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(Ctpacbypr, 22—25 oktomepu 2018 r.)

I. BDBBEJAEHHUE

B cpoTBercTBUE € pasnopenoure Ha wieH 294 ot JIPEC u cbBMecTHaTa AeKIapaisi OTHOCHO

NPAKTUYECKUTE YCIOBHS U PEJia 3a MPOIIEypaTa Ha ChBMECTHO B3eMaHe Ha peruenue! 6sxa

OCBIIECTBEHU pennlia HeopMalHU KOHTAaKTU Mexay CbBeTa, EBpornelickus mapiaMeHT u

Komucusra ¢ orjiel Ha MOCTUT'aHCTO Ha CIIOPA3YMEHUEC 110 TOBA JOCUC HA IIbPBO YCTCHE, KATO I10

TO3U HAYUH Ce N30CTHE HCO6XOI[I/IMOCTT8. OT BTOPO YE€TCHC U ITIOMUPUTECIIHA ITpoLcaAypa.

1 OB C 145, 30.6.2007 r., ctp. 5
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B 1031 KOHTEKCT MOKIagUUKBT Frangoise GROSSETETE (EPP, FR) nmpexacrasu egHo
KOMITPOMHUCHO H3MeHeHHe (n3MeHeHne Ne 324) Ha IpeUI0KEHHETO 3a PEriIaMEHT OT UMETO Ha
KOMHCHSITA TI0 OKOJTHA cpefia, OOIIECTBEHO 3/IpaBe U 0€30MacHOCT Ha XpaHuTe. ToBa N3MEHEHUE
Oelle TOrOBOPEHO 10 BpeMe Ha TIOCOYCHUTE TO-rope HeopMallH KOHTAKTH. [[pyru nu3sMeHeHus He

0s1Xa MpeICTAaBCHH.
II. TJACYBAHE

IIpu rmacyBaHeTo Ha IIEHAPHOTO 3acenaHue Ha 24 okroMBpH 2018 r. KOMIIPOMHCHOTO U3MEHEHNE
(m3menenune Ne 324) Ha mpeAsIOKEHUETO 3a perjiaMeHT Oerre mpueto. Taka H3MEHEHOTO
npeuioxkeHue Ha Komucusita npeacrasisaBa no3unusaTa Ha [lapiamenTa Ha IbpBO YETEHE, KOATO ce

CbAbpiKa B HCTOBATA 3aKOHOAATCIIHA PE3OJIOLUA, IIPUTIOKCHA KbM HACTOAIIATa Oenexka’.

[To3unusra Ha [lapiamenTa oTpassiBa IpeIBapUTEIHO JOTOBOPEHOTO MEXK Y HHCTUTYLMuUTE. ETO

3amo CbBETHT cjeaBa ga € B CbCTOAHHEC Ja OI[O6pI/I no3unusATa Ha HapﬂaMeHTa.

Taka akTbT 111E 6’5,[[6 IIpUeT € (I)OPMYJ'II/IPOBKB.T&, KOATO CbOTBCTCTBA HaA IIO3UIIMATA HA HapnaMeHTa.

TexcTsT Ha MO3uIUATA Ha [lapmamenTa B 3aKOHOJATETHATA PE3OJTIONHS ChIbPKa
0003HaYEeHUS Ha IPOMEHUTE, BHECEHU C U3MEHEHHSITA B MIpeioKeHneTo Ha Komucusra.
JlombiHeHUATa KbM TeKcTa Ha KoMucusTa ca 0003HaYCHH C noJiyuep Kypcug. 3aTndaeHUSIT
TEKCT € OTOENI3aH CbC CUMBOJIA ,, I .
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HNPHJIOXKEHUE
24.10.2018 r.

