ha MPAKTyKA. Te3n aKToBe 3a UBITBIIHEHME Ce MPUEMAT B ChOTBETCTBME C NPOLENypaTa MO pasITexyaHe,
nocouera B e 107, maparpad 3.

Ynen 67
OueHsiBaHe OT CTPaHA HA TbPKaBUTE YWICHKN

1. H'])p)KaBI/ITC UIEHKM TrapaHTypaTt, 4e€ JulaTra, KOUTO BalMOMpaT M OLEHABAT 3asBJIICHUETO MM B3€MAaT pELIEHME OTHOCHO
HEro, HAMaT KOH(l)J'II/IKT Ha MHTEpeCH, Y€ ca HE3aBUCUMM OT CIIOHCOpA, OT Yy4acTBAlIMTE B HETrO M3CIIEIOBATENIN M OT (l)I/IHaHCI/l-
paimmTe MBMUTBAHETO Ha IIe/iCTBUETO (1)]/[3]/[‘{6CKI/I WIIN IOpUONYECKN JIMIA, KaKTO U Y€ HE Ca M3JIOKEHM Ha KaKBOTO U Ha € Ipyro
HEIIO3BOJICHO BIIVISIHUE.

2. [IbpxaBuTe WIEHKM [aPaHTMPAT, Ye OLCHSBAHETO Ce M3BbPLIBA CHbBMECTHO OT JOCTaThUYeH OpOil Miia, KOMTO KATO eKMII
TpUTeKaBAT HEOOXOMMMITE KBAMPUKALIN U OIINT.

3. H’Lp)KaBI/ITC YJICHKM OLECHSBAT JAJIM M3IUTBAHETO Ha HCﬁCTBMCTO € paspa60TeH0 [0 HauuH, IIpU KOJTO IIOTEHIMAIHO
OCTaBalIMTE PUCKOBE 3a YYACTHMLOUTE VIIM TPETM JMUaA CIEN CBEXKHOAHETO Ha PUCKOBETE OO MMHNMMYM, Ca OIpaBOaHM II0
OTHOILIEHME Ha OYaKBaHUTE KIIMHMYHM momn3u. KaTo B3emar npeasud MpUIOKMUMHUTE OC umn XapMOHM3MpaHN CTaHOApPTU, TE
pasriexnar Mmo-crienyangHo:

a) [IOKA3aTeJICTBATa, Ye WBNETMETO(SITa) 3a M3MMTBAHE HA MEHCTBMETO OTIOBAps(T) HA MPWIOXMMMTE OOMIM M3UCKBAHMS 34
0e30MacHOCT U MENCTBYE, C U3KITIOUEHME Ha ACTEKTHTE, OOXBAHATY OT M3IMUTBAHETO HA MECTBMETO, U MIANM IO OTHOIIEHNME Ha
Te3V aCIeKTH Ca B3eTH BCUUKM MPEINa3HM MEPKM 33 3aKpuila Ha 30paBeTo i 0e30MacHOCTTa Ha yuacTHumimte. ToBa BKITIOUBA: 3a
VBIIATBAHMS HA AEVICTBMETO — OLEHKATa Ha aHAIMTMYHOTO MHEMCTBME, a 33 MHTEPBEHLUMOHANIHM M3IUTBAHMUS HA KIIMHMYHOTO
[ejicTBe — OLIEHKAaTa Ha aHAJIMTUYHOTO JEICTBYE, KIIMHMYHOTO NEVCTBME M HayuyHAaTd BAIMIHOCT, KAaTO Ce B3eMAaT MpPeHBUIL
CbBPEMEHHMUTE [IOCTVXKEHMS;

6) T1anmy M3IOJI3BAaHUTE OT CIIOHCOpA PELIEHNA 3a CBEKHTAHETO Ha plUCKa 10 MMHVMYM Ca ONMCAaHV B XapMOHM3UPAHN CTaHOAPTH, a
dKO CIIOHCOPBT HE€ M3MOJI3BA XaPMOHM3MPAHM CTAaHOAPTM — HAIM VBIOJI3BAHUTE PELICHMSA 3a CBEXKIAHETO Ha pUCKa 1O

MUHUMYM OCUTYpsBAaT HVBO Ha 3allllTa, KOETO € paBHOCTOﬁHO Ha OCUTYPEHOTO C XapMOHMBMPAHUTE CTAHIAPTH,

B) [a7y Ca MONXOMALM [UIAHMPAHMTE MEPKM 3a 0Ge30MacHO MHCTAIMpaHe, MyCKaHe B MEHCTBME M MOIPHXKKA HA M3HEIMETO 33
U3NUTBaHE Ha NENCTBUETO;

I) HaIeXHOHOCTTA M CTAaOWIHOCTTA HA [AHHWTE OT M3IMTBAHETO HA [EHCTBMETO, KATO CE OTUMTAT CTATUCTUUECKUTE IOHXOMM,
pa3paboTBaHETO HA MBMMTBAHETO Ha [EVICTBMETO M METOHONMOIMYHMTE ACMEKTH, BKIIIOYMTENHO OOeMBT Ha M3BAKaTa,
KOMIIApaTopa 1 KpaitHUTe TOUKM;

II) Ianmy ca M3ITBIIHEHM M3UCKBAHMATA MO mpuiioxerue XIV.

4. JIbpxapute WIeHKM OTKa3BaT [1a NafaT pa3pelleHye Ha M3IUTBAHETO Ha [EHCTBUETO, aKO:

a) [OCHMETO HA 3asIBIICHMETO, MOJANEHO CHITTACHO WieH 66, maparpad 3, ocTaHe HEITBITHO;

6) VIBOETINETO WIIN IIPENCTABEHUTE MOKYMEHTM, IO-CIIEHMATIHO IUIAHBT 3a M3NNTBAaHE Ha HEICTBUETO U 6p0mypaTa Ha M3Crego-
BaTerlsd, HE CbOTBETCTBAT Ha HAYYHUTE DOCTMKEHMA, & CAMOTO M3INTBAaHE Ha HEJiCTBUETO € HENIPUTOOHO 1A IPETOCTaBU TTOKa3a-
TEIICTBA 3a 6630HaCHOCTTa, OINEPATUBHUTE XapaKTEPUCTUKU UIIN IIONBUTE OT M3OETIMETO 3a YUACTHULNTE MUV NAUMEHTUTE,

B) He Ca Cna3eHM M3MUCKBAHUATA MO WieH 58, unm
I) HSKOSI OT OLEHKMUTE MO maparpad 3 e oTpuLaTenHa.

H’Bp}KaBI/ITC WICHKM IIPEOBVKIAT IIpoLenypa 3a o0XarnBaHe BbB BpB3Ka C OTKa3 CBbINIACHO ITbpBa aJIMHES.
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Ynen 68
IIpoBexnaHe Ha M3NUTBaHe HA IEVICTBUETO

1. CHOHCOp’bT VI MBCIIETOBATENAT TapaHTNPAT, Y€ M3INMUTBAHETO HA ]16]7[CTBI/[€TO C€ MpoBeXna B CbOTBETCTBUE C O]IO6pCHI/IH IJ1aH
32 U3IINUTBAHE Ha ]16]7[CTBI/I€TO.

2. C uen ma npoBepy  3aliMTaTa Ha IIpaBaTta, 0e301acHOCTTa M OJIaTOCHCTOSAHMETO Ha y4JaCTHMOUTE, HaOCXKOHOCTTA U
CTaOMIIHOCTTa Ha OTYETEHUTE pe3ynTaTi, KakKTO M Y€ IMPOBEXKOAHETO Ha M3IUTBAHECTO Ha HeiCTBUETO € B ChOTBETCTBME C
M3NCKBaHMATA Ha HACTOAIIMSA PEITIAMEHT, CIIOHCOPBT OCUTYpsBA MOOXOHALIO Ha6]'lIO]]CHI/I€ Ha IPOBEXKMAHETO HAa MBNUTBAHETO Ha
neiicteuero. CTermeHTa M eCTECTBOTO Ha H36HIOH€HI/ICTO Ce OIIpeHesAT OT CIIOHCOpa Bb3 OCHOBA Ha OLECHSBAHE, IIpU KOETO CE
B3€MaT IPEnBN BCMUYKYM XapaKTEPUCTVKM Ha UBNMUTBAHETO Ha HeﬁCTBMCTO, BKITIOUMUTETIHO CIIEOHUTE XapaKTCPUCTUKI:

a) LeJITa M MEeTOMIOJIOTMSTA Ha UBIMTBAHETO Ha MeICTBUETO; U
6) CTEINICHTa Ha OTKJIOHEHME Ha MHTEPBECHLUMATA OT HOpMallHaTa KJIIMHMYHA IPaKTUKaA.

3. lsnara madopMaums 3a M3IMTBAHETO HA OEHCTBMETO Ce 3ammcBa, oOpaboTBa, M3MON3BAa M CHXPAHSABA OT CIIOHCOPA WA
V3CIIETOBATENS CIOPENl CITyuast, Taka Ye [1a MOxKe 1a Gbe TOYHO NOKIIa[BAHA, M3THIKYBAHA UM MPOBEPEHA, KAaTO B CHLIOTO BpEMe
IOBEPUTENIHOCTTA HA 3AIICUTE Y JIMYHUTE NAHHM HA YYACTHUUMTE OCTABAT 3aIUMTCHNU B CHOTBETCTBUE C IPMIIOKIMOTO IIPaBO
OTHOCHO 3allITATa Ha JIMYHNUTE TaHHI.

4, HpI/IJ'IaI‘aT Ce TomxopsAmy TEXHUYECKM M OpraHM3allMOHHM MEPKM, 3a Ha Ce€ 3allUTAT MH(l)OpMaIlI/ISITa n O6pa6OTBaHI/ITC
JIMYHN OaHHW Cpelly HEpaspeuieH MM HE3aKOHEH HOCTDII, OIOBECTABAHE, PAa3NPOCTPaHEHME, IMPOMAHA MM YHUINOXKABaHE WM
CquaﬁHO I/I3I‘y6BaHC, MO-CIIEIMAITHO aKO 06p360TBaHCTO BKJIIOUBA IIpefaBaHe IOCPEICTBOM Mpexa.

5. H’bp}KaBI/ITC UIEHKM MHCIEKTMPAT Ha MOOXOOANIO paBHMUIIEC MﬂCTOTO(MeCTaTa) Ha M3NMUTBaHE Ha MEJCTBMETO, 3a Na NpoBEPAT
Hay U3NUTBAHMUATA Ha MENCTBUETO Ce M3BbpUIBAT B CHOTBETCTBME C M3MUCKBAHMATA 110 HACTOAWMA PEITIAMEHT U O]IO6P€HI/IH IJ1aH
3a UBIUTBAHETO.

6.  CrOHCOPBT YCTAHOBSIBA MPOLENypa 3a M3BLHPEIHM CUTYalVy, KOATO [O3BOJSIBA HE3a0ABHOTO MICHTUQMUMpAHE U, IPH
HEOoOXOMMMOCT, He3a0aBHO M3TEITISIHE HA MBMNENMATA, M3MOM3BAHN P M3IUTBAHETO.

Ynen 69
EnexTpoHHa cucreMa 3a M3NUTBaHUSA Ha JeViCTBUETO

1. B cpTpymHMYecTBO C AbpKapuTe ueHKM KomucusaTa ch3gaBa, yIpasisBa M IONIbPXKa €JIEKTPOHHA CUCTEMa:
a) 3a reHepypaHe Ha eNMHHY MICHTUGMKALMOHHM HOMepa 3a M3MUTBAHMS HA HEJCTBIETO, [IOCOUEHN B WwieH 66, maparpad 1;

0) ¢ QyHKIMA Ha MpyeMall MOpTaj Npy MONABAHETO HA BCUUKM 3asIBNICHVSI MITM YBEHOMIICHVSI 33 VM3MMTBAHMS HA MEICTBMETO,
nocoueHy B uneHose 66, 70, 71 u 74, KaKTO M IPM MOJABAHETO HA BCUUKM OCTAHAIM HAHHM WM Ipy 0OpabOTBaHETO Ha
HOaHHUTE B TO3M KOHTEKCT;

B) 3a 0OMeH Ha MH(OpMALINS, OTHACSINA Ce 32 M3MMTBAHNMATA Ha [EICTBIETO CHITIACHO HACTOSIINSI PEITIAMEHT, MEXIy IbPXKaBUTE
WIEHKM M MeXIy TsX 1 Komucusita, BRITIOUMTENTHO 0OMeHa Ha MHG)OPMALs, TIOCOYCH B WieH 72 U wieH 74;

I‘) 3a I/IH(I)OpMaIH/l}I, KOATO C€ IPENOCTaBsA OT CIIOHCOpAa B CHOTBETCTBME C YIIEH 73, BKIJIIOUNTEIIHO MOKJIaga 3a M3IMUTBAHETO Ha
]Ief[CTBI/lCTO VI PE3IOMETO CBITIACHO M3VICKBAHMATA HA Haparpa(]) 5 OT CBIIUS YJIeH;

M) 33 NOKIANBAHE HA CEPUO3HM HEXKENAHM CHOMTHS M HEIOCTATHUM HA UBENMSTA M CHOTBETHOTO AKTYalM3UPaHE HA Ta3u
vH)OPMALMS CHITIACHO WIeH 76.

2. Ilpu cp3maBaHe Ha €TIEKTPOHHATA CycTeMa o maparpad 1 ot Hactosiums ureH, Kommcusara obe3meyasa HejfHata OnepaTuBHa
CBBMECTMMOCT ¢ 6a3ata maHHM Ha EC 3a KIMHMYHMTE M3NMTBAHMS HA JIEKApCTBEHM NPOIYKTM 33 XyMaHHa ymorpeba, ch3mafeHa
cprmacHo wieH 81 or Permament (EC) Ne 536/2014 wna Espomeiickms mnapnament u Ha Cbeera ('), mo ce OTHacs 10
V3IUTBAHNATA HA JEJCTBUETO HA CHIIBTCTBALLIM M3HENNSL.

() Permamenr (EC) Ne 536/2014 na EBponesickust napramert i Ha ChBera oT 16 anput 2014 1. OTHOCHO KIMHIYHNTE M3IIITBAHYISL Ha NIeKAPCTBEHN
NPOIYKTH 33 XyMaHHa ynotpe6a, 1 3a otmstHa Ha [Iupekrysa 2001/20/EO (OBL 158, 27.5.2014r., c1p. 1).
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3. Tlocouenara B maparpad 1, 6yksa B) MHPOpMALWIs € HOCTBIIHA CaMO 3a IbpxKaBute uieHku 1 Komumcusra. VHGopmatmsra,
T0COUEHa B OCTaHanuTe OYKBI OT ChluMs aparpad, e myOImMuHO TOCTBIIHA, OCBEH KOIAaTo LisUlaTa MHGOPMALIS MM 4acT OT Hesl e
TIOBEpUTEIIHA TIOPaM HSKOS OT CIIEJHUTE IPUUYMHUL

a) 3amuTa Ha JMYHWUTE JAHHM B CboTBeTcTBHE C Permament (EO) Ne 45/2001;

0) sawMTa Ha THProBCKATa MH(OPMALMS C MOBEPUTENIEH XapakTep, 0cOOEHO B Gpollypara Ha M3CIEHOBATENS, MO-CICLMAIHO KaTo
Ce OTUMTA CTaTyChT Ha OLIEHABAHETO Ha CHOTBETCTBMETO Ha MBHENMETO, OCBEH B CIIydyauTe, KOTaTO CHLIECTBYBAa IO-BMUCLI
0OOLLeCTBEH MHTEpEC 3a OIOBECTSIBAHE Ha MHOPMALINATS;

B) edeKTyBEH HAI30p Ha MPOBEXIAHETO HA M3IMTBAHETO HA NEHCTBMETO OT CTPaHA Ha ChOTBETHATA(MTe) MbpKaBa (M) wieHKa(u).

4.  JInvHWTE JaHHM HA YYaCTHMLUTE He Ca MyOIMYHO TOCTBIHM.

5. TlorpeGurenckusar mHTepdeiic Ha eNEKTPOHHATA CMCTEMa, MOCOYeHa B maparpad 1, e Ha BCMUKM OQUIMANHM €3MUyM Ha
Crro3a.

Ynen 70
W3nuTBaHMs Ha IeViCTBMETO MO OTHOLIEHNE HAa M3[enus ¢ HaHeceHa MapKupoBKa ,,CE“

1. Korato Tps0Ba ma ce mpoBene M3MUTBaHe Ha MEHCTBMETO C LieNl JOMBIHUTEIIHO OLEHSBAHE, B PAMKMTE Ha IPeIHA3HAYCHUETO
My, Ha M3eNe, BbPXy KOETO Beye e HaHeceHa MapkupoBkara ,CE“ B cporsercrBue ¢ wied 18, naparpad 1 (,mpoyusaHe 3a
IPOCTIeNSIBAHE Ha MEIICTBUETO CIIef MyCKaHe Ha [1a3apa‘), M KOTaTo M3MMTBAHETO HA AEHCTBMETO 61 OO CBBP3aHO C MONJIAraHETo
HA YYaCTHMLMTE HA IPOLEAYpY B HONbIIHEHNE KbM NPOBEXKIAHUTE TPY HOPMAIHM YCTIOBMSL Ha ymoTpeOa Ha M3NEMETO, M Te3u
OIBIHUTEITHY TPOLIIyPU Ca MHBA3UBHYM MM OOPEMEHNUTEITHY, CIIOHCOPDT YBEOOMSBA CHOTBETHATA IbpKaBa WICHKA Hall-MajKo
30 mHM mpeny HayanoTO HAa M3MMTBAHETO upe3 €NeKTPOHHATa cucTeMa Mo wieH 69. COHCOpBT BKITIOYBA IOKYMEHTALMATA,
nocoyeHa B yacT A, pasgen 2 ot npunoxenue XIII, n B npunoxenue XIV. Ilo oTHomeHKe Ha MpoyuBaHMATa 3a MpocrefsBaHe Ha
[eVICTBMETO CIIe[ IyCKaHe Ha Iasapa ce mpwiarar wieH 58, maparpad 5, Gyksum 0)—i) u Oyksa m), wieHose 71, 72 u 73,
wieH 76, naparpad 5 u cpoTBeTHUTE pasnopen6bu Ha npuioxenus XIII u XIV.

2. Koraro tps6Ba ma ce mpoBee M3MMTBAHE Ha MEHCTBMETO C LeN OLCHsBAHe Ha M3MeNMe C Bee HaHeceHa Mapkupokata ,CE“
B CHOTBETCTBUE € WieH 18, maparpad 1, u3BbH paMKMTe Ha NPEIHA3HAUEHNMETO My, Ce NPUIIAraT uiieHoBe 58 — 77.

Ynen 71
ChlllecTBeHM NPOMEHM B U3NMUTBAHUATA Ha JeliCTBUETO

1. AkO CIOHCOp Bb3HaMepsiBa 1a BHece IIPOMEHM B W3NMTBAHE Ha JEVCTBMETO, 3a KOETO Ce IpENIoNara, ue lie OKaxar
3HAUMTEIIHO BB3[ENCTBME BbPXY OC30MaCHOCTTA, 3[PABETO WM I[paBaTa Ha YUaCTHMIMTE WIM BbPXY CTAOMITHOCTTA WA
HalIeXTHOCTTA Ha HaHHWTE OT M3MUTBAHETO, TON yBEOOMSBA B CPOK OT €HA CEMMIIA 4pe3 eNeKTPOHHATa CuCTeMa Mo uileH 69
ITbpKaBaTa(uTe) uleHKa(M), B KOATO(KOMTO) ce MpOBEXKHA MM ILie ce MPOBeXa M3MMTBAHETO Ha JeHCTBMETO, 33 OCHOBAHMATA U
€CTeCTBOTO Ha Te3u IpoMeHN. CIIOHCOPBT Ipuiara akTyalnu3yMpaHa pegakuysi Ha ChOTBETHATa JOKYMEHTALMsl, NOCOYEHa B
npunoxenyie XIV, KaTo yact oT yBemoMieHueTo. [IpoMeHNTe B CHOTBETHATA HOKYMeHTalMst TpsiOBa [a ca sICHO 0003HaueH.

2. IIppxaBara WiIeHKA OLEHSBA BCUYKM CHLIECTBEHV NPOMEHM HA M3IUTBAHETO HA MNEVICTBUETO B CHOTBETCTBYE C IIPOLEAYpara,
TIpeABUIeHa B UileH 67.

3. CroHCOpbT MOXe [a NPWIOKM MPOMeHuTe 1o maparpad 1 Hait-paHo 38 OHNM CIel YBENOMIIEHMETO, [IOCOYEHO B
naparpa¢ 1, ocBeH ako:

a) I’bpKapaTa WIEHKaA, B KOSATO CE€ IIPOBEXKMIA MIIM LIE CE MPOBEXKIA USIMUTBAHETO HA TeCTBIETO, € yBemoMumiia CIioHCopa 3a OTKasa
C Bb3 OCHOBA Ha C'I)O6pa)K€HI/I${Ta, MOCOYEHM B ujieH 67, naparpa(]) 4, win Bb3 OCHOBAa Ha C'bO6pa)K€HI/lH, CBbp3aHN ¢
06HleCTB€HOT0 31pase, Ge30I1aCHOCTTa WITN 30paBE€TO Ha y4aCTHULMTE MITA HOTpe6I/IT€J’H/IT€, mm c 06meCTBeHI/IH pen; mim

6) KOMUCHA MO €TMKa B Ta3y Obp2KaBa 4iI€HKa € [ajla OTPULATETIHO CTAHOBMIIE IO OTHOLIEHME Ha CBLIECTBEHATa NMPOMSHA B
MBMUTBAHETO Ha MEJICTBMETO, KOETO ChITIACHO HAIMOHAIIHOTO 1paBo, € BAJIMIHO 3a IsJiaTa IbpKaBa YJICHKa.

4.  CporBerHara(ute) abpxKaBa(i) wieHKa(u) MOXKe(MOrar) Ia yHBIIXMI(aT) CPOKa, IMOCOYEH B maparpad 3, ¢ ouwe cegeM IHMU C
LIeJT TIPOBeKNaHe Ha KOHCYITALMM C eKCIIepTIL.
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Ynen 72

Kopumpamu MEpKH, KOMTO Tpﬂﬁl}a Ja ce ImpeanpueMar OT IbpXaBUTE€ UWIEHKHU, U o0MeH Ha
MH(l)OpMaHMH MeXOy TAX OTHOCHO M3NNTBAHUA Ha neﬁcmuel‘o

1. Ako ObpXKaBa UJIEHKd, B KOATO C€ IIPOBEXKMIa MIIN 1€ C€ IIPOBEXKIa M3INTBaHE Ha HeNCTBUETO, UMa OCHOBaHMS N1a CMSITa, ue
VIBUICKBAHMATA, ITIOCOYEHM B HACTOSALIVA PETIIAMEHT, HE C€ UBIBIIHABAT, TS MOXKE Ha MpENIpueMe Ha CBOS TEPUTOPUS Haii-MaJIKOTO
HAKOS OT CIIeIHUTE MEPKU:

a) 1Ia OTHeMe pa3pelleHNeTO 3a M3MNTBAHE Ha NEJCTBUETO;
0) ma crpe MK 1a TMPEKpPATH M3MUTBAHETO Ha MEICTBIETO;
B) 1 M3MCKA CIIOHCOPBT [1a IIPOMEHM OIpefeNieH acleKT Ha M3IMMTBAHETO Ha HefiCTBMETO.

2. l'[penm T1a TIpEdnpueMe HAKOS OT MEPKUTE 110 naparpa(i) 1, cpboTBeTHATa I’'bpKaBa YJIEHKa M3MCKBA CTAaHOBUILE OT CIIOHCOpA
MIIN U3CIIEOOBATEIA, MIIM U OT IBaMaTd, OCBEH aKO HE € H€O6XOHI/IMO He3abaBHO nericteue. CTaHOBUIIETO Ce MpencTaBs B CPOK OT
CEOeM ITHU.

3. Koraro mppxaBa wWieHKa ¢ IPEIpueNia HIKOSL OT MEPKUTE, [IOCOUCHM B maparpad 1 OT HACTOSLMS WIEH, WM € OTKasasa
M3MUTBAHE HA JEHCTBMETO, MM ¢ G1iia yBeOMEHa OT CIIOHCOpa 3a IPEXIEBPEMEHHO NPEKpATsBaHe Ha M3INTBAHE HA [CICTBUETO
nopanyt Cb00paxeHns BbB BPb3Ka ¢ GE30MACHOCTTA, Ta3y TbpXKaBa WIEHKA ChOOL[ABA CHOTBETHOTO PEILICHME M MOTMBHUTE 33 HErO
Ha BCUUKY IbPKaBM UlIeHKM M Ha KomucnsATa dpes eleKTpOHHAaTa CUCTeMa 10 ulleH 69.

4. Koraro CIIOHCOPBT OTTEITIN 3asABIIEHMETO, IIPENN A MMa PELIECHNE Ha IbpXaBa YJIEHKA, TadN I/IH(l)OpMaHI/IS[ CTaBa NOCTOAHUE
Ha BCMYKM ObPKaBU WIEHKN U Komucusra Upe3 €IIEKTPOHHATa CUCTEMA I10 YIIEH 69.

UYnen 73

MH(I)OpMal.[Mﬂ OT CIIOHCOpa B Kpas Ha M3NUTBAHE Ha neﬁcmue’ro Wi nmpun cnMpaHe MM Inpexne-
BpPEMEHHO IIpeKpaTsiBaHe

1. AKO CIIOHCOPBT CIIpe WM TPEKMeBPEMEHHO IIPeKpaTy M3NUTBAHE Ha AE/CTBUMETO, TOM MHPOpMMpA B paMkuTte Ha 15 [HM
IbpKABUTE WICHKM, B KOMTO TOBA M3IMTBAHE HA MEHCTBMETO ¢ OWIIO CIPSHO WIM IPEXICBPEMEHHO MpPeKpaTeHo, upes
eNIeKTPOHHATa CUCTeMa 10 wieH 69. B ciyyaii ye COHCOPBT CIIpe MM MpexXIeBPEeMEHHO TpeKpaTy M3MUTBAHETO Ha NEVCTBUETO
nopany c00paxeHns: BbB BPb3Ka C 0E30I1aCHOCTTA, B paMKuUTe Ha 24 uaca TOi MH(OPMMpA 32 TOBA BCUYUKM IbPXKABU WICHKM, B
KOMTO Ce NPOBEXNA TOBA M3NUTBAHE Ha NIEJCTBMETO.

2. HpI/ICMa Ce, U€ KpadAT Ha M3NNTBaHE Ha HEICTBUETO ChBIAHA C MOCIETHOTO IOCEIIeHe Ha TTOCTIEeIHUS Yy4aCTHMK, OCBEH aKO
B IVIaHA 33 M3IMTBAHE Ha JIEJICTBUETO HE € OIpETIENIEH IPYT MOMEHT 3a TO3U Kpa]?[

3. CHOHCOp’LT yBEeOOMsBa BCfAKa ObpXKaBa 4YJIEHKA, B KOATO C€ € IIPOBEXKMAIIO TOBA M3NMUTBAHE Ha ]ICIZCTBI/IeTO, 3a Kpasg Ha
BBIIPOCHOTO MBINTBAaHE Ha HECTBUETO B Ta3u IbpKaBa YJICHKa. Topa YBEOOMIIEHNE CE€ M3BBPIIBA B CPOK OT 15 mHu cren Kpas Ha
MBIUTBAHETO Ha ]16]7[CTBI/I€TO 3a Ta3u ObpzKasa YICHKA.

4. AKoO TameHO M3MUTBAHE CE MPOBEXKMA B IIOBEYE OT €IHA IbpXKaBa UIIE€HKA, CIIOHCOPBT YBENOMSBA BCUUYKM ObpXKaBy YJIEHKY, B
KOUTO C€ € IIPOBEXKNANIO TOBA MBNUTBAHE HA ]ICIZCTBI/IeTO, 3a Kpas Ha M3NUTBAHETO Ha HeﬁCTBI/IGTO BbB BCUMUKN ObPKaBU YIIEHKU.
Tosa YBEOOMIIEHME C€ M3BBPIIBA B CPOK OT 15 oum cnen Kpas Ha MBNUTBAHETO HA ]I€I7[CTBI/ICTO.

5. HesaBucumo oT pesynratuTe OT M3NUTBAHETO HA [IEHCTBMETO, B CPOK OT €OHA TOOMHA OT Kpas Ha M3MMUTBAHETO Ha
IEiCTBMETO MIIM [0 TpU Mecela OT NPeXNeBPEMEHHOTO MNpeKpaTsBaHe WM CIMPAHETO, CHOHCOPBT MpENCTaBss Ha IbpXKaBUTE
4fIeHKM, B KOUTO C€ € IIPOBEXHANO M3MMTBAHETO Ha NENCTBMETO, MOKNA[ 3a M3MMTBAHETO HA IEHCTBMETO CHITIACHO 4YacT A,
paspen 2.3.3 or npunoxenue XIIL

HoknmambT 3a M3NMUTBAHETO Ha TIeCTBUETO Ce npuapyzxasa OT PE3OME, UBTOTBCHO IIO JIECHO pa361/1paeM 3a LeJeBuA HOTp€6I/IT€]'[
HauMH. [{oKnamseT u PE3IOMETO CE€ MPENCTABAT OT CIIOHCOpA YpeE3 €IIEKTPOHHATA CUCTEMA, IIOCOUEHA B YJIEH 69.

Korato mopam choGpakeHust OT HAyYHO eCTECTBO He € Bb3MOXKHO JOKJIAIIBT 33 M3IMTBAHE HA JIEMCTBUETO [ Ce MPEICTABU B CPOK
OT e[IHA TO[IMHA OT Kpasi Ha M3IIMTBAHETO, TOI Ce MPEICTaBs BeOHara oM Oble M3roTBeH. B TO3M Criyuait B miaHa 3a M3MMTBAHE
Ha [IENCTBUETO 1O yacT A, pasgen 2.3.2 or npunoxenye XIII ce mocousa Kora e ObIAT HASIMYHM PE3YNTATUTE OT U3IUTBAHETO
Ha MIeVICTBYETO, KaToO Ce M3/laraT OCHOBaHMS 3a TOBa.
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6.  KomucuaTa usroTss HacOKy MO OTHOIIEHME HA CHIBPKAHMETO M CTPYKTypaTa Ha Pe3OMETO Ha IOKJIala 3a M3MUTBAHETO Ha
HEeNCTBUETO.

OcBeH TOBa 3a ClTy4ante, B KOUTO CIIOHCOPBT pellaBa J1a CIIOHEIN H€06pa6OTeHI/l JaHHM Ha 1106p030nHa ocHoBa, Komucusra
MOXKeE JJa M3roTBy HACOKM 3a cl)opMaTa 1 oOMeHa Ha Te3u naHHu. Te3u HACOKM MOraT Jia ce OCHOBaBaT Ha CbUICCTBYBALIM HACOKM 3a
CIIOOEIIAHETO Ha H606pa6OTCHI/I JOAaHHU B 00rnacTTa Ha U3NUTBAHMATA Ha HeJCTBUETO, KATO I afjanTupar, HOKOJIIKOTO € Bb3MOXKHO.

7. PesioMero 1 JOKTAmbT 3a M3MMTBAHETO HA JEHCTBMETO, IMOCOYEHN B raparpad 5 OT HACTOSWIMAS WIEH, CTABAT IyONMMYHO
IOCTBITHY Ype3 eNeKTPOHHATA CUCTEMA 10 WieH 69 Hali-KbCHO KOTaTo M3[enueTo Obe PerncTpUpaHo ChITACHO WieH 26 u mpemn
IyCKaHeTO My Ha Masapa. B ciyuaii Ha IpexJeBpeMEHHO IpeKpaTsBaHe WM CIMPaHEe PEIOMETO U JOKMAIBT CTaBaT MyOImMYHO
IIOCTBITHM Be[iHara cjiefl NpefCcTaBsAHeTo MM.

AKO M3MIENNeTo He 6’[)H€ perncTpypaHo B CbOTBETCTBME C UIIEH 26 B paMKNTE Ha €[HA IrOOVHA OT BBBEKIAHETO HA PE3IOMETO M HA
HOKJIafa 3a M3MUTBAHETO Ha JEHCTBUETO B €JIEKTPOHHATa CUCTEMA CBITIACHO Haparpacl) 5 OT HacToSALIMS 4JIeH, Te CTaBaT Hy6HI/I‘{HO
JOCTBIIHN B TO3M MOMEHT.

Ynen 74
Ipouenypa 3a KOOPAMHMPAHO OLeHSABaHe Ha U3NMUTBAHUATA Ha EICTBUETO

1. ‘{pes CJICKTPOHHATA CUCTEMaA 110 4YJICH 69 CIIOHCOPBT Ha M3NNUTBAaHE Ha ]Ief[CTBI/lCTO, KO€TO 1I¢ CE€ IPOBEXKMa B IMOBEYEC OT
€0Ha IObpXKaBa 4YII€HKA, MOXKE [a IoHafe €OVHHO 3asBIICHME 3a LEINTE Ha YIEH 66, KO€TO IIpM IIOITyuyaBaHE C€ IIpe€raBa II0
€JIEKTPOHEH ITbT Ha BCUYKM IbPKABU UIIEHKY, B KOUTO 1€ CE€ ITPOBEXKIA M3IMNTBAHETO HA HEIiCTBUETO.

2. B emmHHOTO 3asiBlIeHME IO naparpad) 1 CIIOHCOPBT Mpeyiara €oHa OT Ibp2KaBUTE UICHKM, B KOUTO MLIE€ C€ IPOBEXMa
MBIIUTBAHETO Ha HCIZCTBI/IGTO, oa HefcTBa Karo KoopaoyHMpala nObpxKasa 4YJIEHKa. B CpOK OT WIECT OHM OT IIOHaBaHE Ha
3asBJICHMETO TbpPXKABUTE UIECHKM, B KOUTO 1€ C€ IIPOBEXKIA M3INTBAHETO HA ]ICI‘/JICTBI/ICTO, IIOCTUTAT CBITIACUE KO OT TAX 1IE IIOEME
Cl)yHKlII/[I/ITe Ha KoopouHypamia JbpXaba UJI€HKaA. AKO Te He ce ClopasyMmeaT OTHOCHO KOOpHOMHMpallaTa ObpxKaBa UICHKA, TE3U
(I)yHKIII/[I/I Ce€ IoeMaT OT IPENTIOKEHATa OT CIIOHCOPA KOOPOVMHMpAIIA ObpKaBa YJICHKa.

3. Tlom pbKOBONCTBOTO HA KOOPHMHMpALIATA IbpXKABA WIEHKA IO mMaparpad 2 3acerHaTMTe bPXKABM WIEHKM KOOPIMHMpAT
OLIEHSIBAHETO Ha 3asBIIEHNMETO, NI0-KOHKPETHO HA TOKYMEHTALNATA, 0coueHa B Imaa I ot npuoxenne XIV.

Bbrpeku ToBa IIBJIHOTAaTa Ha JOKyMeHTaumsTa mo masa I, pasmerm 1.13, 4.2, 4.3 u 4.4 or npunoxenne XIV u dact A,
pasmen 2.3.2, Gyksa B) or mpunoxenye XIII ce oueHsBA OTHENHO OT BCSIKA CHOTBETHA IbpXKaBa UlleHKa B CHOTBETCTBHUE C
weH 66, maparpagu 1—5.

4. [To oTHOWIEHME Ha TOKYMEHTALMATA, pasiiMyHa OT IIOCOYEHATa B naparpa(i) 3, BTOpa aJMHEs, KOOpOMHMpAIIATa TbpXKaBa
YJICHKA:

a) B CPOK OT WIECT IHM CIIEMl TONYYaBaHE HA ENMHHOTO 3asIBIIEHVE YBETMOMSBA CIIOHCOPA, Ue T € KOOPIMHMpAIaTa [bpKasa
YJIeHKa (,aTa Ha YBEHOMSBaHE");

6) 3a LEINUTE Ha BAJIMOMPAHC Ha 3asBIICHMETO B3€Ma NPEOBUTL BCUUKM C'bO6pa}KCHI/IH, NpencTaBeHn B CPOK OT CEIEM JTHM OT daTaTa
Ha yBEOOMSABAHE OT 3aCETHATUTE Obp2KaByN YWICHKI;

B) B cpok oT 10 mHM OT HaTata Ha yBeHOMSsBAHE OLICHsIBA Ay M3IMTBAHETO HA MEHCTBMETO Nomafa B 00XBaTa Ha HACTOSILMS
PeINaMeHT M [Ny 3asBIEHNMETO € ITBIIHO U YBeIOMsBa CIIOHCOpa 3a ToBa. BbB Bpb3Ka C TOBa OLIEHsBaHE 33 KOOPAMHMpALIATa
IThpKaBA UIEHKA ce Tpuiara wieH 66, naparpadu 1 u 3 —5;

I) MpEMCTaBs Pe3yITATUTE OT HANPABEHOTO OLIEHsABAHE B MPOEKT 3a HOKNAT OT OLEHSBAHETO, KOMTO TpsibBa M1a Oble M3MpateH 10
3aCeTHATUTe IbPXaBU WIEHKM B CPOK OT 26 IHM OT HaTara Ha Baiumupaseto. o 38-ms meH cilen maTaTa Ha BalnuaupaHe
IIPyTUTE 3aCETHATM IbpKaByM UIEHKY M3IpPAlIaT CBOMTE KOMEHTapy M IPEMJIOXKEHUS 10 TIPOEKTa Ha HOKIIafa OT OLEHSBAHETO U
CBOTBETHOTO 3asiBlleHME Ha KOOPHOMHMpAINATa [IbpXKaBa WIEHKA, KOSTO B3eMa HAIUIEKHO IpeOBMI Te3u KOMEHTapu MU
TIPEVIOXEHNs PV M3TOTBSHETO HAa OKOHYATENHVS MOKJIal OT OLEHSBAHeTO, KOWTO ce INpenaBa Ha CIOHCOpa M HAa HPYTUTE
3aCETHATM IbPKaBYU WIEHKM B CPOK OT 45 [OHU OT [aTaTa Ha BaJIMIMpaHe.

OKOHUaTeNHMAT HOKIIAH OT OLEHSBAHETO Ce B3eMa IIPElBMI OT BCUYKM 3aCETHATV [IbpPKaBM WIEHKV IIPYM B3EMaHETO Ha pelleHue
10 3asIBICHIETO Ha CIIOHCOPA ChITIACHO uneH 66, maparpad 7.

5. Ilo oTHOlEHME HA OLEHSBAHETO HAa [OKYMEHTALMSTA, OCOYEHA B maparpad 3, BTOpa anmHesl, BCSIKA 3acerHaTa IbpxKasa
WIEHKA MOXe eIHOKPaTHO [1a MOWCKA [ONbIHWTENHa WMHpOpMAaums OT CroHcopa. CHOHCOPBT IPEACTaBsi IOMCKAHATA
IOIBIIHUTEIHA MHQOPMALIMS B PAMKITE HA CPOKA, ONpEMeNeH OT 3acerHaTara IbpxKaBa WIEHKA, KOITO He HajBuuiasa 12 mHM OT
[[ATaTa Ha IONy4aBaHe Ha WckaHero. ITocmemumsr cpok no maparpad 4, Oyksa I) crmpa a Tede OT JaTaTa Ha MCKAHETO [0
MOMEHTA Ha MOJlyyaBaHe Ha [ObIHUTEIHATa MHPOPMALILSL.
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6.  3a mapemmsra ot xiac C u knac D KoopamHMpamara gppKasa WieHKa MOXE ChIIO TaKa 1a YIBIIKM CPOKOBETe, IOCOYEHN B
naparpad 4, ¢ ome 50 IHM C LeN TPOBEXKIAHEe HA KOHCYNTALMM C EKCIEPTH.

7. KommcuaTa MOXe upe3 akToBe 3a VM3IIBIIHEHME Ia KOHKPETU3MpPA JOMBIHUTENHO NMPOLENypUTe M CPOKOBETE 3a KOOPHMHMU-
paHNTE OLEHSABAHMS, KOMTO [Ia CE B3eMaT ION BHMMAHME OT CHOTBETHMTE IbPXKaBM WIEHKM NPU B3EMAHETO HA pELICHME IO
3asBIICHMETO Ha CIOHCOpa. Tesu aKTOBE 33 M3IBIHEHNME MOTaT Ha OMpEHeNsT M NMPOLEIypuTe M CPOKOBETE 3a KOOPAMHMPAHO
OLICHsBAaHE B CIIyyail Ha CHLICCTBEHM IPOMEHM 10 maparpad 12 OT HACTOSIIMA UiieH, B CNydyail Ha HOKNAfBaHE HAa HEXeNaHM
cebuTist MO0 wieH 76, maparpad 4 u B Ciydvail HA M3MMTBAHMS HA IEVCTBMETO, BKIIOYBAIIM CHITHTCTBAILM M3IENNS, KOTaTo
JIeKapCTBEHNTE MPOMYKTH Ca 0OEKT Ha MapaselHO KOOPIMHMPAHO OLCHSBAHE HAa KIMHMYHO M3MMTBaHE ChriacHo Permament (EC)
Ne 536/2014. Tesu akToBe 3a M3IBIHEHNME CE IPUEMAT B CHOTBETCTBME C MPOLEMypaTa MO pasriexiaHe, mocoyeHa B wieH 107,

naparpad 3.

8. Koraro 3akitouenmero Ha KoopaouMHupamara OIbpXkaba UjleHKa OTHOCHO obnactra Ha KOOpOMHMpPAHO OlLICHsABaHE €, 4e
MPOBEXKNAHETO HAa UBNUTBAHETO Ha Ee/CTBUETO € NPpUEMIIMBO MM € TIPUEMIIMBO IIPpU CIIa3BAHETO Ha OIPENENIEHU YCIIOBYUA, TOBA
3aKJTIOUEHME CE€ CUMTA 3a 3aKIIIOUEHMETO Ha BCUUKM CHOTBETHU IbPKaBU UIECHKU.

HezaBucumo ot ITbpBa aJMHeEsdA, BCAKA OT 3aCETHATUTE HbpPXKaByM UIEHKNM MOXKE Ha M3pa3y HEChITIACME CBC 3aKIIIOYEHMETO Ha
KoopaMHyupamara IbpxKasa 4JI€HKa OTHOCHO obrnacrTa Ha KOOpAOMHMPAHO OLEHSABAHE CaMO Ha CIIEIHUTE OCHOBAHMSA:

a) KOrato cumta, 4€ y4yaCTMeTO B M3NMUTBAHETO Ha MeiiCTBUETO ou TIOBEJIO 10 IOJIOKEHME, NPU KOETO TIalleH y4aCTHMK IIOTyvaBa
JICU€HME, KOETO € MO-HEKaYCCTBEHO OT TOBa B YCIIOBMATA Ha HOpPMaJIHATa KIIMHMUYHA ITPaKTMKa B 3aCE€rHaTaTa IbpzKaBa YJICHKa;

0) HapylIeHMe Ha HALMOHAIIHOTO MPABO; MIIN

B) ChOOpaxeHNUs BbB BPb3Ka C OE30MIACHOCTTA HA YUaCTHMKA M HANEXKIHOCTTA M CTaOMIIHOCTTA Ha pe3yIITaTire, MPENCTaBeHN M0
naparpad 4, Gyxsa r).

KoraTo HfKOS OT 3acerHaTute IbPXKaBM WICHKM He € CBITIACHA ChC 3aKIIIOYEHNETO Bb3 OCHOBA Ha BTOPA ajlMHes OT HAaCTOSIIMS
naparpad, Ts1 yBeOMsIBa 3a CBOETO HECBITIACHE, KATO ChLIEBPEMEHHO MpeocTassi nonpobHa o6ocHOBKa, Komucusra, Beuukm opyru
3aCETHATM IbPKABU UIIEHKM M CIIOHCOpPA Ype3 eleKTPOHHATA CUCTeMa 110 uileH 69.

9. Korato 3akiroueHmero Ha KoopaoMHMpalara IbpXKaba UI€HKa OTHOCHO obnactra Ha KOOpIMHMPAHO OLEHsABAHE €, 4e
UBIUTBAHETO Ha MHECTBUETO € HENIPUEMITVBO, TOBA 3aKIIIOYEHME CE€ CUMTA 3a 3aKJIIOUEHMETO Ha BCUMYKM 3aCE€THATV IObpXKaBu
UJICHKU.

10.  Mamena 3acerHata IbpKaBa WIeHKa OTKa3Ba [a pa3pelly M3MUTBAHE Ha JEHCTBUETO, aKO He € CBITIACHA ChC 3AKITIOYEHNETO
Ha KOOPIMHMpAIIATa ITbpXKaBa WICHKA, HA KOETO M [a € OT OCHOBAHMATA, MOCOYEHNM B Iaparpad 8, BTOpa anuHes, WIM aKO
JCTAHOBM BB3 OCHOBA Ha HAIJIEXHO OOOCHOBAHM ChOOpAXKEHNMS, Ye HE Ca W3MbIHEHNM ACMeKTHTe, pPasINelaHy B IiaBa [,
pasmerm 1.13, 4.2, 4.3 u 4.4 or npunoxenne XIV, Wy KOrato KOMUCKS IO €TMKA € Jaja OTPULATENIHO CTAHOBULIE OTHOCHO
M3MUTBAHETO Ha JEHCTBMETO, KOETO CBHITIACHO HANMOHAIHOTO IPaBO € BANMIHO 3a ISNaTa IbpKaBa WiIeHKA. 3acerHarara IbpxKasa
YIeHKa MpeIBIKIa PoLenypa 3a 00XarBaHe MO OTHOLIEHNE Ha TAaKbB OTKA3.

11. Bcska 3acernata Obp2KaBa 4JICHKa YBEOOMsBAa CIIOHCOpa 4Ype3 €IIEKTpOHHAaTa CUCTEMa II0 UJIEH 69 3a ToBa manu
UBMUTBAHETO Ha JIEHCTBUETO € paspenieHo, naiy € pa3pelieHo IIpy CIIa3BaHETO Ha OIPEHNENIEHM YCIIOBUSA MM € OuIo OTKa3aHO
paspeueHne 3a HeEro. YBemoMsiBaHeTO ce U3BbpLIBA UpeE3 €IHOKPATHO PEIICHME B CPOK OT IIET OHU OT IIpPEHaBaHETO, CbITIACHO
naparpa(l) 4, 6yKBa I‘) OT HacCToAwMs YieH, Ha OKOHYAaTCIIHMA HOKIIA OT OLUEHSABAHETO OT KOOpIMHMpallaTa IbpKaBa YJICHKa.
Korato paspeniaBaHeTo Ha M3NNUTBAHE Ha HeICTBMETO € O6B’bp33H0 C omnpenerenn ycioBus, ToBa MOraT Ja 6’I>JIaT CaMo ycCIoBuA,
KOMTO Iopagn €CTeCTBOTO CM HE MOraT [1a 6'1)]1&T VIBITBIIHEHM KBM MOMEHTA Ha pa3pellaBaHETo.

12, BcyukyM ChLIECTBEHM MPOMEHM MO wiieH 71 ce choOlIaBaT Ha 3acerHATUTE IBPXKABYM WIEHKHM Upe3 eNeKTPOHHATA CHCTeMa IO
uteH 69. Besika oleHsBaHe 3HA HAMUMETO HAa OCHOBAHMS 33 HECHINACHE IO Maparpad 8, BTOpa ajMHest OT HACTOSIIMS WIEH Ce
M3BBPIIBA MON PHKOBOICTBOTO HAa KOOPHMHMpALIATA ThpKaBa UIEHKA, OCBEH B CIy4all HA CBHLIECTBEHM IIPOMEHN IO OTHOLICHME
Ha masa |, pasgerm 1.13, 4.2, 4.3 u 4.4 or npunoxenne XIV u uact A, pasgen 2.3.2, 6yksa B) ot npwioxenne XIII, kouto ce
OIICHSIBAT OTIEITHO OT BCSIKA 3aCerHaTa IbpKaBa YIEHKa.

13. Komucusta NpenocTaBsd agMMHUCTPATMBHA IIOOKpENa Ha KOOpHOMHMpaAllaTa ObpxkKaBa UIE€HKA IpY M3IBIHEHUETO Ha
3alaumnTe ¥ MO HACTOSIIATA IT1aBa.

14. Mo ... [cedem z0dunu ced Hauaanama 0ama Ha NpuAdzaHe HA HACMOAULUS Pezad/meHm] YCTaHOBEHATA B HACTOSLIMS UJIeH
TpOLeNypa Ce TPUIIATd CaMO OT IbPXKABMTE UIIEHKM, B KOMTO LI€ Ce NMPOBEXIAT M3NNTBAHWMATA HA MNENCTBUETO M KOMTO NAu
cbriacue 3a npwiarasero it. Cren ... [cedem 200unu cred Hauannama 0ama HA npudzaHe HA HACIMOAWAUA pezndmenm)
TOCOYEHaTa MPOLEIypa ce MpUIara OT BCUYKY IIbPKABU WIEHKN.
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Ynen 75
IIpernen Ha mpouenypaTa 3a KOOPIMHUPAHO OLIEHSBaHe

Ho ... [wecm 200unu cied HauaaHama dama Ha npuAdzate HA Hacmoauyus pezndmenm] Komucusra npencrass Ha EBponeiickus
nmaprnameHT M Ha CbBeTa MOKJIAL 33 OINUTA, IPUIOOUT OT NPUIATAHETO Ha wWieH 74, U, aKo e HeoGXOmMMO, Npemyiara Iperven Ha
urieH 74, maparpad 14 u wien 113, naparpad 3, 6yksa x).

Ynen 76
Perucrpupane u TOKIIafBaHe HA CIIyYay HA HEXeEIAHO ChOMTHE NPU M3NUTBAHMA HA HEIICTBUETO

1. CroHcopbT perucTpupa usiiata MHGopMAaLms 3a:

a) BCAKO HEXENaHo cuOutme Or BUM, OIIPENENIEH B INIaHA 3a V3NMTBAHE Ha HECTBUETO KaTo KpUTHMYEH 3a OLIEHKaTa Ha
pe3ynraTure OT TOBa M3IMNUTBAHE HA HEeIiCTBUETO;

6) BCAKO CEPMO3HO HEXKEITAHO C'I)6I/[TI/I€;

B) BCEKM HETOCTaThK Ha M3MENMETO, KOWTO € MOXKeN fia MOBeme MO CEPUO3HO HEXKEIIaHO c1>61/m/[e, ako He e 6uo npeanpuero
MONIXONISIIO JECTBUE, HE e Gura OChUIECTBEHA MHTEPBEHIMA MU aKO o0cTosTeNncTBaTa ca Ouim mo-Manko 6H3FOHPI/IHTHM;

I) BCAKO HOBO 3aKJIOYEHNME BB BPB3Ka ChC CHOMTHE MO OYKBHU a) — B).

2. CrmoHcopsT 6e3 3abaBsiHe TOKNIAIBA Upe3 eNEKTPOHHATA CUCTeMa N0 4ieH 69 Ha BCUUKM ITbPKABM UIICHKHM, B KOMTO CE
IIPOBEX/A M3IUTBAHE Ha JEICTBHETO, LisIaTa MHPOpPMALNS 3a:

a) BCSKO CEPMOBHO HEXKENaHO ChOMTHE, KOETO MMa NPUUYMHHO-CIIEHCTBEHA BPb3KA C MB[IENMETO, KOMIAPATOpa WK MpOLenypara
Ha M3MUTBAHE MIIM aKO TAKaBa NMPUUMHHO-CTIEHCTBEHA BPH3KA € PAa3yMHO Bb3MOXHA;

6) BCEKM HEOOCTATBK Ha M3OEIINETO, KOMTO € MOXKeN J1a HOBede HO CEPMO3HO HEXKEITAaHO C'b6I/ITI/IC, ako He e 6uo npennpnero
NOIXOIAIIO HCﬁCTBMC, He e Oma OCBUIECTBEHA MHTEPBEHIMA MITN aKO obcrosTencTBara ca Oy mo-Majko 6J'Ial"OHpI/I$[THI/I;

B) BCSIKO HOBO 3aKITIOYEHNE BbB BPb3Ka C BCSAKO chOuTHE 10 GyKBYU a) u 6).

Tpu onpenensive Ha CpoKa 3a JHOK/IANBaHe ce B3eMa MpEIBMI TexXecTTa Ha chOUTMETO. AKO € HeoGXOMMMO, 33 [a ce rapaHTypa
CBOEBPEMEHHOTO JIOKIIaJBaHe, CIIOHCOPBT MOXE Ja NpeACTaBM ITbPBOHAYAJIeH IIOKIANl, KOWTO € HeIbileH, MOCIeBaH OT IThjleH
IOKITaf.

Ilpn MckaHe OT MbpKABA WICHKA, B KOSATO C¢ MPOBEXIA M3IMTBAHETO HA [ENICTBUETO, CIIOHCOPBHT IPENOCTaBsl LiSUTATa
uHpOpMaLys, ocodeHa B maparpad 1.

3. OcseH TOBa Ype3 €NEKTPOHHATA CUCTEMA IO uileH 69 CIOHCOPBT MOKNalBa Ha IbpXKaBMUTe WIEHKM, B KOMTO Ce MPOBEXIa
VM3MUTBAHETO HA JEHCTBMETO, BCAKO €IHO ChOMTHE MO maparpad 2 OT HACTOSWIMS UNeH, HACTBINIO B TPETU IbPXKABM, B KOUTO Ce
TIPOBEXNA U3MMTBAHE HA JEMCTBMETO ChC ChLIMSA IUIaH 3a M3MMTBAHE HA JEMCTBMETO KAaToO TO3M, KOWTO ce Npuiiara 3a M3MUTBAHE Ha
IeViCTBIETO, OOXBAHATO OT HACTOSIUINS PEITIaMEHT.

4. Ilpu usnuTBaHe Ha HENCTBME, 32 KOETO CIOHCOPBLT € M3ION3BAl eMHHOTO 3asBeHMe MO usleH 74, TOil HOK/afBa BCAKO
cebutrie 1o maparpad 2 OT HACTOSILMSL WIEH Ype3 efIeKTPOHHATA CUCTeMa 10 wieH 69. [Ipy noiyyaBaHe DOKJIagbT ce Mpefasa 1o
€TIeKTPOHEH ITBT Ha BCUYKM ITbPKABY WIEHKU, B KOUTO Ce IPOBEKIA M3IMUTBAHETO HA JEICTBUETO.

Ilon pPHKOBOACTBOTO HAa KOOPAMHMpALIATA [bPXKaBa WIeHKA 1O wieH 74, maparpad 2 mbpXKaBuTe WIEHKM KOOPIMHMPAT
OLICHSIBAHETO HA CEPUO3HMTE HEXeNMaHM CHOMTMS M HEOOCTATHLMTE HA M3IENMETO, 3a [Ia YCTAHOBST HalM € HeOOXOIMMO
V3IUTBAHETO HA MEVICTBMETO Ja Ce IIPOMEHM, CIIpe MIIM IIPEKpaTy MM [alM [a ce OTHEME pa3pelleHMETO 33 MPOBEXIAHETO Ha
TOBA U3IUTBAHE Ha JENCTBUETO.

Hacrosiuysr naparpad He 3acsira IpaBaTa Ha OCTAHATIMTE [IbPKABY WICHKN [1a M3BBPIIBAT COOCTBEHA OLIEHKA U [1d IIPUEMAT MepKU
CBIJIACHO HACTOSIUMS PEIAMEHT, 3a [d OCUIYpSIT 3amuTata Ha OOLIECTBEHOTO 3hpaBe ¥ OesomacHocTTa Ha maumenture. Ha
KOOpIMHMpAIAaTa TbpKaBA WICHKA 1 Ha KoMucusara ce CbhoOLIaBaT pe3yiTaTMTe OT TaKaBa OLCHKA M IPUEMAHETO HA TAKMBA
MEPKIL.

5. B cnyuait Ha mpoyuBsaHus 3a MpOCIEOsBaHe HA NEHCTBMETO CIiefl IIyCKaHe Ha Masapa, mocodeHu B uiex 70, maparpad 1,
BMECTO HACTOSILMS WIEH Ce MpWUIarar pasmopenOute 3a mpocielsBaHe Ha Oe30MaCHOCTT, MpemBUIEHM B uneHoBe 82—85 1 B
aKTOBETE 32 M3NBIHEHME, IIPUETH CBHITIACHO wileH 86.

6.  HesaBucumo or maparpad 5, HACTOSLAAT YieH Ce IPWIAra, KOIaTo € YCTAHOBEHA IPUYMHHO-CIICNCTBEHA BPB3KA MEXIY
CEPUOBHOTO HEKENAHO ChOMTHE ¥ TIPENIIIECTBALIOTO U3IMUTBAHE Ha MENCTBUETO.
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Ynen 77
AKTOBe 3a 3IbIHEHMe

‘{pes akToBe 3a u3mbiHeHue Kommcmsara moxe fma ornpeners HO]IpO6HI/ITC npaByiia M IPOLCOYPHUTE ACIIEKTH, H€06XO]]I/IMI/I 3a
NIpUIIaraHETO Ha HAaCTOALIATA ITIaBa II0 OTHOLIEHME Ha:

a) XapMOHM3MPAHUTE eNEKTPOHHNM 0Opasly Ha 3asiBIICHNE 33 M3MUTBAHMS HA MENCTBMETO M TSXHATA OLEHSIBAHE IO UNEHOBE 66
u 74, KaTo ce B3eMaT NPEIBUIL KOHKPETHNTE KaTerOpyUy Wilv TPYI M3IIETIS;

0) QyHKUMOHMPAHETO Ha eTIEKTPOHHATA CUCTEMa IO ulieH 69;

B) XapMOHM3MPAHUTE eNEeKTPOHHM 0OpPa3LM 3a YBEIOMIICHIE OTHOCHO MPOYYBAHMsI 3a MPOCTIENsIBAHE Ha JEICTBUETO CIIeN MyCKaHe
Ha nazapa 1o urnted 70, naparpa 1 ¥ OTHOCHO ChLIECTBEHM NMPOMEHN 110 WieH 71;

1) obMeHa Ha MHQOPMALIMS MEXIY IIbPKaBUTE UIEHKM IO UleH 72;

) XapMOHM3MpAHMTE eTIeKTPOHHM 00pasuy Mpy HOKIIA[BaHe Ha CEPUO3HM HEXKeNaHM CHOMTHMS M HENOCTATbLM HA MBHENMATA 1O
urieH 7 6;

€) CPOKOBeTe 3a JIOKITANBAHE HA CEPUO3HM HEXETaHM CHOMTHSA M HEIOCTATHUM HA M3IENMATA, KATO Ce B3eMa IPEIBUI TEXECTTa
Ha cbOUTHETO, KOoeTo TpsiGBa M1a ce ChOOLM CBITIACHO UileH 7 6;

}K) €OHAaKBOTO IIpUIIAraHE HA M3MCKBAHMATA 10 OTHOLIEHME Ha KIIMHUYHUTE HOKaSaTCHCTBa/HaHHI/I, HCO6XOJII/IMI/I 3a JTOKa3BaHE Ha
CBOTBETCTBUETO C O6IIII/IT€ M3UCKBAHMA 32 OE30MacHOCT U HCﬁCTBI/IC, YCTaHOBEHM B IPMIIOKEHNE L.

AKTOBETE 34 M3IIBIIHEHME, NOCOYEHN B IbpBA AJMHES, Ce [PUEMAT B CHOTBETCTBHME C NPOLENypaTa M0 pasmiexiaHe, MOCOYEHa B
wed 107, naparpad 3.

ITIABA VII

Had3sop caed nycrate Ha nasapa, npocnedqeane Ha be3onacHocmma u Had30p HA na3apa

Paszmen 1

Hap3op cnem myckaHe Ha ma3apa
Ynen 78
CucreMa Ha IPOM3BOTUTENISA 33 HAa30p CIIeT MyCKaHe Ha Masapa

1. 3a BCAKO M3[eNMe NPOM3BOMMTENNTE TUIAHMPAT, Ch3NABAT, OKYMEHTUPAT, IIPUIIAraT, IOLTbPKAT U aKTyalu3upaT CUCTEMa 33
HAI30p CJIell MyCKaHe HA M1a3apa [0 HAuMH, ChOOPaseH C Kiaca Ha M3IENNETO B 3aBUCMMOCT OT PUCKA M IOMIXOMSUI 34 THIA
usnenve. Tasy cucTeMa e HepasMeNnHa 4acT OT CUCTeMaTa 3a yIpaBreHue Ha KauecTBOTO Ha TPOM3BOIMTENS, MOCOUeHa B wiieH 10,
naparpad 8.

2. Cucremara 3a Ha3op cren IycKaHe Ha Iasapa Tpﬂ6Ba oa 6’1)[16 npurogHa 3a aKTMBHO U CUCTEMATUYHO C'b6]/[paHC,
peructpupane u aHanM3MpaHe Ha CbOTBETHUTE MaHHM 3a Kauy€CTBOTO, HEICTBUETO U Ge30macHOCTTa Ha VIBOETIMETO II0 BpPEME Ha
oems My €KCIUIOaTaluMOHEH CPOK, VM 3a M3BIMYAHE HA HYXHUTE M3BOOM M 3a OIPEHENSHE, NpuiaraHe u Ha6HlOlI€HI/I€ Ha
CBOTBETHUTE NIPEBAHTVIBHI VI KOPUTMPALIN HECTBUSL.

3. Hannure, coOMpaHy upe3 cuCTeMaTa Ha IPOM3BONMTEIIS 33 HAI30P CIIeN IIyCKaHe Ha a3apa, Ce M3IOM3BAT MO-CIeLaTHO 3a:

a) aKTyanu3MpaHe Ha OIpENeNSHETO HA ChOTHOLICHMETO MEXIIy PHCKAa M IMOM3uTe M MOHo0psBaHe HA YIPABIEHMETO HA PUCKA
CbITIacHO I1aBa | or mpunoxenue I;

0) akrtyanusupaHe Ha MHGOPMAlUMSTA 3a LENMTE HA MPOEKTUPAHETO M MPOU3BOLCTBOTO, HA MHCTPYKUMMTE 3a ymoTpeba 1 Ha
€TUKETUPAHETO;

B) aKTyanu3MpaHe Ha OLIEHKATa Ha JelCTBUETO;
I) aKTyanMsMpaHe Ha pe3loMeTo 3a 6e30MacHOCTTa M NEHCTBUETO MO wieH 29;

]1) YCTaHOBABAHE Ha HY2KTaTa OT IIPEBAHTUBHU MM KOpUTUPALIN HCﬁCTBMﬂ VI Ha KOpUrmpammn ]16]7[CTBI/I$I BbB BpB3Ka C Gesomac-
HOCTTa,

e) YCTaHOBABAaHE Ha Bb3MOKHOCTUTE 3a HOIIO6p$IBaHe Ha U3IOJI3BAeMOCTTa, MEICTBUETO U 0e3011acHOCTTa Ha U3OEITNETO;
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)K) rofroMaraHe Ha Hajsopa ciiell IyCKaHE Ha Ias3apa Ha OpyIrM M3[enus, KOrato € npuiioxuMmo; u
3) YCTaHOBABAHE Ha TCHOCHUMM M TAXHOTO HOKJIAdBaHE ChITIACHO WICH 83.

Texnyueckara HOKyMeHTauys e aKTyalnu3yupa ChOTBETHO.

4. AKo B XOJIa Ha HaJ[30pa CIell MyCKaHe Ha Na3apa ce YCTAHOBM HeOOXOMMMOCT OT MPEBAHTUBHY MM KOPUTMPAIUM JE/CTBS,
WIM M [IBeTe, IMPOM3BONMTENIAT IpWIara MOOXOMALM MepKM M MHQOPMMPA CHOTBETHUTE KOMIICTEHTHM OpIaHM, U aKo e
NPUIIOXUMO — HOTUQUIMpaHus opraH. Korato e ycTaHOBEH Cepyo3eH MHUMIEHT WIM Ce NPUIOKM KOPUIMPAIIO HEiCTBUE BbB
BPb3Ka ¢ 0E30MACHOCTTA, TOBA Ce IOKJIA[BA CBINIACHO WieH 82.

Ynen 79
IInan 3a Han3op cren MycKaHe Ha masapa

Cucremara 3a Ha3op CIen IyCKaHe Ha Itasapa, I0COY€Ha B YIIEH 78, ce OCHOBaBa Ha IUIaH 3a Ha3op CIen MyCcKaHe Ha Iasapa,
UMNUTO M3NCKBaHMA Ca OIPENCIICHN B pasnernn 1or IIpUII0KEHNE II1. TInanbT 3a Hagsop CJIel MyCKaHe Ha Ia3apa MpEaCcTaBiisgBa 4act
OT TEXHNYECKaTa TOKYMEHTalMs, ITOCOUYCHA B IIPUITIOKEHNE II.

Ynen 80
Hoxnap 3a HafE30pa clief MycKaHe Ha ma3apa

HpOI/IBBO]II/ITe]'[I/ITC Ha U3HENMsA OT Kiac A M Kiac B m3roTear moknan 3a Haz3opa clieq] IIyCKaHe Ha Ias3apa, B KOIATO ce 0606I]laBaT
pesynTaTuTe M 3aKIIIOUEHMATa OT aHAJIM3NUTE Ha HAHHNUTE OT Ha30pa CIle[ ITyCKaHE Ha Ia3apa, c1)6pa}m Bb3 OCHOBA Ha IlJIaHA 3a
Hag3op cien MyCKaHe Ha Iasapa, IIOCOYEH B YIEH 79, 3a€[IHO C 00OCHOBKAa M OIMCaHME Ha peanpueTuTe IMpeBaHTUBHU U
Kopurnpaim HECTBUS. HOKHa]I’I)T C€ aKkTyammsypa Inpu H€O6XOIII/IMOCT 1 Ipn IOUCKBAHE CE IPEHOCTaBsd Ha HOTI/I(I)I/IIH/IpaHI/IS[
OpraH " Ha KOMIICTCHTHIS OpTraH.

Ynen 81
Iepuopmuen akTyanusmpaH nOKian 3a 6e3omacHoCT

1. Tlpoussommrenute Ha ugenust ot kiac C u kiac D M3roTBAT NepronyyeH akTyaau3upaH Hokian 3a OesonacHoct ([TAIB) 3a
BCSKO M3[ENME U, KOraTo € MpPUIOXKMMO, 33 BCSKA KATeropysl WM TpPyla M3NENus, B KOMTO ce 00oOwiasar pesynrature u
3aKJTIOUEHISATA OT aHAJM3UTE HA JAHHUTE OT HAN3opa Crlef IyCKaHe Ha Masapa, chOpaHNM B3 OCHOBA Ha IUIAHA 3a HA[30p CIel
IycKaHe Ha I1a3apa, MOCOYEH B wWieH /9, 3aeOHO ¢ 00OCHOBKA I OINMCAHME HA MpENIpPUETHTE NPEBAHTVMBHU M KOPUIMPALIN
nerictBus. ITo BpeMe Ha 1M €KCINIOATAMOHEH CPOK Ha ChOTBETHOTO manenue B To3u ITAIID ce BKmouBar:

a) 3aKIIIOYEHMATA, KOUTO Ha CE M3IOJI3BAT IIPY ONpeNerIAHe Ha CbOTHOLICHMETO MEXKMY pUCKa U MOJIBUTE;
6) OCHOBHUTE KOHCTATalliM OT MPOCIIEHABAHETO HA HECTBUETO Crief IyCKaHe Ha Ma3apa; n

B) 00eMbT Ha IpomaxkOuTe Ha M3NENMETO M MPUOIM3NTENHA OLIEHKA Ha OpOst M IpyruTe XapaKTePUCTUKM Ha HACENEHNMETO, KOETO
M3IIOII3Ba M3IETIETO U, KOTATO € Bh3MOXKHO, UeCTOTaTa Ha yroTpeba Ha M3IermeTo.

[Ipoussonurenure Ha uspemms or knac C u knac D akryanmmsupar ITAB]I Haii-manko semHbx rogmiHo. Tosu ITAIDB e uacr or
TeXHMYeCKaTa JOKyMeHTauus, nocouena B npunoxenns II n IIL

2. Tpomssomgmrenute Ha W3Uenus OT Kiac D NPENOCTaBAT Ha HOTUQUILMPAHMS OPraH, y4yacTBall ChITIACHO WieH 48 B
OLICHSIBAHETO HA CHOTBETCTBMETO Ha Te3n y3perst, [TALIB upes enekTpoHHaTa cycTeMa, MocodeHa B wieH 87. Hortuduumparust
OpraH pasriiexna JOKIIaga M [00aBsi CBOSATA OLEHKA B Ta3y €NEKTPOHHA CHCTEMa, 3aeHHO ¢ nompoOHa MHQOpMALws 3a BCSKO
npennpuero pericreue. Tesu TTATIB u oueHkata Ha HOTUGMUMpPAHMSI OpraH ce IPENOCTABST Ype3 Tasy eNEKTPOHHA CHUCTeMa Ha
KOMIIETEHTHUTE OPTaHM.

3. Ilo orHowenne Ha mapermsra ot kiac C npomssomurenure npegocrasst [TAIB Ha HOTMUIMpAHMS OpraH, y4acTsaul B
OLIEHSABAHETO HA ChOTBETCTBMETO, KAKTO M Ha KOMIETEHTHUTE OPIaHM MPHU MOUCKBAHe.
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Pazpmen 2

Mpocnensasane Ha Ge3omacHoCcTTA
Ynen 82
HoknagBaHe Ha CEPMO3HM MHIMIEHTH U KOPUTHPAILM [IEMCTBHS BbB BPb3Ka ¢ 0e30MacHOCTTa

1. Tlpomssomurenmre Ha M3HeMs, NPeNOCTaBeHM HA Masapa Ha Cblo3a, pasivuHM OT UM3MENMs 33 U3NUTBaHE HA MEVICTBMETO,
[IOKJIafiBaT Ha ChOTBETHMUTE KOMIIETEHTHI OPraHM B CHOTBETCTBYE C wWieH 87, maparpadu 5 u 7 3a:

a) BCEKM CEPUMO3CH MHUMOECHT, BKIIIOYBALL M3IETINA, NMPENOCTaBEHN Ha Ia3apa Ha Cb103a, ¢ U3KIIIOUEHME Ha OUaKBaHUTE HETOUHM
pesynraTty, KOUTO ca sACHO TOKYMEHTMPAHV U OIIPENENIEH) KOIMUYECTBEHO B I/[H(l)OpMaIl]/IS[Ta 3a IIpOIOyKTa M B TEXHMUYECKATA
JOKYMEHTALNA ¥ KOMTO IIOIJIEXKAT Ha NOKJIAIBAaHE 3a Ha6]'[IOJIaBaHI/I TEHHOEHLIMY ChITIACHO WileH 8§ 3;

0) BCSIKO KOPUIMpAIIO JefiCTBME BbB BPb3KA C OE30MACHOCTTAa HA M3ENus, NMPeJOCTaBeHN Ha mnasapa Ha Cbio3a, BKITIOYMTEITHO
BCSIKO KOPUTMPALIO JefiCTBME BbB BPb3Ka ¢ GE30MACHOCTTA, MPENNPUETO B TPETa IbpxKaBa MO OTHOUICHME HA MBLIENME, KOEeTO
3aKOHHO € NpEIOCTaBeHO M Ha masapa Ha Cbio3a, aKO OCHOBAHMETO 33 KOPUIMPALIOTO JE/CTBME BbB BPb3Ka € Ge30MacHOCTTa
HE € OTPAHMYEHO JI0 M3ENMeTO, MPETOCTABEHO B TPeTaTa IbpXKaBa.

Hokanure, IOCOYEHM B ITbpBa allyHes], Ce II0faBaT Ype3 eJIeKTPOHHATA CUCTeMa 110 ulleH 87.

2. Karo 061wwo mpaBuio mpyu ompemeNsiHe Ha CPOKa 3a NOKIIAfBAHETO, OCOUEHO B maparpad 1, ce B3ema MPeMBI TeXXeCTTa Ha
CEPUMO3HNS VHLMIEHT.

3. HpOI/ISBO]II/ITeJ'II/ITC TOOKJTafBaT 3a BCEKM CEPUO3EH MHUMIECHT, KaKTO € IPENBUIEHO B 6yKBa a), BeHara moMm YCTaHOBAT
NIPUYMHHO-CIIEICTBEHA BPb3Ka MEXKMOY TO3M MHUMOCHT M IIPOM3BEOEHOTO OT TAX M3[ENMe MM Y€ TaKaBa BpPb3Ka € padyMHO
Bb3MOXKHA, U He MO-KbCHO OT 15 IMHM cliell KaTo ca y3HalM 3a MHUMOCHTA.

4. bes ma ce 3acsra maparpa¢ 3, B Clydait Ha cepyo3Ha 3amiaxa 3a OOLIECTBEHOTO 3[paBe, OCOUCHNMAT B maparpad 1 mokman ce
TpefICTaBs He3a0aBHO U He MO-KBCHO OT M1Ba IHM, CTIeM KaTo MPOM3BOIUTEIIAT ¢ Pa3bpar 3a 3aIiaxara.

5. bBe3 ma ce 3acsra maparpad 3, B Ciydait Ha CMBPT MIM HETPEIBUICHO CEPMO3HO BIOLIABAHE HA 3PABHMS CTATYC HA [ANCHO
JMIe, TOKIAIbT Ce MPEICTaBsi He3a0aBHO, CIIeT KAaTo MPOM3BOMMTEIIST ¢ YCTAHOBIIT MM BEHAra LIOM € MPENIONOKIT HaIIMeTO
Ha MPUYMHHO-CTIEICTBEHA BPB3Ka MEXIY M3IENNETO M CepYO3HMS MHIMIEHT, HO He NMO-KbCHO oT 10 mHM crlef [atata, Ha KOSITO
TIPOM3BONMTETIAT € Y3HAI 33 CEPMO3HMS VHIMIICHT.

6.  Axo e HEOOXOMIMO [1a Ce OCHTYPY CBOEBPEMEHHO NOKJIAfBAHE, IPOM3BOMMTEIST MOXKE [ IIPENCTABN [IbPBOHAUANICH TOKIIAT,
KOJTO € HelblIeH, MOCNIeABaH OT ITbJIeH IOKIIafl.

7. AKO Cllel KaTo y3Hae 33 MHUMIEHT, KOMTO € BH3MOXKHO [Id IOMIEXKM HA MOKIANBaHe,POM3BOMUTENST BCe OLle He e
CUTypeH Ay MHUMIEHTHT TPsIOBA [a ce IOKJIAfBA, TOl BHIPEKM TOBA IPEICTaBsi JOKIAT B OIpENeNeHNs] CPOK B CHOTBETCTBHE C
naparpadu 2—>5.

8. OcBeH B CEWHM CITy4au, KOTaTo MPOM3BOIMTENST TPsiOBa [a Mpemnmpyeme He3abaBHO KOPUIMPAIIO JENCTBIE BbB BPb3KA C
0e30MMacHOCTTa, MPOM3BONMTENAT Oe3 M3MMIIHO 3a0aBsiHe HOKNTAmBa 3a KOPUTMPALIOTO JEfCTBME BbB BPb3Ka C 0€30MacHOCTTa,
nocoyeHo B naparpad 1, Oyksa 0), npenyt IpednpueMaHeTo My.

9. 3a CXOIHM CEPUO3HM VMHLMICHTM C €IHO M CHLIO M3HETNe MM TN M3IENNs M 33 KOMTO OCHOBHATA IpMuMHa e Oura
YCTAaHOBEHa WM € IPENNPUETO KOPUTMPAIIO IeNCTBIe BB BPb3KA C 0€30MACHOCTTa, MM KOraTo ca Hamuue obmu u gobpe
OKYMEHTMPAH! VHIMACHTH, [POM3BOIMTENAT MOXe [ MPeNOCTaBM MepUORMYHM 0DOOW[aBalM [OKIamM BMECTO JOKIamy 3a
OTICITHY CePUO3HM VHLMICHTH, TIPY YCIOBME e KOOPHAMHMPALMAT KOMIIETEHTEH OpIaH 1o wieH 84, maparpad 9, B KOHCynTauus
C KOMIIETCHTHNUTE OPTaHM, NMOCOYEHN B uieH 87, maparpa 8, Gyksm a) m 6), ce e JOTOBOPWMIT C MPOM3BOIMTENS 33 (opMara,
CBIbPXKAHUETO 1 YECTOTaTA HA IePUONMUYHOTO 0bobuiaBamo moknamsane. Korato B unmen 87, maparpad 8, Oyksu a) u 6) e
TOCOYEH CaMO EIMH KOMIIETEHTEH OpTaH, POV3BOIMTENAT MOXe [a MPENCTass MepuopiuHmuTe 0000WaBAIIM TOKITAM Bb3 OCHOBA
Ha JI0TOBOPEHOCT € TO3U KOMIIETEHTEH OpTaH.

10.  IIbpxaBuTe WIEHKM IpeNNpyMeMar HEOOXOAMMUTE MEPKM, HALPUMEP OPraHM3MPAHE HA LENEHACOYEHM MHQPOPMALMOHHM
KaMIIaHMM, 33 HAChPYaBaHE ¥ NPENOCTABSHE HA BB3MOXKHOCT Ha MEMMUMHCKNTE CIELMATMCTH, TOTPEOUTENUTe M MALMEHTHUTE 1A
CUTHANIM3UPAT HA KOMIIETEHTHMTE OPraHM B CHOTBETHMTE [IbPXKABM WICHKM 33 NPENNONAracMy CEPUO3HM MHLWIEHTH IO
naparpa¢ 1, Gyksa a).

KomnerentHute OpraHy perucrpmpar UEHTPATIU3NPAHO Ha HAUMOHAIIHO paBHMIIE CUTHAIINTE, KOATO IOITyYaBaT OT MEOMLVHCKUTE
CrieunanancTu, HOTp€6I/ITCHI/ITC " NAUUEHTUTE.
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11. Korato komnereHTeH OpraH Ha [bpXkKaBa YJIEHKa IIOJy4M CUTHAIM 3a IpefronaraéMy CEpMo3HM WHUUOEHTN 110
naparpa(]) 1, 6yKBa a) OT MEMMUMHCKUA CIIEUUATINCTH, HOTpC6I/IT€]’[I/I WIIN NAUUEHTH, TOM nmpedrnpueMa H€O6XOHI/IMI/1TC MEpKH, 3a Ha
rapanTupa, 4e Mpou3BOOUTENAT Ha CbOTBETHOTO M3IENNE € I/IH(l)OpMI/IpaH 0Oe3 3abaBsiHe 3a npenmnosiaraeMus CEpro3eH MHUNMIEHT.

Korato nponsBonuTenaT Ha CbOTBETHOTO M3MIETME CMSATA, Ye MHUMICHTHT € CepyO3eH, TOJ IIPelOCTaBs Ha KOMIIETEHTHNMs OpraH Ha
IIbpKaBaTa U/leHKA, B KOATO € BB3HMKHAI CEpPUO3HMAT MHLMOEHT, JOKIAN 3a TO3M CEpHO3eH MHUMIEHT B CBHOTBETCTBME C
naparpa¢y 1—5 OT HaCTOSILMS YNeH M MpennpueMa MOOXOMSLIM TIOCTIeNBALIM [eHCTBISL B CHOTBETCTBHUE C UleH 84.

Korato mpou3BOIMTENAT Ha CHOTBETHOTO MBMENME CMSTA, ue MHUMIEHTBT HE € Cepro3eH iy TpsibBa [a ce pasriexma Kato
yBeNMUeHNE Ha OYaKBAHNTE HETOUHM PE3yITaTy, NMOMIEXAL[ Ha JOK/IafBaHe 3 HAOMIONABaHY TEHICHIMY CBIIACHO dileH 83, Toil
TpefCTaBst OOSCHUTENHY OeNeXKM. AKO KOMIIETGHTHYSIT OPIaH He € ChITIACEH ChC 3aKIIIOUCHNETO B OOSCHUTETTHNUTE GernekK, Toi
MOXKe []d M3MCKa OT IPOM3BONMTEIIS [ MPEHCTABH IOKIAT B ChOTBETCTBHUE C Maparpadyt 1—5 OT HACTOSIIMSI WIEH M A M3MCKA OT
HETO J1a OCUTYPM IIPeNNpyUeMaHeTo Ha MOAXONANIN MOCIEABAIM JEHCTBIS B ChOTBETCTBME C UleH 84.

Ynen 83
HoKnaneaHe 3a HaOTIOTABaHM TEHIEHIMM

1. Ilpomssonmrenute HOKIAIBaT ype3 eEKTPOHHATA CUCTeMa MO uieH 87 BCAKO CTATMCTUUECKO 3HAUMMO YBENMYEHME Ha
YeCcTOTaTa MIIM TeXKECTTa Ha MHUMIEHTUTE, KOMTO He Ca CEpMO3HM, HO OMXa MOITIM [Ia MMAT ChUIECTBEHO Bb3AEHCTBUE BHPXY
aHanM3a Ha pUCKa ¥ IIONI3UTE, IIOCOYEH B pasmenn 1 m 5 or mpunoxenue I, M KOMTO ca JOBenyM MIIM MOTaT [a HOBEJaT IO
HEIPMEMITMBY PUCKOBE 3a 3[IPaBETO WM 0€301aCHOCTTAa Ha NALMEHTHTE, NOTPeOMTENMTE WM APYTMTE JMLA, WIM BCSKO
3HAUNMTENIHO yBeNIMUEHNEe HA OYaKBAHMTE HETOUHM Pe3yNTaTy, YCTAHOBEHO CIPSIMO 3asBEHOTO NEHCTBUE HA MBHENMETO, KAKTO €
nocouexo B pasmen 9.1, Oyku a) u 6) or npwiokeHue I M yTOUHEHO B TeXHMUECKaTa HOKYMEHTALMsi M MHQOpMaLysra 3a
TIPOHYKTA.

[Tpou3BoIMTENAT KOHKPETM3MPa HAUMHA 32 YIpaBIIeHME HA MHLMOEHTHTE, NIOCOYEHN B ITbPBA alyHesl, M METOAMKATa, M3MOJI3BaHA
32 OINpeneNnsiHe HA CTATMCTUYECKM 3HAYMMOTO YBEIMUEHME HA UECTOTATA MIM TEXECTTa HA Te3u CHOMTHMS WM IPOMsHATA B
IeVICTBIETO, KAKTO 1 MIEPMOA Ha HaOMIOfeHMe, B IUIaHA 33 HAMI30p CIIefl IyCKaHe Ha fa3apa 1o uieH 79.

2. KowmmereHTHMTE OpraHM MOTaT [a W3BBPIIBAT CBOM COOCTBEHM OLCHSIBAHMS HA HOKIIANNTE 33 HAOMIONABAHM TEHICHLN,
nocoueHn B maparpad 1, u 1a M3MCKBAT OT MPOM3BOAMTENS A MPERNpreMe MOIXOMSIM MEPKM B CHOTBETCTBME C HACTOSILIVS
PeITIaMeHT C LieNl OCUIypsIBaHE HA OIa3BaHETO Ha OOLIECTBEHOTO 37paBe M (E30MACHOCTTAa Ha MALMEHTHTE. BCeKM KOMIETEHTeH
opra nudopMupa Komucusra, ocTaHanuTe KOMIIETEHTHY OPraHi ¥ HOTU(MLMPAHNUS OpraH, M0l CepTUQUKATA, 33 pe3yiTaTure
OT TOBA OLICHSABAHE U 3a NIPMEMAHETO Ha TaKVBa MEPKM.

Ynen 84
AHanu3 Ha CepUO3HM MHLMIIEHTU M KOPUTMPALIHU IeICTBUA BbB BPb3Ka ¢ 6e30nacHoCTTa

1. Cnen mOK/IAfBaHETO Ha CEPUO3CH MHUMIEHT N0 4ieH 82, maparpad 1 mpousBomMTessiT He3abaBHO MPOBEKIA HEOOXOMMMMUTE
pascrienBaHus BbB BPB3KAa CbC CEPUO3HMS MHIMIEHT M ChOTBETHMTe M3fenus. ToBa BKIIIOUBA OLEHSBAHE HA PUCKA, CBBP3aH C
VHLMICHT, KAKTO M KOPUIMpAIM MeIiCTBUSI BbB BPb3Ka ¢ OE30MACHOCTT, KATO Ce B3eMAT MPENBUI MOCOYEHUTE B maparpad 3 or
HACTOSAWIMSA UlleH KpUTEepyuH, KOraTo e MpUitoxXuMo.

TIpOM3BOMUTENIAT CU CHTPYMHMYM C KOMIETCHTHUTE OPTaHM M, KOTaToO € LeNech00pasHo, ChC ChOTBETHMSI HOTUQUIMPAH OpraH Mo
BpEMe Ha Pa3CreiBaHNATA, [IOCOUEHNM B ITbPBA allMHes, ¥ He NMPOBEXIA PascreNBaHy, BKIIIOUBALIY POMSAHA Ha M3IIENMETO WM Ha
opazels OT CbOTBETHATA MAPTMAA [0 HAYMH, KOMTO MOXE MIa 3aCerHe MOCNEBAIIATA OLEHKA HA MPUUMHNUTE 3a MHIMICHTA, IPEIyt
11 MHGOPMIUpPA KOMIICTEHTHITE OPTAHM 3a TOBA [ICICTBE.

2. H'])p)KaBI/ITC WICHKN IIpeanpueMar HCO6XOIII/IMI/ITC MEpKI 3a OCUIypsIBAHE Ha OLEHKA, M3BbpUIBAHA LEHTPATIM3MPAHO Ha
Hall'OHAJIHO paBHMILE OT CHOTBETHMSA MM KOMIIETEHTEH OpraH, IIpU Bb3MOKHOCT 3a€IHO C IPOV3BOOMUTENA M KOraTto € LENecCh-
06pa3H0, CbC CbOTBETHUSA HOTI/I(I)I/[III/[paH OpraH, Ha BCSKad C'I)O6HICH3 MM CBIJIACHO ujieH 82 I/IH(l)OpMaHI/IS[ 3a CEpMO3CH MHUMOEHT
Ha TAXHA TEPUTOPUA WIN 3a KOpUTHPALIO HeJiCTBME BBB BpBb3Ka C 6630HaCHOCTTa, KONTO € IpedIpueTo Win e ce IMpearnpmuemMe Ha
TsAXHA TEPUTOPUSL.
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3. B paMKUTE Ha OLEHKaTa I10 naparpa(]) 2 KOMIETEeHTHUST OpraH OLI€HsBa PUCKOBETE, MPOUSTUYAILN OT HOKIIaIBaHUA
CEPMO3EH MHUMIEHT, M OLIEHsABA BCUUKU KOpUTMpAIIN HeNCTBUS BbB BpBb3Ka C 6€3OHaCHOCTTa, KaTo B3€Ma IPENBUI OIIa3BaHETO Ha
06HICCTBCHOT0 3[paBe M KpUTEPUN KATO NPUYMHHO-CIIENCTBEHA BPB3KAa, BH3MOXKHOCT 3a OTKPMBAHE U BEPOSATHOCT 3a IIOBTOPHO
BB3HMKBAHE Ha np06HeMa, YE€CTOTa Ha yHOTpe6a Ha M3OENMETO, BEPOATHOCT OT HACTBIIBAHE HA IIpsAKa MIM KOCBEHA BpEMa,
3HAUMMOCTTA Ha Ta3y Bpe€Ha, KIMHNYHA 107138 OT WM3OENMETO, LENEBM M IOTEHUMAITHN HOTpC6I/ITCJ'H/I M 3acerHatu Jiua.
KommnereHTHUAT OpraH OLCHABA M [OKOJIKO € IOOXOHALIO KOpUTMUPAUIOTO HeiicTBME BBB BpB3Ka C 6630H3CHOCTT3, KOETO €
ITIAHMPAHO WIIN MPENIPUETO OT IPOUSBOOUTENS, U H€O6XOIII/IMOC'ITa 1 €CTECTBOTO Ha BCAKO JIPyro KOpUrmpamo ]ICIZCTBI/Ie, Io-
CIIELIMAJIHO KaTO B3€Ma IPENBUM IPVHLNIIA Ha VHTETPUPAHETO HA 6630H3CHOCTT3, YCTaHOBCH B IIPUJIOKCHNE L.

HpI/I IIOMCKBAaHE OT KOMIICTEHTCH OpraH IPOM3BOOMTEIINTE IPENCTABAT BCUUKU JTOKYMEHTH, H€O6XOHI/IMI/I 3a OLECHSABAHETO Ha
pucka.

4. KomnerentHute oprann Ha6HIO]]aBaT MPOBEXKITAHOTO OT MPOVSBOOUTEIA PA3CIIENBAHE HA CEPMO3HMSA VHIMOEHT. Koraro e
H€O6XOHI/IMO, B pa3CIIEIBAaHETO OT CTpaHa Ha IIPOM3BOOMTEIIA MOXKE Ha C€ HAMECH KOMIIETEHTEH OpraH MIIM KOMIIETEHTEH OpraH na
NpenrprieMe HE3aBYCUMO pa3CileIBaHeE.