BeTrepuHapHu JieKapCTBEeHU MPOAYKTH ***]

3akoHonareaHa pesoonus Ha EBponeiickus mapjaaMent ot 25 okromBpu 2018 r. oTHOCHO
Npea10:KeHHeTo 3a periiaMenT Ha EBponeiickus napjamMent u Ha CbBeTa OTHOCHO
BeTepuHapHOMeauuuHcKkUTe NpoaykTn (COM(2014)0558 — C8-0164/2014 — 2014/0257(COD))

(O0OnKHOBEHA 3aKOHOAATEJIHA POLEAYPa: MbPBO YeTeHe)

Eeponeiickusm napramenm,

— KaToO B3¢C npeaBua HpeI[J'IO}KeHI/IeTO Ha KOMI/ICI/IHTB 0 HapnaMeHTa u a0 C"bBeTa
(COM(2014)0558),

—  Kato B3e npeaBuj wieH 294, naparpad 2, unen 114 u unen 168, naparpad 4, Oyksa 6) ot
JloroBopa 3a ¢pyHknuoHupanero Ha EBporelickust ¢b103, chriacHo kouto Komucusirta e
BHeca npeanoxxkenueto B [lapnamenta (C8-0164/2014),

—  Karo B3e npeasu wicH 294, maparpad 3 ot [loroopa 3a pyHKIHOHUpaHEeTO Ha EBpomeiickus
ChI03,

—  KaTo B3€ NPEJIBH/] CTAHOBHILETO HAa EBPONENHCKUS MKOHOMUYECKH M COLIMAIEH KOMUTET OT 21
sayapu 2015 1.3,

— CJIC KOHCYJITalluA C Komurera no PEruoOHMUTE,

—  Karo B3€ MpeJBU cBOsTa pe3oironus ot 19 maii 2015 r. oTHOCHO M0-6€301acHO 3/1paBHO
obOcmyxBaHe B EBporma: momoopsiBane Ha 6€30MacHOCTTa Ha MAIMEHTUTE U OopdaTa ¢
AHTUMUKPOOHATA PE3UCTEHTHOCTY,

—  KaTo B3€ MPEeJBUJ BPEMEHHOTO CIIOpa3yMEHHE, 0I00pPEHO OT KOMIIETEHTHATa KOMUCHS
cbryiacHo uieH 69e, naparpad 4 ot cBost [IpaBuiTHUK 3a IeHOCTTA U MOETHS C MUCMO OT 13
toHH 2018 r. aHra)XxuMeHT Ha npejactaButess Ha CbBeTa 3a 0100psiBaHe Ha MO3ULMSITA Ha
[TapnameHnTa B choTBeTCTBHE C wieH 294, maparpad 4 ot [loroBopa 3a GyHKIMOHUPAHETO HA
EBponeickust cpro3,

—  Kato B3e npeaui uwieH 59 ot cos [IpaBuiiHUK 3a JeHHOCTTA,

—  Karo B3€ MpeBUJI TOKJIaJa Ha KOMUCHITA IO OKOJTHA Cpefia, OOIIECTBEHO 3/paBe u
0€30MacHOCT Ha XpaHUTE U CTAHOBHILIETO HA KOMHUCHSITA 110 3€ME/IeTTUE U Pa3BUTHE Ha
cenckute paiionn (A8-0046/2016),

1. IprueMa M3JI0KCHATAa IMO0-A0J1y TO3HUIHUA Ha ITbPBO LIGTGHGS;

3 OB C 242, 23.7.2015 ., cTp. 54.

4 OB C 353,27.9.2016 ., ctp. 12.

Ta3u no3unus 3amenst usmMmeHenusita, npuetu Ha 10 mapt 2016 r. (Ilpuetu Tekcrose,
P8 TA(2016)0087).
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2. npukanBa KoMucusita 1a ce oTHece 10 HEro OTHOBO, B ClIy4all Y€ 3aMEHU CBOETO
npe;[nonceHHe C ;[pyr TCKCT, BHECC HUJIN B’bSHaMepHBa J1a BHECC CBhIIICCTBCHHU HpOMCHI/I B TOBa
MPEeIIOKEHUE;

3. BB3Jara Ha CBOs IpejcenaTel Jaa npeaaje nosunusara Ha [TapaamenTa cpoTBeTHO Ha ChBeTa
u Ha KomucusTa, KakTo ¥ Ha HAIIMOHATHUTE MapIaMEHTH.
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P8_TC1-COD(2014)0257

Ilo3unus Ha EBponeiickusi napjaMeHT, IpHeTa Ha MbPBO YeTeHe Ha 25 okTomBpu 2018 1. ¢
orjieq Ha npuemaneTo Ha Perinament (EC) 2018/... na EBponeiickusi napjamMenT u Ha CbhbBera