5. HpOI/ISBO]II/ITCHHT IIpenocTaBsa Ha KOMIIETCHTHNS OpraH OKOHYATEICH HOKIIAM, B KOJTO M3JIara KOHCTAaTallMUTe CU OT pascnen-
BAaHETO, UpE3 €JIEKTPOHHATA CUCTEMA, IIOCOYEHA B YIIEH 87. B mokmama ce MpaBAT 3aKIIIOUYEHMS U, KOIATO € NPUIIOKMMO, C€
[IoCoYBaT KOpUrnpaum HCIZCTBI/IH, KOUTO HOa 6’I>IIaT MpenInpueTu.

6. B cyuail Ha CHIOBTCTBANM M3NENMs. UM B 3aBUCHMOCT OT TOBA HaM HOTUQUUMPAHMST OPIaH Ce € KOHCYITUPAN ChC
CBOTBETHMA KOMIIETEHTEH OpIaH Ha IbpXKaBaTa WieHKa, paspelmiia JieKapcTBeHuTe Ipomyktu, i ¢ EMA B choTeTcTBME C
npouenypure 1o pasgen 5.2 or npunoxenue IX u pasmen 3.11 or npunoxenue X, OLEHABAIIMAT KOMIIETEHTEH OpraH MM
KOOPIMHUPALIMSIT KOMIIETEHTEH OpraH, IOCOoYeH B maparpa 9 OT HacTOSIMS WIeH, YBEIOMSIBA TO3M HAIMOHAJIEH KOMIICTEHTEH
opran i EMA, B 3aBMCMMOCT OT cITyyast.

7. CHCH VI3BbpIIBAHE Ha OLIEHKaTa B CHOTBETCTBME C Haparpa(]) 3 oT HacTosImst UJIE€H, OLEHABAILVAT KOMIIETEHTEH OpraH Ges
sa6a13511-le I/IH(l)OpMI/Ipa upe3 €NEKTpOHHATa CUCTEMA IO 4YJIEH 87 oCTaHaMTe KOMIETEHTHU Oprany 3a KOpUIMpamoTo [IeﬁCTBI/IC,
KOE€TO € MPENIpUETO MM IUIAHMPAHO OT IIPOM3BOOMUTEINSA WM KOETO € 6uIno M3MCKaHO Ia c¢ IIpWIOXKM OT HEroBa CTpaHa 3a
MakC/MAJIHO OrpaHMYaBaHE Ha pUCKa OT IOBTAPSHE Ha CEPUMO3HMA VHLUMOECHT, BKIIIOUUTEITHO I/IH(l)OpMaHI/ISI 32 Cbh3OAIINTE
NPENIIOCTaBKM 3a HEr0 CEPMO3HN MHUMIOEHTN M 3a PE3YIITaTUTE OT OLICHABAHETO MY.

8. IpomsBogurensr npasy HeOOXOMMMOTO 3a TOBA MHOPMALIMATA 3a KOPUTMPALIOTO NEHCTBME BbB BPb3Ka C O€30MacHOCTTa M1
Obe noBeneHa He3abaBHO O 3HAHMETO Ha MOTPeOUTENNUTE Ha BBIPOCHOTO M3NENNE Upe3 MpedypexIeHne BbB Bpb3ka ¢ Oesomac-
HoCTTa. [IpemymnpexneHnero BbB Bpb3Ka ¢ GE30MACHOCTTA Ce ChCTABSl Ha OQUIMATICH e3UK Wi ouuuaney e3uuy Ha Cbrosa,
OTIpENeNieHN OT [bpPXKaBaTa WICHKA, B KOSTO € MPEAINpHeTo KOPUIMPAIIOTO MEiiCTBME BbB Bpb3ka C OesomacHocrta. OcBeH B
CIICWIHN CITydan, ChIbPKAHMETO HA IIPOEKTA HA MPENyNpPEeXICHNETO BbB BPb3Ka C GE30MACHOCTTA Ce MPENCTaBsi Ha KOMIICTCHTHILS
OpraH, M3BbPLIBALI OLCHKATA, MM B CIIydYanTe MO maparpa¢p 9 — Ha KOOPHMHMPALMS KOMIETEHTEH OPraH, 3a [a Ce MONIydn
mueHmero uM. C M3KIIIOYEHME HA CIlyuauTe, HAWIEXHO OOOCHOBAHM MOPANM CUTyalUsiTa B OTHENHA [IbPXKABA WICHKA,
CBIbPXKAHUETO HA MPEMIyNpeKNeHNETO BbB BPb3Ka ¢ 6e30MacHOCTTa TPsIOBA [1a ¢ eIHAKBO BbB BCUUKM [IBPKABY WICHKIL

[penymnpexIeHneTo BbB BPb3Ka ¢ 6e30MaCHOCTTA 1aBa BH3MOXKHOCT 3a TIPABMITHO MICHTHQUIMpPAHEe HA M3IETMETO WM M3IENNSTA,
TO-CIENVAIHO Ype3 BKIIOYBaHeTo Ha choTBeTHUTe UDI M mpasuiHOTO 0603HayaBaHe, I0-CIENMATIHO 4pe3 BKIMOuBaHeTo Ha EPH
aKo Bede € M3MafieH, Ha MPOVM3BOIMTENIS, TIPEMIPHeT KOPUIMPAIIOTO [efiCTBIE BbB BPB3Ka ¢ 0E30MacHOCTTa. B mpemympexmeHmero
BBB BpB3Ka C 030IMaCHOCTTa — SICHO M 0e3 [a ce MOMUCHSBA CTENCHTA HA PUCK, e OOSCHSBAT MPUUMHMTE 32 KOPUTMPALIOTO
[e/CTBME BbB Bpb3Ka C 0€30ACHOCTTA, KAaTO Ce IOCOYBA €CTECTBOTO HA HEMPABMIHOTO (YHKUMOHMpAaHE Ha W3NETMETO U
CBBP3aHMTE C TOBA PUCKOBE 3a MALMEHTHTE, MOTPeOUTENNTE WM OPYTH JIMLA, M SICHO Ce TMOCOYBAT BCHUKM MEHCTBMS, KOUTO Ha
ObIaT IpemnpyeTy OT MoTpeduTeNnuTe.

TTpoM3BOIMTENIAT BhBEXKNA HPEMyTPEKICHIETO BbB BPh3Ka C OE30MACHOCTTA B €NEKTPOHHATA CUCTeMa 10 WieH 87, upe3 KOSITO TO
cTaBa MyOIMYHO [TOCTBITHO.

9.  KommereHTHMTE OpraHM y4acTBAT aKTMBHO B IPOLENypa C LieNl KOOPOMHMpAHe HA OLEHSABAHMSATAa CM MO maparpad 3 B
CIIEIHUTE CITyYan:

8.) KOrato Bb3HMKHE OIIACEHME MO OTHOIIEHME Ha KOHKPETEH CEPMO3CH MHUMOCHT MIIM Tpyla CEpUO3HM MHUMOCHTHU, CBbpP3aHMN C
€0HO U ChLIO M3HENNE WIIN TUIT U3MEIINE Ha €dMH IIPOM3BOIMUTEI B IOBEUE OT €IHA Ibp2KaBa YJICHKA;

6) KOrato € Imof BBIPOC IOOXOOAUIMAT XapaKTEp Ha IPEMJIOKEHO OT IPOM3BOOMUTENSA KOpUTMpALIO HeiCTBUE BbB Bpb3Ka ¢
(e30MacHOCTTa B MOBEYEe OT €IHa OIbpXKaBa YJIEHKa.
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Tazu npouenypa 3a KoopauHupane O6XBal.Ila CJIIEIHOTO:
— olpenesaHe npmn H€O6XOJII/IMOCT Ha KOOpIMHMpall KOMIIETCHTEH OpraH CIIOpEn KOHKPETHUA cnyqai[;

— OIpeHesgHe Ha Mpoleca Ha KOOPOMHMPAHO OLEHABAHE, BKIIIOUMTEIIHO 3agauMTe M OTTOBOPHOCTUTE Ha KOOpOMHMpALIUA
KOMIIETEHTEH OpraH M y4acTMETO Ha JIpyr KOMIIETEHTHM OpraHu.

OcBeH KOraTo MexX[y KOMIIETEHTHUTE OpraHyu € IOTOBOPEHO IIPYro, KOOPAMHMPALIMAT KOMIIETEHTEH OpraH € KOMIIETEHTHMAT
OpraH Ha IbPXaBaTa YJIeHKa, B KOATO IIPOM3BOIMUTENAT MMA PETMCTPUPAHO MACTO Ha CTONAHCKA MIEHOCT.

KoopnyuHypaumsT KOMIETeHTeH OpraH MHQOPMMpA 4pe3 eNeKTPOHHATa CHMCTeMa 1O wWieH 87 IpOM3BONMTENIs, OCTAaHaIuTe
KOMIIETeHTHH opraHu 1 Komucusita 3a ToBa, ue € noen QyHKUMSTA HA TAKBB OPIaH.

10.  OmnpepensHeTo Ha KOOPIMHMpAIL KOMIIETEHTEH OpIaH He 3acdra IIpaBaTa Ha OCTAaHAIIMTE KOMIIETEHTHYM OpraHM [Ia
VM3BbPIIBAT COOCTBEHO OLECHSBAHE M M4 MPENNMPMEMAT MEPKM CBITIACHO HACTOSUINMS PEINIAMEHT, 3 [a OCUIYPAT 3alMTaTa Ha
001ecTBeHOTO 31paBe M Ge30macHOCTTa Ha maupeHTute. Ha KoOpmuHMpanms kommereHTeH opraH u Kommcmsra ce cpobuiasar
pesyInTaTuTe OT BCAKA TaKOBa OLEHABAHE M NPUEMAHETO Ha TaKyBa MEPKM.

11. Komumcusira NpEenoCTaBsg aOMMHNCTPATVBHA IIOOKPENAa Ha KOOPOMHMpAIIVSA KOMIIETEHTEH OpraH Npyu M3IIBIIHEHNME Ha
3aiaunTe My II0 HacTosAlIIaTa ITIaBa.

Ynen 85
AHanu3s Ha JaHHMTE OT NPOCIIENABAHETO HA Ge30macHoCTTa

KOMI/IC]/I}[T&, B CbTPYOIHMYECTBO C IbPKABUTE WIEHKM, BbBEXKIA CUCTEMM M NPOLECH 3a aKTUBHO Ha6HlO]1€H]/IC Ha HAJIMYHUTE TAHHU
B €JIEKTPOHHATa CUCTEMA, IIOCOUYEHA B YIJICH 87, ¢ uen ma ce YCTAaHOBAT B T€3M HAHHM TEHOEHIMUTE, MOMEINTE MM CUTHAJINATE,
KOUTO MOraT fa paskpusT HOBM PUCKOBE MM ONACEHMs OTHOCHO Ge30MacHOCTTa.

Korato Heu3BecTeH JO MOMEHTa pUCK Oble MICHTHQUIMPAH MM YeCTOTATa Ha MPENBMIEH PUCK 3HAUNTEITHO M HeOIarompysTHO
IIPOMEHN OMpENEIAHETO Ha ChOTHOUIEHMETO MEXIy PUCKAa VM TION3NTE, KOMIIETEHTHMAT OpraH MIIM, B 3aBUCMMOCT OT CITydas,
KOOPIVMHMPAIIMAT KOMIIETEHTEH OpraH YBeIOMsBa IIPOM3BOIMTENS, UM KOTAaTO € IPUIIOKMMO — YITBIIHOMOIIEHNS NPENCTaBUTET],
KOJTO CrIell TOBA NpeNnpyueMa Hy>KHUTEe KOPUTMPALIY IEACTBUA.

Ynen 86
AKTOBe 3a M3IIbIIHEHNE

Ypes akToBe 3a M3MbIHEHME 1 crell KoHcynTaums ¢ KTMY Kommcusita Moke ma mpueMa MOAPOOHMTE NMpaBuila M MPOLEIypHUTE
acrieKTH, HeOOXOMMMY 3a IpUIIaraHeTo Ha uneHose 80—85 u wileH 87 MO OTHOIIEHME Ha:

a) TUIIONIOIMATA Ha CEPUO3HUTE WMHLUMACHTM U KOPUIMPAILNUTE HeCTBUS BbHB Bpb3Ka C 0e30MacHOCTTa MO OTHOLIEHME Ha
KOHKPETHN M3OETINS MM KaTErOpuu, WIN Ipyn U3NEIN;

0) HDOKIAIBAHETO 3a CEPUMO3HN MHUMIEHTH M KOPUTMPALIM HEiCTBIS BbB BPb3Ka ¢ 6e30MaCHOCTTA ¥ MpEIyNpeKIeHNs BbB BPb3Ka
¢ 6e30MacHOCTTa, ¥ MPENCTABSHETO OT CTPaHA Ha MPOM3BOIMTEINTE HAa MepMOIMUHM 0000wIaBaIIM TOKIAmM, HOKIAmM 3a
Hag30pa Ciien mMyckade Ha masapa, [TAIIB u mokmamy 3a HaOnmromaBaHMTe TEHHIEHIMN CHOTBETHO mo wieHose 80, 81, 82, 83
u 84;

B) CTAHJAPTHUTE CTPYKTypUpaHM 0Opasuyt 3a €TIeKTPOHHO UM HeeNeKTPOHHO MOKIAfBaHe, BKIOUMTETIHO MMHMMYM HaHHM 3a
IOKJIafIBaHe Ha MPEIONaraeMy CeprO3HI MHIMIACHTU OT MEIMIMHCKY CIIELMANNCTH, TIOTPeOUTENN 1 MaLMeHTH;

I) CPOKOBeTe 3a JOKNIAIBaHe HA KOPUTMPALIM NEHCTBYS BbB BPb3Ka C GE30MACHOCTTA ¥ 33 MPEMCTABSIHE OT CTPAHA HA [POM3BOMM-
TenuTe Ha MepUogMuHN 06061maBaIIY TOKITANV 1 TOKIAMM 3a HaOIIOIaBaHNTe TEHICHLMN, KATO Ce B3eMa MPEIBII TeKeCTTa Ha
TNOMTeXals Ha JOK/IafBaHe MHUMIEHT CBITIACHO uileH 82;

I) XapMOHm3ypaHuTe o0pasiy 3a o6MeHa Ha MH(OPMALIMS MEXKIy KOMIIETEHTHITE OPraHN M0 wWieH 84;
€) MpoLemypuTe 3a ONPEHeNHETO Ha KOOPHMHMpALl KOMIIETEHTEH OpraH; Mpoleca 3a KOOPIMHMPAHO OLEHSBAHE, BKIIOUMTEIHO
3agauuTe ¥ OTTOBOPHOCTUTE HAa KOOPIMHMpAUIMA KOMIETEHTEH OpTaH M Y4acTMETO Ha [PYTUTe KOMIIETEHTHM OPraHyu B TO3M

TIpOLIEC.

AKTOBETE 34 M3IIBIIHEHUE, NOCOUEHN B NbpBA AIMHES, Ce [PUEMAT B CHOTBETCTBUE C NPOLENYpaTa M0 PasexiaHe, MOCOYeHa B
unter 107, naparpad 3.
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Ynen 87
E/leKTpOHHA cucTeMa 3a IPOC/ieNsiBaHe Ha 0e30MacHOCTTa M HaI30p CileN IyCKaHe Ha na3apa

1. B cbrpymHMuecTBO C IbpxKaBuTe uileHKM KoMmucusra ch3maBa u yIpasiiiBa efleKTPOHHA CUCTeMa 3a chOupaHe u obpaGorka
Ha CTefHaTa MHGOPMALASL:

a) JOKIIayTe Ha MPOM3BOIMTEIIATE 33 CEPUOBHN MHLIMIEHTY M KOPUTMPALLM ECTBUS BbB BPb3Ka ¢ 0€30NACHOCTTA 110 ulleH 82,
naparpad 1 u no wien 84, maparpad 5;

0) mepuomMuHuUTe 0HOOIIABAIIM TOKIIATM Ha TPOU3BOIMTENNUTE MO WieH 82, maparpad 9;

B) IOKITAIyTe Ha IPOVM3BOMMTEINMTE 33 HAOTIOMABAHNTE TEHIEHIVM MO wieH 83;

) mo uneH 81;

I) MpemyTpeXIeHNsTa BbB BPb3Ka ¢ GE30MACHOCTTA OT CTPaHa Ha [POM3BOMMTENNTE 110 WieH 84, maparpad 8;

€) uHpOpMalyATa, KOSTO TpsibBa ma ce OOMEHs MeXIy KOMICTGHTHMTE OPIaHM HA NbPXKABMTE WIEHKM U MEXIY TIX U
Komucusita B choTBeTCTBHUE C WieH 84, naparpa¢u 7 u 9.

Ta3u eTeKTPOHHA CHCTeMa BKITIOYBA CHOTBETHM BPB3KM KbM bazata manuu 3a UDL

2. Hocrbn po mudopMauusra no maparpad 1 OT HaCTOSIMSL WIEH ce NPEIOCTaBs Ype3 €IeKTPOHHATA CHUCTEMa Ha
KOMIIETEHTHNTE OpIaHM Ha [bpXaBure wieHKM ¥ Ha Kommcmsra. Hormduumpanute OpraHu CbIIO MMAaT [OCTBI O
MHPOPMALIVATA, IOKONIKOTO T5 C€ OTHACS O MBNENISITA, 33 KOMTO Ca M3NANK CepTUQUKATH B CHOTBETCTBME C WiieH 49.

3. Komucusra mpemnpueMa HeOGXOMMMOTO, 3a [a Ce OCUIYPST CHOTBETHMTE HMBA Ha HOCTHII O €NIEKTPOHHATA CHCTEMA IO
naparpad 1 Ha MEIVLMHCKUTE CIELMAINCTH 1 OOLIECTBEHOCTTA.

4. Bb3 ocHOBa Ha HOTOBOpPEHOCTH MexXdy Kommcysta M KOMIETEHTHMTE OPraHM Ha TPeTH IbPXKaBM WM MEXHIYHAPOIHM
opranmsaumy, Kommcnsara Moxe [ia IIpefocTaBs Ha Te3y KOMIIETEHTHN OpIaHy MM MEXJIyHAPOIHM OPraHM3alMy ChOTBETHO HUBO
Ha JIOCTBII IO €NEKTPOHHATA cycTeMa 1o naparpad 1. Tesu HOrOBOpEHOCTM Ce OCHOBABAT HA PELIMIPOYHOCT M CHIIBPKAT KITAY3M 33
TIOBEPUTENIHOCTTA M 3alMTaTa Ha JaHHMTE, KOMTO Ca eKBMBAJIEHTH!M Ha npuiioxumute B Cbrosa.

5.  Jlokmamute 3a CEpMOBHM MHUMIEHTM, NMOCOYEHM B wieH 82, maparpag 1, Oyka a), mpu MONMydyaBaHe Ce M3IpALIaT
ABTOMATHYHO Ype3 eTeKTPOHHATA CUCTeMa N0 raparpad 1 OT HACTOSLMS UiIeH, Ha KOMIIETEHTHMs OpTaH Ha [IbPXaBaTa 4ieHKa, B
KOSATO € Bb3HMKHAJI MHUMICHTBT.

6.  ToxnanuTte 3a HabMONABaHNUTe TEHIEHINMM, IOCOYEHM B WieH 83, maparpad 1, mpu monyyasaHe ce M3MPALIAT aBTOMATUYHO
ype3 eNeKTPOHHATA CUCTeMa M0 maparpad 1 OT HaCTOSUIMS UiieH Ha KOMIETEHTHMTE OpraHM Ha TbpXKABUTE WIEHKM, B KOMTO Ca
BB3HUKHAIIA VHUMIIEHTHTE.

7. Jokmamute 3a KOpMUIMpAlIMTe AEHCTBUS BbB Bpb3Ka ¢ Oe30IACHOCTTA, MocodyeHy B unmeH 82, maparpa 1, 6yksa 0), mpu
TONyYaBaHe Ce M3MPAliaT aBTOMATUYHO Upe3 eNeKTPOHHATA CUCTeMa MO maparpad 1 OT HACTOAIIMS WeH Ha KOMICTCHTHUTE
OpraHM Ha CIIeIHUTE ObPKaBU UNIeHKIL:

a) IbpXKaBaTa 4JeHKa, B KOSTO € MPEIPUeTO WM Lie ce TpefnpreMe KOPUIMpALLOTO [eiiCTBIe BbB BPb3Ka ¢ He30MaCHOCTTE;

6) JIbp2KaBaTa WICHKA, B KOSATO ITPOM3BOIMUTEIIAT MMa PEIMCTPUPAHO MACTO HAa CTONAHCKa HeHOCT.

8.  Tepmonmunure 0606MmaBAILIY JOKIIANM, IOCOUEHN B wiieH 82, maparpad 9, mpy mojyyasaHe ce M3IPAIIAT aBTOMATIYHO Ype3
eIEKTPOHHATA CUCTeMa 110 maparpa 1 oT HACTOSILMS WIeH Ha KOMIIETEHTHUSI OpraH Ha:

a) IbpxaBata(ure) WieHKa(M), KOATO(KOMTO) yuyacTBaT B IPOLENypaTa 3a KOOpIMHMpaHe ChITIACHO wieH 84, maparpad 9, u
ono0pa(u) neprommyuHms 06001IEH TOKIIAL;

6) mbpxaBaTa WIEHKA, B KOSTO IPOM3BONKTENIAT MMa PETMCTPUPAHO MSICTO Ha CTONAHCKA JEIHOCT.
9.  Ipu nomyuaBaHe MHQOPMALMATA, MOCOYEHA B maparpa¢y 5—8 OT HACTOSWMAS WIEH, Ce M3IpAld aBTOMATUUHO Upe3

e/IeKTPOHHATA CMCTeMa 10 Taparpad 1 OT HACTOAWMS WIEH Ha HOTUQUUMPAHMS OpraH, M3NANl CepTMPUKATA 33 BHIPOCHOTO
u3lenue B CbOTBETCTBME C WieH 51.
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Pasmen 3

Hapsop na masapa
Ynen 88
HeitHoCTH N0 Haf30p Ha ma3apa

1. KommnerenTHUTe Opranm mM3BbpIIBaT uenec1>06pa3HI/[ IIpoBEPKM Ha CHOTBETCTBUETO U HeCTBMETO HA U3MEeNusITa,
BKJIFOUUTEIIHO, aKO € HCO6XO]IMMO, npernen Ha JOKyMEHTauuATa U (l)M3Vl"I€CKVl nmim na6opaTopHM NpOBEPKM BB3 OCHOBA Ha
nogxXousamm 06pa3u1/[. HO-KOHerTHO KOMIIETEHTHUTE OpPraHy B3eéMatT IPEOBUI YCTAHOBEHUTE NPUHIMIN OTHOCHO OLIEHABAHETO U
YHpaBJICHMETO Ha pUCKA, JAaHHUTE OT MPOCIIEOsSABAHETO Ha 0e30MaCHOCTTa ¥ CUTHATINATE.

2. KommeTeHTHMTE OpraHM M3TOTBAT ONVMIUHY IUIAHOBE 3a HEHOCTTA IO HAO30pa ¥ PasIpemelisIT DOCTaTbYHO MaTepUalHU U
KOMIIETEHTHM YOBEIIKM PECYPCH C LNl OCBUIECTBABAHETO HA Te3U MEMHOCTHU, KaTO Ce OTYMTAT eBpOIlelicKaTa NporpaMa 3a Ham3op
Ha nasapa, usrorseHa oT KTMMW cbrnacHo uieH 99, 1 ycnoBusTa Ha MSCTO.

3. C uen u3IrblIHEHMe Ha 3aIbIIKEHMATA, npenBuueHn B naparpad) 1, KOMIETeHTHUTE Opranm:

a) MOratr na WM3MUCKBAT OT MKOHOMMYECKUTE OIIEpaTopy, inter alia, Ia IPpEOoCTaBAT [OOKyMEHTaUuusATa U I/IH(l)OpMaH]/IﬂTa,
HCO6XO]II/IMI/I 3a M3BbpLIBAHE Ha HEMHOCTUTE Ha OpraHmute, ¥ KOrato ¥MMa OCHOBATETIHM INPVYMHM 33 TOBA — M@ MPENOCTaBAT
Ge3naTHO H€O6XOHI/IMI/ITC 06pasu1/1 Ha m3aenusa Uiy OOCTBII OO M3OENUATA; KaKTO U

6) IpoBexXIaT KAaKTO MPEIBAPUTENIHO OOSIBEHM, TAKa U, aKO ¢ HeOOXONMMO, BHE3AIHM MPOBEPKM Ha NMOMELICHNSITA HA MKOHOMI-
YeCKHUTE OMepaTopy, KAKTO M Ha TOCTABYMLIMTE V[T MONM3ITBITHUTENINTE, KAKTO M IPY HEOOXOMMMOCT Ha MeCTaTa, KOUTO ce
TIOJI3BAT OT CIIEUVaIVCTIL.

4, KomnereHTHuTE OpraHy M3roTBAT €XErOIHO PE3IOME Ha PE3yITaTUTE OT OCBUIECTBABAHUTE OT TAX HeNHOCTY 110 Hafgsopa u
IO IIPENOCTaBAT Ha PasIOJIOKEHME Ha IPYTY KOMIIETEHTHY OpraH) IOCPENCTBOM €JIEKTPOHHATA CUCTEMA, IIOCOYEHA B YJIEH 95.

5. KomrereHTHuTe OpraHu Morar 1a KOHQMCKYBAT, 1a YHUIIOXKAT WK 1O APYT HAUMH [ HATPABST HEM3IION3BAEMI M3IEIINATA,
KOWTO MPEJICTABIISIBAT HEMPUEMIIUB PUCK, KaKTO M QaniumQuUupaHuTe M3NENs, KOraTo CYETaT TOBA 32 HEOOXOMMMO B MHTEpeC Ha
OI1a3BaHETO Ha OOLIECTBEHOTO 3IpaBe.

6.  Crerm BcsKa TpOBepKa, M3BBPILEHA 34 LEUTE 10 naparpad 1, KOMIETEHTHUAT OPTaH M3TOTBS MOKJIANl 32 KOHCTATALMUTE OT
IpoBepKaTa, KOUTO Ce OTHACAT [0 CHOTBETCTBMETO C MPaBHUTE M TEXHMUECKMUTE MBMCKBAHMS, NPWIOKUMU ChIJIACHO HACTOSILUMS
pernaMeHT. B moknama ce mocouBat BCMuKY HEOOXOMMMM KOPUTMPALIM HEVCTBISL

7. KoMIeTeHTHMAT OpraH, KOITO € M3BBPIIMI NPOBEpPKATa, IIPeNaBa CHIBPRKAHMETO HA NOKIANA, NOCOYEH B maparpad 6 ot
HACTOSIMS YJIeH, Ha TpoBepsiBaHMs MKOHOMMUecKu omeparop. Ilpemy ma mpueme OKOHUATENHMs JOKIAM, KOMIETEHTHNUAT OpIaH
[1aBa Bb3MOXKHOCT Ha IPOBEPSIBAHNS MKOHOMMUECKM OMeEpaTop Aa mpercTasu Germexku. To3y OKOHUATENeH OKMIAM 3a POBEPKATa
ce BbBEXIA B €JIEKTPOHHATA CUCTEMA, IIPEABUIeHa B wieH 95.

8. H’Bp}KaBI/ITe UIEHKN MPABAT IPETIIEN M OLEHABAT MBITBIIHEHMETO Ha HEHOCTUTE CU TI0 Ha30p Ha Masapa. Teau npernean n
OLIEHSIBAaHMA CE€ M3BbPIIBAT Haif-MaJlkKO BEOHBX Ha UETUPU TOOMHM U PEYNTATUTE OT TAX CE C'I)O6IIIaBaT Ha OCTAHAJIUTE ObPKaBU
yiieHKM U Komucusra. Besika ObpXKaBa YICHKAa WU3IOTBA pE3IOME Ha PpE3YNTATUTE, 1O KOETO OCUTYypsiBa HY6J'II/I"I€H JTOCTBIL
NOCPEICTBOM €JIEKTPOHHATA CUCTEMA, IIOCOUYCHA B UJICH 95.

9. KommeTeHTHMTEe OpraHM Ha [IbPXKaBUTE UTIEHKM KOOPIMHMPAT HEHOCTUTE CU IO HA[30p Ha Mas3apa, ChTPYHHMYAT CU U
CIIOHENIAT IOMEXITy cu 1 ¢ Komucuara pesyntaTute OT Te3u OEMHOCTY C LNl OCUTYpsABaHEe Ha XapMOHM3MPAHO U BUCOKO PaBHMLIE
Ha HaJ30p Ha Iasapa BbB BCUUKM IbPKaBM UIIEHKMN.

AKoO e HCO6XOIII/IMO, KOMIIETEHTHUTE OPraHy Ha ObpPXKABUTE UIIEHKNM CE HNOrOBapAT 3a paslpenerieHue Ha pa60TaTa, CbBMECTHI
HCiIHOCTI/I 3a HaJ30p Ha Iasapa M crenyanm3anms.

10.  Korato B mbpxaBa uieHKa IOBeye OT €OMH OpIaH OTTOBApAT 3a HAl30pa HA Ma3apa M KOHTPOJA [0 BbHIIHUTE TPaHMLM,
Te31 OPraHMU CY CHTPYIHMYAT, KaTo OOMEHsT MHPOPMALMs BbB BPb3KA C POTIATA 1 GYHKLMUTE CIL.

11. Koraro e uenec1>06pa3H0, KOMIICTCHTHUTE OpraHM Ha TIbp2KaBUTE UICHKM CU ChTPyOHMYAT C KOMIICTEHTHUTE OpraHu Ha
TpeTU ObpXasu 3a oOMeH Ha I/IH(l)OpMaIII/[H U TEXHUYECKO CHIEVCTBUE U 32 HacbpyaBaHE Ha HETHOCTUTE 110 Ha30p Ha masapa.
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Ynen 89

OueHKa Ha usnenus, 3a KOUTO ce NMogo3upa, ye npercraBisgBaT HeMPUEMIIMB PUCK MM IPYT BUI HECHOT-
BETCTBUE

Korato Bb3 OCHOBa Ha JIaHHMTE, NOJIy4YeH! OT eHOCTUTE MO NpociensaBaHe Ha 6e30MacHOCTTa WM 110 Ha[I30p Ha Masapa, Ui
Bb3 OCHOBA Ha Opyra I/lH(l)OpMaL[I/IH KOMIIETEHTHMUTE OpPraHy Ha ObpxkKaba UIIEHKA MMAT OCHOBaHMA HOa CMATAT, Y€ JaleHO M3IEINMe:

a) MOXe [a MPeNCTaB/isiBa HEIIPUEMIMB PUCK 3a 3[pPaBeTo My Ge30MacHOCTTa Ha MAUMEHTHTE, MOTpeOUTENNTe WK IPYTH NI,
VJIM 33 [IPYTH aCleKTH Ha ONAa3BaHETO Ha OOLIECTBEHOTO 3IpABe; WM

6) 110 OpyT HAYMH HE OTrOBaps Ha M3MCKBAHMATA 10 HACTOALIMSA PEINIAMEHT,

T€ VI3BbPUIBAT OLEHKA HAa CPOTBETHOTO UBHEINE, 06x3amama BCMYKM M3MCKBAHMA IO HACTOALIMSA PEITIAMEHT, CBbP3aHM C pUCKa OT
M3OENMETO UIIN € BCAKAKDBB IPYT BUI HECHOTBETCTBME HA MU3MEIMETO.

CbOTBETHUTE UKOHOMUYECKU oneparopy Cu CbTpyoHMYAT ¢ KOMIIETEHTHUTE OpraHu.

Ynen 90
Ipouenypa npy u3nens, KOUTO NPEICTABIABAT HEMPUEMITMB PUCK 32 3IpaBeTo U Ge3omacHocTTa

1. Korato crnen M3BbplIIBaHE Ha OLECHKATa I10 YJIEeH 89 KOMIIeTeHTHUTE OpranM YCTaHOBAT, 4Y€ M3HOEIMETO IMPEICTaBIIsABa
HENPUEMIIMB PUCK 3a 3OPABETO MITA 0e301acHOCTTa Ha IMaUEHTUTE, HOTpe6I/IT€]’[I/IT€ Wi gpyru Jmia, Win 3a Opyrn aclekTy Ha
OIIa3BaHETO Ha 06IHCCTB€HOTO 31opase, Te Oes 3abaBsHe V3MCKBAT MPON3BOOUTENAT HAa BBIPOCHUTE U3HOEINSA, HETOBUTE
YIOBIIHOMOILIEHN TPENCTaBUTENM UM BCUUKM OCTaHAIIM 3aMHTEPECOBAHM VKOHOMUUYECKM ONEpATOpy Ha IpednpueMar BCUYKU
H€O6XOIII/IMI/[ " HAIJIEXKHO o6ocHOBaHM Kopurnpaum IeCTBUSA 3a MPUBEXMIAHE Ha M3HENMETO B CbOTBETCTBME C M3MCKBAHMUATA Ha
HaCTOAIIMSA PEITIaMEeHT, CBbP3aHU C pUCKa OT M3MENNETO, II0 HauMH, IIPONOPUMOHAIIEH HA €CTECTBOTO Ha PMUCKA, 3a OrpaHMYaBaHE
Ha IPENOCTaBAHETO Ha IIa3apa Ha M3HEIMETO, 3a IpuilaraHe Ha CHCHI/I(I)I/I‘IHI/I VIBVICKBaHMA 3a NMPENOCTaBAHETO Ha M3MOEINETO, 3a
M3TEITIAHE Ha MBOEIMETO OT IIasapa WM 3a M33EMBAHETO My B PAMKUTE Ha pasyMEH U SCHO OIPENENIEH CPOK, KOJTO ce C'I)O6H.[aBa
Ha 3acerHaTysl MKOHOMUYECK!N OIepaTop.

2. Upes enekTpOHHAaTa CUCTEMAa [0 WieH 95 KOMIETCHTHMTe OpraHy Oe3 3a0aBsiHe yBemomsiBar Kommcusita, ocraHanmmre
IIbPKABY WIEHKH U, KOTAaTO € M3[aleH cepTudUKaT B ChOTBETCTBHE C WICH 51 3a ChOTBETHOTO M3MENNe, HOTUQUUMPAHNS OpraH,
VM3 TO3M CEPTUQUKAT, 3a PE3yNTATHTE OT OLCHKATA M HEHICTBYATA, UMETO IpPeNNpMeMaHe Ca M3MCKAIM OT MKOHOMUYECKUTE
OIePaTopIL.

3. VkoHoMuueckuTe omeparopu mo maparpad 1 Ge3 3abassiHe rapaHTMpAT, ue ca MPEINPUETH BCUUKY MOAXOMSILIM KOPUTUPALLK
nerictBus B uenusa Chbro3 MO OTHOUIEHNME Ha BCUUKM 3aCETHATM M3HENNs, KOMTO Te Ca NMPENOCTaBMUIIM Ha Ma3apa.

4, Korato MKoHOMMYECKUST oneparop 110 naparpa(l) 1 He nmpeanpueMe Moaxousio Kopurupaumo HeiicTBMEe B IIOCOUEHUS B
naparpa(l) 1 CpOK, KOMIIETEHTHUTE OpraHy B3€MaT BCUYKU uenec1306pa3}m MEpKY, 3a na 3&6paH§lT W orpannyat MnpefgocTaBAHEToO
Ha MBHOEIMETO Ha HalMOHAIIHNSA CU Ma3ap, da M3TEITIAT UOEIMNETO OT TO3M Ia3ap MM [a ro M33emart.

Komnerentrute opraru 6Oe3 3a6assiHe ysemomsisar Komucusra, ocraHauTe Ibp>KaBy WICHKM U HOTUQUUMPAHVS OPIaH, MOCOYCH B
naparpad 2 OT HACTOSIIVS YIIeH, 3a T3l MEPKI Upe3 eeKTPOHHATA CHCTeMa 10 WieH 95.

5. YBemOMIIEHNMETO, MOCOYeHO B maparpa¢ 4, BKIIIOUBA BCHUKM HANMMYHM [IAHHM, MO-CICLMANHO IAHHMTE, HeoOXOmMMIM 3a
MoeHTUGUIMPAHe M NPOCTETsBaHe Ha HECHOTBETCTBAILOTO M3MENNe, MPOM3XOHA HA MBNEIMETO, eCTECTBOTO M NPUUMHMTE 33
TIPEMIIONIaraéMOTO HEChOTBETCTBME VM CBIIBTCTBALUMS PUCK, €CTECTBOTO M IIPOIBILKMTENIHOCTTA Ha IpeNIpMeTUTe Ha HALMOHAIIHO
paBHMIIE MEPKY, KaKTO M apryMeHTUTe, U3THKHATY OT ChOTBETHUS MKOHOMMUYECKM OIIEpaTop.

6.  IIbpxaBuTe UIEHKM, PasiMUHM OT [IbpKaBaTa WIEHKa, 3alOYHANa MpoLeNypara, HesabaBHO mHpopmupar Kommcusta u
OCTAaHaIuTe IIbPKABM WIEHKM Ype3 eNEKTPOHHATAa CUCTeMa MO uiieH 95 3a BCsKA HOMbIHMTENHA NMPUIOXKMMA MHGOPMALMS, C
KOAITO PA3IIONIaraT 3a HeCHOTBETCTBUETO Ha JIAJIEHOTO M3IeNMe M 33 MePKMUTE, KOMTO Ca MPUENM BbB BPb3Ka ChC CHIIOTO U3METINE.

HpI/I HECbITIACKE C HalMOHAalIHaTa MSApPKa, 3a KOSATO MMa YBCOOMIIEHME, TE Ge3 3a0aBsHe yBegomsBat Komucusra u ocraHanure
I'bp2KaBy UIIEHKN 34 Bb3paXEHNATA CU UPE3 €IIEKTPOHHATA CUCTEMA I10 YIIEH 95.
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7. Korato B cpok 1o [Ba Mecelia CIell MONy4YaBaHe Ha YBETOMIIEHMETO N0 maparpad 4 He e MOBIMIHATO Bb3PAKEHME HUTO OT
I’bpXaBa YJeHKa, HUTO OoT Komucusra BbB Bpb3Ka C MEpKM, NpEHNpyeT OT IbpXKapa WIEHKA, Te3M MEPKM Ce CUMTaT 3a
060CHOBaHM. B TakbB CIIyuail BCMYKM JbPXKABU WIEHKM TAPAHTUPAT, Ye MO OTHOLIEHNME HAa BHIPOCHOTO M3NENME Ca HPeMNpUeTy
0e3 3abapsiHe MOMXOMSIM OrPAHNYMTENIHM MEPKM WM MEpKM 3a 3a0paHa, BKIIOUMTENIHO C LN U3TEINIsHE, M33eMBAHE WM
OrpaHIYaBaHe Ha HAJIMYHOCTTA HA M3IENMETO HA HALMOHAIHUA UM IIa3ap.

Ynen 91

Hpouenypa 3d Oll€HKa Ha HAIlMOHAJTHUTE MEPKU Ha PaBHMILETO Ha Cpro3a

1. Koraro B CpOK OT [iBa MecC€lid CIICH, IToITy4YaBaHe Ha yBEJOMJICHMUETO ITO WICH 90, naparpa(l) 4 IbpXKaBa 4YiICHKa € IIOBOMUrHalla
Bb3pazeH)s Cpeuly MsApKa, IpEeanpuera OT Opyra ObpxkKaBa WICHKA, MM KOIdTo Komucusra cumra, ue MspKaTa MpPOTMBOPEUM Ha
1IpaBOTO Ha Cproza, cren KOHCynTauust CbC CbOTBCTHUTE KOMIIETCHTHM OpraHm M ako € H€O6XOJII/IMO — CbC CBHOTBETHUTE
VIKOHOMMYECKM OIlepaTopu, Komumcusra V3BbpLIBA OLIEHKAa Ha Ta3M HaUVMOHAIIHa MspKa. Bb3 ocHoBa Ha pesynrature OT Tasu
oteHka Kommcusra Mmoxe upe3 aKTOBE 3a MBIBIIHEHME [1a B3EME peElIeHME 3a 000CHOBaHOCTTa Ha MspKaTta. Te3u axToBe 3a
VIBITBITHEHME CE€ NMPUEMAT B CbOTBETCTBUE C MPOLETYypaTa IO pasriieXaaHe, IIOCOUEHa B YIEH 107, naparpa(]) 3.

2. Koraro Komucusita cumra, de HauMOHAIHATa MSIPKa € 0OOCHOBAHA CBITIACHO TIOCOYEHOTO B raparpa 1 oT Hacroswums urieH,
ce npunara wiex 90, naparpad 7, Bropa amuHes. Ako Kommcnsira cumra HauMoHajHata MSpKa 3a HeOOOCHOBAHA, ChOTBETHATA
ITbp3KaBa WICHKA OTTEINIS MpKata.

Korato B cpoK OT OceM Mecelia OT IIO/y4aBaHe Ha yBemomileHnero no wien 90, naparpad 4 Komucusira He mpueMe pelieHye 1o
naparpad 1 OT HACTOSILINS WIEH, HALIMOHAIIHATA MSIPKA Ce CYMTa 33 0OOCHOBAHA.

3. Koraro mbpxasa uiieHKa M Komucusra cumta, de pUCKBT 3a 3mpaBeTo M 0e30MACHOCTTa OT M3IelMe He MOXe ma Obe
OIpaHMYEeH B 3alOBONMTEIHA CTENEH 4Ype3 MEpKMUTe, IpPeNIpyeTyt OT ChOTBETHATa(MTe) IbpXKaBa(M) 4IeHKa(y), MO NMCKaHe Ha
[IbpKaBa WIEHKA MM 10 COOCTBEHA MHULMATMBA U Upe3 aKTOBe 3a M3IbiHeHue, KoMucusta MoXKe [ja npefpyeMe HeoOXOLMMMTe
M HAIeXHO OOOCHOBAHM MePKM 3d TapaHTMpaHe HA 3aKpUIA HAa 30paBeTo M Oe30MACHOCTTA, BKIIOUMTETTHO MEPKM 3a
OrpaHMuaBaHe MM 3a0paHa Ha IYCKAHETO HA Masapa M IIyCKAHETO B [eiiCTBME HAa CHOTBETHOTO m3perme. Tesu akrose 3a
VM3ITBIIHEHNE Ce TPUEMAT B ChOTBETCTBIE C IPOLENypaTa [0 pasriekiaHe, nocodeHa B wieH 107, maparpad 3.

UYnen 92

prl‘l/l HECHbOTBETCTBUSA

1. Korato cren M3BbPIICHA OLEHKA 110 YIeH 89 KoMIeTeHTHUTE Oprany Ha IbpxKaBa YJIECHKa KOHCTaTUPAT, Y€ MAaE€HO U3HEeIne
HE OTroBaps Ha M3MCKBAaHMATA 10 HACTOALIMA PEITIAMEHT, HO HE MPENCTaBIIsABa HENPUEMIIMB PUCK 3a 3[PABETO UIIN Ge30macHOCTTa
Ha MNAUMEHTUTE, HOTp€6I/ITeHI/ITe Vi IpyTy JNLa Vi 3a Opyri acllekTy Ha ONla3BaHETO Ha O6IIICCTB€HOTO 3[pase, T€ MBNCKBAT OT
CBOTBETHMI VKOHOMMYECKM OIIEPATOP HAa IPEKPATV BBIIPOCHOTO HECHOTBETCTBME B PAMKUTE Ha Pa3yMEH U SICHO OIIPENETIEH CPOK,
KOJTO ce c1>06u1aBa Ha MKOHOMMYECKMA ONEpaTop U € IpOoNOpUMOHAIICH Ha HECbOTBETCTBUETO.

2. Korato MKOHOMMYECKMAT OIEPATOpP He IPeKPaTH HeChOTBETCTBMETO B CPOKA MO maparpad 1 OT HACTOAWMS UITeH,
ChOTBETHATA [ThpXKaBa WieHKA Ge3 3a0aBsiHe IpelmpieMa BCHUKM TMOMXOMSIIA MEPKHM, 3a 1a OTPaHMUM WMIM 3a0paHi MPemocTa-
BSIHETO Ha 11a3apa Ha IPONYKTA MIIM 3a J1a OCUTYPM HETOBOTO M33eMBAHE MIIM M3TEINISIHE OT Masapa. Tasy mbpxKasa uneHka Ge3
3abaBsiHe yBeOMSIBA KOMMCHsITa M OCTAaHAIMTE TbPXKABY WIEHKM 34 Te3U MePKU upe3 eNeKTPOHHATA CHCTeMa M0 wieH 95.

3. C uen ;a ce OCUTYpU €NHAKBOTO NpMUIIAraHe Ha HACTOAWMS wieH KOMUCHMATA MOXe, upe3 aKTOBe 3a U3IbIHEHME, 1A
KOHKPETU3Mpa TMOMXOMSAIUTE MePKY, KOUTO N CE MPETIpUEMaT OT KOMIETGHTHUTE OPIaHU 3a CIPABSHE C ONPENENEHN BUIOBE
HechOTBETCTBIE. Te3u aKToBe 3a UBIbIIHEHME Ce NIPUEMAT B ChOTBETCTBUE C NPOLENYPATa [0 PasIiexnaHe, NocoueHa B uned 107,
naparpad 3.
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Ynen 93
IIpeBaHTMBHM MepKM 3a 3aKpuiia Ha 3[IpaBeTo

1. Koraro ObpKaBa YJI€HKA, CIIE€N KaTO M3BBPLIM OILCHKA, IOKa3ajia IOTEHLUMAIIEH PUCK, CBbpP3aH C M3OENME MM KOHKPETHA
Kareropysa MM rpyna M3fOenus, CUmTa, Y€ 3a Ha C€ 3alNUTAT 3OpPaBeTo U 0e30MacHOCTTa Ha IAaOUEHTUTE, HOTp€6I/ITCHI/IT€ nim
Opyrute Jmua, UM 3a 1a €€ 3alUTAT OPYTM acleKTU Ha O6IIL€CTBCHOTO 3[pase, IMPENOCTABAHETO HAa I1asapa WIIM ITyCKAaHETO B
HeJiCTBME Ha M3MIeNe M KOHKPETHA KaTEropysl MM Ipyna M3nenms Ciensa na ce sa6pa}m, OrpaHyuy MM 1O OTHOWIIEHVE Ha TAX
T1a ce nmpuioxar CHCIH/I(I)I/I‘{HI/I VIBVICKBaHMA, VM Y€ M3OETMETO MM KOHKDPETHAaTa KaTEToOpus WM Ipylia M3OEnys CienBa fa ce
VIBTETIIAT OT I1asapa MM Ha C€ U33eMaT, TS MOXKE Ha INpENIpueMe BCUUKN HCO6XO]II/IMI/I 1 060CHOBaHN MEpKIU.

2. [IppxaBsata uneHKa, mocoyeHa B maparpa¢ 1, HesabaBHO ysemoMmsBa Komucmsra m ocTaHamute IbpXKaByM WICHKHM, KaTo
II0COYBA OCHOBAHMATA 33 PELIEHMETO CH, UPE3 eNIEKTPOHHATA CUCTeMa 110 ujleH 95.

3. Karo ce koucynmupa ¢ KITMU n, korato e HeoOXOmMMO, ChC CHOTBETHUTE MKOHOMIMUECKM Omepatopy, Komucusita oueHsisa
TpefnpueTuTe HaUMOHATHYM Mepku. Upes akToBe 3a M3mbnHeHne Kommcmsrta MOXe ma BeMe pelieHue 3a 0OOCHOBAHOCTTA Ha
HALMOHANHNTE MepKi. [Ipy nurica Ha pemreHne oT cTpaHa Ha KommcusTa B paMKuTe Ha LIECT Mecela OT MOMEHTa, B KOIITo e Ouia
yBEIOMEHA 33 HALMOHATHMTE MEPKM, Te3M MepKM ce cuMtar 3a obocHoBamu. Te3y aKTOBe 3a M3ITBIIHEHME Ce IpUEMaT B
CHOTBETCTBHE C IIPOLIENyPaTa MO pa3riexkuaHe, nocoueHa B ueH 107, maparpad 3.

4. Koraro mpyu oleHKara 1o maparpad 3 OT HACTOSILMS WIEH Ce YCTAHOBM, Ye NPENOCTABSHETO Ha Ila3apa JWIM MYCKAaHETO B
[eICTBME HA M3MeNye, KOHKPETHA KAaTeropus MIM Ipyna U3Menusi cilefBa na ce 3a0paHy, OrpaHyMyy WM KbM TSX Ja ce INpIIIoXKar
CrielmMGUYHY M3MCKBAHWS WM Ye BBIPOCHOTO M3ETME WA KaTeropusiTa MM IpyIiaTa M3NeNust CIeBa 1a Ce U3TErIAT OT f1a3apa
WM [d Ce M33eMaT BbB BCHUKM [IBPKABM WICHKM, 33 [ CE 3ALIMTAT 3IPABETO M OE30MaCHOCTTA HA MALMEHTUTE, NMOTpebuTenmTe
WM [pYTMTe JIML@ WIM 3a A Ce 3alMTST OPYrM acleKTH Ha OOLIeCTBEHOTO 3mpase, Kommcusara MoXe [1a IpueMa aKToBe 33
VM3ITBIIHEHNE C LeNT TPeAnpreMane Ha HeOOXOMMMITE M HAIUIEXHO 000CHOBaHM MepKit. Te3u akToBe 3a M3ITBIIHEHME CE IIpUEMaT B
CHOTBETCTBHE C IIPOLIENypaTa [0 pasriexkiaHe, nocodeHa B ueH 107, maparpad 3.

Ynen 94
[o6pa amMMHMCTPATHBHA IPAKTHKA

1. 3a BcAka MApKa, IIpyeTa OT KOMIIETEHTHUTE OPraHy Ha IbpKaBUTe UIEHKM ChITIACHO 4iieHoBe 90—93, ce yKa3paT TOUHMUTE
MOTVBY, Ha KOMTO TS CE OCHOBaBa. Korato MspKara e HacoueHa KbM KOHKPETEH MKOHOMMYECKM OIEepaTop, KOMIETEHTHMAT OpraH
0e3 3abaBsiHe yBETOMsIBA CHOTBETHIMSI MKOHOMIMYECKH ONEPATOp 3a Ta3y MsPKA, KATO ChILICBPEMEHHO ro MHQOPMIUpA 33 CPELCTBATA
3a TIPaBHA 3alNTa, C KOUTO PA3MOJIara ChIJIACHO MPAaBOTO MM AIMMHMCTPATMBHATA MPAKTHKA HA ChOTBETHATA IbpXKaBa UIEHKA, 1
33 CPOKOBETe, CBBP3AHM C Te3M CPENCTBA 3a IpaBHA 3aummra. Koraro Mspkara e ¢ oOLO NMPUIOXKeHMe, Ts ce MyOnmKysa mo
HaJUTEXXHNS pell.

2. OcBeH B CIIy4anTe, Korato € HCO6XOJII/IMO He3a0aBHO HeicTBIe Iopany HENPUEMITUB PUCK 3a 3HPABETO WU Ge30MmacHOCTTa
Ha XopaTa, Ha CbOTBETHMS MKOHOMMYECKM OIEPATOP C€ IPENOCTaBsA BB3MOXKHOCT [1a MPENCTaBu Genexku mnped KOMIICTCHTHUS
OpraH B paMKHUTE Ha sICHO OIIpE[CIICH IOOXOOsI CPOK IIpEeON IMPpNUEMaHETO Ha MApKaTta.

Korato e mpenmpuero neifctsue, 6e3 MKOHOMUYECKMST ONEPATOp [1d € MMal Bh3MOXKHOCTTA [a MPELCTABU [OCOYECHUTE B ITbPBA
armuHest GerleKKM, Ha HETO My ce IpENOCTaBsi Bh3MOXHOCT [l NPENCTaBM OeneKKuTe BbB BB3MOXKHO HAil-KpaTbK CpOK, a
TIPEIPUETOTO NEHCTBIE Ce IpepasIiieKIa BelHara ciefl ToBa.

3. Bcsika npueTa MspKa He3a0aBHO ce OTTerns Mim VIBMEHS, CIIEN KaTO MKOHOMMYECKUAT OIEpATOp HOKaxXe, Y€ € IMpenIpuern
C(l)CKTI/IBHO Kopurnpauo HCﬁCTBMC VI Y€ MBOETMETO OTIOBapS Ha M3VCKBAHMATA Ha HACTOALIMSA PETTIAMEHT.

4. Koraro MApKa, IpUETa CbITIACHO YJICHOBE 90—93, 3acsra usmenue, B UMETO OLIEHSABAaHE HAa CHOTBETCTBUETO € ydacTBal
HOTI/I(i)I/l[II/lpaH OpraH, KOMINETEHTHUTE OpraHu I/IH(l)OpMI/[paT, upe3 €IIEKTPOHHATa CUCTEMA IO HIEH 95, CbOTBETHMUS HOTI/I(l)IAIII/IpaH
OpraH 1 opraHa, OTTOBapslL 3a HOTI/I(I)I/I[II/IP&HIAH OpraH, 3a IpefarpueTaTa Msapka.

Ynen 95

EnexTpoHHa cucTeMa 3a HaI30p Ha Ma3apa

1. B cbrpymHMUeCTBO C IbpxKaBMTE uieHKM KoMucusra ch3aBa M ymnpasiisiBa efIeKTPOHHA CUCTeMa 3a chOupaHe u o6paGorka
Ha CTIenHaTa MHOPMALINSL:

a) pestoMe Ha pe3yNTaTUTE OT [EIHOCTHTE [0 HAN30p, IOCOUeHN B wieH 88, maparpad 4;
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6) OKOHUATENHMS [OKJIJ] 3a IIPOBEpKaTa 1o wiieH 88, maparpad 7;

B) MHGOPMALWs 32 MBNEIMSATA, KOUTO IPEICTABIISIBAT HEIPUEMIIMB PUCK 3a 31paBero u GesonacHoctra mo wieH 90, naparpa¢u 2,
4u6;

1) uHpOpMAlMs 33 HECBOTBETCTBMETO Ha MPONYKTHUTE N0 4leH 92, naparpad 2;
I MHOOpMALMs 3a IIPEBAHTMBHUTE MEPKM 33 3aKpUJIa Ha 3[paBeTo 1o wieH 93, maparpad 2;

€) peslOMe Ha pe3ynTaTMTe OT MperieduTe ¥ OLEHSBAHMATA HA [EMHOCTMTE N0 HAA30p HA Na3apa Ha [IbPXABUTE WICHKM,
nocoueH B uneH 88, maparpad 8.

2. Vudopmaumsta mo maparpad 1 oT HacToswmMs uneH He3a0aBHO ce IpemaBa upe3 €JIEKTPOHHATA CHUCTeMa Ha BCUUKM
CHOTBETHY KOMIICTCHTHM OPTaHM M, KOTaTO € MPUITOKIMO, Ha HOTUQUIMPAHNS OpraH, KOJTO € M3Hal CepTUQPUKAT B CHOTBETCTBIE
c ured 51 3a CHOTBETHOTO M3ENME, U € JOCTBIIHA 3a ObpKaBuUTe UileHKM U Komumcusra.

3. OGMmeHeHara MeEXMy ObpXKaBUTEC WICHKN I/IH(l)OpMaLU/ISI HE CE€ OIIOBECTsABA HY6J'II/I'-IHO, KOraTo ToBa Ou MOIJIO J1a 1ornpeun Ha
HeHOCTUTE 110 HaJ30p Ha masapa ¥ Ha CbTPYIHMYECTBOTO MEXKNY IbPKABUTE UIICHKU.

ITIABA VIII

Compydnuuecmeo meskdy Ospsrasume unexnru, Koopdunauuonna 2pyna no meduyuncrume u3deaud, pedepenmuu
nabopamopuu na EC u pezucmpu na usdeauama

Ynen 96
KommnerenTHu opranu
H’l)p)KaBI/ITC UIEHKM OIPEHNENAT KOMIIETEHTHMS OpraH WMIIM OpraHy, OTIOBapslIM 3a IPWIaraHETO Ha HACTOALIMSA PETIIaMEHT. Te
NpeHoCTaBAT Ha OPraHUTE CU IIPABOMOLIMATA, PECYPCUTE, 06opynBaHeT0 M €KCIEPTHUTE 3HAHWUA, H€O6XOIII/IMI/I 3a MpaBUIHOTO
V3IIbIIHEHME HA 3a[auMTe MM CBITIACHO HAcToswMs pernameHt. Criel KaTo IbpXKaBUTe WIeHKNM ChOOWIAT Ha Komucusta HauMeHo-
BaHMATA M JaHHUTE 332 BPBb3Ka C KOMIIETEHTHUTE OpraHy, T Hy6]'II/IKyBa CIINCBKA UM.
Ynen 97

C%prnﬂuqecmo

1. KommeTeHTHMTE OpraHM Ha [IbpXKaBuTE YIIEHKM CHTPYIHMYAT KAaKTO MOMeXHy cM, Taka u ¢ Kommcuara. Kommcusara
OCHTYpsIBA OPTaHM3ALMATAa HA OOMeHa Ha MHPOpPMALNATA, HEOOXOMMMA 3a eHAKBOTO MPUITAraHe Ha HACTOSIIVS PEITIaMeHT.

2. H’bp)KaBI/ITC WICHKYM, C IIOOKpenara Ha Komucusra, y4acTBaT, Korato € uenec1>06paaﬂo, B MHULMATUBU, pa3pa60TeHM Ha
MEXIYHapOJOHO HMBO C LEIT Ha Ce OCUTypu ChTPYyOHMYECTBOTO MEXKMY PETyJIaTOpHUTE OpraHu B obnacrra Ha MEOMLIMHCKUTE
U3OECINA.

Ynen 98
KoopnunaumonHa rpyna no MemMuMHCKUTE U3ETNs
KoopmmHarmornHata rpyma mo memuuvHckute manenms (KITMV), cp3mameHa B ChOTBETCTBHE C YCIIOBMATA M MOLPOOHNTE TPABMITA,
nocouern B wieHose 103 u 107 or Permament (EC) 2017/... *, ¢ nomkpemara Ha Kommcumsita ChINIACHO MPENBUNEHOTO B
yed 104 ot Pernament (EC) 201 7/ ... ¥, M3ITBITHSIBA 3afjauylTe, KOUTO Ca 1 BB3TIOKEHN CBITIACHO HACTOSUINS PEINaMeHT, KaKTO U
1o cunara Ha Pernament (EC) 2017/... *.
Ynen 99

3agaun Ha KTMU

CornacHo Hactosums pernamenT KITMU uma cnemaumre 3apaun:

a) [ONpYHACA 33 OLEHABAHETO HAa OPTaHNMTE 33 OLEHABAHE Ha CBOTBETCTBMETO, KOMTO Ca TOJANM 3asBIIEHMS, 1 32 OlEHABAHETO Ha
HOTUQUUMPAHUTE OPTaHM CHITIACHO pasnopen6ute Ha rimasa IV;

6) komcyntupa Kommcusita, mo HeffHO MCKaHe, IO BBIPOCKUTE, CBbP3aHM C KOOPHMHALMOHHATA IPyNa Ha HOTUQUUMPAHUTE
OpraHy, Cb3[afieHa CBITIACHO YlleH 45;

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.



21.4.2017 r. O¢uimaneH BecTHUK Ha EBpomeiickus cbio3 C126/77

B) JIoIpyHacs 3a paspa60TBaHe Ha HAaCOKM 3a C(I)CKTI/IBHO VI XapMOHM3MPAHO MpHUIIaraHe Ha HaCTOAUIMSA PETJIaMEHT, II0-KOHKPETHO
110 OTHOLIECHME Ha ONPEHCIIIHETO U Ha6J‘[}0]1€HI/lCTO Ha HOTI/I(l)I/lIII/IpaHI/[Te OpraHy, IpuUIaraHeTo Ha 06]].[I/IT€ M3NUCKBAHUA 3a
6e30MmacHOCT 1 HeicTBIe U VI3BBPUIBAHETO HAa OLECHKM Ha HECTBUETO OT NPON3BOOUTEIINTE, OLIEHABAHETO OT HOTI/[(])I/IHI/IpaHI/lTe
opranm u IEIHOCTUTE IO IpociensaBaHe Ha 6630HaCHOCTTa;

I) JONpMHACS 33 HENPEKbCHATOTO CIEleHe Ha TeXHMYECKMs IPOrpec M MpeleHsBa Naay ca NOIXOMAIIM OOWMTE M3MCKBAHMA 33
0e30MacHOCT U JeiiCTBHe, NpEIBUIEHN B HAcTosums periameHT u B Permament (EC) 2017/... *, Taka ue ma ce ocurypu
0e30MacHOCTTa M MECTBUETO HA M3NENMATA, M MO TO3M HAUMH Jd Ce CIOMOTHE 3a MPELEHKATa Ha HeOOXOMMMOCTTA OT
U3MeHeHye Ha IpUIoxXeHue | KbM HaCTOAIINMS peITlaMeHT;

I) monpuHacs 3a paspaborsare Ha cTaHmapTy u OC 3a M3genusTa;

€) OKa3Ba CBIEHCTBME HA KOMIETEHTHMTE OPraHM Ha IbPXKABUTE UIEHKM B JEHHOCTUTE UM MO KOOPHMHALMSA, TMO-CNELMANTHO B
obracTTa Ha KNacuMKALITA ¥ ONPEIEISTHETO Ha HOPMATMBHILS CTATYC HA M3IENMATA, M3IUTBAHMATA Ha IEHCTBIETO, MIPOCHTe-
[SIBAHETO Ha OE30MACHOCTTAa M HAl30pa Ha [1a3apa, BKIOUMTEIIHO pa3pabOTBAHETO ¥ MOMIPHXKKATA Ha PAMKa 3a eBPOIeiicKa
mporpama 3a Ham3op Ha [a3apa C LeN MOCTMraHe Ha eeKTMBHOCT M XapMOHM3MpaHe Ha Hamsopa Ha masapa B Cbro3a, B
CBOTBETCTBUE C uJleH 88;

}K) npenocrass, 110 coOcTBeHa MHUIIMATUBA WM 10 uckaHe Ha Komumcusra, KOHCYIITallMM IIpY IIPELEHKATa Ha BBIIPOCU BBB BPB3Ka
C IIpMIIaTaHETO Ha HACTOALINS PEITIAMEHT;

3) TIONpYHACA 338 XapMOHM3VpPaHE HA aIMUHMCTPATVBHATA IIPAKTMKA BbB BPb3Ka C UBHENMNATA B IbpPXKABUTE UIICHKI.

Ynen 100
Pedepenrtnn naboparopun Ha EBpomeiickus cpro3

1.  3a KOHKpeTHM M3[IENMs WM KaTeropys WM Ipyla M3HEIMs MM 3a KOHKPETHM ONACHOCTYM BbB BPb3Ka C KaTeropus Mim
Ipylla M3NeNMs, 4pe3 aKTOBe 3a M3MbIHeHMe Kommcumsita MOXKe [a ompefersi elHa Wi mosede pedepeHTHM 1abopatopuy Ha
EBponeitckust cbo3 (,pedepentrure naboparopun Ha ECY), xomro orroapsr Ha Kpurepuure no mnaparpadp 4. Kommcusra
omperersi camo pedepertaute 1aboparopun Ha EC, 3a Kouto mbpxKasa wieHKa mmy ChbBMECTHMST M3C/IENOBATENICKM LEHTBP HA
Komucusara e nogan saspiieHue 3a ONpenerisme.

2. B cdepara cu Ha KoMIeTeHTHOCT pedeperTHute abopatopun Ha EC umar cnegHute 3agaum, KOraTo e IpuitoXuMo:
a) MpOBepsIBAT TBBHPISIHOTO OT MPOM3BONMTEINIS MHEICTBUE M CHOTBETCTBMETO HA MBNEMMSTAa OT Kimac D ¢ mpuioxmmmre o6y
crielMUKALIMY, KOTaTO ChIIECTBYBAT TAKMBA, WIM C OPYTUTE PELICHNS, M30pPaHM OT IPOM3BOMMTENS, 3a 14 OCHIYPY HUBO Ha

0€30MacHOCT M HECTBIE, KOETO € HAil-MalKO eKBMBATICHTHO Ha IPEIBUIEHOTO B wiieH 48, maparpad 3, tpera anmmHes;

6) U3BbPLIBAT MIONXONSIINTE M3MUTBAHMS HAa 00pa3Ly OT MPOM3BENEHNTe M3Teust OT Kiac D mim maprumm m3genus ot kiac D,
npepsuenn B pasgen 4.12 or npunoxenue IX u B pasnen 5.1 or npunoxenue XI;

B) [MpENOCTaBST HAYYHO M TEXHMUeCKO chbueiictsue Ha Komucusita, KTMV, mbpakaByre WieHKM M HOTMGUUMPAHUTE OPraHU BbB
BPb3Ka C MPUIIATaHETO Ha HACTOSAUINMS PeINlaMeHT;

F) NpeOoCTaBAT Hay4dHM CTaHOBMIIA I10 aKTyallHOTO CbCTOSHME Ha TEXHOJIOIMUTE BBB Bpb3Ka C KOHKPETHU WM3OCTIMSA UM
KaTeropus Win rpyna msnenms;

I) CIel KOHCYNTAalus C HALMOHAIIHWTE OPTaHM Ch3NABAT M YIPABIISIBAT MpeXa OT HALMOHANHM pedepeHTHM nabopatopun u
nyOnMKyBaT COMCHK Ha yYacTBALIMTE HALMOHANHY pedepeHTHI Tab0paTopyuu U ChOTBETHUTE UM 3afaui;

€) [ONPMHACAT 3a Pa3pabOTBaHe Ha MOOXOSLIM METOMM 33 M3MUTBAHE M AHAIM3, KOMTO Ha Ce M3MONI3BAT NPY MPOLEHypUTe 3a
OLIEHABAHE Ha CHOTBETCTBMETO M Hal3opa Ha I1a3apa;

X) CbTPyOHMYAT C HOTUQUUMPAHMTE OpraHM Ipy pa3paboTBaHe Ha HAM-TOOPM MPAKTMKM 33 MBILIHEHNE HA IPOLELypUTE 3a
OLIEHABAHE Ha CHOTBETCTBUETO;

3) MPEOCTaBAT IPENOPBKM 3a IMOOXOOAIIN pe(l)epeHTHI/[ marepuaim u ped)epeHTHM npouenypy 3a M3MEpBaHE OT IO-BUCOK
METPOJIOIMYCH PEI;

¥) monpuHacaT 3a paspaborBaHe Ha OC, KaKTO M Ha MEKIyHAPOIHY CTAHIAPTH;
1) MpeJoCTaBsT HAyYHM CTAHOBMIIA, KOTaTo Ca KOHCYITMPaHM OT HOTUQMUMPAHM OPIaHM B CHOTBETCTBME C HACTOSIUIMS

perinaMeHT, u I l'Iy6J'IVleBaT 10 €NIEKTPOHEH ITbT, KATO Ca B3CTIM IPEABUI HallMOHATHUTE pasnopen6v1 OTHOCHO ITOBEPUTEII-
HOCTTA.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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3. [To uckane Ha I’bpKaBa YJIEHKa Komucusara Moxke cbuio pma onpenenmn pe(l)epeHTHI/ITC na6opaT0pMM Ha EC, koraro
BBIIPOCHATa IObpXKaBa YIICHKA 2KeJlae [a M3IO0JI3Ba TaKMBa na6opaTopI/m C LCJI TapaHTVpaHE Ha IPOBEpPKATa HAa TBBPOAHOTO OT
MIPON3BOOUTEITA HeJiCTBME M CHOTBETCTBMETO Ha mamenusra oT knac C ¢ MIpUIIOKUMUTE OC, KOrato ChLIECTBYBAT TaKMBa, MU C
Opyrure peueHus, M36pa}m OT IpOM3BOOMTEINS, 3a Oa C€ OCUTYpU HMBO Ha Ge3omacHOCT 1 ]16]7[CTBI/I€, KOETO € Hall-MaJIkoO
€KBUBAJICHTHO.

>

Pedepentute naboparopun Ha EC 0TroBapsT Ha CIEIHNUTE KPUTEPUIL:

a) pasnosnarat ¢ TOCTaThbUY€H IMEPCOHAIl C MOOXOonAIa KB&J’IVI(l)I/IKaLU/IH M ali€KBATHM 3HAHUSA U OIIUT B obracrTa Ha MEIUIMHCKUTE
V3OENmA 3a UHBUTPO OMAarHOCTUKA, 32 KOUTO Ca OIPENENIEHN;

6) mnpurexkasar HeoOXOMMMOTO 0OOpyHBaHe ¥ pedepeHTEH MaTepyar, 3a Ja M3IIBIHSBAT Bb3JIOXKEHUTE MM 3aliadi;
B) MpUTEKABAT HEOOXOMMMMTE 3HAHMS 3a MEXIYHapOIHNUTE CTAHIAPTY U Hali-T0OPU MPaKTUKM;
I) MMar MOIXOMNSIIA AIMMHUCTPATVBHA OPTaHU3ALMs Y CTPYKTYPa;

]1) rapaHTmpar, 4€ TEXHUAT NIEPCOHAIT C'b6H}OHaBa MOBEPUTEITHOCTTA Ha I/IH(I)OpMaIII/[HTa VI TAHHUTE, MOJIyYEHM NPY MIIBIIHEHNE Ha
3aJauynTe UM;

e) OCBIIECTBSBAT JIEMHOCTTA CU B VIHTEpEC Ha O6I.IICCTBOTO U I10 HE3aBMCUM HAUMH;

X) TApaHTUpar, ¥e [EPCOHAIBT UM HsMa (MHAHCOBM WM JPYIM MHTEPECH B CEKTOpA HA MEMMLMHCKUTE M3IENMS 33 MHBUTPO
[IMArHOCTMKA, KOMTO OMXa MOBNMSUIM HAa Heropara Oe3NPMCTPACTHOCT, M Ye TOi HEK/Iapupa BCEKM APYT IPSK M KOCBEH
VHTepeC, KOWTO MOXe Na MMa B TOCOYEHMS CEKTOp, M aKTyalu3Mpa Tasu HEKNapauysi NMPU HAcTBIIBAaHE HAa CBHOTBETHUTE
TIPOMEHIL.

5. Pedepenrnnre naboparopun Ha EC cp3maBar Mpexa ¢ Leil Ja XapMOHM3MpPAT ¥ KOOPHMHMPAT MOMEXIY Ci paboTHUTE CH
METONIV BbB BPb3Ka C M3MUTBAHMATA U OleHABaHeTO. ToBa KOOPIMHMPaHe ¥ XapMOHM3MPAHE BKIIIOYBA:

a) npuiiaraHe Ha KOOpAMHMPAaHU METOOM, TIPOLENYpU U IIPOLECH;

6) IIOCTUTAHE Ha CBITIACKE 3a M3IIOJI3BAHETO HA €OHU U ChLIU pe(l)epeHTHM Martepuaim n O6HII/I 06pa3u1/l 3a MBINUTBAHMA U ITAHEIIN
3a CEpOKOHBEPCUS,

B) YCTAaHOBsIBaHE Ha OOLIM KPUTEPUH 34 OLCHSBAHE U THIIKYBAHE;

F) M3II0JI3BAHE Ha 06111]/1 NMPOTOKOIN 3a M3NUTBAHMSA M OLCHABAHE Ha PE3YNTATUTE OT M3NNTBAHMATA IOCPEICTBOM CTaHOApPTU-
3MpaHN M KOOpOMHMpPAaHN METOIM 3a OLEHKA;

Il) W3MON3BaHEe Ha CTAHIAPTM3MPAHM U KOOPIMHUPAHM JOKIANM OT M3MUTBAHNS;
€) paspaboTBaHe, MpUIAraHe ¥ MOIbPXKAHE HA CHCTEMa 3a APTHbOPCKM MPOBEPKY;

)K) OpraHM3ypaHe Ha PENOBHM M3NNUTBaHMA 3a OLEHSABAHE Ha Kauye€CTBOTO (BKJ'HO‘{VITCJ'IHO B3aMMHM IIPOBEPKM Ha KaueCTBOTO U
CpaBHMMOCTTA Ha pE3yJITaTUTE OT I/ISHI/ITBaHI/ISITa):

3) CbINacyBaHe Ha OOLIM HACOKM, MHCTPYKLMH, IPOLENYPHN MHCTPYKLMI WM CTAHTAPTHI ONCPATUBHIU IPOLEMyPY;
1) KOOpHMHMpPAaHE Ha BbBEXKIAHETO HA METOMM 3a M3MMTBAHE HA HOBYU TEXHONOIMM B CBOTBETCTBME C HOBM 1y u3meHeHn OC;

171) MIpeoleHKa Ha CBbBPEMCHHUTE IIOCTMKEHMSA Ha Oazara Ha CPaBHUTEITHM PE3YNTaT OT M3NUTBAHMA WM IOCPENCTBOM
JOITBITHUTEITHA M3NNTBAHNA, 11O VICKaHE Ha ObpzKaBa UlleHKa MM Ha Komucusita;

6.  Pedepenrrure maboparopun Ha EC Morar ma nonyuasar ¢uHarcupane ot Cbrosa.

Ype3 akToBe 3a M3mbIHeHMe Kommcusita MOXe [1a IpyeMa MOIPOOHMTE IpaBMIIa 3a YCIOBUSTA M pasMepa Ha (MHAHCHpaHe OT
Cnio3a 3a pedepentHute nadoparopun Ha EC, Kato B3eMa NpedBMH LeNNTe 3a 3aKPUIIA Ha 3[paBeTo 1 Oe30MacHOCTTA, MOIKpera
Ha MHOBALMUTE M MKOHOMMYecKa eeKTMBHOCT. Te3u aKTOBe 3a M3ITbIIHEHME CE IpPUEMAaT B ChOTBETCTBME C IPOLENypaTa Mo
pasrnexmaHe, ocoueHa B wied 107, naparpad 3.

7. Koraro HOTHQUUMpAHM OpraHM WM IBPKABM WIEHKM I[OMCKAT HAYYHO WIM TEXHMYECKO CBHICICTBUE WM HAYYHO
craHoBuuie Oor pedepentHa naboparopus Ha EC, e Bp3MOXHO Te ma TpsOBa @Ia 3AMTATAT TaKCH CHITACHO IpPENBAPUTEIHO
OTIpELeNieHN MpO3PavuHM YCIOBMSL, 3 [a CE MOKPUAT M3LSUIO WIM YaCTMYHO Pa3sXOMMTe, M3BbpILICHM OT Jlabopatopusita mpu
VBIIBIIHEHNME Ha Bb3JIOXKEHATa 3alaya.

8  Upes akrose 3a usnpiHeHue Komucusra onpenens:

a) TopoGHM MpaBWIa 3a yrleCHsBAHE HA NPUIATAHETO HA Maparpad 2 OT HACTOSIUMS WIEH U MONPOOHM IpABMIIA 3 OCUTYpsIBaHe
Ha CHOTBETCTBIMETO C KPUTEPUUTE [0 MAparpad 4 oT HACTOAIIMS UIleH;



21.4.2017 r. O¢uimaneH BecTHUK Ha EBpomeiickus cbio3 C126/79

0) cTpykTypara M pasmepa Ha TakCuTe 1O maparpad 7 OT HACTOSLIMS 4iIeH, KOMTO MOraT Ha ce ChOupar oT pedepeHTtHa
naboparopuss Ha EC 3a npefocraBsHe Ha HAyuHM CTAHOBMINA, KOTATO €3 KOHCYNTMPAHM OT HOTUGULMPAHU OPIaHM U
IIbp>KaBUTe UIIEHKM CHITIACHO HACTOAUIMSA PEITIaMEHT, KaTo ce B3eMaT NPENBUI LETIMTE 3a 3alliTa Ha UYOBEIIKOTO 3[paBe 1
0e3011acHOCT, TOAKpeNa Ha MHOBALWMNTE U MKOHOMUUECKA epeKTHBHOCT.

Te3u akTOBE 33 M3ITHITHEHME Ce TIPMEMAT B ChOTBETCTBME C IPOLIEMypaTa 0 pasmiexkyaHe, ocoueHa B uneH 107, maparpad 3.

9.  Pedepenranre nabopatopun Ha EC mommexar Ha MpOBEpKM, BKITIOUMTEITHO MOCELICHNSI HA MSICTO U OIMTH, M3BbPLIBAHI OT
Komucusita ¢ ormen Ha ChOMIONABAHETO HA M3MCKBAHMATA [0 HACTOSIIMS PEIIAMEHT. AKO IPY Te3M IPOBEPKM CE YCTAHOBH, ue
pedepentHa naboparopus Ha EC He 0TroBapst Ha M3MCKBAHMSITA, IPUIIOXKVMI KbM 3a[auNTe, 33 KOUTO € OMpEeNeHa, Upe3 aKTOBe
3a u3mbiHeHMe Kommcmsra mpenmprema HeoOGXOMMMMTE MEpKM, BKIIIOUMTETIHO OTPaHMUABaHe, CIMpAHe Ha MEHCTBUETO WIIN
OTTEITISIHE Ha MaHJIATA.

10.  Ynen 107, naparpad 1 or Permamenr (EC) 2017/... * ce npuara 3a nepcoHana Ha pedepertrute naboparopun Ha EC.

Ynen 101
Perucrpu Ha uzpemusita u 6a3u naHHu

KoMucusiTa i IbpRaBuTe WICHKN MpeIpyueMar HeoOXOMMMITe MEPKI 33 HACbPYABAHE HA CH3[ABAHETO HA PErMCTpH 1 6asu MaHHM
33 KOHKPETHI TUIIOBE M3IEIsL, KATO YCTAHOBSIBAT OOIIM MPMHLMIM 3a ChOMpaHe Ha chloctaBuMa nudopMaust. Tesu perncrpu u
a3y IaHHN JOMPYMHACAT 3a HE3aBMCUMATA OLIEHKA Ha [IBIITOCPOUYHATA OE30IaCHOCT U NEHCTBYE HA VM3IENsTa.

ITIABA IX

Hoaepume/mocm, 3auuma Ha ()auuume, cbuuaucupaue u canruyuu
Ynen 102
IloBepurenHocr

1. OcBeH Korato e NpEeaBUACHO OPYTro B HACTOALIMSA PErIIaMEHT U Oes a ce 3acAraT MeiiCTBAIUTe HAIMOHATHU p33H0p€H6I/I /1
NpakTUKN B JIbpPKAaBUTE UJIEHKM OTHOCHO IIOBEPUTEITHOCTTA, BCUUYKIN Cy66KTI/1, ydacTBaliM B IIpUIIAraHETO Ha HACTOSILMA
perinameHT, C'I)6J'IlOJI&BaT MOBEPUTETTHOCTTA Ha I/IH(l)OpMaIII/IF[Ta 1 JaHHUTE, MOITyYeHN NMPYN MBIBIIHEHNE Ha TCXHUTE 3ala4i, C OIIICI
3alIuTaTa Ha:

a) JIMYHUTE TaHHU B ChOTBeTCTBUME C wieH 103;

6) moseputenHata MHQOPMALMST C THPIOBCKM XapakTep M THPIOBCKUTE TAiHM HA (U3NUECKMTE WIM IOPUIMUYECKHUTE JINIIA,
BKITIOUMTEITHO NPABaTa Ha MHTEJIEKTyalIHa COOCTBEHOCT, OCBEH aKO Pa3KPMBAHETO He € B OOLIECTBEH MHTEPEC;

B) C(l)CKT]/IBHOTO npuilaraHe Ha HAaCTOSIINMA PEITIaMEHT, II0-KOHKPETHO IIpU IIPOBEPKUTE, pa3CiIeIBaHMATa I OOUTUTE.

2. Be3 ma ce 3acsra maparpad 1, o6MeHeHaTa [Py yCIOBMs Ha MOBEPUTETTHOCT MHPOPMALS MKy KOMIETEHTHUTE OpTaHU U
MeXly KOMIIETeHTHUTE opranyu u Komucusra, He ce paskpusa Oe3 IpelBapyUTEIIHOTO ChITIACKE HA OPTaHa, KOMTO s MPEHOCTaBsL.

3. Tlaparpagm 1 u 2 He 3acsirar IpaBara ¥ 3abKEHMATa Ha Komycusira, mbpKaBuTe WICHKM 1 HOTH(ULMPAHUTE OPIaHY IO
OTHOIIEHME Ha OOMEHa Ha MHQOpPMALIS M PAsIPOCTPAHSBAHETO HA MPEYIPERICHNS, HUTO 3aIb/IKEHNATA HA COTBETHUTE JIAIA
33 IPEICTaBsIHE HAa MHQPOPMALINSL CBITIACHO HAKA3aTEIIHOTO IPABO.

4. KOMI/ICV[HT& n H’bp)KaBI/ITe YJICHKM MOrar [oa 06M6H$[T nosepMTenHa I/IH(l)OpMa[II/IH C perJ'IaTOpHI/ITe OpI‘aHI/l Ha TpeTIA
ITbPXKaBH, C KOUTO Ca CKITIOUMIIM IBYCTPAHHY WIIM MHOTOCTPAHHM CIOPa3yMEHNsl OTHOCHO ITOBEPUTENHOCTTA.
UYnen 103
3amura Ha MaHHUTE

1. bpxasure wieHkn npumarar Qupextusa 95/46/EO mo otHomeHne Ha 0OpabOTBAHETO HA JIMYHM JAHHM, M3BHPIIBAHO B
IIbPXABUTE WIEHKU CHITIACHO HACTOAIUMS PEINIAMEHT.

2. [To oTHOIIEHME Ha JTMYHUTE ITaHHU, KOUTO Komuncusra O6pa6OTB3 CBIJIACHO HACTOSALIMA peI‘J’IaMCHT, ce npmnara PernmameHt
(EO) Ne 45/2001.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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Ynen 104
HauncnasaHne Ha Takcu

1.  HacroswmuysT perjamMeHT He 3acsra Bb3MOXHOCTTA IbpKaBUTe WIEHKM J1d HAUMCILIBAT TaKCK 3a HEHOCTUTE IO HACTOSIINS
PpeInameHT, Py YCIOBME Ye Pa3MepbT Ha TAKCUTE € ONpeleNeH MO Mpo3pauyeH HauMH M Bb3 OCHOBA Ha NMPUHLMIINTE 33 NOKPUBAHE
Ha pa3xofmTe.
2. IIppxasute uneHKM MHPOPMUpPAT KOMUCHATA M OCTAHATINTE [THPKABM WIEHKM Haii-MAJKO TPY Mecelid Ipemy [a IpueMar
CTpyKTypaTa 1 pasMepa Ha Takcute. CTpyKTypaTa M pa3mepbT Ha TaKCUTe Ce OTOBECTSBAT HPY HOMCKBaHe.

UYnen 105

(l)uﬂaﬂcupaﬂe Ha [IeHOCTH MO ONpeNeITHETo M Ha0/IIOIeHNeTo Ha HOTUPUIMPAHN OPraHU

Pazxomute, cBbp3aHM C IEMIHOCTUTE 3a CbBMECTHA OLIEHsBaHE, ce MOKpuBaT oT Komucusrta. Upes akToBe 3a msmbiHeHne Komucusra
OIIpeleNsl pasMepa ¥ CTPYKTypaTa Ha MOIyIEXKalMTe HA Bb3CTAHOBSIBAHE PA3XOIM M MIPYruTe HeoOXOMMMI IPABMIIA 3a IIPUIIAraHe.
Te3u akTOBE 33 MBITBIIHEHME Ce TIPUEMAT B ChOTBETCTBYE C MPOLIEAYPATa 10 pasIexkiaHe, ocoueHa B wied 107, maparpad 3.

Ynen 106

Cankuum
IIbpKaByTe UIEHKM YCTAHOBSBAT CUCTEMA OT CAHKUMM, TIPWIOKMMIM TIPU HAPYIIEHVE HA PA3ropenéy Ha HACTOSIUMS PeINaMeHT, U
B3eMaT BCUYKM MEPKM, HeoOXOMMMI 3a OCUTYpsIBAHE Ha Tpwiaraneto uM. CaHKuuuTe TpstOBa 1a GBIAT eQeKTUBHM, ChPa3MEPHU 1
BB3mMpauy. [IbpxKapute WieHKM HOTHUMuUMpaT Ha KoMmcmsara Tasm cucreMa OT CAHKUMM M MEPKM 1O ... [mpu meceya npedu

HAUAAHAMA 0ama HA NPUNAZane HA HACMOAWUS PezAd/Menm], BKIIOUNTETHO U 5T HOTUGUIMpPAT He3a0aBHO 3a BCSKO MOCIIEHBALIO
V3MEHEHME, KOETO TM 3acAra.

ITIABA X

3armouumennu paznopedbu
Ynen 107
IIpouemypa Ha KoMuTeT

1.  Komwucusara ce nmonmoMara or Komurera Mo MeTUIIMHCKUTE WM3MIeNus, Ch3fameH cbracHo uieH 114 ot Pernament (EC)
2017/... *. To3u xomuter e KoMuTeT 0 cMuchia Ha Permament (EC) Ne 182/2011.

2. Ilpy mosoBaBaHe Ha HAacCTOALINS maparpad ce mpunara el 4 ot Permament (EC) Ne 182/2011.
3. Ilpu nosoBaBaHe Ha HacTOsIs Maparpad ce mpurara wieH 5 ot Permament (EC) Ne 182/2011.

Korato koMuTeTsT He mame craHosuiue, KoMucusra He mpueMa IMPOEKTa Ha akT 3a M3IIbIHEHME M Ce MpUNara wieH 5, naparpad 4,
Tpeta ammHes ot Permament (EC) Ne 182/2011.

4. Ilpu mo3oBasaHe Ha Hacrosuws naparpad ce npurara uneH 8 ot Permament (EC) Ne 182/2011 BbB Bpb3Ka ¢ wieH 4 win 5
OT HEro, B 3aBUCHMOCT OT CITyyast.

Ynen 108
YnpaxHsBaHe Ha [IeJIETMPaHETo

1. IIpaBoMoumero na npuema IeNerpany akTose ce npenocrabsd Ha KommcnAra npy cnassaHe Ha NPENBUIEHUTE B HACTOSALINA
4JIeH yCIIOBUA.

2. TlpaoMommero fa mpuema IENErHpaHM akToBe, mocoueHo B wineH 10, maparpad 4, umen 17, maparpad 4, wnen 24,
naparpa¢ 10, unen 51, maparpad 6 u uien 66, maparpa 8, ce mpemocrasst Ha Kommcusra 3a CpoK OT MET TOAMHM, CYMTAHO OT

[damama Ha eausane 6 cuna HA HAcmodwus peznamenm]. KommcusTa M3rOTBSL TOKIIAN OTHOCHO IENErMPAaHETO Ha
IIPaBOMOILIMSA He IO-KbCHO OT JeBeT Mecela Mpely M3TUYAHeTO Ha MeTrOOMIUHMA CpoK. [lenerMpaHeTo Ha NpaBOMOUIMS Ce
TIPOITBIIKaBa MBIIYAIMBO 3a CPOKOBE C €IIHAKBA NMPOIBIIKUTEIHOCT, OCBEH aKo EBporefickusaT napiament uiam ChBeThT He Bb3passT
cpetlly MOTOGHO MPOIbIKABAHE HE MO-KBCHO OT TPY MeCela MPey M3THUAHETO Ha BCEKM CPOK.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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3. ernernpaHero Ha IpaBOMOLLMS, NOcoYeHo B wieH 10, maparpad 4, unen 17, maparpad 4, unen 24, naparpa¢ 10, wien 51,
naparpad 6 u wieH 66, naparpad 8, Moxe 1a Oble OTTEIIEHO IO BCSKO BpeMe OT EBpomelickus maprmament mimi or Cosera. C
pelIeHNeTo 3a OTTErNIAHE Ce MpeKpaTsBa MOCOYEHOTO B HEro JenernpaHe Ha npasoMomms. OTTENNISHETO Mopaxna NeficTBue B NeHs
cren myOnKyBaseTo Ha pemennero B Oduyuanen gecmuur Ha Eeponelicrug cs103 WM Ha MO-KbCHA [aTa, [IOCOUEHA B PELICHNETO.
To He 3acsra IefCTBUTENIHOCTTA Ha HENETMPaHNTe aKTOBE, KOMTO Beye ca B CUIIA.

4. Ilpemu mpyemaHeTo Ha AenerupaH akT Komucusra ce KOHCYNTHpa C €KCIEPTH, ONpeHeleHN OT BCSIKA IbpKapa WIEHKA, B
CHOTBETCTBHE C TIPUHIMIINATE, 3aTeTHAIM B MeXIyMHCTUTYLIMOHAIHOTO criopasyMeHue ot 13 anpwt 2016 r. 3a mo-mo6po 3aKoHO-
TBOPYECTBO.

5. Bemnara crien Kato mpueMe menernpan akt, Komucusta HOTMGMIIMpPA aKTa eIHOBPEMEHHO Ha EBpOTeficKus mapnaMeHT u Ha
CoBerta.

6.  [enerupan axr, npuer cbriiacHo wieH 10, maparpad 4, wien 17, naparpad 4, wien 24, naparpad 10, wien 51, maparpad 6
M wieH 66, maparpad 8, BIM3a B CiIA COMHCTBEHO aKO HMTO EBpomeiickusr mapnament, Huto CbBETBT €a IPENCTABIIIM
BB3PAXKEHISI B CPOK OT TPY Mecela Crel HOTMQMUMPAHeTo Ha akTa Ha EBpomerickust maprmameHT u Ha CbBeTa, WM aKO Ipedn
U3TMYAHETO Ha TO3M CpoK ¥ Eppomerickmar maprmament, u CobBeTsT ca ysemommu KommcnAra, ye HAMa Ja IPEACTaBAT
Bb3paxkeHns. [locoueHmaT cpok ce ymbiKapa ¢ TPM Mecela 10 MHMUMaTyiBa Ha EBponeiickus napnament nim Ha CobBeTa.

Ynen 109
OTnenHy IesIervpaHyl akTOBE 3a PasiIMMHNUTE TeTIerMpaHy IPaBOMOIIs

Komucusita npueMa OTHOCTIEH MOCNErMpaH akKT BbB BpPb3ka C BCSAKO IPaBOMOIINE, KOETO ne Heernpano CbrjilacHO HacTOAIMA
PeEriIaMeHT.

Ynen 110
Ipexonnu paznopenou

1. Or ... [Hauannama dama Ha NpundzaHe Ha HACMOAWUA pezndmenm] BCsKa MyOnMKauMs Ha HOTMQUKALMS BB BPb3Ka C
HoTUMIMpaH opraH chracHo Hupekrusa 98/79/EO craBa HeBarmmHa.

2. Ceprudukarute, usnageHu or HoruuumpaHu oprauu cwracHo Hupekrusa 98/79/EO mpemw ... [damama Ha enusaue 8
CUAG HA HACMOAWUS PezAdMenmm], ca BATMIHM JIO M3TMYaHE HA CPOKA, NMOCOYEH B ChOTBETHMS CepTM(MKAT, C M3KITIOUEHME Ha
cepTuQUKATHUTE, M3IaeHN B ChOTBETCTBUE C npuioxenne VI koM Hupekrusa 98/79/EO, KOMTO CTaBaT HEBAMIHM Hail-KbCHO Ha
... [08e 200unu cned Hauannama dama Ha NpuAGzaHe HA HACMOAWUS Pezadmenm).

Ceprudurarure, M3nameHy OT HOTUQUIMPAHU OpraHu cbriacHo Hupekrusa 98/79[EO cnen ... [damama na eéausane 6 cuna Ha
HACMOAWUS pezamenm], CTaBaT HeBATUIHM Ha ... [08e 200uHU c1ed 0amama Ha NPUAdzane HA HACOSULUS Pezaamenm).

3. Ypes meporausi OT 4ileH 5 OT HACTOSLIMS PEITAMEHT, M3[eNie, CepTUQUMKATHT 33 KOETO € M3[AleH B ChOTBETCTBUE C
Hupextusa 98/79/EO u KoiiTo e BanuueH CbITACHO NMaparpad 2 OT HACTOSILMS WIeH, MOXe Ja Oble IycHaTo Ha Masapa MIm
IIyCHAaTO B NE/iCTBME CaMO aKO — CUMTAHO OT HauajlHaTa M1aTa Ha HpWUIIalaHe Ha HACTOSIMS PEITIAMEHT — MPOJbIIKaBa IIa
CBOTBETCTBA Ha M3MCKBAHMSATA HA NOCOYEHATAa OMPEKTMBA M aKO HAMA 3HAUYMTEIIHM NPOMEHM B MPOEKTa MM IpedHa3HaYeHNeTo
My. BbIpeky ToBa M3MCKBAaHMSATa Ha HACTOSAWIMS PEINIAMEHT, CBbP3aHM C HAJ30pa Cilefl MycKaHe Ha Iasapa, Hau3opa Ha Iasapa,
TPOCTIENSIBAHETO Ha 0E30MaCHOCTTa, PErMCTPALMATA Ha MKOHOMUYECKUTE ONEpaTopy ¥ Ha UBHEINSATA, Ce IIPUIIAraT BMECTO ChOTBET-
CTBALIMTE MM M3MCKBAHNMS Ha MOCOUEHATa AMPEKTHBA.

Be3 ma ce 3acstrar rmaBa IV u maparpag 1 OT HacTOSWMS WieH, HOTMQMUMPAHVST OpraH, M3NAN cepTuduKaTa MO IbpBa alMHEs,
NIPOIBIIKABA [1d OTTOBApA 3a YNPaXHABAHETO HA IMOJXOMALI Hal3op MO OTHOLIEHME HAa BCUYKM IPUIIOXKMMM M3MUCKBAHMA,
OTHACSILM CE IO CEPTUPUIIMPAHOTO OT HErO M3IeIue.

4. 3aKOHHO IyCHaTMTe Ha Masapa mamemust cbrnacHo [upekrusa 98/79/EO mpemn ... [Hauasnama dama Ha npusdzave Ha
HACMOAWjUS PezAameHm] ¥ W3IENNs, KOMTO ca IyCHATM HA Ia3apa OT [HaudiHama Oama Ha Npundzane Ha HACMOAUUS
peznamenm] Bb3 OCHOBA HAa CepTMUKAT IO mMaparpad 2, BTOpa amyHesi OT HACTOSILIMS UJIEH, MOTaT [a NMPONBIIKAT Aa ce
NPETOCTaBAT HA TA3apa MIM Na ce HyCKaT B NEICTBUE 33 CPOK JO ... [Mpu 200uHu CAed HAUAAHAMA 0amd HA NpuAdzaHe HA
HACMOAWUA pezramenm).

5. Upes meporaums ot Hupektusa 98/79/EO, usnmenusra, KOUTO OTIOBAPAT HA M3MCKBAHMATA HA HACTOSIUMS PErJIAMEHT, MOTAT
[1a ce MyCKAT Ha Mazapa [pemyt ... [HauaiHama 0ama Ha NpUndzane Ha HACMOAULUS Pezaamenm).
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6.  Ypes meporauust ot Iupextusa 98/79/EQ opraHute 3a OueHsBAHe Ha CHOTBETCTBUETO, KOUTO €4 ChOOPA3EHM C HACTOSILIMS
pernaMeHt, Mmorar fga Oboar ONpeNeNsiHM ¥ HOTUGUUMPAHM Ipel ... [Hauaanama Oama HA NpuadzaHe HA HACMOAULUS
peznamenm)]. HoTu¢uumpanute OpraHu, KOMTO ca ONPENeNeHM M HOTUGUUMPAHU CHINIACHO HACTOSIIMS PEITIAMEHT, MOTaT Jia
TIPOBEKIIAT TPOLElypUTe 3a OLEHSBAHE HA CHOTBETCTBUETO MO HACTOSIIMS PEINIAMEHT UM JIa M3NABAT CEPTUQPUKATU CHINIACHO
HACTOSIILIVS PETTIAMEHT TIPelH ... [HaudaHama dama Ha NPUAGzane HA HACMOAUUS Pe2admentn).

7. Tlo oTHOlIeHVe Ha M3TEMSTA, 32 KOUTO Ce IPUITAraT MpoLelypuTe, IOCoYeHN B wieH 48, naparpadu 3 u 4, naparpad 5 or
HACTOSIMS YNeH ce NpWJIara, Ipy YCIOBMeE Ye ca HampaBeHu HeoOXommmure HasHaueHms B KTMM u ekcrepTHuTte Ipymu u ca
onpenenesu pedepentHy nabopatopuu Ha EC.

8. Upes meporaumst ot uneH 10 u wren 12, maparpad 1, Oyksu a) u 6) or Hupexrusa 98/79/EO, 3a mpoussommrenure,
YITBITHOMOLLEHNUTE MPELCTABUTENM, BHOCUTENINTE U HOTMQUUMPAHUTE OPraHM, KOMTO Ipe3 MepMOfa, 3aMouBall Ha MO-KbCHATA OT
matute, rocoyeny B wieH 113, maparpa 3, Gyksa e), u npukmousan; 18 Mecela M0-KbCHO, OTTOBAPAT HA M3UCKBAHMATA 1O
urier 27, naparpad 3, uinen 28, naparpad 1 u unen 51, maparpad 5 OT HACTOSLMS PEIIAMEHT, Ce CUMTA, Ue CIa3BaT 3aKOHOBUTE
¥ IO[I3aKOHOBMTE AKTOBE, IPUETH OT IbPKABUTE UIeHKM CbInacHO wieH 10 u unen 12, maparpad 1, Oyksu a) u 6) ot Iupextusa
98/79/EO, xakto e nocoueHo B Pemenne 2010/227 [EC.

9.  PaspeuieHusita, M3HaTeHN OT KOMIIETEHTHUTE OPraHM Ha IbpXKABMTE UIIEHKU ChITACHO wieH 9, maparpad 12 or [upektisa
98/79/EO, ocTaBar BanuHM 3a CPOKA, OMpEIENCH B Pa3pelieHMETO.

10.  okaro Kommcusra He ompemern M3IaBamiTe CyOeKTH B ChOTBETCTBME ¢ wieH 24, maparpad 2, GS1, HIBCC u ICCBBA
Ce CUNMTAT 33 ONPEMeNeHN M3NABAIIN CYOEeKTI.

Unen 111
OueHka

Ho ... [nem 200unu cned Hauaanama 0ama HA NpudeaHe HA Hacmoauwjus peznamenm] Komucusita OLeHsIBA MpUIAraHeTo Ha
HaCTOSILIMSA PEITaMeHT M M3TOTBs MOKJIAl 33 OLEHKA Ha HalpembKa MO OTHOIIEHME Ha IIOCTMIAHETO Ha HErOBMUTE LM, BKIIIOUBALLL
OLleHsIBAHE Ha pecypcure, HeOOXOMMMI 3a IPUITATAHEeTO Ha HAaCTOSMIMsl pernaMeHT. CrielManHo BHUMAHKeE ce oOpblIa Ha Ipocie-
[MMOCTTa Ha WM3NETMATA 4pe3 ChXpaHeHMe B ChoTBeTcTBME ¢ wieH 24 Ha UDI OT MKOHOMMYECKHMTE OIepatopy, jedeOHMTe
3aBelieHMst 1 31pasHuTe crienmanycty. OLeHKaTa BKITIOYBA ¥ Mpersiell Ha JIe/CTBIETO Ha wieH 4.

UYnen 112
OTMsAHA

Bes3 ma ce 3acsra wien 110, maparpadu 3 u 4 OT HACTOSLMS PEINAMEHT, 3aIbIIXKEHNMATA HA IbPXKABUTE WICHKVM M MPOU3BOMIM-
TenuTe BbB BPb3KA C MPOCIICISIBAHETO HA OE30MACHOCTTA U 3aIbIIXCHMSITA HA [POM3BOIMTENNTE BbB BPb3KA C MPENOCTABSHETO Ha
IoKyMeHTauus cbriaacHo Hupekrusa 98/79/EO, mocoueHata IMpeKTMBA Ce OTMEHS, CUMTAHO OT ... [HAudAHama dama Ha
npundzane HA HACMOAWUA Pe2AaMenm], C U3KITIOUeHMe Ha:

a) wien 11, uen 12, maparpad 1, 6yksa B) u wien 12, naparpadu 2 u 3 or Oupekrusa 98/79/EO, KakTO U 3aIbIKEHNUSATA,
CBBP3AHN C PETMCTPALILATA HA M3HETMATA M HAa MKOHOMMUECKUTE OIIEPATOPM, M YBEIOMIICHNUSITA 38 CEPTUPUKATHTE, [IPENBULICHN
B CHOTBETHUTE IIPUIIOKEHNUS, KOUTO Ce OTMEHST, CUMTAHO OT IO-KbCHATAa OT JaTuTe, IOCOYeHN B wieH 113, maparpa 2 u
urieH 113, naparpad 3, GykBa €) OT HaCTOSILLMS PEITIAMEHT, 1

6) wien 10 u unen 12, maparpad 1, 6yksu a) u 6) or Jupekrusa 98/79/EO, KakTo 1 3aTBIKEHISATA, CBbP3AHI C PETUCTPALIMSTA
HAa IU3NETMATA M HAa VMKOHOMMUECKMTE OIEpAaTOpM, UM YBEHOMIICHNSTA 33 CepTuQMKATMTe, NPENBUIEHM B CHOTBETHUTE
NPWIOXKEHNS, KOUTO Ce OTMEHST, CUMTAHO OT 18 Mecelia cref MO-KbCHATa OT HATUTE, IIOCOYEHU B unleH 113, Haparpa(l) 2u
yrer 113, maparpa 3, GykBa €) OT HACTOSIUMS PEITIaMeHT.

Tlo oTHOMIEHKE Ha M3MeNnusTa, TocouerH B wieH 110, maparpa¢u 3 u 4, [Oupekusa 98/79/EC npombixasa fa ce npuiara o ...
[mpu 200unu cred Hauannama dama Ha Npundeane HA HACMOAWUS pezadmeHm] IO CTelleHTa, HeOOXOIMMA 3a MPUITAraHETO Ha
T0COYeHNTE naparpadu.

Pemerme 2010/227[EC, mpuero B u3mbiHenye Ha mupektusy 90/385[ENO, 93/42/EMO un 9879[EO, ce OTMeHs, CUMTaHO OT
T0-KBCHATA OT JATHTE, MOCOUeHN B wieH 113, maparpad 2 u uner 113, naparpad 3, 6yksa €) OT HACTOSIIMS PeraMeHT.

T030BaBaHMATA Ha OTMEHEHATA TMPEKTVMBA CE CUMTAT 3a TO30BABAHMS HA HACTOSIUIMS PEINIAMEHT U Ce YeTaT choOpasHo Tabrumiara
Ha CBbOTBETCTBMETO B Ipuoxenue XV.
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UYnen 113
Briuzane B cuna u aTa Ha npuiaraHe

1. HacrosuuysT perfiaMeHT BIM3a B CHITA Ha [BajieceTus feH cren myOmukysaHeto my B Oduyuanen secmuur Ha Eeponeiicrua

C5103.
2. Toit ce mpuiara ot ... [nem 200uHu c1ed 0amama Ha 8AU3GHE 8 CUAA HA HACTOSULUS Pezaamenm).
3. Upes meporauus oT maparpad 2:

a) wzeH 27, naparpad 3 u uneH 51, maparpad 5 ce mpumarar or ... [ocemHadecem Mmeceua cred HAUAAHAMA 0aMa HA NpUAdzaHe
HA HACMOAULUS Pe2AaMeHm, NocoueHa 8 napazpad 2 om HACMOAWUS UeH];

6) wneHoBe 31—46 u wieH 96 ce mpuIarar ot ... [wecm Mmeceya caed 0amama Ha 6AU3AHE 6 CUAA HA HACMOAULUS Pezidmentn).
BhIIpekyt TOBA, OT MOCOYEHATA [ATa MO ... [HAUAAHAMA 0dma HA NPUAdzaHe HA HACMOAWUS PezndMenmm) 3aIbIKeHNsTa Ha
HOTUQUIMpPAHNTE OPTaHM CHITIACHO uieHoBe 31—46 ce mpumarar camo 3a OpraHuTe, KOMTO Ca TONATIM 3asiBJICHME 3a
OIpeNeNsAHe ChITIACHO WieH 34;

B) wieH 97 ce mpuiara ot ... [0eanadecem meceya caed damama Ha 6AU3AHE 8 CUAA HA HACTOAWUS Peznamenm];
1) wren 100 ce npunara or ... [ocemnadecem meceya npedu Hauainama 0ama Ha NPUNG2ane HA HACTOSULUS Pezndmenm;

m 3a msmemusita OT kinac D uimen 24, maparpad 4 ce mpuiara or ... [wecm 200uHu caed damama Ha 6Au3aHE 8 CUAG HA
Hacmodwusa peznamenm]. 3a manenusra or knac B u kimac C unen 24, naparpad 4 ce mpuara ot ... [ocem 200unu cred
damama Ha 6AU3GHE 8 CUAG HA HACMOSWUA pezrdmenm]. 3a m3memsita OT kinac A wier 24, maparpad 4 ce npwara or ...
[decem z0dunu cred damama na 6Au3aHe 8 CUAG HA HACOAULUS Pe2Admenm).

€) 0e3 ma ce 3acsrar 3ambioKeHMsTa Ha Komucusra cwrmacHo wieH 34 or Permamenr (EC) 2017/ ... *, xorato nopamu o6crost-
TeJICTBA, KOMTO HE € MOIIO PasyMHO [a ce MpPeOBUIST NPy pa3pabOTBAHEeTO Ha IUIaHa, MOCOYeH B wileH 34, maparpad 1 or
nocoueHust pernament, Eudamed He QyHKUMOHMpA IIBIHOLEHHO KbM ... [nem 200unu caed damama Ha 6éAuU3dHe 8 CUAd HA
HACMOALUS Pezd/men], 3aTb/KeHIATa M M3UCKBAHMATA, KOUTO ce oTHacaT 1o Eudamed, ce mpumarar ot marara, choTser-
CTBAIIA HA CPOK OT LIECT Mecela CIiel NATaTd Ha IyONMKYBAHETO Ha CHOOLICHMETO, MOCOYEHO B uneH 34, maparpad 3 or
TOCOUEHNs! pernaMenT. Pasmopen6uTe no NPeIXoHOTO M3peyeHNe €a, KAKTO CIIeBa:

— ujieH 26

— ujleH 28,

— ujieH 29,

— unieH 36, maparpad 2, BTopo M3peyeHe,
— urieH 38, maparpa¢ 10,

— uieH 39, naparpad 2,

— ureH 40, maparpad 12, Bropa anmHes,
— wurten 42, naparpad 7, 6yxsu 1) u 1),

— uieH 49, naparpad 2,

— urien 50, maparpad 1,

— ujieHoBe 66 — 73,

— wured 74, naparpa¢u 1—13,

— uneHose /5 — 77,

— uyien 81, maparpad 2,

— wnenose 82 u 83,

— u wien 84, naparpau 5 u 7, wien 84, naparpad 8, Tpera arnmHes,
— ujieH 85,

— urneH 88, maparpadu 4, 7 u 8,

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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— uyien 90, naparpadu 2 u 4,

— wien 92, naparpad 2, MOCIEOHO U3pEUeHNe,

— wuten 94, naparpad 4,

— e 110, maparpa¢ 3, mbpBa asnmHesi, BTOPO M3peUcHME.

Hokato Eudamed He crare HamrbiHO QyHKUMOHAIHA, ChOTBETHNUTE pasnopen6du ot dupektusu 98/79/EO mpombikasar ma ce
NpWUIaraT C OINIel] M3IBIHEHMeTO Ha 3aIb/IKeHMSTA, [pPeIBUICHM B pasnopenbure OT COMCbKA [0 IIbpBA alMHES OT
Hacrosmiata Oykea, B oOmacrra Ha oOMeHa Ha MHQOPMALMsl, BKITIOUMTENHO MO-CHEHMANIHO MHGOPMALMSA OTHOCHO
V3INTBAHNATA Ha JEHCTBUETO, IOKIIATIBAHETO BBB BPb3KA C MPOCIIESIBAHETO Ha (€30MACHOCTTA, PErMCTPaLMATa Ha M3NEMAT 1
Ha MKOHOMIYECKITE ONepaTopy I YBEIOMIICHMSITA 32 cepTiduKaTure.

x) [lpouenypara no uieH 74 ce mpwiara, CYMTAHO OT ... [decem 200unu cAed 0amama Ha 6AU3aHe 8 CUAG HA HACMOSULUS
peenamenm], 63 ma ce 3acsira unex 74, maparpad 14;

3) wied 110, naparpa¢p 10 ce npwsara, cumraHo or ... [0se 200uHu CAed damama Ha 6AU3GHE 6 CUAA HA HACMOAWUA
peznamenmy.

Hacrostumsr perinaMeHT € 3aIbJIKUTEIIEH B CBOSAITA LIAJIOCT M €€ Ipujiara IpsKoO BbB BCMYKM ObpzKaBy
YJICHKU.

CbCTaBEHO B ... Ha

3a Eeponeiicrua napaamenm 3a Ceeema

Tpedcedamen Tpedcedamen



21.4.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 C126/85

IPUJIO2KEHMA

[ O6um m3mckBaHus 3a 6e30macHOCT U feficTBie

I TexHmuecka mOKyMeHTALVS

III  Texnmuecka JOKyMeHTauus 3a Haf30pa Cilefl MyCKaHe Ha Iasapa

IV EC pmekrnapauys 3a CbOTBETCTBYE

V  Mapkuposka 3a crorsercraue ,CE®

VI  Mudopmaums, KOSTO ce MPEICTABsi MPU PEruCTPALMSTA HA M3HETMSTA M MKOHOMMUYECKUTE OIEPaTOpU B CHOTBETCTBHE C
uteH 26, maparpad 3 u unmeH 28, OCHOBHM [aHHM, KOMTO Ce MpenocTaBsAT Ha Gasata manuu 3a UDI 3aemno ¢ UDI-DI 8
CBOTBETCTBUE C uneHoBe 25 u 26, u cucrema 3a UDI

VII V3uckBauus, Ha KOUTO TPsIGBA [a OTTOBAPAT HOTUQUIMPAHUTE OPTaHU

VIII Ilpasuia 3a kmacudukaums

IX OueHsBaHe Ha CBHOTBETCTBMETO Bb3 OCHOBA Ha CHUCTeMa 3a YIpaBlI€eHME Ha Kauye€CTBOTO VM OLEHABAHE HAa TEXHMYECKATA
TOKYMEHTALVSA

X OueHsiBaHE Ha CHOTBETCTBMETO Bb3 OCHOBA Ha M3CIEABAHE HA THIA

XI  OuensBaHe Ha CHOTBETCTBMETO Bb3 OCHOBA Ha OCUIYPsABaHE Ha KaueCTBOTO HA IIPOM3BONCTBOTO

XII Ceprudumrary, M3naBaHM OT HOTUQULMPAH OpraH

XIII' OueHka Ha HEMCTBMETO, M3NUTBAHMA HA JIEJICTBUETO M IIPOCIIeHsBaHe Ha HEMCTBMETO CIIef] ITyCKaHe Ha IMasapa
XIV VIHTepBeHLMOHATIHY M3NIUTBAHMA Ha KIVHNYHOTO JIE/CTBUE M HAKOM NOPYTH M3IMTBAHNMA Ha NEVICTBUETO

XV Tabnuia Ha CHbOTBETCTBMETO
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TTPUTIO2KEHME I

O6HII/I M3UCKBaHMA 3a OE30MacHOCT 1 HeicTBIe

ITIABA 1

O6uu u3ucreanus

1. MWspenmata mmar [eiCTBMETO, NPEOBMAEHO OT TeXHMA IIPOM3BOIMTEN, M Ce NPOEKTMPAT M MHPOM3BEXHAT TaKa, 4e IIpU
HOPMallHM yCII0BUsI Ha ynotpeba [a ca MOAXOMSIIM 33 MNpedHa3HaueHuero cu. Te ca OesomacHu M eQeKTMBHM ¥ He
3aCTPAIIABAT KIMHUYHOTO CHCTOSHME MM Oe30MacCHOCTTa Ha MalMeHTHTe My Oe30MacHOCTTa U 3[paBeTo Ha MoTpebuTenre
VIITM, KOTaTO € MPUIIOXKVMO, Ha [IPYTH JINIA, IIPU YCIOBKE Ue BCEKM eIMH PUCK, KOITO MOXe J1a ce CBbpKe C yrnoTpebara um,
TIPEACTaBNIABA IIPUEMIIMB PUCK, TIPELEHEH CIPAMO TOI3UTE 3a MALMEHTa, U Y€ CaMuUTe M3IeNNs OTIOBAPAT Ha BUCOKO HMBO Ha
3aKpUITA Ha 3[IPAaBeTO U OE30MaCHOCTTA, KaTO Ce OTYMTA OOLIOMPHUETUTE HAli-HOBM HAYYHY TOCTVKEHMSL.

2. VI3uckBaHeTO, MpeIBUIEHO B HACTOSIIOTO MPUIIOKEHNE C L7l HaMallsBaHe Ha PUCKOBETe, JOKOJIKOTO € Bh3MOXKHO, O3HauaBa
HaMaJisiBaHe Ha PUCKOBETE, TOKONMKOTO € Bb3MOXKHO, 6e3 OTPHMIUATENTHO B3AEHCTBUE BbPXY CHOTHOLICHMETO MEXMY PUCKa M
ToN3uTeE.

3. HpOI/IBBO]II/ITCJ'II/ITC YCTaHOBABAT, NpUiiaraT, HOKYMEHTMPAT U NOONbPXKAT CUCTEMA 3a YIPaBIICHME Ha PUCKA.

YHP&BHCHI/ICTO Ha pucka ce pa361/1pa KaTO HENPEKBCHAT IPOLEC ITPE3 eV €KCIUVIOATALVIOHEH CPOK Ha MBIENMETO, M3UCKBAL]
penoBHO M CUCTEMATUYHO aKTyaln3upaHe. HpI/I YIpaBJIEHNETO Ha pYCKa IIPOV3BOONTEIINTE:

a) Ch3maBaT M JOKYMEHTMPAT IUTAH 3a YIPaBIIEHME HA PUCKA Ha BCAKO M3METINE;
6) HabersI3BaT M AHANM3MPAT M3BECTHNUTE M MPENBYIMMUTE OIACHOCTH, CBBP3AHM C BCSKO MBIENNE;

B) NpeELCHSIBAT M OLEHSBAT PUCKOBETE, CBbP3aHM M BB3HNMKBALIM IO BpeMe Ha MpeBMICHATa ymoTpeOa ¥ Mpy pasyMHO
TpefBUNMA HEMPaByIHa ynoTpeba;

I) IpeMaxBaT MM KOHTPOIMPAT PUCKOBETE, IOCOUEHN B OYKBA B), B COTBETCTBHE C M3MCKBAHMSITA Ha pasfen 4;

]1) OLICHSBAT BB3MENCTBMETO Ha I/lH(])OpMa].II/IHTa OT €Talla Ha ITPOM3BOICTBO, M IO-CIIEUMAIHO OT CUCTEMaTa 3a Hau3op CIlen
IyCKaHETO Ha Ia3apa, BbpPXY OINACHOCTUTE M YECTOTATa Ha IOABABAHETO MM, BbPXY IIPEHEHKATA Ha CBbP3aHUTE C TAX
PpUCKOBE, KAKTO M BbPXY LAJIOCTHUSA PUCK, CBOTHOLIEHNETO MEXIY pUCKa U TOJIBUTE, 1 NMPUEMIIMBOCTTA Ha PUCKa; 1

€) npu HeoGXOMMMOCT M3MEHST MEpPKUTE 33 KOHTPOIN B ChOTBETCTBIME C M3MCKBAHMATA HA pa3lien 4 Bb3 OCHOBA HA OLICHKATa
Ha Bb3IEICTBIETO Ha MHPOPMALIATA, IOCOUEHa B GYKBA II).

4. MCPKI/ITC 3a KOHTPOJI Ha PMCKA, BB3NPUETU OT IIPOM3BOOMUTENIUTE IIPU IMPOEKTMPAHETO ¥ IIPOM3BOLNCTBOTO HA MBHENMATA,
OTIOBApAT Ha NMPUHLMIIATE 3a 66301’[3CHOCT, KaToO C€ OTUMTaA 06IIIOI'IPI/I€TOT0 AKTyallHO CbCTOSIHME Ha TEXHOJIOTMUTE. 3a ma
HaMarnAT PUCKOBETE, NPOM3BOOUTENNTE TM YIPABIIABAT IO TaKbB HAa4MH, 4€ Ta CE€ CTUIHE [10 3aKIIIOYEHMETO, Y€ BCEKU
OCTaThY€H PUCK, CBBP3aH C OTHEIIHA ONMACHOCT, KAKTO VM UAJIOCTHUAT OCTaTbU€H PUCK, Ca NMPUEMIIVBU. 3a ma M36epaT Haif-
MOOXONAINTE PEMIEHNS, IIPOM3BOONUTENINTE MPUIIAraT II0COUYEHATa I0-IO0JTy INOPEMHOCT Ha IIPUOPUTETUTE:

a) OTCTpaHABaHE MIIMHAMAJIABAHE HA PUCKOBETE, MOKOJIIKOTO € Bb3MOXKHO, Upe3 66301'[61(3}{0 MPOEKTHPAHE U ITPOU3BOICTBO;

6) xoraro e Lenecb06pasHoO, MpeIpyeMaHe Ha MOAXOMSLIN NPEIA3HI MEPKY, BKITIOUUTEITHO P HEOOXOMMMOCT MpefyIpe-
IINTETTHN CUTHANY, BbB BPB3KA C PUCKOBETE, KOUTO HE MOTAT [a OBIAaT OTCTPaHEHM; KaKTO I

B) MpemocTaBsiHe Ha MHOpMamys 3a Ge30macHOCTTa (MPETyHpesKIeHNMs [ IPeANa3Hu MepKYIPOTHBONIOKA3AHMS) 1, KOTaTo €
LieTeCh00Pa3HO — OCUTypsiBaHe Ha 0OyueHMe 3a moTpedurenure.

Tpom3somurenute MHYOPMUPAT TOTPEOUTENNTE 32 OCTATBUHUTE PHUCKOBE.

5. le/l OTCTPaHABAHETO UJIN IIPM HaMaJIABaHETO Ha PUCKOBETE, CBbP3aHM C Ipelika Npu yrIOTpe6aTa, NpON3BOOUTEIIAT:

a) HamassdBa BbB Bb3MOXKHO Hajf-TONfIMA CTENEH PUCKOBETE, CBbP3aHM C PrOHOMMYHMTE XapaKTEPUCTUKM HA U3HEIUETO U
cpefata, B KOSTO € IpelHA3HaueHO [a Oble W3ION3BAHO (IpOEKTMpaHe OT IVeAHA TOYKa Ha (Oe30MacHOCTTa 3a
TMaLeHTHTE), 1

6) mpeleHsBa TEXHMUECKUTE 3HAHWS, ONHUT, 0Opa3oBaHue, OOyueHMe ¥ CPea Ha M3MON3BAHE, KOTATO TOBA € MPUIOXIMO,
KAKTO M 3IPABOCTIOBHOTO M (U3MUECKOTO CHCTOSHME HA LeNeBMTe MOTpeOMTeNM (MOZETM 32 HeCIeLMamiCTi,
TpoeCHOHATHN NIOTPeOUTENN, XOPa C YBPEKIAHMS WX APYTU noTpebuTeny).
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6. XapaKTepI/ICTI/IKI/ITC U MIEVCTBUETO Ha MBHENUETO He TpH6Ba I1a ce 3acAraT OTpULATEITHO, KOraTO UBHEIIMETO € IMOMJIOKEHO Ha
HaTOBapBaHMs, KOUTO HE Ca M3KIIIOUYEHN IIpM HOPMAJIHM YCIIOBUSA Ha yHOTp€6a, VI KOIaTo ce nopgabpxa IPaBUITHO CBHITIACHO
VHCTPYKLMUTE Ha IPOM3BOOMUTEISA, OO CTEIEH, KOATO MOXKE [a 3acTpaliy 3[OpaBeTo WMIN Ge3omacHOCTTa Ha IMaUEHTAa,
HOTpe6MTCHH VI, KOraTo € IMPUIOKMUMO, Ha OPYIN JIMIIQ, IPe3 IMOCOUEHMS OT IPOU3BOOMTEIS €KCIIOATALIVIOHEH CPOK.

7. Wsnenumsta ce MPOEKTUPAT, MPOU3BEKTAT U ONMAKOBAT TdKd, Y€ XapAKTEPUCTUKUTE UM N TAXHOTO HeiCcTBIE npn npeasuacHaTa
yl'IOTpe68. HE C€ 3acAraT OTPMUATEIIHO IO BpEME Ha TPaHCIOPTMPAHE M CbXpaHEHME, HAIIpUMEP Upe3 MpOMsHA Ha TEMIlepa-
TypaTta 1 BJIaXKHOCTTa, KOIaTO ca B3€TV NMPEIBUI MHCTPYKLMNUTE U I/IH(l)OpMaIlI/IﬂTa, NpenocTaBeHn OT IMPOMU3BOANTEIIA.

8. BcuuKM M3BECTHM M TNPEOBMIMMM PUCKOBE, KAKTO UM BCUYKM HEXeNaHM eQeKTM ce OTPaHMYaBaT BB BH3MOXKHO Haii-
TOTSIMA CTENeH M Ca MPUEMITMBM, KOIaTO Ce NpELEHSBAT CIPSIMO KOJMYECTBEHO ONpeelieHnTe MOTCHLMATHN TOM3M 33
NMALMeHTHTe M[WIM TOTPeOUTENs, MPOM3THYALM OT NPEBUNCHOTO MHENCTBME HA M3NENMETO IPM HOPMAnHM YCIIOBUS Ha
ynorpeba.

ITIABA I

N3ucreéanua no omuowerue Ha deﬁcmsuemo, npoermupanemo u I’IPOIBBOdeBOmO

9. XapakTepyuCTVKV Ha HENCTBUETO

9.1. Uspenmara ce IPOEKTMPAT M NPOM3BEXIAT TaKa, 4ye [a ca MONXONAIUM 33 LENMTE MO 4iieH 2, TOuKa 2, MOCOYEHM OT
TIPOM3BOIIMTENISL, ¥ 1O OTHOUIEHME Ha MEICTBUETO, KOETO ca MpeIHA3HAYEHN N1a MOCTUTHAT, KaTo ce OTYMTa OOuIoNpueTHTe
Hail-HOBM HAy4YHM TMOCTVKeHMs. M3menusara MMaT MHENCTBUETO, 3asIBEHO OT ITPOM3BOIMTENS, M MO-KOHKPETHO, KOTaTo e
TIPUIIOKUMO:

a) aHANMTMYHO NEIICTBME, KATO AHAIMTUYHA YyBCTBUTENHOCT, aHANMTMYHA CICUMQPUUHOCT, BAPHOCT (OTKIIOHEHMsI),
TIPENM3HOCT (IIOBTAPSIEMOCT ¥ BB3MPOM3BOAMMOCT), TOYHOCT (IPOM3TMYALIA OT BEPHOCTTA ¥ HPELM3HOCTTA), TPAHMIM Ha
OTKpMBAHe J KOJMYECTBEHO ONpefelisiHe, IMaNa3oH Ha M3MepBaHe, JIMHEMHOCT, TPAHMYHM CTOHOCTH, BKITIOUMTEITHO
onpenensiHe Ha MOAXOISILIM KPUTEPUH 33 B3eMaHe Ha MpoOM OT YOBENIKOTO TSIO M paboTa M KOHTPON HA M3BECTHUTE
CbOTBETHJ €HIOTEHHN U €K30TCHHN B3aMMOJEHCTBYSI, KPHCTOCAHY Peakiuy; KaKTo 1

6) KIMHMYHO MeIICTBME, KATO AMATHOCTMYHA UYBCTBUTEIHOCT, AMATHOCTMYHA CIIELMQUUHOCT, MOTOXKMUTENHA MPOTHO3HA
CTOVHOCT, OTPULATENIHA MPOTHO3HA CTOMHOCT, CHOTHOLIEHME HA BEPOSTHOCTHTE, OYAKBAHM CTOMHOCTY HPY HOPMAJIHM U
3aCETHATH TPYIM OT HACENEHNETO.

9.2. XapakTepucCTMKWTE Ha MEVICTBMETO Ha M3IENMETO Ce 3alla3BaT IIpe3 eKCIUIOaTalMOHHMA CPOK Ha M3MENMETO, KaKTO €
YKa3aHO OT IPOM3BOMINTELS.

9.3. Koraro neifcTBMeTO Ha M3[ENMATA 3aBUCK OT yrnorpebata Ha KanuOpaTopy M/WiM KOHTPOITHM MaTepuaiy, MEeTpONIoriyHaTa
MPOCIEAMMOCT Ha CTOMHOCTUTE, ONpeMeNeHy 3a Te3d KaauOpaTopy /WM KOHTPOIHM MATEpUAM, Ce TAPAHTMPA upe3
TMOIXOMSLM pedepeHTH POLIEYPY 3a M3MEpBAHe M/ ONXONSAIIM PedepeHTHN MaTepual OT I0-BUCOK METPONIOTMUeH
pen. Ilpu HammuHocT, 3a cepruuumMpaHute pedepeHTHM MaTepuaay WM pedepeHTHNUTE IPOLELYPU 3a M3MEpBaHE Ce
TapaHTIPa METPOJIOTMYHATA IPOCIENMMOCT Ha CTOMHOCTHTE, OIPENeNeHN 3a KaiOpaTopuTe i KOHTPOIIHUTE MATEPUATIL.

9.4, XapaKTepI/ICTMKI/ITC U HeCTBMETO Ha UBHENMETO ce NpoBepABAT CIIEUMUAIIHO, B cnyqaﬁ 4ye Morar na 6’b]1aT MOBIINSAHN TIpU
M3IO0JI3BaHE Ha M3MEIMETO 3a NMpENBUIEHATA yHOTpe6a Npy HOpMaJIHN yCIIOBUS:

a) Ipy M3Oema 3a CaMOTECTBAHE — HeicTBIe Mpy M3I0II3BaHE OT HECHEUMATINCTY,

6) Ipy M3HENMA 3a TECTBAHE Ha MACTO — HCﬁICTBI/IC B yCIIOBMATA Ha CHOTBETHATa Cpena (Har[pMMep B IOMa Ha IIAOUEHTA,
CIICLIIHUTE OTOEIICHNA, ]'II/IHCI?IKI/ITC).

10.  Xumuuny, ¢u3nuHM ¥ OMOTIOTUYHY CBOIICTBA

10.1. Uspenmsra ce IpOEKTUPAT M IIPOM3BEXIAT TaKa, Ue [a Ce rapaHTUpa U3IBIIHEHNE Ha U3MCKBAHMATA 33 XapaKTepPUCTUKUTE 1
[eJCTBMETO MO IiaBa I.

OcobeHo BHMMaHMe ce OOpbla Ha BB3MOXHOCTTA OT BIIOLIABAHE HA AHATIMTMYHOTO MEICTBME MOpamy u3uMdecKa vijwiu
XUMMUECKA HECHBMECTHMOCT MEXIY M3IOI3BAHMTE MATEPUA M NMPOOUTE OT YOBEIIKOTO TSUIO, AHATITBT JUIM MapKepabT,
KOITO TpsiOBa ma ce oTKpye (KaTo OMONOIMYHM THKAHM, KIIETKM, TEIECHM TEUHOCTH M MMKPOOPraHM3MM), KaTo ce B3eMa
TIPEABIH PENHA3HAYEHNETO Ha M3NENMETO.

10.2. Mzpenusara ce MpOeKTUPAT, MPOU3BEKIAT ¥ ONAKOBAT TaKa, Y€ MAKCMMAIIHO Ha Ce OIPaHM4M PUCKBT OT 3aMbpCUTENN U
OCTAaTBYHM BELIECTBA 3a MAlMEHTHUTE (KaTO ce B3eMa MPEIBMI IpedHA3HAYeHMETO Ha ChOTBETHOTO M3MIENMeE) M 3a JIMIATA,
yUacTBAM B TPAHCIIOPTA, ChXPAHEHMETO U yroTpebata Ha mamermsra. OcobeHO BHMMaHMe ce OOpbIA Ha THKAHMTE,
V3TIOXEHN Ha Bb3IENCTBMETO Ha 3aMBbPCUTEIM M OCTaTbYHM BELIECTBA, KAKTO VM HA NPOIBIIKUTEIIHOCTTA ¥ YecToTaTa Ha
Bb3JIE/CTBIE.
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10.3. VspenmaATa ce MpoeKTMpAT M MPOM3BEKNAT TaKa, ue MIa Ce HaMalAT DO Bb3MOXKHO Hali-HUCKOTO pasyMHO HMBO PUCKOBETE
OT BEILECTBA WIM YaCTUILM, BKIIOUUTEITHO OTNAIBLM OT M3HOCBAHE, IPONYKTI OT PasrpaxiaHe M OCTATHLM OT IpepaboTka,
KOMTO MOrar fa ce ormensit or usgenuero. OcobeHo BHuMMaHMe TpsibBa ma ce OOpblla Ha BEWIECTBATA, KOUTO Ca
KaHIEPOTCHHN, MyTareHH) MMM TOKCMYHM 3a PEIpOMNyKUMSTA CBINACHO 4acT 3 oT mpuioxenue VI keM Permament (EO)
No 1272/2008 ma Espomeiickusi maprmameHnT n Ha CbBera ('), M Ha BellecTBaTa, KOMTO HapyliaBaT (yHKUMHTE HA
€HIOKPMHHATA CUCTEMa, 33 KOUTO MMa Hay4HM [I0KA3aTesNiCTBa 3a BEPOATHM CEPUO3HM MOCIENMIM 33 YOBEUIKOTO 3[pase 1
KOMTO ca MIEHTUQUIMPAHN CBINIACHO mpouemypara mo wieH 59 or Permament (EO) Ne 1907/2006 na Eponeiickus
mapraMeHT 1 Ha CobBeta (%).

10.4. VispermaATa ce MPOEKTMPAT U NPOM3BEXKIAT TaKa, Y€ Ha Ce HAMAJIAT, IOKOJIKOTO € Bb3MOXHO, PUCKOBETE, NPEAM3BUKAHN OT
HENpEBUIEHO TOMAaHe Ha BEWIECTBA B M3IEIMETO, B 3aBUCUMOCT OT M3HENVMETO M €CTECTBOTO Ha CPENaTa, B KOATO TO e
Ce U3IONI3Ba.

11.  3apasssane 1 MUKPOOHO 3aMbpCsBaHe

11.1. Uspenmsata u npouecute 3a MPOM3BOLICTBOTO MM C€ MPOEKTUPAT TaKa, 4Ye Jla ce IIpeMaxHe MM [1a ce HaMasly, OKOJIKOTO €
BB3MOXKHO, PUCKBT OT 3apa3siBaHe Ha [OTpeOUTENMTE M KOTaTo ¢ MPUIIOKIMO — Ha IpyIy Nuia. [IM3aitHbT Ha U3IENMeTO:

8.) T03BOTISABA JIECHO ¥ 6€301acHO U3II0JI3BAHE;

6) HamassiBa, IOKOJIKOTO € BB3MOXHO, BCSIKO OTHEIISIHE Ha MMKPOOM OT MBHENMETO M/ MMKPOOHATA eKCIIO3MLIVS IpH
ynorpe0a;

U, KOIaTo € He0OXOmMMO,

B) He [OMyCKa MMKPOOHO 3aMbpCsBaHE Ha M3[EMMETO [0 BpeMe Ha ymorpe0a, a IpM CHIOBE 33 ChbXPaHeHHe Ha mpoOu ot
YOBEIIKOTO TSUIO — PUCK OT 3aMbPCSIBAHE Ha mpobara.

11.2. V3penmsita, BbPXy YMIITO €THKET ¢ 0OO3HAYEHO, Ue Ca CTEPWIHM, WIM MMAT CIelyaieH MUKpoOeH CTaryc, ce MPOeKTHpar,
NPOM3BEKIAT M ONAKOBAT IO HauyH, KOJMTO TapaHTMpa, Ye KOraTo ce IyCKaT Ha Ia3apa Ce 3alla3Ba TAXHATa CTEPMIIHOCT U
MUKpPOOEH CTAaTyc IpH Cha3BaHe Ha YCTIOBUATA 3a TPAHCIOPTMPAHE M CHXPAHEHME, ONMPENENeHM OT IPOM3BOMMTENS IO
MOMEHTA Ha OTBapsIHE HA OMAKOBKATA HA MSCTOTO Ha ymoTpeba OCBEH aKO He € HapylleHa LENOCTTa Ha ONAKOBKATa,
MOIIbP2KALIA CTEPUITHOCTTA UM WM MUKPOGHISI MM CTaTyC.

11.3. Uamenmsita, BPXY UMIITO €TMKET € 0DO3HAUEHO, Ue Ca CTEPUITHM, ce 00paboTBAT, MPOM3BEXKNAT, ONAKOBAT ¥ CTCPUITM3MPAT
upe3 MONXOMALIN BalUAMPAHN METOMM.

11.4. Uspenusra, NpeNHa3HAYeHN 3a CTepUIIM3anys, ce IPOM3BEXKIAT M OIIAKOBAT B IOOXOUAIIM M KOHTPOJIMpaHU YCIIOBUSA U
CbOPBKECHUA.

11.5. Cucremure 3a onakoBaHe Ha HECTEPUITHM MBHENMA 3ala3Bar LETIOCTTa M YNMCTOTAaTa Ha IPOHYKTa VM KOraTo € IPENBUOEHO
uspmenyAaTa ma Cce CTEPMIM3Mpar Ipenn yHOTp66a — OrpaHn4aBar OO MMHMMYM pUCKd OT MI/IKpO6H0 3aMbPCABAHE;
CHICTEMATa 3a OIIAKOBaHE € IOOXONMAIIA 3a IIOCOUYEHMS OT IMPOV3BOOUTENIS METOI Ha CTEPMIIM3ALINIA.

11.6. OcBeH M3MOI3BaHETO HA CUMBOJIA, KOWTO yKa3Ba, ue M3HENVSITA Ca CTEPWIHM, IIPM €TMKETMPAHETO Ha M3MENNsTa ce MPaBy
pasrpaHMyeHye MeXIy MICHTUYHN WITM CXOIHM M3METNs, MyCKaH! Ha Ma3apa B CTEPUIIEH M HECTEPUIIEH BUIL.

12, M3pmenmst ¢ MaTepyary OT GMOTIOTMYEH TIPOMU3KOL

KoraTto mamenusiTa BKIIIOUBAT ThKAHM, KJIETKM U BElECTBA OT XKMBOTUHCKM, YOBELIKY MITU MI/IKpO6CH npousxon, I/I360p'bT Ha
U3TOYHMIINTE, O6pa6OTBaH€TO, CbXPaHABAHETO, U3INUTBAHETO U pa60TaTa C TbKaHM, KJIETKM U BELIECTBA OT TAKbB IIPOU3XOI,
KaKTO M INPOLENYPUTE 3a KOHTPOII, C€ M3BbPUIBAT TaKa, Y€ a C€ OCUTYPU 6e30mMacHOCT 3a HOTp€6I/ITCHI/ITC Wi Opyru Jimua.

ITo-KOHKPETHO 6e30MaCHOCTTA 10 OTHOIICHNE HA MUKPOOHI 1 IPYIYM TPAHCMUCHBHY areHTH Ce OCUIYPsIBA Upe3 U3MOI3BaHe
Ha BalMIMpaHM MeTOOM 3a eIVMVMHMPaHE MM MHAKTMBYMpPAaHe B XOHA Ha NMPOW3BOACTBeHMA npouec. Topa MOXe ma He ce
npuiara KbM HSKOM M3NENMsl, aKO HEHCTBMETO Ha MUKPOGHMS M [IPYIMsi TPAHCMUCHMBEH AreHT € HEepasfeiHa dacT OT
NpeHA3HAYCHIETO HA W3NENMETO WM KOTaTO TOBA EMMMUHMpPAHE MM MHAKTMBUPaHe OM HApYLIMIO MECTBUETO Ha
VI3HEINETO.

(*) Pernament (EO) Ne 1272/2008 Ha Esponeiickus napiament u Ha Cbsera ot 16 nekemspu 2008 1. OTHOCHO KIacUULMPAHETO, ETUKETUPAHETO U
OIIAKOBAHETO Ha BELIECTBA J1 CMECH, 33 M3MEHEHIIe V1 3 OTMSIHA Ha mupektysyu 67548 [EVMO n 1999/45/EO u 3a nsmenenue Ha Pernament (EO)
Ne1907/2006 (OBL 353,31.12.2008 r., ctp. 1).

(*) Permamenrt (EO) Ne 1907/2006 Ha Eporneiickits napiamerT i Ha Chgera oT 18 mekempy 2006 I. OTHOCHO PEIMCTPALISTA, OLCHKATA, paspella-
BaHETO ! OrpaHuyaBaHeTo Ha xumukamu (REACH) (OB L 136, 29.5.2007 r., ctp. 3).
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13.  W3paboTBaHe Ha M3NENMATA U B3AUMOIEICTBIE CbC CPEIATA, B KOATO Ce HAMMPAT

13.1. Korato u3fenuero e INpefHa3HayeHO 3a M3MON3BaHe B KOMOMHALMS C ApYrM wm3permst wim obopynBaHe, Lsuiata
KOMOMHALVSI, BKITIOUMTENIHO CBBP3BALIATA CUCTEMa, € Oe3olacHa 1 He HapyliaBa IOCOYEHOTO JAEHCTBME HA M3IENsTa.
Besko orpaHuueHMe Ha ynorpe0ata Ha TakaBa KOMOMHAUMs ce IIOCOYBA BbPXY €TMKETa M[WIM B MHCTPYKLMWUTE 33
ynorpeda.

13.2. Usnenusra ce MPOEKTUPAT U MPOU3BEXKMIAT TaKa, Y€ M1a CE€ IPEMAXHAT MUJIM HAMAJIAT, TOKOJIKOTO € Bb3MOXKHO:

a) PUCKBT OT YBpEXIAHe BB BPb3KA C TeXHUTE (U3MUECKM XAPAKTEPUCTUKM, BKIFOUUTENHO ~CHOTHOLIEHUETO
0beM/HarsraHe, pasMepuTe U KOraTo € LeNechoOpasHO — eprOHOMUUHITE XapaKTePUCTHKIL

6) PUCKOBETE, CBbp3aHM € pa3yMHO NPEOBUANMU BBHIIHN BB3MECTBUS WU yciioBus Ha OKOJIHAaTa Cpefda, KaTo MarHuTHO
1oJie, BBHIUHM €JIEKTPUUECKM WM €JIEKTPOMAarHUTHU BIIMAHMSA, €TIEKTPOCTaTUYEH 3apsn, JIbUEHME BbHB BpPb3Ka C
IMarHOCTUYHM WMIIM  TCPANCBTUYHM IIpOLEOYpH, HaJAraHe, BIIAXHOCT, TEMIIEpaTypa, KonebaHus B HalATaHeTo U
YCKOPEHUETO MIIN paIVOCMYIIEHNS,

B) PpUCKOBETe BbB BPbH3KA C M3ION3BAHETO HA M3NENMETO NpPYM KOHTAKTA My C MaTepyuany, TEYHOCTM I BeIeCTBa,
BKITIOUMTEITHO M [a30Be, HA KOUTO € M3MOXKEHO IPY HOPMATTHU YCIIOBHSI Ha yrnorpe0a;

I) pMUCKOBETE BBB Bpb3KA C BB3MOXHO OTPUILATESIHO B3aUMONEiiCTBMe Mexmy codryepa m UT cpemara, B KOSTO
(YHKUMOHMPA M C KOSITO CH B3AMMOMEICTBA;

JI) PUCKOBETE OT cnyqaﬁﬂo NPOHMKBAHE Ha BEIIECTBA B U3OCTINETO;

€) PUCKBT OT HENpABUIIHO MIEHTU(MLMpPaHEe Ha NPOOMTE OT YOBEWIKOTO TANO M PUCKBT OT NOTPELIHM Pe3yIITaru
HATpuMep Mopamy oObPKBAWl LBAT ¥/vm 1mdpoB m/wny GYKBEH KON Ha CHIOBETE 33 ChXpaHeHMe Ha mpobmre OT
YOBEWIKOTO TSUIO, PasriobsieMuTe YacTv W[y NPUHAUIEKHOCTUTE, M3MON3BAHM C M3NENMATA, 3a [A Ce M3BBHPUIN
VM3IIMTBAHE WY M3CIIENBAHE, KAKTO € TPENBUIIEHO;

)K) PUCKOBETE OT BCAKO IIpEOBUONMO B3aMMOJIEICTBIE C Ipyru U3OEInns.

13.3. Vispermata ce IPOEKTMPAT ¥ NPOM3BEXHAT Taka, 4ye [1a Ce HAMANAT B MaKCMMAJlHAa CTENeH PMUCKOBETe OT IOXap MM
eKCIUTO3MsI IIPM HOpManHa ynotpeba u B ciydail Ha emvHuuHa nospena. CrelyanHO BHMMaHMe ce OOpBIA Ha WM3MeNis,
UMATO MpedBUIeHA ynoTpeOa BKIIOUBA KCIO3MLMS MM M3MONM3BAHEe B KOMOMHALIMS ChC 3alamyiMI MM B3PUBHY BELIECTBA
VUM BEWIECTBA, KOWTO MOTAT [1a IIPMUMHAT 3amajBaHe.

13.4. V3penmsita ce NMPOEKTMPAT M MPOM3BEXMNAT Taka, ye HACTPOIBAHETO, KanmOpMpaHeTo ¥ MOAIPBAKKATA [a MOTAT [a Ce
VM3BBPLIBAT GE30MACHO M eQEKTUBHO.

13.5. V3pemmsita, mpeqHa3HaueHy 3a GYHKUMOHMPAHE C APYIM MBNENMSL WIM IPOIYKTH, CE MPOSKTUPAT U NMPOM3BEXMIAT TAKa, e
OIePaTMBHATA ChbBMECTMMOCT 1 CHOTBETCTBMETO MOMEXKIY VMM [ C4 HANEXIHM 1 Oe30macHM.

13.6. V3pemmsita ce MPOEKTHpAT U NMPOM3BEXKMIAT TAKa, Ye A CE yIIeCHsBA TAXHOTO 0€30MACHO YHMIIOXKABAHE M 00E3BPEKIAHETO
Ha CHOTBETHMTE OTIAIHM BEIIECTBA OT MOTPeOMTENst WM HPYTM JIMIA. 3a Tasy LN IPOM3BONMUTENIATE OINpPENENST U
VM3INUTBAT IPOLENYPM M MEPKM, BCIEACTBME HA KOMTO TEXHMTE M3[ENMs Morar na Gbmar 0e30macHO YHMIIOKEHN Criel
ynorpeGa. Tean mpoweypy ce OMICBAT B MHCTPYKLMMTE 32 yIOTpeOa.

13.7 Cxanara, 0 KOSITO Ce OTYMTAT M3MEPBAHILTA, HAOMIONEHNMATA WM MAAObT Ha M300paeHNsTa (BKITIOUMTEIIHO POMSIHATA
Ha L[BeTa M MIPYIUTE BU3YAIHM MHIMKATOPHM) Ce IPOEKTMPAT 1 MPOM3BEXKIAT B CHOTBETCTBME C €PrOHOMIYHNUTE MPYMHIMIIN,
KaTO e B3eMaT MpEOBMI MpENHA3HAYCHNMETO, LENEBUTE NMOTPeOMTENM M YCIOBMATA HA Cpefara, B KOSTO M3HETISTA Ca
TpefHa3Hau€eHN 3a U3IOJI3BaHe.

14.  Vspermst ¢ u3MepBateriHa QyHKIMS

14.1. M3penusara ¢ OCHOBHA aHAIUTUYHA V3MepBaTeIiHa d)yHKHI/IS[ Ce IPpOEKTUpAT M MPOM3BEKIAT TakKd, 4€ da C€ OCUTYpU
MONXOMAIIO aHAIMTUYHO JIENCTBUE CBITIACHO pasnen 9.1, 6yKBa 8.) OT IIPUTIOKEHNE I, kato ce B3eme npensun npegHa3Ha-
YEHMETO Ha M3IEIIUETO.

14.2. VisMepBaHusiTa, HAIPABEHN Upe3 MLENNs C M3MepBaTeliHa GYHKIMS Ce M3PA3sBaT B CTAHIAPTHY eIMHULM B ChOTBETCTBIE C
Hupekrysa 80/181/EMO na Cobaeta ().

(") Oupexrnsa 80/181/EMO ma CsBera ot 20 mekemspyt 1979 I. 3a cOMKaBaHe Ha 3dKOHOIATENICTBATA HA IbPXKABMTE WICHKV OTHOCHO MEpPHUTE
eIMHMLM ¥ 38 OTMsiHa Ha [Tupektusa 71/354/EMO (OB L 39, 15.2.1980 r., c1p. 40).
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15. 3ammTa OT JTbUEHME

15.1. VismermATa ce IPOEKTMPAT, IPOM3BEXKIAT ¥ ONAKOBAT TaKa, 4ye [Ia C€ HaMallM, JOKOJIKOTO € BB3MOXKHO, eKCHO3MUMATA Ha
IThueHME (IPEIBMICHO, HEMPEHBMICHO, INPEMUHANO WM Pa3CesHO) HA moTpeOmMTenuTe WIM OPYIM JIMIA N0 HAUMH,
CBBMECTUM C NPeIHA3HAYEHNETO Ha M3MeNusTa, Oe3 TOBa 1a OrpaHNuaBa NMPUIATAHETO HA NMOAXOSIIMTE MOCOYEHY HMBA Ha
IThY€HME 33 IMarHOCTUYHM LIETIN.

15.2. Korato wmsnmenusta ca NpeOHa3HauY€HM MHa M3ITbUBAT PUCKOBO WM IMOTEHIMAIIHO PUCKOBO I7[OHI/ISI/IpaIIIO I/I/I/IHI/I
HeﬁOHI/IBI/IpaHIO JITBYEHME, TOKOJIKOTO € Bb3MOXKHO T€E:

a) ce NIPOEKTMPAT M MpPOM3BEXKIAT TaKa, uye Ja ce TapaHTMpa, Ye XapaKTepUCTMKUTE M KONMUECTBOTO HA M3ITBUYEHOTO
IThYEHME MOXE JIa Ce KOHTPOIIMPA M[UIM Peryimpa; Kakro u

6) ca CHa6]1€HI/I C BU3yaJIHO I/I/ I 3BYKOBO IPENYIPEAKIECHNE 32 TOBA M3ITbUBAHE.

15.3. B uHcTpyKummre 3a ynorpe0a Ha M3[ENNSTA, M3TBUBAIIM PUCKOBO WMIIM MOTEHIMAITHO PUCKOBO IThYEHME, Ce ChIbpKa
nonpobHa MHGOPMALMS 33 €CTECTBOTO HA M3ITBUCHOTO JTbUEHME, CPENCTBATA 3a 3aLIMTA HA NOTPeOUTEsT M HAUMHUTE 3a
130sTBaHe Ha HENpaBMIIHATA YIOTpeOa 11 3a HAMAJISBAHE HA PUCKOBETE IIPU MHCTATMPAHETO, IOKOIKOTO TOBA € BBb3MOXKHO
u HeobxommmMo. [Tocousa ce u MHpOPMALMS 33 NPUEMAHETO M M3MUTBAHETO HA JEHCTBMETO, KPUTEPUUTE 3a MPMEMAHE ¥
TIpOLEIypaTa 3a NOIAPHXKKA.

16. Ilporpammpyemy eneKTPOHHM CUCTEMM — U3[ENVS, BKIIIOYBAIIM B CBHCTABA CU NPOTPAMUPYEMM €NEKTPOHHM CUCTEMU U
codTyep, KOiTO caM 110 cebe C1t IIPeHCTaBIIsABA M3IeIe

16.1. M3anenmsita, BRITIOUBALIM B CHCTABa CH IPOTPAMUPYeMI €TIEKTPOHHIM CUCTEM, BKITFOUMTEIHO COQTyep, wim copTyep, KOIMTO
cam 1o cebe cu MpEHCTaBMsIBa M3eNMe, Ce MPOEKTUPAT TaKa, 4ye [a TapaHTMPAT MOBTOPSIEMOCT, HaJleXITHOCT M MejfcTBue
cpoOpasHO mpemBuueHaTa MM yrotpeba. B cayyait Ha emMHMYHA TNOBpeA Ce INPMEMAT HeoOXOmMMMTE MepKM 3a
OTCTpaHsiBaHe MM HaMaJlsiBaHe Ha MOCTIeNBAIINTe PUCKOBE MM HAPYLIEHWs! HA NEJCTBUETO, IOKOJIKOTO TOBA € Bb3MOXKHO.

16.2. 3a wm3menmsTa, BKIIIOYBALIM B CHCTaBA CM COQTyep, i 3a codryep, KOWTO cam 1o cebe Cy TpENCTABIIsABa WM3MIETNE,
co{TyepnT ce pa3paboTBa ¥ MPOM3BEXMIA Bb3 OCHOBA HA HAJl-HOBUTE HAYYHM IOCTUKEHMS, KaTO CE OTYMTAT IPYHLIAINTE
HAa LMK Ha Pa3pabOTBAHE, YIPABIECHMETO HA PUCKA, BKIIOUNTETHO MHQOPMALMOHHATA CUIYPHOCT, IpOBEpKAaTa M
BaJIMIAMPAHETO.

16.3. CodTyepsT MO HACTOSILIMS PA3MeN, MPEIHA3HAYCH 3d M3MON3BAHE B KOMOMHALMS C MOOMITHM KOMIIOTBPHM Matdopmu, ce
MPOEKTMPA U MPOM3BEKIA, KATO Ce B3EMAT IPEIBUI KOHKPETHUTE XapaKTePUCTMKYM Ha MOOWMIHATA MiaTdopma (Hampumep
pasmep 1 CbOTHOIIEHNME HA KOHTPACTA HAa €KpaHA) M BBHIIHMTE (AKTOPH, CBHP3AHM C M3ION3BAHETO My (IIPOMEHsINA Ce
Cpefia IO OTHOLIEHME Ha CBETIMHATA UITA LIyMa).

16.4. TIpoM3BOIMTENNTE YCTAHOBSIBAT MUHMMAITHNUTE M3UCKBAHNMS 33 Xapayepa, xapaktepuctukute Ha VT Mpexure u nHpopMa-
LIMOHHO-TEXHONOTMYHITE MEPKM 33 CUTYPHOCT, BKITIOUMTEITHO 3aLIMTATA CPEIIy HEIO3BONEH HOCTHII, KOATO € HeoOXOmnMa,
3a [1a MOXXe COQTyephT I QYHKIMOHMPA 10 [PEIHA3HAYEHIE.

17. MBHCJ’II/IS{, CBbpP3aHM KbM €HEPIVMEH U3TOUHMK U 060py]1BaHI/l C TaKbB M3TOUHMK

17.1. B cnyqaﬁ Ha edMHNYHa IOBpena, BbB Bpb3Ka C M3MOCINA, CBbP3aHM KbM €HEPIMEH M3TOUHMK, WUIIN O60pyHBaHI/I C TaKbB
JM3TOYHMUK, C€ IMpenrnpueMar HCO6XOJII/IMI/ITC MEpPKM 3a OTCTpaHABAHE WMIIM HaMallfiBaHE Ha IOCIIENBAIINTE PUCKOBE,
HOKOJIKOTO TOBa € Bb3MOXKHO.

17.2. Usnenusra, Ipu KOUTO 0e30MacHOCTTa Ha MMalIMEHTa 3aB/CY OT BBTPEIIEH M3TOUYHMK Ha €HEprusd, ca CHa6]1€HI/I C amnaparypa
3a ONpENENAHE Ha CbCTOSAHMETO Ha M3TOYHMKA Ha €HEPIUA ¥ C MOOXOIALIO IPENyINPEXNEHNE MM yKadaHMe 3a TOBa KOra
KarmanuureTbT Ha M3TOYHMKA HA EHEPIVA TOCTUIa KPUTUYHA TOUKA. AKO e HCO6XO]II/IMO, TOBa TPENYNPEXACHNE WIN
YyKazaHMe ce faBa IpEay M3TOUHMKA Ha €HEPIMA 1a MOCTUIHE KPUTUYHA TOUYKA.

17.3. Uspenusra ce MPOEKTUPAT M IIPOM3BEXKIAT TaKa, Y€ MOKOJIKOTO € Bb3MOXKHO B IpEOBMUIOEHAaTa 3a TAX pa60THa Ccpena
PpUCKOBETE OT Cb3HABAHE Ha €IICKTPOMArHUTHU CMYLIEHMS, KOMTO MOraT Ha IOBIMAAT Ha HEeICTBUETO Ha BBIIPOCHOTO MIIN
Ha Opyru M3gernms Vi anapaty, na 6’LHaT MMHUMAJIHN.

17.4. Vispermata ce MpOeKTMpAT M NPOM3BEXIAT TaKa, 4e [a OCUTYPABAT HMBO Ha BHTPEUIHA YCTOMYMBOCT Ha €NIEKTPOMATHUTHU
CMYILIEHNSI, KOETO fIa € MOMIXOIIILIO, 3a 1a MM MO3BOMM [a PabOTAT MO NMpeNHa3HAueHNe.

17.5. Usnenusara ce MPOEKTUPAT U IIPOM3BEXKIAT TaKa, Y€ HOKOJIKOTO € BB3MOXKHO MHa c€ nsberne PUCKBT OT CHy‘IaﬁHI/I TOKOBIU
yoapu Ha HOTpe6I/IT€]’l$I W Jpyro Jjmue npun HOpMaliHa yrIOTpe6a Ha yspenyMaTa M Nnpy eOMHNYHA IOBpena Ha M3NENNATA,
KOraTo ca MHCTallMpaHU ¥ NOOIbpXKaHN CIIOPEN MHCTPYKUMUTE Ha MMPOV3BOOUTEILS.
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18.  3ammra OT MEXaHWYHM U TOIUIMHHY PUCKOBE

18.1. Uspenusra ce MPOEKTUPAT ¥ IIPOM3BEXKIAT TaKa, u€ Ha IIperrasBaT HOTpC6I/ITe]’II/ITe wim gpyrm Jmia OT MEXaHUMYHN
PUCKOBE.

18.2. V3penmsita ca MOCTAaTBYHO YCTONYMBY P IpPeNBUNEHNUTE YCIOBKS Ha PyHKumOHMpaHe. [Ipy cria3BaHe Ha M3MCKBAHMSITA 33
NpoBepKa ¥ NONAPHKKA, ONpeNeNieHd OT NPOM3BONMUTENS, M3HENMATa M3IbPXKAT Ha HATOBApBAHMATA B paMKMTE Ha
npefBIeHaTa paboTHA Cpelia M OCTAaBaT YCTOMUMBI [0 BpeMe Ha eKCIVIOATALMOHHMS MM CPOK.

18.3. Hp]/l V3HETA, KOUTO Ch3[aBaT PUCKOBE NOpaaM HaIMUME Ha OBMZKEUIM CE€ YacCTY, CUYIBaHE MIIM OTKbCBAHE HAa KOMIIOHEHT
VM M3TMYAHE Ha BEWIECTBA, CE€ MpenrpuemMar H€O6XOIII/IMI/IT€ 3allUTHN MEPKN.

BcsAKO MpemmasHo yCTPOMCTBO, BKIIOUEHO B M3NENMETO, IO-CIEUMANIHO C LeN 3alMTa Cpeuly ABMKELIUTE Ce YacTH, €
6e3omacHO M He mpeuyt Ha HOPMANHOTO (YHKUMOHMpAHE HA M3MENMETO, HUTO OTPaHMYaBa BB3MOXKHOCTUTE 33 HErOBATa
HOPMariHa MONIPbKKA, KAKTO € IIPEIBMIEHO OT IIPOM3BOIMTENIS.

18.4. VismermaATa ce MpoeKTMpaT M NMPOM3BEXNAT TaKa, Ye J1a Ce HaMalAT IO MUHMMYM PUCKOBETE OT TEHEPMPAHM OT U3HENNATa
BUOpALIIL, KATO Ce OTUMTAT TEXHMUECKMST NMPOTPEC ¥ CHLIECTBYBALIMTE CPEICTBA 3a OrpaHMUYaBaHE Ha BuOpaimuTe, 0cOOEHO
IIpY M3TOYHMKA, OCBEH KOTaTo BUOPALMHTE €4 YacT OT IOCOYEHOTO JEICTBIE.

18.5. VismenmaATa ce MPOEKTMPAT M NMPOU3BEXNAT TaKa, 4ye Ja Ce HaMaJAT O MUHMMYM PMCKOBETE OT M3ITbYEHMS WIYM, KaTo ce
OTUMTAT TEXHMUECKMSAT IPOrPeC M ChUIECTBYBAIIMTE CPEICTBA 33 OFPAHMYABAHE HA LIyMA, OCOOEHO IPU M3TOYHMKA, OCBEH
KOTaTO M3ITBUEHMAT IIYM € YacT OT IIOCOYEHOTO JENCTBHE.

18.6. TepMuHanmmte M CBbP3BALIMTE YaCTM KbM M3TOUHMLM HA €NEKTPUYECTBO, Ia3, XUIPABIMYHA WM NHEBMATMYHA €HEPIUs, C
KOMTO IOTPeGUTENST WM Apyro nmie TpsOsa ma paboTu, ce MPOEKTMPAT M KOHCTPYMPAT TaKa, ye BCUUKM BB3MOXKHM
PVICKOBE JIa Ca MUHMMAJIHM.

18.7. Tpemkure, KOMTO MOIAT Ja CE HAMPABAT NPV MOHTAX MM CMsIHA HA OMpEIeNeHN YacTy M KOMTO OMXa MOITN [ Ch3[amar
PVICKOBE, C€ TIPENOTBPATAT Upe3 MPOEKTUPAHETO MIIM KOHCTPYKUMATA Ha Te3M 4acTy MIIM aKO TOBA € HEBb3MOXKHO — 4Ype3
MHPOPMALIS BHPXY CAMUTE YACTH V[WITM KOXKYCHUTE MM.

Cpuara MHGOPMALIMSL Ce TPENCTABsi BbPXY ABMKEILUMTE Ce YacTV M[WIM TEXHWUTE KOXYCH, KOTATo MOCOKAaTa Ha [IBIXKEHMe
Tpsi0Ba [1a € M3BECTHA, 32 [a Ce M30CTHE PUCKDT.

18.8. [ocThIHNMTE YACTV HA MBIEIMATA (C M3KITIOUEHME HA YaCTUTE MIIM 30HWTE, NpeIHa3HAYeHN Ma M3ITbUBAT TOIIMHA MM Ja ce
HAIpSIBAT 1O OIPpEMeNeHa TEMIEpaTypa) M ChCEOHMTE MM YacTM NPM HOPMATHM YCIOBMSL Ha ymotpeba He HOCTUTar
IIOTEHLMAITHO ONACHY TEMIIEPATypul.

19. 3ammra ot pUCKOBE, Chb3adCHM OT M3OCTINA, NpEeJHa3HauYeHN 32 CAMOTECTBAHE MM TECTBAHE Ha MACTO

19.1. Vsmenusra 3a CaMOTECTBAHE MM TECTBAHE HA MSICTO Ce MPOCKTUPAT M MPOM3BEKIAT TAKA, Ye 1A PYHKUMOHMPAT MPABMITHO
CBITIACHO TPEIIHA3HAYEHMETO CH, KATO CE OTUMTAT YMEHMATA M CPENCTBATA, C KOMTO PA3Ioliara LeNeBUAT NOTpeOuTell, KakTo
¥ BIMSHMETO Ha NPOMEHMTE, KOMTO MOTAaT 0OOCHOBAHO IIa Ce NPEBMIAT B TEXHMKATA M CPEJaTa Ha LieJleBUs NOTpeOuTes.
Vindopmanmara M MHCTPYKUMAUTE, NPENOCTABEHM OT IPOM3BONMTENS, Ca JIECHM 3a pa3bupaHe M IpuIIaraHe OT LeNeBMs
norpe6uTen, ¢ UeN NPABUIHO THIKYBaHE Ha INOCOYEHMTE OT M3UENMETO pe3yntaT ¥ u3bsrpaHe Ha 3abmyxnasaiia
uHpopmMaumst. [Ipu TecTBare Ha MSCTO MHGOPMALMSTA M MHCTPYKLMNUTE, IPETOCTABEHN OT IPOM3BOMUTENIS, [IOCOUBAT SICHO
HMBOTO Ha 00yueHMe, KBalMMKALIMITE /UM IPOYECHOHAIIHIS OIIUT, KOUTO Ce M3VCKBAT OT IIOTpeOUTeIs.

19.2. Usnenusra, NpeIHa3HaYeHy 3a CAaMOTECTBAHE MIIM TECTBAHE HAa MACTO, C€ IIPOEKTPAT M IPOU3BEKIAT TaKa, Ue:

a) [ rapaHTUpaT, Ye M3IENNETO MOXe [1a Gble M3MONM3BaHO Ge30I1aCHO M TOYHO OT LiesleBMsi IOTPeOUTeN Ha BCUUKI eTal
OT IPOLIEypaTa, KO € HEOOXOMMO — CIIel OCUIYpsBAHE HA MOIXOMALO 00yueHNe 1/ UHPOPMALSE; KaKTO 1

0) Ia HaMaJsT BbB BB3MOXHO HAJi-TONSIMA CTENeH PUCKA OT Ipelika Ha LeneBust NOTpebuTer mpu pabota ¢ M3AENMETO U
aKo € MPUJIOKIMO — ¢ Ipo0aTa OT YOBEUIKOTO TSUI0, KAKTO ¥ IIPU MHTEPIPETHPAHe Ha Pe3yNITaTuTe.

19.3. Korato e Bb3MOXHO, M3MENMATA, IPENHA3HAYEHM 32 CAMOTECTBAHE WJIM TECTBAHE HA MSCTO, BKIIIOUBAT NPOLENYPA, Upes
KOSATO LENEBUST NOTPeOUTEIL:

a) MOXKE [a MpoBepU IO BpeMe Ha yIIOTpC6aTa Oanu MU3genmeTro q)yHKHMOHI/Ipa, KakKTO € IPEOBUIEHO OT IPOV3BOIMTEILS,
KaKTO U

6) OuBa mpemynpexIaBaH, aKO UBNENUETO He TPEICTABY BATMICH Pe3yIiTar.
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20.

20.1.

20.2.

ITIABA III.

WU3ucreanua 3a undopmayuama, npedocmasana ¢ uzdeauemo

Etuker u mHCTpyKUMY 3a ynorpeda
OO6my M3MCKBaHMs 32 MHGOPMALIMATA, IPEIOCTABSIHA OT MPOU3BOIUTENLS

Besiko m3penue ce mpuapyxasa OT MHPOpPMALINS 33 MACHTUPUIMPAHE HA U3TENIETO M MPOM3BOIMUTEIIS My M OT BCSIKAKBa
vHpopMaLms 32 6E30MACHOCTTa M MEIICTBUETO, OT 3HAYCHME 3a MOTpeOMTeNs WM 3a OPYro JMLe, B 3aBUCUMOCT OT
ciyuast. Tasu meQOpMaiyst MOXe [a € Ha CaMOTO M3MENNe, HAa ONAKOBKATA MM B MHCTPYKUMMTE 33 ynmotpeba M ako
TMPOM3BOIMTEIISIT MMa yebcaiiT — ce MOCoUBa 1 aKTyalmaupa Ha yebcaiita, KaTo ce B3eMa MPENBUM CIIeTHOTO:

a) HOCUTEIIAT, OPMATBT, ChIBPKAHNMETO, YETIUBOCTTA M PA3IOTIOKEHNIETO HA eTUKeTa M HA MHCTPYKLMNTE 32 yIoTpeOa
Ca MOAXOMSILM 33 KOHKPETHOTO M3[eNue, NpeHa3HaueHUeTo My ¥ TeXHMUECKUTE 3HAHMUS, OIUT, 0OpasoBaHue Miu
obyuerne Ha uenesusi(re) morpeGurern(u). Ilo-KOHKpPeTHO MHCTpYKumuTe 3a yrnorpeba ca peNaKTUPAHM IO JIECHO
pasbupaeM HauMH 3a LeNeBus MOTPeOUTEN M, aKO € TMOIXOMALIO, Ca IOIBITHEHN C YepTeXM U IUarpamis;

6) I/IH(l)OpMaIH/[}ITa, KOATO TpH6Ba la € IOCOY€Ha BBPXY €TUKETA, C€ IPENCTaBd Ha CAMOTO WM3MENNE. AKO TOBa €
HEBB3MOZKHO WMIIM HENOIXOHAIIO, 4YacT OT I/[H(i)OpMallI/IHTa mim ndjara I/IH(l)OpMaHI/Iﬂ MOXE Ia C€ II0OCOYM Ha
OIIAKOBKATa Ha BCAKA €OMHNYHA 6p0]7[K3.. AKO He e Bb3MOXHO Ha MMa VIHOMBMYallHa ITblIHA €TMKETHA I/IH(l)OpMaIH/I}I
Ha BCAKa €OVMHNYHA 6pOI7[K3., I/[H(i)OpMaL[I/IHTa C€ MMOCOYBA HAa OIIAKOBKATa HAa MHOZKECTBO M3OETINS,

B) eTMKETMTE Ce NpEHCTaBAT BbB (OpMAT, pasdmpaeM 3a Xopata, M MOTAT Ma Ce NOMBIHAT C MHQOPMALMs, KOATO Ce
pasuiTa OT MAIIVHA, KaTO HANPUMep PaIiouecTOTHA MIeHTUUKALMS Win GApKOTOBE;

I) MHCTpyKLMMTe 3a yroTpeba ce OCUIYpSIBAT 3aeMHO C M3MENMATA. B HaIIeXHO 0OOCHOBAHM M MBKITIOUMTEITHY CITydan
obaye He ce M3UCKBAT MHCTPYKLUMM 32 ynoTpeba MM Te MOXe Ha Ce CBKPATSAT, aKO M3NETMETO MOXKe A Ce M3ION3Ba
0e30I1aCHO U KaKTO € IPeIBUICHO OT IPOM3BONMTeNIs Ge3 TaKMBa MHCTPYKLUMM 3 YIOTpeDa;

[l) KOraTo MHOXKECTBO M3IENus (C M3KIIOUEHME HA M3NENMATa, IpedHa3HAueHN) 33 CAMOTECTBAHE MM TecTBaHE Ha MJCTO)
ce JOCTaBSIT Ha e[MH MOTPeOUTEN M/UiM MSICTO, MOXKe MIa Ce NPEICTABI CaMO eMMH €K3eMIUIIP Ha MHCTPYKLMUTE 3a
ynorpe6a, aKO KyIyBaybT € CBITIACEH, KATO MPM BCSAKO MOJOXKEHME TOM MOXe [a M3MCKA [Ja My ObIaT HOCTaBeHy
0e3IIaTHO TOMBITHUTENHN eK3eMIULIPH;

€) KOraTo M3JIeNMeTo € MpelHA3HAYeHO CaMo 3a MPOQeCHOHANHa ynoTpeba, MHCTPYKLMHUTE 3a ymoTpeba Moxe Ha ce
MPETOCTaBAT Ha MOTpeOUTENs HAa HEeXapTyeH HOCUTEN (HAIPUMep eNEKTPOHEH), OCBEH KOTaTo M3[IENMETO € IpelHa3-
HAYeHO 3a TECTBAHE Ha MACTO;

X) OCTaThUHMTE PUCKOBE, 32 KOUTO MOTPeOMTENAT M[wny mpyro jmue TpsibBa ma GbIAT yBENOMEHM, e BKIIOYBAT B
IPEeOCTaBsIHATA OT NPOM3BOLMTENST MHQOpMALMsl TOX pOpMaTa Ha OTPaHMUEHMS, NPOTHBOIOKA3AHMS, MPENIA3HU
MEpPKM MIIM TIpeyNpeKneHns;

3) KOIaTo € Ienecho0pasHoO, MPENOCTABEHATa OT MPOM3BOIMTENS MH(OPMALVs BHPXY €TMKETa, BbPXYy OMNAKOBKATa, B
VHCTPYKIMKTE 38 YIOTpeOa i, KOraTo € MPUIOKMMO, Ha yeOcaiiTa Ha IIPOM3BOMMTENIS MITK NMPENOCTABEHA OT IPOM3BO-
[IATETS [0 [IPYT HAYMH, Ce IPENCTaBs MOJ POpMaTa Ha MeXIYHAPOIHO MPMETH CHMBOIM, KATO C B3EMAT MpEMBHI
uenesute norpeduren. Bceky M3MON3BaH CHMBOM WM MACHTHQUKALMOHEH LBST OTIOBAPS HA XapMOHM3MPAHUTE
cranmapti wi OC. B obractute, B KOMTO HAMa XapMoHu3npanu cranmapty wm OC, B IpeIocTaBeHaTa ¢ M3IENMeTo
IIOKYMEHTALMsI Ce OMMCBAT CYMBOJIMTE 1 LIBETOBETE;

M) KbM M3MEIMATA, CHIBPXKAIIM BELIECTBO WM CMeC, KOATO MOXE @a Ce CyeTe 3a OIACHA IPEHBMI eCTECTBOTO,
KOJIMYECTBOTO M (OPMATa Ha ChCTABKUTE I, CE IIPUIIArAT CHOTBETHUTE M3UCKBAHMS 33 IMKTOrPaMMTE 3a OMACHOCT U
eTuKeTMpaHero, npeasugenn B Permament (EO) Ne 1272/2008. Korato HsMa IOCTATBYHO MSCTO 33 NOCTaBsIHE HA
1sIaTa MHGOPMALMS BHPXY CAMOTO M3OENMe WM eTMKeTa My, ChOTBETHMTE NMKTOTPAMM 33 OMNACHOCT CE HOCTABSAT
BBPXy €TMKETd, a OCTaHamata uudopMauusi, m3ucksaHa c Permament (EO) Ne 1272/2008, ce mpencrassi B
VHCTPYKLMUTE 3a yrmoTpeda;

N0 OTHOLIEHMe Ha MHOPMALMOHHMTE JIMCTOBe 3a GesomacHocT ce mpuarar pasmopenbute Ha Permament (EO)
Ne 1907/2006, ocBeH Korato wsinata ChOTBETHA MHOPMALIS Bede He € MPEJOCTaBeHa B MHCTPYKIMNTE 33 yroTpeba.

=

VIHopmaLyst BbPXy eTHKeTa

EtukersT CbIbpKa BCUYKM TaHHM T1O0-0ITYy:
a) VIMETO MJIM ThPTrOBCKOTO HaMIMEHOBAHME Ha M3MCIINETO;

6) nonpo6Ha l/IH(l)OpMaIII/IH, CTporo H€O6XOJII/IMa Ha HOTp€6I/IT€HH, 3a J1a I/IJICHTI/I(I)I/[III/[pa U3OEIINETO, U KOrato He € SCHO
3a HOTp€6I/IT€HH — J NPEJHAa3HAYECHNETO Ha UBLEINETO;



21.4.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 C 126/93

B) HaMMCHOBAHMETO, PETVCTPUPAHOTO THPIOBCKO HAMMEHOBAaHME MM PErMCTPUPAHATA THPIOBCKA MapKa Ha IIPOU3BO-
IIUTEJIS M afjpeca Ha PErMCTPUPAHOTO My MSICTO Ha CTONAHCKA MEHHOCT;

I) aKO PEruCTPMPaHOTO MSACTO Ha CTOMNAHCKA AEMHOCT Ha IPOM3BONMUTENIS € M3BbH Chl03a — MMETO Ha yIIbIIHOMOLIEHMS
TIPENCTABUTEIl M afIpeca Ha PEerMCTPUPAHOTO MSCTO HA CTONAHCKA NEHOCT Ha YIIbIIHOMOWIEHMS! IPeACTaBUTe];

o mna ce 0003HAUM ATV M3HETMETO € MeNMIMHCKO M3IeNMe 33 MHBUTPO AMArHOCTUKA WM aKO MBIENMETO € ,M3Merue 3a
VM3IUTBAHE Ha MECTBMETO", TO3M $aKT [ga ce MOCOUM;

€) HOMep Ha MApTMOATa WM CepyeH HoMep Ha m3nermuero, npemurectaHo or mymute ,HOMEP HA ITAPTUIA® nmm
,CEPMEH HOMEP“ mrnu eKBMBajsieHTeH CUMBOJI, B 3aBUCUMOCT OT TOBa KO€ € IOIXOMISILO;

k) Hocurenst Ha UDI 1o unen 24 u yact B ot npunoxenne VI;

3) SICHO MOCOYEH KPaeH CPOK 3a Oe30MacHO M3ION3BaHE Ha M3[eNueTo, Oe3 [a ce BIIOLIABA JEMCTBMETO MY, C YKasaHM
HAl1-MaJIKo TOMHA Y Mecell, a KOraTo € LelieCb00pa3Ho — U [IeH, B IOCOYEHATA OCIIEOBATEIHOCT;

I/I) KOrato H€ € II0COU€HA IaTaTa, OO KOATO M3IOCIIMETO MOXKE Ha CE€ M3IO0JI3Ba 6CSOHaCHO, C€ yKa3Ba paraTa Ha
IIPON3BOICTBO. Tasu nara Ha MIPON3BOICTBO MOXKE Ha CE€ BKIIIOUM KaTO YaCT OT HOMEpPA Ha NapTuUaaTa Mim CCpI/[ﬁHI/IS[
HOMED, IIpU YCIIOBME Id € SICHO OIPEUCIINMa;

17[) KOorarto € HCHCC’bO6p83HO, IIOCOYBAHE Ha HETHOTO KOJIMYECTBO Ha CHIBPKAHUETO (TeI'J'IO, obeM mm npe6p0${BaHe nm
upes KOM6I/IHI/IpaHC Ha Te3N Ha4MHY, UM 11O OPYT Ha4MH, KOJTO TOYHO JIa OTpassBa CbIbPXKAHUETO HA OHaKOBKaTa);

K) MOCOYBAHE HA BCHYKM MPUIOKMMM CICLMATHM YCIOBUs HA ChbXpaHeHNe u/uim pabota ¢ U3HemeTo;

H) KOIrato € NpWIOXNMO — IIOCOYBAHE HA CTEPMIIHOTO CHCTOSAHME Ha MIOETIMETO M Ha METOHA 3a CTEpUIIM3alnus, VI
IIOCOYBAHE Ha CIIEIMAITHUA MI/IKpO6eH CTaTyC WM CbCTOSTHME HA YMCTOTa;

M) MpeTynpekueHNs MM TPEIa3Hu MepKH, KOMTO € HeoOXOMMO MIa ce CBENAT Ha HEMOCPENCTBEHOTO BHMMaHME Ha
noTpeONTENST Ha M3HEIMETO WM Ha Hpyro jmue. Tasy MHPOpMALMsi MOXe [a Ce CBefe 10 MMHUMYM, HO B TaKbB
Clyuait B MHCTpyKLMUTE 3a yrorpeba ce NpencTassi MO-NONPOOHA MHPOPMALMS, KaTO Ce B3eMAT IPEIBUM LENeBUTe
norpeburers;

H) aKO MHCTPYKLMHMTE 3a ynorpeOa He ca HpPeNOCTABEHM HA XapTMeEH HOCUTEN B cboTBeTcTie C pasmen 20.1, Oyksa e)
— yKa3aHMe [Ny ca NOCTBIHM (MIM HAlIMYHM) M aKO € NPUIIOKMMO — afpechT Ha yebcaifra, KbIeTO MOXe Ha
ObIaT M3MON3BAHM 32 CTPABKa;

0) KOraTo e IMPUIIOXKMMO, BCUUKY CIELMATHI YKa3aHuUs 3a paboTa;

) 4aKO M3AENMETO € 3a eNHOKPAaTHa ymorpeba, ma ce IMOCOUM TOBA. YKA3AHMETO Ha IPOM3BONMTENS 3a THOKPATHATA
ynorpe6a e nocnenosarenHo B uermst Chro3;

p) aKO M3OENIMETO € 3a CAaMOTECTBAHE MJIM TECTBAHE HA MSCTO — IIOCOYBAHE HA TO3U (l)aKT;

C) Korato 61>p3me aHaJIM3N HE Ca NMpeOHa3HauY€HN 3a CaMOTECTBAHE MIIM TECTBaHE Ha MSCTO, M3PMYHOTO MM M3KITIOYBAHE
OT €TUKETA;

T) KOraro Ha6opme OT M3OENNS BKITIOYBAT OTHEITHM PEAKTMBM WM MBHEINS, KOUTO Ca MPEOOCTABEHNM KATO OTHEIHM
VIBHOENNA, BCAKO OT TE3N M3OETNMS OTroBaps Ha M3NCKBAHMATA 33 CTUKETVPAHETO I10 HACTOALIMA paspern M Ha
VIBVICKBAHVMATA Ha HACTOSLUMSA PEITIAMEHT;

y) u3nenmuAaTa M OTHCIIHUTE KOMIIOHEHTU Ce I/IHCHTI/I(I)I/[III/IPS.T, KOrato € IpujIoXKMO, KaTo MapTuay, 3a Ha ce aane
Bb3MOZKHOCT 3a IIPEAIpMEMaHe Ha BCAKO uenecw6pa3Ho neﬁcmme 3a OTKpVBaHE Ha MOTEHIMAJIEH PUCK OT M3OENMATA
" IEMOHTMPYEMUTE KOMIIOHCHTH. HOKOJ’[KOTO € Bb3MOZKHO U ITOOXOMSIIO, I/[H(l)OpMa[II/ISITa C€ II0COYBa BBPXY CaAMOTO
uspenmne I/I/I/IJ'I]/I, KOraTo € nougxopsino, BbpXy ThbproBCKaTa OIIaKOBKa,;

(1)) CTUKETBT Ha M3MOCNNATA 3a CAMOTECTBAHE ChAbpXKa CIICIHUTE JaHHN:

i) Buma Ha HeoOxommmMara(ure) mpoba(m) OT YOBEIIKOTO TSJIO 33 MPOBEXIAHETO HA TeCTa (HAmp. KPbB, ypMHA MM
CITIOHKA);

ii) Heo6XOMMMOCTTA OT JOMBITHUTEITHY MATepUAIN 33 TPABMITHOTO MPOBEXTIAHE HA TECTa;
ili) maHHM 3a Bpb3KA 33 JOIBIIHUTEIIHM KOHCYITAUMN U ChIEVCTBME.