OTHOCHO BeTepPUHAPHUTE JIEKAPCTBEHH NMPOAYKTHU U 32 oTMsiHA HA {upekTuBa 2001/82/EO

(Texct ot 3Hauenue 3a ENO)

EBPOITEMCKUAT ITAPJJAMEHT U CbBETHT HA EBPOIIEMCKMSA CBIO3,

KaToO B3C€Xa MPCABHUI I[or0Bopa 3a (bYHKLII/IOHI/IpaHeTO Ha EBpOHCﬁCKHfI CbI03, U ITO-CIICIHAJITHO YJICH

114 u wien 168, naparpad 4, 6yksa 0) oT Hero,

KaTo B3€Xa MpeABUJ NPEMIOKEHUETO HAa EBponelickaTa KOMUCHs,

ciell peAaBaHe Ha IPOEKTa Ha 3aKOHOAATEIIHUS aKT Ha HAI[MOHAJIHUTE MapJIaAMEHTH,

KaTo B3eXa MpeJIBMJl CTAHOBUIIETO Ha EBponeiickus MKOHOMUYECKH M COLMaIeH KOMUTET®,

CJIC KOHCYJITalluA C Komurera Ha PETUOHHUTE,

B ChOTBETCTBUE C OOMKHOBEHATA 3aKOHOJaTCJIHa npouenypa7,

6 OB C 242, 23.7.2015 r., ctp. 54.
[To3unus Ha EBponelickust mapiaMeHT ot 25 oktoMmBpu 2018 1.
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KaTo uMart npeaBun, 4c:

(1) C upextuna 2001/82/EO na Epponeiickus mapnament u Ha Creeta® n Permament (EO)
Ne 726/2004 na Eponeiickus napinamenT 1 Ha ChBeta’ Ge chb3/1a/IeHa peryiaTopHaTa
pamka Ha Cbr03a OTHOCHO ITyCKaHETO Ha M1a3apa, IpOM3BOJCTBOTO, BHOCA, U3HOCA,
JOCTaBKaTa, pa3poCTPaHEHUETOo, (papMaKoIOruyHaTa OJUTETHOCT, KOHTPOJIA U

yrnorpe0ara Ha BETEpUHAPHU JIEKAPCTBEHU MTPOIYKTH.

(2) [TpenBun onura U u3BbLpIIeHaTa OT KoMmucusTa onieHka Ha QyHKIMOHHPAHETO HA
BBTPEIIHUS Ma3ap Ha BETEPUHAPHH JIEKAPCTBEHH MPOIYKTH ypexaaliaTa ru mpaBHa
ypenba cienBa na Obe NpUBEACHA B ChOTBETCTBUE C HAYYHHUTE JOCTUKEHUS, ChC
ChBPEMEHHHUTE TMa3apHU YCIOBHS U C aKTyaJlHaTa MKOHOMUYECKAa 0OCTaHOBKA, KAMOo 6
CHULOMO 8peme NPOOLIIHCABA 0A C€ OCULYPABA 8UCOKO PAGHUWE HA 3aU{Uma Ha
30pasemo Ha HCUBOMHUME, HA XYMAHHOMO OMHOUIEHUE KbM HCUGOMHUME U HA

OKOJIHama cpeoa u ce onazea 0oujecmeeHomo 3opaee.

3) Perynaropnara paMka Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOIYKTH CII€/[BA J]a OTUNTA
noTpeOHOCTUTE Ha (PapMalleBTUYHUTE MPEIIPUATHUS 32 BETEPUHAPHU MPOIYKTH U HA
THPrOBUSATA C BETEPUHAPHU JIEKapCTBEHU NMpoayKTu B Cwio3a. Ts ciieqBa ChIo Taka 1a e
ChOOpa3eHa ¢ OCHOBHUTE IICJIM Ha IMOJMTHKATA, TOCOYCHU B ChOOIIeHneTo Ha Komucusita
ot 3 mapt 2010 r., o3arnaseno ,,EBpomna 2020 — CtpaTerus 3a UHTEJIUTCHTEH, YCTOWUNB U

nproOIIaBaly pacTex .

Hupextusa 2001/82/EO na EBponeiickus napnamenT u Ha CbBeta oT 6 HoemBpu 2001 T.
OTHOCHO KoJiekca Ha OOIIHOCTTa 3a BeTepuHapHUTe JiekapcTBeHu npoayktu (OB L 311,
28.11.2001 r., ctp. 1).