HanmeHoBaHMETO Ha M3penusTa 3a CAaMOTECTBaHE He OTpa3sBa NMpeOHa3HauYeHNE, pa3iIMuHO OT TOBA, KOETO € IIOCOUYEHO
OT NPON3BOOMUTEIISA.

20.3. Vupopmauys BbPXy ONAKOBKATA, KOATO NMOAIBPKA CTEPIITHOCTTA HA M3NENHUETO (,CTEPUIHA ONAKOBKA®):

Bbpxy crepumiiHaTa OIakoBKa Ce MOCOYBAT CIIENHUTE NaHHM:
a) yKasaHue, ITO3BOIISIBALIO TA3M ONAKOBKA M1 Gble Paslo3HATA KAaTO CTEPUITH;

6) HIeKiapaums, 4e U3NemeTo € CTepuitHo;
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B) METOI Ha CTEPUITU3ALINS;

l") VIMETO U aIpECHT Ha MPOVI3BOIMTEILS;
]1) OIMCAHME HA UBIEITUETO;

C) MECELl 1 TOIVHA Ha IIPOM3BOICTBO;

)K) SICHO ITOCOYEH KpacH CpPOK 3a 6e30MacHO M3ION3BAHE Ha M3OENNETO, C YKa3aH! Haif-MaJIko TOIMHa U MECEL, a KOrato
€ L[CHCC’I)O6P3.3HO — UM J€H, B IIOCOYE€HATA MOCIICTOBATEITHOCT,

3) YyKasaHue B CIyyail Ha HapylleHa CTep/IHA ONAKOBKA MM HelpelHaMepeHO OTBApsIHE Ha CTEpUIIHATa OMNAaKOBKa
Tpey ynorpeda a ce HANpaBy CIPaBKa ¢ MHCTPYKLMUTE 33 yroTpeda.

20.4. Uudopmaims B MHCTPYKLMuTE 3a ynorpeda

20.4.1. Mucrpykumute 3a ynorpeda ChIbpXKaT BCMUKY TAHHM [O-IOINY:
a)  VIMETO MIIM ThPTOBCKOTO HAaMMEHOBAHME HA M3MEIINETO;
6) mompoGHOCTUTE, KOHKPETHO HEOOXOMMMI Ha MOTPeONTENIs, 34 1a MACHTUQUIMPA M3IEINETO;
B) TPENHA3HAYEHMETO HA M3HEIMETO:
i)  KakBO ce OTKpMBA V[N M3MepBa C HEro;

ii) QyHKuMATA My (HampUMep CKPUHMHI, HAOMIONeHNe, MMATHOCTUUMPAHE WIIM MONNOMAaraHe Ha IMATHOCTUIN-
paHeTO, POTHO3MPaHe, TPeHBIKIaHe, CBILTCTBALIO M3LENNe),

ii) KOHKpeTHaTa MHpOpMALNS, PENHA3HAYCHA [1a Oble MPENOCTABeHa B CICIHNS KOHTEKCT:
— (MBMONOTMYHO WITU TIATONIOTMYHO ChCTOSHMUE;
— BpoeHa GU3NUECKA UM YMCTBEHA HETOCTATBUHOCT;
— TPeNpasIoNoXeHne KbM KIMHUYHO ChCTOSIHME MM 3a60TISBAHE;
— orpenensHe Ha Ge30MaCHOCTTa M ChbBMECTUMOCTTA C TIOTEHIVATIHY PELIUIMEHTH;
— IMpPOTHO3MpPaHe Ha OTTOBOPA Ha JIEYEHUETO UIIM PeaKLUUTE;
— OIpenessHe Wiy HAOMIOTEHNE Ha TePAeBTUYUHITE MEPKIL;
iv) mHanm e aBTOMAaTMYHO WIN He,
V)  HanmM e 3a KauecTBEHa OLIEHKA WM 3a MOJyKONMYECTBEHa UIM KOJIMUECTBEHA OLIEHKa,
vi) Bupa Ha HeoOxommMara(ute) mPoba(1) OT YOBELIKOTO TSIO,
vii) KOraTto e mpuIOXKMMO — IpyIaTa OT HACETIEHMETO MPY MIUTBAHETO, KAKTO U

viii) 3a chITBTCTBAIIMTE M3MENNS — MEXIYHAPOIHOTO HemnaTeHTHO HayuMeHoBaHye (INN) Ha cBbp3aHMs JIEeKapCTBEH
TIPOIYKT, 3a KOVTO TOBA € CBITBTCTBALI TECT;

1) ma ce 0003HAUM IATM UBMIENMETO € MEMMIMHCKO M3IENMe 32 MHBUTPO IMATHOCTMKA JIIM KO MBIENMETO € ,M3Tere
3a M3INUTBAaHE Ha OENCTBMETO", TO3M (1)3.KT Ia ce MoCcouy;

) CBHOTBETHMS LeTieBY MOTpeOMTEN (HAIpUMeEp CAaMOTECTBAHe, TECTBAHE HA MSCTO U MPOQECHOHAIIHO M3ION3BaHE B
11abopaTopusi, METMUMHCKY CIIELUATINCTH);

€) IPUHILMMA Ha TeCTa;

X) OMUCAHMe Ha KamubpaTopute M KOHTPONMTE, KAKTO M BCAKO OrpaHMueHMe Ha yrmorpebata uM (Hampumep
TIOAXONAIIM CaMO 33 KOHKPETEH MHCTPYMEHT);

3) OlMCaHNe Ha PEaKTUBUTE M BCAKO OIpaHMYCHME Ha yn0Tp66aTa M (HaanMep NOoOXoIslIN CaMO 3a KOHKPETCH
MHCprMeHT), M CbCTaBa Ha IPOOYKTa OT pEakTMBa IO €CTECTBO M KOJIMYECTBO MIIM KOHLUEHTpalMsd Ha aKTMBHATa
(I/ITC) C’bCTaBKa(I/I) Ha pCaKTI/IBa(I/ITC) nim Ha6opa, KaKTO U CTAaHOBUIIE, KOIATO € MOOXONALLIO, Y€ M3OEINECTO ChbIbpKa
Ipym1 CbCTaBKM, KOUTO MOXKE Ha NOBIIVAAT BbPXY M3MEPBAHNATA,

I/I) CIIMCBK Ha IMPEOoCTaBEHUTE MaTepuaiy M Ha ClHeIMATHUTE MaTtepuany, KOUTO ca H€06X0]II/IMI/I, HO HE cCa
MpeoCTaBeHu;
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1)  3a u3NeNMsITa, MPENHA3HAYECHM 33 M3IONI3BaHe B KOMOMHALMS C IPYTM M3Ierust Uiyt o0opyHBaHe ¢ O6LIO MpeIHa3-
HaueHye, WM UHCTaUPaHy MM CBBP3aHM C TAX:

— I/IH(l)OpMaLII/IH 3a I/IJICHTI/IC])I/IL[]/IpaHe Ha TE€3M mU3genus uin o6opynBaHe, 3a J1a ce Ioyun BajmMaoMpana u Ge3omacHa
KOM6I/IH311MH, BKJIIOUUTEITHO OCHOBHUTE XapaKTCPUCTUKIN Ha HeCTBUETO, I/I/I/IJ'II/I

— MHQOpMALYLS 34 BCHYKY M3BECTHM OTPaHMUCHNS 33 KOMOMHMpPaHe Ha M3IENust U 060pymBaHe;

K) [a Ce [0COYaT BCUYKM MPWIOKMMIU CIELMAIHM YCIOBUSL Ha ChXpaHeHue u[win paboTa ¢ mamenmero (Hampumep
TEMIIepaTypa, CBETIINHA, BIAXHOCT U HP.);

]'I) CTaOUITHOCT npn yl'IOTp€6a, KOETO MOXKE [1a BKJIIOYBA YCIIOBMATA Ha CbXpaHEHME M CPOKa Ha TOIHOCT CJIEH IIbPBOTO
OTBapsiHE Ha OCHOBHMSA KOHTCIZHCP, 3a€IHO C yCJIoBMATa Ha CbXpaHEHUE U CTaOUITHOCT Ha pa6OTHI/IT€ pa3rBopu,
KOraTto ToBa € uenec1306pa3H0;

M)  aKO M3JIENIMETO Ce JOCTaBsl CTePUIIHO, NIOCOUBAHE HA CTEPUITHMSA MY CTAaTycC, MeTONA 3a CTEPMIIM3ALMS M MHCTPYKLMM
B CITy4ail Ha HapylIaBaHe HA LIETIOCTTa Ha CTEPUITHATA ONAKOBKA Mpedy ynorpeda;

H) MHQOpMAuMs, KOATO [aBa BB3MOXKHOCT Ha MOTpeOmrens na Oboe MHGOPMMPAH 3a BCUUKM TMPETYNPEKICHNUS,
TIpEMa3HN MEPKY M[WTM HEHCTBUS M OTpaHMdYeHust Ha ymorpebara Ha umermero. Tasu uH$OpMarms obXxBaia,
KOTaTo € MOAXOMSLLO:

i) mpemympexneHus, MpeNNasHX MEPKY M[WITM MEHCTBUS TIPM HEMPABMITHO (YHKUMOHMpPAHE HA W3IETMETO WM
NpyM YBpEeXHaHeTo My (MPU3HAK 33 KOETO Ca NMPOMEHMTE BbB TMUIIA My), KOMTO MOIAT [1a MOBIMSST Ha
HEeNICTBUETO,

11) npenynpexnenns, npennasHn MEpKu I/I/I/[]'II/I HeNCTBUSL TI0 OTHOILEHVME Ha eKCIO3UIUS Ha pa3yMHO IpenBUONMU
BbHIIHN BIIMAHUS WM YCIIOBUSI Ha CpefaTta, KaTO MAarHMTHM IOJIETA, BBHIIHM CIIEKTPUUECKM M EIIEKTPO-
MarHuTHU e(l)eKTI/[, €IIEKTPOCTaTUYEH pa3psn, JIbYEHME BBB Bpb3Ka C MOMArHOCTUYHM WM TEPANIEBTUYHU
npouenypu, Hajlsirane, BIIaXKHOCT MIIM TEMIIEpaTypa,

iii) mpemynpexmenus, mpeanasHu MepKU [N MECTBUSI MO OTHOIICHME HA PUCKOBE OT CMYIIEHMS OT Pa3yMHO
IPEABMAMMOTO TNPUCHCTBME HA M3NENMETO INPUM  KOHKPETHM MMArHOCTUYHM M3CTIENBAHNsA, OUEHKM WM
TEpaNeBTUYHO JieUeHue MM HPYrM IIPOLENypH, HAIpUMEp eNeKTPOMArHUTHO —CMYUIEHME, MU3IIBYEHO OT
M3IENIMETO U 3acsTralio Ipyro o0opymBaHe,

iv) mpenmasHM MepKM BB BPB3KA C MaTepyali, KOMTO Ca BKITIOUEHM B M3IENNETO, CHABPKAI WM ChCTOSUIM Ce
or CMR BemecTsa, MM HapylUTeny Ha (YHKUMUTE HA CHIOKPUHHATA CHCTEMA, MM KOMTO OMxa Mormu ma
JIOBENAT [0 UyBCTBUTEIHOCT VTN JIEPIMYHA PEAKLVs Ha MALMeHTa MM [OTpeGuTers,

V) aKo M3IeNMETO ¢ 3a eOHOKpaTHA ymorpeba, Ia ce MocouM TOBA. YKA3aHMETO Ha IPOM3BOMMTEIIS 33 eIHOKPATHATA
ynorpeba e mocnenosarenHo B uemst Chro3,

Vl) AKO M3MIEIMETO € 3a MHOTOKpaTHa yHOTpe6a - I/IH(l)OpMaIII/lF[ 3a TIOAXOOAIINTE MPOLECCH, TaBalliyl Bb3MOKHOCT 3a
IIOBTOpHA yHOTpC6a, BKIJIIOUUTEITHO IIOYUCTBAHE, ]ICSI/IH(])CKLU/IH, 066333})&35[331-[6, OIIaKOBaHE W, KOrato ¢
NPWIOXKVMO, BamuaMpaH METOI 3a IIOBTOpPHA CTEpUIIM3ALINA. HpeHOCTaBH ce I/lH(l)OpMal.U/IH 3a TOBa KaK Ma ce€
YCTaHOBM KOTra M3HENMETO Oa IPECTaHEe Oa Ce M3IO0JI3Ba, HAIIpMMED IIpY MPpU3HALM 3a YBpEXIaHE Ha MaTepuarna,
MM Ce IM0COoYBa MaKCMMaAJICH 6p0]71 IIOBTOpHU yHOTpe6I/I;

0)  BCSKAKBM MPEIYNpPexXIeHNs M[UIH Hpenra3H MepKM BbB BPb3Ka C MOTEHIMANHO MHGEKUMO3EH MaTepua, KOiTo e
BKITIIOUEH B U3JIETNETO;

M KOraro e LenechO0pasHO — M3MCKBAHWS 3 CIELMAIIHM CHOPBXKEHNS, HALPUMEP YMCTA CTasl, WM CIELMANHO
obyueHue, Harpymep Ge30MACHOCT IIPH THUCHNMS, IV KOHKPETHM KBATMQUKALM Ha LieNIeBNsT IOTpebuTer;

p)  yciosust 3a B3eMaHe, paboTa i IOrOTOBKA Ha MPOOaTa OT YOBEIIKOTO TSUIO;

¢) nogpoOHOCTY 3a BCSKO MOITOTBUTENIHO AEMCTBIME MITM MAHMITYJIALMS Ha M3MENMETO, KOETO e ce M3ION3BA, KAKTO e
IPEABUIEHO OT IPOM3BONUTEIIS, IIpelM TO fa € TOTOBO 3a yrorpeba, HAampuMep CTEPUIM3ALMS, OKOHYATEITHO
KOMIUIEKTYBaHe, KauOpupase u mp.;

T) uHdOpMauMsTa, HeOOXOMMMA 3a MPOBEPKA HA MPABMITHOTO MHCTANMPAHE HA MBNENMETO M HAa TOTOBHOCTTA MY 3a
0e30MmacHO MeiiCTBME, KAKTO € MPEIBUICHO OT MPOM3BOIMTENS, KOTATO € Ienecho0pasHo, 3aefHO ChC CIIENHATa

nHOpMALIS:

— JIaHHM 33 €CTECTBOTO M YECTOTATA HA M3BbPIIBAHE HA npod)mnaKquaTa VI peoBHaTa MOAIPBKKA, BKITIOUNTEITHO
TNOYNUCTBAHE U JZ[CSI/IH(l)CKI.[]/I}(,

— TI0COYBaHE Ha BCMYKM KOHCYMAaTVBM M Ha4MHA Ha CMsHATA UM,
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— I/IH(l)OpMaHI/lH 3a BCJAKO €OHO HCO6XO]II/IMO KaJ'II/I6pI/lpaH€ 3a IPaBUIIHOTO U 6e30MacHOTO (l)yHKIHAOHMpaHe Ha
M3OEINETO 10 BPpEME Ha €KCIIOATALIMOHHMA MY CPOK,

— METOOM 3a HaMmalliBaHE€ Ha PUCKOBETE 3a JMIaTa, Y4dacTBallM B MHCTAIIMPAHETO, Ka]'II/I6pI/[paH€TO nim
O6CJ'Iy)KBaHeTO Ha M3genmsiaTa,

y) KOraTo € npuioXuMo — NPENOPBKY 3a MPOLEOYPUTE 32 KOHTPOII Ha KaYECTBOTO,;

¢) MerTponorMyHaTa IPOCTENMMOCT HA CTOHOCTHTE, ONpENeNieHM Ha KanuOpaTtopute M KOHTPONHMTE MATepUai,
BKITIOUMTEIIHO MOCHTUGMKALMS HAa IPWIOKEHNTe pPedepeHTHM Marepuamui Wu/uim pedepeHTHM MpOLENypH 3a
M3MepBaHe OT [O-BUCOK pell, ¥ MH(OpMALMs 32 MAKCHMAJIHATA (CAMOpa3pelleHa) pasiinKa MeXily OTHETHY MapTyy
CbC ChOTBETHUTE CTOMHOCTM M MEPHU EIMHULIN;

X) TpOLeIypa 3a aHANu3, BKIIIOYMTEITHO M3UMCIICHNS! M MHTEPIIPETHPAHE HA Pe3yNTATUTE U KOTaTO € LenechoOpasHo —
I e HeoOXOIMMO Ha ce OOMMCITM Bb3MOXKHOCTTA 3a NPOBEXNAHE HA M3IMTBAHE 33 INOTBbPXKIEHNME; KOTATo €
IPWIOKMMO, MHCTPYKLMUTE 3a YIIOTpeDa ce MpUApyKaBaT OT MHPOPMALMSA 3a PasnyKaTa MeXIy OTACHM NapTUu
CbC CHOTBETHUTE CTOHOCTY Y MEPHM EINMHULI;

) XapaKTepUCTUKUTE HA aAHAIUTMYHOTO [EHCTBME, HANPUMEpP AHAIMTUYHA YyBCTBUTENIHOCT, —AaHANIMTUYHA
CrennUUHOCT, BIPHOCT (OTKIIOHEHIST), IPELM3HOCT (IIOBTApSIEMOCT M BB3IPOM3BOMMMOCT), TOYHOCT (IIPOM3THYAILIA
OT BEPHOCTTA ¥ MPELM3HOCTTA), IPAHNMIM HA OTKPUMBAHE ¥ OMANA30H HA M3MepBaHe (MHOpMais, HeoOXomMMma 3a
KOHTPOJI Ha M3BECTHMTE CHOTBETHM B3aMMOMENCTBMS, KPBCTOCAHM PEAKIMV M OTPaHMYEHMs HA METONa), AMAIa3oH
Ha VM3MepBaHe, IMHEITHOCT 1 MHQPOPMALILS 3 M3ION3BAHETO HA HAMYHMTE PeepeHTHNM MPOLENyPU M MaTepuaiy 3a
M3MepBaHe OT MOTpeOuTeNsy;

4)  XapakTepyCTMKUTE Ha KIIMHMYHOTO JeNiCTBME, OnpefeneHy B pasfen 9.1 oT HaCTOAWIOTO NPUIIOXKEHME;
1) MaTeMaTM4ecKysl TNOIXON, 10 KOWTO ce M3BbpIIBA M3UMCIISIBAHETO HA aHATMTUYHMS pe3yITaT;

) KOTaTO € LenechoOpasHo, XAPaKTEPUCTMKM HA KIMHMYHOTO MEIICTBME, KAaTO IMPAaroBa CTOMHOCT, AMAarHOCTMYHA
YyBCTBUTENHOCT ¥ AMAaTHOCTUYHA CIELM(UUHOCT, TIONOKUTENHA ¥ OTPULIATEIIHA IPOTHO3HA CTOIMHOCT;

aa) KOIaTo e Lenecho0pasHo, pedepeHTHUTE MHTEPBAIM [IPY HOPMAJIHM M 3aCErHATY IPYIU OT HACeleHMeTo;

a0) undopmauys 3a MHTepdepHpalIM BEWECTBA WM OrPAaHMYCHNS (HAIPUMEP BM3YanHM [OKA3ATENCTBA 33 XUIEpIIH-
IMIEMISE WM XEMOIIN3a, Bb3PACT Ha MpoDara OT YOBELIKOTO TSUIO), KOMTO MOIAT [1a HIOBMMSSIT HA HEHCTBUETO Ha
UBIENETO;

aB) MpeIyNpexKIeHIs! UM IPeMNa3Hy MEpKY 3a yrlecHsBaHe Ha G30MaCHOTO YHMIIOXABAHE HA M3HEINETO, PUHATNICK-
HOCTMTE 32 HEro M KOHCYMATMBMTE, KOMTO Ce M3ION3BAT C HEro, ako MMa Takusa. Tasy uHpopMaums obxsalua,
KOIaTo € MOXONALIO:

i) uHeKuMM WM MMKPOOHNM OIACHOCTM, HANPUMEP KOHCYMATVBY, 3aMBPCEHM C MOTEHIMATIHO MHQEKLMO3HY
BEIIECTBA OT YOBEIUKM MPOVU3XOL,

ii) exONOrMYHM OMACHOCTH, KATO HANpMUMep OaTepuyt MM MaTepyaiy ¢ MOTCHLMAIHO OIACHU HIMBA Ha IThUCHME,
iii) Quayuecky OMacCHOCTH, KaTO HAmpyUMep eKCILIO3NUS.

ar) JMMETO, PErMCTPUPAHOTO THPTOBCKO HAMMEHOBAHME WIM PETMCTPUPAHATA THPIOBCKA MapKa Ha IPOM3BORMTENIS U
azpeca Ha PETMCTPUPAHOTO MY MSCTO Ha CTOMAHCKA JEHHOCT, HAa KOETO MOXKe [ Ce OCHLIECTBI BPb3KA C HEIO U
KBETO MOXE [ Ce YCTAHOBYM MECTOINOJIOKEHNMETO MY, 3aeIHO C TeleQOHEH HOMEp M/ HoMmep Ha ¢akc v/uimm
anpec Ha yeGcaliTa, KbIETO MOXe [Id Ce TONyUM TEXHNUECKa TIOMOLLL;

af) IaTa Ha MBrOTBSIHE HA MHCTPYKUMMTE 3a ymoTpeba mimi, ako ca 6wy mpepaGoTeHa, mata M MIEHTHQUMKATOp HA
nocrenHaTa npepaboTKa Ha MHCTPYKLMMTE 3a ymoTpeda, ¢ SCHO 0003HAUEHNE HA HANPaBEHNUTE IIPOMEHM;

ae) yBeoOMsBaHE Ha HOTpe6I/IT€HH, ue BCEKM CEPMO3CH MHLIMIEHT BbB BPb3Ka C MBOEIMETO CE€ MOKIIAJBa Ha ITPOU3BO-
IUTENA M KOMIIETEHTHUSA OpraH Ha IbpXKaBaTa YJIEHKA, B KOATO € YCTAHOBEH HOTp€6I/ITeHHT I/I/I/IHI/I IMAVIEHTBT,

a}K) KOrato Ha60pI/ITC OT M3HENMA BKIIIOUBAT OTHEIIHM PEAKTMBM WM M3IENNA, KOUTO MOraT Ha ce€ IPEloCTaBAT KaTo
OTHEITHM M3[ENNA, BCAKO OT Te3M M3HCINA OTroBapsd Ha M3MUCKBAHMATA Ha MHCTPYKUMMUTE 3a yHOTpe6a 1o
HacTOAIMS pasfierl M Ha M3NCKBaHMATA Ha HACTOSALLIMS PEITIAMEHT;

33) 3a M3OENNs, BKITIOUBALN B CbCTaBa CU IIPOTpaMMUPyEMM €TIEKTPOHHU CUCTEMM, BKITIOUUTEITHO coc])Tyep, nm CO(l)Tyep,
KOJTO cam 110 cebe cn MpencTapisABa UNENNe — MUHUMAITHU V3VCKBAaHMA 33 Xapayepa, XapaKTEPUCTUKUTE Ha UT
MpPEXUTE U I/IH(l)OpMaHI/lOHHO-TCXHO]'lOI‘I/I"IHI/ITC MEpKM 3a CUTYPHOCT, BKIIIOUUTEIITHO 3allTaTa Cpelly HENO3BOJICH
JOCTBII, KOATO € H€O6XOIII/IM3, 3a 1a MOXe c0<1)Tyep1>T a (])yHKIII/lOHI/[pa 110 MpenHa3HauYEeHNE.
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20.4.2. OcBeH TOBa MHCTPYKLUMUTE 3a ynorpeba Ha M3MENMATA 3a CAMOTECTBAHE OTTOBAPAT HA BCUUKM MPYMHLMAY NO-IONY:

a) masa ce mompoGHa MHPOPMALMS 32 MPOLEMypaTa Ha TeCTa, BKIIOYMTEIHO MOATOTOBKA HA PeaKTHMBUTE, B3eMaHe Vi[uiu
TMOJTOTOBKA Ha mpobuTe, 1 MHPOPMALIAS 33 HAYMHA Ha TPOBEXKIAHE HA TECTa U THIIKYBAHE Ha Pe3yIITaTuTE;

6) KOHKpETHMTE MONPOOHOCTYM MOTaT [a Ce M3IYCHAT, NPY YCIOBME de OCTAHANaTa MHQOpPMALULS, MPENOCTaBeHa OT
IIPOM3BOMMTENIS], € HOCTAThYHA, 32 [a [03BOJIM MOTPEeOUTENIAT 1a M3ION3BA MIEIMETO U [1a pasdupa MOyUeHNsT(Te) ¢
HEro pe3yInTar(u);

B) B IIpEIHAa3HAYEHMETO HA UBHEIMETO CE IPENOCTaBsA NOCTATbUHO I/IH(])OpMaLU/IH, KOATO [Ia ITI03BOJIM Ha HOTpe6I/IT€]’l$I aa
pa36epe MEOMIMHCKMSA KOHTCKCT U Ia MHTEPIIPETNpa IPABUITHO PEIYIITATUTE;

I) pesynTaTMTE Ce M3pa3sBAT ¥ MPEICTABSAT MO HAUMH, KOMTO [a € JIeCHO pasdupaeM OT LeNeByst NoTpeduTers;

I ueOpMAlMITAa Ce IPENCTaBs Ha IMOTPeOMTENST CbC ChbBET 3a MNEICTBUS, KOMTO [ia Ce MpelipyeMar (B CIydail Ha
TNOJIOXKNTENIEH, OTPUIATENIeH WM MeXIMHEH pe3yNTaT), 3a OIpaHMYEHNMATa Ha TecTa M 33 BB3MOXKHOCTTA 3a
HEJIE/ICTBUTEIeH IONOXUTENIeH WM OTpULaTeneH pesynrar. [Ipencrasst ce u mHQOpMauus 3a BcekM emuH (axTop,
KOIITO MOXe [a NOBJIMsie Ha pe3yNiTara OT TecTd, HaIpuMep BB3PACT, MOJ, MEHCTpyauusi, MHGEKIMS, CIOPTYBaHE,
TIOCTEHE, IMETa WM TIpYeMaHe Ha JIeKapCTBa;

€) mpencraBeHata MHQOPMALMs BKIIIOUBA TEKCT, SICHO MOCOYBALN, ue MOTPeOMTENAT He CNiefBa [a B3eMa HMKAKBO
pelleHye OT MeMUMHCKA [JeHa TouKa Oe3 MpeBapuTeNHa KOHCYNTALMsl ¢ MOOXOISIINS MEIMUMHCKY CIIELMAIIICT,
MHQOPMALIVSI 33 BB3IEHCTBUSTA M PA3IPOCTPAHEHNETO Ha GONeCTy M MY HAaMYHOCT — KOHKpeTHa MH(OpMaLws 3a
I'bpxKaBaTa(ute) wieHKa(u), B KOSATO(KOMTO) M3IENMETO ce MycKa Ha Ia3apa, 3a TOBA Kbie MOTPeOMTENAT MoXe
NOJyYM [ONBIHUTESHY KOHCYNTALMM, HAIPUMEp HALMOHAIHM TelleOHHM HOMepa 3a OKasBaHe Ha IIOMOLL,
yebcaitrose;

XK) 3a M3IENMATA 33 CAMOTECTBAHE, KOMTO Ce M3ION3BAT 32 HAOMIONEHME HA Beve NMATHOCTULMPAHO ChIIECTBYBALIO
3a00IIsiBaHe WM CHCTOSIHME, B MHQPOPMALIITA Ce yKa3Ba, Ye MALMEHTHT CIelBa I1a IPOMEHS JIEYCHNUETO CaMO aKO €
IIpeMIUHAI [IPe3 ChOTBETHOTO OGyUeHNe 3a LeNTa.
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TTPUTIO2KEHME 11

TexHuuecka HOKYMCHTAL

Texunyeckara HOOKyMEHTaUMsA ¥, aKo € HpMHO}I{I/IMO,HCﬁHOTO pe3roMme, M3rOTBEHM OT IIPOM3BOOMTENIA, €€ IPEOCTABAT IO SCEH,
OpranmsmpaH, J€CEH 3a TbPCEHE VM HEUBYCMMCIIEH HA4YMH ¥ BKIIIOYBAT IIO-CIIEHMAIIHO EIIEMEHTUTE, I/I36pOCHI/I B HACTOSLIOTO

TIIPUIIOXKEHME.
1. OIVCAHME U CIIEUMOUKALINA HA VBIEIMETO, BKITFOUMTEITHO BAPUAHTY U IIPUHAIITEXKHOCTU
1.1. Onmcanyie u CeumMUKALS Ha M3IETMETO

a) uMe Ha MPOMYKTa MM THPIOBCKO HAMMEHOBAHME 1 OOLIO OMMCAHME HA M3ENMETO, BKIIOUNTEITHO NpEeIHA3HAYCHUETO
My U LieTieBUTe OTpebuTeni;

0) 6azop UDI-DI, kakTo € mocoueHo B yactT B or mpmioxeHme VI, ompemeneH OT MPOM3BOAMTENS 3a CHOTBETHOTO
M3Menye, BeIHAra NPy HaINYHA MICHTMQUKALMS HAa M3IENMETO Bb3 OCHOBA Ha cucreMara UDI, wmm mpyra sicHa
MICHTUUKALIS Ype3 IPOIYKTOB KOM, KATaOXKeH HOMep MM pyra HeByCMUCIIEHa CIPABOYHA MHQOPMALIVS, KOSTO
[IaBa Bb3MOXKHOCT 3a NPOCIIENMMOCT;

B) [NpenHA3HAYEHMe HA M3IENMETO, KOETO MOXKe [a BKIIOUBA MHQOPMALILS 3a:
i)  KakBO TpsOBa ma ce OTKPMBA M/MIM M3MeEPBa C HETrO;

ii) QyHKuUMSTA My, KATO HATPUMEpP CKPUHMHT, HAOMIOMeH e, IMArHOCTHIMPAHE MM [IOMOIIHO CPELICTBO 3a [IMArHO-
CTMUMPAHETO, IPOTHO3MPaHE, IIPEABIKIAHE, ChIIBTCTBALIO U3MENNE,

i) KOHKPETHOTO 3[PABOCIIOBHO HapylleHMe, ChCTOSIHME WMIM PUCKOB (AKTOp, KOMTO € NpedBMIACHO 1a OTKpHe,
ompenenyt Wi IudepeHImpa,

iv) mamm e aBTOMATMYHO MIIM He,

V)  IanmM e 3a KauecTBEeHa OLIEHKA WM 3a IOJyKONMYECTBeHa UMM KOJIMUECTBEHA OLICHKa,
vi) Buma Ha HeobxomuMara(ute) mpoba(u) OT YOBEUIKOTO TSIIO,

vil) KOrato e NpMUIOXMUMO — IPyIaTa OT HACeNIeHUEeTO IPY M3MUTBAHETO,

viii) ueresust norpeburers;

iX) oOcBeH TOBA, 3a CBIBICTBAIMTE M3NENMsS — CHOTBETHATA lieNieBa TIPyNa HAceNeHMe M CBbp3aHMs(Te)
TIeKapcTBeH(M) IPOLyKT(1);

I) OmMCaHMe Ha NPVMHINMIA HA METOIA 33 aHIIM3 WM Ha IPMHUMINTE HA JEVICTBME HA MHCTPYMEHTa;
[) OCHOBAHMSTA 33 KBAIMQULMPAHETO HA IPOIYKTA KATO M3LIENeE;

€) Kiac Ha M3IENMETO B 3aBUCHMOCT OT PHcKa M 0OOCHOBKA 3a IPAaBWIO(a) 3a Kacu(MKALs, MPUIATaHO(M) ChIACHO
npunoxenue VIII;

)K) OmMCaHNe€ Ha KOMIIOHEHTUTE M KOIaTO € IIOOXOOAIIO — OINNMCaHME Ha PEAKTUBHUTE CHbCTABKM HA CHOTBETHUTE
KOMIIOHEHTHU, KaTO aHTUTEIIA, AHTUTE€HU, npaﬁMepM Ha HYKJICMHOBUTE KUCEIIMHU,

1 KOIaTo € IIpUII0KNMO:

3) OMMCAHME HA B3EMAHETO HA MPOOMTE M TPAHCIOPTHUTE MATEpUaiy, NMPENCTABEHM C MBMENMETO, WM OIMCAHME Ha
TIpenophuaHnTe 3a ynorpebara CrelmPuKaImm;

I/I) 3a MHCTPYMEHTUTE 3a aBTOMATUYHM aHAIM3M: OIMCAHME Ha XapaKTEPUCTMKUTE Ha INOOXOOAIINTE aHAIM3U WIIN
CIIEIMAITHUTE aHAJIN3U;

1) 3a aBTOMATMYHWTE AHANM3N: OMNCAHME HA XapAKTEPUCTMKMTE HA MONXOMUINMTE MHCTPYMEHTH WM CIEUMaTIHUTe
VIHCTPYMEHTY;

K) OIMCaHMe Ha coTyepa, KOITO TPsOBa [a Ce M3IOM3BA C U3IENNETO;

J) OMMCAHME WM IBIICH CIMCHK HA Pa3MMyHUTE KOH(MIYPALMV/BAPMAHTYM HA M3IENMETO, MNpEOHA3HAYCHO @A Ce
IPeoCTaBy Ha I1asapa;

M) ONMcaHNe Ha NMPUHAMIEKHOCTUTE 3a UBHOEINETO, OPYIN M3OEINA M OPYyTY MPOIYyKTH, KOUTO HE Ca UBIEINs, KOUTO Ca
NnpeaHasHa4YeHN 3a U3IOJI3BaHE B KOM6I/IH3L[I/I5[ C U3IEIUETO.

1.2. [MozoBaBaHe Ha MPEOXOIHM M CXOIHM IOKOJIEHVS Ha MBIENETO

a) Ipernen Ha HPCHXOHHOTO(I/ITC) IIOKO]'IeHI/IC(H) Ha U3OeInero, HpOI/IBBe]ICHO(I/I) OT IIPOM3BOOMUTEIIS, KOraTO MMa TaKyBa
U3OENNA;

6) Ipernen Ha I/IJICHTI/I(I)I/[III/[paHI/ITC CXOOHM M3HOenus, NPENOoCTaBEHM Ha Ia3apa Ha Cpro3a um Ha MEXIOyHapOOHUTE
nasapy, KOrato MMa TakyBa U3IOEINA.
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2. MHOOPMALIMS, KOATO CE MPEOOCTABS OT [TPOM3BOOUTEIS

IIbreH KOMIUIEKT OT:

a) eTukera(uTe) BBbPXy W3HENNETO M ONAKOBKAaTa My, KaTO HalpuMep eIMHMYHA ONAKOBKA, ThProBCKAa OMAKOBKA,
TPAHCIIOPTHA ONAKOBKA B CIIy¥ail Ha CreluuuHM YCIOBMS 33 YIpaBieHMe, Ha €3ULMTE, NPUETO(M) B IbpXKABUTE
4fIeHKM, B KOMTO € TPeNBUIEHO fIa ce MPOoMiaBa U3IeNNeTo;

0) mMHCTpyKumMuTe 33 yrorpeba Ha e3uiuTe, MPUETM B TbPKABUTE WIEHKM, B KOMTO € IPENBMACHO Ha Ce MPOHaBa
UBTIEINETO.

3. MHOOPMALINSA 3A IMPOEKTUPAHETO UM ITPOM3BOACTBOTO
3.1. VEdopmMaryist 3a IPOEKTUPAHETO

VHpopMaumsTa, IO3BONSBAIIA [1d OBIAT Pa3OpaHy eTaruTe Ha MPOEKTUPAHE HA UBIENMETO, BKITIOUBA:

a) OmMCaHVe Ha KPUTUYHMTE ChCTABKM HA M3HENNETO, KaTO aHTUTeNa, aHTUICHN, eH3VIMM U TpajiMepy Ha HYKIeMHOBUTE
KVCEIMHM, KOUTO Ca TPETOCTABEHI MM HPENOPbYaHN 3a yroTpeda ¢ M3HENmeTo;

0) 3a MHCTPYMeHTUTe — OMMCAHME HA OCHOBHUTE TMOTCHCTEMM, AHATIMTHYHA TEXHOJOTHS, KATO HATIPUMEp MPUHIMIA Ha
paboTa 1 MeXaHM3MI 33 KOHTPOJI, CIeLMalieH KOMIIIOTBPeH Xapiyep u codryep;

B) 3a MHCTPyMEHTHTE U codTyepa — Iperiel Ha LsUlaTa CUCTEMa;

1) 3a coTyepa — OIMCAHME HA METOTOJIOTMATA 3a MHTEPIPETUPAHe Ha TaHHUTE, a UMEHHO aNTOPUTHMA;

I) 3a M3MENMSATA 3a CAMOTECTBAHE MM TeCTBaHe Ha MACTO — OMMCAHME HA MPOEKTHMUTE ACTIEKTH, KOMTO TM IPABST
TONIXOMISILIM 32 LIeJIUTE Ha CAaMOTECTBAHETO MIIM TeCTBAHETO Ha MSCTO.

3.2. VEdopmammst 3a MPOM3BOICTBOTO

a) mMHpopMaLMs, TMO3BONsABAlA [1a ObIAT Pa3dpaHy MPOMBBOACTBEHMTE IPOLECH, KATO IPOM3BOLCTBO, KOMIUTEKTYBAHE,
VBNMTBAHE HA KPAiHMs IMPOMYKT M OMAKOBAHE HA TOTOBOTO M3mesue. IIpemocTass ce mo-mogpoGHa MHGOpMAums 3a
OfIMTa HAa CUCTEMATa 3a YIpaBlieHMe Ha KauecTBOTO MM Ha OCTAHAIMTEe NMPWIOKVMMY NPOLENypy 3a OlEHsSBaHE Ha
CBHOTBETCTBUETO;

0) mocouBaHe Ha BCMYKM OOEKTH, BKITIOUMTENTHO TOCTABYMUM M MOHM3ITBIHUTENM, KBIETO Ca M3BBPLIBAHM IPOM3BOII-
CTBEHU HEHOCTH.

4. OBILIM MBUCKBAHMS 3A BE3OITACHOCT U OENCTBUE

[TokyMeHTaLMATa CHAbPXKA MHPOPMALIMSA 34 JIOKA3BAHETO HA CHOTBETCTBMETO C OOLMTE M3MCKBAHMS 33 0€30IaCHOCT U

MefCTBME, YCTAHOBEH!M B NPUIIOXKeHMe I, KOMTO ca NpUIOXMMU 33 M3MIETIMETO NPEIBUI HETOBOTO IpedHa3HaueHue, 1

BKITIOYBA ODOCHOBKA, BAJMIMpPAaHe M TMPOBEPKA HA PELIEHMATA, BB3MPMETH C LeN Cha3BaHe HA Te3u W3MCKBAHMS.

Toka3BaHETO Ha CbOTBETCTBMETO BKIIIOUBA OLIE:

a) o0mmuTe M3MCKBAHNS 32 OE30MACHOCT M MEICTBIE, KOUTO Ce MPUITAraT KbM U3MIENMETO, KaKTO M OOSICHEHMeE 3aII0 He ce
TpUNarar IpyTy M3MCKBAHNS;

0) Mmetopa(uTe), M3MON3BAH(M) 3a HOKA3BaHe HA CHOTBETCTBMETO C BCAKO €IHO NPUIOKMMO OOLIO WM3MUCKBaHE 3a
6e30MacHOCT ¥ NIEHCTBIE;

B) NpUIOXKEHNUTe XapMOHM3upanHu cTaHgapty, OC umm OpyTy peuieHms;

I) TOYEH ONNUC HAa IIPOBEPEHMTE MOKYMEHTM, ChIbPXKAIIM MOKA3aTENCTBA 33 CHOTBETCTBUETO C BCEKM IPUIIOKEH
xapMoHM3upan cranmapr, OC WM Jpyr MeTOR 3a YCTAHOBSIBAHE HA CHOTBETCTBMETO C OOLIMTE M3UCKBAHMSA 33
GesoracHocT u meiictBue. MH$opMaumsaTa Mo Hactosara Oykea BKIKOUBA MPEMPAaTKA KbM MSCTOTO, KBIETO CE
HaMmupa CHOTBETHOTO IIOKA3aTeNICTBO B ITBJIHATA TEXHMYECKA MOKYMEHTALMS M aKO € IPUIIOKMMO —Pe3lOMeTo Ha
TeXHMUeCKaTa JOKyMEHTaLMSL.

5. AHAJIN3 HA PUCKA U TIOJIBUTE U YTIPABITEHME HA PUCKA

[TokyMeHTaLMsTa CHIbPKA MHGOPMALIVS 3a:
a) aHanyM3a Ha pycKa U MonauTe 1o pasgenu 1 u 8 or mpunoxenue I, u

0) BB3MpPUETUTE pelleHNsS U Pe3yNTaTUTe OT YIPABICHUETO Ha PUCKA 10 pasfen 3 OT mpuloxenue L.
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6.1.

6.1.2.1.

6.1.2.2.

6.1.2.3.

6.1.2.4.

6.1.2.5.

[TPOBEPKA HA MPOIOYKTA U BAJIMOMPAHE

[TokyMeHTALMSTA CHIbPKA PE3yNTATUTE Y KPUTHUHIS aHATIM3 OT BCHUKY NPOBEPKI M M3IMTBAHIS 32 BAIMIMpaHe V[Uim
HaInpaBeHNTe IIPOYYBAHMSA C LNl OKA3BaHE Ha CHOTBETCTBMETO HA MBIENMETO C M3NCKBAHMATA 110 HACTOSIIMSA PErjlaMeHT
¥ TI0-KOHKPETHO C TMPUITOXMUMITE OOLIM M3MUCKBAHMS 33 OE30IaCHOCT 11 [eiiCTBHe.

Topa BKIIOUBa:

VdopMaryst 3a aHATIUTUYHOTO NIEICTBUE HA U3HETMETO
By po6u OT YOBEWIKOTO TSIIO

B Hacrosmms pasmen ca OMMCAHM Pa3MUHMTE BUIOBe HPOOM OT YOBEUIKOTO TSJIO, KOMTO MOIAT IIa Ce aHaJM3Mpar,
BKJTIOUMTEIIHO CTaOWJIHOCTTA MM, KAaTO HAIpMMep YCTIOBMSTAa HAa CbXPaHEHMe, KOTaTo € HPUIOXMMO — YCIOBMATA Ha
TPAHCIIOPTUPAHE Ha MPOOMTE U C OIJIeN Ha CIEUIHUTE METOMM 33 aHATM3 — MHQOPMALMS 3a TEPUOM OT BPeMe MEXITy
B3eMaHeTO Ha [po0aTa M HeVHNsS aHaIU3 U YCIIOBUATA HA CbXpaHEHMe, KAaTO HAlpUMep MPOIbIKUTEIHOCT, OpaHUMYeHNMs
110 OTHOLICHME Ha TeMIIEPaTypaTa M LUKIM Ha 3aMpassiBaHe/pa3MpassBaHe.

XapakTepuCTUKM Ha aHAIUTUYHOTO MHEVICTBME
TouHOCT Ha M3MEPBAHETO

a) BsipHOCT Ha M3MepBaHETO

B Hacrosiums pasmen e mpepcraBeHa MHGOpMAuMs 3a BEPHOCTTAa Ha IPOLENypaTa 3a M3MepBaHe ¥ ca 00oOueHu
OCTATBYHO MONPOOHO HAHHMTE, 3a Ha Ce Jaje Bb3MOXKHOCT 3a OLCHSBAHE HA YMECTHOCTTA HA CPEJICTBATA,
U3MON3BAHM 3a YCTAaHOBSBaHe Ha BEPHOCTTA. V3MepBaHETO Ha BEPHOCTTA Ce INpMUIIara KbM KOIMYECTBEHUTE U
KAueCTBEHUTe AaHAIM3M CAMO KOTAaTO ChIIECTBYBAa CepTMQUUMPAH pedepeHTeH Marepuan WM CepTUdULMpPaH
pedepenteH MeTop.

0) IpeumsHOCT Ha U3MEPBAHETO

B Hacrosmms pa3fen ca onmMcany M3IMUTBaHMATA Ha MOBTOPAEMOCTTAa U Bb3IIPOM3BOAMMOCTTA.

AHanmuTUYHA UyBCTBUTEITHOCT

B Hacrosmmst paspen e BKIIoueHa MHGOPMALMs OTHOCHO MPOEKTA HA M3IMTBAHETO M Pe3ynTaTuTe. B Hero ce mpepcrass
OIycaHue Ha BUMIA Tpoba 1 MOIroTOBKATa, BKITIOYMTEITHO MATPULIATA, HIBATA HA AHATIMTMUHMS NApaMeThp M HAUMHA, 110
KOJTO ca ycTaHOBeHM HuBata. [IpeficTaBst ce v OposiT Ha PeINIMKATHUTE, MBIUTBAHM NPY BCSIKA KOHLEHTPALs, KAKTO U
OIMICaHNME Ha M3UMCIIEHNETO, U3MOTI3BAHO 3a ONpeNeNIsAHe Ha UyBCTBUTEIHOCTTA Ha aHa/M3a.

AHanmMTUYHA CHCHI/I(I)I/I‘IHOCT

B Hacrosims pasnen ce onycsat BSaI/IMOIICﬁCTBI/ICTO VM VIBIIUTBAHMATA Ha KPBCTOCAHATA PEAKTMBHOCT, VI3BbPIIBAHY, 33 N1a
CE oIpeaeim aHalIMTnYHaTa CHCIH/I(I)I/ILIHOCT [Ipy Hal4une Ha Opyryu BEWECTBA WM areHTU B np06aTa.

Tpencrasst ce nHQOpMALIMS 32 OLEHKATA HA MOTEHIMAIHO MHTepepypalmTe 1 KPBCTOCAHO Pearipaiiute BemecTsa mim
areHTV BbPXY AHANN3a, BHPXY W3IMTBAHMS BUI BEWIECTBO WM AreHT M HETOBATA KOHUEHTpALs, BMAA mpoba, KOHIEH-
TpauyATa Ha U3NMTBAHMA aHATIMTUYEH NTAPAMETBP U PE3yNTaTuTe.

I/IHTep(bepMpamMTe 1 KPbCTOCAHO pearnpaiinTe BCIIICCTBB./&I‘CHTI/I, KOUTO Bapupar B TrojisiMa CTENEH B 3aBUCUMOCT OT
BUJIa M IIPOEKTA Ha aHay3a, MOraT 11a IIPOM3X0XKNMAT OT €K30T€HHM MM €HIOI€HHM M3TOYHMIM, KaTo:

a) BEILECTBA, M3IOJI3BAHM 33 JIECYEHMETO Ha MAIMEHTA, KATO HAMPUMED JIEKAPCTBEHN IIPOOYKTH;

(=)

) BEIIECTBA, IMOETM OT NALMEHTA, KaTO HallpUMEP aJlIKOXOJI, XpaHu;

]

) BEILIECTBA, ]106&BCHIA [Ipy ofAroTroBkaTa Ha npo6aTa, KaTO HallpMEp KOHCEPBAHTH, CTa6I/IJ’II/ISaTOpI/I;

—

) BelIECTBA, KOMTO Ce CPelaT B CHEMPMUHM BMAOBE NMPOOM, KaTO HAIPUMEP XEMOITOOMH, IMIMIM, OMIMpyOMH,
TIPOTENHIL;

M) aHATIMTM ChC CXOIHA CTPYKTYpa, KaTO HAampuMep MPeKypcopy, MeTabONMUTM MM KIIMHUYHM CHCTOSIHMS, KOMTO He ca
CBBP3AHM ChC CBCTOSIHMETO TNPY TECT4, BKIIOUMTETIHO MPOOYM, KOMTO Ca OTPUUATENHM 3a AHANM33, HO MONOKMUTEITHU
32 CHCTOSIHME, KOETO MOXKeE [Ia HaNofo0sBa Ha ChCTOSIHUETO IPU TECTa.

MerponorndHa MpocIeaMMOCT Ha CTOHOCTUTE Ha KamubpaTopa M KOHTPOIHMS MaTepuat

HmamnazoH Ha VIBMEpBaHEe IpU aHam3a

B nacrosmms pa3pen € BKITIOYEHA I/lH(])OpMaLU/IH 3a Ouama3oHa Ha M3MEPBAHE, HE3ABUCHMO HAIM M3MEPBATETTHUTE
CUCTEMM Ca JIMHEMHM WIN HCJ'II/IHCI?[HI/[, B TOBa 4YMCIIO TrpaHMIAaTa Ha OTKpMBaHE, M € OINCaH HAYMHBT, 110 KOMTO
OMana3oHbT U IpaHULaTa Ha OTKPUBAHE Ca O YCTaHOBCHU.
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Tasu uHdopMalmMs BKIIOYBA ONMCAHMe HA Buma npoba, Opos Ha mpoOute, Opost HA PEIUIMKATUTE, OIMCAHME HA
TOMITOTOBKATA Ha TPOOMTE, BKITIOUMTENTHO MHGOPMALMS 33 MATPUIATA, HUBATA HA aHATUTUYHUS [APAMETHD M HAUMHA,
10 KOIITO Ca yCTAHOBEHM HNMBATA. AKO € MPUIIOXNMO, ce 100aBs OINCaHNMe Ha BUCOKONO30BUS CBbP3aH eeKT U TaHHUTE
B NOIKpena Ha [efiCTBUSTA 3a HaMaJlsiBaHe, KaTO HAllpUMep paspexKiaHe.

6.1.2.6. Ompenensne Ha IpaHMLM Ha aHaM3a

B Hacrosiums pasgen ce mnpencraBsd pe3loMe Ha aHAIMTUYHUTE HAHHU C OINMCaHME Ha IIPOEKTa Ha WUBIMUTBAHETO,
BKJTIOUUTEITHO METOOMUTE 3a OIPENEITIIHE HAa TPAHMLNTE Ha aHau3a, KaTo HallpUMep:

a) u3crenBaHara(uTe) rpyna(u) OT HacelIeHMeTo: neMOrpadusl, MOTOOP, KPUTEPUH 3a yUacTHe U U3KIIOUBAHE OT YUacTHe,
Opoil BKITIOUEHN JTULLA;

0) METOT MV HAuMH 3a XapakTepy3MpaHe Ha IPoOuTe; KaKTO I

B) CTaTMCTMUeCKM MeTomy, KaTo Hampyumep ROC Kpumsa 3a noiyuasaHe Ha pe3ynTaTH, M aKO € HPUIIOKUMO —
OIpeneNsiHe Ha T.HAP. CHBA 30HA[30HA C HECUTYPHM Pe3yIITaTi.

6.1.3.  Jloknan 3a aHaIMTMYHOTO JEHCTBUE, NocoueH B npuioxenue XIII.

6.2. MH(I)OpMaHI/ISI 3a KIIMHUYHOTO HEJICTBME Y KIIMHUYHUTE 1OKa3aTeJICTBA. Homan 32 OIICHKA Ha HeﬁCTBI/IeTO

MokymeHTauMATa ChObpXKa HOKIAHa 3a OLEHKA Ha Me/CTBMETO, B KONMTO Ca BKIIIOUEHM MOKIaluTe OTHOCHO Hay4HaTa
BaJIMIHOCT, aHATIUTVYHOTO U KJIIMHUYHOTO [IENCTBYE, CHINIACHO nocodeHoTo B npuoxenue XIII, 3aemHo ¢ oueHsiBaHe Ha
Te3U JOKIIaIu.

ToKyMeHTHTe 3a M3NMTBAHE HA KIMHMYHOTO [EJCTBUE, IOCOUEHN B YacT A, pasgen 2 ot npunoxenue XIII, ce skmousar
B TEXHMYECKATa IOKyMEHTALIMs V[ B Hesl Ce ChIbPKAT MPENPATKM KbM TSX.

6.3. CraOuiTHOCT (C M3KITIOUeHMe Ha CTaOWIHOCTTa Ha mpobara)

B Hacrosummst pasgen ce omucBaT AEKNAPUPAHMSIT CPOK HA TOTHOCT, CTAOMITHOCTTA TPy ymoTpeba M M3IMTBAHMATA HA
CTaOMITHOCTTA TPV TPAHCIIOPTHPAHE.

6.3.1.  TbpHsH CPOK Ha TOHHOCT

B Hacrostumst pasmen ce ChIbpxa MHPOpMALIS 33 M3MUTBAHMSTA HA CTAOMITHOCTTA B MOAKPENa HA CPOKA Ha TOMHOCT,
KOJTO ce TBBpIYM 3a M3Menuero. M3NMmMTBaHETO ce M3BbpIIBA MOHE BBPXY TPV PasiMuHM HapTUIM, NPOM3BENEHU IpH
YCIOBIS, KOUTO MO CBIIECTBO Ca IHAKBY C OOMUaliHITe IPOM3BOLCTBEHN ycrosys. He e HeoGxommmo Tpire mapTumy na
€a MOCTIENOBATENHN. YCKOPEHUTE M3IUTBAHNA MM NaHHUTE, eKCTPANONMPaHM OT IAHHM B PEalHO BPeMe, Ca IOIyCTUMM
3a ITPBOHAYAIIHO TBBPISIHMS CPOK Ha TOIHOCT, HO OMBAT MOCTENBAHM OT M3IMTBAHNS HAa CTAOMITHOCTTA B PEAsHO BpeMe.

Tasu nonpoOHa MHGOPMALINS BKITIOUBA:

a) [OK/Iafa OT M3IMTBAHETO, BKIIOUMTEIHO NPOTOKOMA, Opoit MapTumm, KpuTepumuTe 3a IpMUeMaHe M MHTepBaluTe, Ha
KOUTO Ce MPOBEXIAT U3MUTBAHNATA;

6) KOrato ca Ommm VI3BBPIICHM YCKOPEHM M3NNUTBAHVSA IIPEOM MUSNNUTBAHMATA B PEAIHO BpPEME, CE OINMCBA METOMBT,
J3IO0JI3BaH 33 YCKOPEHUTE MBIUTBAHNA,

B) 3aKJIIOUEHMATA U TBbPOSAHUSA CPOK Ha TOOHOCT.

6.3.2.  Crabunsoct mpu yrotpeba

B Hacrosummst pasgent ce mpefcTast MHQGOpMALNS 3a M3NMMTBAHMATA HAa CTAaOMIHOCTTA mpy ynorpeba 3a emHA MapTuia,
Kato ymotpebara oTroBaps Ha OOMYAHOTO M3MON3BAHE HA M3NENMETO, HE3ABICMMO HalM peanHa wiv cumynupana. Tosa
MOXe 13 BKIIIOYBA CTAOMIIHOCT CIlell IbPBOTO OTBApsSIHE HA IbPBOHAYAITHMS KOHTENHEp M[WIM 3a ABTOMATHYHMUTE
VHCTPYMEHTU — CTaOMITHOCT BBPXY KITMHUYHO-XUMMUEH aHAIN3aTOP.

TTpyu aBTOMaTHYHYM MHCTPYMEHTH, aKO Ce TBbPIM CTAOMIHOCT Ha KalIMOPUPAHETO, e BKIIOYBAT MONKPEMsIIM TaHHM.
Ta3u nompoGHa MHGOPMALIVS BKITIOUBA:

a) JOKJIaga OT M3IUTBAHETO (BKJ'II'O“H/[Tﬂ]'lHO MPOTOKONA, KPUTEPUUTE 3a IpUEMaHE M WMHTEPBAJIUTE, Ha KOUTO C€
IIpoBeXIaT I/IBHI/ITBaHI/IHTa),

0) 3aKIIIOYEHMSTA U TBHPISIHATA CTAOUIIHOCT TpU yroTpeba.
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6.3.3.  CTabWIHOCT IV TPAHCIOPTHUPAHE
B Hacrostumst pasmen ce mpefcrasst MHQOpMAlMs 3a M3MMTBAHMATA HAa CTAaOMITHOCTTA NMPYM TPAHCIOPTUPAHE 3 eIHA
TMapTHaA U3NENNs, 3a [1a ce OLeH! TOHOCUMOCTTA Ha M3HENMATA KbM OYaKBAHMTE YCIIOBMS MPU TPAHCIIOPTMpAHE.
V3nuTBaHMsTa BBB BPB3KAa C TPAHCHOPTMPAHETO MOTAT [ C€ M3BLPLIAT B PEANHM VWM CHAMYIIMPAHM YCIOBUSL U
BKJTIOUBAT IIPOMEHIIMBY YCIIOBVS IIPY TPAHCIOPTHPAHE, KaTO M3BBHPEIHO BICOKM MM HUCKM TEMIIEPATYpPIL.
Tasu uHGOpMALWS OINCBA:
a) MOKNafa OT M3IUTBAHETO (BKITIOUMTEITHO NMPOTOKON M KPUTEPUY 3a TNpHUEMaHe);
0) MeToma, M3MOM3BAH 3a CUMYIIMPAHUTE YCIIOBIS;
B) 3aKJIIOYEHMSATA Y TPENOPhUBAHMUTE YCIIOBMSA NIPY TPAHCTIOPTUPAHE.

6.4. [poBepka ¥ Banmmupate Ha codTyepa
[TokyMeHTaIMsATa ChIbPKA [OKA3ATEICTBA 33 BAMIAMPAHETO Ha COPTyepa BbB BMIA, B KOITO € M3MON3BAH B IOTOBMS
nponykr. Ta3u uHQOpMaumst OOMKHOBEHO BKITOUBA OOOOLICHM pe3yNTaTM OT BCMUKM HEHOCTM 3a IpOBEpKa,
BAIMIMPAHe ¥ M3MUTBAHE, M3BBPIICHM CAMOCTOSTEHO OT CHOTBETHMSI CYOEKT M IPWIOKMMHU IpPU IeNCTBUTENHA
ynorpe6a Ha M3IEIMETO NPENM OKOHYATENIHOTO My IycKaHe. Tasu MHQOpMALMs ChIIO TakKa IPEICTaBsl pasiMuHMTE
XapIiyepHy KOHQUIYpALUI 1 KOTaTO € MPUIOKNUMO — OINePALMOHHUTE CUCTEMM, IOCOYEHN BHPXY eTUKETA.

6.5. HombnuauTenHa MHGOPMALINS, UBMCKBAHA B OCOOEHM CIyyan

a) 3a manenusra, MMyCKaHM Ha Tasapa CTEPUIIHN UJIN C OIpENEiieH MMKpO6I/IOJ'IOFI/l‘leH CTaTyC, ga ce MpeacTaBy OnmcaHnne
Ha cpefara 3a CbOTBETHUTE IIPOV3BOICTBEHM €TaIlll. Hp]/[ n3penusd, IycKaHM Ha Iasapa CTEpUIIHM — OIMCaHMe Ha
MBIIONI3BAHNUTE METONM, BKIIIOUMUTEIIHO HOKIIAOMTE 3a BaluiMpaHe, BbB BPb3Ka C OIIAKOBAHETO, CTepuimsauuara u
3alla3BaHETO Ha CTEPUMIIHOCTTA. B nmoknapa 3a BaJIMpaHe Ce€ ITOCOYBAT IIPOBEPKUTE 3a HAIIMUMETO Ha OMONOTMYHM
Ar€HTY, NUPOTEHN U aKO € NMPUTIOKNMO — Ha CTEPUIIM3MPALIN OCTATbUHM BELIECTBA.

0) 3a m3nmenus, ChIBPKALUM TbKAHM, KIETKM M BELIECTBA OT XMBOTMHCKM, YOBEWIKM MIIM MMUKPOOEH MPOM3XON, Ha ce
npefcTasy MHGOPMALIVS 32 IPOM3XONA HA TO3M MATEPUall U YCIOBMSTA HA MONYYaBAHETO M.

B) 3a ysnenyd, ImycKaHy Ha Iia3apa ¢ M3MepBaTelHa (1)yHKHI/I}I, T1a c€ MpPENCTaBy OIVICaHME Ha M3IIOJI3BAHMUTE METOOM 3a
TapaHTMpaHE HA TOYHOCTTA, IIOCOYECHA B CHCIII/[(])I/IK&IH/II/ITC.

F) AKO u3menueTo 1ie 6’1)]16 CBBP3aHO € JIPyro 060pynBaHe, 3a Ja pa60TI/I 1o IlpenHa3HaueHue, na ce IpencTaBn
omycaHne Ha IOJIy4YeHaTa KOM6I/IH3HI/I${, BKITFOUMTEITHO [1I0KA3aTeIICTBO, Y€ W3MOENNMETO OTroBaps Ha O6HH/ITC
VIBUCKBaHUA 3a 0e30macHOCT U neicTame, YCTaHOBEHM B NPUIIOKEHNME I, npn CBbp3BaHE C OPyroTo 060pynBaHe 1o
OTHOUIEH)E Ha ITOCOYEHUTE OT IIPOV3BOIMTEIIS XapaKTEPUCTUKN.
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TTPUTIO2KEHME 111

TexHuuecka OOKYMEHTALVA 3a Hag3opa CIIEN MMyCKaHe Ha masapa

Texunyeckara JOKyMEHTaLIMsA 3a Ham3opa CJiel IIyCKaHE€ Ha Iasapa, KOATO IIPOM3BOOMTENAT MWM3IOTBA B CBOTBETCTBME C
yrieHoBe /8—81, ce MPEnCTaBsd 1O SACEH, OPraHM3MpaH, JIECEH 3a THbPCEHE M HEIBYCMICIIEH HAaYMH M BKIIIOYBA IO-CIIELVAIIHO
€IIEMEHTHUTE, ONMCAHM B HACTOALIOTO MPUIIOKEHME:

1. Ilnan 3a Hag3op CIIen MyCKaHe Ha Iasapa, M3rOTBEH B CbOTBETCTBME C YIIEH 79.

B myiana 3a Hamzop crief ImycKaHe Ha Ia3apa IPOM3BONMTENLAT TOKA3Ba, Y€ M3ITBIIHABA 3aIBIKEHMETO 10 ulieH 7 8.

a) B miaHa 3a Ham3op Ciled IycCKaHe HA I1a3apa ce CIemy 3a ChOMPAHETO U VM3IMON3BAHETO HA HAJIMYHATA MHQOPMALMS, MO-
KOHKPETHO:

— MHQOpMALsl OTHOCHO CePMO3HM MHIMICHTH, BKIIOuMTenHo uudopMauus or ITAIIB u kopurmpaiy meiicTBust BbB
Bpb3Ka ¢ 6e30MacHOCTTa Ha MSICTO,

— 3aIIMCH 33 HECEPMO3HY MHUMACHTU ¥ JaHHM 33 BCHUKM HEXENaHU CTPAHUUYHK eQeKTH,

— MHQOpMALS OT NOKIIAf[BAHETO HA TEHMEHIIMNTE,

— OTHOCKMA CIIeLMANM3MPaHa WK TeXHIUeCKa JIUTepaTypa, 0asy DaHHM V[N PErUCTpH,

— MHQOpMALS, BKITIOYBALA MHEHMSITA M CUTHAIIUTE OT MOTpebuTeNuTe, IMCTPUOYTOPUTE 1 BHOCUTENIUTE, U

— ny6NMMYHO JOCTBITHA MHPOPMALIMS 33 CXOIHI MEIMIMHCKY U3IEIsL.

0) TmaHbT 3a HAJ3OP Cllell MycKaHe Ha Iazapa 00OXBallla Haii-MarKo:

— AaKTMBEH M CUCTEMAaTHUeH Ipolec Ha chOMpaHe Ha BCSKaKBa MHQOpMarms, mocoveHa B Oyksa a). [IpouechkT mo3pornsa
TIPaBUIIHOTO OMpefeNsiHe Ha XapaKTepUCTUKMTE Ha HENiCTBMETO Ha M3[IeMATa M OCBEH TOBa aBa BB3MOXKHOCT [ ce
HaIpaBy CPaBHEHME MEXKIY M3IEIMETO M CXOIHM HalMUHM Ha Ila3apa IIPOIyKTH;

— eQeKTUBHY M NOIXOMSIIM METOMM ¥ TPOLIECH 3a OLEHKA Ha ChOpaHuTe NaHHM;

— MOOXONAIM MOKA3aTeNM M IParoBy CTOMHOCTY, KOMTO []a Ce M3ION3BAT NPM HENpPeKbCHATOTO MOCIIENBALIO OLEHsBaHe
Ha aHamM3a Ha pUCKA ¥ TON3UTE M HA YIpPABICHMETO Ha PUCKOBETE, CBHIJIACHO IOCOYEHOTO B pasmen 3 OT

npunoxenue [;

— e(l)I/IKaCHI/I U NOOXOIAUIM METOOM M MHCTPYMEHTM 3a pasriieXriaHe Ha CUTHAIIM M aHaJlM3 Ha Ia3apeH OINT, HpI/I]IO6MT
Ha MACTO;

— METoOM M INPOTOKOIM 3a YIpaBJIEHME Ha C'I)6I/ITI/[H, KOUTO C€ OTpa3sABaT B MOKJIama 3a Ha6J'IIO]IaBaHI/ITC TEHOCHLINN,
NpeaBUIcH B UICH 83, BKIIIOUMTEITHO METONU U NIPOTOKOIIM, KOUTO [Ia CE€ M3ION3BAT 3a YCTAHOBSBAHE HA CTATUCTNYECKN

3HaYMMO IIOBMIIABaHE Ha YECTOTATa MIIM TEKECTTa Ha MHUMIOCHTUTE, KaKTO U IIepuofda Ha Ha6J'IlO]1€HI/IC;

— MeETomM ¥ NPOTOKOIM 3a CCI)GKTI/IBHa KOMYHMKallMA € KOMIICTCHTHUTE OpraHu, HOTI/I(l)I/IHI/IpaHI/ITe OopraHy, MKOHOMMU-
UYCCKUTE OlepaTopu n HOTp€6I/ITCHI/ITC;

— IIpenpartka KbM IPOLENypUTe 3a U3NbIIHEHME Ha 3a0b/LKEHMATA HA IPOU3BONUTENNTE 1O usieHoBe 78, 79 n 81;
— CMCTEMATHYHM TPOLEAYPY 3a HaGersI3BaHe M MpUIIaraHe Ha TOMXOMISIIN MEPKH, BKITFOUMTEITHO KOPUTMPALIN TEHCTBUS;

— eQeKTMBHM MHCTPYMEHTM 33 MPOCICMsBaHE ¥ MOICHTMQUIMPAHE HA M3OENNATA, 33 KOUTO MOXE [ Ce HAIOXM
TIpeAnpyeMane Ha KOPUIMpaIM AeACTBIUS; U

— IUTaH 32 MPOCIeNsBaHe Ha IEJCTBIETO CIIEM MyCKaHe Ha masapa ChracHo vact b ot mpmoxerne XIII mmm o6ocHOBKa
Ha NPUYVMHNTE, TIOPaIy KOUTO He e IPUIIOKMMO NPOCIIefsBaHe Ha NEVICTBUETO CIIeMl IyCKaHe Ha Iasapa.

2 TIAIB no unen 81 u goknap 3a Haf3opa Cilefl TycKaHe Ha masapa 1o usneH 80.
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ITPUTIO2KEHME IV

EC TeKyapanys 3a CbOTBETCTBUE

EC nexmapaimsita 3a CbOTBETCTBIME ChIbPXKA CIEIHATA MHPOPMALIASL:

1. Uwme, perncTpnpaHo TbproBCKO HaMMEHOBAHME UIIN PETUCTPMpPaHa TbProBCKd Mapka M, ako Bede € M3HAIcH, EPH Ha Npon3sBo-
OUTENsl ChITIACHO wiieH 28, M ako e NPUIOKNMO, Ha YIIBIIHOMOUICHMS MY IIPCOCTABUTEN, M agpec Ha PErMCTPUPAHOTO UM
MSCTO Ha CTOINAHCKa HEHOCT, Ha KOMTO MOKe J1a Ce OCBHLIECTBU Bpb3Ka C TAX U MOXKE J1a C€ YCTaHOBU MECTOHAXOKIEHUETO
uM;

2. Vizasnenne, ue EC meknapauysata 3a CbOTBETCTBME € M3NAEHa eIMHCTBEHO HA OTTOBOPHOCTTA Ha IIPOM3BOIMTETLS;

3. basos UDI-DI, xakto e nocoueno B 4act B or npmnoxenne VI,

4. Vlme Ha IPOAYKTA M THPIOBCKO HAMMEHOBAHMeE, MPOIYKTOB KOI, KATAlIOKeH HOMEp WM MIpyra HelByCMUCIIEHA pedepeHis,
KOSITO [JdBa BB3MOXKHOCT 33 MIEHTM(UKALMSA M IIPOCIENMMOCT Ha M3MENMeTo, BKIIoueHo B obxBara Ha EC neknapaumsra 3a
CBOTBETCTBME, KaTO HANpPUMep CHMMKA, KOTaTo € MOMIXOMSILO, KaKTO M HEeroBoTo mpemHasHaueHue. C M3KIIIOUEHNE HA MMETO
Ha TPOINYKTA WIM THPIOBCKOTO HAaMMEHOBAHME, MHQOPMALMATA, KOATO [aBa BB3MOXHOCT 33 MICHTUQUKALMSA U
TIPOCTICAMMOCT, MOXe a ce mpenoctasu upes 6asosus UDI-DI mo Touka 3;

5. Knac B 3aBMCHMMOCT OT pMCKa Ha U3MIENMETO CHITIACHO IIpaBuiara 1o npunoxenne VI

6. VsBrenue, ue m3nenmero B 00XBaTa Ha Tasu [EKIApaUMsTa € B ChOTBETCTBUE C pasnopen0uTe Ha HACTOSLIAS PETIAMEHT U
aKO € MNPWIOXMMO — C JPyIM HPWIOXKMMM 3aKOHOHATenHM akTope Ha Cblo3a, KOMTO INpedBuKpar usgaaHe Ha EC
TeKrapanms 3a CbOTBETCTBE;

7. Tocousane na msnonssannte OC, kakto 1 Ha OC BBB BPb3Ka C KOUTO € IEKIapUPaHO CHOTBETCTBUETO;

8. Koraro e npwioXmmMo — HaNMEHOBAHME U WICHTUQUKALMOHEH HOMEpP HA HOTUQUUMPAHMS OpraH, OMNNUCAHME Ha
M3BbPIIEHATA POLIEYPa 32 OLIEHABaHEe HA ChOTBETCTBIETO ¥ MICHTU(MKALMS HA M3ameHusi(Te) cepTudukar(u);

9. Koraro e npuiioxumMo — HOITBIHUTENHA MHPOPMALIASE;

10. Mscro u mara Ha u3IaBaHe Ha JeKyapauyATa, M€ M MIIb2KHOCT Ha JIMIETO, KOETO A € MOMIICAJIO, KaKTO M YKa3aHME 3a KOro
1 OT 4YMe€ MME € NMOoamnmcajio ToBa JIMIE, IMOOINC.
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ITPUTIO2KEHME V

Mapxkwuposka 3a crorsercTsue ,CE”

1. Mapxkuposkara ,,CE“ ce cberon ot mamumanure ,CE“ cbe crennata gopma:

00 300 0 3 A
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2. AKO ce HaMallsiBa M yBeNMYaBa pasMepbT Ha Mapkumposkata ,CE“, Tps6Ba ma ce Criasear MpomopLuuTe, TafeH! MO-Tope B
rpaduyHaTa Mpexa.

3. PasnuuHuTe ereMeHTM Ha MapKupoBkara .CE* TpH6Ba 71a MMaT KaTo LANIO €OVH UM CBLI BEPTUKAIIEH pa3Mep, KOMTO He TpH6Ba
Oa e mo-Majrsk oT 5 mm. To3u MuHUManeH pa3Mep MOXKe a He C€ Ipuiiara 3a MaJku U3HENns.
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TTPUTIO2KEHME VI

Vudopmarmst, Kosito ce mpencrast mpu perucrpammsita HA  u3menysara M MKOHOMMYECKMTE OIEpaToOpH B
CBOTBETCTBHE C WieH 26, naparpad 3 u wieH 28, OCHOBHM IaHHM, KOMTO Ce IpeNocTaBsT Ha Gasata manuu 3a UDI
3aenHo ¢ UDI-DI B choTBetcTBe ¢ uneHose 25 n 26 u cucrema 3a UDI

YACT A

MudopMaunsi, KOATO Ce MNpPencraBsl HpPM PETMCTPALSITA HA MBNENMATA M MKOHOMUYECKUTE OIEpaTopy B
CBOTBETCTBHE C uiieH 26, maparpad 3 u uneH 28

[TpousponuTenuTe MM, aKoO € IPUIIOXKMMO,yITbIHOMOLIEHNUTE IIPEACTABUTENN, M aKO € MPUIOXKMMO — BHOCUTEIINTE, IIPEACTaBAT
MHPOPMALINATA, [I0COUEHA B Pasfern 1, M rapaHTHMpar, de MOCOYeHaTa B pasfen 2 MHQPOPMALNs OTHOCHO TEXHMUTE MBNENMS € IbIIHA,
IIOCTOBEPHA M aKTyaJlM3MpaHa OT ChOTBETHATA CTPaHa.

1. MH(I)OPM&III/IH OTHOCHO MKOHOMMYECKNS OIlepaTop

1.1. BUII MUKOHOMMYECKHN OII€paTop (T.C. MIpON3BOOMTEIL, YITHITHOMOIIEH IIPENCTABATEN MUIIN BHOCI/ITCH);
1.2 VIMe, alipeC M JaHHM 3a Bpb3Ka C MKOHOMUYECKNS ONEPATOP;

1.3. KOraTto mnogaBaHETO Ha I/IH(])OpMaHI/I}ITa C€ M3BbpILIBA OT IPYTO JIMLE OT MMETO Ha HSKOJ OT MKOHOMUYECKUTE oneparopu,
IIOCOYEHN B PA3OEN 11, VIME, alipec M JaHHM 3a BPb3Ka C TOBA JINIIE;

1.4.  wmMe, ampec M JaHHM 3a BPb3Ka Ha JMIETO(aTa), OTTOBAPSIIIO(M) 3a CHOTBETCTBUETO C HOPMATMBHUTE M3MCKBAHMS, TOCOUEHN
B ujieH 15;

2. VIHpOpMALsl OTHOCHO M3HETMETO

2.1.  basos UDI-DI;

2.2.  Tum, HOMEp M [aTa, OO KOSITO ¢ BATMOEH CEPTUQUKATEHT, M3NANEH OT HOTUQUIMPAHMS OPraH, M MME WM MICHTU(UKA-
LIMOHEH HOMEp Ha TO3M HOTHQUMIMPAH OpraH (i BPb3Ka KbM MH(OPMALISITA, ChIbPIKAIIA CE B CEPTUQUKATA 1 BbBEIEHA OT
HOTU(ULMPAHNUS OPTaH B €JIEKTPOHHATA CUCTEMA 3a HOTUQUIMPAHUTE OPIaHN U CePTUPUKATUTE);

2.3.  JbpxKapa uleHKa, B KOSTO M3MIENMETO e IyCKa MM Beye e MyCHAaTo Ha nasapa Ha Cblosa;

2.4, 3a u3pgenusa OT Kiiac B, kmac C mwm xmac D — IbpXKaBy YIIEHKM, KBHETO M3OEIMETO C€ NPENOCTaBs MM 1Ie ce
MIpenocTaBs;

2.5.  HanmMuMe Ha TBKAHM, KJICTKV VIV TeXHM HPOM3BOIHM OT yosewky nmpousxopn (IA/HE);

2.6.  Ha;mMuMe Ha TBKAHM, KVIETKM WM TEXHM IPOM3BOIHMU OT XKMUBOTMHCKM IPou3xof cbriacHo Pernament (EC) Ne 722/2012
(OA/HE);

2.7.  HanmMuMe Ha KIETKM MIM BelecTsa oT Mukpoben mpoumsxon (IA/HE);
2.8, KJac B 3aBMCMMOCT OT PVCKa Ha U3[IENIUETO;
2.9.  Koraro e mpUIOXKNMO, eAMHHVAT MICHTU(MKALMOHEH HOMED Ha M3MUTBAHETO Ha JEICTBIETO;

2.10. 3a u3menusi, MPOEKTUPAHU ¥ MPOU3BENEHM OT APYTO IOPUIMUECKO MM (U3MUYECKO JHIE, KAKTO € MOCoueHo B ureH 10,
naparpa 14 — nme, anpec u TaHHM 3a BPb3KA C TOBA FOPUIMUECKO WM QUBNUECKO JINLIE;

2.11. 3a msmenms ot kinac C wmm kiiac D — pesioMe BbB Bpb3Ka ¢ 6e30MACHOCTTA ¥ AEICTBUETO;

2.12. craryc Ha u3nenuero (T.e. Ha Iasapa, Beye He € HA [1a3apa, M33€TO, NPENIPUETH KOPUTUPALLM MHEHCTBUS BbB BPb3KA C
6e30MmacHOCTTa);

2.13. yKasaHue Iami M3IENMETO € ,HOBO" M3MENMeE.
M3nenuero ce cumra 3a ,HOBO“, aKo:

a) HSIMa TakOBa M3[ENME, KOETO Na ¢ HAIMYHO Oe3 IpekbcBaHe Ha Masapa Ha Cbio3a Ipe3 MPEIXONHMTE TPY TOMVHM 3a
CHOTBETHMA aHATINTUYEH MM JPYT MapaMeThp;

0) mpoleypaTa BKIIOYBA AHANUTUYHA TEXHONOTMS, KOATO He € W3ION3BaHA HEMPEKbCHATO BbB BPb3KA C IalleH
aHalMTIYeH MM APYT NapaMeThp Ha nasapa Ha Cbio3a Npe3 MPENXOIHUTE TPY TOMMHIL.

2.14. YyKasaHue fany M3OenmneTo € IMpeqHa3sHau€Ho 3a CAaMOTECTBAHE MIIV TECTBAHE Ha MSCTO.
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YACT b

OCHOBHM JaHHM, KOUTO C€ IPENOCTaBsT Ha 6azara manau 3a UDI 3aemno ¢ UDI-DI B chOTBETCTBUE C WiIEHOBE 25
un 226

IpoumsBommrensar npemoctass Ha 6asata mamem 3a UDI UDI-DI u uudopMamms [o-moiy BBB BPb3Ka C MPOM3BOMMUTENS 1
U3[ETNETO:

1. KONmMUECTBO B CHOTBETHATA ONAKOBKa;

2. 6azos UDI-DI cvrmacHo wieH 24, maparpad 6 u eserryanty gombiautentay UDI-DI;

3. HauyH 3a KOHTPOJI Ha IIPOM3BOLCTBOTO HA M3IENMETO(CPOK HA TONHOCT WIIM HaTa Ha IPOM3BOINCTBO, HOMEpP HA MAPTUMNATA,
cepueH HoMep);

4. aKo e NPUIOXMMO — MHeHTMPMKATOp Ha y3nomssaHata emuuyuua UDI-DI (korato BbpXy M3MON3BaHAaTA €IMHMIA OT
u3lenueTo He e mocraBeH eruker 3a UDI, ce ompemens MueHTMMKATOp Ha ,M3MON3BAHATA €IMHMIA“, 33 I Ce CBbpXKeE
ynorpe6ata Ha M3[IENMETO C AafieH MALMeHT);

VIMe U afipec Ha MPOM3BOMMTENA, KAaKTO Ca IIOCOYEHM Ha ETUKETa;
. EPH, m3napeH B choTBeTCTBHME C WieH 28, maparpad 2;

. dKO € IIPUJIOKMMO — MME 1 afipeC Ha YITbIHOMOLICHM ITPENCTaBUTEN (KaKTO Ca IIOCOYEHN Ha CTI/IKeTa);

o N SN W

. KOII 10 HOMEHKJIATypaTa Ha MENMUMHCKUTE M3IENNS ChITIACHO IleH 23;
9. KJIac Ha M3MHENNETO B 3aBUCUMOCT OT PUCKa;
10. ako e mpUIOKNMMO — HaMMEHOBaHME MM ThPrOBCKO HAVMEHOBAHIE;
11. aKo e mpUITOKMMO — MOTIEN Ha M3IENMETO, pedepeHLIst MM KaTaloxeH HOMep;
12. HONBIHMUTENHO OIMCaHMe Ha MPOIYKTa (HE3aIIbIIKUTENHO);

13. ak0 € MPUIOXMMO — YCIOBMS HAa CbXPaHEHHe M[WIM PaboTa C WM3NENMETO, KAKTO Ca [OCOYCHM HA CTMKETA WM B
MHCTPYKLMNTE 32 yIOTpeOa;

14. aKo e MPUIOXMMO — JOITBIHUTENTHY ThPTOBCKM HAaMMEHOBAHMS Ha M3JIETNETO;

15. mamu e 6uio eTMKeTMPaHO KATo M3Ienye 3a emHoKpatHa yrotpeba (JA/HE);

16. aKo e IPUIIOKMMO — MaKCHMaeH Opoil OBTOpHU yroTpeby;

17. pmanmm m3penyeto e eTmketupano kato crepunto (IA/HE);

18. mamm e HeoOxommMa crepyrmsatyst ipern yrorpeda (ILA/HE);

19. URL 3a mombnHuTeNHa MHYOPMALIMAS, KATO HANPUMep MHCTPYKLMM 3a yIoTpeba B eleKTpoHHa GopMa (He3aIbIIKUTEIHO);
20. aKo e IPUIOKMMO — KPUTUYHY NpPeIyHpexneHNs MM POTYBOIOKA3AHNS.

21. craryc Ha M3NENMETO HA Ma3apa (Bede He € HA Ma3apa, M33eTO, IPEIPUETH Ca JEHCTBIS BbB BPb3Ka C He30MaCHOCTTa);
YACT B

Cucrema 3a UDI

1. Onpenenenns
ABTOMaTMYHO pa3ro3HaBaHe U MpounTaHe Ha maHHute (AIDC)

AIDC e TexHonmorus, KoATO ce M3ION3Ba 3a aBTOMATM4HO NpounraHe Ha paHHure. Texnomormsara 3a AIDC pkimousa
GapkoroBe, KapTi ¢ unnose (smart cards), G¥OMeTpUYHNM TaHHM U pammodecToTHa uneHTHuKaums (RFID).

bazos UDI-DI

Basosusar UDI-DI e mbpBuuHMsT WHueHTHOMKATOp Ha Mofmena Ha usmemmero. Toit e DI, ompemeneH Ha paBHMIIe
LM3ION3BAHA eMMHMIA" Ha m3mermero. Toil e OCHOBHMAT Kilrou 3a 3ammcute B Gasata manuu 3a UDI u ce mocousa B
cpotBeTHITE cepridukaty i EC mekmapaumm 3a ChOTBETCTBIE.

DI na u3non3paHara emyMHMIA

DI Ha u3non3saHata equHMIA CIIyKM, 3a Ha C€ CBbpXKeE yHOTp€6aTa Ha M3Oenye C MauMeHT, KOraTo BBpXY M3IIOJI3BaHATa
eMHMLA OT M3MeNMeTo He e mocraBeH etuker 3a UDI, HaIlpyMep KOraTo HSKOJIKO €OVHUIM Ha €IHO ¥ ChUIO M3MENNne ca
OIIAKOBaHM 3a€OHO.
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2.1.

2.2.

Vanenvie ¢ KoHUryparus

Vanenvie ¢ KOHQUIypauys e u3MNenme, ChCTOSIIO ce OT HAKONKO KOMIOHEHTa, KOMTO MOTaT fa ObIaT CImobeHy oT mpon3so-
JIUTETIS1 B MHOXECTBO KOHQurypaumu. Te3y OTIEHM KOMIOHEHTY MOTAT CaMy MO ceOe Cyt a MPeNCTaBIsiBaT M3Ieus.

Kouduryparus
Kondurypaunsra e KoMOMHaumsi OT eleMeHTM OT OOOpyHBaHe, MOCOYEHY OT IPOU3BOLMTENS, KOMTO (GYHKLMOHMpAT

3a¢[HO KATO M3MEMe 3a NOCTUTAHe Ha OIpENeNeHO IpenHasHaueHue. KomOMHALMsiTa OT eNleMeHTM Moxe Ja Obe
IpOMeHeHa, MPUCIOocobeHa WK HACTPOEHa 3a 3aIOBOTSIBAHE Ha 0COOEHNM MOTPeOHOCTI.

UDI-DI

UDI-DI e yuukaren umdpos umi OyKBeHO-LMQPOB KON, ONpeleNieH 3a TafieH MOIeIN M3eNe, KOMTO ce M3ION3Ba M KaTo
LKITIOY 38 OCTBI“ 0 MHQOpMALMATA, ChXpaHsBaHa B 6asata gaHHu 3a UDL

Yernuso o6osnauerne (HRI)

HRI o3HauaBa 4eTnMBOCT Ha 3HAUMTE B JaHHWTE, 3aKogMpanu B HocuTens Ha UDIL

Hupa Ha omakoBaHe

HuBa Ha omakoBaHe oO3HauaBa pasnuMYHNTE HMBA Ha OIIAKOBKM Ha WM3OENMNETO, CHObPXKAILINM OIPENETIEHO KOIMNYECTBO
VI3HENNA, KaTO HallpUMEpP KapTOHEHA KYTUS U Ka]'['b(l).

Vimentudukarop Ha npoussomcrsoro (UDI-PI)
UDI-PI e uudpos v OyKBeHO-LMPPOB KOI, KOMTO MIEHTHMUIMpPA TPOM3BOICTBEHATA SIMHMNIIA HA M3HETHETO.

Pazmmunnte Bumose UDI-PI BKIIOUBAT cepyieH HOMEp MM HOMep Ha MapTyHaTa, MoeHTHuKaims Ha codryepa u/wm mara
Ha IIPOM3BONICTBO MM CPOK Ha TOIHOCT MM ¥ [IBETE [IaTH.

PamouecrotHa unentnduraums (RFID)

RFID e TexHomorusi, KOSITO M3MOJI3Ba KOMyHMKaluMsA 4pe3 padMOBbIIHN 3a o0MeH Ha JaHHM MEXMY 4YeTAIOo YCTPOIZCTBO )/
€IIEKTPOHEH €TUKET, IIPUKPEINEH KbM IIPEOMET, C LT I/l]]eHTI/I(l)IAKaIIIAH.

ToBapHU KOHTeIHEPU

ToBapeH KOHTeliHep e KOHTeifHep, Y KOJTO NPOCIENMMOCTTA Ce KOHTPOIMPA Upe3 CIelMalieH MPOLEC 3a JIOTUCTUYHNUTE
CHCTEMIL.

YHukaneH ugextuduxarop Ha mnemmsra (UDI)

UDI e cepust or uudposy 1 OyKBeHO-UMPOBM 3HALM, Ch3NANEHA upe3 OOLIONMpMETa MIEHTUPUKALMS HA M3NENMsTa ¥
CTaHIapTy 3a o3HauaBaHe. CyCTEMATa [1aBa Bb3MOXKHOCT 33 SICHA MIEHTU(MKALMS HAa CHOTBETHOTO M3nenye Ha nasapa. UDI
ce ccrou or UDI-DI u UDI-PL

Hymarta ,,yHMKaNeH He BKIIOYBA CEPMIHOTO HOMEpPUPAHE HA OTHEIIHUTE IPOM3BOICTBEHY EIMHULIN.

Hocurenn na UDI

Hocurenar na UDI e cpenctoto 3a chobuasane Ha UDI upes usnonssanero Ha AIDC u ako e MPUIIOXKMMO, HETOBOTO
HRL

Hocurenure sa UDI Bkimtousar, inter alia, nueHTnduKaLmMOHeH JnHeeH 6apkom, mBymameper Matpuuer 6apkop, RFID.

Q06w U3NCKBaHMS

Hanacsanero Ha UDI e IONBIHMTENHO M3MCKBAaHE, KOETO HE 3aMeHS HMKOE OT M3MCKBAHMSATA 3a MApKMPOBKA MIIM 32
eTHKETVpaHe, PeABUACHN B IPIUITOXKeHNe | KbM HACTOSIIMS pernameHT.

[Iponssonurerar onpenens u nogabpxa yaukanuy UDI na nsnenusara cu.
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2.3.  Enmucreeno mpomspoputenAT Moxe na HaHacsa UDI Ha uspenuero mwim Ha HEroBUTE ONAKOBKM.

2.4. Morar pma 6boaT M3NONM3BAaHM CaMO CTAHJAPTM 33 O3HAYaBaHe, KOWTO Ca IPENOCTABEHM OT u3masaummre CyOekTy,
ompegenern ot Komucusra cpracHo wieH 24, naparpad 2.

3. UDI

3.1. UDI ce ompemens 3a caMOTO M3[eNMe MIM HEroBaTa OmakoBka. ClelBaliTe HMBA HA ONAKOBAHE PA3MONATAT ChC COOCTBEH
UDL

3.2.  ToBapHuTe KOHTellHepH ce OCBOOOXKIABAT OT M3MCKBaHeTo 1O pasgen 3.1. Hampumep, He ce msncksa UDI 3a noructiyuHy
€IMHMLY; KOTraTO HOCTABUMKBT Ha 3[IPaBHU IPVIKM NOPHYBA MHOXKECTBO M3fenus, Karo e nocoueH UDI wmm HOMepsT Ha
MOJeNa Ha OTHENHUTE M3NENNsA, a IIPOM3BOIMTENAT IOCTaBs TE3M M3HENMs B KOHTENHEp 3a TPAaHCIOPTMPAaHE MM 3a [1a
3aLMTY OTHENHNUTE ONIAKOBAHM M3MENNsl, 33 KOHTelHepa (IOrMCTUYHATA eIMHMIA) He ce TpuiaraT usycksanmsra 3a UDL

3.3.  UDI ce cnerom ot nee yactu — UDI-DI u UDI-PL
3.4.  UDI-DI e ynukaneHn Ha BCSKO HMBO Ha OIAKOBaHE Ha U3MIEIMETO.

3.5.  AKO BbpXy €THKETa Ca [I0COUeH) HOMEePBT Ha MApTHUAATa M CEPUITHUAT HOMep, MICHTUQUKALMATA Ha COPTyepa UIM CPOKBT
Ha rogHocT, Te ca yact or UDI-PL. Ako BBpXy eTmkera ¢ [OCOYeHa M [aTa Ha IIPOM3BOICTBO, TS He ¢ HeoOXOIMMO 1a ce
skimousa B UDI-PI. AKo BbpXxy eTMKeTa e ocoueHa caMo aTa Ha IPOU3BOICTBO, T4 ce mnonsga 3a UDI-PL

3.6. Ha Bceky KOMIIOHEHT, KOJTO ce CUMTa 3a M3HeMe U ce Mpemlara Ha Iasapa CaMOCTOSITeNHO, ce ompenens otaeneH UDI,
OCBEH aKO KOMIIOHEHTHUTE He €& YacT OT M3IeNe ¢ KOHUIYpauyst, KoeTo e 0603HaueHo che cBoit cobcteeH UDI.

3.7.  3a mabopure ce ompeferis 1 Haxacs TexeH cobcrser UDL
3.8.  Ilpomsommrensar onpenens UDI 3a naneHo mspienye CbINacHO ChOTBETHUS CTAHIAPT 33 O3HAYaBaHe.

3.9. Msucksa ce HoB UDI-DI, korato e Hammue NpoMsiHa, Kosto GM MOrTa fa JOBede O MOTPelIHa MICHTUUKALMS Ha
V3TIETIMETO V[N JO HesICHOTA 110 OTHOILIEHME Ha MPOCIIeMMMOCTTa My. TTo-CrieliManHo BCsika IPOMSIHA B €IMH OT CIeIHUTe
efieMeHTI Ha gaHHuTe B Gasata marxyu Ha UDI usncksa Hos UDI-DI:

a) HaMMeHOBaHNeE WM ThPTOBCKO HaVMEHOBAHNE,

0) BapuMaHT WM MOIEN Ha U3MENNETO,

B) ETMKETMPAHO KaTo M3MENMe 3a eHOKpaTHa yrnorpeba,
I) CTepuIIHA ONaKOBKa,

) HeOOXOMMMOCT OT CTEPMITM3MpPAHE Mpeny ynotpeda,
€) KONMYECTBO M3LENMs B ONAKOBKATa,

K) KPUTUYHY HPETYNPEexRICHNs WV TIPOTHBOMOKA3AHMS.

3.10. TIpousBommTeNM, KOUTO IMPEOTIAKOBAT M/WIM IPEETUKETUPAT M3IENMs ChC COOCTBEH eTvker, 3arasgar manHu Ha UDI Ha
TPOM3BONMTENS Ha OPUTMHAIIHOTO M3MENMe.

4, Hocuren na UDI

4.1.  Hocurensr va UDI (AIDC dopmar n HRI ¢popmar Ha UDI) ce mocTasst BbPXy €TMKETa M BbPXY BCUUKM CIIEIBALIMA HUMBA HA
omakoBaHe Ha uapnenmuero. CrielBalMTe HMBA HA ONAKOBaHEe He BKITIOYBAT TOBAPHNUTE KOHTEIHEpH.

4.2. B cnyqeu?[ Ha 3HAUUTETIHM OrpaHMYEHMA Ha IMPOCTPAHCTBOTO BBHPXY OIIAKOBKAaTa Ha M3IOJI3BaHATA €OMHMIIA, HOCUTEIIAT Ha
UDI moxe ma 61)]16 IIOCTAB€H Ha CJIEIBALIOTO HMBO HA OIIAKOBAHE.

4.3, 3a uspenmATa 3a €IHOKpaTHa yrotpeGa OT Kiac A M Kiac B, ONMAKOBAHM UM €TMKETMPAHM MOOTHEHO, HE CE M3UCKBA
HocutensT Ha UDI ma e BbpXy omakoBKaTa, HO ce NOCOYBA Ha CIIEBALIOTO HYMBO Ha OIAKOBAHE, HAIpUMep KyTuSATa,
CHIIbPKAIIA HAKONKO OMaKOBKM. Koraro obaue He ce OYaKBa IOCTABUMKBT HA 3MPABHM TPIKM [Id MMA HOCTBI, KATO
Hanpumep B CIyyall Ha 3[paBHM IPYMXM B [IOMAIUHM YCIOBMS, IO CIEABAIIOTO HMBO Ha omakoBaHe Ha magenuero, UDI ce
T0CTaBs BbPXY ONAKOBKATa.
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4.4, 3a w3menysra, IpeHA3HAYEHN M3KITIOUMTEITHO 3a NyHKTOBE 3a npopaxba Ha mpebHo, He ce mancksar UDI-PI 3a AIDC na
ce MOCTABSAT Ha OIAKOBKATa Ha caMMsl IIYHKT 3a IPOHaxoa.

4.5.  Koraro Hocurerm Ha AIDC, pasmmunm ot Hocuten Ha UDI, ca BKmoueHy B eTuKeTa Ha mponykTta, Hocutenar Ha UDI e
YET/IMBO TIOCOYEH.

4.6.  Ako ce usnonssar nuHeitHn 6apkonose UDI-DI u UDI-PI Morar fa 6bIaT BepuKHO CBHP3aHM B JIBa WM MOBede Gapkoma
VM 112 He GBIaT CBbP3aHM. BcmukmM 4acTy i efleMeHTH Ha JnHelHMs GApKOIL ca pasrpaHiuMMIL 1 SICHO OTIPENeNTMMIL.

4.7. AKO CbLIECTBYBAT 3HAUMTEIHM NPEUKM Ipel eIHOBPEMEHHOTO u3mon3saHe Ha mpara gopmara (AIDC u HRI) Bbpxy
€TMKETa, Ce M3MCKBA IOCOYBAHETO BHPXY eTiKeTa camo Ha ¢opMara AIDC. 3a msgenust obaue, KOUTO ca IpeNHA3HAUCHM 3a
M3IIONI3BaHE V3BbH 3[PaBHNTE 3aBElEHMs, HANpUMep M3MeNus 3a 3[paBHM Ipyky B goMamnm ycnosus, HRI ce nocousa
BbPXY €TUKETA, IOPM aKO B PE3yITaT Ha ToBa He ocTasa MscTo 3a AIDC.

4.8.  (Qopmarsr Ha HRI e cbobpasen npasunara Ha cyGekTa, usnasa koua 3a UDL

4.9.  AKo npou3BOmMTENAT M3MON3Ba TexHonorusta RFID, BbpXy eTyKera ce MOCOYBA M JIMHEEH MM MByM3MepeH OGapkom B
CHOTBETCTBHUE ChC CTAHNAPTA, MPEIOCTABEH OT M3[aBaluTe CyOeKTH.

4.10. 3a msmenusita 3a MHOrokpatHa ynorpeba Hocurensir Ha UDI e Bbpxy camoro manenve. Hocurersr Ha UDI 3a m3permst 3a
MHOTOKpATHA yToTpe0a, M3NCKBALM He3MHPEKIMS, CTePUIM3ALMS I OGHOBSIBAHE TIPEM BCSKO CIEIBALIO M3MON3BAHE OT
TAIMEHTa, OCTaBa TPAeH U YeTIMB CJIe BCEKV MPOLeC Ha MONTOTOBKA HA M3HENNETO 3a MOCIENBALIO M3MOI3BaHe B PAMKUTE
Ha IIpedBUIEHNS eKCIUIOATALMOHEH CPOK Ha M3HENNETO.

4.11. Hocurensar va UDI ocraBa yernyB Ipe3 LislaTa HOpMalHa ymoTpeOa ¥ Lemusi MpPeNBMAEH €KCIUIOATALMOHEH CPOK Ha
UBHENHETO.

4.12. Axo Hocurenar Ha UDI e sicHO ueTMB ¥ MOXe [a Ce CKaHMpa IIpe3 OINAKOBKaTa Ha M3IEIIMETO, HE Ce M3MCKBA
nocraBsHeTo Ha Hocurens Ha UDI BbpXy omakoBkara.

4.13. Korato OoTmenHM rOTOBU U3MIENNSI Ce ChCTOST OT MHOXKECTBO YacTH, KOUTO Tpﬂ6Ba na ce CrnobsT npenn 1rbpBaTa yHOTpe6a,
e moctarbuHo HocutensaT Ha UDI ma ce mocrasu camo BBPXY €[IHa OT YaCTUTE OT BCAKO M3IEINE.

4.14. Hocurensr Ha UDI ce nocrasst Taka, 4e popMarst AIDC ga MoxKe [1a Obe IOCTBIIEH 10 BpeMe Ha HOPManHa paboTa uimm
CbXpaHeHue.

4.15. Hocurenure Ha Gapxona, Bkimousauyt UDI-DI u UDI-PI, Morar fa BKJIIOYBAT M CHLUECTBEHM JAHHM 33 YHKLMOHMPAHETO
Ha V3MENMETO MM APYTM HaHHML.

5. O6uw npuHuymm Ha 6azata ganuy 3a UDI

5.1. basara mauuu 3a UDI maBa BB3MOXKHOCT 3a M3NOJI3BAHE HA BCMYKYM OCHOBHM €JIEMEHTV Ha [JaHHuUTe B 0asaTa JaHHM 3a
UDI, nocouenn B yact b oT HacTosmoTo npuioxeHue.

5.2.  Ilpoussommresnte OTIOBAPSAT 33 IPBOHAYAIHOTO NONABAHE M AKTYany3aLMMTe HA MICHTUPUKALMOHHATA MHQOPMALMS U
TIPYTH eTIEMEHTU Ha JaHHMTE 3a M3[IenueTo B 6azata nanuu 3a UDL

5.3.  Ilpwrarar ce MOAXOMSILN MeTOMy/IPOLEMyPH 3a BAMIMPAHETO HA MPEIOCTABEHNUTE JAHHI.

5.4. HpOI/lBBOHI/ITCHI/ITC NEPUOONYHO IPOBEPABAT TOYHOCTTA HAa BCMYKM HAHHM, CBBP3aHM C VBHENMATA, KOUTO Ca ITyCHaly Ha
nasapa, ¢ U3KJIIOUYEHNE Ha U3MEINATA, KOUTO BEYE HE C€ IPEIOCTABAT Ha Iasapa.

5.5. Hammumero Ha UDI-DI Ha umsnenuero B 6Gaszata maHHu 3a UDI He 03HayaBa, ue M3MENMETO CHOTBETCTBA HA HACTOSILIMS
PperTaMeHT.

5.6.  basaTa maHHM maBa BB3MOXKHOCT 33 CBbP3BAHETO Ha BCMUYKM HMBA HA ONaKOBaHE HA M3MIETINETO.
5.7.  annwute 3a Hoy UDI-DI ca Hanu4#ym KbM MOMEHTA Ha IIyCKaHe Ha M3IIENMETO Ha Iasapa.

5.8.  IlpousBommrenuTe aKTyanmM3upar ChOTBETHUs 3amyc B Oasata marHu 3a UDI B cpok or 30 mHM OT HampaseHa IPOMSIHA Ha
[afieH eIeMeHT, KOiiTo He u3Kcksa Hop UDI-DI.
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5.9. Korato e Bb3MoxHO, Gazata maHHu 3a UDI u3mon3Ba MeXIyHApOIHO NpPMETH CTAHOAPTM 3a INOJABAHETO HA [AHHU U
TAXHOTO aKTyalyu3MpaHe.

5.10. Torpe6urenckusr nurepdeiic Ha bazara ganuy 3a UDI e HaymmueH Ha Bcnuky oduumarnay esuuy Ha Chbro3a. V3monssaxero
Ha TI07IeTa 3a cBOOOMIEH TeKCT 0baue ce CBexX/a 0 MUHUMYM, 33 [1a Ce OTPaHUYaT e3MKOBUTE [IPEBOMIM.

5.11. MaHHute 3a M30eNus, KOUTO Bede He Ce NMPENOCTABSIT HA Ma3zapa, ocTaar B Gasata maxu 3a UDL

6. [IpaBuna 3a KOHKPETHM TUIOBE MU3METMS

6.1. V3penusra 3a MHOTOKpaTHa yrnorpe6a, KOUTO €a 4acT OT HaOOp M M3UCKBAT [OUMCTBAHE, IE3MHPEKLNS, CTEPUIIM3ALIS MIN
OGHOBsIBAHE NPEMM BCSIKA CIENBAIIA yroTpeba oT norpeburenmre.

6.1.1. UDI Ha Te3u u3nenus ce IOCTaBs BbPXY M3MNENMETO M OCTaBa YeTIMB Crell BCAKA MPOLlypa 3a MOATOTOBKA Ha M3MIENNETO
3a crenBama ynorpe6a.

6.1.2. Xapakrepuctukure Ha UDI-PI, kato Hanpumep HOMEp Ha IapTUIATa MM CEPMEH HOMEp, ce OIPEHENIAT OT MPOU3BOMMTEII.

6.2.  Codryep 3a u3menusra

6.2.1. Kputepuu 3a onpenensine Ha UDI
UDI ce ompenenst Ha CUCTEMHOTO paBHuLe Ha codryepa. Toa M3NCKBaHe ce MPUIIara caMo 3a codryep, KOITO ce mpefyiara
Ha Ta3apa caMOCTOSATENHO, 1 codTyep, KOWMTO caM 1o ceGe CH TPENCTaBIIsBa U3NEIHE.
0603HauaBaHeToO Ha COPTyepa ce CUMTA 33 MEXAHM3bM Ha NPOM3BOLCTBEH KOHTPOM U ce mocousa B UDI-PL

6.2.2. Msucksa ce o UDI-DI BuHary, KoraTo e Hanuue NpOMsHa [0 OTHOLIEHNE Ha:
a) ITbPBOHAYAITHOTO JIEHCTBME,
0) Ge30macHOCTTa WM MpenByUIeHaTa yoTpeOa Ha coryepa,
B) TBIIKYBAHETO Ha [JaHHMTE.
Te3y IPOMEHM Ce OTHACAT IO HOBYM WM M3MEHEHN alropUTMM, CTPYKTYpy Ha Oasure IaHHM, onepaTuBHA Iatdopma,
apXUTEKTypa MM HOBM MOTPeOUTENCKY MHTEpeicH MM HOBYM KaHAIM 3a ONEPATHBHA ChBMECTVMOCT.

6.2.3. Hesnauutenuu npomenn B codryepa msucksar camo Hos UDI-PI, a ne Hos UDI-DIL
Hesnauntennure mpomenn B codTyepa 0OMKHOBEHO Ca CBbP3aHM C OTCTPAHSABAHE HA IPELIKH, TOTOOPEHs C OITIel U3MON3-
BAEMOCTTA, KOUTO HE Ce BbBEXKIAT C LT Oe30M1aCHOCT, POTPaMI 3a CUIYPHOCT UITM ONepaTHBHA eeKTUBHOCT.
HeaHaunrenHnte poMeHn B copTyepa ce 0603HaYaBaT ChC CrelManHa Gopma Ha MIEHTUPUKALMS Ha ITPOM3BOIMTENIS.

6.2.4. Kpurepuu 3a nocrassiuero Ha UDI 3a codryep:

a) KOrato coTyepbT ce MPENOCTaBs Ha MatepuaneH Hocuten, Hampumep upes CD wim DVD, Ha BCAKO HMBO Ha
omakosaHe ce mocousa muaHusAT UDI B uernmms 3a xopata u B AIDC ¢opmar. UDI Ha MarepuanHusi HOCHTET,
CBHIBpKALY COPTYepa, U Ha HEroBara ONaKoBKa e mueHTHdueH ¢ UDI, IpicBoeH Ha CHCTEMHOTO paBHHILE Ha CO(Tyepa;

6) UDI ce npegocrasst Ha JIECHO JOCTBIIEH €KPaH 3a MONI3BATells B JIeCHO ueruB ¢opmar ,plain-text”, Karo Hanpumep BbB
daii ¢ omMcaHMeTo WM BKITIOUEH B HAUAIHIUS CKPAH;

B) coTyep, KOilTO He pasmonara ¢ MOTpeGMTENICKM MHTEPEIIC, KATO HAlPUMEp MEXIMHEH MHTErpalyoHeH coryep 3a
npeoGpasyBaHe Ha u300paxeHust, Moxe f1a npeane UDI upes mpuiioxXHO-TIporpaMeH MHTEperic;

I) B eNeKTPOHHNTE JNCIUIE Ha COPTyepa ce M3MCKBA CaMo ueTiiuBata 3a xopara uact or UDI O6osnauasanero Ha UDI
upes manosBanero Ha AIDC He ce M3NCKBA B €NEKTPOHHMTE MUCIUIEM, KaTO HAMPUMEP MEHIOTO C MHOpMALsl 3a
CUCTeMaTa, eKpaHa IIpM 3apexXnaHe U T.H.;

m uernuBusT 3a Xopara ¢opmar Ha UDI 3a codryep BKirousa mueHTMUKATOpU 3a NpuioxeHuero (Al) Ha craHmapra,
M3IONI3BAH OT M3HaBaimTe CyOeKTH, 34 [ ce MOMOTHe Ha morpeburens ma mmentnduumpa UDI u ma ompemeny Koit
CTaHMIApT € M3MON3BaH 3a Ch3[IABAHETO My.
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TTPUTIO2KEHME VI

V3uckBaHms, Ha KOUTO TpsIOBa [1a OTTOBAPST HOTUQUIMPAHNTE OPIaHN

1. OPTAHM3ALIMOHHU U OB U3MCKBAHUSA
1.1.  Ilpasen craTyT M OpraHM3alMOHHA CTPYKTypa

1.1.1. Bceku HOTMQUMUMPAH OpraH ce Ch3HABa CHINIACHO HALMOHATIHOTO IPABO HA AbPXKABNUTE WICHKM WM IPABOTO HA TpeTaTra
ITbpKaBa, ¢ Kosito ChIO3BT € CKIIOUMIT CIIOpasyMeHue 3a LeNnTa. 3a Herosara MpaBOCYOEKTHOCT M CTAaTyc TpsibBa ha MMa
IThIIHA JOKyMeHTaums. Ta3u JOKYMEHTAlws BKITIOYBA MHQOpPMALIMS 33 COOCTBEHOCTTA M IOPMIMUECKUTE WM QU3MUECKUTE
JINIIA, YIPaXHSIBALIM KOHTPOI BbPXY HOTUQUUMPAHNS OpIaH.

1.1.2. Axo HOTI/I(l)I/IL[I/IpaHI/IﬂT OpraH ¢ IIpaBeH Cy6CKT, KOWMTO € YacT OT IMO-TONIsIMa opraHmsanus, ACHO ce€ HOKYMEHTMpAT
HEHOCTHUTE I U HeilHaTa OpraHMs3alliOHHa CTPYKTypa U YIpaBIIEHNME, KaKTO M Bpb3KaTa nc HOTI/I(l)I/[IH/IpaHI/IH OpraH. B
TakyBa Cilyday M3UCKBaHMATA, IOCOYEHM B pa3eEIn 1.2, ca NPpUWIOKUMHU KaKTO 3a HOTI/[(])I/IHI/IpaHI/IH Oprat, Taka 1 3a
Opranmsanusiara, KbM KOATO TOVA MIpUHANJIEXKN.

1.1.3. Ako mageH HOTM(MLMPAH OPIaH M3LSUIO WIM YaCTMYHO NMPUTEXABA [IPABHM CyOEKTH, YCTAHOBEHM B [IbPXKaBa WIEHKA VIIN
TpeTa IbpKasa, WM € IPUTEKABAH OT APYT MpPaBeH CyOeKT, SICHO Ce OMPENeNAT M TOKYMEHTMPAT [eHOCTUTE M OTTOBOp-
HOCTMTE Ha Te3u CyOEKTM ¥ TeXHMTC IOPUOMUECKM VM ONEPATUBHYM B3aMMOOTHOUICHMS C HOTMQUUMPAHMS OpraH. 3a
IepcoHara Ha Te3u CyOeKTH, M3BBPIIBALL IEHOCTH M0 OLEHSBAHEe HA CHOTBETCTBMETO CINIACHO HACTOSILIVS PEITIAMEHT, ce
IpWIIaraT CbOTBETHUTE M3UCKBAHMA Ha HACTOSILMSA PEITIaMeHT.

1.1.4. OpraHIASaHIAOHHaTa CTPYKTypa, pasnpeneseHNeTo Ha OTTOBOPHOCTUTE, ﬁepapXMqHaTa CTPyKTypa U (l)yHKIl]/IOHI/IpaHeTO Ha
HOTI/I(I)I/IL[I/IpaHI/Iﬂ OpraH C€ OpraHmM3ypar Taka, 4e€ J1a €€ rapaHTypa HOBEPUETO B pa60TaTa Ha HOTI/I(I)]/IL[I/IpaHI/IS[ OpraH u B
pe3ynTaTuTe OT MPOBEXKIAHUTE OT HETO HEHOCTY 110 OlICHSIBAaHE Ha ChOTBETCTBUETO.

1.1.5. Hotuduimpasusr opraH SICHO NOKYMEHTMPA CBOSITA OPIAHM3ALMOHHA CTPYKTypa M QYHKLMMTE, OTIOBOPHOCTUTE U
IIPABOMOLIMSITA Ha BICLIETO CY PHKOBOICTBO ¥ HAa OCTAHANMsl IIEPCOHA, KOIMTO MOXKE [Ia MMa BIMSIHNE BHPXY paboTata Ha
HOTUQULIMPAHNS OPTaH BbPXY Pe3yNITaTiTe OT AEHHOCTUTE My 1O OLEHSBAHE HA CHOTBETCTBUETO.

1.1.6. HotuduimpaHusT opraH Ompenens IMIATa BbB BUCIIETO PHKOBOACTBO, KOMTO MMAT ITbIHN MPABOMOLIAS M HOCST IThITHA
OTTOBOPHOCT 3a:

@) OCUIypsIBAHETO Ha MONXOMSLIM PECypCH 3a [IEAHOCTHTE [0 OLEHSIBAHE Ha ChOTBETCTBUETO;
0) paspaboTBaHETO Ha MPOLEIYPH U MOTUTUKM 33 (YHKLUMOHMPAHETO Ha HOTUQUUMPAHIS OpraH;

B) Haj30pa BbPXy MPWIATAHETO HA MPOLEIYpUTe, MONUTUKUTE Y CHCTEMHUTE 3a YIPABIeHMe HAa KaueCTBOTO HA HOTH(U-
LMpaHNs OpraH;

I) Hamsopa BbpXy QMHAHCKTE HA HOTUQUMIMPAHMS OPIaH;
1) NEHOCTUTE M PELICHNSTA, B3eTU OT HOTUGUUMPAHUS OPIaH, BKIFOUMTEIHO CIIOPasyMeHNs);

e) HOETICTMPaHeTO Ha IMPaBOMOLINMA Ha IIEpCOHAlIa I/I/I/IHI/I KOMUTETUTE, KOIraTO TOBA € HCO6XO]1]/IMO, 32 MBIBJIHEHUETO Ha
OIpenesIeHn HCﬁHOCTM;

)K) B3aI/IMOHCI7[CTBI/ICTO C Opraha, OTrosapsul 3a HOTI/I(I)I/[III/[paHI/ITC Opranu, ¥ 3abJIZKEHUATA BbB BPb3Ka ¢ KOMYHMKALIVINTE
C OpyrM KOMIIETEHTHU OpraHu, Komucusra n apyru HOTI/I(l)I/[III/[paHI/I OpraHu.

1.2.  Hesasucumoct n Ge3mpycTpacTHOCT

1.2.1. HoTnuumpaHusT OpraH € TPETO JIMLE, HEe3aBUCMMO OT IPOM3BOIMTENS HA MBLENMETO, BHB BPb3Ka C KOWTO M3BBpIUBA
[efIHOCTUTE IO OLEHSBAHE HA CHOTBETCTBMETO. HOTMQMUMpAHMST € ChIIO TaKa HE3ABUCUM OT MPYTM MKOHOMIYECKM
OnepaTopu C MHTEPEC KbM M3MIETMETO, KAKTO M OT BCMYKM KOHKYPEHTM Ha mnpoussommrens. ToBa He M3KIIOYBA
Bb3MOKHOCTTA HOTM(MILMPAHMSAT OPraH [d M3BbpIIBA HEHOCTM MO OLCHSBAHE HAa CHOTBETCTBMETO 33 KOHKYPEHTHM
TIPOV3BOIMUTENIN.

1.2.2. Hotu¢uimpasusr opraH e opraHu3upad u yHKLMOHMpPA Taka, 4ye [a ObIAT 3alaseHy He3aBUCHMOCTTA, OOEKTUBHOCTTA U
0e3npUCTPACTHOCTTa Ha feitHOCcTMTe M. HOTn@uumpanuar opraH HOKYMeHTMpAa M BbBEXKMIA CTPYKTypa M NPOLENypU 3a
ocurypsiBaHe Ha Ge3MPUCTPACTHOCT M 33 HACHPUYABAHE M NPWJIATAHE HA NMPUHLMINMTE HAa OE3IPUCTPACTHOCT B LsUIaTa CH
OpraHmsauys, cpef Lenus CU INepCOHaN U B AEMHOCTUTE CU MO OLeHsABaHe. Te3y Ipolenypy MpedBUXKIAT YCTaHOBSABAHE,
pascienBaHe M HAMMPaHE HA peLICHME IPM BCUUKM CIy4ay, B KOMTO MOXKE [1d BB3HMKHE KOHQIVUKT Ha MHTEpECH,
BKJTIOUMTENTHO YYaCTMETO HA CHOTBETHUSI CIIyKMTEI B KOHCYNITAHTCKM YCIYTM B CepaTa Ha M3NENMATa NPeNy Ha3Haua-
BaHETO My Ha paboTa B HOTMUUMpPAHNS! OpraH. PascrenBaHeTo, pe3ynTaTiTe M HAMEPEHOTO pelleHUe Ce TOKYMEHTUPAT.
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1.2.3. HOTI/[Cl)I/IIII/lpaHI/[HT Oprad, HErOBOTO BMCHIE PBHKOBOLNCTBO M TNIEPCOHAIIBT, OTIOBAPALL 3a M3IIBJIHEHNME Ha 3afjayuTe IO
OLEHsABAHE HA CbOTBETCTBMETO, HE MOTAT:

a) ma GboaT MPOEKTAHT, MPOM3BOMMTENI, NOCTABYMK, JIMIE, KOCTO MOHTMPA, KyIyBay, COOCTBEHMK WIM CTPYKTypa IO
NOIPbXKKA Ha M3HENNUATA, KOMTO OLEHABAT, HUTO YIBIHOMOLIEH IIPENCTaBUTENl Ha HAKOe OT Te3u Jmua. Tosa
OTpaHMUeHNE He M3KITIOUBA 3aKYIyBAHETO ¥ YIOTpeOaTa Ha OLEHSBAHM M3LENNs, KOUTO Ca HEOOXOMMMM 3a [EIHOCTHTE
Ha HOTMQWMUMPAHWS OPIaH ¥ 3a M3BBPIIBAHETO HA OLEHSBAHETO HA CHOTBETCTBMETO, WM yroTpebara Ha TaKuBa
MBIENNs 3a JIMUHY LENN;

0) ma B3eMaT yuactie B IPOEKTUPAHETO, IIPOM3BOICTBOTO MM M3PaGOTBAHETO, MPEMIIATAHETO HA I1a3apa, MOHTMPAHETO U
VIBIION3BAHETO UM TOMIPBXKKATA HA M3HEMMATA, 33 KOMTO Ca HA3HAYEHM, HUTO [a IpeNCTaB/sABaT CTPaHMUTE,
aHTaXMpaH! B Te3M IeIHOCTI;

B) a C€ BKITIOUBAT B HCﬁHOCT, KOATO MOKE [1a € B NPOTUBOPEUNE C TAXHATA HE3aBMCMMA IPELEHKA 1M MOYTEHO MOBEOEHNE
0 OTHOLIEHME Ha JIEMHOCTUTE MO OLICHsIBAaHE Ha ChOTBETCTBMETO, 32 KOUTO Ca OIpenerieH;

F) Ha Inpemiarat MM IPeHoCTaBAT KakKBaTO M HOa € YCiIyra, KOSATO O6u Mmorna Ta 3acTpaliy HOBEPMETO B TAXHATa
HE3aBUCUMOCT, 6C3HpI/ICTpaCTHOCT WM 0OEKTUBHOCT. HO-KOHerTHO T€ HE IIpenjiarat, HUTO IIPEJOCTaBAT KOHCYII-
TaHTCKM YCIIYyI¥ Ha IPOM3BOONTENLS, YI'BIIHOMOLIEHNMS My IPENCTaBUTEN, NOCTaBUMK VIV TbPrOBCKM KOHKYPEHT I10
OTHOLIECHME Ha IPOCKTUPAHETO, I/l3pa6OTBaHCTO, IpOM3BOOCTBOTO, MNPEMJIAIaHETO HA Iazapa WM IOOOPbXKKAaTa Ha
OLICHSABAHUTE MBOETIVS VIIN NpOoLeCH, N

]1) T1a ca CBbp3aHM C OpraHM3alys, KOATO MPENOCTaBs KOHCYJIITAHTCKUTE YCITyIV, IIOCOYEHN B 6yKBa l'). Tosa OrpannveHne
HE M3KJIIOYBa [ICI?[HOCTI/I 1o 061110 O6y‘{€HI/I€, KOUTO HE KacaAT KOHKPETEH KJIMEHT U Ca CBbpP3aHM C HOpMAaTMBHATA
ypen6a Ha M3OennATa N CbC ChOTBETHUTE CTAHOAPTU.

1.2.4. YyacTyero B KOHCYNTAHTCKM YCIIyIM B cdepara Ha M3IEMIsITa MPENM 3al0YBAHETO HAa paboTa B HOTMQUIMpAHNS OPIaH e
HAITBIIHO JOKYMEHTMPaHO B MOMEHTa HA 3alOYBAHETO Ha paboTa M MOTEHUMANHMTE KOHQUIMKTM HA MHTEpeCH ce
HAONTIONABAT ¥ PelIaBaT B ChOTBETCTBIE C HACTOSILIOTO NPMIIOXKeHYe. UneHoBeTe Ha MepcoHala, KOUTO, IIPeMy Na 3alovHaT
pabora B HOTMQUMUMPAHUS OpraH, ca GMIM HACTV OT KOHKPETEH KIIMEHT MIM Ca NPENOCTABSIN KOHCYNTAHTCKM YCIyTH B
cepata Ha M3MENMATA HA TO3M KOHKPETEH KIIMEHT, He M3BbPLIBAT IEHOCTM IO OLEHSBAHE HA CHOTBETCTBMETO 33 TO3M
KOHKpeTeH KIIVEHT WM 3a JIPy>KeCTBa, PMHAIUIeXKAIM KbM ChILATa IPyIIa, 3a CPOK OT TP TOIMHM.

1.2.5. FapaHTMpa ce 663HpI/ICTpaCTHOCTTa Ha HOTI/I(])I/IL[I/IP&HVITC Oprany, Ha TAXHOTO BUCIIE PBHKOBOICTBO M Ha II€pCOHAla,
OTTOBAapAll 3a OLCHABAHETO. Pa3M€p’I>T Ha Bb3HAI'PaXNCHMETO Ha BUCHIETO PHKOBOOCTBO M Ha IE€pCOHAllA, OTroBapsul 3a
OLICHABAHETO, Ha HOTI/I(])I/IHI/[paHVlH OpraH, KakKTO ¥ Ha IOOMBITBIIHUTEIINTE, y4dacTBallM B CBbpP3daHM C OLECHSABAHETO
HeHOCTY, He 3aBUCU OT pe3ynTatute Ha M3BbPUICHUTE OLCHABAHMA. HOTIA(])VIILI/IP&HI/ITC Opranyu OIOBECTABAT l'ly6J'IM‘{HO
HOeKJapauunTe 3a MHTEPECH Ha BUCIIETO CU PbKOBOICTBO.

1.2.6. Axo CO6CTBCHI/IK Ha HOTI/[C])I/III]/IpaHI/IH OpraH ¢ Hy6HI/I‘{HOHpaBCH Cy6eKT WM VHCTUTYUMS, CE TapaHTUpaT M ITOKYMEHTUPAT
HE3aBUCUMOCTTA UM JIMIICAaTa HaA KOH(I)HI/IKT Ha VHTEpPECU MEXNY OpraHa, OTroBapsul 3a HOTI/I(l)I/IIII/IpaHI/[Te OopraHmu, I/I/I/I]'II/[
KOMIICTCHTHMA OpraH, OT €0Ha CTpaHa, "1 HOTI/I(l)I/IIH/IpaHI/I}I OpraH, OT Apyra CTpaHa.

1.2.7. HotuduimpaHusr opraH rapaHTipa i DOKYMEHTVPA, Ue IEIHOCTHTE HA HErOBUTE MOMNENEHNMs WM MONM3IbIHUTEIN 1 Ha
[IPyT CBbP3AH OpIaH, BKIIOUMTEIIHO NEHHOCTMTE HA HEroByTe COOCTBEHNIIM, HE 3aCSTaT HEroBaTa He3aBMCMMOCT, Gesmpy-
CTPACTHOCT Wi¥ OOEKTUBHOCTTA B [IE/HOCTUTE MY IO OLICHSIBAHE HA ChOTBETCTBUETO.

1.2.8. Hotuuumpasuar OpraH M3BbPLIBA HEJHOCTMTE CM CBINIACHO Ha0Op OT IIOCIENOBATENIHM, CIPABEIVIMBIA M IIPUEMIIVBY
YCIIOBMSI, KATO B3eMa IpPEOBMI MHTEpeCHTe Ha MANKUTE ¥ CPeNHUTE NPENIpUATMS N0 cMuchbia Ha [lpenopbka
2003/361/EO BbB Bpb3Ka C TaKCUTE.

1.2.9. MSI/ICKB&HMS{T&, YCTaHOBEHM B HACTOALINSA pa3merl, HE M3KIIIOUBAT O6MeHa Ha TEXHUUYECKA I/IH(l)OpMaHI/ISI " HACOKN BbBB
Bpb3Ka ¢ HOpMaTVBHATA ypen6a MEXIy HOTI/I(l)I/ILU/IpaHI/IS[ OpraH U IpOM3BOAUTEILS, KOJTO 1onaBa 3asBJICHUE 3a OLICHSABAHE
Ha CbOTBETCTBUETO.

1.3, TlosepurenHocr

1.3.1. Hotuuumpanusr opraH uMa [IOKYMEHTMPAHM INPOLENyPM, KOMTO TApPaHTMPAT, uye HETOBMST IEPCOHAN, KOMMTETH,
ToNeNeHNs, NOAM3IIBIHUTENM WM [PYT CBbP3aH OPraH MM NMEPCOHAl Ha BBHHUIHYM OPraHM CIa3BaT IOBEPUTEIIHOCTTA Ha
MH$OPMALMATA, TIOTyUeHa NPV M3IBIIHEHMETO Ha NEHHOCTMTE MO OLEHsBAHE HA CHOTBETCTBMETO, OCBEH KOIaTO HEIHOTO
pasriacsiBaHe ce M3MCKBA 110 3aKOH.

1.3.2. TlepcoHaTsT Ha HOTUQUIMPAHMS OPIaH CIa3Ba 3aIBIKEHUETO 3a CIyKeOHA TallHa IPU M3IIBIHEHMETO Ha CBOMTE 3afaun
CBITIACHO HACTOAIUMS PEINAMEHT WM BCAKA pasmopenda Ha HALMOHATHOTO MPABO 3 HETOBOTO MpWIIAraHe, OCBEH IO
OTHOLEHNME Ha OPTaHa, KOITO OTrOBaps 3a HOTMQUUMPAHUTE OPTaHM, OPraHMTE, KOMIICTEHTHY 3a U3MENMATA B TbpPKABUTE
wienky, wit Kommensira. Ocurypsia ce 3ammra Ha npasata Ha coOCTBeHOCT. HOTMQUIMpAHMAT OpraH MMa HOKyMeH-
TUpaHU NPOLENYpY MO OTHOLIEHME Ha M3VCKBAHMATA HA HACTOSALINMS Pasfier.
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1.4.  OrrosopHOCT

1.4.1. HotuuumpaHusT OpraH CKIHOYBa MOAXOMSLIA 3aCTPAXOBKA 3a MOKPHMBAHE HA OTTOBOPHOCTTA CM BBB BPB3KA C HEHHOCTHTE
CY TIO OllEHsIBAaHE Ha CHOTBETCTBUETO, OCBEH KOIATO OTTOBOPHOCTTA Ce IOeMa OT ChOTBETHATA HbpKaBa UJIEHKA ChITIACHO
HalMOHAITHOTO TIPaBO MIIM KOTaTo Tasy IbpKapa UJIeHKA € IIPSKO OTTOBOPHA 3a OLEHABAHETO Ha CHOTBETCTBMETO.

1.4.2. O6xBarsT 1 OOWOTO (MHAHCOBO MOKPUTHE HA 3ACTPAXOBKATA 33 [IOKPMBAHE HA OTTOBOPHOCTTA CHOTBETCTBAT HA HUBOTO U
reorpadckyst 00XBaT Ha MEMHOCTHTE Ha HOTUQMIMPAHMS OPTaH M ca ChOOpPAseHM C PUCKOBMS MPOQMIT HA WMBLETNATA,
cepTUdUUMPaHI OT HOTUPUUMPAHNUS OpraH. 3acTpaxoBKaTa MOKPHBA CIlydauTe, B KOMTO HOTUQUUMPAHMAT OPraH MOXe [
Obiie 3abIIKeH 14 OTHeMe, OTPaHNYM MM CIIpe JefCTBUETO Ha cepTuduKaTure.

1.5.  (unaHCOBM M3MCKBaHUS

Horuduuupanusr opran pasnonara ¢ (MHAHCOBMTE pecypcy, HeOOXOOMMM 3a M3BBpIIBAHE Ha IEMHOCTUTE My IO
OLIEHABAHE Ha CHOTBETCTBMETO B PAMKUTE Ha ONpENENIeHMs My MaHIaT M CBbP3aHWUTE C TOBA CTONAHCKM onepauuy. Toii
OKYMEHTHPA M IPELCTaBsl [OKA3ATENCTBA 33 (MHAHCOBMTE CU BBH3MOXKHOCTH M CBOSITA [IB/ITOCPOYHA MKOHOMMYECKA
KUBHECTIOCOOHOCT, KATO Ce OTYMTAT KOHKPETHUTE OOCTOSITEIICTBA IPU €Talla Ha ITbPBOHAYAIIHOTO 3all0YBAHE Ha [EIHOCTTA
MY, B 3aBMCUMOCT OT CITyyas.

1.6.  YyacTue B KOOpPIMHALMOHHM JIEHHOCTI

1.6.1. Hotuduimpasusar opraH yuactsa B CbOTBETHMTE [EMHOCTM IO CTAaHIAPTM3ALMs M [EMHOCTUTE HAa KOOPIMHALMOHHATA
Ipyna Ha HOTUQUUMpAHWTE OpraHy, nocoyeHa B uneH 49 or Permament (EC) 2017/... %, wim rapaHTupa, ue
OTTOBAPSIUIMAT 33 OLCHSIBAHETO MEPCOHAIT € MHPOPMUPAH 33 Te3U NEHHOCTH, a OTTOBAPSIIMAT 33 OLEHSBAHETO U B3EMaHETO
Ha pelleHNs! IepCOHA e MHPOPMIUpAH 33 ChOTBETHNUTE 3aKOHOIATEIHY aKTOBE, HACOKM ¥ HAi-100pM NMPaKTUKY, [IPUETH B
PaMKMTe Ha HACTOSILUMS periaMeHT.

1.6.2. HotuuumpaHusT opras B3eMa MpemBMUI HACOKUTE M Hail-moOpuTe MPakTUKIL.

2. N3NCKBAHNA 3A YIIPABJIEHMETO HA KAYECTBOTO

2.1. HotuduumpaHust opraH Cb3maBa, NOKYMEHTHpA, M3MBIHSBA, MONIbPXA ¥ PHKOBOOM CHUCTeMa 3a YMpaBlIeHME Ha
Ka4eCcTBOTO, KOSITO € MOAXOMsIIA C OIJIel Ha eCTeCTBOTO, cepata U Maiaba Ha NEiHOCTMTE My IO OLEHSIBAHE HA ChOTBET-
CTBMETO M KOATO MOXE [1a NONINOMAra ¥ fJa CBUIETENCTBA 3a IOCIENOBATENIHOTO M3IbIHEHME HA M3UCKBAHMATA IO
HaCTOSILIMSA periaMeHT.

2.2.  Cucremara 3a ynpaBieHye Ha KaueCTBOTO Ha HOTMQUIMPAHMS OPIaH BKIIIOYBA Hall-MayKo CIIEIHOTO:
a) CTPYKTypa M NOKYMEHTAalMs Ha CUCTEMATa 3a yIpaBIeHNe, BKITIOUMTEIIHO MOMUTYMKMUTE 1 LIeNINTe Ha HeJHUTe MeiHOCTI;
0) MONMMTUKM 3a BB3NAraHe Ha NEIHOCTY M OTTOBOPHOCTY Ha MEPCOHAITA;

B) OlEHsBAHE J IPOLEC HA B3eMaHEe Ha pelleHMs ChOOPA3HO 3ajaumTe, OTIOBOPHOCTATE M POJATA HA IeEpCOHana M
BICLLIETO PHKOBOMCTBO HAa HOTM(MUMPAHIS OPTaH;

I) NIaHMpaHe, NPOBEXKIAHe, OLCHSBAHE M NP HEOOXOMMMOCT, ajlaNTMpaHe Ha MPOLEIYpUTE 3a OLICHSBAHE HA ChHOTBET-
CTBUETO;

]Z[) KOHTPOJI Ha TOKYMEHTHUTE;
e) KOHTPOJI Ha 3aIVICUTE;

)K) npernean Ha ynpasJICHUETO;

w
=

BbTPEUIHN OOUTH;

=

) KOpUIMpauly ¥ IPEeBAHTUBHM AENCTBIUS;

CUTHAIIM U Kanou;

=c

K) NpOIbIXaBallo obyueHue.

KoraTo TOKYMEHTUTE C€ M3IIOJI3BAT Ha HAKOJIKO €3MKa, HOTI/I(l)I/l[II/IpaHIAF[T OpraH rapaHTipa ¥ KOHTpoOIMpa Hajay Te Umat
€0HO U CBLIO ChIbpKaHUE.

2.3.  Bucuero pbKOBOJCTBO HA HOTUQUIMpAHNMS OPTaH rapaHTMpa, UYe CHCTEMaTa 3a YNpaBleHME HA KAYECTBOTO € HAITbIIHO
pasbpaHa, mpuiTaraHa 1 Cla3BaHa B LsiJlaTa OpPraHM3alysi Ha HOTUQUMUMPAHUS OPraH, BKIIOUMTEIIHO HEroBMUTE MOJENICHIs
VY TOTM3ITBITHUTEITN, KOMTO Y4acTBaT B HEJHOCTY 3a OLICHSBAHE HAa ChOTBETCTBMETO CBHITIACHO HACTOSIINS PEITIAMEHT.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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2.4, HOTI/I(I)I/IIII/IpaHI/IHT OpraH M3MCKBa OT L€y IepCOHall OCI)VI]_[I/IaJ'IHO l1a TI0€M€ aHIaXMMEHT, 4Ype3 Moanmc MUin paBHOCTOECH
aKT, [1a Clla3Ba IIPOLENypUTE, ONPENENICHN OT HOTI/I(l)I/IL[I/IpaHI/IS[ OpraH. To3u aHraxXuMeHT BKJIFOUBA aCIEKTH, CBbp3aHun C
MOBEPUTEITHOCTTA M HE3aBUCUMOCTTA OT ThPIOBCKM U IPYTM MHTEPECH M BCAKAKBU CBUIECTBYBALIV MUIIA IIPEOXOOHU BPB3KU
¢ xmueHTute. OT IIEpCcOHAIa Ce M3JCKBA [1a IIOIBJIIHM IMCMEHA [EKapanys 3a Cla3BaHe Ha IMPUHLMIINTE Ha IOBEpU-
TEITHOCT, HE3ABUCUMOCT U 663HpI/ICTpaCTHOCT.

3. M3NCKBAHNA 3A PECYPCUTE
3.1.  O6wmm u3McKBaHMA

3.1.1. Hotumumpanute opraHm TpsGBa [Oa MOIaT [a M3IBIHSABAT BCUMUKM 3a7auy, BB3TIOXKCHNM MM ChIJIACHO HACTOSLIMS
peNaMeHt, C Haii-BUCOKA CTelleH Ha IOYTEHO MpPO(ECHOHAHO MOBENeHNEe ¥ HeOOXOIMMATa KOMICTEHTHOCT B
orpeneneHara oOacT, HE3ABUCKMO JAIM Te3U 3aTauy Ce MBIBIHSBAT OT CaMysi HOTUQUIMPAH OpPraHy WIIM OT HETOBO MMe
¥l Ha HErosa OTTOBOPHOCT.

ITo-KOHKPETHO HOTUQUIMpPAHUTE OpraHM pasNonaraT ¢ HeoOXOMMMKS [EPCOHAN M MPUTEXABaT JIM MMAaT JOCTBI [0
1SUI0TO 00Opy/BaHe, ChOPBKEHUS 1 KOMIETEHTHOCT, KOUTO Ca HEOOXOMMMM 33 TPABUIIHO M3IBIIHEHNME HA TEXHMUECKUTE,
Hay4YHMTe M aIMMHVCTPATMBHUTE 3alauM B PAMKUTE Ha HEVHOCTHTE IO OlEHABAHE Ha ChOTBETCTBMETO, BbB BPH3Ka C KOMTO
ca ompeneneny. Tosa M3MCKBaHe NpeAoNara, e 1o BCAKO BpeMe, 3a BCsAKA NpOLeNypa N0 OLEHABAHE HA CHOTBETCTBUETO U
34 BCKM THUII M3[IMSL, 33 KOMTO € OmpefiesieH, HOTUQMUMPAHMST OPraH pasmoiara MOCTOSIHHO C IOCTAThYEH aIMMHU-
CTPaTMBEH, TEXHMYECKM M HaydeH MepCOHAN C ONMUT M 3HAHMs B OONACTTA HA CBOTBETHUTE M3HEIMS U CBbP3AHMUTE C TAX
TexHonoruu. To3M IepcoHal e NOCTaTbueH Kato 6polika, 3a Ia ce TapaHTHpa, Ye CHOTBETHMSAT HOTUGUIMPAH OPraH MOXKe
Jla M3ITBIIHSABA 3aJ[auMTe IO OLCHSABAHE HA ChOTBETCTBUETO, BKIIOUMTENHO HA MENMIMHCKATa (YHKLMS, 33 M3BbpIIBAHE HA
OLICHKA Ha JICJCTBMETO U MEIICTBUETO ¥ GE30MaCHOCTTa Ha M3IIENNATA, 32 KOUTO € OINpeNerieH, C Oriell Ha M3MCKBAHMATA 10
HaCTOSILMS PEriiaMeHT, U NO-KOHKPETHO Te3u Mo mpuioxenue I.

O6uata KOMIETEHTHOCT Ha HOTUGULMPAHNS OpraH € Takasa, ye [a My II03BOJISBA [a OLICHABA TUIIOBETE M3OENs, 3a
Kouto e omnpenerieH. Hotuduuypanusar opran pasmnonara ¢ HOCTaThYHa BTPELIHA KOMIETEHTHOCT 33 KPUTHYHO OLCHsBaHe
Ha OLEHSBAHMATA, M3BbPIIEHY OT BBHIIHM €KCIIePTH. 3afaumre, KOUTO HOTUQUUMPAHUAT OPraH He MOXe Ma Bb3llara Ha
MOIM3ITBIIHUTENM, Ca OCOYeHM B pasgen 4.1.

TlepcoHaITbT, KOMTO y4acTBa B yNpaBIEHMETO HA IEMHOCTUTE HA HOTM(ULMPAHMS OPIaH MO OLEHSABAHE HAa CHOTBETCTBIMETO
IO OTHOLICHME Ha M3IIENNATA, IPUTEKaBa HEOOXOMMMIUTE 3HAHMS C OITIeN] Ch3TABAHETO M GYHKLMOHMPAHETO Ha CUCTEMA 33
no6op Ha MepcoHana 3a OlEHSBAHE M TPOBEPKA, 3a NPOBEPKA HA KOMIIETEHTHOCTTA My, 3d paspelllaBaHe Ha M3ITBIIHEHNETO
Ha 3alauyuTe My M TAXHOTO pasfpelerieHMe, 33 OPraHM3NpaHe Ha ITbPBOHAYAIIHOTO M TEKYWIOTO My oOydeHue, KaKTo U 3a
Bb3JIaraHe Ha HETOBUTE 3a[(bIIKEHNMS M HAONIONEHNMETO My, TdKa Ye Ja Ce TAPaHTUpa, Ye NePCOHAIBT, KOMTO MpOBEXKIA ¥
V3BBPIIBA JIEMHOCTY 10 OLEHSBAHEe U NPOBEPKA, € KOMIETEHTEH Ja M3IbIIHABA BH3TIOKEHUTe MYy 3alaui.

HOTI/I(i)I/I[II/lpaHIAHT OpraH ormpenens IoHe €JHO JIMLE B paMKUTE Ha BUCIIETO CM PBKOBOACTBO, KOETO Ha HOCKM LISITTIOCTHA
OTTOBOPHOCT 3a BCUUYKM IEHOCTY 110 OLEHSIBAHE Ha ChOTBETCTBUETO HA M3MIENMSITA.

3.1.2. HotuuumpaHusT opraH rapaHTipa, ye NEpPCOHANBT, YUacTBAL B HEMHOCTH MO OLEHSABAHE HA CHOTBETCTBUETO, MOMIbpPKA
CBOSITA KBANMQUKALMS M EKCIEpTeH OIWT, KaTO NMpMIara cucteMa 3a oOMEH Ha OMKMT M NPOrpama 3a MPOIBIIKABALIO
obyuene u 06pasoBaHe.

3.1.3. Hotuduimpasusr opraH SCHO JOKyMEHTMpa 00XBaTa M TPAHMIMTE Ha 3aIbIKEHMATA M OTTOBOPHOCTUTE, U KaKTO U
HMBOTO Ha NPaBOMOWIMA Ha IEPCOHANa, BKIIIOYMTENIHO MOIM3IBIHUTENNTE M BbHUIHUTE €KCIEPTH, KOWTO yvacTsa B
[IEHOCTUTE MO OLEHABAHE Ha ChOTBETCTBMETO, M CLOTBETHO I CBEXMA IO 3HAHMETO HA TO3M MEPCOHAIL.

3.2. KBaHI/I(l)I/[KaHI/[OHHI/I Kputepun 1o OTHOWEHNE Ha IIepCoOHalIa

3.2.1. Hotuuimpasusr opraH ompegens M [OKYMEHTMPa KBAaIMQUKALMOHHM KpPUTEPUM U TpOLEdypu 3a mombop u
TNpefocTaBsHe Ha NPaBOMOLIMS Ha JMIATa, y4acTBallM B JEHOCTUTE N0 OlleHsABaHE Ha ChOTBETCTBMETO, BKITIOUMTEIIHO IO
OTHOILICHME Ha 3HAHMSTA, OIMTA U [pyra HeoOXOIMMA KOMIIETEHTHOCT, KaKTO ¥ M3MCKBAHOTO ITbPBOHAYAIIHO M TEKYIIO
obyuerne. Ksanmuyraumonnure Kputepuy oOXBamaT pasmuHute QYHKUMM B paMKMTe Ha TpOLECca Ha OLEHSABAHE HA
CBOTBETCTBMETO, KATO HANpUMEp ONWT, OLEHKA MIIM M3NUTBAHE HA NPOJYKTa, NPErsel Ha TeXHMUYeCKaTa MOKyMEHTAlus,
B3eMAHE HA pelleHMe M IyCKaHe Ha IapTMa, KaKTO M M3OENNsTa, TEXHONormure ¥ OOacTure, Karo Hampumep
OMONOrMYHA CHBMECTMMOCT, CTEPMIM3ALNS, CAMOTCCTBAHE VM TeCTBAHE HA MSCTO, CBHI'BTCTBALM M3[ENMS M OLEHKA Ha
IelICTBMETO, KOMTO €A B CQepaTa Ha KOMIIETEHTHOCT Ha HOTU(ULMPAHNS OpTaH.

3.2.2. KsanuuraumMOHHUTE KPUTEPUH, [OCOUEHN B paspen 3.2.1, 3aBucst or cdepara Ha KOMIIETEHTHOCT Ha HOTHQUIMPAHNS
OpraH CBIIACHO ONMCAHMETO Ha OOXBAaTa, M3MONI3BAHO OT [IbPXKABATA WICHKA 3a HOTUQUUMPAHETO 1O wieH 38,
naparpad 3, Kato OCUIypsiBaT IOCTATHYHO HMBO Ha MONPOOHOCT 3a HeoOXOmMMara KBajMQMKALMs B MOIpaseNieHsITa Ha
OIIMCAHMETO Ha 0OXBATA.
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Onperensar ce CeLManHN KBATMPUKAUVOHHN KPUTEPUI Hali-MaJIKO 3a OLEHSBAHETO Ha:
— OuonornyHata Ge30MacHoCT,

— OlEHKaTa Ha JEeICTBUETO,

— M3NeNMATA 33 CAMOTECTBAHE M TeCTBAHE Ha MSACTO,

— CBITBTCTBALIMTE M3HENNS,

— ¢yHRUMOHANHATA GE30MACHOCT,

— codryepa,

— OIaKOBKaTa, 1

— PasIIMYHUTE TUIIOBE TIPOLECH 34 CTEPUITU3ALIMSL.

3.2.3. TlepcOHAITBT, OTTOBApsILy 3a YCTAaHOBSIBAHE HA KBAIUQMKALWOHHUTE KPUTEPUM M 3a NPENOCTABSIHE HA IPABOMOLWS Ha
NIMUATa, KOWTO Ile M3BbPIIBAT KOHKPETHM MEHOCTY IO OlEHSABAaHE Ha ChOTBETCTBMETO, € ChCTaBEH OT CIIYXKMTeNM Ha
camyisl HOTUQUUMPAH OpraH M He BKIIIOYBA BHHIIHM €KCIEPTY WM TONM3IBIHUTEM. TOM IpUTeXaBa I0Ka3aHy 3HAHUS U
OIUT BCHYKM OOMACTH TMO-TIOMY:

— 3aKOHOMaTeNICTBOTO Ha Chb03a OTHOCHO M3MENUSITa U ChbOTBETHUTE HACOKM;
— TIpOLENYypUTE 3a OLICHABAHE Ha CbOTBETCTBMUETO, IIPEABMIECHN B HACTOALUMS PEITIAMEHT,

— IIMpokKa (aza OT 3HaHMA 3a TEXHONOrMMTE B OOIacTTa Ha nspenmmAaTa Y NMPOEKTMPAHETO M ITPOM3BOACTBOTO Ha
M3OCTINATA,

— CUCTeMaTa 3a yIpaBlieHNe Ha KaueCTBOTO HA HOTMQMIMPAHMS OPIaH, CBbP3AHMTE C TOBA MPOLENYPU ¥ HEOOXONMMMUTE
KBAIMQUKALMOHHN KPUTEPUY;

— O6y‘l€HI/I€TO Ha NEepCOHaIla, y4acTBall B HCﬁHOCTMTC II0 OLICHSABAHE HA CbOTBETCTBMETO HA M3OECIINATA,

— TIONXONALl ONUT B OLEHSBAHETO HAa CHOTBETCTBMETO CBITIACHO HACTOSIMA pEITAMEHT MIIM IIPUIIOKMMOTO IIpedu TOBa
IPaBo, B PAMKHUTE HA HOTMQULMPAH OpraH.

3.2.4. HOTI/I(I)I/IHI/IP&HI/IHT OpraH pasioinara € IIOCTOSSHHO HaJIM4€H IE€pCOHANl CbC CHOTBETHUA KIMHUYEH OINUT, KaTo IIO
BBb3MOKHOCT TO3U IIEPCOHAII € HA€T Ha pa60Ta oT HOTI/I(I)I/IIII/IP&HI/ISI OpraH. To3u NepCcoHall € 4acT OT LelnA Ipolec Ha
OLICHSIBAHE M B3CMAaHC Ha PCUICHNS B paMKUTE Ha HOTI/[C])I/III]/IpaHI/IH Opras, 3a pa:

— YKasBa Clly4auTe, KOrato ce M3MCKBa HaMecaTa Ha CIEUMaCT 3a OLIEHABAHE Ha OLCHKaTa Ha HeCTBUETO, V3BbpLIEHA
OT NPOU3BOOMUTEIIA, U TIOCOUBA €KCIIEPTU € NOOXoAAIa KBa]'lI/I(i)I/IKaLII/Iﬂ;

— 06}7‘-13133. 1o InopxonAul HauMH BbHIIHUTE KIIMHUYHM €KCIEPTUM ITI0 OTHOLIEHME Ha CHOTBETHUTE MW3MUCKBAHMA Ha
HacToAWMA PErIlaMeHT, OC, Hacokute u XapMOHM3MPAHUTE CTaHOAPTU WM TapaHTMpd, Y€ BBHIIHUTE KIIMHUYHUA
CKCIIEPTU Ca HAITBIIHO I/IH(l)OpMVIpaHI/I 3d KOHTEKCTa M MOCIIEOMUNUTE OT OLCHABAHETO MM U IIPEHOCTABAHUTE OT TAX
KOHCyITaunmy;

— MOXKe€ [1a IIpaBy IpeEIen M HaydyHO [1a OCIOpBa KIIMHUYHUTE OaHHU, NPEACTaBEHN B OLEHKATa Ha HEICTBUETO U BCAKO
JIpyro CbOTBETHO M3INUTBaHE Ha HeCTBMETO, M JIa HAITBTCTBA 110 H606X0]1VIMV15[ HaulH BbHIIHUTE KIIMHNYHU €KCIIEPTN
3a OLCHABAHETO Ha IpEACTaBeHaTa OT MPOM3BOOMUTENA OLECHKA Ha HeICTBUETO;

— MoOe Hay4HO [1a OLIEHsBA M MpPY HEOOXOIMMOCT J1a OCIIOpBA NMPEICTABEHATA OLCHKA HA JECHCTBMETO M Pe3yNTaTUTE OT
OLICHSBAHETO OT BHHUIHNTE KIIMHIYHM KCIepTM Ha OLeHKA Ha JEJCTBUETO Ha IIPOM3BOIMTENLS;

— MOX€ [a TOTBbpXKHaBa CbIIOCTABMMOCTTa I IIOCIIEHOBATETIHOCTTA Ha OLEHSABAHETO Ha OLIEHKaTa Ha neﬁcnmeTo,
M3BBPUICHO OT KIIMHUYHUTE EKCIIEPTH;

— MOXe [l OlEHABA OLEHKATA HA [EJCTBMETO HA IIPOM3BOOMTENA M Ha HaBa KIMHMYHO CTAaHOBMLIE OTHOCHO
CTaHOBMILETO Ha BHHIUHM €KCIEPTH, KaKTO M Ha [aBa MPENOPBKYM Ha JIMUETO, OTTOBOPHO 33 B3€MAaHETO Ha pelleHye B
pamMKuTe Ha HOTUQUIVPAHUS OPIaH; U

— MOX€ [Oa M3rOTBA 3allMCU UM JOKJIaOM, OOKasBally, 4€ CHbOTBETHUTE HeHOCTY TIO0 OIleHSBaHE HAa CHOTBETCTBMETO Ca
VI3BBPLIEHN I10 NMOOXOIAIINMA HAUMH.

3.2.5. IlepcoHambT, OTTOBApsll 3a M3BBPIIBAHE HA CBbP3aHMTE C INPONYKTAa INperfaeny (MMUATa, M3BHPLIBALIA IIperser Ha
TIPOIYKTHTE), KaTO HAIpyUMep Iperniel Ha TeXHMYeCKaTa [IOKYMEHTALVsl MIJ M3CIeNBaHe HA TWINA, BKIIOYMTEITHO ACMeKTH
KATO OLEHKATA Ha [EIICTBMETO, OMONOrMYHATa OE30MaCHOCT, CTEPUIM3ALMATA M BAJMIMPAHETO Ha CO(Tyepa, HpUTEKaBa
BCSIKA OT CJICHNTE [OKA3aHM KBTM(UKaLMm:

— 3aBbpUIEHO BUNCIIE 06p830BaHI/I€ nim O6paBOBaTCHHO—KBaHI/I(l)I/IKaLU/IOHHa CTEIIEH OT TEXHUYECKM KOJIEXK MIIN
€KBUBAJICHTHA CTENEH B CbOTBETHATA O6J'IaCT, Halpumep MenulimnHa, (bapMauM;{, VHXKEHEPCTBO MM OPYyTU ChOTBETHU
HayKm;
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— YeTMpY TONMHM NPOeCHOHaNeH OIuUT B 06/IACTTa HA 3IpABHMTE HPOIYKTY MIIM B CBBP3AHM C Tasu 0ONAcT HEitHOCTH,
KaTO HalpuMep IPOU3BOICTBO, ONMUT WIM HAyYHM M3CIEOBAHNS, OT KOMTO MIBE TOOMHM — B OONACTTa HA IPOEKTH-
PaHeTo, MPOM3BOLCTBOTO, M3IIMTBAHETO WM YIOTpeOaTa Ha OLEHSBAHMTE M3NEMSI WIIM TEXHONOIMM WM CBBP3AHMU C
OlIEHABAHNUTE HAyUHM acIeKTH;

— 3HAHMS BB BPDB3KA CbC 3aKOHONATENICTBOTO 3a M3OENUATA, BKIIIOUMTENHO OOMIMTE M3UCKBAHMSL 3a OE30MACHOCT U
IefiCTBYE, YCTAHOBEHU B NpUIoxeHue [;

— MOAXOMSILIM 3HAHMS ¥ OIKT B 00/IACTTa HAa CHOTBETHUTE XapMOHM3mpany cranmapty, OC 1 HaCOKw;

— TONXONAIM 3HAHMSA M ONMT BBB BPB3KA C YNPABIECHMETO Ha PUCKA M CBbP3aHMTE C TOBA CTAHNAPTM M HACOKM B
o61acTTa Ha V3OENUsITa;

— MOAXOMSIIN 3HAHMS ¥ OMKUT B OONTACTTA HA OLIEHKATA HA HEfICTBUETO;

— TONXONALIM 3HAHMA 3a U3MENMATA, KOUTO MEPCOHAITLT OLEHABA;

— NONXONAIM 3HAHMA ¥ ONUT BbB BpPb3KA C IIPOLENypUTe 3a OLEHABAHE HAa CBHOTBETCTBUETO, IIOCOUEHM B
npunoxenns IX—XI, mo-cnenmanHo BbB BpPb3Ka € aCIEKTUTE Ha Te3U MPOLELYPHU, 33 KOUTO OTrOBaps IEPCOHAIBT, U
TIIOAXOMALIN NIPABOMOLIMA 32 M3BBPIIBAHE HA TOBA OLEHABAHE;

— CII0COOHOCT M1 M3FOTBsI 3aIMCKM M JOKNIAAM, HOKA3BallM, Ye ChOTBETHNUTE [EMHOCTU IO OliEHsIBAHE HA ChOTBETCTBUETO
Ca M3BBPILIEHM 110 TOAXONALL HaUMH.

3.2.6. IlepcoHambT, OTroBapsul 3a M3BbPLIBAHE HA ONMTM Ha CMUCTeMaTa Ha MPOM3BOOMTENSA 3a YNpaBIIEHME HA KauyeCTBOTO

(omMTOpHU Ha MSICTO), IPUTEKABA BCSIKA OT CIEIHUTE TOKA3aHM KBANMQUKAIIMN:

— 3aBbpIIeHO Bucule 00pasoBaHMe MM 0OPa30BATENHO-KBAIMQUKALMOHHA CTElleH OT TEXHMYECKM KOJNEX M
eKBUBAJICHTHA CTENEH B CHOTBETHATa O0NACT, HAampyMep MemVLMHA, $papMmalys, MHKEHEPCTBO MM [IPYTM ChOTBETHU
HayKu;

— YeTMpY TONMHM NPOeCHOHaNeH OmuUT B 06/IaCTTa Ha 3IpABHMTE IPOIYKTY MIIM B CBBP3AHM C Tasu 0ONACT HEiHOCTH,
KATO HAIpUMep NpPOM3BOLNCTBO, ONMT MM HAYYHM U3CIEHBAHMS, OT KOMTO [Be TONMHM — B OONAcTTa Ha
YIIPaBIIEHMETO HA Ka4yeCTBOTO;

— TONXONAIUM 3HAHMS BbB BPb3KA ChC 3aKOHOHATENICTBOTO 3a M3HENNATA, KAKTO U ChC ChOTBETHMTE XapMOHM3MpPAHU
cranpapty, OC 1 HacoKy;

— TONXONAIIM 3HAHMSA M ONMMT BBB BPB3KA C YNPABIECHMETO HA PUCKA M CBbP3aHMUTE C TOBA CTAHNAPTM M HACOKM B
o6J1acTTa Ha VM3OENUsITa;

— MOAXOMSIINM 3HAHMS 33 CUCTEMWTE 3a YIIPABEHME HA KaueCTBOTO M CBBP3AHMTE CTAHIAPTH M HACOKM B oOMNacTra Ha
VBAENNSATA;

— TONXOIAIM 3HaHMA ¥ ONUT BbB BpPb3KA C IIPOLENypUTE 3a OLEHABAHE HAa CBHOTBETCTBMETO, TIOCOUEHM B
npunoxenns IX—XI, m0-KOHKpeTHO BbB BPB3Ka C aCIEKTUTE Ha Te3W MPOLENYPHU, 33 KOUTO OTTOBaps IEPCOHANIBT, U
TIOIXOMALIN NPaBOMOLIMSA 3a M3BBPIIBAHE HA TOBA OLEHABAHE;

— o0yueHne B 00/1acTTa Ha OIMTHNUTE TEXHMKM, 3a 1a MOXKE [IEPCOHAITHT aeKBATHO [l MOMIAra Ha OLEHKA CUCTEeMUTE 3a
YIIpaBIIEHME HA KaueCTBOTO;

— CII0COOHOCT M1 M3FOTBsI 3aIMCK M JOKNIAfM, TOKA3BallM, Ye ChOTBETHNUTE [EHOCTU IO OLiEHSIBAHE HA ChOTBETCTBUETO
Ca M3BBPLIEHN 110 TTOAXONALL HAYMH.

3.2.7. TlepcoHamrsT ¢ 00la OTTOBOPHOCT 3a 3aKIIOUMTENHNUTE MPEriefy 1 B3eMaHe Ha pellieHne 3a cepTUMKAUMsTa e ChCTOM OT

CITy2KUTENN Ha CaMusd HOTI/I(l)I/II_[I/IpaH OpraH M HE BKIIIOYBA BbHIIHM €KCHIEPTH, HUTO MOOMBITBIIHUTENN. To3n nepcoHai B
CbBKYITHOCTTAa CM IIPUTEKaBa JOKa3aHM 3HaAHNSA U LAJIOCTEH OINUT BbB BPb3Ka C BCAKO OT CIIEIHUTE:

— 3aKOHOHATEJICTBOTO BbB BPb3Ka € U3IECINATA U CbOTBETHUTE HACOKI;
— OLCHABAaHETO Ha CHOTBETCTBMETO HA M3HENMATA CHITIACHO HACTOALUMSA PEINIaMEHT;
— BUIOBETEC KB&J’[I/I(l)I/[KaIII/[I/I, OINT M €KCIIEPTHU 3HAHMS, MOIXOOAILMN 3a OLUEHABAHETO Ha CHOTBETCTBMETO Ha MBHEINATA;

— IIMpoKa 0asa OT 3HaHMA 3a TeXHOJNOIMUTE B oONAcTTa Ha M3OeNmATa, BKITIOYMTEIIHO [JOCTaThYHO OIUT IIPU
OLICHSABAaHETO HA CHOTBETCTBMETO Ha UBHENMATA, KOUTO Ca IIPEOMET Ha Mpernen 3a CCpTl/I(l)I/IKaLU/IH, CEKTOpa Ha
M3HenmAaTa M MPOEKTUPAHETO U NMPOV3BOICTBOTO Ha U3MEIINS;

— CHUCTEMATA Ha HOTI/I(l)I/IIII/[paHI/IH OpraH 3a KauyeCTBO, CBbp3aHWUTE IPOLEOypU M W3NUCKBAHUTE KBa]'[I/I(l)MKaIIMI/I 3a
yudacTtBamus MnepcoHalr;

— cnocobHOCTTa Ja M3roTBs 3alMcCu UM OOKJIagu, ITOKa3palliu, 4ye HEHOCTUTE IO OLEHSIBAHETO Ha CBhOTBETCTBUETO Ca
V3BBPUIEHN IO NMOOXOIALL HAUMH.
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3.3, JlokyMeHTupaHe Ha KBamuQuKaumsra, 0OyueHNeTo U YIBITHOMOMIABAHETO HA NePCOHATA

3.3.1. Hotu¢uimpasusr opraH MMa IpoLeypa 3a ITBIHO JOKYMEHTMpaHe Ha KBAMQUKALMSITa Ha BCEKM WIEH Ha IEpCOHANa,
yuacTBall B HEHOCTHTE MO OLEHSIBAHE HA CHOTBETCTBMETO, M HA CIIA3BAHETO HA KBA/MQUKALMOHHUTE KPUTEPUM IIO
pasgen 3.2. Korato mpyu M3KITIOUMTENHN OOCTOSTENICTBA CMIA3BAHETO HA KBAMM(MKALVMOHHNUTE KPUTEPUM MO pasmen 3.2 He
MOXeE M3ILUIO 1A Ce JOKaXe, HOTU(UIMPAHUAT opraH 000CHOBaBA Mpe OpraHa, OTTOBAPSILL 32 HOTMQUIMPAHNTE OPraHM,
NPeNoCTaBAHETO Ha NMPABOMOLIVMA Ha Te3W YJIEHOBE Ha IIEPCOHaNa [1a M3BbpUIBAT KOHKPETHM HEMHOCTY IO OLEHABaHE Ha
CBOTBETCTBMETO.

3.3.2. 3a uemmst ci mepcoHan o pasmenyt 3.2.3—3.2.7 HOTUGMUMPAHNUST OPraH Ch3[aBa, MOMIbPXKA M AKTyalnM3Mpa:

— JOKYMEHT, KbIETO HOIIpO6HO Ca OIVCaH) IPaBOMOIINATA ¥ OTTOBOPHOCTUTE Ha IEPCOHANIa BHB BPB3Ka C HETHOCTHUTE
110 OLECHABAHE HAa CBOTBETCTBUETO,

— 3aIlNcy, YOOCTOBEPABALLN HCO6XO]II/IMI/IT€ 3HaHMA U OIUT BbB BPb3Ka C IICI?IHOCTTH 110 OLICHsABAHE HAa CbOTBETCTBUETO, 3a
KOATO € ONPAaBOMOIIEH IEPCOHAITBT. B zamucure ce CbIbpXKa o0ocHOBKa 3a OIIpENeIIAHETO Ha o0xBaTa Ha OTTOBOpP-
HOCTUTE Ha BCEKM UIEH Ha OTIOBapAllMA 332 OLECHABAHETO IMEPCOHANI M 3alMCM Ha U3BbPLICHUTE IEHOCTY II0
OLICHABAHE Ha CBHOTBETCTBMETO OT BCEKU UJIEH.

3.4.  Tlomu3IbIHMUTENN U BBHIIHM €KCIEPTH

3.4.1. Be3 ma ce 3acsira pasgen 3.2, HOTMQUUMpPAHUTE OPTaHM MOTAT [ BB3NAraT Ha MONM3IBIHUTENM HSKOM SICHO ONpereieHN
acneKTy OT faleHa AefHOCT MO OLeHsBaHe Ha CHOTBETCTBIETO.

He ce paspemapa Bb3naraHeTo Ha IOAM3ITBIHMUTENN HA LENMA IIPOLEC Ha ONUT Ha CUCTEMMTE 33 YIPABIIEHME HA KauecTBOTO
WIM Ha CBbP3aHMTE C IIPONYKTa IIPENNIENy, HO BBIPEKM TOBA YacTM OT Te3M HEMHOCTM MOXe Ja ce NPOBEXIaT OT
NOMM3ITBIIHUTENM M BBHIIHM ONMTOPY M eKCHepTy, paboTelM OT MMeTO Ha HOTMMUMpaHMst opraH. ChOTBETHMST
HOTU(MLMpPAH OpraH 3alla3sa ITbIIHATA OTTOBOPHOCT 33 TOBA [ € B ChCTOSIHME JIA IPENCTaBY MOAXOMIIN IOKA3aTeNCTBA 33
KOMIIETEHTHOCTTA Ha MOIM3IBLIHUTENINTE M eKCIIEpTHTE [a M3BbPUIBAT KOHKPETHUTE CM 3aHauyl, 32 B3EMaHETO HA pElIeHNs
Bb3 OCHOBA Ha OLIEHSBAHETO HA MONM3IBIHUTENNMTE M 3a Pa0OTaTa, M3BbPLIBAHA OT MOIMBIBIHUTENNM M EKCIEPTH OT
HETOBO VMe.

Hortuduumpanure opranu He MOTaT [ja Bb3TIaraT Ha MOMM3ITHIHUTENM CEIHUTE AEHOCTHL:
— mperyed Ha KBamQuKamymyTe ¥ HaOMIONEHNE HA Pe3ylTaTuTe OT paboTaTa Ha BBHIIHNUTE eKCIIEPTI;

— ]ICIL/’IHOCTI/I 0 OOMT M CCpTI/[(])I/IKaHI/ISI, KOraTo NOOMBITBIIHEHMETO C€ Bb3jlara Ha OOUTOPCKAa WM CCpTI/l(l)I/IKaHI/IOHHa
Opranmz3aums,

— Bb3IaraHe Ha BBHIIHY €KCNEPTU Ha KOHKPETHM HEMHOCTY IO OlEHsABaHE Ha ChOTBETCTBUETO;
— (yHKUMM 1O M3BBPIIBAHETO HA 3AKITIOUMTENEH MPEITIel M B3eMaHe Ha pelieHMsL.

3.4.2. Korato HOTMMUMPAHMSIT OPIaH Bb3NIAra Ha MOAM3ITBIHNTEN (OPTaHM3ALMs WM (QUBMHUECKO JIMLE) OMpEHeNeHN AeiHOCTH
0 OLEHsABaHE Ha CHLOTBETCTBMETO, OPTaHBT Pasroliara ¢ NMONMTUKA IO OTHOUIEHME Ha YCIIOBMATA, NPU KOMTO MOXE Ha ce
Bb3/lara Ha MOMM3IBIIHUTENN, Y TAPaHTMPa, ve:

— TIOOMBITBJIHUTEIIAT OTIOBAPS HAa CPOTBETHUTE M3VICKBAHNA 10 HACTOALIOTO MPUIIOKEHNE,
— TIOOMBIIBIIHUTENNTE M BPHIIHUTE €KCIIEPTU HE Bb3JiaraT pa60Ta Ha TIpyry Opranm3auyy Uiy nepCoHar;

— (1)M3I/I‘JCCKOTO Wi IOpUONYECKOTO JIMLE, KOCTO € IIOMCKANIO OLCHABAaHE Ha CbOTBETCTBUETO, € I/[H(l)OpMI/IpaHO 3a
VBVICKBAHMATA IO II'BPBO M BTOPO TUPE.

Bcsiko Bb3naraHe Ha MONMBITHIIHUTENN MU KOHCYIITMPaHE Ha BBHIIEH IIEPCOHAII C€ MOKYMEHTMPA HAIJIE2KHO, HE BKIIIOYBA
Y4aCTMETO Ha MOCpENHNIN U € MPEIMET Ha MUCMEHO CIIOpa3yMeHME, KOETO O6XBaIIIa, Hapen € OpyrorTo, MOBEPUTEITHOCTTA U
KOHq)J'II/IKTI/ITe Ha MHTEPECH. CbOTBETHUAT HOTI/I(l)]/ILlI/IpaH OpraH IoeMa IbjIHaTa OTTOBOPHOCT 3a 3afauuTe, U3ITbIIHABAaHU OT
TIOOU3ITBIIHUTEIINTE.

3.4.3. Korarto ce u3mon3BaT MOOM3ITHIIHUTENIM WM BHHIIHU CKCIIEPTU B OLCHABAHETO Ha CBOTBETCTBMETO, IIO-KOHKPETHO IIO
OTHOLICHME Ha HOBU WM3HEIUA WMIIU TEXHOJIOIMM, CBHOTBETHMAT HOTI/I(I)I/IIII/IpaH OpraH TpH6Ba Ha pasmnojara C Inopgxonsma
BbTpEIIHA KOMIIETEHTHOCT B cd)epaTa Ha BCEKM €[MH IPOOYKT, 3a KOHITO € OIpENENeH, OaBalia My BB3MOXKHOCT Ha
ppKOBOOM LIETINMA IPOLEC IO OLEHsABAaHE Ha CHOTBETCTBMETO, Ha IPOBEpsABA HCJ'ICC'bO6pa3HOCTTa M BaJIMOHOCTTA Ha
E€KCIIEPTHUTE CTAHOBMIIA U [1a B3€Ma PELICHNA 3a CCpTI/I(l)I/IKaIH/I}ITa.
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3.5.  HaGmiopenve Ha KoMneTeHImuTe, 0OyueHne 1 0OMEH Ha ONAT

3.5.1. Hotu¢uimpasusr opraH BbBexKIa IpOLEIypy 38 IbPBOHAYANIHATA OLEHKA ¥ TEKYLIOTO HAOTIOEHME Ha KOMIIETEHTHOCTTa,
TIEHOCTUTE MO OLEHABAaHE Ha CHOTBETCTBMETO M IOCTMTHATUTE PE3YNITATM Ha LENWA BBTpelleH M BBHLIEH NepCoHaNl M
BCUYKM TTOTM3ITBITHUTENM, YUACTBAIM B JEHOCTY MO OLEHABAHE Ha ChOTBETCTBUETO.

3.5.2. Homu¢uimpanute opraHu M3BbPIIBAT PETOBHO IPErTel Ha KOMIETEHTHOCTTa Ha CBOSI IepCOHal, Haens3sarT moTpeb-
HOCTMTE OT OOYUeHNe 1 M3IOTBSAT MITAH 3a 0OyueHMe 3a MOIIbPXKAHE HA HEOOXOIMMOTO HMBO HA KBANM(MKALVs M 3HAHMS
Ha 4IEHOBETE Ha IePCOHasa. B To3u mpermen KaTo MUHMMYM Ce IIPOBEPSABA Ay IIePCOHATIBT:

— € 3aI03HAT C AeficTBAIOTO paBo Ha CbIO3a M HALMOHAIHO IPAaBO B OONIACTTA HA MBNENMSITA, CHOTBETHUTE XAPMOHM-
aypannu crangapty, OC, HacoKuTe U pe3ynTaTuTe OT KOOPIMHALMOHHUTE JETHOCTY, IOCOYeHM B pasfen 1.6;

— y4acTBa BbB BBTELIHNs OOMEH Ha ONMT M NPOrpamara 3a MPONBIIKABAMO OOyueHme u 0OpasoBaHme, NMOCOYCHA B
pasmen 3.1.2.

4, U3NCKBAHUSA 3A TIPOLECUTE
4.1. OOmmM M3MCKBaHUA

Hotuduumpanuar opran uMa IOKYMEHTUPAHM [POLECH U HOCTATBYHO HOLPOOHM IPOLELYPM 33 IPOBEXIAHE HA BCAKA
[EMHOCT N0 OLEHSBAHE HA CHOTBETCTBMETO, 33 KOSTO € OIIPENeNieH, KOETO BKIIIOUBA OTIENHIUTE eTAIlM OT JEHOCTUTE eyt
IO[IABAHE HA 3ASBJIEHUETO [I0 B3EMAHETO HA PEIlEHME M HAN30PA, KATO Ce OTUUTAT, KOTAaTO € HeoOXOMUMO, ChOTBETHUTE
0cOOEHOCTY Ha M3HENMATA.

Vsuckpanmara, npensunenn B pasgenn 4.3, 4.4, 4.7 n 4.8., ce M3NBIHABAT KATO YacT OT BBTPEUIHMTE MEHHOCTU Ha
HOTUQUIMPAHNTE OPTAHM ¥ HE MOTAT Ja Ce Bb3IaraT Ha MOIM3ITHITHUTENH.

4.2. W3Bectus ot HOTI/I(])]/ILII/IpaHI/lSI OpraH n HEHOCTI mpean 1nogaBaHe Ha 3asiBJIICHNE

Horu¢uuupanusr opram:

a) l'[y6J'II/IKyBa 06IIICCTB€HO TOCTBITHO OIMICaHME Ha MpoLenypaTa 3a IoJdBaHe Ha 3asABJIEHNS, YPE3 KOATO IPONSBOOUTEIINTE
MOraT [a mnoimydvar CCpTI/Iq)I/IIH/IpaHe OT Hero. B ommcaHmero ce mocouBa Kou e3uly ca OOIyCTMMM 3a IOHJABaHE Ha
TOKYMEHTALMATA U 3a BCAKA Opyra CBbp3aHa ¢ TOBAa KOPECIIOHIECHINA,

0) MMa IOKYMEHTHPAHM IPOLEIYpH, KOUTO Ca CBBP3AHM ChC M CHIbPXKAT JOKYMEHTMPAHM MOIPOGHM IpaBuiia OTHOCHO
TaKCUTE 33 KOHKPETHNUTE [EIHOCTY MO OLEHSBAHE HAa CHOTBETCTBMETO M BCHUKY APYTY (MHAHCOBH YCIIOBYSI, CBHP3AHM C
[efHOCTUTE Ha HOTUQUUMPAHNTE OPTaHM 110 OLEHSIBAHE HA CHOTBETCTBUETO 3a MBLENMSITA;

B) VIMa TOKYMEHTMpaHU IIPOLENYypy IO OTHOUIEHNE Ha pasIilacsBaHETO Ha YCIIYIUTE CU 110 OLIEHABAHE Ha CbOTBETCTBUETO.
Te3n npouenypu rapaHtmpar, ue HEHOCTUTE 110 pasrinacsaBaHe MM IIOMYJIApU3NpaHe€ B HUKAaKbB C]'[y‘{éli[ HE
npenrosarat ¥ He MOrar Ja [OOBedaT [0 3aKJIIOUEHME, Y€ OLEHSABAHETO Ha CHOTBETCTBMETO OT HEroBa CTpaHa LI
OCUTypy Ha IPOM3BOOMTEIINTE IIO-paHEH HOCTBII 10 Iasapa Wiy 4e Iie 6’bHaT H0-6'I)p3l/l, II0-JIECHU WMJIM I10-MaJIKO
CTpOIu CIIpAMO Te3M Ha OpPyIruTe HOTMC])]/I[II/IpaHI/I OpraHu;

F) yMa TOKYMEHTMPAaHU Ipouenypy, KOUTO M3MUCKBAT Iperiena Ha I/IH(l)OpMaIlI/lHTa npeay MogaBaHETO Ha 3asBJICHMETO,
BKITIOUMTEITHO IIPEABAPUTEIIHATA ITPOBEPKA HallM MPOHOYKTHT IONaja B obxBara Ha HacToAlMs PErllaMeHT M KakBa €
HeErosara KJ'laCI/I(l)I/IKaIII/IH, npean OTIPaBAHETO Ha M3BECTME O IIPOM3BOOMUTENA OTHOCHO KOHKPETHO OLEHSBAHE Ha
CbOTBETCTBUETO;

M) CIIe[y 3a TOBA BCHYKM IOrOBOPM, CBBP3aHM C JEHOCTUTE IO OLEHSBAHE HA CHOTBETCTBIMETO, KOMTO ca OOXBaHATH OT
HACTOSILMS PEITIAMEHT, Ia Ca CKINOYeHM IMPEKTHO MEXIy MPOU3BOIMTENS M HOTMUIMPAHMS OPIaH, a He C Apyra
OpraHM3aLys.

4.3.  Tlpemen Ha 3asBIEHNETO U IOTOBOP

Horuduuupanusr opraH U3MCcKBa OQUIMATIHO 3asIBIIEHME, TOAMICAHO OT IIPOM3BOMMTEI WM YITBITHOMOLICH IPEICTABUTETI,
KOETO CBHIbpPXKA LisUTaTa MHGOPMALMS U IeKIApaLMNTe Ha TIPOM3BOIUTENS], HEOOXOMMMI 32 OLIEHSIBAHE HAa CHOTBETCTBIUETO,
KaKTO € 1ocoueHo B npunoxenns IX—XI.

JOroBOpBT MeXKIly HOTUPUUMPAH OPraH ¥ TPOMBBOMUTEN € TOR POpMaTa Ha MUCMEHO CIIOpasyMeHMe, MOMIMCAHO OT MIBETe
crpanu. Toit ce cbxpaHsBa OT HOTMQMUMpaHuMs opraH. Tosu HOrOBOp BKIIOUBA SCHM pEN M YCIOBMSL M ChIbpxa
3aIb/IKEHNs, KOUTO [aBaT Bb3MOXKHOCT Ha HOTUMIUMPAHMS OPraH Ma JEHCTBA ChINIACHO M3MUCKBAHMATA N0 HACTOSILIMS
PEINIaMeHT, BKITIOUMTENHO 3albiKEHMe 3a IPOM3BOAMTENsS A MHPOPMMPA HOTUGMUMPAHUS OpraH 3a HOKIIAIMTE 3a
npocrengBade Ha 0€30MACHOCTTA, PABOTO HA HOTMQUIMPAHMS OPTaH 1a CTpe [EfCTBUETO, 4 OTPAHMYM MIIM J1d OTHEME
M3MATIeHNTe CePTUQUKATI U 3aIIBIKEHMETO HA HOTUQUIMPAHUS OPIaH [1a UIIbIHABA 3AIIBIKEHMATA CU 33 NPENOCTABSHE
Ha MHQOpPMALILSL.
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HOTI/[(l)I/IHI/IpaHI/IHT OpraH ¥MMa JTIOKYMEHTMpaH) NPOLENypy 3a IPErien Ha 3asBIIEHNs, KOUTO 06XB3HI3TZ

a) ITB/THOTATa Ha TE3M 3asABJICHMA I10 OTHOLIEHME Ha M3MCKBAHMATA Ha IIPUIIOKMMaTa IpoLCHypa 3a OLCHSABaHE Ha
CbOTBETCTBMETO, ITOCOYCHN B MPUITIOKEHMETO, CBITIACHO KOETO € OUIT0 MOMCKAHO 0HO6peHI/IeTO;

0) mpoBepkaTa Ha OIPpENENSHETO HA NPOOYKTUTE, BKIIOUEHM B Te3W 3aSBICHMS, KATO M3HETMSL M CHOTBETHUTE MM
KitacuuKarm;

B) BBIIPOCA JaNmy MPOLEIypUTE 33 OLCHSBAHE HA CHOTBETCTBMETO, M3OPaHM OT 3asiBUTENs, Ca MPUITOXKNUMM 32 BHIPOCHOTO
V3eNNe ChITIACHO HACTOSAIIMA PEITIAMEHT;

l") CrocoOHOCTTa Ha HOTI/I(l)I/II_[I/IpaHI/I}I OpraH fa OLE€HM 3asBJIEHMETO Bb3 OCHOBA Ha CBOATA OIIPENEIIEHA KOMIIETEHTHOCT, 1
]Z[) HaJIMYMETO Ha MOCTAaThbUHO U IOOXOHAIIN PECYPCH.