Pernament (EO) Ne 726/2004 na EBponetickust mapinameHT u Ha CbBeta oT 31 mapt
2004 r. 3a ycraHoBsiBaHE Ha npoueaypu Ha OOIIHOCTTA 3a pa3pelIaBane 1 KOHTPOJI Ha
JIeKapCTBEHU MPOIYKTH 3a XyMaHHA U BeTeprUHAapHa ynorpe0a u 3a ch3JaBaHe Ha
EBponeiicka arenmus no aexapcrsata (OB L 136, 30.4.2004 r., cTp. 1).
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)

OnuThT MOKa3Ba, ye 1Mo OTHOUICHHE Ha JEKApCTBEHUTE MPOIYKTH NOTPEOHOCTHTE HA
BETEPUHAPHUS CEKTOP CE Pa3NyaBaT ChIIECTBEHO OT MOTPEOHOCTUTE HA CEKTOpa 3a
JIEeKapCTBEHU MPOIYKTH 3a XyMaHHa ynoTrpeda. [lo-crienmanno pasnuynu GpakTopu
00ycaBsIT MHBECTULIMUTE HA Ma3apuTe Ha JICKAPCTBEHH MPOAYKTH 32 XyMaHHAynoTpeda u
Ha Ma3apyuTe Ha BETEPUHAPHHU JIEKapCTBEHU MTPOIYKTH. BeTepuHapHUAT CEKTOp HaIpUMep
paboTH ¢ MHOTO U pa3HOOOPa3HU JKUBOTUHCKHU BUOBE, a TOBA (parMeHTHpa razapa u
M3HCKBA CEpUO3HU MHBECTHUILINH, 32 /1a MOKE PAa3pELICHUETO 32 BETEPUHAPHUTE
JIEKapCTBEHU MPOAYKTH, CHIECTBYBAIIH 32 €IUH )KUBOTUHCKHU BUJI, 1a 00XBaHE
yrnoTpebara My 3a Ipyr )KUBOTUHCKH BHI. OCBEH TOBA JIOTUKATA IIPH MEXaHU3MHUTE 3a
[IEHOOOpa3yBaHe BbB BETEPUHAPHHUS CEKTOP € HAMIBJIHO pa3NuyHa. BeiencTue Ha ToBa
[[EHUTE Ha BETEPUHAPHUTE JICKAPCTBEHU MPOYKTH OOMKHOBEHO Ca 3HAYUTEITHO MO-HUCKU
OT LIEHUTE Ha JIEKapCTBEHUTE MIPOJYKTH 3a XyMaHHa ynoTpeba. Berepunapnara
(dapMmarieBTHYHA MPOMHIIUICHOCT UMa HUIIOXKEH /i1 B CpaBHEHHUE ¢ (hapMaleBTHYHOTO
MIPOM3BOJICTBO Ha JICKAPCTBEHU MPOAYKTHU 32 XyMaHHa ynotpeba. [Topaau ToBa e
1enec00pa3Ho J1a ce U3TOTBU PeryjaTopHa pamMKa, CboOpa3eHa chC crenupuuHuTe
0COOEHOCTH Ha BETEPUHAPHUS CEKTOP, KOSITO HE MOXKE J1a C€ pa3riieka KaTo MOJIeN 3a

nasapa Ha JIeKapCTBEHU IIPOJYKTH 3a XyMaHHa yrnoTpeoa.

HacrosmuaT pernaMeHT uMa 3a Lell Ja ce HaMalld aAMUHUCTPAaTUBHATA TEXECT, J1a Ce
110/100pu GYHKIIMOHMPAHETO Ha BHTPEIIHUS [1a3ap U J]a C€ OCUTypHU M0-100p0o HaIU4Yue Ha
BETEPUHAPHU JICKAPCTBEHU IIPOJYKTH, KaTO CHIIEBPEMEHHO CE€ TapaHTHpa ONTHUMAJIHA

3almuTa Ha O6H.[CCTB€HOTO 3ApaBC U 3APABECTO HA )KUBOTHUTC, KAKTOU HA OKOJIHATA CpCaa.
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(6)

(7)

Hoenmugukayuama na onakoeKume Ha 6eMePUHAPHU J1IEKAPCMEEHU NPOOYKMU Upe3
UOeHmMmuuKayuoHHU K00oee e 00UYaAna NPAKMUKA 8 HAKOJIKO Obpicasu dienku. Tezu
ObpIHCcasU WeHKU Ca pa3padomuiu UHmMeZpupanu e1eKmpoHHU CUCeMU Ha
HAYUOHAIHO PAGHUWE 3A NPAGUIHOMO PYHKUYUOHUPAHE HA me3U KO006e, C6bP3AHU C
HayuonanHume 6azu Oannu. Bveeicoanemo Ha xapmonu3upana cucmema 3a yeaus
Cv103 He e 6uno noo10)4#ceno Ha HUKAKEA OUEeHKA N0 OMHOuIeHUEe HA pa3xooume u
aomMuHucmpamueHume nocieouyu. Bumecmo mosaowprcasume unenku cieoea oa
UMAM 6BIMOICHOCH 0a peuiasam HA HAUUOHAIHO PAGHUUE 0AIU 04 nPUEMam Ulu He
cucmema 3a UOEHMUPUKAYUOHHU KOO068e, KOAMO 0a 6boe 000aseHa Kvm
UHopmayuama vbpxy 6bHUHAMA ONAKOBKA HA 6eMEPUHAPHUME JIEKAPCM8EHU

npooykmu.

Oceen moesa cvuiecmeygaujume cucmemu 3a UOEHMUPUKAYUOHHU KOO08e, KOUMO
ROHAcCmMoAWEM ce U3NO0N36aMm HA HAWUOHAIHO PAGHULYE, Ce PA3IUYACAN NOMENHCOY CU U
Hama cmanoapmen hopmam. Cneosa 0a ce npedsudU 6b3MONCHOCH 3a paspadomeane
Ha XapMOHU3UPAH UOEHMUPUKAUUOHEH KOO, OMHOCHO Koiimo Komucuama cnedsa oa
npueme eOunnu npaguna. Ilpuemanemo nanpasuna OmHoOCHO MaKve
udenmuuxayuonnen k00 om Komucusama ne ou nonpeuun na ovpircagume 4ieHKu

oa uzbepam 0anu 0a u3NON36amM MO3U UOCHMUPUKAUUOHEH KOO.
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(8) Bwnpexu mepkume, Koumo 3emeodesickume CMonanu u Opy2u CMOnAHCKu cybekmu ca
3a0b1)4CeHU 0a 83eMam 6b3 OCHO8A HA npasuia, npuemu Ha pasnuuiemo Ha Cvio3a, no
OMHOUeHUE HA 30PABEMO HA OM2TIEHCOAHUME HCUBOMHU, 000POMO OM2eHCOaHe Ha
Jcueomuume, 0odpama xuzuena, Qyparicume, ynpasieHuemo u ouoaiocuunama
cuz2ypHocm, KUBOTHUTE MOTAT Ja CTPaaT OT peauiia 601ecT, KOUTO MOXKE J1a ce
MPEIOTBPATABAT WM JICKYBAT € 86emePUHAPHU 1eKAPCMEEHU RPOOYKMU KAKMo 3apaou
30pasemo Ha HCUGOMHUME, MAKA U 3apadu XyMAHHOMO OMHOUIEHUE KbM MAX.
BonectuTe Mo KUBOTHUTE ¥ HEOOXOAUMHUTE MEPKH 3a O0pOa ¢ TAX Morar Ja uMat
KatacTpoaTHH IMOCICTUIH 32 OTICIIHUTE )KUBOTHH, 32 IIEJIHU MOIyJIaIiH, 3a
YKUBOTHOBBJHUTE U 32 UKOHOMHUKATA. boecTu o )KUBOTHUTE, KOUTO CE MPEAaBaTr Ha
XopaTa, MOXKe Jla UMaT U CEpUO3HO OTPaKEHUE BbPXY 00IIecTBeHOTO 3/1paBe. C ories Ha
ToBa B ChI03a CJIe/iBa J]a C€ OCUTYPAT JOCTAThUHU KOJIMUYECTBA €PUKACHU BETCPUHAPHH
JICKapCTBEHH MTPOYKTH, 32 JIa MOXKE JIa CE TapaHTHPAT BUCOKH CTaHIApTH HA
00IIECTBEHOTO 3/IpaBe U 3[PaBETO HA KUBOTHUTE, KAKTO U 32 PA3BUTHE HA CEIICKOTO

CTOIIAHCTBO U CCKTOPA HA aKBAKYJITYpHUTC.