PCBYIITaTI/ITe OT BCEKM IIpEITIEN Ha 3asABIIEHME CE€ NOKYMEHTMpAT. OTKa3uTe U OTHETUTE 3asiBIIEHUS Ce HOTI/I(l)I/IIH/IpaT Ha
CJICKTPOHHATA CUCTEMA, II0COYCHA B YJICH 52, M ca MOCTBITHU 32 OCTAHAJIUTE HOTI/I(I)I/[III/IpaHI/I OpraHu.

4.4.  PasmpeneneHue Ha pecypcure

Hotuduumpanusar opraH mma DOKyMEHTMPAHM NPOLERypPM, 33 [a Ce TapaHTMPa, Ye BCUYKM MEIHOCTM IO OLEHsBAaHE Ha
CBOTBETCTBUETO CE M3BBPILIBAT OT HAIICXKHO YITHIHOMOIICH M KBATU(MUMPAH MEPCOHAN, KOITO MMa JOCTATHYHO OINUT B
OLIEHABAHETO Ha M3JENNATA, CUCTEMUTE ¥ IIPOLECUTE M CBbP3aHATa C TAX MOKYMEHTALMs, KOMTO IHOMJIEXAT Ha OLEHABAHE
Ha CHOTBETCTBUETO.

3a BCSAKO 3asiBIICHNE HOTUQUUMPAHMST OpraH Habensi3Ba HyXKHMTE Pecypcy M OMpefens Iie, OTTOBOPHO 33 TOBA IIa ce
TapaHTUpa, Ye OLEHSABAHETO Ha TOBA 3asiBNEHME Ce M3BBpIUBA CBINIACHO CHOTBETHMTE IpOLEAYpU M Ue Ce M3MONI3BaT
TNONXOIAIIMTE Pecypcy, BKIIIOUMTENHO MEPCOHAN, 33 BCAKA OT 3aJauMTe 1O OLEHsABaHeTo. PasmpenesieHyueTo Ha 3ajaumre,
KOUTO TpsiOBa ma ObIAT M3BBPUIEHM KATO YACT OT OLEHSBAHETO HA CHOTBETCTBMETO, M BCUMKM M3MEHEHUNSI, HANpPaBeHM
BIOCITENICTBYE 11O TOBA PA3IpeNieNieHne, ce JOKyMeHTMpaT.

4.5. JleitHocTM 1O OLiEHSIBaHE Ha CHOTBETCTBMETO
4.5.1. OOwm M3UCKBaHUS

HoTu¢uumpanusat opraH M HETOBMAT IEPCOHAT M3BHPIUBAT IEMHOCTUTE N0 OUEHSBAHE HA CHOTBETCTBMETO C HAIl-BUCOKA
CTelleH Ha MOUTEHO MPO(PECHOHATIHO NOBETEHNEe U HeOOXOMMMATA TEXHUUECKA U HAYYHA KOMIIETEHTHOCT B ONpeMeieHuTe
obmact.

HOTI/I(I)I/[HI/IpaHI/[HT Opra” pasmnoiara C HOCTaTbYHM €KCIIEPTHU 3HaHWUA, 06opynBaHe 1 JOKYMEHTUpPAaHU MNPOLCHypu 3a

e(l)CKTI/IBHOTO IIpOBEXKIOaHE Ha HEIHOCTUTE 110 OlLIEHSIBaHE Ha CBOTBETCTBUETO, 3a KOUTO BBIIPOCHUAT HOTI/I(l)I/IllI/IpaH OpraH ¢

OIpETIENICH, KaTO OTUMUTAT CBOTBETHUTE M3NCKBAHMS, YCTAHOBEHM B IPUITOKEHNA IX — X[, u [IO-KOHKPETHO CIICIHUTE

M3UCKBAHUA:

— TI0OXOOAIIO MIaHMPaHE Ha MPOBEXIAHETO HA BCEKM OTHEIIEH MPOEKT;

— CbCTaBbT Ha IPYNUTE 3a OLEHABAHE [a OCUTYpsABa HaIMYMETO Ha [OCTaTbY€H ONINUT B o0nacrra Ha CbOTBETHATa
TEXHOJIOIMS, KaKTO M HEIPEKbCHATa 00EKTMBHOCT U HE3aBUCUMOCT, 1 Oa C€ IpenBMXKua poTalysd Ha UYJIEHOBETE Ha
rpynara 3a OLICHSBaHE ITpE3 MOOXOAIIN MHTEPBAIIN;

— l'lO]]pO6HO 000CHOBaBaHe Ha OIpenesieHNTe CPOKOBE 3a 3aBbplIBaHE Ha HEHOCTUTE MO OIIeHSIBaHE Ha ChOTBETCTBMETO;

— OICHsABAaHE Ha TEXHMYECKATa TOKYMEHTALVS Ha IPOM3BOOMTEIA M Ha PEHICHMATA, KOUTO Ca BB3NPUETH, 3a Ha CE
OTIOBOPM Ha M3NCKBAHMATA, MPEOBUIEHN B IIPUTIOKEHNE L;

— TIPETIeN Ha IPOLENYPUTE M DOKYMEHTALMATA Ha IIPOVSBOOMTEISA, OTHACAILM CE€ OO OLCHKATa Ha neﬁcmmem;
— pasrnexngaHe Ha BSaMMOHeﬁCTBMHTa MeXMy Ipoueca Ha IPON3BOOUTEIS 3a YIIPABIIEHNME Ha PUCKA M HEroBaTa OLIEHKA U
dHAalIM3 Ha OIECHKATa Ha HeﬁCTBMCTO M OLECHsABAHE HaA TAXHOTO 3HAUYECHME 3a JOKa3BaHE€ Ha CBOTBETCTBUETO C

KOHKPETHUTE MBVICKBAaHNA IO IMPUIIOKEHNE I;

— MpoBeXIaHe Ha ,ClennaIHnTe IpoLenypu”, OCOUeHN B pasnen 5 oT npuoxenue IX;
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— npu m3penus ot kiac B mmm xnac C — oueHsBaHe Ha TeXHMYECKATa [OKYMEHTAlWs Ha M3IENMATa, MOIOpaHM Bb3
OCHOBA Ha TPENCTABUTENTHY 00pasLy;

— IUIAHMpaHE M NEPUOIMYHO MPOBEXIaHe Ha MOIXOMSLM HAT30PHM OIMTU M OLEHsIBaHE, M3BbPIUBAHE MM MCKaHE 33
M3BHPIIBAHE HA HAKOM M3MUTBAHMSA, 34 [Ia CE TPOBEPY MPABMITHOTO PYHKUMOHMpPAHE HA CHCTEMATa 3a yIpaBleHMe Ha
KauecTBOTO, M M3BbPLIBAHE HA BHE3AMHM OIMTU HA MSCTO;

— BBB BPbH3KA C B3eMaHETO HA MPOOM OT M3MENMATA — MPOBEPKA [AM IPOM3BEXIAHOTO M3MEIME OTIOBAaps Ha
TeXHMUECKATa [TOKYMEHTALMs; Te3) W3MCKBAHMS BKIIIOYBAT CHOTBETHMTE KpMTEpPUM 32 B3eMaHe Ha mnpobu u
TpOLEypaTa 3a U3MUTBAHE TIPEMM B3EMAHETO Ha mpobuTe;

— WM3BDpLIBAHE HA OLIEHKA ¥ [POBEPKA Ha CMA3BAHETO OT MPOM3BOIUTENSI HA ChOTBETHUTE IPUIOKEHMSL.

Korato e npuimoxuMo, HOTUGUUMPAHUST OpraH B3ema mpemsui Hamaaute OC, HACOKM Y HAM-TOOPY MIPAKTUKM U, KOTATO

TOBA € JIOTOBOPEHO C IIPOM3BOIMUTENS, XaPMOHMUPAHUTE CTAHIAPTH, JOPM AKO NPOM3BOIMUTENAT He TBHPIM HAJIMUMETO Ha

CHOTBETCTBIE.

4.5.2. Opui Ha CUCTeMara 3a yIpaBlieHye Ha KauecTBOTO

a) KaToO 4acCT OT OLCHSIBAHETO Ha CUCTEMaTa 3a YINpaBjICHME Ha KayeCTBOTO, NMPEOM OOuTa U B CbOTBETCTBME CbC CBOMUTE
TOKYMEHTMPAaHM NPOLECOypun HOTIA(])I/IIH/IP&HI/IFIT Opran:

— ONCHABA NOKYMCHTaUMATA, IPEACTaBCHa B CbOTBETCTBME C CHOTBETHOTO ITPUIIOKEHME, YPEXNAIIO OLICHSABAHETO Ha
CbOTBETCTBMETO, ¥ MW3IOTBA OHOUTHA IMpOrpama, B KOATO SCHO C€ IIOCOYBAT 6p0$[T M TIOCJIEHOBATEIIHOCTTA HaA
HeHOCTHTe, HCO6XOHI/IMI/I, 3a 1OKa3BaHE, 4y¢ OOUTBHT o6x3ama Ls1aTa CUCTEMa 3a YINpaBJICHME Ha KaueCTBOTO Ha
NIpOM3BOIMUTENLA, U 3a Ha CE€ OIPENeNy Haly TS OTIOBaps Ha M3MCKBAHMATA II0 HACTOALLMA PEITIAMEHT,

— Habensspa BPB3KM MEXMIY OTTOBOPHOCTUTE M TAXHOTO paslpeneriecHne Cper pasiN4HUTE IPOU3BOLCTBEHN 06CKTI/I,
Ha0ess3Ba CHOTBETHUTE J0CTaBuUMLIN ]/I/I/I]'l]/( MOIMBITBIIHUTENN Ha IIPOM3BOIMTENA M pasriiexna HCO6XOHI/IMOCT’T& oT
ClieuMaraHo OauUTNpaHe Ha HSIKOV OT T€3U JOCTaBUMIIM VTN TMOOMBITBITHUTENN, VI VI Ha OBETE KaTeropuy,

— SCHO OIIpenensd, 3a BCEKU OOWUT, Ha0erns3aH B [porpamara 3a OfuTH, LECINUTE, KPUTEPUNUTE U obOxBara Ha omuTa un
U3rOTBS OIOMTEH IUIaH, B KONTO ce pasrnexnar o MOOXojsll HauMH M Ce€ B3€MaT IpENBUN CHCIII/I(])I/I‘{HI/ITC
VIBVCKBAHMA 3a BKITIOUYECHUTE MBHENNS, TEXHOIIOIUU U NPOLECH,

— 3a u3penmuaATa oT Knmac B m kmac C M3roTBs M akTyanMaupa IUIaH 3a B3eMaHe Ha IIpoOM 3a OleHABaHe Ha
TeXHMYEeCKaTa HOKYMEHTauus, Kakro e nocoueHo B mpuioxenus II u III, xoiito o0xBallla ramara M3menms,
BKJIIOUEHN B 3asBJIEHMETO Ha NPOM3BOIMTENS. B TO3M mimaH ce rapaHtypa, 4e OT BCMUKM M3IENMA, 33 KOMTO ce
OTHacs1 cepTuduKara, ca B3eTu mPoOH IMpe3 CpoKa My Ha BaJIMIHOCT,

— HO[I6I/Ipa 1 onpenerna MNOIXOHALo KBaHI/I(l)I/[IH/[paH NepcoHall, OIPaBOMOLIEH [a W3BbpLIBA OTHEITHUTE OOUTU.
CbOTBETHUTE pomnu, OTTOBOPHOCTU M IIPABOMOLIMA Ha WIECHOBETE Ha €KUIIA CE€ ONPEOCIIAT SCHO M €€ TOKYMEHTUPAT;

0) Bb3 OCHOBA Ha M3OTBEHATa OT HErO OIMTHA IIPOTpaMa M CBINIACHO CBOWTE HOKYMEHTMPAHM IPOLEIyPU HOTUPUIN-
PaHMAT OpraH:

— TIpaBM OIMT Ha CUCTeMaTa Ha NPOM3BOAMTENS 3a YNpaBIeHMe Ha KauyecTBOTO, 3a Ja NPOBEpM, Ye CUCTeMaTa 3a
yIpaBeHne Ha KauecTBOTO TapaHTMpa, ue OOXBAHATUTE WBNENMSI OTIOBAPST HA CHOTBETHMUTE PAaslopenOm Ha
HACTOSIIMSL PerflaMeHT, KOUTO Ce MPUIaraT 3a M3HENNATa Ha BCEKM €AMH eTall — OT NPOEKTUPAHETO Npe3 KpajtHus
KOHTPOII Ha KauecTBOTO HO TEeKYIMs HaH30p, — ¥ ONpeHeNs Jaiy Ca M3IBIIHEHM M3UCKBAHMATA MO HACTOAUIMS
peInameHT,

— Bb3 OCHOBA Ha CHOTBETHATA TEXHMYECKA JOKYMEHTALMA M C LN Ja Ce ONpeNeny Hamy IPOM3BOIMTENIAT Clia3Ba
UBMCKBAHMATA, OCOYEHN B CHOTBETHOTO MPUIIOXEHNE, YPEXKIAIIO OLEHABAHETO Ha ChOTBETCTBMETO, IPaBy MperieNn
¥ OIUT Ha MPOLECUTE M NOACUCTEMNUTE Ha TIPOM3ZBOAMTENS, NIO-CIELMATTHO 110 OTHOIIEHME Ha:

— MPOEKTUPAHETO 1 Pa3pabOTBAHETO,

— TIPOBEPKMTE HA IPOM3BONICTBOTO U MPOLIECHTE,

— TPOIyKTOBATa JOKYMEHTallus,

— IpOBEPKMUTE [0 OTHOLIEHNE Ha CHAOMISIBAHETO, BKIIIOUMTENTHO IIPOBEPKA HA 3aKYIICHNTE M3IENs,

— Kopurmpammre 1 IMpeBaHTUBHUTE HCIZCTBI/I}I, BKITFOUMTEITHO NPV HAA30pa CIIE€Y ITyCKaHE Ha I1a3apa, KakTo "

— NpodIIedsABaHETO Ha JIEVICTBUETO CIIeIT IyCKaHE Ha Ia3apa,
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— KakKTO M Ha M3UCKBAHUATA U pasnopen6me 3a Iperiiel 1 ogut, MpUETN OT IIpOM3BOAMTEIIA, BKIIIOUMTEIIHO
CBbP3aHUTE CbC CIIA3BAHETO Ha O6ILU/ITC U3VCKBaHMSA 3a 0e30MacHOCT U HCI;'[CTBI/IC, YCTaHOBEHM B IIPUTIOKEHNE L.

— TIPaBAT Ce M3BAfKM OT JOKYMEHTALMATA IO TaKbB HauMH, Y€ J1a C€ OTYETaT PUCKOBETE, CBHP3aHM C NpeBMAcHATa
yrorpe6a Ha M3HENMETO, CIOXKHOCTTA HA IPOM3BOLCTBEHMTE TEXHOTIOTMM, TAMaTa M KIIACOBETE MPOM3BEMCHM
V3MIeNsL, ¥ BCSIKAKBA HAlM4YHa MHGOPMALIMS 33 HAI30pa CIIell MyCKaHe Ha [a3apa;

— 4aKO BC€ OlI€ HE Ca 00XBaHaTH OT OIOMTHATa Iporpama, M3BbplliBa OOUT Ha KOHTPOJIA Ha ITpOLECUTE B IIOMELICHMATA
Ha MOOCTaBUMLNTE Ha IIPOM3BOOMTEILA, KOTraTO CHOTBETCTBMETO HAa TOTOBUTE WM3MENNSA € IOBIMAHO 3HAUUTEIIHO OT
HeHOCTTa Ha JIOCTaBUMIIATE, MO-CIELMaIHO, KOraTo IIpOM3BOIMNTENIAT HE MOXKeE Ia [JOKaXxe JOCTaTbY€H KOHTPOIL
BbPXY CBOMTE NOCTaBUMIMN,

— OLEHsBA TEXHMUECKATAa TOKYMEHTALMs Bb3 OCHOBA HA CBOSI IUIAH 3a B3eMaHe Ha HpoOM M KaTo B3eMa MpemBIH
pasmen 4.5.4 3a oLeHKa Ha [IE/CTBUETO,

— HOTMQULMPAHMAT OPraH Ce YBepsiBa, ye OIMTOPCKUTE KOHCTAaTalMy Ca aueKBaTHO M IIOCIIEHOBATEIHO KIacuu-
LMPaHU B CHOTBETCTBUE C MBMCKBAHMSATA HA HACTOSILMS PEINIAMEHT U CbC CHOTBETHMTE CTAHHOAPTM WIM C HAil-
noGpute mpakTUKM, paspaboreru umm npuetn ot KTMI.

4.5.3. Tlposepka Ha HpoIyKTa

OHCHS{B&HC Ha TEXHMNYECKaTa JOKYMEHTALVS

3a OLEHSBAHETO HA TEXHMYECKATA NOKYMEHTALMS B ChOTBETCTBHMeE C y1asa Il or npunoxenne IX HoTuuumpanure oprasu
pasronarar ¢ IOCTaThYHO EKCIePTeH ONUT, 00OPyNBaHe M TOKYMEHTMPAHY MPOLEIYPU 3a:

— OIpeeNsIHETO Ha MOMIXOMSIO KBATMQUIMPAH 1 ONMPABOMOLIEH NEPCOHAN 3a M3CIEBAHE HA OTHENHMTE acleKTH, KaTo
yrorpeba Ha M3MNENMeTo, GMONOrMYHA CHBMECTUMOCT, OLICHKA Ha [EICTBIETO, yIPABICHNE HA PUCKA ¥ CTEPUIIN3ALILS, 1

— OLIEHSBAHETO HAa CBHOTBETCTBMETO HA IPOEKTA C HACTOSILMS peIllaMeHT VM KaTo ce B3eMaT Ipemsup pasgenn 4.5.4
un 4.5.5. Tosa oleHsABaHE BKIIIOYBA IIperjiefa Ha V3IBIIHEHMETO OT MPOM3BOOMTENS HAa BXONALINTE, MEXOMHHUTE U
OKOHYaTeJIHUTe NMPOBEPKM U Pe3ynTaTuTe OT TAX. AKO Ce M3MCKBAT HOIBIHMTENIHM W3MUTBAHMA MM JPYTU JOKa3a-
TEJICTBA 33 OLICHABAHE HA CHOTBETCTBMETO C M3MCKBAHMATA IO HACTOSILMS PEIIAMEHT, BBIPOCHUAT HOTUMIMPAH OPIaH
VM3BHPIIBA TOMXOMALM PUBMUECKM MM TTA0OPATOPHM TECTOBE HA M3MENMETO WIM M3UCKBA MPOU3BONUTENAT fa I
V3BBPLINL.

M3cnenBaHus Ha TMNA

Hotuduumpanusr opras uMa JOKYMEHTHpAHN MPOLEAYPY, HOCTATHYHO EKCIEpTeH OMUT M 06OpymBaHe 33 M3MMUTBAHE HA
TUIA Ha M3NENMATA B CLOTBETCTBME C IIPMIIOKEHME X, BKIIOUMTEIIHO € KaNaLuTeT 3a:

— M3CTIE[IBAHE M OLEHABAHE Ha TEXHMUYECKATa NJOKYMEHTALMA, KaTO CE B3€MaT I10M BHMMAaHMNE pasfern 454455 nce
NpoBepy Oany TUITBT € Ourn NPOM3BENEH B CbOTBETCTBME C Ta3u JOKYMEHTALMA,

— M3rOTBJAHE HaA IIJIaH 3a M3NNTBAHE, B KOITO ce OIIpEHeIAT BCMUKM 3HAUMMU U KpUTUYHN TapaMeTpy, KOUTO TpH6Ba oa
6’b]13T M3MNNUTAaHU OT HOTI/I(l)I/lL[I/IpaHI/IH OpraH MM 1o HEroBa OTTOBOPHOCT;

— JOKYMEHTUpPaHE Ha 000CHOBKATa CI 34 1/1360pa Ha TE€3 MapameTpu;

— U3BbPILIBAHE Ha IMOOXONAIINTE M3CIIEOBAHMA W M3NUTBAHMA, 3a [Oa C€ IPOBEPU [MallM PELICHUATA, BB3IPUETU OT
NpON3BOOUTEIS, OTTOBAPAT Ha O6HII/ITC M3UCKBAHMA 3a 6630HaCHOCT u HeﬁCTBI/Ie, YCTaHOBCHU B IIPUIIOKEHME I. Tean
M3CTIEOBAHMSA ¥ M3NUTBAHUA BKIIFOUBAT BCUUKU HCO6XOIII/IMI/[ VIBIINTBAHMA, 38 A C€ MPOBEPU Tay IIPOM3BOOUTETIAT
HCﬁICTBI/ITCHHO € IIpMIIOXKMIT ChOTBETHNUTE CTAHOAPTY, KOUTO € M36pan a M3I0JI3Ba;

— ChbITACYBaHEe ChC 3asBUTENS Kbie Ile Ce M3BbPIIAT HEOOXOMMMMTE W3MMTBAHMS, aKO He TpsiOBa @a ce MPOBEXKMIAT
IIMPEKTHO OT HOTU(ULIMPAHNUS OpTaH;

— II0EMaHE€ Ha IIbJIHA OTTOBOPHOCT 3a PE3YNTATUTE OT M3NUTBAHMATA. HpeHOCTaBCHI/lTC OT IIPOM3BOOMTENIA TOKIIagM ce
B3€MaT IO BHMMAHME CaMO aKO Ca Ounm N3OalleH OT KOMIIETEHTHUTE OpraHM 3a OLCHABAHE Ha CbOTBETCTBUETO,
KONTO €a HE3aBUCUMM OT IPOU3BOOUTEIIA.
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l'[pOBepKa upes3 M3CJIenBaHe M MBIMUTBaHE Ha BCAKA NMapTuia MpOoHyKTH

HOTI/I(i)I/IHI/lpaHIAHT Opran:

a) VMa JOKYMEHTMpaHU MHpOLEOypy, HOCTaTbUYHO €EKCIIEPTEH ONUT U 060pynBaHe 3a IIpOBEpKa Upe3 u3cCiledBaHe U
JMBINUTBAaHE Ha BCAKA NMapTyia NPOOYKTU B CBOTBETCTBUE C NPUITOKEHNA IXu X

0) WM3roTBS IUIaH 3a M3MMTBAHE, B KOIITO Ce ONMPEREsISIT BCHUKY 3HAUMMIM M KPUTHYHM [apaMeTpu, Kouto Tpsiba ga Obmar
VBIUTAHU OT HOTM(ULMPAHNS OPTaH MM IO HEroBa OTTOBOPHOCT, C LiETT:

— 3a m3permmsta ot knac C, ma ce mpoBepM CHOTBETCTBMETO HA M3HENMATA C THMIIA, OMMCAaH B ceprudumiara 3a EC
U3CTIeNBaHe Ha TUIIA, U C M3MCKBaHMATA Ha HACTOAIIMA PEINIAMEHT, KOMTO Ce NPUIIaraT KbM Te3U M3NIEINS;

— 3a M3meNMATa OT Kiac B, [ma ce mNOTBBPIM CHLOTBETCTBMETO C TeXHMYECKATAa [OKYMEHTALMs, IIOCOYEHA B
npunoxenus Il u III, u ¢ nsnckBaHMATa Ha HACTOALINMSA PEITIAMEHT, KOUTO Ce NPUIIaraT KbM Te3M U3LIENNs;

B) MOKyMeHTHpa 0OOCHOBKATa CM 3a 1300pa Ha MapameTpure, mocoueHn B 6yksa 6);
I) MMa DOKYMEHTMPaHU IIPOLeNypM 33 M3BbpUIBAHE HA IONXOHSIUMTE OLEHSABAHMS VM V3IUTBAHMA, 3a A Ce IIPOBEpU
CBOTBETCTBMETO HA M3MENNETO C M3MCKBAHMATA HA HACTOSALIAS PEITIAMEHT upe3 M3CIIe[BAHE M M3IUTBAHE HA BCSKA

HapTuaa IPOHYKTH, KaKTO € MOCOYEHO B pasfen 5 oT npuioxenue XI;

1) ¥Ma JOKYMEHTMPAHM IIPOLEIypH, MPedBVCKNallM TOTOBAPSHE CbC 3asBUTENA 33 TOBA KOTa M Kbie IUe e M3BbpUIAT
HEOOXOMMMMTE M3IUTBAHMS, KOUTO HE Ce M3BBPIIBAT OT HOTUQUIMPAHIS OPIaH;

€) HOCM ITBJIHA OTIOBOPHOCT 33 PE3yJITaTUTEe OT M3MMUTBAHETO B CHOTBETCTBME C TOKYMEHTMPAHMUTE IPOLENypM; NMpeaocTa-

BEHUTE OT MPOM3BOOMTENA HOKIIaOM €€ B3EMaT IO BHMMaHME CaMO aKo ca Ounn n3pgafgeHn OT KOMIIETEHTHUTE OpraHu
3a OLICHsBaHE Ha CbOTBETCTBMETO, KOMTO Ca HE3aBMCUMMU OT MPON3BOOMUTEIIS.

4.5.4. OueHsiBaHe Ha OlLIEHKATa Ha MENCTBUETO

B 13BBpIIBAHOTO OT HOTM(MLMPAHUTE OPTaHM OLEHSIBAHE HA MPOLENyPUTE M JOKYMEHTALMATA Ce Pa3IeKIaT pesynTaTure
OT IIpOyYBaHMATA HAa HAyyHAaTa JIMTEPATypa, KaKTO M BCUYKM W3BBPIIEHM BAIMIMPAHMA, IPOBEPKM, M3NUTBAHUA U
HAIPaBeH! M3BONM, ¥ OOMKHOBEHO Ce BKITIOUBAT ChOOPAXKEHNS 33 M3MON3BAHETO HA ANTEPHATMBHM MaTepyainy ¥ BelIecTBa
M Ce B3eMAT NpENBUI ONAKOBKATA 1M CTAOMIHOCTTA, BKIIOUMTENHO CPOKBT HA TONHOCT HA TOTOBOTO M3[enmue. AKO He e
M3BbPLICHO HOBO M3MUTBAHE OT MPOM3BOIMTEIS MM [IPU OTKIOHEHMS OT HPOLENyPUTe, BBIPOCHUSAT HOTUPUIMPAH OpraH
M3BbPILBA KPUTHUEH TpErNel Ha 0O0CHOBKATA, MPECTaBeHa OT MPOU3BOIUTEIISL.

Horuduumpanusar opraH MMa JOKyMEHTMpPAH!U NPOLEypy 3a Iperiiel Ha NPOLEypuUTe M JOKYMEHTALMATA Ha IPOU3BO-
IUTENs BbB BPb3KA C OlEHKATa Ha ME/CTBMETO — KAKTO 3a I'bPBOHAYAIIHOTO, TaKa M 3a TEKYUIOTO OLEHSBAaHE Ha ChOTBET-
cTBMeTO. HOTMQMIMpPAHMAT OpraH IpaByu Mperjed, Bamugmpa ¥ IpOBepsiBa Hamy IHpPOLEAypuTe ¥ HOKYMEHTALMsATA Ha
TIPOM3BONMTENS €a ypedeH! MO MOIXONSAIl HauMH:

a) IIaHMpPaHeTo, NPOBEXIAHETO, OLEHSABAHETO, NOKIIANBAHETO M AKTyaIM3MpPAaHETO HA OLIEHKATa Ha HEVCTBUETO, MOCOYEHA
B nipynoxenne XIII,

0) Ham3opa Creq IycKaHe Ha Ma3apa ¥ MPOCTIESIBAHETO Ha [EHCTBIETO CIIEM MyCKaHe Ha Iasapa,
B) B3aMMOMIEJCTBIETO C TPOLIECA HA YIPaBJIEHMe HA PUCKA,

F) OLICHKaTa M aHainy3a Ha HaJIMYHUTE TaHHU UM Ha TAXHOTO 3HAUEHNE BBHB BPb3Ka C TOKAa3BAaHETO Ha CHOTBETCTBMETO C
KOHKPETHUTE M3NCKBaHMA 110 IPUITIOKEHNE I

Il) 3aKJIIOYEHVATA, HAIpaBeHM BBbB BPb3KAa C KIMHUYHUTE MOKA3aTENCTBA M M3TOTBSHETO HA JOKNAfa 3a OLEHKAa Ha
HENCTBUETO.

B npouenypure no Bropa anueest ce B3eMar mpensu Hammarute OC, HACOKM ¥ Halt-TOOPH NPAKTUKML
OueHsBaHETO OT HOTUGUIMPAHIS OPTaH Ha OLCHKMTE Ha MIEHCTBMETO ChINacHO mpuioxenve XIII BRirouBa:
— MpenBuieHaTa yrmoTpeba, NOCOUeHa OT MPOU3BOMMTENISL, M TBBPIEHNATA 38 UBLENMUETO, ONPENIeNeHN OT Hero,
— IUIAHMPAHETO Ha OLEHKAaTa Ha MIE/CTBUETO,

— METOIMKATA 3a IIPOYyUBaHE HA Hay4YHATa JINTEpPATYypa,
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— CbOTBETHATA JOKYMEHTALVsl 3a NPOy4YBaHe Ha HAyYHATa JIMTEPaTypa,
— V3IUTBAHMATA HA NeHCTBHETO,
— Haf30pa cyIef MycKaHe Ha Ma3apa M MpOCIIelsiBAHETO Ha JEICTBUETO CIIefl IyCKaHe Ha 1as3apa,

— BAJIMOHOCTTA HAa TBbpPHOAHATA E€KBMBAJICHTHOCT IO OTHOLIEHME Ha HOPYIM UBHENMA, NOKa3BaHETO Ha €KBMBAJIEHTHOCTTA,
TaHHNUTE OTHOCHO IPUTONHOCTTA M 3aKJIIOUEHMATA OT €KBMBAJIECHTHU M CXOIHU UBHENNS,

— JOKJIaJa 3a OLICHKA Ha HCﬁCTBMGTO,

— 000CHOBKATa BbB BPb3KA C HEM3BHPIIBAHETO HA M3IMTBAHMS HA JEVCTBMETO MIM NpOCIENsBaHEe HA NENCTBUETO CIef
TycKaHe Ha Masapa.

Boe BpB3Ka C TAaHHUTE OT MBINTBAHNATA Ha HeﬁCTBMCTO, BKIIIOUEHN B PAMKUTE Ha OLEHKATa Ha Heﬁ[CTBI/ICTO, CBOTBETHUAT

HOTI/I(l)I/IIH/IpaH Oprad rapaHTyipa, 4y€ HalpaBeHUTE OT IIPOM3BOOMTENIA 3aKIIIOYEHMS Ca BAJIMOHM B KOHTEKCTA Ha O]IO6p€HI/I${
IIJIaH 3a M3IUTBAaHE Ha [ICI7[CTBI/I€TO.

Horuduuupanusr opraH rapaHTtipa, ue B OLEHKAaTa Ha MEHCTBUETO Ce Pa3MIekKMIAT M0 MOOXOSL] HAUMH ChOTBETHUTE
M3UCKBAHMS 33 OE30MAacHOCT M [efCTBUE, MpEOBUICHM B NpWIOXeHne [, ue e cboOpaseHa MO MOOXOMSII HAYMH C
V3VMCKBAHNATA 3a YTIPaBIIEHMETO Ha PIUCKaA, Ye € M3BbplIeHa B ChoTBeTCTBME C npwtoxenue XIII u e e mpaBuiHO oTpaseHa
B TPEICTABEHATa MHQPOPMALILS 32 U3HETHETO.

4.5.5. Cneuyanam npouemypu

Hotuduumpanusar opras uMa JOKYMEHTHPAH!M IPOLEIypH, OCTATBUHO €KCIIEPTEH OMMT ¥ 00OpyIBAaHE 3a MPOLENypPUTE,
MIOCOYEHM B pasfen 5 oT mpunoxenue IX, 3a KOuTo ca onpeneneHm.

3a CHIObTCTBAIM WM3NENMsl HOTUQUUMPAHMS OPraH MMa MOKYMEHTMPAHM IMPOLEAYPM, KOUTO LENAT M3IBIHEHNETO HA
V3VCKBAHNMATA Ha HACTOAWIMA PEITIAMEHT IO OTHOLIEHME Ha KOHCYITALMMTE NPV OLEHABAHETO HA Te3M THUIIOBE MBIENNS C
EMA wny ¢ KOMIIETEHTEH OpraH 3a JIeKapCTBEHUTeE IIPOMYKTIL.

4.6. [oknangsaHe

Hortnduumpanusr opras:

— TrapaHTMpa, ue BCUYKY CTBIKM B MPOLIECA HA OLEHSBAHE HA CHOTBETCTBUETO €A JOKYMEHTUPAHM, TAKa Ye 3aKITIOUeHMsTa
OT OLIEHSBAHETO A OBIAT SICHM ¥ [a TOKA3BaT ChOTBETCTBUE C M3MCKBAHMSATA HA HACTOSIIVS PEITIAMEHT, U [Id MOTaT [ia
NMOCIyXaT Karo OOEKTMBHO [IOKA3ATEICTBO 3a TOBA CHOTBETCTBME HA IIMIA, KOMTO HE YYACTBAT B OLCHSIBAHETO,
HANPUMeEp [epCOHala B OPTaHMTE, ONpeHeNlsy HOTUPULMPAHITE OPIaHy,

— TapaHTVpa, Y€ ca Ha pa3MOJIOKEHME HNOCTATBYHO 3alVCU 3a OCUTYPSBAHETO Ha fCHAa OOMTHA CJI€fla 3a LETNTE Ha
OOMTUTE Ha CUICTEMATA 34 YIIPABIICHNE HA Ka4€CTBOTO,

— HOKYMEHTHpa SICHO 3aKIIOYEHMATa CM OT OLEHSABAHETO HA OlEHKATa Ha JENCTBUMETO B JOKINAX OT OLEHSBAaHETO Ha
OlleHKaTa Ha JIeiiCTBUETO,

— IpeHoOCTaBsi 33 BCGKM KOHKPETEH IPOEKT MOAPOOeH HOKITAN, KOMTO € OCHOBAH HA CTAHIAPTeH (QOpPMAT M BKITIOUBA
MUHMMAJIeH Habop oT eteMeHTH, onpenenery ot KTMU.

[ToKarsT Ha HOTU(ULMPAHNS OpPTaH:

— JOKYMEHTUPaA ACHO PE3YIITATUTE OT OLUEHABAHETO M BKIIIOUBA SCHU 3aKITIOUCHMS OT NPOBEPKATa Ha ChOTBETCTBMETO Ha
Npon3BoaUTEs C M3NCKBAHMATA Ha HACTOALIMA PEIJIaMEHT,

— CbIbpXKa IPENOpPbKa 3a 3AKIIOUNUTEITHUA IMPEITIEN M 3a OKOHYATETHOTO peElIeHME Ha HOTI/I(l)I/[III/[paHI/IH Oprad; Ta3u
IIpENopbKa Ce MOONMCBa OT OTTOBOPHMS YJIEH Ha II€EpCOHAA B HOTI/I(I)I/IIII/IP&HI/ISI OpraH;

— C€ NpenocCTaBsA Ha CbOTBETHMS MPON3BOOUTEIL.

4.7.  3aKiouuTerieH Iperen

Tpemy B3eMaHe Ha OKOHYATENHO pelleHye HOTUPULMPAHUST OpraH:

— TapaHTHpa, Y€ IMEPCOHANIBT, Ha KOMTO € BB3IIOXEH 3aKITHOUUTEITHUAT npernen " B3EMAaHETO Ha pELIEHNsS OTHOCHO
KOHKPETHM ITPOEKTH, MMa CbOTBETHUTE IIPABOMOLINA M € Pa3lINUEH OT IEpCOHANa, KOJTO € V3BBPUINIT OLIEHABAHMATA,
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— mnpoBepsiBa &M JOKIATBT(MTE) ¥ TOAKPEISLATa [OKyMEHTALMS, HEOOXOMMMM 3a B3EMAHETO HA peLIeHMUs,
BKJIIOUMTEIIHO BbB BPb3KA C OTCTPAHSBAHETO HA HECHOTBETCTBNS, KOHCTATUPAHU IO BpeMe Ha OLEHSBAHETO, Ca ITbIIHU
¥ JOCTAThUHML C OIVIe]] Ha 00XBaTa Ha NMPUIIOKEHUETO, KAKTO U

— TpoBepsiBa ANy HSIMa HEOTCTPAHEHM HECHOTBETCTBYS, KOMTO [Id BB3IPEIATCTBAT M3IABAHETO HA CEPTUPUKAT.

4.8.  PeweHust u cepruduumpane

Horu¢uuupanusr opran uMa JOKYMEHTHpAHM MPOLEIYPM 3a B3EMaHE HA PEIICHNMS, BKIIOUNTETHO IO OTHOLICHME HA

pasmpenesieHNeTo Ha OTTOBOPHOCTY 3a M3NABAHe, CIMPAHE HA [EIICTBIETO, OrPAaHMYABAHE MM OTHEMAHE Ha CEpTUQUKATIL.

Tesu mpowemypy BKITIOYBAT M3MCKBAHMATA 33 HOTMQUKALSTA, MPEOBUICHM B Imasa V OT Hacrosuyst pernmameHt. Tesu

IpOLIEMypy TO3BOJISIBAT HA CHOTBETHIMSI HOTUQUIMPAH OPIaH:

— ;Ha pew, Bb3 OCHOBA Ha [IOKyMEHTALMSITA 33 OLEHsSBAHE UM HAJMYHATA JONBIHMTENHA MHPOpPMALMS, Maju
VI3UCKBAHMATA HA HACTOSILMS PEITIAMEHT Ca U3ITBIIHEHN,

— JIa pelly, Bb3 OCHOBA HA PE3yJITaTUTE OT OLIEHSBAHETO HA OLEHKATa Ha JEVCTBMETO ¥ YIPABJIEHMETO Ha PUCKA, Hai
IUTAHBT 33 HAJ30p CNlell MycKaHe Ha [a3apa, BKIIOYMTENIHO IUIAHBT 33 MpPOCNeNsdBaHe Ha JefiCTBUETO Crel IycKaHe Ha
1a3apa, e MOIXOMIALL,

— [a pem Koy Ca KOHKPETHUTE OCHOBHI €TAIlyl 3a MOIBIHUTENICH MpEITIeN OT HOTUQUIMPAHNS OPraH Ha aKTyalHOCTTA
Ha OlleHKAaTa Ha HeCTBMETO,

— 7a pewm [am 3a cepTUPUUMPAHETO TPsOBa Ta ObAT OIpeneNieHyt KOHKPETHY YCIOBIS M pasnopenou,

— 1a ompemeny, Bb3 OCHOBA HA HOBOBBBEICHMSTA, KIACHMQUKALMSTA CIOpET PUCKA, OLCHKATA HAa MEIICTBUETO U
3aKITIOYEHMSTA OT AHATIM3A HA PUCKA HA M3ENMETO, CPOK HA CepTUQUMUMPAHETO, KOJTO 1a He HAIXBBPIIS eT TOIMHIL,

— 1a JOKYMEHTHMpA SICHO B3EMAHETO Ha PEIIeHNs ¥ eTamuTe Ha ONOOpeHMe, BKIIIOUMTEIHO OZOOPEHNMETO C MOAMMC Ha
OTTOBOPHNTE WIEHOBE HA NIePCOHAIIA,

— Ja [OKYMEHTMpa SICHO OTTOBOPHOCTMTE JM MeXaHM3MWUTE 33 ChOOLIABAHE HAa pelleHNs, MO-CIEUMATIHO KOraTo
NOC/IeHaTa CTPaHa, MOJIMcana cepTuMKara, € pasfiMyHa OT B3eMAlIMsI(UTE) pELICHMATA WM He OTIoBaps Ha
V3MCKBAHMATA, YCTaHOBEHNM B pasnen 3.2.7,

— 1a u3naBa cepTUQUKAT(M) B CHOTBETCTBIME C MMHMMAIIHMTE M3MCKBAHMS, MpemBuieHy B npunoxenue XII, cbc cpok Ha
BAJIMIHOCT HeE IOBeYe OT IeT TOfMHM M Ja N0COYBa NalM Ca Haiule CHeluanty YCIOoBUs MM OrpaHMUeHMs, CBbP3aHN
ChC CepTUULIPAHETO,

— 2 m3maBa cepTUMKAT(M) CAMO Ha 3asIBUTEIIS M 14 HE M3MaBa CepTUUKATH, OOXBALIALIN MHOXKECTBO CYOEKTH,

— 11a rapaHTVpa, Ye IPOMU3BONUTEIIAT ¢ MHPOPMUPAH 3a Pe3yNTATUTE OT OLEHSBAHETO ¥ IPOM3TUYAIIOTO OT TSX pelleHue
Y Ue Te ce BBBEXIAT B eJIeKTPOHHATA CUCTEMa, I0COYEHA B WIeH 52.

4.9.  VisMeHeHMA U IPOMEHN

Hotuduumpanusar opraH uma [OKYMEHTMPAHM MpOLEIYPM M CIOPa3yMeHMs! C IPOM3BONMTENHM, CBbP3AHM ChC
3a[IBIIKEHMSATA HA IPOM3BOIMTENNTE 3 MIPEOCTaBsIHE HA MH(OPMALIVS 1 OLICHSBAHETO HA IPOMEHNTE BbB:

— OHO6p€HaTa(I/IT€) CI/ICTeMa(I/I) 3a yIpaBlIeHME Ha Ka4y€CTBOTO MJIM raMara oT 00XBaHaTH MIpOOyKTH,
— 01106pe1-1m[ NMPOEKT Ha UBMOCIINETO,
— O]IO6pCHI/lH TUIl HA UBIEIINETO,

— BCSKO BEIECTBO, KOETO € BKIIIOYEHO WM Ce W3MON3Ba 3a IPOM3BONCTBOTO HA MAfeHO M3FeNye ¥ TOmIeXY Ha
CIeLMAJTHUTE NPOLIEYPU B CbOTBETCTBUE C paspen 4.5.5.

Hpouenypme U CIIOpa3yMEHMATA, IIOCOUYEHM B IIbpBa aJIMHES, BKIIIOYBAT MEPKM 3a IIPOBEpKAa Ha 3HAUYMMOCTTAa Ha
MPOMEHUTE IO IIbpBa aJIMHEA.

B cboTBeTCTBME ChC CBOMTE JOKYMEHTHMPAHM TPOLEAYPY CHOTBETHUAT HOTUGUIMPAH OPraH:

— TapaHTHpa, Y€ IPOM3BOOUTEIIUTE IPENCTaBAT 3a IIPENBAPUTEITHO O]IO6p€HI/le IUIaHOBE 3a IMPOMEHM CBITIACHO ITbpBa
aJIMHes M CbOTBETHATA I/IH(l)OpMaHI/ISI, CBbp3aHa C Te€3 IPOMEHY,
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4.10.

— OLEHSBA MEVIOXKEHNUTE NMPOMEHM M IpOBepsiBa Hamy Ciied Te3) MPOMEHM CUCTEMaTa 33 YIpaBleHME Ha KauyecTBOTO
VITY TIPOEKTHT HA M3MENMETO, VIIM TUITBT HAa U3HENNMETO NPOITBIKABAT [1a OTTOBAPSAT HA M3UCKBAHMATA HA HACTOSIIMS
pernaMeHr,

— YBEOOMsBa NPOV3BOOMUTEIA 3a PEIIEHMETO CU M NMPENCTaBs HOKIIAl Wiy, aKo € MPUIIOKMMO, HOITBIIHUTENIEH HOKIIam,
KOITO CbIbpXKa 000CHOBaHM 3aKIIIOUEHNS OT VI3BbPUIEHOTO OT HETO OLIEHSBAaHE.

[eitHOCTH 1O HAN30p U HAONIONEHNeE CTIel CepTUQPUUMPAHETO

Hotuduumpanusr opraq uMa JOKyMEHTHPAHN IPOLEIypH:

— 3a OIpefensHe Kak 1 Kora Ja 6’L]13T OCBIIECTBEHY HEMHOCTUTE IO Haa30p Ha NPOU3BOOMUTEIINTE. Tesun npouenypu
BKITIOUBAT IIpaBiila 3a BHE3AIMHM OOUTU Ha MACTO Ha MPOM3BOOUTEIIUTE M KOTaTo € MPUIT0O2KMMO — TIOAUSITBIIHUTEIINTE
M JOCTaBUMINTE, 3a M3BbPIIBAHE Ha M3IUTBAHUSA Ha IPOOYKTUTE U Ha6]'lIOHCHI/[€ Ha CIIa3BaHETO Ha BCUMYKM YCIIOBUS,
06B’I)p38311_[1/[ MPOUBBOOUTEIINTE W CBbpP3aHM C pelICHNATa 3a CepTIA(])I/IKaHI/IS[, KaToO HanpyuMmep axkTyanyusanus Ha
KIIMHUYHUTE JTaHHN IIpE3 OINpPENCiICHM MHTEPBAJIN OT BPEME,

— 3a HO]I60p Ha CbOTBETHM M3TOYHMUM HAa HAay4YHM M KIIMHUYHM OAHHU U I/IHC])OpMaL[I/IH Clien IyCKaHETO Ha Iasapa,
CBbp3aHa C Herosarta ccl)epa Ha KowmreTeHTHOCT. Ta3u VIH(l)OpMaIIIAFI C€ B3€Ma IMpedBuO Ipu TUIAHUMPAHETO U
NIPOBEXKIAHETO Ha HeHOCTUTE 110 Hanzopa,

— 3a Iperien Ha HaHHUTE OT IPOCIIENSABAHETO Ha 6630HaCHOCTTa, OO KOSITO MMa HOCTBI ChITIACHO ujieH 87, ¢ uen
OIlpefeIgHe Ha HEHOTO B’I)B]ICI‘/JICTBI/IC, 4KO IMa TaKOBa, BbPXY BallMOHOCTTA Ha CbHUIECTBYBALINTE CCpTI/I(l)I/IKaTI/I.
PeByJITaTI/lTC OT OLIEHKAaTa ¥ BCUYKM B3€TV PELICHNS €€ DOKYMEHTMPAT LIATEITHO.

HpI/I [ojry4aBaHe Ha I/[H(l)OpMaLII/IH, NpeNoCTaBeHa OT IIPOM3BOOUTEIT VIV KOMIIETEHTHI OpraHy, 3a Ciryday, YCTAaHOBEHM Ipu
MpOoCIIeNABaHETO Ha 6630HaCHOCTTa, BBIIPOCHMAT HOTI/I(l)I/IIH/IpaH opraH 1/136Mpa HOa IIpWIOXKU HAKOE OT CIICOHUTE pCLICHNS:

— @a He IpelIpyeMa MENCTBIUS Thil KATO CIIydasiT, YCTAHOBEH IIPM IPOCIENSBAHETO HA 0E30I1aCHOCTTA, OUEBMIHO HE €
CBBP3aH € M3NANEHNUTe CepTUUKATH,

— na HaOmofaBa IefHOCTUTE Ha IPOM3BOMTENS I KOMIIETCHTHNUTE OPIaHi 1 Pe3yNTaTUTe OT MPOBEXIAHOTO OT IIPOM3BO-
[TENIsT pasciefBaHe, 3a [a ONMPENeNy Naly M3HafeHuTe cepTUMKATH Ca 3aCTpAlleHy MM Jany ca Oy IpemnpueTyt
TIOXOMANIY KOPUIVPAIIM HEeVCTBUS,

— JHa TpennpyeMe M3BBHPEOHM MEPKM 33 Hal30p, KaTO HampuMep INperiegy Ha [OKYMEHTH, OIMTM C KPaTKo
npeu3sectie wy Ge3 [pemy3BecTME M M3IMTBAHE HA IPOOYKTY, IPY HANMUME HA BEPOSITHOCT MB3MANEHUTE
CepTUPUKATH [1a Ca 3aCTpaILIeHN,

— Ja yBeNIMuM YeCTOTaTa Ha HaI30PHMUTE ONUTH,
— Ha M3BBPLIM IpPErNieq Ha KOHKPETHM NMPOYKTH MM MPOLECH IIPY CIIEABAIIMA OIUT Ha NMPOV3BOIMTENS, WA
— Ha B3eMe APYTY HOIXOAIIM MEPKH.

ITo oTHOlIEHNE HA HAN3OPHMTE OMTH HA MPOM3BOIMTENNTE HOTUGUIMPAHMAT OPraH MMa IOKYMEHTMPAHM MpOLEIypH 3a
CIEAHOTO:

— Ja M3BbpuIBa Haif-MaJIko BeTHBXK TOMMUIIHO Hag30pHM OOMUTHN Ha ITPOM3BOAMTEILS, KOMTO C€ ITAHMPAT M IIPOBEXKIAT B
CbOTBETCTBME C KOHKPETHUTE M3NCKBAHMA 110 pa3[ie 4.5,

— J1a rapaHTipa, 4e OLCHsABA IO afeKBaTeH HauyMH HOKYMEHTAalMATa Ha NMPOU3BOOMTENSA, CBbp3daHa C IIPOCIICOABAHE Ha
6€3OH8.CHOCTT3, Hapgzopa Cief MyCKaHe Ha Iila3apa M IPOCIENsSBaHETO Ha MEeICTBUETO CIieN IyCKaHe Ha Ia3apa, "
NpujiaraHeTo OT HEroBa CTpaHa Ha paanopen6me, OTHaCALIM Ce OO TE3U BBIIPOCH,

— [a B3€Ma 06p33].l]/[ M Oa M3BbpLIBA M3NNTBAHE Ha MBHENMATA M TEXHUUECKATa NOKYMEHTAlMs IIO BpEME Ha OHOUTUTE
CBITIACHO IMPENBAPUTEIIHO OIPENETICHUTE KPUTEpUM 3a B3€EMaHE Ha 06pa3um U npouenypure 3a M3MNUTBAaHE, 3a Ha ce
rapaHTpa, 4e IMpoM3BOONTEIIAT HEIIPEKBCHATO IIpuilara 01106peHaTa CICTEMa 3a YIIpaBJICHME Ha Ka4eCTBOTO,

— Ha TapaHTupa, 4Ye IPOUSBOOUTEIAT Clla3Ba 3aObJIKEHMATA OTHOCHO MHOKYMEHTalMATa U IPENOCTaBAHETO Ha
I/IH(l)OpMaIII/IS[, YCTaHOBEHM B CBOTBETHUTE MNPWIIOKEHNMSA, M 4e€ IIPOLENypure My ca C'bO6pa3€HI/l C Haﬁ[-]lO6pI/lTe
NpaKTVIKM IIpY BbBEXKNAHE Ha CUCTEMUTE 3a YNPABIICHME Ha Ka4y€CTBOTO,

— Ia TapaHTMPa, ue TPOU3BOTUTENAT He M3MONI3BA TO MOMBEXMIAIL HAUMH CUCTEMATa 3a yTpaBNeHNue Ha KauecTBOTO MU
OMOOPEHNATA HA M3MENMAITA,

— Ha c1)61/1pa JOCTaThbYHO I/IH(I)OpMaIII/Iﬂ, 3a [1a ompemeny many CUCTEMAara 3a YIpaBi€HME Ha KayeCTBOTO NPOObIIZKaBa [1a
OTroBaps Ha MBMCKBAHMATA Ha HAaCTOSALIMS PETJIAMEHT,
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— IIpM OTKpMBaHE HAa HECHOTBETCTBMSA, 1a M3MUCKBA OT IPOM3BOOMUTEISA Na IpENNpueMe Kopurmpamm neﬁcmm{ ", aKO €
NIPUTIOKUMO, ITPEBAHTUBHU HCVICTBI/IS{, KaKTO U

— npy HeOOXOIMMOCT [1a Hallara KOHKPETH! OTPAHMUEHNS 33 ChOTBETHILSI CEPTUQUKAT, [1a CIIpe IeICTBMETO MY WM [Ia IO
OTHEMe.

AKO TOBA € BKITIOYEHO B YCTIOBMATA 33 CepTUQMIMPAHE, HOTHOUIMPAHISIT OPraH:

— U3BbPIIBA LIATETIEH ITPEITIEN HA Haf/i—aKTyaHHaTa OLI€HKA Ha HCiICTBI/ICTO, aKTyanms3MpaHa OT IMPOV3BOOUTENS Bb3 OCHOBA
Ha yHnpaxXHsABaHMSA OT HEIO Hal3op CIIEN IMYCKAaHETO Ha Iasapa, Ha MPOCIIEOSBAHETO Ha HCﬁCTBMCTO CJIel IIyCKaHEe Ha
la3apa, KakKTo M Ha KIIMHMYHATA JINTEpATypad, CBbp3aHa C JIEKYBAHOTO CbC CHOTBETHOTO MBHENNE CBbCTOSHME, MM Ha
KIIMHNYHATA JINTEPATypa, CBbp3aHa CbC CXOIHU M3IENNS,

— JOKYMEHTMpaA ACHO pesylTata OT UHIATCTIHMA IIpEryiel M IPEncTaBsd Ha BHMMAHMETO Ha MPOMSBOOMTENA BCUUYKN
KOHKPETHM ONaCeHMs MIIN MY Hajlara KOHKPETHM YCIIOBMS,

— rapaHTMpa, Ye Hail-aKTyaJHATd OLCHKA Ha JE/CTBUETO € NPABMIIHO OTpa3eHa B MHCTPYKLMMUTE 3a ymorpeba m —
KOIaTo ¢ MPWIOXIUMO — B PE3IOMETO BbB BPb3Ka € 0€30MaCHOCTTA 1 HEIICTBHETO.

4.11. TosropHO cepTuduuMpaHe

Hotuduumpanusr opran MMa TOKYMEHTMPaHM MPOLENypH, CBbP3aHM C MpErIeauTe Ha MOBTOPHOTO CepTUdULMpaHE ¥
TOJIHOBSIBAHETO Ha ceprudukarure. [TOBTOPHOTO cepTuduumpane Ha OIOOpEHMTE CHCTEMM 3a YIIpaBlieHMe Ha KauecTBOTO
i Ha ceprudukarute 3a EC oueHsBaHe Ha TeXHMdeckaTa JOKyMEHTALus win Ha cepruduiarure 3a EC macrensane Ha
THIIA Ce M3BbPIIBA HAll-MalIKO Ha BCEKM IET FOIVHM.

Hotuduumpanusar opraH uMa [OKYMEHTMPaHM [pOLELypH, CBbp3aHM C IOAHOBsBaHeTo Ha ceprudukarure 3a EC
OLICHSIBAHE HA TEXHUYECKaTa JOKYMeHTaums u ceprudurarute 3a EC m3crensaHe Ha Tuia, Kato Ipy Te3u IPOLEypH OT
CBOTBETHMSI TIPOM3BOIMTEN CE M3UCKBA [Ia IPENCTaBM pe3lOMe Ha NMPOMEHWUTE M HayyHMTe KOHCTAaTalyuy 3a M3HENNeTo,
BKITIOUMTEITHO:

a) BCMYKM IIPOMEHM B IIbPBOHAYAIIHO ONOOPEHOTO M3MeNe, BKIIOUNTEITHO IPOMEHI, KOMTO BCE OLLE Ha Ca ChoOlIeHN,

(=)

) omuTa, IpUNOOMT OT HaJ30pa CIiel MyCKaHe Ha Iasapa,

=)

) omra, IpUIOOUT MPY YIPABIICHNETO HA PUCKA,

=)

) OmMTa OT aKTyalM3MpaHe HA [OKA3ATENICTBATA 3a CHOTBETCTBMETO C OOLIMTE M3MCKBAHMS 3a OE30MACHOCT 1 MEVICTBHE,
YCTaHOBEHM B Npurioxenue I,

]1) OonuTa OT MNpEreanTe Ha OLEHKAaTa Ha HCﬁCTBMCTO, BKITIOUMUTEITHO PEIYIITATUTE OT BCUUKM VBIUTBAHUA Ha HECTBUETO
1 TIpOCIICOABAHETO Ha HeNCTBUETO CIIe MMyCKaHE Ha Masapa,

€) IpOMEHMTE B M3MCKBAHMATA, B KOMIOHEHTMTE HA M3IEINETO WM B HAyYHATA MM PErynaTopHaTa Cpena,
K) M3MEHEHNATA B NMPUIIOKEHUTE MIIM HOBUTE XapMOHM3upaHy cTaHgapti, OC uam paBHOCTONMHM IOKYMEHTH, U
3) MpOMEHMTE B MENMIMHATA, HAYUHUTE M TEXHUUECKUTE 3HAHUS, KaTO HaIpyUMep:

— HOBY BUIIOBE JICUEHNS,

— TIPOMEHV B METOIMTE Ha M3IUTBAHE,

— HOBJ HAay4HM OTKpUTUSA 3a MaTe€puaiy ¥ KOMIIOHEHTHU, BKITIOUMTEITHO OTKPUTHSA IO OTHOLICHME Ha 6I/IOHOFI/I‘1HaTa
UM CbBMECTUMOCT,

— OIINT OT M3NUTBAHMATA IIPU HOJZ[O6HI/I nsngenus,
— JaHHM OT pErucTpyu n apxmsu,
— OIIAT OT M3IUTBAHMATA HA HCﬁCTBMCTO npn HOHO6HI/I usngenmsA.

Hotuduumpanusr opran uma DOKYMEHTMPaHM MPOLEMypH 3a OLEHKA HA MHQOPMALIATA, TOCOUEHA BbB BTOpA alMHes, 1
06pbiaT 0cO6eHO BHMMAHME Ha KIMHMYHNUTE IAHHNM OT Ha[30pa CIlefl IyCKaHe Ha I1a3apa M NeiHOCTHUTE 0 MPOCIeisBaHe
Ha MECTBUETO CIIel IyCKaHe Ha Ma3apa, NMpedNnpueTyt CIiell HPeIXONHOTO CepTUPUIUMpAHE WIM NOBTOPHOTO CepTudu-
MpaHe, BKIIOYMTETIHO ChOTBETHUTE aKTyaNM3alyiy Ha MOK/IAfMTe 3a OLEHKATa Ha AEMCTBMETO HA MPOU3BOAMTENMTE.

3a pelICHNETO OTHOCHO IOBTOpHATa CCpTI/I(l)I/IKaIII/IH HOTI/I(l)I/IllI/IpaHI/IS[T Oprad M3IoOj3Ba ChIIMUTE METOOM M IPUHLUNIN KaTO
VIBIIOJI3BAHNTE IPY PELICHNETO OTHOCHO ITbpBOHAYAIIHATA CepTI/I(l)I/IKaHI/IH. le/l H€O6XOHI/IMOCT C€ YTBbpKMIaBaT OTHEITHU
(l)OpMyHSIpI/[ 3a TIOBTOPHO CepTI/I(i)I/lIII/IpaHC, B KOUTO C€ OTUUTAT HCO6X0]II/IMI/ITC 3a CepTI/I(l)I/[KaIH/UITa CTBIIKY, KaTO HallpuMep
3asBJIEHME U NPEITIEN HA 3asBJIIEHMETO.
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TTPUTIO2KEHME VIII

Tpasura 3a Kimacuyramms

1. [TPABUIIA 3A TTPUTTATAHE
1.1. TlpumaraHeto Ha mpaBuiIaTa 3a KiacuQuKaLys ce ONMpeens OT NpeNHAa3HaYeHNMETO Ha M3NETsITa.

1.2, AKO BBIPOCHOTO M3MENME € MpelHA3HAueHO 3a yroTpeba B KOMOMHALSL C IPYTO M3eNue, IPaBIIIaTa 38 KiacuyKalms ce
TIpMIIaraT OTHENHO 33 BCAKO OT M3HENNATA.

1.3. HpI/IHaHHC}KHOCTI/ITC 3a MEOMUVHCKM MBHOENMA 3a MHBUTPO OMArHOCTMKA CE Knacml)numpaT Ha CaMOCTOATEITHO OCHOBaHNE,
OTHEITHO OT M3OENIMETO, C KOETO C€ U3II0JI3BAT.

1.4. Codryepbr, KOIITO YIpaBISIBA M3LEIMETO WM MMA OTpaXeHMe BbPXy yrorpebara My, HONaga B ChIIMS KIaC Karo
V3TIENNETO.

AKO cOPTyepbT e He3aBUCUM OT BCSIKO [PYTO M3[IeNue, TOil ce Kacuuiypa OTIEHO, Ha CAMOCTOSITENIHO OCHOBAHIE.
1.5.  Kammbparopurte, npenHasHaueHu 3a ynotpeGa ¢ u3gerue, ce KIacuUUMpaT B ChIIMs KIAC KaTO M3IEIMETO.

1.6. Kourponuute Matepuany ¢ OIpeAeneHy KOMMUECTBEHM MM KaueCTBEH! CTOMHOCTM, IpeHa3HayeHM 33 [IafieH KOHKPETeH
QHATIMTIUEH [apaMeThp WK HSKONKO aHANIMTUYHY MAPAMEThpa, Ce KIACUPUIMPAT B CHIIMS KITAC KATO MBMENMETO.

1.7. Tlpu ompemensHe Ha TOYHATa KIACUMKALMS HA W3NENMETO IPOM3BOMMTEIST B3eMa MPEOBMI BCUYKM IpaBMia 3a
KITACUUKALMS U [IPABIIIA 32 [IPUTIAraHe.

1.8. Korato MPOVIBBOOUTEIIAT NEKIIApYPA HAKOIIKO NMPENHA3HAUYECHNS HA M3OETIMETO M KaTO PE3YIITaT OT TOBA M3HEIMETO Ionana B
IIOBEYE OT €0MH KJI1aC, TO C€ KHaCI/I(l)I/lHI/Ipa B IIO-BMCOKMA KJIaC.

1.9. AKo 3a eqHO U CbLIO M3HENUe Ce npuiarat HsKOJIKO IpaBuiia 3a KJ'IaCI/I(i)I/IKaIII/IH, npuiiara ce NnpaBuiloTO, B PE3YIITAT Ha
KOE€TO M3OECIINETO CE K]'IaCVI(l)I/IIII/Ipa B IO-BMCOK KIJIacC.

1.10. Besko oT mpaBmiata 3a KiacuMKamys ce NpUiara Mo OTHOLIEHMe Ha IIbPBOHAYATIHMTE aHANM3M, [OTBBHPXKOABALINTE U
TIOITbITHUTEIIHIUTE aHATIU3I.

2. MIPABUJIA 3A KITACUOUKALIMSA
2.1. Tlpasumo 1

Vanenusita ce knacuduuypar B Kiac D, ako ca IpenHa3HAYeHN 3a CIIEOHNUTE LeT:

— OTKpMBAHE Ha HAJIIMYMETO HAa TPAHCMMCHUMBEH Aar€HT WM Ha €EKCIO3NIMATA Ha TaKbB ar€HT B KPbBTA, KPBBHUTE
KOMITIOHEHTH, KIIETKUTE, TbKaHUTE MIIM OpraHnUTe UM TEXHUTE ITPOM3BOIHM, 3a Ha €€ OLEHM TOKOJIKO Ca IOOXOOALIN 3a
NpenyBaHe, TPaHCIUIAHTalMA VIV KJIETBYHO IIpUJIaraHe,

— OTKpMBaHe Ha HAJIMYMETO HAa TPAHCMICHBEH areHT VIIM HA eKCIO3ULVATA HA TAKbB aIeHT, KOMTO IIPUYMHSABA KMBOTO33-
CTpalIaBamo 3a00IsIBaHe C BUCOK JUTM MPEINONAraeMo BUCOK PUCK OT Pa3IpOCTPaHEHMeE,

— ompenensHe Ha MHQEKUMO3HOTO HATOBAPBAHE HA IKMBOTO3ACTPALIABALIO 3a00IIsIBAHE, KOraTo HAGIIONEHNMETO € OT

pelaBamo 3Ha4€HME 3a MpoLeca Ha JIEUCHNE Ha IALVEHTA.

2.2. [Ilpasuno 2

N3nenusra, NpenHa3HaYeHM 3a OIpEHeNsAHE Ha KPBBHUTE IPyNM MM 33 TUIM3MPAaHE Ha TbKaHM, 3a Ha C€ TapaHTyipa
MMYHOJIOTMYHaTa CbBMECTUMOCT Ha KPbB, KPbBHM KOMIIOHEHTH, KIJICTKM, ThbKaHU MUIIM OpraHy, KOUTO Ca IpeHHa3HaUYEeHN 3a
NpenvBane Ui TpaHCITIaHTaluMs, UM KIIETbYHO ITIpUiiarale, ce Knacm¢nu1/1paT B Knac C, ¢ U3KJIIOUeHMe Ha Te3u, KOUTO ca
NpenHa3HaYeHN 3a ONPENETIAHE Ha HAKOU OT CIIENHUTE MapKepu:

— ABO cucremata [A (ABO1), B (ABO2), AB (ABO3)];

— Rhesus cucremara [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c), RH5 (¢)];
— Kell cucremara [Kell (K)];

— Kidd cucremara [JK1 (Jka), JK2 (Jkb)];

— Duffy cucremara [FY1 (Fya), FY2 (Fyb)];

B KOITO Citydail ce Kiacuduuupar B kiac D.
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2.3. [Ilpasumno 3

2.4.

2.5.

2.6.

2.7.

U3nenusra ce KHaCI/I(l)I/IIII/IpaT B k1ac C, ako ca NpenqHa3HauYeHN 3a:
a) OTKpVBaHE Ha HAJIMUMETO Ha MpPEHaBaHM IO IIOJIOB ITBT ar€HTU WIIM 32 OTKpMBAHE Ha €KCIO3MIMATA HA TaKMBa ar€HTY;

6) OTKpMBaHE B uepe6p0chHanHaTa TEUHOCT WM B KPbBTA Ha HAJIMUMETO Ha I/IH(])eKIII/IOSCH aredT 0e3 BUCOK MM npenrmno-
JlaraéMO BMCOK PUCK OT paslIpOCTpaHEHUE;

B) OTKpMBaHE Ha HAJIMUMUETO Ha I/IH(l)eKIl]/IOSCH areHT, aKO MMa 3HAYMTEJICH PUCK OT TOBA ITOIPEHICH PE3yJITaT 11a HOBEOC 10
CMBPT WIIM CEPMO3HO YBpEXMaHe Ha JIMLETO, (1)eTyca nm eM6pMOH& B paMKUTE Ha MBINTBAHETO, MUJIM Ha IOKOJIEHUETO
Ha JIMLETO;

I‘) NpeHaTaJIeH CKPMHMHI Ha 2KE€HM 3a LEIINTE Ha ONPCHEIAHETO Ha TEXHMUS Ha MMYHHMSA CTATyC CIIPAMO TPaHCMUCUBHU
Ar€HTU;

]1) OIpenergHe Ha CTaTyca Ha I/IH(l)eKIII/IOSHO 3a0071ABaHe UM Ha UMYHHMSA CTaTyC, KOraTo ¥MMa pUCK OT TOBa IOIpEIICH
pesynrtar f1a [OBENE NO peElIeHNE BbB BPb3Ka C JICUEHMETO Ha MalVIEHTa, B PE3YJITaT Ha KOETO Ha HACTBIM XKMBOTO3a-
CTpallaBalia CUTyalys 3a MalMeHTa MM 3a IIOKOJICHMETO Ha MalVEHTa;

e) yn0Tp66a KaTO CBITBbTCTBALLIM UBMEIINA;

X) OmpeferisiHe Ha CTafysi Ha 3a0OISBAHETO, KOTaTo MMa PUCK OT TOBA IIOTPELICH PEe3yITaT [a NOBefe 1O PelieHME BbB
BPB3KA C JICUEHMETO HA NMALMEHTA, B Pe3yITaT Ha KOETO 1a HACTBIIM XKMBOTO3ACTPAlIABAIIA CUTYalVsl 3 MAlMEHTa W
3a HETOBOTO IIOKOJIEHNE;

3) CKPVHVHI, AMarHOCTMUMpaHe UM ONpeNesisHe Ha CTaoyus Ha Pak;
M) M3BbPIUBAHE HA TEHETMYHM TECTOBE HA XOPa;

1) HabnromeHne Ha HMBATA HA JIEKAPCTBEHM MPOIYKTH, BEWIECTBA MM OMONOTMYHM KOMIIOHEHTH, aKO MMa PUCK OT TOBA
TOTpelleH pe3yNTaT [a NOBefe O pellleHMe BbB BPB3KA C JIUEHMETO HA IALMeHTa, B Pe3yNTaT Ha KOETO Ja HAacTBIIN
KMBOTO3CTPALIABAIA CUTYALMs 38 MALMEHTa MM 33 HETOBOTO TOKOTIEHME;

K) JleveHye Ha MALMEHTH, CTPAJaliy OT KMBOTO3ACTPAIIABAIIO 3a60TIsIBaHe MM GONECTHO ChCTOSIHIE;
1) CKPVHMHT Ha BPOICHM CMyLIeHNsI Ha eMOpuoHa mint ¢eryca;

M) CKpMHUHI Ha BpOHOEHM CMYLICHNS Yy HOBOPOLEHM, KOraTO HEOTKPMBAHETO M HEJICUCHMETO Ha TakKMBad CMYLIECHMA Ouxa
MOITIN [1a DOBEHAT IO KMBOTO3AaCTpAIIABAIIN CUTYALIVIVT VTN TEXKM YBPEXTaHUA.

IpaBuio 4
a) Vspenmsita, mpemHa3HAueHM 3a caMoTeCTBaHe, ce Kiacuuumpar B Kiac C, ¢ M3KIIOYEHME HA MBNENMSATA 33 OTKPUBAHE

Ha 6pCM€HHOCT, VBIINTBAHE 33 IJIODOBUTOCT U ONPENENAHE Ha HMBOTO Ha XOJIECTEPOII, KAaKTO U M3METNATA 3a OTKpPUBAHE
Ha TJII0OKO3a, €epUTPOLUTH, JIEBKOUUTU U 6aKTepI/II/I B ypuHaTa, KOUTO Ce K]'IaCI/IC])I/I]_[I/IpaT B KJ1ac B.

6) Vanenusra, npenHa3HAUYECHM 3a TECTBAHE HA MSCTO, Ce KITACU(MLMPAT OTIENHO, HA CAMOCTOSITENTHO OCHOBAHMeE.
[IpaBuno 5

CrienHuTe M3HeNMs ce KacHUIMpar B Kiac A:

a) mpomyktu 3a obuia nmabopatopHa ymorpeba, IPMHAIIEXKHOCTM Oe3 KPUTMUHM XapaKTepucTuKM, OydepHm pasrsopw,
Pa3sTBOPY 33 M3MMBAHE M PACTEKHM CPENM M OLBETUTENM 33 XUCTOTIOTMYHM M3CIIENBAHMS, NPEIHA3HAUEHN OT IPOU3BO-
[IATEIISE 1 TV HAaIpaBsT MOIXOMSIIN 33 MPOLEMYPH 32 MHBUTPO AMATHOCTVKA BbB BPb3Ka C KOHKPETHO M3CIIEABAHE;

6) MHCTpYMEHTH, CIELMATHO [PeHA3HAYCHI OT IPOM3BOMMTENIS 3a yOTpeba Mmpy IPOLEAYPU 33 MIHBUTPO AMATHOCTUKA;

B) CBIOBE 3a CbXPAHEHME HA MPOOU.
Ipasuio 6
ViapemisaTa, KOUTO He ca 0OXBAHATH OT TOPENOCOUCHUTE MIPABIUIIA 33 KIacuduKaims, ca oT Kiac B.

Ipasumo 7

Uznenusita, kouto ca KOHTPOIIN Ge3 OoIpenericHa KOIMYeCTBeHa MU KaueCTBEHa CTOIHOCT, ca OT Kijiac B.
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ITPUJIO2KEHME IX

OHCHﬂBaHC Ha CBOTBETCTBMETO BB3 OCHOBA Ha CUCTEMa 3a YIPABICHME Ha Kau€CTBOTO M Ha OLEHsABAHE Ha
TEXHNYECKATa TOKYMEHTALMA

ITIABA 1

Cucmema 3a ynpaeénexue Ha Rauecmeomo

1. [pou3BOmMTENAT Cb3AaBa, JOKYMEHTMPA M BbBEKIA CHCTEMA 33 YIPABIICHNE HA KAauecTBOTO ChImacHo wieH 10, maparpad 8,
¥ MOMIbPKA HefHaTa e)eKTUBHOCT 110 BpeMe Ha LENus eKCIVIOATALMOHEH CPOK Ha ChOTBETHMTE y3aerust. [Ipoussommrersit
OCHIypsiBa MPMIIATAHETO HA CHCTEMATa 3a YIpaBleHME HA KAuyecTBOTO, CBITIACHO pasfien 2, KaTo TS NOMIEXKM Ha OHWT,
KaKTO € IPeIBUIEHO B pasnenmu 2.3 u 2.4, u Ha Halzopa, OCOYeH B pasmen 3.

2. OuensiBaHe Ha CHUCTEMATa 3a YIPaBIIEHUE HA KaueCTBOTO

2.1. HpOV[SBO]II/ITeJ'[ﬂT rnomasa oo HOTV[(l)I/[HI/[paH OpraH 3asBlIEHME 3a OLEHABAHE Ha CUCTEMaTa My3a yIpaBlIeHME Ha Kauy€CTBOTO.
3asBIIeHMETO BKITIOYBA:

— MMETO Ha IIPOM3BOIMTENIA ¥ afipeca Ha HEroBOTO PEIMCTPUPaHO MSACTO Ha CTONAHCKA JEHHOCT M BCEKM HOIBIIHMUTENIEH
IPOM3BOLCTBEH 00eKT, 0OXBAHAT OT CMCTEMATa 3a YNpaBIeHMe Ha KauecTBOTO, a B CIlyyauTe, KOraTO 3asBICHMETO HA
TIPOM3BONNTENS € TIOHANeHO OT HEroBUs YIBIIHOMOIIEH NPENCTaBUTENl — VMETO Ha YITbIHOMOUIEHWS IIPENCTaBUTEN U
afipeca Ha PervCTPMPAaHOTO MACTO Ha CTONAHCKA HEMHOCT Ha yIbIIHOMOLIEHNS TTPeHCTaBuTell,

— lsJ1aTa CbOTBETHA MH(])OPM&IIIAFI 34 MBHENMMETO MM IpyliaTa W3Henusd, 00XBaHATM OT CUCTEMATa 3a ynpasji€HUE Ha
Kau€eCTBOTO,

— IMCMeHa [eKIapalys, e He e NMOJaBaHoO 3asiBieHNe 10 YT HOTMQUIMPAH OPraH 3a ChIIATA CHCTEMA 3a YIpaBleHue Ha
KaueCTBOTO BbB BPB3KA C MBIENMETO, WM MHQPOPMALMS 3a BCSKO €OHO MPENXONHO 3asBIICHME 3a ChIIATA CUCTEMA 33
yIIpaBIeHME Ha KauyecTBOTO BbB BPB3Ka C U3HEIMETO,

— IIPOEKT Ha EC TeKrapauys 3a CbOTBETCTBUME CBITIACHO YIIEH 17 n IIpUII02KEHNE IV 3a momena msnenue, 00XBaHaT OT
npouenypara 3a OLECHSBaHE Ha CbOTBETCTBUETO,

— JOKYMEHTalMATa OTHOCHO CUCTEMATa 3a YNPABIIEHME Ha KAYECTBOTO Ha ITPOM3BOOMTEIIA,

— JOKYMEHTUPAHO OIlMCaHMe Ha BBbBCOCHUTC NMPOLCTYPU 3a MBIBIIHCHUE Ha 3adbIIKCHUATA, IMPOM3TUYAILIN OT CUCTEMAaTa
3a yIpaBJICHME Ha KaueCTBOTO M OT M3MCKBAaHMATA Ha HACTOSALINMSA PEITIAMEHT, KaKTO M Ha aHIaXIMMEHTa OT CbOTBETHUA
NpOM3BOOMTENL 3a IPUITATaHETO Ha TE3U IIPOLENYPU,

— OIMCaHME Ha BBBEICHNUTE NIPOLEHYPY, KOUTO IrapaHTMPAT 3alla3BaHETO Ha al€KBATHOCTTA U C(l)eKTI/IBHOCTTa Ha cucremara
3a yIpaBJIEHME Ha Kau€CTBOTO, M HA aHIAXKVMMEHTA OT IIPOM3BOOMTETIA 3a NMPWIATAHETO HA TE3W IIPOLENYpY,

— JOKYMEHTalMATa 3a CYCTeMaTa Ha IPOM3BOIMTENS 3a HaJ30p Cilell MycKaHe Ha Iasapa, KakTo U aKo € TMPUIIOKUMO —
TMIaHa 3a NpocrensABaHe Ha MEHCTBMETO Crlell ITyCKaHe Ha Masap, M 3a BbBENEHUTE IIPOLENypU 3a OCUTYpsiBaHE Ha
VBIIbIIHEHME HA  3abIDKEHMSTA, MPOMSTMUAIIM OT pasmopenOuMTe 3a MPOCTENsBaHe Ha 0€30MacHOCTTa B
ysieHoBe 82—87,

— ONNCaHME Ha BbBEICHUTE MPOLENYpY 3a aKTyalu3MpaHe Ha CHUCTEeMaTa 3a Hali3op Cliel MycKaHe Ha Iasapa U aKo e
NPUIIOKVMO — Ha IJIaHa 3a NpOCTIeNsABaHe Ha HENCTBMETO Crlefl MycKaHe Ha Ia3apa, M ONMCAHME HA MpoueAypure 3a
OCHUTYpSIBAHE HA M3ITHITHEHME HA 3abIIKCHNSATA, IPOM3TUUALIM OT pasmoper6uTe 3a MpocielsiBaHe Ha GE30MaCHOCTTA B
ujieHoBe 82—87, KaKTO M Ha aHTraXMMEHTa Ha NPOM3BONMTENA 33 PUIIAraHeToO Ha Te3U MPOLEypH,

— JOKYMEHTallMs 3a IIaHa 3a OLEHKa Ha HEeJICTBUETO, U

— OIMCaHMe Ha BBBEOCHUTE MPOLENYypM 3a aKTyalM3upaHe Ha INIaHa 3a OLEHKa Ha HeICTBMETO, KATO C€ OTUMUTAT Hail-
HOBUTE HAyYHU TOCTUKEHMUA.

2.2. BwbBexpmaHeTo Ha cucTemata 3a yhnpasji€HM€ Ha Kau€CTBOTO rapaHTMpa CIIa3BaHETO Ha HACTOALLMSA PEITIaMEHT. Benukn
€IIEMEHTH, VIBUCKBAaHUA U NPENNCanns, IPUETH OT NPOMU3BOOUTENLA 3a HEToBaTa CUCTEMaA 3a YIIpaBIIEHME Ha Ka4eCTBOTO, CE
TOKYMEHTUPAT PENOBHO M CUCTEMATUYHO IO c])opMaTa Ha HapbYHMK I10 Ka4€CTBOTO ¥ NMUCMEHN MOJIMTUKU U NMPOLEnypH,
HallpyMep Iporpamy 1o Ka4eCTBoTo, INIaHOBE 10 KaY€CTBOTO M 3aIlMICU 110 Kau€CTBOTO.

OcBeH TOBa TOKYMEHTaLMATA, KOATO CE NMPENCTaBs 3a OLUEHABAHE Ha CUCTEMaTa 3a yIpaBIICHME Ha Kaye€CTBOTO, BKIIOYBaA I10-
CIIEIMATTHO MOIXOHOAIIO OIMMCAHUE Ha!

a) LIETINTE Ha IIPOM3BOOMTETIA 110 OTHOLIEHNE Ha Ka4e€CTBOTO;
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0) OpraHM3aLMATA Ha [EHHOCTTA Y NO-KOHKPETHO:

— OpraHM3alMOHHATa CTPYKTypa C paslpefeneHne Ha OTTOBOPHOCTUTE Ha NEPCOHaNa IO OTHOIIEHME Ha KPUTUYHUTE
IPOLIEAYPH, OTTOBOPHOCTUTE Ha PHKOBONHNMSA ChCTAB ¥ HETOBUTE OPTaHM3aLMOHHM IIPaBOMOIINS,

— METOOMTE 3a Ha6n}011e1-114e Jamm  cucTreéMarta 3a YhpaBjIieHMEe Ha KadyeCTBOTO (1)yHKIlVlOHle8. e(])eKTI/[BHO n 1no-
KOHKPETHO CIIOCOOHOCTTA HA Ta3y CUCTEMA J1a oCcuUrypm 2KenaHus MpOEKT M KaueCTBO Ha M3HEINETO, BKITIOUUTEIIHO
KOHTPOJI Ha M3IEINATa, KOUTO HE OTIOBAPAT Ha MBMUCKBAHUATA,

— KOT4TO MPOEKTHPAHETO, IPOM3BONCTBOTO J[WIM KpailHaTa IPOBEPKA M M3IMTBAHETO HA M3HEMMSTA WM YacTH OT
Te3yt TPOLIECH Ce M3BBPLIBAT OT IPYIO JIMIle — OMMCAHNME Ha METOOMTE 32 HaOMoneHne Ha eeKTMBHOTO (YHKIMO-
HUpaHE HA CHCTEMaTa 3a yMpaBIeHME HA KAYECTBOTO M MO-KOHKPETHO HA BMAa M OOXBAaTa HA MPUIIATAHMSI KbM
TPETOTO JIMIIE KOHTPOTI,

— KOrato IIpOM3BOIMTEIIAT HsAMA PETUCTPUPAHO MACTO Ha CTOIaHCKa HeHOCT B Obp2KaBa YJI€HKa — IIPOEKTa Ha
ITBJIHOMOILMETO 3a OINPENETIAHE Ha YNBIHOMOILEH IPENCTaBUTENl M MUCMO 3a HaMepeHue OT YIIbIIHOMOUIEHN
NPEeaCTaBUTEN 3a NMpUEMaHe Ha ITbIITHOMOIINETO;

B) npouenypure M TEXHUKNUTE 3a Ha6HIO]I€HI/IC, MPOBEpKaA, BalIVpaHe M KOHTPOJI HAa ITPOEKTMPAHETO Ha MBHENMATA U
CbOTBETHATA MNOKYMEHTalMs, KaKTO ¥ HAHHUTE W 3alMCUTE, IMPOU3TMUALIM OT TE3U IPOLENypU M TEXHUKU. Te3u
npouenypu M TEXHMKN BKITIOUBAT I1O-KOHKPETHO:

— CTpaTerysaTa 3a CHOTBETCTBME C HOPMATMBHNMTE W3MCKBAHMS, BKIIOUMTENIHO MPOLECUTE 3a OMNpederisiHe Ha
CBOTBETHWUTE MPABHY VM3MUCKBAHMS, KBATMQUKALMSITA, KITAaCHQUIMpPaHeTo, OOPAaBEHETO C eKBMBATIEHTHOCTTA, M300pa
Ha TIPOLEAYpITE 3a OLCHSIBAHE Ha CHOTBETCTBYETO 1 TAXHOTO CIIa3BaHe,

— OIpEHOe/IIHETO Ha IPUIIOKNUMUTE O6IIH/I U3NCKBAHMA 3a O€30MacHOCT U HeiicTBME U pemeHuATa 3a TAXHOTO
VIBITBIIHEHME, KAaTO C€ B3EMAT NMPEOBUI IIPUITOKUMUTE OCu, B cnyqaﬁ[ e 6’I)HaT I/I36paHI/I TakVBa, XapMOHMU3MPAHUTE
CTaHOapTH,

— YIPpaBIeHMeTO Ha PYUCKA CBITIACHO pasfien 3 OT mpunoxeHue I,

— OLEHKAaTa Ha NEMCTBMETO B CHOTBETCTBME C uiieH 56 u npwioxenue XIII, BKIIFOUMTENHO IIPOCIEAABAHETO Ha
TEJCTBMETO CIIefl MyCKaHe Ha Masapa;

— PpelICHMATA 3a V3MBIHEHME HA NPWIOKVUMUTE CIELMOUUHY M3MUCKBAHMS O OTHOUICHME HA MPOEKTUPAHETO U
M3pabOTBAHETO, BKITIOYMTENHO MONXOMAIA MPENKITMHMYHA OLEHKA, MTO-KOHKPETHO M3MCKBaHMATA Mo Imasa II or
npuinoxenye I,

— peleHnATa 3a MIITbIIHEHNE Ha MPUITOKUMUTE Cl'lelII/[(i)Vl"lHI/[ M3UCKBAHUA T10 OTHOLICHUE Ha nﬂd)opmaumna, KOATO
Ce NpefocTaBs € U3AEINETO, IT0-KOHKPETHO M3MUCKBAHMATA 10 TJIaBa [l ot NpuIoKeHne I,

— paspa60TeHMTe U aKTyalMsupaHuUTe IpoLEedypu 3a I/I]ICHTI/I(])I/IK&III/IS[ Ha UBHOENMETO 4Ype3 UepTEXM, CIIeLU/I(l)I/[KaIH/II/I
VI OpyTu OOXOOAUIM JOKYMEHTI Ha BCEKM IPOV3BONCTBEH €Tall, KaKTO U

— YIPpAaBIIEHMETO Ha IIPOMEHNUTE B NMPOEKTA WIIM B CUCTEMATa 3a yIpapJleHue Ha KaueCTBOTO;

I‘) IpoBepkaTa M TEXHUKUTE 3a OCUTYPABAHE HA Kau€CTBOTO Ha IIPOM3BOICTBEHMA €Tall M IIO-KOHKPETHO IIPOLIECUTE U
npouenypure, KOUTO TpH6Ba 1a Ce u3MOJI3BaT, IO-CIELUMAIHO BBB BpPB3KAa CHC CTEpUIIM3ALNATA, W CHOTBETHUTE
JOKYMEHTH, KaKTO U

]1) NOIXOIAIIMTE MU3IUTBAHUA U TECTOBE, KOUTO Tp}I6Ba a 6'I)I[aT MPOBENEHN IIpENN, IO BPEME Ha M CIIEN IIPOM3BOICTBOTO,
4eCcToTaTa Ha IIPOBEXMAHE U MIIMUTBATEITHOTO 060pynBaHe, KO€TO TpH6Ba Ja ce M3IONI3Ba; Tp}I6Ba Ja € BB3MOXKHO
MOOXONAIIO IPOCIIENABAHE Ha KaJ'II/I6pI/IpaH€TO Ha M3IUTBATEIIHOTO 060pynBaHe.

OcBeH TOBa MPOM3BOIMTENNTE MPEJOCTABAT HA HOTMUQUUMPAHMS OPIaH MOCTBI IO TEXHMUECKATA HOKYMEHTAlMs MO
npunoxenus II un IIL

2.3. Oput

Hotuduuypanuar opraH omuTipa CUCTEMaTa 3a YIpaBleHMe Ha KauecTBOTO, 3a A ONpENeNy [anu TSI OTIoBaps Ha
M3MCKBAHMATA 1O pasmen 2.2. KoraTo Npou3BOOMTENAT WM3MON3Ba XapMOHM3MpaH cTaHpmapt mmu OC, cBbp3aHM ChC
CHCTeMATa 33 YIpaBeHye Ha KauecTBOTO, HOTUGULMPAHMAT OpraH OLEHsABA CHOTBETCTBIETO ¢ Te3u craHmapti wm ¢ OC.
Hotuduumpanusr opras mpuema, ye CuCTeMa 3a yIpasiieHMe Ha KayeCTBOTO, OTTOBAPSLA HA CHOTBETHUTE XapMOHM3MPAHN
crannapti win OC, oTroBapsi Ha M3MCKBaHMsATA B 00xBaTa Ha cTaHmaprute Wi OC, OCBEH KOraTo HAmIeKHO ¢ 000CHOBAI
TIIPOTUBHOTO.

OmyurHara rpyna Ha HOTMQMUMPAHMS OpIaH BKIIOYBA HAll-MaNKO €IMH WIEH C NPEIXONEH ONMT B OLEHSBAHMATA HA
CHOTBETHATA TEXHOJIOTMSA B CHOTBETCTBME C pasnern 4.3—4.5 ot npunoxenye VII. Korato To3u onut He e HEMOCPENCTBEHO
OUeBMIEH WIM MPUITOKIM, HOTUQULMPAHUAT OPraH MPENOCTaBs IOKYMeHTHpaHa OOOCHOBKA 3a ChCTaBa Ha Tasy TPy
[Ipouenypara Mo OLEHsSBAaHe BKIIOYBA ONMT HAa OOEKTMTE HA MPOM3BONMTENS M aKO € HeoOXOmMMO, Ha OOeKTHTe Ha
[OCTABUMIIMTE W[WIM HONM3IBIHUTEINTE HA IPOM3BONMTEIIS, 33 NPOBEPKA HA NPOM3BOACTBEHUTE M IPYIUTE CHOTBETHM
TIPOLIECH.
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Ocsen ToBa, npy m3nenuaTa or knac C OuEHABAHETO Ha CMUCTeMaTa 3a yIpaBeHMe HAa KauecTBOTO ce MpUIpyXapa OT
OLICHSBAHE HA TeXHMYECKATA MOKYMEHTaUMs 3a M3IeNMsTa, HOOOpaHM Bb3 OCHOBA HA IpEICTABUTENIHA M3BAJKa, B
cpotBercTBie ¢ pasgenu 4.4—4.8. Tlpu u3bopa Ha npencraBuTeNHM 00pasly HOTUQUIMPAHMAT OpraH B3eMa IPEHBUT
nyOnukyBasute Hacoky, usrotBenu or KIMM cermacHo wieH 99, ¥ [O-CHELMATHO HOBOCTTA HA TEXHONOIMUSTA,
NOTEHUMAIIHOTO BB3NENCTBUE BBPXY IalMEHTa ¥ CTaHJApPTHATa MEAMLUMHCKA MpPAaKTMKA, CXONCTBaTa B IIPOEKTUTE,
TEXHOJIOTUATA, METONNUTE 3a MPOM3BONCTBO M, KBIETO € IPMUIIOKMUMO, METONMTE 3a CTEpPMIIM3ALMS, MPeNHA3HAUEHUETO U
pesyirTaTiuTe OT BCUYKM CHOTBETHM NPEOXOIHM OLEHSBAHMS, KOMTO Ca OMIIM IPOBENEHNM B CHOTBETCTBME C HACTOSIIIVS
pernament. ChOTBETHMSIT HOTUUIMPAH OpraH JOKYMEHTHpa 000CHOBKATa CM 3a B3eTHTE 00pasLi.

AKO cicTeMaTa 3a yIIpaBreHne Ha KauecTBOTO OTIOBAps Ha ChOTBETHUTE Pa3lopenOu Ha HACTOSLIMS PErfaMeHT, HOTUMLM-
paHusiT opraH mznasa ceprudukar 3a EC cucremara 3a yrpasneHne Ha KauecTBoTo. HoTuduimpaHusiT opraH yBemoMsisa
TMPOM3BOIMTENSL 33 CBOCTO pelieHMe 3a W3NaBaHe Ha cepTudukata. PeieHnero cbibpKa 3aK/IIOUEHMATA OT OOMTA U
MOTUBMPAH JIOKJIaJl.

2.4, CoOTBETHMAT IPOM3BOIMTEN MHPOPMMPA HOTUQUUMPAHMS OpraH, OgoOpWI CUCTEMaTa 3a YIpaBlieHMe Ha KauecTBOTO, 3a
BCEKM IUIAH 33 CBLICCTBEHM IIPOMEHM B CHCTEMAaTa 3a YIIPaBIeHME Ha KaueCTBOTO WM B raMara OT OOXBAHATH M3HENMSL
Horuduuypanusar opraH OLEHsSBA NPEIOKEHUTE IPOMEHM, ONpedenss HeoOXONMMOCTTAa OT MONBIHUTENHM OIMTH U
TpoBepsiBa Jay CJIel Te3W MPOMEHM CHCTEMAaTa 3a YIpaBlieHMe Ha KauecTBOTO NMPOIBIIKABA 4 OTIOBAPS HA M3MCKBAHMATA
Ha pazgen 2.2. Toli yBegoMsiBa MPOM3BOTMTEIIS 3a PELICHMETO CH, KATO IOCOYBA 3aKITIOUEHMSTA OT OLEHSABAHETOA M AKO €
MPUIIOXNMO — 3aKITIOUEHNSATA OT HOMBIHUTENHNTe omyTi. OIOOPEHNeTo Ha BCSKA ChIIECTBEHA NMPOMSIHA B CHUCTEMATa 3a
yIpaBieHMe Ha KaueCTBOTO WM B ramara OT OOXBAHATM M3JETMsl Ce M3BBPIIBA MON (OpPMATa Ha MNONBIHEHME KbM
ceprudukara Ha EC 3a cucremara 3a ympasrieHMe Ha KaueCTBOTO.

3. OueHnsBaHe Ha Ham30pa, NPUIIOXKMMO KbM M3fenusaTa oT knac C u knac D

3.1. llenta Ha Hamsopa € [1a TrapaHTupa, 4e MpPOM3BONMUTENAT HAWIEXHO M3MBIHABA 3aIbIDKEHMATA, IIPOM3THYALIM OT
onoGpeHara C1CTEMA 33 YIPABIICHME HA KAYECTBOTO.

3.2, Tlpou3BONMTENAT HaBa Ha HOTMQUIMPAHMS OPraH paspelieHue [a MPOBEKIA BCHUKM HEOOXOMMMM OMMTH, BKITIOUMTEITHO
OIMTU Ha MSICTO, U My TPENOCTaBsl Lis7IaTa CbOTBETHA MHGOPMALIVSL, ¥ TO-KOHKPETHO:

— HOKYMEHTalyATa OTHOCHO CUCTEMATa 3a YIpaBlI€HNE Ha KaueCTBOTO,

— JOKYMEHTallMATa 3a BCUYKM KOHCTATallMM I 3aKJIIOUEHMs OT NPMIAraHeTO Ha IUIaHAa 3a Haa3op Cied MyCKaHe Ha
nasapa, BKIIIOUUTEITHO Ha IIJIaHa 3a MPOCIIENsBaHe Ha HECTBUETO CrieN IMyCKaHE Ha T1a3apad, 3a MPEOCTaBUTEITHI o6pasuM
OT M3penms, U OT NpuiaraHeTo Ha pa3n0pe116me 3a MpoCiIefsBaHe Ha 6e30MmacHOCTTa 10 4jleHoBe 8 2—8 7,

— [aHHMTe OT YacTTa Ha CyCTeMaTa 3a YIpaBlieHMe HAa KauecTBOTO BbB BPB3KAa C IPOEKTMPAHETO, KATO PE3yNTaTi OT
aHanM3y, M3UNCIEHNs, MBMUTBAHMSL M BB3IPUETH PelleHMs OTHOCHO YNPaBIEHMETO Ha pPUCKAa MO pasgen 4 oT
npuioxenue I,

— HAaHHUTE OT YacTTa Ha CHUCTEMaTa 3a YIpaBJIEHVME Ha Kau€CTBOTO BBB BPb3Ka C IPOM3BOICTBOTO, KaTO HOKIAOM OT
KOHTPOJI IO Ka4yeCTBOTO M TaHHM OT M3INUTBaHUSA, HaHHU OT KanM6pMpaHe n 3anmcm  3a KBa]'lI/I(i)I/IKaHI/IHTa Ha
CbOTBETHMA NEPCOHAIL.

3.3. Hepnoumqﬂo M Hai-MaJIkO BeIHbX Ha Bceku 12 Mecela HOTI/I(l)I/[III/[paHI/ITC Oprany WM3BHPIIBAT IMOOXOOAIIM OOUTU U
OILICHSABAHE, 3a 1a €€ YBEPAT, Y€ CbOTBETHUAT ITPOM3BOOMUTENT ITpuUiiara 0]106p€H8.T3 CUCTEMa 3a yIpaBlieHME Ha Ka4y€CTBOTO U
I/laHa 3a Hamu3op CIled IIyCKaHe Ha Iiasapa. Te3u omutyu U oleHsIBaHE BKJIIOUBAT OIUTU B obekTuTe Ha IIPOM3BOONTEIIL U
dKO € IpUWIOXKNMO — B obekTuTe Ha JOCTaBUMLINTE I/I/I/I]'l]/l TMOINBITBITHUTEIINTE Ha ITPOU3BOOMUTEIISA. Hp]/[ TE€3N OIUTU Ha
MACTO HOTI/I(l)I/lHI/lpaHI/IHT OpraH, ako ¢ HCO6X0]1]/IMO, NpoBeXKMIa UM M3UCKBA MPOBEXKIAHETO HA M3NNTBAHMNS, 3a 1a IIPOBEPU
Jamt CUCTEMAaTa 3a YIpaBlI€HNME Ha KayeCTBOTO q)yHKHMOHI/Ipa MIpaBUIIHO. Toit NpenocTaBsg Ha IPOUSBOOUTENA HOKIAO OT
Hal30pHMS OOMUT, a aKO € NMPOBEXKNAHO MBINTBAHE — HOKJIad OT U3IMUTBAHETO.

3.4. Haii-Manko BeNHBX Ha IeT TOAMHM HOTU(UIMPAHUAT OPraH M3BBPIIBA HA CITyYacH IPUHIMII BHE3AMHY OIUTU HA MSCTO B
06eKTITe Ha MPOM3BOIMTENS 1 aKO € LeNechoOpasHo, B 06eKTHTEe HA TOCTABYMLIATE U/WITM TONM3IIBITHUTENINTE HA IPOM3BO-
IUTEN, KOMTO MOTaT J1a Ce ChYeTaAT C MEPUONMYHOTO OLEHABAHE HA HAN30pa MO paspmen 3.3 MM Ha ce M3BLPIUBAT B
[OIbITHEHYe KbM Hero. HoTuduuypanysaT opraH M3roTss IVIaH 3a Te3) BHE3AIHY OIVTH HA MSCTO, HO He o ChoOliaBa Ha
IIPOM3BOIMUTEILAL.

le/l T€3M BHE3aIIHU OOUTU Ha MSCTO HOTI/I(l)I/[III/lpaHI/IHT OpraH M3BbPIIBA MBNNTBAHE Ha NOOXOMALIN 0612)3311]/[ OT IPON3BEXK-
TaHUTE VIBOENMA MM NOOXOonAula M3Banka OT IPOM3BOLCTBEHMS IPOLEC, 3a Oa CE€ IOTBbPOM, Y€ NMPON3BEKIAHOTO M3IEINE
OTroBapsi Ha TEXHUYCCKATa HOKYMCHTAalMA. l'[pem/[ BHE3AaIIHUTE OOUTM HaA MIICTO HOTI/I(l)I/IIII/[paHI/IHT Opran yTOYHSBa
CBbOTBETHUTE KPUTEPUN 33 B3EMaHE Ha 06p3.31l]/[ 1 npouenypara 3a U3NNTBAHE.



21.4.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 C 126/133

BmecTo mocoueHOTO BBB BTOpa aJiMHEs B3€MaHE Ha 06pa3111/[ MM B OOITBJIHEHME KbM HETO, HOTI/I(l)I/IIII/IpaHI/ITC Opranm B3emat
06pasu1/1 OT WM3OEeNMATa Ha I1asapa, 3a [a IIPOBEPAT HaIM IMPOU3BEKIAHOTO M3MOENNE OTroBaps Ha TEXHMYECKATa
TOKyMEHTaLNA. HpC[II/l B3€MaHETO Ha 06p33HI/I BBIIPOCHUAT HOTI/I(l)I/[III/IpaH OpraH YTOYHSBAa CBHOTBETHUTE KPUTEPUM 34
B3€MaHE Ha M3BAaIKM U IpoLenyparta 3a USIUTBAHE.

Hotuduuypanysar opraH npemocTaBst Ha CHOTBETHNMS IIPOM3BOLMTEN IOKIA[ OT OIMTA HA MSCTO, KOJTO BKIIIOUBA, dKO €
TMPUIIOXKNMO, Pe3yIiTaTa OT M3NUTBAHETO Ha oOpasela.

3.5. 3a mapemuara or knac C OlEHSBAHETO Ha Hal3opa BKIIIOYBA M OLEHsABAHE HA TeXHMUYECKATa JOKyMEHTALMS CBIJIACHO
pasmenu 4.4—4.8 3a ChOTBETHOTO(NMTE) M3IENMe(s) Bb3 OCHOBA HA JOIBIHUTEIIHN MPENCTABUTENHN 00pasiy, u3bpaHn B
CBOTBETCTBUE C OOOCHOBKATA, KOATO HOTHQUMIMPAHMAT OPraH HOKYMEHTHpPA CHINIACHO pasmen 2.3, Tpera anmmHes.

3.6. HOTI/I(])I/IIH/IpaHI/ITC Oprany rapaHTMpar, 4e€ CbCTABBT Ha IpynaTa 3a OLCHABAHE € TaKbB, Y€ Ca OCUMTYPEHU HYXKHMAT OIAT B
o0rnacrra Ha OLICHSABAHETO Ha CbOTBETHUTE MBIEINA, CUCTEMU U INPOLECH, HENIPEKbCHATA 00EKTUBHOCT U 6€3HPI/ICTpaCTHOCT;
TOBa BKJIIOUBA pOTaUMsl Ha MOOXOOSIIN MHTEPBAJIM Ha YIIEHOBETE Ha IpyIlaTa 3a OLICHSABAHE. Karo O6HIO NpaBuito BOOCIINAT
OOMUTOp MOXKeE a M3IBIIHABA BOMEIIA POJId M Oa M3BbpUIBA OOUT II0 OTHOLIEHME Ha €OMH ¥ CbUI NPOM3BOOUTEIT HE MOBEUE
OT TpU NMOCJIENOBATEIIHN TOOMHU.

3.7. AKO HOTMQUUMPAHMST OpraH YCTAHOBM pA3NMKa MEXIy B3eTus 0Opasell OT MPOM3BENEHMTE MBNENMs WIM OT [asapa u
CrelMUKAIMUTE B TEXHNUECKATA TOKYMEHTALMS MIM OTOOPEHMS MPOEKT, TOi CIMpa HEfCTBUETO MM OTHEMA ChOTBETHIS
cepTUUKAT, MK BHACS OTPAHMUYEHNS B HETO.

ITIABA II

Oqeuswaue HA mexsuuecrama dony/neunmu,uu

4. OL[CHHB&HC Ha TEXHNYECKaTa TOKYMEHTAlMs Ha M3HOENMATAa OT Kilac B, knac C u kmac D u IIpoBepka Ha MapTUIN,
MPWIOKVMHU KbM M3IENNATA OT KIlac D

4.1. B pombiHEHMe KbM 3aIbIKEHNAT, TMPEIBUACHN B pasmen 2, MPOM3BOAMTENST HA MBNEMMSI [OHaBa OO HOTHQMIMPAHMS
OpraH 3asBIIEHVE 33 OlEHABaHe Ha TeXHMUYeCKaTa HOKYMEHTauys BbB BPb3Ka C M3IIENMETO, KOETO IUIaHMpa Ja IIyCHe Ha
Ta3apa WM [1a ITyCHe B JEMCTBIME M KOETO € BKIIIOYEHO B CUCTeMaTa 3a YNpaBJieHye Ha KauecTBOTO, IOCOYEHA B pasfen 2.

4.2. B 3a4BIeHMETO Ce OMMCBAT IIPOEKTHT, HPOU3BOLICTBOTO M HENCTBMETO HAa CHOTBETHOTO manenye. To BKIIOUBA TeXHMUYECKATA
noxyMeHTauus 1o npuioxenus II u IIL

le/l n3Aerms 3a CaMOTECTBaHE MITM TECTBAHE Ha MSICTO 3aABIICHMETO BKITIOYBA M aCIEKTUTE I10 pasmeln 5.1, 6yKBa 6)

4.3. HOTI/I(l)I/IIII/IpaHI/IHT OpraH pasrjiexna 3asBIICHMETO, KaTO M3IO0JI3Ba YCIIYIUTE Ha HACT OT HETO IEPCOHAIl C TOKa3aHV 3HaHUA
M OIIUT B OLICHKATA HA TEXHOJIOTMATA, CBHOTBETHUTE M3OEIIMSI M OLECHABAHETO HA KIIMHMYHM JOKAa3aTEJICTBA. HOTI/I(I)I/IIII/I—
paHuAT OpraH MOXKe [a M3MCKa 3asBJICHUETO Ha C€ MOIIBIIHM YpE3 MPOBEXKNAHETO Ha MOIIBIIHUTEIIHM MSNUTBAHUSA MIIN 4Ype3
NPENCTaBAHETO Ha TOIBIIHUTEITHM MOKA3aTelICTBA, MaBalllyl Bb3MOXKHOCT 3a OLEHABAHE Ha CHOTBETCTBMETO C IPUIIOKUMUTE
VBUCKBAHMA 10 HACTOALIMSA PEITIAMEHT. HOTI/I(I)I/IHI/IpaHI/IHT OpraH M3BbpUIBA IMOOXOOSALIN (1)]/[3]/["I€CKI/I um na6opaT0pHM
VIBIINTBAHVS Ha M3OETVETO VTN M3MCKBA IIPOU3BOOMUTEIIAT Oa I IIPOBEIE.

4.4.  HotuduumpaHusr opras mpasy Iperiel] Ha KIMHUYHMTE [OKA3ATENICTBA, MPEICTABEHM OT IIPOM3BONMTENS B NOKIIAa 3a
OLICHKA Ha [EMCTBMETO U M3BBPIICHATA BbB BPb3KA C TSIX OLEHKA HA MENCTBMETO. 3a LeNUTe Ha TO3M Mperied HOTUMLH-
PaHMAT OpraH Haema NpOBEPSABAIUM JIMLA C JOCTaTbYeH KIMHUYEH €KCIEPTEH OINT, BKIIIOUMTEIHO M BHHIUHM KIIMHWYHM
€KCIIEPTH C NPSK ¥ aKTyasleH OMUT, CBbP3aH C KIIMHMYHOTO NMPUIIOKEHNE Ha CbOTBETHOTO M3IETINE.

4.5. Korato KIMHMYHUTE TOKA3aTeNICTBA Cé OCHOBABAT YACTMYHO VWIIM MBILSJIO HA MaHHM 3a MBHENNs, 3a KOUTO Ce TBbpOM, 4Ue€ ca
C€KBMBAJICHTHNM Ha OLCHABAHOTO M3MECIIUE, HOTI/I(i)I/lI_[VIpaHI/IHT OpraH oueHsABa HCHCC’LO6p33HOCTTa Ha M3IIO0JI3BAHCTO HAa TaKMBa
JIaHHM, KaTO CE€ B3E€MAT IPEHBULIL (l)aKTopI/l KaTO HOBM ITOKA3aHUA U MHOBALUMN. HOTVI(])VIHVIP&HI/IHT OpraH OOKYMEHTMpa SICHO
CBOUTE 3aKIIIOYCHMS OTHOCHO TBBPACHMETO 3a €EKBMBAJIEHTHOCT, Lle]'leC'LO6pa3HOCTTa M aJCKBATHOCTTAa Ha MAHHUTE 3a
OKa3BaHE Ha CbOTBETCTBUETO.

4.6. Horuduuypanusr opraH IpoBepsiBa ageKBATHOCTTA HA KJIMHMYHMTE NOKA3ATENICTBA M HA OLICHKATa HA JIENCTBMETO U
TpOBepsiBa 3aKIIOUEHIMSITA HA [POM3BOIMTENS 34 CHOTBETCTBME C IPWIOXMMHUTE OOLIM M3MCKBAHMS 33 OE30IAaCHOCT ¥
neicteue. Tasy mpoBepKa BKITIOUBA pasIfieXJaHe Ha TOBA IOKOJNKO Ca NOAXOHSLIM ONPENENIeHOTO ChOTHOLIEHME MEXIy
PMCKa U MON3NTE, YIPABIEHNETO HA PUCKA, MHCTPYKLMMTE 38 YIOTpeOa, 00yueHneTo Ha MOTpebuTeIIs 1 IUIaHa Ha IIPON3BO-
[MTeNs 33 Hajg30p Clled IycKaHe Ha I1a3apa, KAKTO M KOTATO € IPUWIOXKNMO — Iperiell Ha HeoOXOmMMOCTTa OT
TIpeIOKeHNA IVIaH 3a IPOCIIeNABaHe Ha NEiCTBUETO CIel IyCKaHe Ha Ma3apa M HOKOJIKO € MOAXOMNSAIN TO3M IUIaH.
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4.7. Bb3 0CHOBA Ha OLEHSIBAHETO HA KIIMHUYHUTE JIOKa3aTeICTBa HOTI/I(l)I/IIII/IpaHI/ISIT OpraH pasrijiexpia Ol€HKaTa Ha HEICTBUETO U
OINPENEIIAHETO HA CHOTHOILIEHMETO HA pMCKA M ION3UTE U IIPELEHABA Halu € H€O6XOHI/IMO J1a c¢ OIpeHerAT KOHKpETHUTE
OCHOBHM €Tamy, 3a [1a MMa BB3MOXKHOCT [1d HalpaBy IMPENICN Ha aKTyalnsauuATa Ha KIMHUYHUTE [IOKAa3aTelCTBa B
pesynrat OT DJaHHUTE OT HAg3opa CIIe[ IyCKaHE Ha Iasapa M JaHHUTE OT IPOCIIENABAHETO HA HEICTBUETO CIIeM IyCKaHE Ha
nasapa.

4.8. HotuduumpaHusar opraH IOKyMEHTMpPA SICHO Pe3yiTaTa OT OLEHSBAHETO CM B JOKJIaa OT OLEHSBAHETO HA OLEHKATa Ha
HEeNCTBUETO.

4.9. Tlpenn ma mamame ceprudmiar 3a EC oueHsBaHe Ha TeXHMYeCKaTa TOKYMEHTALys, HOTUQUIMPAHUAT OpIaH M3UCKBA OT
pedepentHa naboparopus Ha EC, onperenena chbriacHo wied 100, 1a mpoBepu TBBPISHOTO OT MPOU3BOIUTENIS IENCTBIE U
CBOTBeTCTBUETO Ha m3penyero ¢ OC, aKo ChIIECTBYBAT TAKMBA, WIN C IPYTUTE pelleHs, M30paHy OT MPOMU3BOMUTEINS, 3a [Ia
OCUrypu HUBO Ha Oe30IACHOCT M MEJCTBME, KOETO ¢ HAil-MalKo eKBMBaNeHTHO. IIpoBepkata BKIIIOUBA J1abOpaTopHH
M3MUTBaHUS OT pedepenTHata naboparopus Ha EC, nocouenn B uneH 48, maparpad 5.

OcBeH TOBa, B CIIydamre, IOCOYeHM B wieH 48, maparpad 6 OT HacTOSLIMS persiaMeHT, HOTUQUUMPAHMAT OpraH ce
KOHCYJITMPA CbC CHOTBETHHTE €KCIIEPTH, KAKTO e mocodyeHo B wieH 106 or Permament (EC) 2017/... ¥, B cboTBeTcTBME C
MpoLeNypaTa, NpensuieHa B uieH 48, maparpad 6 OT HACTOSIIAS DEITIAMEHT, OTHOCHO HOKITajia Ha IPOM3BOIMTEINIS 3a
OLIEHKA Ha MefCTBUETO.

PedepenrHara naboparopus Ha EC npencrass HayuHO CTaHOBMLIE B CPOK OoT 60 mHu.

B mokymeHTalusita Ha HOTMQUIMpAHNUS OPraH OTHOCHO M3HEINMETO Ce BKITIOYBAT HAYYHOTO CTAHOBMILE HA peepeHTHaTa
nabopatopust Ha EC 1 Korato e NpunoxuMo, MHEHVSITA Ha KOHCYNTMPAHUTE EKCIEPTH B CHOTBETCTBUE C NMPENBUNEHATA B
uiieH 48, maparpad 4 mpouenypa, KaKTO M BCHUKM BH3MOXKHM aKTyanusaumu. [Ipu B3eMaHeTO Ha pelueHyue HOTUQULN-
PAHMST OpraH HANNEXHO OTYMTA MHEHMSTA, M3Pa3eHM B HAYYHOTO CTAHOBMIIE Ha pedepeHtHaTa naboparopus Ha EC, u
KOTaTo € MPUIIOXKMMO, MHEHMATA, M3Pa3eH! OT KOHCYNTMpPAHMTE CBITIACHO uiieH 48, maparpa¢ 6 excrepru. Hotuduim-
PAHMST OpraH He M3MNaBa CEPTUPUKAT, AKO HAYUHOTO CTAHOBMILE Ha pedepeHTHATa Nabopatopust Ha EC e HebnaronpustHo.

4.10. Hotuduumpanusar opraH MpencraBs Ha IPOM3BOMMTENS JOKIA[ OT OLEHSBAHETO HA TeXHMYeCKaTa IOKyMEHTalus,
BKITIOUMTEITHO JIOK/AJ OT OLICHSIBAHETO HA OLIEHKATa Ha MeJiCTBMETO. AKO MBNENMETO OTIOBaps HA ChOTBETHUTE pasnopentu
Ha HACTOSILUMSI PEITIaMeHT, HOTUQUUMPAHWAT OpraH m3fasa cepTudurar 3a EC oleHsiBaHe Ha TeXHMUECKATA OKYMEHTALIVSL.
CepTu¢MKaTT ChIbPKA 3aKITIOUEHNMSITA OT OLCHSABAHETO HA TEXHMUYeCKaTa NOKYMEHTAlMs, YCIOBMSTA 33 BaIMIHOCT Ha
cepTUUKATA, AHHUTE 3a MICHTUUUMpPAHE Ha ONOOPEHOTO M3LENMe M aKO € HeoOXO[MMO, OMMCAHMe HA MpeIHa3Ha-
UEHUETO Ha M3MIETMETO.

4.11. 3a npoMeHu B 010GPEHOTO M3JIENME ¢ HEOOXOMMMO OIOOpeHMe OT HOTMGMLMPAHNS OPraH, KOMTO e u3nan cepruuKata 3a
EC oueHsiBaHe Ha TeXHMYeCKaTa TOKYMEHTALNs, KOTATO Te3 MPOMEHY MOTAT [1a MOBIIMSHIT Ha 0€30MMacHOCTTa U MeNCTBIETO
Ha VMBMENMETO MM HA YCIIOBUATA, NMPEANMCaHN 3a HeroBata ynorpeOa. Korato mpousBOmMTENT MiaHMpa [a BbBEOe HSKOS
OT NOCOYEHMTE MO-TOpe NPOMEHM, TOit MHPOPMMPA 3a TOBA HOTMQMIMpAHMS OPraH, KoiTo e m3man cepru¢ukara 3a EC
OLICHSIBAHE HA TEXHMYECKATa NOKyMeHTaiys. HoTuduumpanuar opraH oleHsBa IUIaHMPaHUTE IPOMEHM M PelliaBa Jamy Te
M3UCKBAT HOBO OLIEHSIBAHE HA CBOTBETCTBMETO B CHOTBETCTBME C uileH 48 MM BBIPOCHT MOXKe Ja Oble pelleH upes
[OIbIIHeHMe KbM cepTidukata 3a EC olieHsBaHe Ha TeXHMYecKaTa JOKYMeHTAlus. B mocremuus ciyuvait HOTUGMLMpPAHUST
OpraH OLICHsIBA IPOMEHMTE, YBEIOMsBA MPOM3BOIMTEIIS 3a CBOCTO pelieHME M aKO IPOMeHMTe ca OmOOpeHHM, M3maBa
[OIbJIHeHMe KbM cepTudukara 3a EC oleHsBaHe Ha TeXHMUECKATa TOKyMEHTALsL.

Korato mpoMenute Morar ma 3acerHar cbotserctyero ¢ OC Wi ¢ Opyrute pelueHusi, M30paHy OT MPOU3BOIMUTENs, KOUTO
ca onoOpenn cbe ceprudukara 3a EC oueHsBaHe Ha TeXHMYeCKaTa JOKYMEHTALMsI, HOTUGUIMPAHUAT OPTaH ce KOHCYITHUpa
¢ pedepenrHara aboparopust Ha EC, K0SITO e yuacTBanma B ITbPBOHAYAIIHATA KOHCYIITALMS, 3a [a Ce [OTBBPIM 3aIa3BAHETO
Ha cwotBercTBueTo ¢ OC mmm ¢ [pyrute peuieHus, M30paHM OT NMPOMBBOIMTENSL C LiENT OCHIYpsiBAHE HA Haif-Marko
eKBVMBAJICHTHO HMBO Ha 0€301acHOCT 1 MIeiicTBHe.

PedepentHara naboparopus Ha EC npemcrass Hay4HO CTaHOBMIIE B CPOK oT 60 mHu.

4.12. 3a npoBepka Ha CbOTBETCTBMETO HA MPOM3BEKNAHNTE MUNENMA OT Kiac D Mpou3BOAMTENAT M3BbPUIBA U3MMTBAHMA Ha BCAKA
npousseneHa napruaa uanenyst. Cren NPUKITIOYBAHE HA IPOBEPKUTE 1 MBIMTBAHMSTA POM3BOIUTENST He3a0aBHO M3IIpaLa
Ha HOTMQUIVPAHNS OPraH ChOTBETHUTE NOKJIA/M 3a Te3u u3nuTBaHms. OCBEH TOBA NMPOM3BOIMTENST MPEICTaBsi HA HOTUY-
UMpaHuss OpraH o0pasuy OT MPOM3BEKMAHMTE MAPTUIM MU3HETMsl ChITIACHO NPEIBAPUTENIHO NOTOBOPEHNM YCIOBUS M
nofpoGHY TPaBIia, KOUTO BKITIOUBAT 3aIBIKEHMETO 33 HOTUQUIMPAHUS OPIaH MM NMPOM3BOIMTENS a M3mpaia o6pasim
OT NpOM3BEKIAHMTE NApPTMAM M3Oenusi Ha pedepeHTHa naGoparopust Ha EC, KosTO mNa WM3BBPIIBA MOIXOMSIINTE
VM3MUTBAHWS, aKO TaKasa Jlabopatopyst e ompefeneHa cbrnacHo uied 100. Pegeperrrara naboparopus Ha EC unpopmupa
HOTU(MLMPAHNS OPTaH 33 3aKITIOYCHMSTA CIL.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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4.13. HPOI/I3BO]II/ITCJ'IHT MOXKe€ J1a IIyCKa M3[enysATa Ha Iasapa, OCBEH KOraTto HOTI/I(I)I/IIII/IpaHI/IHT OpraH yBEIOMU IIPOV3BOIMTEILL B
paMKuTe Ha OOTOBOpPEHMA CPOK, HO HE IIO-KBbCHO OT 30 mHM crem nojry4aBaHe Ha 06pa3uMTe, 3a BCAKO HOpPYro pelleHue,
BKITIOUUTEITHO, ITO-KOHKPETHO, 3a BCAKO YCIIOBME 3a BAJIMIHOCTTA Ha M3HAEHNUTE CepTI/I(l)I/IKaTI/I.

5. OueHsBaHE HAa TeXHMUYECKATa HOKYMEHTALMA 3a KOHKPETHM TUIIOBE M3HETNSA

5.1. OueHsiBaHe Ha TeXHUYECKATa HOKYMCHTaLMs 3a M3OenmaTa OT Kjlac B, knac C u xnac I' 3a camoTecTBaHe 1 3a U3MeNuATa 3
TECTBAHE HA MACTO

a) IPOV3BOOUTEIAT HA M3HENNA OT KIac B, knac C u xnac D 3a caMoTecTBaHe 1 Ha M3OENNA 3a TeCTBAaHE Ha MACTO IIOOaBa
npen HOTI/[(i)I/IIII/IpaHI/l}I OpraH 3asBIIEHNE 3a OLEHABAHE Ha TEXHNYECKATA JOKYMEHTALMA.

6) 3asiBIeEHNMETO IaBa BH3MOXKHOCT 3a pa3OMpaHe HAa XapaKTepUCTMKMUTE M MEICTBMETO(STa) Ha MPOEKTA Ha M3HEIMETO U 33
VM3BBPIIBAHE HA OlIEHSABAHE HA CHOTBETCTBMETO CBC CBBP3AHNUTE C NMPOEKTA M3MCKBAHMSA HA HACTOSMIMA pernameHT. To
BKJTIOUBA:

1) HOKJIagM OT M3NMTBAHMATA, BKIIFIOUUTEIIHO PE3YIITATM OT IPOBEIEHUTE M3NNUTBAHNSA C LETIEBN HOTpe6I/IT€HI/I,

11) aKO € BB3MOXHO — IPUMEPHO UBHOEINE; AKO € H€06X0]II/IMO, VIBIENMETO C€ BpblUa CII€l IPUKITIOUBAHE Ha
OLCHSBAHETO Ha TEXHNYECKATa NOKYMCHTALNS,

111) HaHHM, IMOKa3Bally IMPUTOOHOCTTA HAa MBIEIMETO C OITIEN Ha MpEeIHasHa4Y€HMETO MYy 3a CaMOTECTBAHE MIIM TECTBAHE
Ha MACTO,

(iv) unpopmawmsiTa, KOSITO M1 Ce TPENOCTABs C MBNENMETO BbPXY €TMKETa My M B MHCTPYKLMNTE 33 HEroBata yrorpea.

HOTI/I(])]/I].[I/IpaHI/IS[T OpraH MOXKe Ha M3MCKa 3asBJIEHUETO Na C€ HOIBJIHM C M3BLPUIBAHETO Ha OLIE M3NUTBAaHWUA MU C
NPEOCTaBAHETO Ha HOITBJIHUTETIHM JI0KA3aTeNICTBa, [aBallil Bb3MOXKHOCT 3a OlLI€HsABaHE Ha CbOTBETCTBMETO C
M3UCKBAHMATA 10 HACTOAIINMS PEITIaMEHT;

B) HOTU(MLMPAHMSAT OpraH MpOBEPsIBA CHOTBETCTBMETO HA M3IENMMETO C NPUIOKMMUTE M3MCKBAHMS, I[OCOYCHM B
IIPUIIOKeHMe | KbM HaCTOAIMSA pEITIAMEHT;

I‘) HOTI/I(l)I/lHI/IpaHI/IHT OpraH OLEHABA 3aABIICHUETO, KaTO M3IOJI3BA HAET OT HETO NEPCOHAII C NOKa3aHM 3HaHWSA M OIUT IO
OTHOLIEHNE HAa CHOTBETHATA TEXHOJIOTMA M NMPEOHA3HAYEHMETO Ha MBHEIIMETO, W IIPENCTaBsA Ha IPOM3BOOMUTEIISA TOKIIAM
OT OLECHSBAHETO Ha TEXHNYCCKATa NOKYMECHTALMA;

]1) dKO M3MEIIMETO OTroBapsi Ha CbOTBETHUTE pasnopen6n Ha HaCTOALIMSA PEITIaMEHT, HOTI/I(i)VIIlleaHI/IHT OpraH usjasa
CepTI/I(l)I/IKaT 3a EC omeHsBaHe Ha TexXHMuecKaTa JOKyMEHTaLN. CepTI/l(l)]/IKaT’bT CbIbpXKa 3aKIIIOUEHMUATA OT
OLICHABAHETO, YCIIOBMATA 3a BAJIMIHOCT Ha CepTI/l(l)I/IKaTa, JAaHHUTE 3a I/[]ICHTI/I(l)I/IKaLU/IH Ha 0IIO6pCHVITC M3OEINA 1 aKO €
HCO6XOHI/IMO, onycaHue Ha MpEIHa3HAYCHMETO Ha U3ICITNETO;

€) 3a IpOMeHMTEe B OHOOPEHOTO M3meme € HeoOXOmMMO OmoOpeHNe OT HOTUQUIMPAHMS OpraH, KOMTO € W3mal
ceprudmkara 32 EC oueHsiBaHe Ha TeXHMUECKATa JOKYMEHTALVS BbB BCEKM €[MH CIyyail, KOraTo IPOMEHMTE MOTAT fia
MOBIMSAT Ha GE30MACHOCTTa M MEHCTBMETO HAa WM3NENMETO WM Ha YCIOBMSTA, NMPEINMCAHNM 3a HeroBara ymotpeba.
Korato npomsBOnMTeNISAT IIaHMpPa [1a BbBEE HAKOS OT [OCOYEHHNTE TI0-Tope NPOMEHH, TOit MHOPMIpa 33 TOBA HOTUH-
LMpaHNUs OpraH, KoWto e uaman ceprudukara 3a EC oueHsBaHe Ha TexHMueckara HOKyMeHTaums. Horuumumpanusr
OpraH OLEHsBA IUIAHMPAHNMTe NPOMEHM M pellaBa [l Te M3UCKBAT HOBO OLEHSBAHE HA CHOTBETCTBUMETO CHITIACHO
wieH 48 wim BBIPOCKT MOXKe [a Gble peleH upe3 HOMBIHeHMe KbM ceprudukara 3a EC oleHsBaHe Ha TeXHMUeCKaTa
IOKyMeHTauus. B mocnemums cryuail HOTMQUUMPAHMAT OPraH OLEHSBA [POMEHMTE, YBENOMSBA IPOM3BOLMTENS 3a
CBOCTO peLUeHMe M aKO MPOMEHNTE ca ONOOPEHN, My MPENoCTassi HONBIHeHMe KbM cepTudukara 3a EC oueHsBaHe Ha
TEeXHMYECKATa TOKYMEHTALIS.

5.2. OueHsiBaHe Ha TeXHMUecKaTa HOKYMCHTaUMsI Ha ChITBTCTBAIIN M3OCTINA

a) MpPOM3BONMTENAT HA CHITHTCTBAIIO WU3HENNMe IOfaBa Ipel HOTUQMUMpAHMSI OpraH 3asiBIICHME 3a OLCHSBAHE Ha
TEXHNUECKATd [OKyMeHTauus.. HOTM(MUMPAHMSAT OpraH OLEHSBA 3aSBIICHMETO B CHOTBETCTBME C MpPOLENypara,
npensuneHa B pasgenu 4.1 —4.8 oT HaCTOALIOTO IIPUIIOXKEHNE;

6) 3a5BJICHNETO HaBa BB3MOXKHOCT 3a pa36MpaHe Ha XapakKTCPUCTUKUTE U ]ICIZCTBI/ICTO Ha M3OETNMETO U 3a M3BBPIIBAHE HA
OLIEHsABaHE Ha CHOTBETCTBMETO CHC CBBP3AHUTE C IIPOEKTA M3UCKBAHMA HAa HACTOALLMS PEITIAMEHT, IO-KOHKPETHO Halin
M3IENMETO € MONXOMAIIO 110 OTHOIIEH)E Ha CbOTBETHMA JICKAPCTBEH IPOIYKT,
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B) mpeayu na mspame ceprudumiar 3a EC oueHsBaHe Ha TeXHMUeCKaTa TOKYMEHTALWs 33 CHITbTCTBALLMTE M3IETMSL M Bb3
OCHOBA HA IPOEKTAa HA PE3IOMETO BB BPb3KA C OE30MIACHOCTTA M HEICTBMETO M HA IPOEKTd HA MHCTPYKLMMUTE 3a
yrorpe6a, HOTUQUUMPAHUST OpraH ce OOpbIA 3a CTAHOBMIIE KbM EIMH OT KOMIIETGHTHUTE OpIaHU, ONpEIelieHu OT
IbpxaBute uwieHKM cbraacHo upexrusa 2001/83/EO, wm xpM EMA (Bcekm OT KOMTO B HACTOSILMS Pasmen ce
Hapyya ,,KOHCYIITMPAH OpraH 3a JIeKapCTBEHUTE MPOIYKTH" B 3aBUCUMOCT OT TOBA € KOTO Ca MPOBEEHM KOHCYNITAlUTe
no Hacrosuarta Oyksa), W0 Ce OTHACA O TOBA HadM M3HENMETO € MNOOXOOSIMIO IO OTHOLICHME HA CHOTBETHMS
JIeKapCTBEH MPOMYKT. AKO JIEKAPCTBEHMST MPOIYKT IONaja eIMHCTBEHO B 00XBaTa HA IPWIOXEHMETO KbM PernameHt
(EO) Ne 726/2004 Ha Esporerickust naprmamenT u Ha CbBera ('), HOTMUUUMpAHMST OpraH ce o0pblla 3a CTAaHOBMIIE
koM EMA. AKO JIeKapCTBEHNMST NPOMYKT € paspellieH Wi ¢ MONANEHO 3asBIIeHME 34 HETOBOTO paspelleHye, HOTUQUIIN-
paHMAT OpraH ce KOHCYNTHMPA C OTTOBapSAIIMA 33 Pa3pelleHNeTO OpIaH 3a JIeKapCTBeHNTe NpomykT i EMA;

I) KOHCYNTMPAHMSAT OpIaH 3a JIEKapCTBEHNUTE HPOIYKTY NMPEHCTaBsi CTAHOBMIIETO CU B CPOK OT 60 IHM OT MONyYaBaHE Ha
wstata HeobxomuMa moKymeHTamust. Tosu 60-mHEBEH CPOK MOXKe Ha Ce YHBIIXM €THOKpaTHO ¢ ome 60 mHM mpu
obocxoBary mpyunHy. CTAHOBMILETO ¥ €BEHTYalHMTE AKTyalM3alyy Ce BKIIOYBAT B JOKYMEHTALMSITA HAa HOTUQU-
LMpaHns OpraH BbB BPb3Ka C UBMIETINETO;

) OpHM B3eMaHE Ha PELICHNMETO CU HOTUQUUMPAHMST OPTaH OTYNTA HAIEXKHO HAYYHOTO CTAHOBHIIE, [IOCOYCHO B OyKBa I).
Horuduuypanmsr opran cpo6iaBa OKOHYATEIHOTO CY PelleHNe Ha KOHCYITUPAHISI OPIaH 3a JIEKApCTBEHNTE TPOLIYKTIL.
CeprudukarsT 32 EC oLeHsBaHe Ha TeXHMUECKATa TOKYMEHTALIISI Ce M3[aBa ChITACHO pasmer 5.1, 6yksa m);

€) IpemM [a Ce HANPABAT NPOMEHM, 3acSrali [CHCTBMETO M[wiM MpeBUIeHATa ymoTpeba, u/wmy IPUIOTHOCTTA Ha
M3ENMETO C OIel Ha CHOTBETHMS JICKAPCTBEH MPOIYKT, IPOM3BOMMTENAT MHGOPMMPA HOTUQUUMPAHMS OpraH 3a
npomennte. HotuduumpanusT opras oleHsBa IITAHMPAHUTE [IPOMEHM ¥ PelllaBa [ay Te M3MCKBAT HOBO OLCHSBAHE Ha
CBOTBETCTBUETO CBITACHO WiIeH 48 Wi BBIPOCKT MOXe Ia Oble pelieH upe3 HOMbIHEHMe KbM ceprudukara 3a EC
OLICHSIBAHE HA TEXHMYECKaTa IOKyMEHTALWs. B mocremums ciyuail HOTUMUMPAHMSIT OpraH OLEHsBA IPOMEHMUTE U Ce
obpbilia 33 CTAHOBMIIE KbM KOHCYNTMpaHMSI OpraH 3a JIeKApCTBEHMTE NpomyKTd. KoHcynmTupaHusiT opraH 3a
JIeKapCTBEHNUTE IIPOIYKTM MPEICTABsi CTAHOBMILETO CY B CPOK OT 30 IHM Cref MOTyvaBaHe Ha LsUlaTa HeOOXOMMMA
OKyMEHTaLs OTHOCHO mpoMenurte. [lombiHeHne KbM ceprudukara 3a EC oueHsBaHe Ha TeXHMUECKATa [IOKYMEHTALIMs
ce M3[IaBa ChITIACHO pasmen 5.1, Oyksa e).

ITIABA III

Admunucmpamuenu pasnopedou

6. B NMPOOBIZKEHME Ha Haif-MaJIko OT JIeCeT TOMMHM CTief IyCKAaHETO Ha I1a3apa Ha IOCIICOIHOTO M3HEIME IMPONUSBOIUTENIAT UIIN
HETOBMAT YI'BIIHOMOILUEHIIPENCTABUTEN — KOIATO IPOM3BOOMUTEIIAT HsAMA PEIMCTPUMPAHO MACTO Ha CTOIIAHCKA HeHOCT B
Ibp2KaBa YJIEHKa — CbXpaHsABa Ha Pa3IOJIOKEHNE HAa KOMIIETEHTHUTE OpraHm:

— EC pexnapaumsra 3a CbOTBETCTBME,

— MOKyMeHTaLysTa 1o pasgen 2.1, meTo Tipe M MO-KOHKPETHO DaHHMTE M 3aMMCHTE OT MPOLERypute mo pasgen 2.2,
BTOpa anHesi, GyKea B),

— uH)OpMaLMATA 32 IPOMEHNTE 110 pasmen 2.4,
— [OKyMeHTalusTa 1o pasuen 4.2 u pasgen 5.1, 6yksa 0), u
— PpelLIeHNsTa U NOKIAJIUTe OT HOTUQUIMPAHKS OPraH, MOCOUEHN B HACTOSILOTO MPUIIOKEHME.
7. Besika mppxkaBa WIeHKa M3MCKBA IOKYMEHTALMSITA [0 Pasfell 6 [a ce CbXPAaHsBA HA PA3lONIOXEHNe HA KOMIETCHTHUTE
OpraHy 3a CPOKa, OIpEeNeNeH B ChLIMs pasfel, ako NMPOU3BOIMTENST WM YIThIHOMOIIEHUST My HpPENCTaBUTEN, YCTAHOBEH

Ha HeliHA TepUTOpMS, M3MAJHe B HECHCTOATENIHOCT WIIM IPEKPaTy CTONAHCKATA CH NEHHOCT Npey M3TMYAHETO Ha TO3M
CpOK.

(") Pernament (EO) Ne 726/2004 Ha Esporneiickus napnameHt u Ha Cogera ot 31 Mapt 2004 r. 3a ycraHOBsiBaHe Ha npouerypy Ha OGLHOCTTa 32
paspelliaBaHe 1 KOHTPOJI Ha JIeKaPCTBEHI TIPOIYKTH 33 XyMaHHA 1 BeTepMHAPHA yroTpeba 1 3a Ch3naBaHe Ha EBporiejicka areH1us 1o JekapcTBata.
(OBL 136, 30.4.2004 ., cTp. 1).
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ITPUJIO2KEHME X

OlieHsIBaHEe Ha ChOTBETCTBMETO Bbh3 OCHOBA Ha M3CIICOBAHE HA TUIA

1. EC wm3crenBaHe Ha THIa e MPOLEIYpaTa, IPM KOSTO HOTUQUUMPAH OPIaH HPOBEpsiBA ¥ MOTBBHPXKIABA, Ue NAFEHO M3IENNe,
BKIIIOUMTENIHO TeXHMYECKaTa My HOKYMEHTalys, ChOTBETHMTE MpPOLECH IO BpeMe Ha eKCIUIOATAUMOHHMA MY CPOK M
CHOTBETCTBAII MPENCTaBMTENIeH 00pasel] OT M3[ENMsTA, YMETO HPOM3BONCTBO CE MPEIBMXKMIA [a OTTOBApsi Ha CHOTBETHUTE
pasmopen6y Ha HACTOSILMS PEITIAMEHT.

2. 3agBneHue

HpOI/lBBOHI/ITCHHT nogasa g0 HOTI/I(i)I/IHI/IpaHI/IH Oprad 3asBIICHJE 3a OLCHABAHE. 3asBNIEHNETO BKITIOUBA:

— MMETO Ha IPOM3BOOMTEIA M alpeca Ha HETOBOTO PErMCTPUPAHO MACTO Ha CTOIIAHCKA ]ICIZHOCT, 4 B CJIy4aute KOrato
3aSBJIEHMETO € ITOHANECHO OT YI'BJTHOMOLUEH IPENCTaBUTENT — VIMETO Ha YITBIIHOMOIIEHMS IPENCTAaBUTE M agpeca Ha
HETOBOTO PEIMCTPMPAHOTO MACTO Ha CTOIIAHCKA HCﬁHOCT,

— TexHMYecKaTa HOKyMeHTauys mo mpwioxkerus I u I 3asButensr npemoctaBs Ha HOTMQUMIMPAHMS OpraH MpeLCTa-
BUTENIeH 00pasel] OT M3NEMSTA, YMETO TPOM3BOLCTBO Ce mpemmxna (,tum”). HoTuuimpaHust opran Moxe [1a MOVCKa
¥ IpyTH 00pasiy mpy HEOOXOMMMOCT,

— TIpy m3penms 3a CaMOTECTBaHE MIIM TECTBAHE HAa MSCTO — MOKIIAIMTE OT MBIMUTBAHMATA, BKITIOUMTEIIHO PE3YNITATUTE OT
M3MUTBAHUATA C LETICBU HOTpC6V[TeHV[, W TaHHM, TIOKasBallly, Y€ M3OEIMETO € IPUTOTHO IO OTHOIIEHME Ha IpeNHa3Ha-
UYEHMETO MY 3a CaMOTECTBAHE MIIM TECTBAHE HAa MIACTO,

— dKO € Bb3MOXHO — IIPMMEPHO M3[CTINE. AKo e HCO6XO]]I/IMO, VBIENMETO €€ BpblIa CIle NPUKITIOUBAHE Ha OLEHSABAHETO
Ha TEXHNYECKaTa NOKYMEHTaluA,

— HaHHM, IIOKa3BallM [aly M3HOENMETO € IOOXONAIIO IO OTHOWIEHME Ha IIpeJHAa3HAUYE€HMETO MY 3a CAMOTECTBAHE MU
TECTBAHE HA MICTO,

— I/IH(I)OpMaHI/lS[Ta, KOATO [1a C€ NMPENOCTaBA C U3MEIMETO BbPXY €TMKETA My M B MHCTPYKIMUTE 3a HErobaTta yHOTpe6a, n

— INMCMCHA [CKilapauyus, 4e¢ HE ¢ 6uno II0IaBaHO 3adABIIEHME MO HOpyr HOTI/I(l)I/lIII/lpaH Opran 3a CblIMA THUII, WA
I/IH(l)OpMaHI/IS[ 3a BCAKO €JHO IPEOXOMHO 3asBJIEHME 3a CBLUMA THUII, 110 KOETO VMIMa OTKa3 OT Opyr HOTI/I(l)I/IllI/IpaH OopraH,
WM KOETO € OWIO OTTEITEHO OT MPOVBBOOUTENS WIIM OT HETOBMSA YIIBIITHOMOLIEH IIPENCTABUTEN MPEON HOPYTUAT
HOTI/I(l)I/IHI/IpaH Oprat fa M3BbpIIN OKOHYATEITHO OLIEHSBAHE.

3. OueHsBaHe

Horu¢uuupanusr opras:

a) pasImexmna 3asBIEHMETO, KATO M3MOJ3BAa MEPCOHAT C MOKA3aHM 3HAHMS M ONMT B OLEHKATA HA TEXHONOIMATA,
CHOTBETHUTE M3[EINSI U OLEHSBAHETO HA KIMHWYHM [OKa3aTencTsa. HoTuduumpaHusr opraH Moxke @Ia W3MCKa
3aSBIIEHMETO [1a Ce JOMBIHM C M3BBPIUBAHETO HA IONBIHMTENHM M3IUTBAHUA WM C JOIBIHUTENIHM JIOKA3aTesICTBa,
[ABALM BB3MOKHOCT 33 OLICHSIBAHE HA CHOTBETCTBUETO C NPVIOKIMMIUTE M3MCKBAHNMS Ha HACTOSIIMS pernameHt. Hotugu-
LIMPAHVAT OPraH M3BbPIIBA TOAXOMSILN (GMU3MUECKN MM 1abOPATOPHI MBIUTBAHMS HA VM3[EIMETO MM M3UCKBA IPOM3BO-
IIUTETIAT [1a TY TIPOBENIE;

0) wm3cremBa M OLEHSBA TEXHMYECKATd IOKYMEHTALMsl C LMl OMpeNeNsiHe Ha CHOTBETCTBMETO C NPUIIOXMMUTE 3a TOBA
V3NETEe M3UCKBAHMS HA HACTOSIMS PerylaMeHT M MpoBepsBa Hamy TUIBT € Ol NMpousBeleH B CHOTBETCTBME C Ta3u
IOKYMEHTALIVST; TOJ OTIpefierisl 1 elleMEeHTHTE, MPOEKTYPAHN B ChOTBETCTBUE C MPUIOKMMUTE CTAHIAPTH 10 UrleH 8 mim
npunoxumute OC, KaKTO 1 elleMEeHTHTe, KOUTO He ca MPOEeKTUPAHM Bb3 OCHOBA Ha CHOTBETHNUTE CTaHHAPTU MO uileH 8
i Ha cpotBeTHUTE OC;

B) MpaBy IIperiefl Ha KIIMHUYHUTE NOKA3aTesiCTBA, IPENCTABEHM OT IPOM3BOIMTENA B JIOKIIaa 3a OLEHKA Ha MIEHCTBMETO
cornacHo paspert 1.3.2 or npunoxenne XIII. 3a uenmre Ha TO3M Iperyen HOTUPUUMPAHMAT OPIaH HaeMa IPOBepsIBALIM
MBIENMATA JIMUA C JOCTAThYEH KIMHMYEH eKCIIePTeH OIMT, KaTo IpY HEOOXOAMMOCT M3IION3BA M BHHIUHM KIMHUYHM
eKCIIepTH C MPSK ¥ aKTyasleH OMMUT, CBbP3aH C KIIMHIYHOTO NMPUIIOXKEHNMe Ha CbOTBETHOTO M3LIEINE;

F) KOIaTo KJIIMHMYHUTE TOKA3ATENICTBA CE€ OCHOBABAT YaCTMYHO WIIM M3LANIO HAa MaHHU OT M3HENNA, 3a KOUTO C€ TBHpOM, ue
ca HO]IO6HI/I MM €KBUBAJICHTHM HaA OLECHSBAHOTO M3MEINME, OLECHSBA IICJ'ICC'I)O6paBHOCTTa Ha M3IIOJI3BAHETO Ha TaKMBa
HaHHY, KaTO CE€ B3EMAT IIPENBUI q)aKTOpI/I KaToO HOBM IIOKa3aHMA U MHOBALVMN. HOTI/I(I)I/ILII/IpaHI/IHT OpraH OOKYMCHTMpa
SCHO CBOMTE 3aKIIIOYEHMS OTHOCHO TBBPHOEHMETO 3a €KBMBAJIEHTHOCT, IICJ'ICC'LO6pa3HOCTTa M a€KBATHOCTTA HA HAHHUTE
3a IOKa3BaHE HAa CbOTBETCTBUETO,
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II) IDOKYMEHTMPA SICHO pe3ylITaTa OT OLEHSIBAHETO CY B JOKIIAA OT OLEHSBAHETO Ha OLEHKATa Ha MefcTBUETO MO pasmen 4.8
oT npwioxenne IX.

€) MpOBEKIA WM OPraHM3Mpa MPOBEXKIAHETO HA MOIXOMSLINTE OLEHSIBAHMS M (U3MUECKM MIM JTAOOPATOPHY MBIUTBAHIN,
HEOOXOIMMM [1a Ce MPOBEPU [l PELICHNSITA, BB3IPUETH OT MPOM3BOLMTENs., OTIOBAPAT Ha OOLIMTE M3MCKBAHMS 3a
0€30MaCHOCT ¥ MEICTBYE, MPENBUIEHN B HACTOSALIMS PerflaMeHT, aKO He ca Ipuiaranu cranmaprute o uneH 8 wm OC.
Ao m3nenmero TpsbBa [ ce CBbPKe KbM APyro(u) mamenme(s), 3a ga paboTy mo nmpefHasHaueHuMe, ce MPENCTaBsl MOKa3a-
TEJICTBO, Y€ TO CHOTBETCTBA HA OOMIMTE WM3MCKBAHMSI 3a GE30MACHOCT ¥ [eNiCTBME NP CBbP3BaHE C wM3Terue(s),
TIpyTeKaBauIo(u) OnpenesieHNTe OT IPOM3BOAMTENS XapaKTePUCTHKM;

K) MpOBEXIIA MM OPraHM3Mpa MPOBEXKIAHETO HA MOIXOMSIIMTE OLEHSABAHNS M QUMUECKM MM NTabOPaTOPHM MBMUTBAHUS,
HeOOXOIMMM J1a Ce IPOBepM Haly aKO MPOM3BOIMTENAT € M30pan [a mpuiara ChbOTBETHUTE XapMOHM3UPAHU CTAaHIAPTH,
Te3U CTAHMAPTH ca OUITY JEIICTBUTENHO TIPUITOKEHI;

3) ChITIaCYyBa CbC 3AABUTENA MSACTOTO, KBIETO [1a CE€ IPOBEHAT H€O6X0]]I/IMI/[T€ OLICHABAHMUA U M3NUTBAHNS,

) u3rotest mokiman 3a EC m3creBaHe Ha TuIA OTHOCHO Pe3yNTaTUTE OT OLCHSBAHMATA Y W3MUTBAHUATA, M3BbPLICHU
ChITIacHO OyKBHU a) — )

=

B CIy4ail Ha u3menus, Kiacuuuupanu B knac D, msncksa or pedepentHa nabopatopust Ha EC, korato Takasa e
onpenenena coriacHo wied 100, ma nposepy TBHPIAHOTO OT NMPOW3BOIMTENS NEJCTBME U CHOTBETCTBUETO Ha V3HENNETO
¢ OC, aKO ChILIECTBYBAT TAKMBA, MM C OPYTUTE pELICHNs], M30paHN OT MPOM3BOAMTENS, 3a [a CE OCUIYpH Hail-MaJKo
eKBMBATICHTHO HIMBO Ha Ge30macHOCT 1 meiicTsue. [IpoBepkara BKIIOUBA abOpaTOPHM M3MUTBAHMS OT pedepeHTHATA
naboparopust Ha EC B cboTBercTBue ¢ uneH 48, maparpad 5.

OcBeH TOBa, B CIyuyauTe, TMOCOYEHM B WieH 48, maparpad 6 OT HACTOSWMS PErTIAMEHT, HOTUQUUMPAHMST OpraH ce
KOHCYIITMpPA CbC CBOTBETHMTE €KCNepTH cbriacHo uieH 106 or Permament (EC) 2017/... %, B cbOTBETCTBME C
npolieflypaTa, MpenBuiueHa B wieH 48, maparpad 6 OT HACTOSLMS PErSIAMEHT, OTHOCHO IOKITaja Ha MPOM3BOIMTENS 3a
OLIEHKA Ha JIEJCTBMETO.

PedepentHara naboparopus Ha EC mpefcrasst HayuHO cTaHOBMIIE B CPOK OT 60 mHM.

Hayuroto craHoBume Ha peepentHata maboparopust Ha EC 1, xorato npenpunenara B uieH 48, naparpad 6 mpouenypa
€ MPUIOXNMMA, MHEHMSITA Ha KOHCYNTMPAHUTE €KCIePTH, KAKTO M BCHYKM BB3MOXKHM aKTyanu3allMi, ce BKITIOYBAT B
IOKYMEHTAlMSATA HA HOTUQUUMPAHMS OPraH OTHOCHO u3menuero. [Ipy B3eMaHeTO Ha pelueHie HOTUQUUMPAHMST OpraH
HAJIEKHO OTYMTA MHEHIUSITA, M3PA3eHM B HAYYHOTO CTAaHOBMIIE Ha pedepeHtHata nmaboparopust Ha EC, u Korato e
NPUIIOKMMO, U3Pa3eHUTe MHEHMSTA, M3Pa3eH! OT KOHCYITMPaHMUTE B CHOTBETCTBME C uleH 48, maparpa 4 ekcreptu.
Hortnduumpanusr opraH He m3maBa cepTMMKAT, aKO HAYYHOTO CTAHOBMIIE Ha pedepeHTHaTa naboparopus Ha EC e
HEOMATONpISATHO;

K) 3a CbI'bICTBALIMTE M3NENMs M Bb3 OCHOBA Ha IPOEKTA HAa PE3IOMETO BbB BPb3Ka C OE30MACHOCTTA M HENCTBMETO M Ha
IIPOeKTa Ha MHCTPYKLWATE 32 yrorpeGa ce 0Opblua 3a CTAHOBMILE KbM €[IMH OT KOMIIETEHTHNUTE OPraHM, ONpefeNieHI OT
IbpXaBuTe uieHKM cbriacHo upektusa 2001/83/EO, wm Ha EMA (BcekM OT KOMTO INO-HONy ce Hapuua
~KOHCYIITUPAH OpIaH 3a JIEKApCTBEHMUTE IPOXYKTU® B 3aBUCUMOCT OT TOBA C KOIO Ca HAIPaBeHM KOHCYITALMMUTE IO
Hacrosuara OyKBa) 3a TOBAa Ja/M M3HETMETO € MOOXOMSIIO N0 OTHOLICHME Ha CHOTBETHMS JIEKAPCTBEH MPOMYKT. AKO
JIEKAPCTBEHVAT MPOMIYKT IOTIAfa CAMHCTBEHO B 00XBaTa Ha nmpusioxkeHyero kbM Permament (EO) Ne 726/2004, Hotndu-
LMpaHMAT opraH ce KoHcyntupa ¢ EMA. AKO ChOTBETHMAT JIEKapCTBEH INPONYKT Beue € paspelleH WM € IOHaleHo
3asBIICHNE 32 HETOBOTO paspelleHue, HOTUQUIUMPAHUSIT OPraH ce KOHCYNITHpPA C KOMIICTEHTHUs OpraH 3a JIEKapCTBEHNTe
npoaykt umu ¢ EMA, B 3aBMCMMOCT OT TOBa KOil OT TSX OTroBaps 3a M3HABaHETO 3a pasperueHueto. KoHcynTupanusr
OpraH 3a JIeKapCTBEHMTE MPOINYKTM MpENCTaBAT CTAHOBMIIETO CM B CPOK OT 60 [HM OT IONyyaBaHe Ha LANIaTa
HeoOxomMa mokyMenTamyst. Toan 60-IHEBEH CPOK MOXKE [a Ce YOBIKM eIHOKpATHO ¢ ome 60 mHM mpy 0OOCHOBaHM
npyuyHy. CTaHOBMUIETO Ha KOHCYNTMPAaHMsS OpraH 3a JIEKAPCTBEHWTE NPOXYKTM M €BEHTYallHWTe aKTyalm3alum ce
BKJIIOYBAT B JOKYMEHTALMSITA HAa HOTMQUUMPAHMS OpraH BbB Bpb3Ka C M3fenmero. [Ipu B3eMaHe Ha pELICHNETO CH
HOTU(UUMPAHNAT OpPraH HA[UIEKHO OTYMTA CTAHOBMILETO, M3PA3CHO OT KOHCYITUPAHMSL OPIaH 3a JIEKapCTBEHMTE
npouykrn. Toit choOlIaBa CBOETO OKOHUATENIHO pEIICHME HA KOHCYNTHPAHMSI OPIaH 3a JIGKAPCTBEHNUTE MPOLYKTIL;
KaKTO U

]'[) n3rotest moknan 3a EC um3cremBaHe Ha TuIa OTHOCHO pe3ynratuTte OT OLEHSABAHETO M M3BLPIICHUTE M3NUTBAHUA U
NPEOCTaBEHUTE HAyUYHUTE CTAaHOBMIIA IIO0 6yKBI/[ a) — K), BKITIOUUTEITHO [OKJIa OT OLECHABAHETO HA OLCHKATA Ha
nerictBueTo 3a usnenusara ot kinac C wim knac D, 00XBaHATU OT pasgen 2, TpeTO THpE.

4.  Ceprudukar

AKO THITBT ChOTBETCTBA HA HACTOSILMS PEINIAMEHT, HOTUQUUMPAHMAT OpraH u3nasa ceprudumkar 3a EC uscnensane Ha tvma.
CepruuKaTbT CHIbPXKA UMETO U apeca Ha MPOM3BOAMTENIS, 3aKIOUEHMSITA OT OLEHSBAHETO HA M3CIENBAHETO HA THUIIA,
YCIIOBMATA 32 BAIMIHOCT Ha cepTudMKATa M HEOOXOMMMNTE HAHHM 3a MueHTHUIMpaHe Ha omoOpeHust Tuim. CepTuduKaThT
ce M3roTBs B ChoTBeTCTBME C nMpustoxerye XII. ChOTBETHMTE YacTy Ha MOKYMEHTALMSTA Ce NPUTIAraT KbM CepTHMKATa, KaTo
HOTUQULMPAHNUST OPTaH ChXPaHsBA KOIIKE.

* HoMepbT Ha periaMeHTa ot oK. st 10728/16.
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5. Ilpomenn B Tna

5.1. 3asButenar uHbOpMMpa HOTMQUUMpPAHMS OpraH, KOMTO e m3pman ceprudurara 3a EC m3cnempaHe Ha Tuma, 3a BCsKa
TIaHMpaHa MPOMsiHA Ha OIOGPEHMs TUIT MM HETOBOTO MpeIHA3HAUYEHME M YCIIOBMSI 33 yTOTpeba.

5.2. 3a mpomeHn B OHOOPEHOTO M3MENye, BKIIOUNTETHO OPAaHIYeHIS! 10 OTHOLICH)E HA HETOBOTO MpEHA3HAYCHYE U YCIIOBILS 3a
ynorpeba, ce M3MCKBA TOMBIHMTENHO OTOOpEHNe OT HOTUQUUMPAHUS OPIaH, KONTO e u3man ceprudukara 3a EC mscrensaHe
Ha TUITA, KOTATO TAKMBA IIPOMEHI MOTAT [ TIOBIUSIAT HA CHOTBETCTBUETO C OOLIMTe M3MCKBAHMS 3a GE30MACHOCT U MIelCTBUe
WM C YCTOBMSITA, MpeNiMcaHy 3a ynorpebara Ha mpopykra. HotuduumpaHusT opraH pasriexia INTAHUPAHUTE MPOMEHH,
yBeTOMsIBA IPOMBBOMMTEIISL 32 PEIICHNETO CU U M3[aBa HOMbIHEHMe KbM Hokiama 3a EC mscrensane Ha tuna. OnoOpeHunero
Ha BCSKA NPOMSAHA Ha OTOGpEeHNMs THII ce M3BBIIBA MO (opMara Ha JOMbIHeHMe KbM ceprudukara 3a EC mscnenpane Ha
TUII.

5.3. 3a NPOMEHM B NPENHASHAYECHUETO M YCIIOBMATA 33 yHOTpC6a Ha OIIO6pCHOTO u3genMe, OCBEH 3a OrpaHMueHMATa IO
OTHOILIEHME Ha IPENHA3HAYEHMETO M YCIIOBMATA 3a yHOTpC6a, € H€O6XOJII/IMO HOBO 3afBJIEHME 3a OLECHABAHE HAa CHOTBET-
CTBUETO.

5.4. Korato mpomeHuTe MOIaT [1a 3acerHaT TBBPISAHOTO OT IIPOM3BOIMTENs HeficTBMe My cbotsercTBuero ¢ OC mmm ¢ apyrute
pelieHust, U30paHu OT IPOU3BOIMTENS, KOUTO ca onobpeHu cbe cepruduara 3a EC m3cnensaHe Ha Tuma, HOTUQUUMPAHYST
OpraH ce KOHCYITMpa ¢ pedepeHTHara maboparopust Ha EC, KosiTo € yyacTBana B ITbpBOHAUAIIHATA KOHCYNTALMSL, 33 [ Ce
NOTBBPAM 3aMAa3BaHETO Ha CbOTBeTCTBMeTo ¢ OC, KOraTo Ca HaIMYHM, WM C OPYTUTE PelieHys], n30paHu OT IPOU3BOIMTEIS,
3a [1a OCUTYpY HAil-MaJIKO eKBMBATICHTHO HIBO Ha OE30IACHOCT M MeVICTBHeE.

PedepentHata aGopatopust Ha EC npepcrass Hay4HO cTaHOBMIIE B CPOK OT 60 mHM.

5.5. Koraro mpomeHuTe 3acsrat HefcTBIETO MIM NPeBUICHATa yIoTpeba Ha CHITBTCTBAIIO M3MeNue, ONOOPEHO ChC CepTUUKAT 3a
EC um3crenBaHe Ha TuI, MM TOBA Jalu TO € MOAXOMISILIO C OIVIEN HA JEKapCTBEHMs MPONYKT, HOTUQUUMPAHUST OpraH ce
KOHCYIITMpa C KOMIIETEHTHNS OpraH 3a JIKapCTBEHMTE IIPOMYKTH, Y4acTBal B ITbpBOHAYajIHaTa KOHCynramms, wim ¢ EMA.
KoHncynTupanusT opran 3a jeKapcTBeHMTe NMPOIYKTH MPEHCcTaBsi CTAHOBMUIETO CM B CPoK oT 30 [HM Criell NojydasaHe Ha
BAJIMIIHATA JIOKyMEHTAlVs [0 OTHOILIeHMe Ha npoMenute. OgoOpeHNeTo Ha BCSKA €HA MPOMSHA Ha ONMOOpEeHMs THII ce
M3BBpIUBA MO GOpMaTa Ha IOMbIIHEHNME KbM ITPBOHAYATIHMS cepTudukar 3a EC ucrenpaHe Ha Tua.

6.  AIMMHMCTpaTMBHH pasnopentu

B nponbikeHue Ha He NO-MaJIKO OT MECET FONMHM CIlefl MYCKaHeTO Ha Ia3apa Ha MOCIIENHOTO U3HeNMe POM3BOIUTENAT UIIN
YI'bIIHOMOILIEHUAT My MpeCTaBUTe]] — KOTaTO MPOM3BONMTENAT HAMA PEIMCTPUPAHO MSCTO Ha CTONAHCKAa JEHOCT B
I'bpKaBa WileHKa — CbXPaHsABA Ha Pa3MoIOXKeHNe Ha KOMIIETEHTHUTE OpTaHuL:

— HOKYMEHTalyATa 10 pasfien 2, BTOpO THpe,

— nH$OpMALMSTA 32 IPOMEHNTE 10 Pa3liel 5,

— xomust oT cepruuratute 3a EC m3criefBaHe Ha TUIA, HAYYHMTE CTAHOBMIIA M HOKITANMTE M MOMBIHEHMSTA/TPUIO-
KEHMATA KbM TAX.

IIpunara ce pasmen 7 ot npunoxenue IX.
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ITPUJIO2KEHME X1

OHCHHB&HC Ha CbOTBETCTBMETO B3 OCHOBA Ha OCUTYPsIBAHE HAa KaYECTBOTO Ha ITPOM3BOLCTBOTO

1. IIpoM3BOmMTEINIAT OCUIYpsiBa BHBEXKIAHETO HA CMCTEMATA 33 YIpPAaBNEHNME HAa KAueCTBOTO, ogoOpeHa 3a MPOM3BOLCTBOTO Ha
CHOTBETHUTE M3HeIysl, M3BBPIIBA KpaliHaTa IIPOBEpKaA IO pasfien 3 M MOMJIeKY HAa HAa[30pa 1o pasmen 4.

2. Korato npou3BOIUTENAT M3NBIIHABA 3a(bIKEHNATA MO pasfien 1, Toii usroTsa u cbxpanssa EC mexnapauys 3a ChbOTBETCTBUE
cpImacHo wieH 17 u npunoxenne IV 3a msgenmero, 06XBaHATO OT MPOLeEAypaTa 3a OLHSBAHE Ha CHOTBETCTBUETO. C
nsgapaneto Ha EC peknapaums 3a ChOTBETCTBUE Ce IIpMEMa, ue NPOM3BOIMTENAT TapaHTMpa M JEKIapupa, 4e ChOTBETHOTO
U3JenMe OTTOBAps Ha MPWIOKVMMWUTE KbM M3HENMETO M3UCKBAHMA HA HACTOSAIUMA peraMeHT, a uspgenmuata oT kimac C u
xiac D, MomoxKeHy Ha M3CIeNBaHe Ha TUIA, ChOTBETCTBAT Ha TUIA, OMNCaH B ceprudukara 3a EC mscnensane Ha tima.

3. Cucrema 3a ynpapjieHue Ha KauecTBOTO

3.1. TIpoM3BOMMTEIIAT MOMABA IO HOTUMLMPAH OpraH 3asBNCHNE 33 OLEHSBAHE Ha CICTEMATa 3a yIPABICHME HA KAUeCTBOTO.
3asBIIEHMETO BKIIIOUBA:
— BCUYKM eJleMeHTH 10 pasfen 2.1 or npunoxenue IX,
— TexHMYECKaTa TOKyMeHTaiws no npumoxens 11 u 11l 3a omobpennte THIOBE;

— xomue or cepruduxarure 3a EC m3crempaHe Ha Tmna mo pasmen 4 or mpwioxenne X; ako ceprudukarure 3a EC
M3CTIeNBaHe Ha TUIA Ca M3[aeHN OT ChLS HOTUGULMPAH OpIaH, 0 KOTOTO € MONANEHO 3asBIEHNETO, B 3asBIICHIETO Ce
BKIIIOYBA ¥ I[I030BABAHE HA TEXHMUYECKATa [OKYMEHTALMsi ¥ HEHUTE aKTyanu3MpaHu BepCUM M Ha WU3HajeHuTe
cepTuuKaTHL.

3.2. Hp]/maraHeTo Ha CUCTEMATa 3a YIpaBlicHME Ha KauY€CTBOTO € TAKOBd, Y€ [a rapaHTVpa Ha BCCKM €OMH €Tall ChOTBETCTBUE C
TuUIa, ONnMCaH B CCpTI/I(l)I/IKaTa 3a EC u3cnenBane Ha THIa, n € pasnopen6MTe Ha HacTroAWMs pEriaMeHT, KOUTO Ce Npuiiarat
KBbM U3BOEIINATA,. Bcnukn €TIEMEHTY, M3VUCKBaHMSA ¥ IpEONMCaHusd, NpUETU OT IPOU3BOOUTEIA 3a HEroBaTa CHUCTEMa 3a
ynpapjIiCHME Ha Kade€CTBOTO, €€ HNOKYMCHTMPAT PEOOBHO M CUCTEMATMYHO IION q)opMaTa Ha HapbUYHMK II0 Ka4eCTBOTO U
MMCMEHN TIOJIMTUKN M IIpOLENypy, HAIpUMEDP MPOrpamy o KayeCTBOTO, INTAHOBE IO KAYECTBOTO M 3aIlVICU II0 Ka4€CTBOTO.

ITo-KOHKpPETHO B Ta3u JOKYMEHTALWMS Ce BKIIOUBA [OAXOMSLIO OMICAHME HAa BCUUKM eTIeMeHTH Mo pasgen 2.2, Gyksu a), 0),
T) U ) OT npunoxenue IX.

3.3. Ilpunara ce pasgen 2.3, mbpBa 1 BTOpa aluHes oT npuioxenue IX.

AKO cucTemara 3a yIpaBjI€HME Ha Kau€CTBOTO rapaHTVpa, 4e€ M3LENMATa CbOTBETCTBAT HA TUIIA, OIMCAH B ceme¢MKaTa 3a EC
M3CIeNBaHe Ha Tuma, 1 Ha CbOTBETHUTE paanopen6m Ha HaCTOSIINSA PErliaMeHT, HOTI/IC])I/ILU/IpaHI/IHT OpraH uspgasa CepTI/[(l)MKaT
3a EC OCUTYpSIBAHE Ha Ka4eCTBOTO Ha IIPOM3BOICTBOTO. HOTI/I(l)I/IIIMpaHI/IHT OpraH yBEOOMsBa IIPOM3BOIMTEILSA 3a PELIEHUETO
CU Oa n3pgage CCpTM(])I/IKaT. PeleHyneTo BKIIIOUBA 3aKITIOUEHMSATA OT OfIUTA HA HOTI/I(])I/IHI/IP&HI/IH Oprad 1 MOTMBMpaHa OLICHKa.

3.4. Ilpunara ce pasgen 2.4 or npuioxenue IX.

4. Hapsop

IIpunarar ce pasgen 3.1, pasmen 3.2, mbpBo, BTOPO 1 YeTBLPTO TUPe, pasmenu 3.3, 3.4, 3.6 u 3.7 or npunoxenue IX.

5. IlpoBepka Ha IpoM3BeNeHNUTE M3HEMMA OT Kiac D

5.1. 3a wmspenuaTa or Knac D, IpousBONMTENAT M3BbPLIBA M3NMTBAHMA Ha BCAKA IpousedeHa maptupga usmenms. Crien
NPUKITIOYBAHE HA [POBEPKUTE M M3MMUTBAHMATA IPOM3BOIMTEIIAT He3a0aBHO M3Mpalla Ha HOTUGUUMPAHIS OPTaH ChOTBETHIUTE
OKJIafy 3a Te3y manurBaHus. OCBeH TOBA IIPOM3BOIMTENIST NPEICTaBsi Ha HOTH(ULMPAHMS OpraH 0Opasuyt OT NMPOM3BEX-
MAHUTE W3NSl WM NapTUOM M3OeNMsl CHIIACHO IPENBAPUTENIHO [OTOBOPEHM YCIIOBMSL M MONPOOHM IIPaBMIIA, KOUTO
BKJTIOUBAT 3QIBIKEHIETO 3a HOTM(UIMPAHIS OPraH MM [POM3BORMTEIIS [ja M3Ipaiia 00pasLy OT IPOM3BEXKIAHUTE U3TEIs
WM ApTUOM U3Hermst Ha pedepeHTHa nmaGoparopust Ha EC, korato mma ompenenena jaGoparopust cbracHo wneH 100, 3a
[la ce M3BbpIIAT HOAXOMsiMTe JlaboparopHu marmtBaHust. PedepentHara naboparopus Ha EC urdopmupa HOTMMUMpPaHNUS
OpTaH 3a 3aKIIOUEHMSATa CIL.
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5.2. TIpou3BOmMUTENAT MOXe Ma MycKa M3NeNNsTa Ha [1a3apa, OCBEH KOraTo0 HOTUGUUMPAHUST OpraH YBEIOMM NPOM3BOLUTENS B
paMKuTe Ha [OrOBOPEHMS MEPUOI OT BpeMe, HO He I0-KbCHO OT 30 OHM Clied NOTyvaBaHe Ha oOpasuute, 3a BCAKO OPYIO
pelleHue, BKITIOYUTEIHO, T0-KOHKPETHO 3a BCSIKO YCIIOBME 3a BAJIMIHOCTTA HA U3HAJCHNUTE CepTUQUKATH.

6.  AIDMMHMCTpaTHBHM pasnopenon

B nmpopbikeHne Ha He IO-MAaJIKO OT MeCceT TOIMHY CTIef| ITyCKaHeTO Ha Ia3apa Ha MOCTIENHOTO M3MeNye TPOV3BOMUTENIST M
YI'BITHOMOIIEHVAT My IpefCTaBUTe]l — KOTaTO MPOM3BONMTENAT HsAMA PEIUCTPUPAHO MSCTO HA CTONAHCKA JEHHOCT B
IIbpKaBa WieHKa — CbXPaHsBa Ha Pa3IOJIOXeHME Ha KOMIETEHTHUTE OpIaHMu:

— EC peknapauusra 3a CbOTBETCTBME,

— IOKyMeHTaLMsTa 1o pasgen 2.1, meto Tupe oT npuioxenue IX,

— JIOKyMeHTaLusiTa 1o pasgen 2.1, ocMo tupe ot npuioxenne IX, Briountento cepruduara 3a EC uscrenane Ha tima
10 npunoxenue X,

— uHdOpMaLms 32 IPOMeHNTE 1O pasgen 2.4 or mpunoxetve IX, u
— peleHMsITa U NOKJIAMNTe OT HOTMUUMPAHsL OpraH no pasmemut 2.3, 3.3 u 3.4 or npunoxenue IX.

IIpunara ce pasgen 7 ot npuioxenne IX.
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TTPUITIO2KEHME XII

CCpTI/I(l)I/lKaTI/I, n3ganeHn ot HOTI/I(l)I/[LII/lpaH OpraH

ITIABA 1

O6wu usucreanua

1. Cepruduxarure ce M3TOTBIT HA eOUH OT opuimManHuTe e3uun Ha Chroza.
2. Bcexku cepTM¢UKAT Ce OTHACS CaMO 3a €[HA IPOLEMypa 10 OLEHSBAHE HA CHOTBETCTBIETO.

3. Ceprudukarute ce M3MABAT CAMO HA EMH IPOM3BOMMTEIL. VIMETO M ampecsT Ha IPOM3BOMMTENIS, BKIIOUEHN B CepTUQUKATA, Ca
CBLIUTE KATO PETMCTPUPAHNUTE B €JIEKTPOHHATA CUCTEMA TIO 4ileH 27.

4. O6XBaTbT Ha CepTUQMKATUTE OMICBA [0 HEIBYCMIUCIICH HAuyMH OOXBAHATOTO(MTE) M3MENMe(s) MM M3MeNHsL:

a) cepru¢ukarute 3a EC oueHsiBaHe Ha TeXHMYeCKaTa IOKyMeHTalms 1 cepru¢ukarute 3a EC m3cnensare Ha Tuma BKIIOUBAT
SICHA WICHTUQUKALMS, BKIIOYMTEITHO HAMMEHOBAHMeE, MOJIEN M TUII HA M3[ENMETO(STa), MpEeIHA3HAYEHNETO, MOCOUEHO OT
TMPOM3BOIMTENISL B MHCTPYKLMUTE 38 ynorpeOa, BbB BPb3KA C KOETO M3IENMETO ¢ OLEHEHO B PaMKMTE Ha MpOLeypaTa 3a
OLICHsIBaHEe HAa CHOTBETCTBIETO, KIACHUKALMATA B 3aBUCHMOCT OT pucka 1 6azos UDI-DI cvrmacHo uneH 24, naparpad 6;

6) CepTI/I(l)I/IKaTI/ITe 3a EC cucrema 3a ynpasjicHME Ha KadyeCTBOTO U CepTI/l(])l/IKaTI/ITe 3a EC OCUTYpAIBAHE Ha KayeCTBOTO Ha
TPOU3BOLICTBOTO BKIIIOUBAT IA]]CHTI/I(I)I/IK&IIMHTa Ha m3pgenmaTa WM IpynuTe U3Henud, K]'[aC]/I(l)I/IKaL[I/I}ITa B 3aBUCUMOCT OT
pucka, KakKTO U NpeqHa3Hau€HUETO.

5. Horuduimpanusr oprax Tps6Ba a MOXe IIpU MOVMCKBAHE a IOKaxXe Koy (OTOENHM) M3NeNnust ca 06XBaHATH OT cepTuQUKara.
Horu¢uuupanusr opraH ycTaHOBSIBA CHCTEMa, KOSTO IO3BOVISIBA ONPENEIISHETO HA M3IENsITa, OOXBaHATM OT ceprudukara,
BKJTIOUMTEITHO TSXHATA KIIACUQUKALISL.

6. CepTmdurariTe CHIBPXKAT, AKO € MPUIIOKIMO, OeNekKa, ue 3a MyCKAHeTO Ha Masapa Ha M3MNeNueTo(sTa), 00XBaHATO(M) OT TO3M
CepTUQUKAT, Ce M3UCKBA IPYT CePTUPMKAT, N3IaeH B CHOTBETCTBIE C HACTOSILIMS PEITIAMEHT.

7. Ceprudukarute 3a EC cucremara 3a ympasneHme Ha KauecTBoTo 1 ceprudukarute 3a EC ocurypsiBaHe Ha KauecTBOTO Ha
IIPOM3BOLCTBOTO 33 CTEPUIIHUTE MBIENNS OT KIac A BKITIOUBAT [IEKIIAPALs, Ye HOTUQUIUMPAHMST OPraH € HANpaBuI OUT Ha
CHCTeMaTa 3a YIpaBlieHME Ha KayeCTBOTO, OIPaHMYeH [0 acmeKTUTe Ha MPOM3BOLCTBOTO, CBBP3AHM C OCHIYPSBAHETO U
TNOMIBPKAHETO HA CTEPUIIHM YCTIOBMSL.

8. Ilpn normbiBaHe, M3MEHEHMe WIM INOBTOPHO M3[ABAHE HA CepTMQUKAT B HOBMS CEPTUQUKAT Ce MOCOUBA IMPEIXOMHUST
CepTUQUKAT U JaTaTa My Ha M3[ABaHe, 3ae[HO C BHECCHUTE M3MEHEHMSL.

ITIABA 11
Mutumanno ce0spsranue Ha cepmupuramume
1. mMe, ampec M MECHTHPUKALMOHEH HOMeP Ha HOTHQUIMPAHNUS OpraH;

. MIME 1 afipeC Ha ITPOU3BOOMTENIA M aKO € IIPUIIOKMMO — Ha YITBIIHOMOLICHMA IIPENCTaBUTET;

. YHMKalleH HOMep 3a MIeHTUQUUMPaHe Ha cepTUPUKATa;

AW

. aKo Beve e m3nazeH, EPH Ha npomssonuTens no unen 28, maparpad 2;
5. Hara Ha M3[aBaHe;
6. CPOK Ha BaIMIHOCT;

7. maHHM, HEOOXOMMMM 3a HEABYCMIUCIICHA MIEHTUMKALMIS HA M3IEIMETO(STa), KOIaTo € MPUIOKMUMO CBITIACHO [IOCOYEHOTO B
pasen 4 OT HacTOAUIOTO NMPUIIOKEHNE;

8. aKO e MPUIIOXNMO — IIOCOYBAHE Ha TPEIXOIHN CePTUQUKATI CHITIACHO pasgen 8 ot riasa [;

9. mo3oBaBaHe Ha HACTOSILINS pernmaMenT M CbOTBETHOTO IIPUIIOKEHME, CHITIACHO KOETO € M3BbPILIEHO OLEHABAHETO Ha CHOTBET-
CTBUETO;

10. u3BbpIIeHM M3CIENBAHMS M M3IMTBAHMS, Npenpatku KbM cboTBeTHMTE OC, XapMOHM3MpaHM CTAaHOAPTH, HOKIAmM OT
W3MUTBAHYS M OFIUTEH (1) OKIa(v);

11. aKo € IPWIOKMMO — I[I030BABAHE HA CHOTBETHMTE YaCTM OT TEXHMUECKATA HOKYMEHTALWsl MIIM IPYIM CepTUQUKATH,
VM3UCKBAHM 3a [IyCKAHETO HA Ma3apa Ha 00XBaHATOTO(MTe) M3Herue(st);

12. aKko e mpUIOKMMO — MHPOPMALIS 33 HAT30pa OT HOTUQUUMPAHNUS OPTaH.
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13. 3akiroueHus: OT OLEHSIBAHETO Ha CBHOTBETCTBMETO, M3BbpLIEHA OT HOTI/I(I)I/IIII/IpaHIAH OpranH BBB BpPB3Ka C MNPWIOKUMOTO
NIPUTIOKCHUE;

14. ycrioBusi 32 BaMMIHOCTTA MM OTPaHMYEHMS HA BAIMIHOCTTA HA cepTUMKATa;

15. mpaBHOOGBBP3BALL MOMMIC HA HOTUQUUMPAHIISL OPTAH CHITTACHO MPUIIOXKNUMOTO HALVOHATHO IPaBo.
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TTPUJIO2KEHME XIII

OreHKa Ha IICI?[CTBI/ICTO, UBIUTBAHUS Ha IECTBUETO U npociensBaiHe Ha ]ICIZCTBI/ICTO CIen IMyCKaHe Ha Iasapa

YACT A

OreHKa Ha JIEICTBMETO M M3MUTBAHUS Ha HEVICTBUETO

1. OLEHKA HA JIEUCTBMETO

OreHKaTa Ha HEVICTBMETO Ha JIameHO M3MHeNue e HETIPEKBbCHAT IIPOLIEC, NPU KOMTO TaHHUTE Ce OLEHSABAT U aHanmM3npar, 3a
fa Ce€ MOKaxar HaydyHaTa BATIIHOCT, aHATIMTUYHOTO IeJiCTBME U KIIMHUYHOTO HEVICTBME HA ChOTBETHOTO usgenme, ¢ ornen
Ha NMPEeOHA3HAYEHNETO MY, HEKIIapVpaHO OT IIPOM3BOIMUTEILA. HpOI/IBBO]II/ITe]'UIT VIBTOTBSA U aKTyanmusypa IUIaH 3a OLEHKa Ha
HCﬁCTBMeTO, uyATO L€ € 1a Ce IUIaHMpa, HENPEKbCHATO M3BBPIIBA VM TOKYMEHTMPA OLIEHKaTa Ha nevictBuero. [lmansT 3a
OLlEHKAa Ha JIEMCTBMETO II0COYBA XapaKTEPpUCTUKNTE U HeiCTBMETO Ha VIBOENMETO, KAKTO M IIpoleca M KPUTEPUNTE,
npuiaraim 3a HabaBsHe Ha HCO6XO]]I/[MI/ITC KIIMHUYHU TOKa3aTEJICTBA.

OreHKaTa Ha MENCTBUETO € nsuepnarentHa u O6CKTI/IBH3., KaTo OT4YMUTa KaKTO IIOJIOKMTEIIHMTE, TaKa M OTPULATEITHUTE
TaHHU.

Herinara 361]1’LH60‘{€HOCT u o0xsar ca IIpONOpUMOHAIIHN U uenec1306pa31-m C OIllell Ha XapaKTEpUCTUKUTE Ha M3HOEIINETO,
BKITIOUUTEITHO pUCKa, KJlaca Ha pUCKa, HeCTBUETO U NpeIHa3HAYEHNETO MY.