9) C HacToAIMA PErJIaMEHT CJIE/IBA JIa C€ YCTAHOBST BUCOKH CTaH/IAPTH 33 KA4€CTBOTO,
0e30macHOCTTa U e(hUKACHOCTTA HA BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH B OTTOBOP Ha
HIMPOKO U3PA3eHH OMACEHHsI OTHOCHO 3allliTaTa Ha OOIIECTBEHOTO 3/[paBe U 37JpaBEeTO HA
KUBOTHUTE, KAKTO U HA OKOJIHAma cpeda. B cbII0TO BpeMe C HACTOSAIIHS PeTITaMeHT
ClIe/iBa Jla c€ XapMOHHU3UPAT TpaBUIIaTa 3a pa3peliaBaHe Ha BETEpUHAPHUTE JICKApCTBEHH

IMPOAYKTH U 34 ITYCKAHCTO UM Ha I1a3apa B Cnro3a.

(10) Hacmoawuam pecnamenm He ciedga 0a ce npuaiaza 3a 6emepuHapiiu 1eKapcmeeHu
npoOyKmu, KOumo He ca NPEMUHAIU nPe3 NPOMUULTIEH RPOYEC, Kamo Hanpumep

Henpepadomena Kpve.

13328/18 eik/IA/tg
IMTPUJIOXXEHUE GIP.2 BG



(11)

(12)

(13)

Ilpomugonapasumnume cpedcmea 6KI0O46AM U 6eU{eCmMed, KOUmMO 0elicmeam Kamo
penenenm, KOUmo ce npediazam 3a ynompeoa Kamo eemepuHapHu 1eKapcmeeHu

npooyKmu.

Kvm momenma nama oocmamvyno ungpopmayus 0muocHo mpaouyuoHHume
pacmumentu npooyKmu, U3noa36aHu 3a jledeHue Ha HCUBOMHU, 3a 0a ce N0360.1U
cv30asanemo na onpocmena cucmema. Cneoosamenno Komucuama cneosa oa
pasneoa 6b3IMOMCHOCHINA 3d 8bEEHCOAHE HA MAKABA ONPOCHEHA CUCIEMA 653 OCHO8A
Ha uHpopmayuama, NPeOOCMABAHA OM ObPIHCAGUME YEHKU, OMHOCHO U3NO0JI36AHEM O

Ha maxKkuea npodykmu Ha MAXHA mepumopus:t.

Hacmoawuam peznamenm ce npuiaza no OmHouieHue Ha 6emepuHapHume
JleKapcmeenu npooyKmu, 6KI0UUMEIHO MaKuéa npooykmu, koumo ¢ /lupexkmuea
2001/82/EO ca nocouenu Kkamo ,npemMuKcu“ u KOumo 6 HACMOAUWUA Pe2laMeHm ce
cuumam 3a hapmayeemuuna popma na eemepunHapeH 1eKapcmeeH npooyKm, 00Kamo
me3u npooyKmu He 0v0am 6K1104EeHU 8 MEOUKAMEHMO3HU PYPadrcu UlIu MeHCOUHHU
npodykmu, cned koemo Peznamenm (EC) 2018/... na Eeponeiickusa naparamenm u na

10+

Cveema ce npujiazca 00 U3K/II0YBAHEmMO HaA rHacmoAauiusa pecilamenm.

10

Peznamenm (EC) 2018/... na Eeponeiickusa naparamenm u na Cvéema om... OMHOCHO
npPOU3800CMEOMO, NYCKAHEMO HA NA3apa u ynompedama Ha MeOUKAMEHMO3HU
dypaostcu, 3a usmenenue na Pecnamenm (EQ) Ne 183/2005 na Eeponeiickus naparamenm
u na Cveema u 3a ommana na /lupexkmuea 90/167/EUO na Cveema (OB L ...).