1.1. TIl;man 3a oLleHKa Ha HENCTBUETO

Karo O611I0 npasBuilo, IIAHBT 3a OLIEHKa Ha HeICTBMETO BKIIIOUBA HAli-MaJIKOTO:
— CHCIII/[(I)I/IKaHI/IS[ Ha IpenHa3HaY€HMETO Ha U3METINETO;

— cnenmQuKALMA Ha XapaKTEPUCTMKUTE HA W3NENMETO ChITIACHO MOcoueHoTo B IimaBa II, pasmen 9 u mmasa II,
pasgen 20.4.1, 6yksa B) oT npuoxenue

— creuuQuKAIys Ha AHATUTUYHNS APAMETbP MM MapKepa, KOUTO Ce ONPENENISIT OT MBMENMETO;
— cneumduKanys Ha mpefBMeHaTa yroTpeda Ha M3IeNueTo;

— yeHTM$UKALMS HA cepTudULMpaHnTe pedepeHTHN MaTepyanyt Wi pedepeHTHNUTE POLEYPU 3a U3MepBAHE, C KOETO
ce JlaBa Bb3MOXHOCT 33 METPOJIOTMYHA NPOCTIEMMMOCT;

— sICHA IIOCOYBAHE Ha NMPEOBUOCHUTE LIETIEBY IPYIN NMAUMEHTU C SICHU YKa3aHNs, OrpaHMYCHNS U IPOTUBOIIOKA3aHNs,

— TOCOYBAHE HA OOWIMTE VM3MCKBAHMS 3a Ge30MACHOCT M ENICTBME, TPEABUIEHM B pasgemt 1— 9 ot npunoxenne I,
KOMTO € HeoOXOmMMO 1@ ce TOMKPENAT ChC CHOTBETHA HAyYHA BAMMAHOCT M C AHANUTUYHM [JAHHM M HaHHM 32
KIIMHUYHOTO JIEVICTBUE;

— cneumbmmum Ha METOIMTE, BKIIIOUUTEITHO MMOOXOOAIINM CTaTUCTUYECKM MHCTPYMEHTH, UBIIONI3BAHM 3a IIPOYUYBAHE Ha
AHAJIMTMYHOTO M KIIMHUYHOTO [ENCTBME HA W3MIENINETO, Ha OrpaHMyeHMsATa Ha M3OEINMETO M Ha MH(l)opmaunma,
NpenocTaBsAHa OT HETO;

— OIMCAHMe Ha Haii-HOBUTE HAyUHM NOCTVIKEHNS, BKIIIOUMTEIHO [OCOYBAHE HA CHOTBETHMUTE CHIIECTBYBAIM CTaHOAPTH,
OC, DOKyMEHTM 32 HACOKM WM Hail-moOpyu MpaKTUKY;

— IIOCOYBAHE U CHCLII/I(I)I/[K&HI/IH Ha ITapaMeTpuTe, KOMTO [a C€ M3IOI3BAT 3a OIpENENAHE, Bb3 OCHOBA Ha Hajii-HOBUTE
Hay4yHM OOCTV2KEHUS B obrnacrTa Ha MeOMIMHAaTa, Ha NMPUEMIIMBOCTTA Ha CHOTHOLUEHNETO MEXKMIY pPUCKA U IIOJIBUTE BHB
Bpb3Ka ¢ HpeHHaSHa‘ICHI/ICTO(HTa) U 33 QaHAJIUTMYHOTO U KIIMHUYHOTO JIEHCTBIME HA UBHEINETO;

— 3a co{Tyepa, KBATMQUIMPAH KATO M3MeNMe — IOCOYBAHE M CIELMPUKALMS Ha pedepeHTHM 0asu HaHHM M OPYTH
M3TOYHMLM Ha [AHHM, U3MOJI3BAHM KATO OCHOBA 33 B3EMAHETO Ha PELICHUS OTHOCHO TO3U CodTyep;

— KpaTKO OIlMCaHM€ Ha PpasiINYHUTE €Taln Ha pa3pa60TBaHe, BKJIIOUMUTEITHO ITOCIIENOBATENIHOCTTA M CPEIOCTBATA 3a
OnpenendHe Ha HaydHaTa BaJIMOHOCT, AHAIIMTUYHOTO M KIIMHUYHOTO HeJiCTBME, BKITIOUMTEIIHO IOCOYBaHE Ha
OCHOBHUTE €Tally M ONMCAHNE Ha Bb3MOXKHUTE KPUTEPUN 3a TIPUEMAHE;

— IUIaH 3a IpOCIICOABAHE Ha HECTBUETO Crief ITyCKaHe Ha Ma3apa 10 4acT b ot HacrosoTo NpUIIOKEHNE.

AKO CBITIaCHO IIaHA 3a OllEHKAa Ha HEICTBMETO HSAKOM OT IOCOUEHUTE [O-TOpe €IIEMEHTN HE C€ CUMTa 3a IMOOXOMALL
nopany KOHKPETHNUTE XapaKTEPUCTVKIM Ha UBLENMETO, B IJIaHA C€ IPENCTABS 000CHOBKa 3a TOBA.
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1.2. HOKafSBaHe Ha Hay4HaTa BaJIMOHOCT M Ha aHAIMTMYHOTO M KIIMHUYHOTO HeicTBIE:

Karo 06111 METONOJIOTVMYEH MPVHLNIT IPOV3BOOUTENAT MPAaBy CIIEMHOTO:

— 4pe3 CUCTEMaTMYEH IIPEITIEl Ha Hay4yHaTa JIMTEpaTypa OIpeHeNsd HaIMUYHUTE JaHHM OT 3HAu€HME 3a MU3HEIINETO U
HETOBOTO IpeOHa3HauY€HNE M YCTAHOBSIBA €BEHTYAIIHUTE OCTaBally HEPEIECHN l'lp06]'leMI/[ W IIpOITyCKM B TaHHUTE;

— OICHsABA BCMYKM HAHHM OT 3HauY€HME Upe3 OLCHKa Ha IPUTOJHOCTTa MM 3a OIpEHesHe Ha Ge30macHOCTTa 1
HeCTBMETO HA U3HENTNETO;

— HabaBs HOBY MM JOIIBJIHUTEIIHN OAaHHU, HeO6XO[II/[MI/[ 3a pelaBaHe Ha HEPEUICHUTE BBIIPOCH.

1.2.1. [loxaspane Ha HayuyHaTa BaJIMIHOCT

HpOI/lBBOHI/ITeHS{T TIOKa3Ba Hay4yHaTa BaJIMIHOCT B3 OCHOBA Ha €IVMH OT CIIEMHUTE M3TOUHMLM MM Ha KOM6I/[HaIII/IH OT TAX:

— CBOTBeTHa MHQOPMALMs 3a HAy4HATA BAIMIHOCT HA M3HEMATA, M3MEPBALM ChIIMS AHAIUTUYEH MapaMeTbp MIN
MapKkep;

— HayuHa (pelieH3MpaHa) 1uTepaTypa;

— KOHCEHCYCHI eKCIIEPTHY CTAHOBHILA/[IO3MLMI OT ChOTBETHNUTE MIPOGECHOHAIHN COPYKEHIS;
— pe3ymnTaTi OT M3NMTBAHMA 33 JOKa3BaHe Ha KOHILEIIMATA;

— pe3ynTaTi OT M3NUTBAHMS HAa KIMHIYHOTO JIEVICTBYE.

Hayunata BammMpoHOCT Ha aHANMTMUHMA pPe3yNTaT WM MapKepa ce JIOKassa M HOKYMEHTMpAa B JOKJIafa 3a HayuHaTa
BaJMIHOCT.

1.2.2. Jloka3BaHe Ha aHAIIMTMYHOTO HENCTBIE

HpOMSBOJII/ITeJ'IHT [I0Ka3Ba aHAJIMTUYHOTO MEICTBME HA M3MEINETO BbB Bpb3Ka C BCUMYKM ITApaMETpH, ONMNCaAHU B pasiern 9.1,
6yKBa 8) OT IpUJIOKEHNE I, ocBeH ako Moxe fia ce O60CHOB€, ue JaJcH napaMeTbp € MPpOITyCHAT, ThI1 Kato e HENPUIIOKUM.

Karo O611I0 npaBuito aHATIMTUYHOTO HeiiCTBME BUHATY Ce TOKAa3Ba Bb3 OCHOBA HA M3MUTBAHMS HA aHAIMTUUYHOTO HENCTBUE.

3a HoBUTE MapKepy Wi Opyru Mapkepy, 3a KOUTO HE CBIIECTBYBAT IOOXOMSAIIN ped)epeHTHM maTtepuaiim Uin pecl)epeHTHM
npouenypy 3a U3MEpBaHe, MOXKE [1a HE € Bb3MOXKHO [1a C€ NOKaXe BAPHOCT. AKO HAMa CpaBHUTEIIHM METOOM, MOraT Ha ce
VI3NOJI3BAT PA3IIMUHM ITOOXOOM, aKO CE€ MOKaXe, Y€ Te ca IOOXOonslly, HallpuMep CpaBHEHME C IpYyTU [106p€ HOKYMCHTVMpaHN
METOON NN KOM6I/IHI/IpaH pe(l)epeHTeH CTaHOapT. HpI/I JIMIICA Ha TaKyBa MOOXOOM C€ M3NMCKBA M3IUTBAHE HA KIIMHNYHOTO
HeicTBME 3a CpaBHEHUE Ha IEeJiCTBMETO HA HOBOTO UBHENNE C TeKylaTa CTaHJdapTHa KJIIMHMYHA NPAKTHUKA.

AHaIUTUYHOTO neﬁcmme C€ DOKa3Ba ¥ MOKYMEHTVPA B MOKIIana 3a aHAIIMTUYHOTO IICI?[CTBI/IC.

1.2.3. Jloka3BaHe Ha KIMHUYHOTO HEVICTBME

[Ipou3BoINTENAT TOKA3Ba KIMHMYHOTO HEFICTBYE HA M3NENMETO BB BPB3KA C BCMUKM MapaMeTpy, ommcany B pasmen 9.1,
Oyksa 6) or mpunoxenye I, 0cBeH ako ce 0O0CHOBE, Ue IaNeH MapaMeTbp € MPOIYCHAT, Thil KaTO € HENPUIIOXKNM.

Knuununoro neﬁcmme Ha JaneHo m3pgenye ce mOKas3Ba Bb3 OCHOBA Ha €IVMH OT CIIEOHUTE M3TOUHMUIM MIIM Ha KOM6I/IH3HI/I${
OT TAX:

— M3OUTBAHUA Ha KIMHUYHOTO HENCTBUE;
— pelieH3MpaHa Hay4Ha JIUTepaTypa;
— nyOnuKaLuy 3a ONMTA, HATPYIAH NPy 0GMUAITHO IMATHOCTUYHO TECTBAHE.

HpOBe}KHaT ce M3NMUTBAHUS Ha KIMHUYHOTO JIEMCTBYME OCBEH aKO He e npencraBeHa HalJle>kKHa 000CHOBKa 3 M3MON3BaHETO
Ha Ipyru M3TOYHMIM HAa TaHHM 33 KIIMHUYHOTO HejcTBIe.

KnmmHuMYHOTO meiicTBUeE ce T0Ka3Ba U HOKYMEHTMpPA B NOKIana 3a KIMHNYHOTO HeiicTBIE.
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1.3. KnuHuuHM HOoKa3aTeJICTBa M JIOKJIaH 3a OLEHKAa Ha HeiiCTBMETO

1.3.1. Tlpou3BomuTeNsT IIPaBy OLEHKA Ha BCMYKM ChOTBETHM [JAHHM 33 HAyUYHATa BAIMIHOCT M 33 aHATUTMYHOTO U KIMHUYHOTO
MeVICTBME, 3a [1a YHOCTOBEPY CHOTBETCTBMETO HAa M3NENMETO CM C OOLMTe M3MCKBAHMS 3a O€30MACHOCT UM JENCTBUE 11O
npwioxerue . O6eMbT U KaueCTBOTO HA Te3Y AHHM [aBaT BB3MOXKHOCT Ha MPOVM3BOIMTENS [1a HATIPABYM KBAMQULIMPAHO
OLIEHsIBaHe [TAITV M3METMETO Lile TIOCTUTHE TPEIBUIEHNTE KITMHIYHA(M) [OM3a(M) ¥ 0e30MacHOCT, KOTaTo ce M3ION3Ba, KAKTO
€ TPEMBUIACHO OT IPOM3BOIMTENS. [JaHHMTE M 3aKIIOYEHMSTAa OT TOBA OLIEHSBAHE IPEICTABISIBAT KIMHMYHUTE HOKA3a-
TENCTBA 3a TOBa m3fermue. KimMHMUHMTE JOKa3aTelICTBa MOTBbPXKHABAT HAYYHO, Ye ThPCEHNUTE KIMHMYHA(M) mom3a(y) u
0e30macHOCT 1ie OBIAT OCTUTHATH B ChOTBETCTBME ChC HAIl-HOBUTE HAYUHM AOCTUKEHVS B 0OMACTTa HA MEAMIMHATA.

1.3.2. Jlokmnan 3a oLleHKa Ha HeiCTBUETO

Knuuuunure mokasarencrsa ce TOKYMEHTMPAT B TIOKJIaH 3a OLEHKa Ha mericteuero. To3m MOKIay BKITIOUBA JIOKIaNa 3a
Hay4yHaTa BaJIVIIHOCT, MOKJIama 33 aHATIMTUYHOTO Heﬁ[CTBI/Ie, HOKJIaga 3a KIIMHMYHOTO MENCTBME M OIleHsBaHE Ha Te3u
HOOKJ1agy, Taka 4e na € Bb3MOXKHO a C€ NEMOHCTPUPAT KIIMHUYHUTE TOKA3aTENCTBA.

HoknambT 3a OLleHKa Ha HEMCTBMETO BKITIOUBA IMO-CIELMATTHO:
— 000CHOBKATa 3a MOIXOA, BB3IPUET 3a ChOVMpaHe HA KIMHIYHUTE JOKA3ATENCTBA;

— METOOMKAaTa 3a CHpaBKM B Hay4yHaTa JIATEpaTypa, IPOTOKOIA 3a CIPaBKM B Hay4dHaTa JIMTEpaTypa M [OKIad 3a
HaItpaBeHUTE CIIpaBKM B HayuHaTa JIMTEpaTypa BbB Bpb3Ka C IPEIJICH Ha JIMTEpATypaTa;

— TEXHOJIOINATA, Ha KOATO C€ OCHOBaBa WM3MENNETO, IPEIHASHAYECHMETO Ha WMBOENMETO ¥ TBBPHOEHMATA OTHOCHO
HEICTBUETO UITU 0e30MacHOCTTa Ha M3OEIINETO;

— ecTecTBOTO M 0OXBaTa Ha HayyHaTa BaJIMOHOCT M Ha HAHHUTE 3a aHATIMTUYHOTO ¥ KIIMHUYHOTO HCﬁCTBMC, KOUTO Ca
OLICHECHMU;

— KIIMHMYHUATE [OKa3aTEJICTBa KAaTO IIPMEMIIMBM PE3YNTATU PN CpaBHEHNE Hai-HOBUTE TOCTVZKEHUS B obnacrra Ha
MEOMIIMHATA;

— BCMYKM HOBU 3aKIIIOUEHMS, TOTYUEHM OT HOKIIAgMTE 3a IPOCIENSABAHETO Ha MeICTBUETO Crief ITyCKaHe Ha Ias3apa
CBITIACHO YacT b OT HacTosAWOTO NpUI0KEHNE.

1.3.3. KnMHMYHMTE HOKA3aTelICTBa M TAXHOTO OlEHSBaHE B JIOKJada 3a OlIEHKAa Ha HECTBMETO Ce aKTyalm3ypar Inpe3 Lenns
€KCIUI0AaTaMOHEH CPOK Ha CHOTBETHOTO M3HEIME C JAHHUTE, MOJIYYCHM OT INPUIIAraHETO Ha IUIaHA Ha IIPOV3BOIMTEILA 3a
npociensaBaHe Ha HEiCTBUETO CIIEM ITyCKaHe Ha Ia3apa B CbOTBETCTBME C YaCT b or Hacrosimoro NIPUIIOKCHNE, KaTO 4acT
OT OLICHKAaTa Ha HEICTBMETO M CUCTeMaTa 3a Hag3op Clen mycKaHe Ha I1a3apa, IOoCOY€Ha B YJIEH 10, naparpa(]) 9. HOKH&H’bT
3a OIIEHKa Ha JIeMICTBMETO € YacT OT TeXHMYecKara IOKYMCHTaL S, B TexHmuueckara IOKYMEHTalMsl €€ BKIIIOYBAT KAKTO
TOJIOKUTEITHNTE, TaKa ¥ OTPULATETHUTE JaHHM, B3€TU MPEOBUAT PV OLEHKATA Ha HEJCTBUETO.

2. UBINTBAHMS HA KIIMHMYHOTO HE]7ICTB]/[E
2.1.  len Ha M3OUTBAHMUATA HAa KIIMHUYHOTO JIENCTBIE

HCHTH Ha MBIUTBAHMATA HA KIIMHUYHOTO ]Ie]?[CTBI/lC € T1a C€ YCTaHOBAT WM IIOTBBPHOAT AaCIEKTU OT HeﬁCTBI/ICTO Ha
VIBOENMETO, KOUTO HE MOraT fa €€ OINPEHENAT 4pe3 M3NUTBAHMSA Ha aHATIMTUYHOTO HCﬁCTBMC, Hay4yHa JIMTeparypa I/I/I/IHI/I
NPEOXOIEH ONNUT MpPU o0nuaiHo OMarHOCTMYHO TecTBaHe. Tasu I/IH(i)OpMaIII/IH CE€ M3IO0JI3Ba 32 MOKa3BaHE Ha CHOTBETCTBUETO
C MpUIOKNUMUTE 06HII/I M3UCKBAaHUA 3a 6630H3CHOCT u neﬁcmme BbB BpB3Ka C KIIMHNYHOTO [ICI7[CTBI/I€. Korato ce
MpOBEXKIAT MBNUTBAHNSA Ha KIIMHUYHOTO IICI?[CTBI/IC, IOJIyYEHNTE TaHHN C€ M3IOJI3BAT 3a OLIEHKA Ha H€I7[CTBI/ICTO " Ca 4acrt
OT KJIMHMYHUTE MOKA3aTEJICTBA 33 U3IEITUETO.

2.2, ETMYHM IIPMHUMIIM OPY U3IUTBAHMATA HA KIIMHUYHOTO NIEVCTBUE

Besiko mericTBue py M3NUTBAHETO Ha KIIMHUYHOTO neicTBue, OT ITbPBOHAYATIHOTO pasriieknaHe Ha H€06X0]II/IMOCTT3 n
000CHOBKAaTa Ha U3NUTBAHETO oo HY6]'II/IKyBaH€TO Ha pe3ynTaTure, C€ MU3BbpLIBA C'LO6pa3HO NPUSHATUTE ETUYHU
pUHLNIIN.

2.3.  Meronu 3a M3NUTBaHMSI HA KIIMHUYHOTO JIEVICTBUE
2.3.1. Tun gu3aitH Ha U3NUTBAHETO Ha KIIMHUYHOTO JIEICTBUE

M3nuTBaHMATa Ha KIIMHUYHOTO HCIZCTBI/IG C€ IPOEKTMPAT TaKa, Y€ MaKCMMAJIHO [1a C€ YBEIMYM 3HAUEHMETO Ha HaHHUTE,
KaToO ChIIEBPEMEHHO C€ MVHMMM3NPAT Bb3MOXKHUTE OTKIIOHEHUS.
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2.3.2. IlnaH 3a u3anuTBaHe Ha KIMHUYHOTO MEVICTBUE

ManutBaHusaTa Ha KIIMHUYHOTO nei{cmme C€ M3BBHPIIBAT B3 OCHOBA Ha IUIAaH 3a M3IMUTBAHE HA KIMHUYHOTO ]16]7[CTBI/[C

(1K)

B IIMKI ce ommcBaT OCHOBaHMATA, LENUTE, HPOEKTBT M IIPEIOKEHMAT aHAIM3, METONMKATa, HaOIIOeHNeTo,
HPOBEKNAHETO M CbXPAHSBAHETO HAa Pe3ylTaTuTe OT [AfieHO M3MUTBAHE Ha KIMHMYHOTO melictsue. Toil BKIIOUBA MO-
CIELMAITHO CIIeIHATA MHPOPMALIMSL:

a) CIVIHHISA I/I]IGHTI/I(])I/IK&L[I/IOHCH HOMEp Ha M3INUTBAHETO Ha KIIMHUYHOTO ueﬁcmme, KaKTO € IIOCOYECHO B YJICH 66,

naparpad 1;

0) umeHTUQUKALMOHHY JaHHN Ha CIIOHCOPA, BKIIIOYBALIM VIMe, alipec Ha PEIMCTPUPAHOTO MSCTO Ha CTOMAHCKA EMHOCT U
IIAHHY 3a BPB3Ka CHC CIIOHCOPA M KOTAaToO € MPMIIOKMMO — VME, aipec Ha PEerMCTPMPaHOTO MSCTO Ha CTONAHCKA
[eMHOCT ¥ IaHHM 3a BPB3KA C JIMLETO 33 KOHTAKT MIIM HPENCTABUTENS Ha CIIOHCOPA CBITIACHO unieH 58, maparpad 4,
ycraHoBeH(0) B Cbio3a;

B) MHQOpMALMsi 3a M3CIENoBaTensi(uTe), a MMEHHO INIaBeH M3CIIEOBATeNl, KOOPIMHMPALL W3CIENOBaTeNl MM YT
M3CIIeoBaTeN; KBaMQUKALMY; TaHHM 33 BPb3KA M MsCTO(MeCTa) Ha MPOBEXKIaHe HA M3MMTBAHETO, Hampumep Opoil,
KBaIMQUKALMS, TAHHM 33 BPb3KA, a TPV MBMENMSITA 33 CAMOTECTBAHE — MECTOIIONIOKEHUETO 1 Opost Ha yuacTBalIuTe
HeCIeuanmicTy;

F) HayaJTHaTa gaTa M IpeaBuKaaHaTa MpOObIZKUTETHOCT Ha M3MMUTBAHETO Ha KIIMHUYHOTO HeicTBIE;

]1) I/I]ICHTI/I(])]/IK&ILI/ISI ) OIMCaHMe Ha MBHENMETO, NMPEIHA3HAUYCHUETO MY, aHaJ’II/ITI/I‘IHI/IH(I/ITe) napaMeT’bp(pM) nim Mapkepa
(I/ITC), METpoJIornuHaTa IMpoCneanuMOCT U ITPON3BOOUTETLS;

6) I/IH(])OpMaII]/IS[ 3a TUIA Ha U3INTBAHUTE 06pa3uM;

)K) pesroMe Ha IJIOTO M3NUTBAHE Ha KIIMHUYHOTO HCIZCTBI/IC, THIa Ha IIpO€KTa, HallpuMep 3a Ha6J'I}O]1€H]/[€, VHTEPBEH-
LIMOHAJIEH, 3a€MHO C LEIUTE M XMUIIOTE3UTE Ha M3INUTBAHETO, I1030BaBaHE HA CHBPEMEHHUTE NOCTVMZKEHMSA B NUATHO-
CTUKaTa I/[/I/IJ'II/I MEOnuyHara,

3) OIJCaH)€ Ha OYaKBaHUTE PUCKOBE U IION3M, CBBP3aHM C MBHENMETO, M MBIUTBAHETO HAa KIMHUYHOTO HeﬁCTBI/Ie B
KOHTEKCTa Ha CbBPEMEHHUTE JOCTVZKEHMA B KIIMHMYHATA IIPAaKTHKa U, C M3KIIIOYEHME Ha M3NUTBAHMATA, IIPU KOUTO C€
M3II0JI3BAT OCTAaHAIIN HpO6I/I, VI3IION3BaHNTE MEOVIVHCKN IIPOLETYPU M JIEUEHNETO Ha NAUVEHTUTE;

M) MHCTPYKUMM 32 ynoTpeOa Ha M3IEMETO WM IPOTOKONA OT M3IUTBAHETO, HEOOXOMMMOTO OOyueHMe M OIMT Ha
noTpebuTensl, MONXONAMIMTE KanuOpypaum MpOLEIyPH ¥ CPENCTBA 33 KOHTPOIN, MOCOYBAHETO HA IPYIM W3NS,
MEIMIVMHCKY M3NENVist, JIEKAPCTBEHN TIPOIYKTH WITK IPYTH IPEAMETH, KOUTO Ha OBIAT BKIIOYCHM MM M3KITIOUECHMU, U
crielmMuKALMAUTE 32 KOMIIAPATOPA MM CPABHUTEIHIS METOI, M3ION3BAH KAaTO pedepeHLms;

=

omycanye M OOOCHOBKA Ha NMPOEKTA HA M3MUTBAHETO HA KIIMHMYHOTO [EICTBME, HETOBaTA HAYYHA HAIEXIHOCT 1
BTMIHOCT, BKITIOYUTENHO CTATHCTMYECKMS MIPOEKT, KAKTO M MOIPOGHOCTH 3a MepKUTE, KOMTO a OBbIaT NMpenmpueryt
33 HAMA/SIBAHE 10 MVUHUMYM Ha CIHOCTPAaHUMBOCTTA, HANPUMep PAHIOMM3ALMS, M YIpaBleHye Ha MOTCHIMATHUTE
dakropu, Bomewy 10 0OBPKBaAHE;

K) aHAIUTUYHOTO MEVICTBME B CBOTBETCTBME C IaBa I, pasmen 9.1, Gyksa a) ot nmpunoxenne I, ¢ 060CHOBKA 3a BCSKAaKBM
TIPOIYCKY;

) MapaMeTpuTe Ha KIMHUMYHOTO HENCTBME B ChOTBeTCTBME ¢ pasgen 9.1, Oyksa 6) or mpumoxeHue I, ¢ 06ocHOBKa 3a
BCSIKAKBYU TPOIYCKM; M, C M3KIIOYEHMEe HA MBNMTBAHMATA, NPV KOMTO Ce WM3ION3BAT OCTAHAIM MPOOM, yTOUHEHMTe
KIMHWYHYM  Pe3yNTATH[KpailHy [0KasaTeny  (IIbPBUYHM/BTOPUYHM), M3ION3BAHM [pM HajgeHa OOOCHOBKA, U
NOTEHIMATIHUTE [OCTIENMIN 3a PELICHNSTa 33 YIpaBIIeHNe IO OTHOLIEHNE Ha 3[IPAaBeTo Ha OTHENHUTE MALMEHTH V[Uin
001LECTBEHOTO 3[paBeoIa3BaHe;

M) uMHOpMALWIS 3a TPYNATa OT HACENEHMETO, M3ION3BAHA 3d IPOYUBAHE HA [ENCTBUETO: CELU(MKALMM HA YUACTHULIUTE,
KpuTepuy 3a mopbop, pasmepu Ha IpyIata, MpPeNcTaBUTEIeH XapaKTep Ha LiefeBaTa IPyma OT HACeTIeHMETO ¥ aKo e
NPUIIOXKUMO — MHGOPMALIVS 33 YSI3BUMM YUACTHULM, KATO [ela, GpeMeHHY KeHM, JIULA ¢ HaMaleH VMYHUTET Wi
Bb3PACTHU XOPa;

H) I/[H(l)OpMaIlVIﬂ OTHOCHO M3IIOJI3BAHETO Ha JaHHU OT GaHKM C OCTaHAIU l'lp06]/[, reHeTMuHy OaHKM U OaHKM 3a TbKaHU,
perncTpn Ha naluMeHTn nin Gonectu u T.H., C OIIMCAHNE HAa HANEXMHOCTTA, IPENCTABUTEIIHNA XapaKTep U MOOXona 3a
CTaTUCTUYECKN aHaIM3; rapaHuys 3a CbOTBETHMS METOH 3a ONpPENEAHE Ha MCTMHCKUA KIIMHNYEH CTaTyC Ha l'[pO6I/lTC
OT NAUMEHTU;

0) MIaH 3a HaOJONeHNe;
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I'I) yHnpaBjiCHME Ha DAHHUTE;
p) AJITOPUTMM 32 B3€EMAHE Ha PELICHNS;

) TNONMTMKATA MO OTHOLIEHME HA €BEHTYaNIHY M3MEHEHVS, BKIIOUMTEIIHO Te3y 1o wieH 71, uny otknoHenus ot ITMKTI,
¢ sicHa 3a0paHa 3a u3non3sane Ha meporauyy ot [TVKII;

T) OTYETHOCTTAa BbB BPb3Ka C M3MACTINETO, ITO-KOHKPETHO KOHTPOII Ha TOCTBIIA OO M3IEINUETO, TNOCIICOBALIN HeCTBUSL BbB
BpBb3Ka C M3MOJI3BAHOTO M3MENNE B M3NMUTBAHETO Ha KIIMHUYHOTO HeicTBMe U BpblIaHE Ha HEUBION3BAHU W3OENNS,
V3HETms € USTEKBJT CPOK MUIIM HENPAaBUITHO (l)yHKLII/IOH]/IpaIIH/I M3IOEInA;

y) JIeKyapanys 3a Cra3BaHe Ha NMPUSHATUTE €TVMYHY IPUMHUMIN 338 KIVHWYHM VBIUTBAaHMA NPY XOpa M NPUHUMIINTE Ha
1106pa KJIMHMYHA IpaKTMKa B 06nac1'ra Ha M3NUTBAHMATA Ha KIIMHUYHOTO HCﬁCTBMC, KakKTO WM CIIa3BaHE Ha
NPUIOKUMUTE HOPMAaTUBHY M3MCKBAHNS;

¢) ommcarme Ha mpouemypara Ha JaBaHe Ha MHGOPMUPAHO ChITIACKE, BKITFOUMTEIHO KOMME Ha GOPMYILsipa ¢ MHPOPMALIVS
3a MauyeHTa 1 GOpMyIIPUTE 33 ChITIACHE;

X) npouenypure 3a 3almMcBaHe M JIOKJIaBaHE BbB BpPb3Ka C 66301’[&CHOCTT&, BKJIIOUMUTEITHO OIIpENeNieHNns 3a CL6I/ITI/IH,
KOUTO MOraT Ha Ce 3all/iCBaT ¥ MOKJIalBaT, ¥ CPOKOBE 3a MOKIIallBaHE;

LI) Kputepym 1 npouenypy 3a CyipaHe Uiy NpeXneBpEMEHHO IPEKPATABAHE Ha M3NUTBAHETO HAa KIIMHNYHOTO Hei[CTBI/IC;

u) KpUTEpMM M TIPOLETYpPM 3a IIPOCTENsBaHE HA YYACTHMIMTE CIIell NpPMKITIOYBAHE HA M3IMTBAHE HA [IEHCTBUETO,
TIPOLIEYpH 3a IPOCIIENABAaHE HA YYaCTHUUNTE B CIlyyali Ha CTMpaHe WM IPeXHeBPEMEHHO IpeKpaTsaBaHe, MpoLenypy
3a MPOCIIENABAHE HA YUaCTHUIM, KOMTO Ca OTTEITIMIM CBOETO CBHINIACKE, ¥ MPOLENYPH 3a YYaCTHMIM, KOUTO HE MOTaT
ma Gboar OTKpUTH 3a IIPOCTICTSIBAHE;

1) MpoLeypuTe 3a ChOOLIABAHE HA PE3yNTaTUTE OT TECTOBE U3BbH IPOYUYBAHETO, BKIIOYMTENIHO ChOOLIABAHE HA
Pe3ynTaTUTe OT TeCTOBeTe Ha YYAaCTHMINTE B M3IIUTBAHETO HA JEVICTBUETO;

III) BB3MPUET MOOXO[ 3a M3TOTBAHE Ha MOKIJIaja 3a M3NMUTBAHE Ha KIIMHUYHOTO neicTBue u Hy6J'II/IKyBaHC Ha pE3yNnTaTuTe
CBITIACHO IPaBHUTE M3NCKBAHVA M €ETUYHUTE NPVHLNIN 110 pa3mernn 22,

aa) CIIMCBK HAa TEXHUYECKUTE U (l)yHKIH/IOHaHHI/ITC XapakTEPUCTMKY Ha W3OETIMETO, BKIIIOUNUTEIIHO M TE3M, KOUTO Ca
00XBaHATU OT M3IMTBAHETO Ha HEeNCTBUETO;

a0) Gubmorpadus.

AKO yacT oT MHPOpPMALMATA, IOCOUEHA BbB BTOPA alMHesl, ¢ MPeNCTaBeHa B OTHENICH JOKYMEHT, ToBa ce mocousa B ITVKII.
Byksu ¢), u), 1) 1 1) He ce MPUIATaT 3a UBMUTBAHNS, IPY KOUTO Ce M3IION3BAT OCTAHAIM MPOOM.

Korato HSKO OT mocoueHuTe BbB BTOpA ajlMHesl €JIEMEHTM He ce cumMTa 3a mopxomsiy 3a skmousane B [IVIKI mopamm
crerdukara Ha M30paHMs MPOEKT 3a M3IMTBAHE, KATO M3ION3BAHE HA OCTAHANM TPOOM/ MHTEPBEHIMOHATHI M3MMATBAHILS
Ha KIMHIYHOTO MIEJICTBME, Ce MPENOCTaBsi 00CHOBKA.

2.3.3. Jokian 3a M3NMUTBaHe Ha KIIMHUYHOTO HEVCTBUE

[loKnambT 32 M3MMTBAHE HA KIMHWYHOTO AEHCTBHE, NMONMMCAH OT MEIMLMHCKM CIELMAINCT WM IPYTO KBATM(ULMPAHO
JIALE C TaKOBA IPaBO, ChIbpXa MOKYMEHTAJHATa MHQOPMALMs 3a NMPOTOKOJA 33 M3MMTBAHE BBB BPb3Ka C IUIaHA 3a
M3MNUTBAHE Ha KIMHUYHOTO [EJICTBME, PE3yNTATUTE M 3AKIIOYEHMSATA OT M3IMTBAHETO HA KIIMHUYHOTO [IefCTBYE,
BKITIOUNTEIHO ¥ OTPULATENHUTE 3aKITIOUEHNMs. PesynTature M 3aKITIOYEHMSTA €A NPO3PAUYHM, OOEKTMBHM U KIIMHUYHO
3HauMMM. [JOKITaIbT ChIbpXKa JOCTATHYHO MHPOpMALMS, 3a Aa Oble pa3dpaH OT He3aBMCUMA TpeTa CTpaHa Ge3 MpenmpaTKu
KbM JPYIM IOKYMEHTH. AKO ¢ IPUIIOKMMO, HOKIambT ChIbPKA M M3MEHEHMATA B IPOTOKONA WIM OTKIOHEHMATA U
M3KITIOUEHNTe JaHHM C [IOIXOMALA 000CHOBKA.

3. IPYTU UBIIUTBAHVS HA MEVICTBUETO

Ilo aHamorusi, miIaHbT 3a M3NMUTBAHE Ha ]ICIZCTBI/ICTO, IIOCOYEH B pa3men 2.3.2 ¥ DOKJIaImbT 38 M3MUTBAHETO HA IICIZCTB]/ICTO,
MOCOYEH B pa3men 2.3.3, ce OOKYMEHTMpAT M 3a [OPYyIM W3NUTBAaHUA Ha HeCTBUETO, pasnmMuHu OT M3NUTBAHMATA Ha
KITMHUYHOTO JEVCTBUE.
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YACT b

[IpocnensiBane Ha OEACTBUETO CIlell IyCKaHe Ha Ia3apa

4. TlpocnensBaHeTO Ha JEHCTBMETO CIIeNl MyCKaHe Ha Ma3apa O3HauaBa HENPEeKbCHAT MpOLEC 3a aKTyalu3MpaHe Ha OlleHKaTa Ha
MEJICTBMETO MO YileH 56 M YacT A OT HACTOSLIOTO MPWIIOXEHME U Ce OTpa3siBa KOHKPETHO B IJTAHA Ha IPOM3BOIMTENS 3a
Hazzop criefl MyckaHe Ha masapa. IIpu mpocnensBaHeTo Ha HEVICTBMETO CIIell MyCKaHe Ha Masapa IPOM3BOIMTENAT aKTUBHO
cpOMpa 1 OLEHSIBA TAHHMU 3a HEHCTBYETO, KAKTO M OTHOCUMIL HAyuHM JAHHM OT ynorpebara Ha umenue ¢ Mapkuposka ,CE,
KOETO € ITyCHATO Ha Ia3apa MIM ITyCHATO B MEJCTBME N0 NMpeIHAa3HAaueHMe CHITIACHO CHOTBETHATa MpOLEAypa 3a OLEHsABaHE
Ha CBOTBETCTBMETO, KAaTO LEMTE Ca IOTBbPXKMIABaHE HA OE30MACHOCTTA, AEHCTBMETO M HAy4yHATA BAMAHOCT IPe3 LEust
OYaKBaH eKCIUIOATalMOHEH CPOK Ha M3IIENMETO, 3aa3BaHe Ha MPUEMIIMBOCTTA Ha CHOTHOIIEHMETO MEXIY PYUCKA U MON3UTE U
YCTaHOBSIBAHE HA HOBOBB3HVKBALM PUCKOBE Bb3 OCHOBA Ha (aKTMUECK TOKA3ATENCTBA.

5. TlpocnensiBaHeTo Ha MEMCTBMETO CIIeN MycKaHe Ha I1a3apa ce M3BBPIUBA CBITACHO TOKYMEHTUPAH METOI, M3TI0XKeH B IUIaHa 3a
TpOCIIeNIsiBaHe Ha MMCTBMETO CJIed MyCKaHe Ha Ma3apa.

5.1. B nnana 3a npociensaBaHe Ha HECTBUETO CTIeN IyCKaHEe Ha Ia3apa c€ II0COYBAT METOOMUTE U INPOLENYypUTE 3a aKTUBHO
C'])6I/lpaH€ 1 OLICHKA Ha NAaHHUTE 3a 0e30MacHOCTTa U HECTBMETO, KAKTO UM Ha Hay4YHUTE TaHHU, C LI

a) NOTBbpXKIaBaHE Ha Ge3omacHOCTTa 1 HECTBMETO Ha MBHENUETO Ipe3 nenms My O4akBaH €KCIUIOATALIIOHEH CPOK;
6) YCTaHOBSIBAHE Ha HEM3BECTHM NO MOMEHTA PUCKOBE MUIIM OTPaHNYECHMSA 3a HEeCTBUETO U NPOTUBOIIOKA3aHNS;
B) YCTaHOBSIBaHE M aHAIIM3 Ha HOBOBb3HMKBALIM PUCKOBE Bb3 OCHOBA Ha q)aKTI/l‘leCKI/I TOKa3aTeIICTBA,

I) 3ama3BaHe Ha NPUEMIMBOCTTA HA KIIMHMYHWUTE JOKA3aTeNICTBA M HA CHOTHOLIEHMETO MEXMIY PUCKA ¥ MOJI3UTE CHITIACHO
rnapa I, paspmemu 1 u 8 or nmpunoxenne I, u

I) ONpenensiHe Ha Bb3MOXKHY CIydan Ha CUCTEMATHYHA HENPaBUIIHA ynoTpeda.
5.2. Ilnansr 3a npocnensBaHe Ha IECTBUETO CIIell IyCKaHe Ha Ia3apa BKIIIOYBA Hail-MaJIKo:

a) obumTe METONM ¥ NMPOLEIypH 3a NMPOCIeNsBaHe HA NEHCTBUETO CIIell NMycKaHe Ha Ma3apa, KOMTO TPsOBa Il ce MpuIiarar,
KaTo cbOMpaHe Ha HATPYNaH KIMHMYEH OMNT, oOpaTHA BPb3Ka C MOTpeGMTeNuTE, MPOCeNsiBaHe HA HAy4YHATa JIUTEpaTypa
U Ha JIPYTY M3TOUHMUM Ha HAHHM 3a HEVCTBUETO WM HAyYHM IAHHM;

6) CIENMAITHUTE METOOM M IPOLENypu 3a NPOCIIENsBaHE Ha HEICTBUETO CIeN MyCKaHE Ha Ia3apa, KOUTO Tpﬂ6Ba oa ce
npuiarart, Kato HpO6I/l C OMamna3oH Ha KOHLEHTpauyuATa U Opyru HENHOCTYU 3a OCUIypsiBaHE Ha KaueCTBOTO, CIMOEMMO-
JIOTMYHNM M3NNTBAHMA, OLICHKA Ha MOIXOHALIM PErUCTpU Ha IALMEHTUTE WNIIN 3a6OH$[BaHI/IHTa, reHeTMuHM 0Oasu JaHHU
MU U3NUTBAHMS HA KIIMHUYHOTO JIENCTBUE CTieN NyCKaHE Ha Iasapa,

B) 00OCHOBKA Ha LeNechoOPa3HOCTTa Ha METOTMTE M MpoLeypute o Oyksu a) u 6);

I) [030BaBaHe HA CHOTBETHMTE YACTV OT JOKJIAJa 3a OLEHKA Ha Me/CTBMETO MO pasgen 1.3 OT HACTOAWIOTO NPUIIOKEHME U
T030BaBaHe HA yMpaBleHMeTO Ha PUCKA IO pasfien 3 OT mpuioxeHue [;

JI) KOHKPETHUTE LIEIN, KOUTO CU IIOCTaBs IIPOCIIENABAHETO Ha HECTBUETO CrieN IyCKaHe Ha I1a3apa;

C) OlLleHKa Ha JaHHUTE 3a HEVICTBUETO BbB Bpb3Ka C €KBUBAJICHTHM MV CXOOHU MW3HEINSA, KAKTO U Haii-HOBUTE Hay4yHM
TOCTU2KEHMSA;

}K) ITOCOYBAHE HA CBOTBETHU OC, XapMOHM3MpAaHN CTAHOAPTH, KOraTo C€ M3ION3BaT OT IMPOM3BOOUTENS, M CHOTBETHUTE
HAaCoOKM 3a MPOCIIENABAHETO Ha HECTBMETO CTieN IyCKaHE Ha masapa; "

3) nompobeH u mobpe 0OOCHOBAH rpaduk 3a MEMHOCTHTE 33 NMPOCTEIsBaHe Ha HENCTBUETO CIIe[ MyCKaHe Ha Masapa, Karto
HAIpUMep aHanu3 Ha JaHHUTE 33 NMPOCTIENSBAHETO Ha NECTBUETO CIIel [yCKaHe Ha Ma3apa M MOKJIafBaHe, KOUTO TpsibBa
fa ObIAT MPEANpHUETI OT IPOV3BOIMTENISL.

6. Hpouaaonmenm aHaJIM3npa 3akjlloueHusATa OT IPOCIICOABAHETO Ha HeICTBUETO Cliel NMyCKaHe Ha Ia3apa M JOKYMEHTUpa
pesynratute B HOOKIAM 3a OLEHKAa Ha IIPOCIIENABAHETO Ha HeCTBUETO Cliel IyCKaHe Ha Iasapa, ¢ KOITO ce aKTyajm3npa
HOKJIATbT 3a OlIEHKA Ha JIECTBMETO M KOMTO € YacT OT TeXHUuecKara HOKyMEHTaLNA.

7.  3aKIIOYeHMSATA Ha MOK/Iaja 3a OLEHKA Ha MPOCTICHsBAHETO HA MEJCTBMETO CIIel MyCKaHe Ha Mas3apa ce B3eMar IpemByI 3a
OLIEHKAaTa Ha JEICTBIMETO, NIOCOYEHA B WIEH 56 M B 4acT A OT HACTOSIIOTO NPWIOXEHME, M B YIPABIECHMETO HA PUCKA,
IOCOYEHO B pasfien 3 oT mpunoxerne I. AKo Ipu NpOCIensiBAHETO HA NEIICTBUETO CIIefl IyCKaHe Ha Ma3apa Obe ycTaHOBeHA
HEOOXOMMOCT OT MPEBAHTUBHY VI[W/M KOPUIMIPALIM MEPKY, POM3BOIUTENST PENNPUEMA Te3U MEPKIL.

8. Axo ce IpeueHy, ue MpoCiensaBaHeTO Ha HeCTBUETO Cliel IyCKaHe Ha Iasapa He € MOIXonAllo 3a KOHKPETHO M3IENne, T0 B
IOKJIana 3a OLleHKa Ha HeMCTBUETO ce NpenocTaBs HOKYMEHTMPaHa 000CHOBKA.
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TTPUTTIO2KEHME XIV

MHTepBCHIH/IOHaHHI/I UBIUTBAHNUS Ha KIIMHUYHOTO JIEVCTBUE U HAKOU Opyru BUIOBE M3INTBAHMSA Ha HCﬁCTBMCTO

ITIABA 1

Hony/neumat;uﬂ 656 6pB3RA CBC 3a464€HUEMO 34 UHMEPGEHUUOHAAHU U3NUMeAHud H4 RAUHUUHOMO deiicmeue u
c)pyzu usnumeanuq Ha deiicmeuemo cac censmcemeauju pucroee 3a yuacmtauyume 6 usnumeanuama

3a m3menuaTa, NpeHA3HAYECHM 3a MBMON3BAHE B VIHTEPBCHLMOHATIHM M3IMTBAHMS HA KIMHUYHOTO MENCTBME WIM IPyIy
VM3INTBAHMS HA MEHCTBMETO ChC CHITBTCTBALLM PUCKOBE 33 YYACTHMLMTE B M3IMUTBAHMATA, CIIOHCOPBT M3IOTBSL M IPENCTaBs
3asIBIICHNE CBITIACHO WIEH 58, MPUIPYXKEHO OT CIENHNTE TOKYMEHTI:

1. Obpasew Ha 3asiBreHne

O6p336H'LT Ha 3asBJICHNE C€ MOITbJIBAa HAMJIE2KHO, KaTO CE€ IMOCOYBA CJI€MHATa I/IH(I)OpMaIII/IHZ

1.1. wmme, agpec 1 maHHM 3a Bpb3Ka CbC CMOHCOPA M aKO € MPUIIOKMMO, MMe, afipec ¥ TaHHM 33 BPb3Ka C HETOBOTO JIMLETO
3a KOHTAKT WM HETrOBYs NPENCTABUTENl ChITIACHO unleH 58, maparpad 4, ycraHoser(o) B Cbio3a;

1.2. ako ca pasnuyHy OT T€3U MO pasfenn 1.1— nme, afpec M NaHHM 3a BPb3Ka C IIPOM3BOOMTEIIS HA UBHEIMETO (33 HenmnTe
Ha OLI€HKATa Ha HeﬁCTBI/ICTO) 1 aKo € NPWIOKNMO — Ha YII'bJIHOMOLIECHNS MY ITPEHCTaBUTE;

1.3. HayMMeHOBAHME HA M3NMTBAHETO HA HEHCTBYETO;
1.4. enuHeH MIEHTMQUKALIMOHEH HOMep ChITIACHO uieH 66, maparpad 1;

1.5. eram Ha M3MUTBAHETO HA MEWCTBUETO, KATO NpeacTaBsgHe Ha IbPBO 3asBJICHME, MOBTOPHO ITPENCTAaBSHE Ha 3asBIICHUE,
CBLICCTBEHO M3BMCHECHUC,

1.6. nmongpoGHa mHOpMAIMs M/wny MpenpaTtka KbM IUIAHA 3a M3IMTBAHE HA MEHICTBMETO, KATO BKIIOYBAHE Ha MOXPOOHA
MHQOpMALINS 33 €Talla Ha [IPOEKTHPAHE HA M3IUTBAHETO HA [EHCTBIETO;

1.7. npm mpencTaBsiHe Ha MOCNETBALIO 3asiBeHNe BbB BPb3Ka C M3MIETIMe, 33 KOETO Beye € MOHaNeHo 3asBlieHne — maTa(u) u
pedepenTeH(HM) HOMep(a) Ha NPEIXOMHOTO(MTE) 3asiBEHMe(s), a IpPM CHLIECTBEHO M3MEHEHME — I[IOCOYBAHE Ha
ITbPBOHAYAITHOTO 3asiBieHye. CIIOHCOPBT NOCOYBA BCUYKY IPOMEHY CIIPSIMO IIPEIXOIHOTO NOHANIeHO 3asiBlIeHNe, 3aeHO
¢ 000CHOBKA 3a TAX, M IO-CIICLMATIHO [amy Ca HAlpaBeHM HSKAKBY NPOMEHM BBB BPb3Ka ChC 3aKITIOUEHMSTA OT
TIPeNXOIHY TIperyiefiy Ha KOMIIETEHTHYSI OpIaH MY Ha KOMUCHSITA 110 eTHKa;

1.8. Ipy emHOBPEMEHHO MOfaBaHe ¥ Ha 3asBeHNe 3a KIMHUYHO M3muTBaHe ChriacHO Permament (EC) Ne 5362014,
NOCOYBAHE Ha OQULMAIHMUS PETUCTPALIMOHEH HOMEpP Ha KIMHUYHOTO M3IUTBAHE;

1.9. mocouBaHe Ha JIbpKABUTE UIIEHKM U TPETUTE TbpP2KaBy, B KOMTO IIE CE MTPOBENE M3NMUTBAHETO Ha KIIMHUYHOTO HeicTeme
KaTo 4acT OT MHOTOLCHTPOBO MJIM MHOTOHALIMOHAJIHO M3MNUTBAHE KbM MOMEHTA Ha IOJaBaHE Ha 3asBJICHMETO;

1.10. KpaTKO OmMCAaHMe Ha W3HENMETO 3a M3MMTBAHE Ha MEHCTBMETO, HEroBaTa Kiacuukamys ¥ Apyra MHPOpMALs,
HeoOXOMMMa 33 MIEHTH(ULMPAHETO Ha M3IEINETO 1 HEroBus THUIL;

1.11. pestome Ha IIaHa 3a U3NMUTBAHE HA MEVICTBUETO;

1.12. ako e mpuioKMMO, MHPOPMALIVST OTHOCHO MBMENMETO, U3MONI3BAHO KATO KOMIAPATOp, HEroBara KIacHMKauyis, KakTo 1
npyra ua$opMaLys, HeoOXOmMMa 3a MICHTUUINPAHE HA MBLETNMETO, M3MONI3BAHO KATO KOMIAPATOP;

1.13. nmokasarteycTsa OT CIIOHCOpa, Y€ KIMHNYHUAT M3CIIEHOBATENl M LEHTHPHT 3a IMPOBEXKIAHE Ha V3INTBAHETO MOIAT 1A
MPOBENAT M3NNUTBAHETO Ha KIIMHNYHOTO MeViCTBME B CHOTBETCTBME C IVIAHA 3 M3MUTBAHE Ha MEVICTBUETO;

1.14. maHHM 3a OYaKBaHATa HayaJlHa JlaTa U MPOIBIIZKUTEITHOCTTA Ha M3IMUTBAHETO HA HeCTBUETO;

1.15. pmaHHM 3a MpeHTHQUUMPAHE HA HOTM(MUMPAHNMS OPIaH, aKO TAKBB Beue y4acTBA KbM €Talla Ha MOJABAHE HA 3asBICHNE
3a M3NMMUTBAHETO Ha MIEHCTBMETO;

1.16. NMOTBbPKIECHME, Y€ CIIOHCOPBT € 3alo3HaT C (l)aKTa, ue KOMIIETEHTHMAT OpraH MOXKeE T1a C€ CBbpXKeE€ C KOMUCHATA IO
€TIKa, OLCHABAIlA UITM OLECHUIIA 3asBJICHUETO,

1.17. pmeknapaumsra no pasgen 4.1.
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2. bpoulypa Ha u3ciiefgosares

Bpoutypara Ha m3cnenosatens (BJ) chobpxka nHGOpMAIMATa 32 M3HEIMETO 33 M3MMTBAHE HA AEHCTBUETO, KOSITO € OT 3HaueHMe
3a M3IMTBAHETO M € HAMYHAa KbM MOMEHTAa Ha INONaBaHe Ha 3aspleHMero. Beska akrtyamusaums Ha B wm Hammumero Ha
mpyra HoBa MHpOpMAauMs OT 3HAUCHME 3a M3IUTBAHETO ce ChOOLIABA CBOEBPEMEHHO Ha m3cremosatenute. BU e scHO
0603HayeHa 1 ChIbPKA [O-KOHKPETHO CTIEHHATA MHOPMALIS:

2.1. MHGHTI/I(I)I/IK&III/IH M ONNCaHME Ha M3IOEIMETO, BKITIOUUTEIIHO I/[H(l)OpMaIH/ISI 3a IpENHA3HAYEHUETO, KH&CI/I(I)I/IK&LU/[HT& B
3aBMICMMOCT OT pHMCKAa VM MNPWIOKMMOTO IIpaBUIIO 3a KHaCI/I(i)I/IKaIH/IH CBITIACHO TPWIOKEHNE VHI, MpOEKTNpPaHE U
IIPOM3BOOCTBO HA M3MIETINETO Y IMIOCOUBAHE HA IPEIXOOHN M CXOOHM ITOKOJIEHMS Ha UBHENMETO.

2.2. VIHCTpyKUMM Ha IIPOM3BONMTEINIsS 3a MHCTAlMpaHe, MONAPBXKKA, MONAbPXKAHe HA CTAHNAPTMTE 33 XMUIMEHa U ymoTpeba,
BKITIOUMTEITHO M3MCKBAHMs 33 CbXPaHEHMETO M paboTaTa C MBNENMETO, KAKTO M, OKONKOTO € HaludHa, MHpOpMaLms,
KOSITO Tpsi0Ba Ila ce MOCOYM HA eTMKETa, M MHCTPYKLMM 3a ynorpeba, Kouto TpsibBa 1a ce MPemoCTABAT C UBNENMUETO MpU
TycKaHeTo My Ha rasapa. OcBeH TOBa ce ChIbpKa MHQOPMAIINS, CBbP3aHA CbC ChOTBETHOTO OOyUEHMe, KOETO Ce M3MCKBA.

2.3. AHanmMTUYHO MEVCTBHME.
2.4. CpuecTByBaly KIVMHMYHYM JAHHYU U T10-KOHKPETHO:

— OT OTHOCMMa peleH3MpaHa HayuHa JIMTEpaTypa M HaIMYHY KOHCEHCYCHM €KCIEPTHM CTaHOBMIUA VLM NO3MUMM Ha
CHOTBETHNUTE MPOGECHOHAIIHN CAPYXKEHISI OTHOCHO 0e30I1aCHOCTTA, NENICTBIETO, KIVHUYHNTE MOM3M 33 MALMEeHTHTE,
IIPOEKTHUTE XaPAKTEPUCTUKY, HAyYHATA BATMOHOCT, KIMHMYHOTO HENCTBME M MPETHA3HAUCHMETO HA M3HETNETO M|
WM Ha eKBMBAJIEHTHY WITM CXOIHM M3MENNS;

— [Opyr OTHOCMMM HaJIMYHU KIIMHUYHM JAaHHM OTHOCHO 6C3OHaCHOCTTa, HayuyHaTa BaJIMIHOCT, KIIMHUYHOTO ]]6]7[CTBI/I€,
KIIMHUYHUTE TIOJI3M 3a TAUMEHTUTE, IMPOEKTHUTE XapaKTEPUCTUKM U MPEOHA3HAUEHUETO Ha 1'[0[106HI/I uspgenus,
BKJTIOUUTEITHO HO]IpO6Ha I/IH(I)OpMaIH/UI 3a MPWINKNUTE M PA3IIMKUTE C BBIIPOCHOTO M3IETINE.

2.5. Pe3ioMe Ha aHA/mM3a Ha PUCKA ¥ MON3MTE M YIPABICHMETO HA PUCKA, BKITIOUMTEIHO MHQOPMALMS 32 M3BECTHUTE MIHA
IIPEABUAMMUTE PUCKOBE U 32 TIPEyNPEKIEHNATA.

2.6. 3a M3OENNA, BKITIOUYBAIIM THhKAHM, KIIETKM M BEIIECTBA OT YOBCIIKM, KMBOTMHCKU WIIN MI/IKpO6€H npousxon — HO]IpO6Ha
I/IH(l)OpMaIH/I}I 3d TbKAHUTE, KIIETKUTE I BEIIECTBATA ¥ 3a CBOTBETCTBMETO C INPUIIOXKUMUTE 061111/1 M3UCKBAaHMA 3a
6630H3CHOCT " HeﬁCTBI/Ie U 3a YIPaBJIICHUETO Ha KOHKPETHUSA PUCK BbB BPb3Ka C T€3U TbKaHM, KIIETKM U BELIECTBA.

2.7. Comepk ¢ mompoOHa MHQOPMALMS 33 MBIIBIHEHNETO HA CHOTBETHMUTE OOLMM M3MCKBAHMs 3 OE30MIaCHOCT M [ENCTBHE,
oIIpeieNieHy B MpWIoxXeHye 1, BKountento cranmaprute u OC, IPUITOKEHN M3LSUIO MM YaCTMYHO, KAKTO ¥ OIMCAHME
Ha pelIeHNSTA 33 M3IbIHEHME HA CHOTBETHMTE OOMIM M3UCKBAHMSI 33 OE30MACHOCT M [IEHCTBUE, HOKONKOTO Te3u
craugaprit u OC He ca M3ITbIIHEHY, M3ITBIHEHN Ca CaMO YacTMYHO WMITM JIAIICBAT.

2.8. HO]IpO6HO ONMCaHNEe Ha KIMHUYHUTE MPOLENYypU U IMArHOCTUYHUTE TECTOBE, M3IIOII3BAaHM B IIpOLIECA HA MBNMUTBAHETO Ha
]ICIZCTBI/ICTO, " NO-CIIEIMAIITHO I/IH(l)OpMaIII/I}I OTHOCHO BCSIKO OTKIIOHEHME OT HOpPMaJIHATa KIIMHMNYHA ITPAKTHKA.

3. [naH 3a u3nuTBaHe Ha JENCTBMETO ChITIACHO pasmeny 2 1 3 ot npunoxenue XIII
4. Tpyra nadopmaums

4.1. Tlonnucana JeKIapaumnsa ot (l)I/IBI/l‘lCCKOTO VM IOpUONYECKOTO JIMIIE, OTTOBApSALIO 3a MPOM3BONCTBOTO Ha M3METIMETO 3a
M3IIUTBAHE Ha ]16]7[CTBI/ICTO, Ue€ CHOTBETHOTO M3METINE OTroBapsi Ha O6HII/ITC MBUCKBAHMA 33 0E30MacHOCT U HejiCTBIE TIO
NIpUIIOKCHNE I, ¢ u3KItOUeHUe Ha acreKTUTe, 00XBaHATU OT M3IUTBAHETO HA KIIMHUYHOTO ]ICIZCTBI/Ie, " 4€ 110 OTHOLIEHUE
Ha Te3M acCIEKT ca B3€TU BCUUKM IIPENINa3HM MEPKM 3a 3aKpuila Ha 3[paBeTo U 0e301acHOCTTa Ha y4aCTHULMUTE.

4.2. AKO e IPWIOXKVMO CBITIACHO HALMOHAIIHOTO IIPABO, KOINME OT CTAHOBMINETO(aTa) Ha CHOTBETHATA(1TE) KOMMCHUS(M) IO
eTVKa. AKO CBITIACHO HAIMOHATIHOTO IPaBO CTAaHOBMILETO(aTa) HAa KOMUCMSATA(UTe) 1O €TMKAa He Ce W3MCKBA(T) Mpu
TOJABAHETO Ha 3asBIICHIETO, KOMME OT CTAHOBMILETO(aTa) ce MPEMICTaBs, BeHATa IOM TaKOBa(MBa) e(ca) Hanuie.

4.3. JloKa3aTencTBo 3a 3aCTPAXOBATENIHO NOKpUTHE WM [pyra dopMa Ha obeslieTeHme 3a YUaCTHMINMTE 3a IPUYMHEHNTE
YBpeXKIaHMs, KaKTO e MPeABUACHO B WieH 65 U ChOTBETHOTO HALMOHAIIHO IIPaBo.
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4.4. TloKyMeHTH, KOMTO Lie Ce W3MON3BAT 3a IMOJyYaBaHe HA MHQOPMMPAHO CHINIACKE, BKIIOUMTETIHO QOPMYISp C
vHPOPMALS 33 TALMEHTA M TOKYMEHT 33 MHPOPMUPAHOTO ChITIACHE.

4.5 Omucanme Ha NpENIpUETUTE MEPKM 3a ClasBaHe HAa NMPUIIOXKMMMUTE MNpaBiia 3a 3allMTa M MOBEPUTENTHOCT HA JIMYHUTE
IIAHHM ¥ TIO0-KOHKPETHO:

— OpIaHM3ALMOHHM M TEXHMYECKM MEPKM, KOMTO Lie GbIaT Mpemmpuers C Len Oa ce u30erHe HepaspelleH NOCTbI,
OTIOBECTsIBaHE, PA3NPOCTPAHEHNe, IPOMSIHA 1K 3aryba Ha 06paboTBaHa MEQOPMALIVIS ¥ JIMYHM [AHHI;

— OllCaHNe Ha MEpPKUTE, KOUTO e 6'1:-]1&T NpennpueTyt € 1eNl [1a Ce rapaHTypa IOBEPUTETIHOCTTa Ha 3allMCUTE U
JIMYHUTC ODaHHU Ha YYaCTHMLUTE;

— OImNCaHNe Ha MePKUTe, KOUTO lie ObIaT MpelIpueTy B CIIyuail Ha HapylIeHNe HA CUTYPHOCTTA Ha TaHHMTE, 3a [a Ce
CMEKYAT eBEHTYAJIHUTE HeXeNTaHy MOCIIeII.

4.6. Ha xoMnereHTHUS OpraH, KOITO pasriexna 3asdBIIEHNETO, IIPU IOMCKBAHE CE€ IMPENCTaBAT IIBIIHM HAHHM 33 HalN4HaTa
TEXHNYECKA NOKYMCHTALV, HAIIpUMEp noup06Ha TOKYMEHTALMA 3a aHayy3a ¥ yIpaBlIEHNETO Ha pUCKa MM KOHKPETHU
JOKJIaOM 3a M3INUTBAHMATA.

ITIABA 11

Ipyau 3adsasrenuq Ha cnoxcopa

1. CHOHCOp'bT C€ 3aJbjlXKaBa [1a CbXpaHsABa Ha PasIONIOKEHME Ha KOMIIETCHTHUTEC HALIMOHAIIHM OpraHy LAaTa OOKYMEHTalud,
HCO6X0]II/[M8 3a NpEOCTaBsAHE Ha TOKA3aTeNICTBA 3a JOKYMEHTalMATA I10 IT1aBa [ ot HacrosmoTO NpUIIOKEHME. Ako CIIOHCOPBT
HE € (l)I/ISI/II{eCKOTO WIN 10pUaNYeCcKoTO JINLE, OTrOBapsIlO 3a IPOM3BOOCTBOTO Ha M3OCTIMETO 3a M3IUTBaHE Ha MeiCTBUETO,
3aIbJIZKEHMETO MOKE [1a C€ MBITBIIHM OT TOBA JIMIIE OT MMETO Ha CIIOHCOpA.

2. CooHCOPST MMa JOTOBOPEHOCT, 3a [a Ce IapaHTMPa, de BCSIKO CEPUO3HO HEXENaHO ChOuTME My Ha [pyro cwburie mo
wieH 76, maparpad 2 My ce JOK/IaBa CBOEBPEMEHHO OT M3CIIENOBATEIIs(UTE).

3. [lokymeHTaumsATa, NOCOYEHa B HACTOSIIOTO NMPUIIOXKEHME, Ce CbXpaHsABa B NMPONBIKeHMe Ha Haii-Manmko 10 crenm Kpast Ha
WBMUTBAHETO Ha KIIMHMYHOTO MENICTBME HAa ChOTBETHOTO M3MHENNE MIM, aKO BIOCIIENCTBYME M3MENMETO € MyCHaTO Ha a3apa, OT
Hajt-Manko 10 rogyHy ciell IycKaHeTo Ha Masapa Ha IOCIEeTHOTO U3HENNe.

Bcska mbpkaBa ulleHKa BBBEX[A M3MCKBaHE JOKYMEHTalMATA, IIOCOYEHA B HACTOAUIOTO NPWIOXEHME, Ja Ce ChbXPaHABA Ha
PasnoNOXeHNe Ha KOMIETEHTHMTE OPraHM 3a CPOKa, NOCOYEH B ITbpBa allMHEs, aKO CIOHCOPBT WIM JIMLETO My 33 BPb3Ka,
YCTAaHOBEHO HA TEPUTOPMATA J, M3IAJHe B HECBCTOATEIHOCT MIIM MPEKPaTH CTOMAHCKATa CH MEMHOCT Mpely M3TUYaHeTO Ha
TO3U CPOK.

4. CnoHCOpBT Ha3HAyaBa KOHTPOJIBOP, KOMTO € HE3aBMUCUM OT LIEHTBHPA 3a NPOBeK[AHe Ha M3IMTBAHE, 3a [a Ce rapaHTMpa, de
VBIMTBAHETO HAa KIIMHMYHOTO [efiCTBMe ce IPOBEXKNA B CHOTBETCTBME € IUIAHA 3a M3MMTBAHE HA KIIMHUYHOTO [ICVICTBHE,

NPUMHOMIINTE HA 1106paTa KIIVHNYHA ITPAKTMKA ¥ HACTOAILUMSA PEITIaMEHT.

5. CnoHcopbT NpoBeKHa HOKpPai MPOCIENABAHETO HA YYAaCTHULMTE B U3IUTBAHETO.
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ITPUTIO2KEHME XV

Ta6nmua Ha CbOTBETCTBUETO

Hupexrnsa 98/79/EO

Hacrosmsr peramMeHT

Yren 1, naparpad 1
Ynen 1, naparpad 2
Yren 1, maparpad 3
Yren 1, maparpad 4
Unen 1, maparpad 5
Yren 1, naparpad 6
Ynen 1, maparpad 7
Unen 2

Unen 3

Yrten 4, naparpad 1
Yrten 4, naparpad 2
Unen 4, maparpad 3
Yren 4, naparpad 4
Yrien 4, naparpad 5
Uren 5, naparpad 1
Yrten 5, naparpad 2
Ynen 5, maparpad 3
Unen 6

Unen 7

Unen 8

Unen 9, maparpad 1, mbpBa anuHes

Ynen 9, maparpad 1, Bropa anusest

Ynen 9, maparpad 2
Ynen 9, maparpad 3
Unen 9, naparpad 4
Yren 9, maparpad 5
Yren 9, naparpad 6
Yren 9, naparpad 7
Ynen 9, maparpad 8
Yren 9, maparpad 9
Unen 9, maparpad 10
Unen 9, maparpad 11
Unen 9, maparpad 12
Yren 9, naparpad 13

Yrten 10, maparpa¢u 1 u 2, unen 10, naparpad 3 u uen 10,
naparpad 4

Unen 10, maparpad 3, mppBo u3peyeHe

Unen 1, naparpad 1
Unen 2

Usnen 2, Toukn 54 u 55
Unen 5, maparpadu 4 u 5
Unen 1, naparpad 9
Unen 1, naparpad 5
Unen 5, naparpad 1
Ynen 5, naparpad 2
Unen 21

Unen 19, maparpadu 1 u 2
Unen 19, maparpad 3
Ynen 10, maparpa 10
Unen 18, maparpad 6
Unen 8, naparpad 1

Unen 9

Unen 107

Unenose 89 u 92

Unen 48, maparpad 10, mbpsa anuues

Unen 48, maparpad 3, Bropa anuHes, unex 48, naparpad 7,
BTOpA anuHest 1 uneH 48, maparpad 9, BTopa anuHest

Unen 48, maparpa¢u 3 — 6
Ynen 48, maparpadu 3 — 9
Uren 5, maparpad 6

Unen 11, naparpadu 3 u 4
Ynen 10, maparpad 7

Urnen 49, maparpa¢ 1

Ynen 49, maparpad 4

Unen 51, maparpad 2

Unen 48, maparpa¢ 12
Uren 54, naparpad 1

Unen 48, maparpad 2

Ynen 26, maparpad 3 u uneHose 27 u 28

Ynen 11, maparpa¢ 1
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Hupektusa 98/79/EO Hacrogmmsar pernament

Ynen 11, naparpad 1 Unen 82, maparpad 1 u unen 84, naparpad 2

Yrten 11, maparpad 2 Unen 82, maparpa 10 u unen 82, maparpad 11, mppsa anu-
Hes

Yrten 11, maparpad 3 Ynen 84, maparpad 7

Yrten 11, maparpad 4 —

Unen 11, maparpad 5 Ynen 86

Unen 12 Unen 30

Unen 13 Unen 93

Yrten 14, maparpad 1, Oyxsa a) —
Unen 14, maparpad 1, Gyxsa 6) Unen 47, maparpa¢u 3 u 6
Unen 14, maparpad 2 —
Yrten 14, maparpa¢ 3 —

Ynen 15, maparpad 1 Ynenose 38 u 39

Unen 15, naparpad 2 Unen 32

Unen 15, maparpad 3 Unen 40, naparpadu 2 u 4
Ynen 15, maparpad 4 —

Urten 15, maparpa¢ 5 Unen 51, maparpad 5
Urten 15, maparpad 6 Ynen 51, maparpad 4
Unen 15, maparpad 7 Unen 34, naparpad 2 u wien 40, naparpad 2
Unen 16 Ynen 18

Unen 17 YUnenose 89 — 92

Unen 18 Unen 94

Ynen 19 Unen 102

Unen 20 Unen 97

Unen 21 —

Unen 22 —

Unen 23 —

Unen 24 —
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Mo3nums Ha ChBeTa HA IMBPBO YeTeHe C OriieT, MPUEMaHeTo Ha perlaMeHT Ha EBponeiicKus maprnamenT u
Ha CbBeTa OTHOCHO MeIMIMHCKMTE M3[e/Msi 32 MHBMTPO AMATHOCTMKA M 32 OTMAHA Ha [MpeKTMBa
98/79/EO u Pemenne 2010/227EC na Komucusita

(2017/C 126/02)

I.  BbBETEHMUE

1. Ha 26 centemppu 2012 r. Kommcusara npue NpemioKeHMETO CU 3a HOB PErNTaMEHT, C KOUTO Ce 3aMeHs HacTosliaTa
Hupextua 98/79/EO (') OTHOCHO [MAarHOCTMYHWTE MEMMLMHCKYM M3MENVs in Vvitro, 3aeMHO C NpEIOXEHME 3a HOB
pernamMeHT 3a 3aMsHa Ha cera mericrBaute mupektusu 90/385/EMO (3) u 93/42/EMO (}) OTHOCHO MeMMUMHCKUTE
usgenus, M ™M mpenctaBu Ha CbBeTa m Ha EBponeiickus maprnameHT. Tesu MBe TNPEMNIOKEHMS Ca TACHO CBbp3aHM
TOMEXIY CH, IO TOJISIMA CTENeH CHIBPKAT eHM U ChIIM Pa3nopenOy M Mo BpeMe Ha pasriexkiuaHero uM B ChBeTa U IpH
TIPETOBOPUTE C APYTUTe MHCTUTYLWN Osixa 0OCHKIAHN 3a€[HO.

2. TIpaBHOTO OCHOBaHMe Ha [BeTe MpemIoxKeHus e wieH 114 u unen 168, maparpad 4, Gyksa B) or [Jorosopa 3a ¢yHKIMO-
HMpaHeTo Ha EBporeiickus cbio3. B ciyyas ce mpusara oOMKHOBEHATa 3aKOHONATENHA TIPOLIEAYPA.

3. B cvorserctBue ¢ Ilpotokon Ne 2, mpumoxkeH kbM J[loropopute, Osixa IPOBEHEHM KOHCYITALMM C HALMOHATHNUTE
TMapraMeHTX Ha IbpXaBuUTe YICHKM MO BBIPOCA [Ny MNpelsiaraHuTe pasnopen®y ChOTBETCTBAT HA NPMHLMIA Ha
cyOcummapHocT. HUTO efMH HalMOHANEH NapiaMeHT He Bb3pasy Cpelly npemloxenusra (%).

4. Kowmmcusita mposene KoHCynTauus ¢ EBporeiickus Ha30peH OpraH I0 3aliyTa Ha HAHHMTE, KOHTO Hajie CTAHOBHILETO CI
Ha 8 depyapu 2013 . ()

5. EBpOMENCKMAT MKOHOMMYECKM ¥ COLMANeH KOMMTET, Koito Geme mpykaHeH or CbBera, majge CTAHOBMILETO CH IO
npeioxernsita Ha 14 ¢espyapm 2013 r. () Komurerbr Ha permoHute pemm fga He [aBa CTAaHOBMIIE MPEIBUH
OTPaHMYEHOTO BB3MIEHCTBIE HA MpeIaraHnTe MEPKU BbPXy MECTHUTE M PETVOHAIHUTE OpTaHM.

6. Ha 2 anpum 2014 r. EBpomeiicKuaT mapnameHT Hpye 3aKOHOTATENHNUTE CU pe3ormolyy (/) Mo HBeTe MPEmToXeHus 1
Taka IPYKITIOUN MbpBOTO dereHe. Criem m3bopure, Ha 5 HoeMBpy 2014 r. Komucusra mo oxonmHa cpena, OOLIeCTBEHO
3mpaBe M 0e30MacHOCT Ha XpaHmre Ha EBpomeiickms maprnameHT (komucusta ENVI) Bb370XM Ha MOKITAmumipTe Aa
3amo4Har nperosopy chc ChbBeTa C LT MOCTUTAaHE Ha CIIOPa3yMeHMe 10 MOCOUEHUTE TIPEMIIOXKEHNs.

7. Ha 5 oxromspy 2015 r. CpBeTsT mOCTUIHA OOLIM MOIXOMM 10 IPOEKTA 38 PEINIAMEHT OTHOCHO MEIMIMHCKUTE M3IENs
3a MHBUTPO JMarHocTyka (%) U Mo mpoeKTa 3a pernameHT 3a MemMIMHCKuTe mamerms (°).

8. Tlpes oxromspu 2015 r. 3amouHaxa mperosopute ¢ EBpomeiickus mapnament. Ha mecerata HedopmanHa TpucTpaHHa
cpema, mposenieHa Ha 25 Mait 2016 r., npencrasurenute Ha ChBeTa M IpefCcTaBuTenuTe Ha EBpONeiicKua mapnameHT
IIOCTUTHAXa ChIJIACKE 110 KOMIPOMMCHUTE TEKCTOBE Ha [BaTa PErjiaMeHTa.

9. Ha 15 rouu 2016 r. KomuTerbT Ha NOCTOSHHMTE IPENCTABUTENM IPOBENE OKOHYATENHO OOCHXIAHE HA [IBeTe
NPEIOKEHNS U IOCTUTHA ChbIJIACKE II0 KOMIIPOMMCHMA TEKCT Ha IIPOEKTa 3a PENIAMEHT OTHOCHO MENMLMHCKUTE
M3NeNMMst 33 MHBUTPO OMarHoctvka ('°) M 1o KOMIPOMMCHMS TEeKCT Ha TNPOEKTa 33 perlaMeHT 3a MeOMLMHCKUTE
mamermst (M'). Thit KaTo Te3su KOMIIPOMMCHM TEKCTOBE IIPEThpIIsAXa KOPEKLMM CIPSMO TEKCTOBeTe, IOTyYeH!U B Pe3yiTar
Ha MOCIe[HATa HeOpMAIHA TPUCTPAHHA CPeld, MO HsIKOM BaxHM 3a Kommcusara mykrose ('2), mpemcTaBuTensT Ha
Komucusira cpliio Geluie B ChCTOSHME 1A T¥ INOIKPENN M3LLSIIO.

OBL331,7.12.1998 ., crp. 1.

OBL189,20.7.1990r., ctp. 17.

OBL169,12.7.1993r., crp. 1.

http:/[www.ipex.eu/

Iok. 5590/13.

CraHoBu1LeTO € roMecTeHo B I0K. INT/665-666-667 — CES2185-2012_00_00_TRA_AC — 2012/0266 (COD) n 2012/0267 (COD) or

14 ¢espyapu 2013 1.

(') Omwe Ha mueHapHOTO cu 3acemaHue oT 22 okroMspyu 2013 r. EBpomeiicKusT maprnaMeHT Ipye M3MeHeHNMATa ci 1o dBeTe mpemloxeHus. Te ca

M3MOXKeHN B IOK. 14936/13 n 14937[13.

() Mok.12042/15+ ADD 1.

(°) Hok.12040/1/15REV 1+ ADD 1.

(") Hok. 9365/3/16 REV 3. (B To3m TekcT ca OTOEIS3aHM MPOMEHMTE CIOPAMO MpelioXeHnero Ha Kommcusra. ,V3umcreHmsar* TekcT e Ha
PasIONOKeHME Ha BCUUKY e3u1m B 10K. 10618/16.)

(") Mok. 9364/3/16 REV 3. (B To3n TeKcT ca OTOES3aHM NMPOMEHUTE CIPSIMO MpemioxkeHnero Ha Komucnsira. ,J34ncTeHmar TekcT e Ha

PpasronoxeHne Ha BCHYKY 3yt B oK. 10617/16.)
("3 Hok.10035/16.

=S
ol
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10. Ha couums neH Tesu TEKCTOBE IIOJTy4yMxa MONKpeNaTa Ha BCUUKM YIEHOBE IIpY IlacyBaHe B Komucuara ENVI
11. Ha 20 centemBpu 2016 1. CbBeTHT HOCTUIHA TIOJIMTUUYECKO CBITIACHE IO JIBATA KOMIPOMUCHY TekcTa (*).

12. Cren mocTMraHeTo Ha IOJMTUMYECKO ChITIACME CTaHA SICHO, ue NIPEXOIHUTE pa3n0pe]16l/l B UACTHOCT Ouxa MOITIM a
TOBEIAT OO HECUTYPHOCT IO OTHOLIEHNE HAa TAXHOTO TBJIKYBAHE M IO TO3M HAUYMH €BEHTYalIHO IO HENPENBUIECHU
Iocienuuy 3a CEKTopa, IMALMEHTUTE M PETYIIATOPHUTE OpraHu. Ilo uHMUMaTMBA HAa HSKOJIKO ObpXaBy WICHKNM U B
CBOTBETCTBYME C IPENJIOKEHOTO OT HAKOM UJIEHOBE Ha EBpOHeﬁCKI/IH napiiaMeHT Geuwe B3eTO pemenne ma ce M3ACHU
3aMUCHITBT Ha MOCTUTHATOTO B TOBAa OTHOILIEHME MONUTUYECKO ChINacue. V3roTBeHuTe B pesynraT Ha TOBAa TEXHNUYECKN
IOSICHEHNMS Ha [BaTa KOMIIPOMMCHM TEKCTa Osxa HCO(l)I/IIH/IaHHO CBbITIACYBAHM OT BCUYKM ObpXKaBM WIEHKM U OT
EBpOHeﬁCKI/Iﬂ napiamMeHT u 0siXxa BMBKHATM B TEKCTOBETE npu (l)I/IHaHI/ISI/IpaHCTO UM  OT IOPUCT-JIMHIBUCTUTE.
TexHuyeckure MOSCHEHMsI Ha MPOEKTa 3a PErNIaMEHT OTHOCHO MENMIMHCKUTE W3OENMA 3a VHBUTPO OMArHOCTMKA Ca
IIOMECTEHM BBB:

— BTOPOTO U TPETOTO U3peueHue B choOpaxkenue 98,

— cpobpaxenue 99,

— ujieH 48 (%),

— wunten 110, naparpad 3,

— IIbpPBa U BTOpA ajyHes oT wied 112,

— mocrnenHata anvHes ot wied 113, maparpad 3, Gyksa e),
KaKTO 1

— wurten 113, maparpad 3, Oyksa 3).

13. Kato B3e mpemsup ChINIaCyBaHNUTe KOMIIPOMUCHM TEKCTOBE, MOCOUEHM B Toukyu 9 u 10, u cren pemakumaTa UM OT CTpaHa
Ha IopucT-mHrBucTUTe, Ha 7 Mapt 2017 r. CbBeTsT mpye MO3NULUMATA CM HA IHPBO YeTeHe IO IPOEKTa 33 PeraMeHT
OTHOCHO MEIMUMHCKMUTE M3NENMs 33 MHBUTPO NMATHOCTUKA, B ChOTBETCTBUE C OOMKHOBEHATa 3aKOHONATENIHA MPOLeNypa,
npepuseHa B wied 294 or [lorosopa 3a ¢yHKuMOHMpaHeTo Ha EBponerickust chros.

II. HEJ

14. Hosure perimaMeHTN ca HaCO4Y€HM KbM MOJCPHU3MpaHE Ha CbhHICCTBYBallaTa 3aKOHOHATEIIHA paMKa IIO OTHOIICHME Ha
IIyCKaHETO Ha Iasapa Ha MEOMUMHCKU M3OEIMs M KbM IIPEOHOJIAABAHE Ha IIPaBHUTE IIPOIYCKM, KaTO IIO TO3M HAauMH Ce
nomaromMarat MHOBALUMNUTE U KOHKypeHTOCI'IOCO6HOCTTa Ha CeKTOpa Ha MEOMUMHCKUTE M3OCTINA. Tesn pernmaMeHT CienBa
HON'BJTHUTEITHO M1a l'[OJIO6pﬂT 0e30MacHOCTTa Ha NanMeHTUTE, B YaCTHOCT Ype3 BBBEKIAHETO Ha IO-CTPOIM IpOLEOypu 3a
OIlICHsABaHE Ha ChOTBETCTBMETO M 3a HAHO30p Cile[ ITyCKaHE Ha Ia3apa, KakKTO M Upe3 HaJlaraHe Ha M3MCKBaHMA Ha IIPOU3BO-
OUTEINTE [1a TEHEpUPAT KIIMHWYHM HOAaHHY, OCUTYpsABalUM MOKa3aTelCTBa 3a 6630HaCHOCTTa, HECTBUETO U HeXKellaHUTe
CTpaHNYHN eCl)eKTI/I. OcBeH TOBa Te cCjelBa Ma famaT BbB3MOXKHOCT 3a 6'1>p3 "n peHTa6I/IJ’I€H IOCTRII IO I1a3apa 3a
MHOBAaTUBHU MEIVMIMHCKU U3OETINA.

. AHAJIU3 HA TIO3ULIUATA HA CbBETA HA ITbPBO YETEHE

15. CoBersT cMsTa, ue mupektusu 90/385[EMO, 93/42/EMO u 98/79/EO Beue He ca HOCTATBYHM 3a perynypaHe Ha
CeKTOpa Ha MENMIMHCKMTe u3merusl. JKenatenHo e ma ce NMOANbpXKa oOl@ 3aKoHOHaTenHa pamMka Ha Cbiosa 3a
METMUMHCKIUTE U3NENNUS U 33 MEIMUMHCKUTE M3TENMs 34 MHBUTPO JMATHOCTMKA M CIIENOBATENIHO [BATA PeIiaMeHTa 3a
METMUMHCKITE M3IENMUS M 33 MEAMUMHCKUTE M3NENUs 32 MHBUTPO IMACHOCTMKA CIIEABA [Id CE Pa3MyaBaT CaMo TOrasa,
KOTaTo pasiMumsTa ca 000CHOBAHU OT €CTECTBOTO Ha Te3M [BE KATETOPUM V3IENNs M TAXHOTO MpeIHA3HAUEHNe.

16. Hp]/[ VIBTOTBAHETO Ha MO3UIMNUTE CY Ha ITbPBO UETEHE CbBeTBbT ce CbCPENOTOYM, KaTO €AMH OT CBOUTE IIPUOPUTETHU, BHPXY
YKPCIBAHETO Ha IIpaBMilaTa IO OTHOLIECHME Ha HOTI/I(I)I/IIII/[paHI/ITC Oprany € L€ [1a C€ rapaHTypa, 4€ TE3U Opranym ca
OIIpenerieHn n pa6OT}IT py XapMOHM3MpPaHM YCIIOBUSA B PaMKUTE Ha Cpro3a. Hopute permaMenT HE CaMO 3acuiiBaT
Ha6]'[IOHCHI/I€TO Ha HOTI/I(I)I/IIII/IpaHI/[Te OpranM OT CTpaHa Ha OpPraHMUTE Ha ObPKABUTE UIIEHKM, HO CHIIO TaKa ITOBUILIABAT
IIpaBOMONINATA Ha HOTI/I(l)I/[HI/lpaHI/ITC OpraHm 10 OTHOWICHNE Ha MKOHOMMYECKUTE OIECpaTOpU.

(") Hok. 11662/16 PHARM 50 SAN 308 MI 531 COMPET 449 CODEC 1152 + COR 1 u 11663/16 PHARM 51 SAN 309 MI 532
COMPET 450 CODEC 1153.
() YrouHsiBaHe Ha pas/MKaTa Py B3eMaHETO Ha 06pasLy Mexiy u3nenusita ot kiac C (maparpad 7) 1 usnenusra ot kiac B (naparpad 9).
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17. Pa3nope]16MTe BbB Bpb3Ka C PErUCTpalysATa Ha MBOENMUATA Y MKOHOMUUYECKUTE ONEPATOpY, U MO-CIEUNAITHO TE€3U, KOUTO
ypexpar cucreMara 3a yHMKallHa ]/I]]eHTI/I(l)I/lKaHI/lSI Ha m3penyATra, ca JONBIIHEHM M YTOUHEHM. Te cnenBa ma moBemaT mO
Cb3IaBAHETO Ha €IHa HO-(l)yHKLU/IOHaHHa CUCTEMA, CBbp3aHa C I/I]IeHTI/I(l)I/IKaIH/IHTa 1 IIpOCIIENINMOCTTA Ha MU3HENNATA, KaTo
CBLIEBPEMEHHO C€ 3aa3y MPYUBEKIAHETO B CHOTBETCTBUE C MEKNYHAPOOIHUTE IIPUHIMIIN U NPAKTUKU B Ta3n obacr.

18. Cucremara 3a Knacud)muupane Ha MEOMUMHCKUTE U3OEINA U B OLIE IO-TOJIsIMA CTEIEH CUCTEMaTa 3a Knacnd)uuupane Ha
MEIMLUMHCKUTE M3HOenNs 3a MHBUTPO OMAarHOCTMKa 0Os1xa aanTypaHy, 3a fga CbOTBETCTBAT Ha 6'I>p30T0 yBelMuaBaHe Ha
Hay4YHUTE, MEOMIMHCKUTE M TEXHMYECKUTE 3HaHMA 1 MPOU3TUYALLIOTO OT TOBa pa3pa60TBaHe Ha TI0B€Y€ U TO-YCbBbPIICH-
CTBAHU U3MIEINA.

19. Pa3nopen0ute OTHOCHO OLEHSIBAHETO HA CHOTBETCTBIMETO €A M3SICHEHM, HO NMPONBIIKABAT [1d CE OCHOBABAT HA ChIIECTBY-
BallaTa [oOpe YCTAHOBEHA CMCTeMa. B TO3M KOHTEKCT pasmopendure OTHOCHO OLEHSBAHETO HA BMCOKOPUCKOBM M3MENIS
0s1Xa 3HAUMTEITHO 3aCHIICHM C OIVIed Ha Oe30MaCHOCTTa Ha MalMEHTHTe.

20. VI3uckBaHMATa BHB BPb3KA ChC CHOMpPAHETO HAa HAHHM OT KIMHUYHMTE V3MUTBAHMS HAa MENMUMHCKM WM3NETMS U OT
M3MMTBAHNMATA HA JECTBUETO HAa MENMUMHCKM M3NENWs 32 MHBMTPO NMATHOCTMKA OSXa 3HAUMTENIHO MOBUIIEHN 1
TPUBEEHN B CHOTBETCTBYE C W3MUCKBAHMATA, IPUWIOKUMIU 33 KIMHUYHUTE M3IMTBAHMS HA JICKAPCTBCHM IPOIYKTH 34
XyMaHHa yrioTpeba.

21. PaSHOpCHéI/ITC OTHOCHO ITpOCIIEOABAHETO Ha 6630HaCHOCTTa J Hamsopa Ha Iasapa 6HX3 3aCMIIEHN U 6HX€1 BBBEICHM HOBU
VIBVICKBaHMA 34 MKOHOMMYECKNTE OIEPATOPM, CBbpP3aHM € HaO3opa CIIEH ITyCKaHE Ha Iasapa, MO-CIeHManHoO KIMHNYHOTO
IpociensaBaHe CIEN MyCKaHe Ha Iasapa.

IV. 3AKITIOYEHUE

22. Tlosuumsra Ha CbBeTa Ha ITbPBO YETEHE OTpa3sBa KOMIIPOMICA, TOTOBOPEH MEXIY CbBeta 1 EBpOHCﬁCKI/IH napiiameHr, ¢
NojKperara Ha Komucusra.

23, C me mucMa ot 16 1onm 2016 r. npencenarenar Ha KomucuaTta ENVI ysemomm mnpencenarens Ha Komurera Ha
nocrostHEMTe npenctautenu (I yact), ye ako ChBeTHT OQMUMANHO M3NpaTH Ha EBpomefickmsi mapraMeHT HBaTa Taka
JIOTOBOPEH! KOMIIPOMICHI TeKCTa, (MHAIMBUPAHN OT IOPUCT-TIMHIBUCTUTE, KATO NMO3MLMK Ha ChBeTa Ha IBPBO UYeTEHE,
TO TOii, 3a€NHO C JBAMATa NOKITAUMIM, llie NPenopbua B IVIeHAHA 3a/a mosuiyute Ha ChBera fa Gbpar mpuetu Oes
M3MEHEHMs TPV BTOPOTO ueTeHe B [Taprnamenra.

24. B nosmumsaTa Ha CbBeTa MBLLUIO Ca B3€TM NpEHBUI HpEHIOXeHMeTo Ha Kommcysta M M3MeHEHMSAT, MPEHIOXKEHN OT
EBpomnerickus mapynamMeHT Ha ImbpBo yereHe. ETo 3amo CbBeTT CMsTa, ue MO3MLMATA My Ha ITbPBO YeTeHE IpENCTaBILsiBa
farnaHc1paH KOMIPOMIC, KOJTO e Obe OT MOI3a 33 MALMEHTHTE, OCTABUMIIMTE HA 3[PABHMU YCIYTH M UKOHOMMYECKUTE
OnepaTopy B CEKTOpa.
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