OB: mons, 6veedeme 6 mexkcma Homepa, a 6 denexcKama noo JTUHUA — HoMepa, damama
u oannume 3a nyonuxayuama na ookymenma ¢ COD 2014/0255.
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(14) 3a 0a ce zapanmupa npasuinomo npuiazane U NPAGUIHOMO 003UPAHE HA HAKOU
6emepuHapHu 1eKapcmeeHu nPOOyKmu, KOumo mpaoea 0a ce 0asam Ha HcUueoOMHUmMe
npe3 ycmama 6v6 (hypasricu unu 600a 3a nuene, 0cod6eno npu neueHue Ha 2pynu
HCUBOMHU, MAKOGA NPUNAZAHE C/1€08a A ce Onuuie noOpooHO 6 UH(oOpmayuama 3a
npodykma. Cneosa oa 6v0am npedocmageHu OONvIHUMETHU UHCMPYKUUU 3a
nouucmeane Ha 060pyosanemo, U3N0J36aH0 3a NPUNAAHEMO HA me3U NPOOYKmU, 3a 0a
ce u30a26a KPbCMOCAHOMO 3aMbPCABAHE U 3 04 Ce HAMANU AHMUMUKPOOHama
pezucmenmnuocm. C yen oa ce noooopu epekmuenama u de3onacna ynompeoda na
6éemepuHapHume 1eKapcmeeHu npooyKmu, pa3peuienu u npeonuceani 3a npuiazane
npes ycmama no HQYUHU, PA3TUYHU OM yRompedama um noo gpopmama Ha
MeOuKameHmo3nu Qypaixcu, Kamo HAnPUMep cMeceane Ha 6004 3a NUEHe C
6emepuHapHu 1eKapcmeeHu RPOOYKmu uil pPouHo CMecéane Ha 6emepuHapru
Jlekapcmeenu npoodyKmu ¢ pypasrca, Koimo ce 0a6a om HCugoOmMHO8LOA HA HCUGOMHU,
OM2Nexcoanu 3a npou3zeo00cmeo Ha xpanu, Komucuama, kocamo e neo6xooumo, cieoea
oa npuema oenezupanu akmoese. Komucuama cneosa oa é3ema noo 6HuManue
Hayunume npenopvku na Eeponeiickama azenyus no n1ekapcmeama, cv3oadena ¢
Peznamenm (EO) Ne 726/2004, (,,Azenyuama*), nanpumep no omuouieHue Ha MepKume
3a ceexcoane 00 MUHUMYM HA NPEOOZUPAHEMO UIU HEOOCMAMBUHOMO 003Upane,
HeGOIHOMO npuiazane 6bPXy 6UO08€ HCUGOMHU, 3 KOUMO He € NPeOHA3HAYEH
RPOOYKmMBM, pUCKA OmM KPbCMOCAHO 3AMBPCABAHE U PA3ZNPOCMPAHEHUEMO HA me3uU

npoOyKmu ¢ OKoJHama cpeoa.

(15) C nen f1a ce XapMOHM3Mpa BTPEIIHUAT Ma3ap Ha BETepUHAPHUTE JIEKapCTBEHU MPOIYKTH
B Cb103a M J1a ce OCUTYPAT MO-A00pH YCIIOBHS 32 CBOOOIHOTO UM JBHKEHHE CJIE/IBA Ja ce
YCTaHOBSAT IIPaBUJIa OTHOCHO MPOLEAYPUTE 3a pa3pellaBaHe Ha TE3U MPOIYKTH, TaKa 4ue Ja
ce o0e3neyar eIHaKBH yCIOBHS 33 PA3IVIEkKAAHETO HA BCUUKH 3asiBJIICHUS U IIPO3payHa

ype;[6a 3a BCUYKHU 3aUHTCPECOBAHU CTpPAHU.
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OO0XBaThT Ha 3aIBJKUTEIIHOTO U3M0JI3BaHE Ha LIEHTpaIM3UpaHaTa Ipoueaypa 3a U3aBaHe
Ha pa3pelieHue, Ipu KOATO pa3pellleHusTa ca BaMAHH Ha 1s1aTta Tepuropus Ha Chio3a,
cleqBa Ja BKIIOYBA, iner alia, IpOAYKTH, ChIbP>KAIlM HOBU aKTUBHHU BEIIECTBA, KAKTO U
MPOJIYKTH, OJIYYSHH UYpe3 ThKaHHO WU KJIETHYHO UHKEHEPCTBO, 6KIIOUUMETHO
6emepuHapHu 1eKapcmeeHu nPOOyKmu 3a HO6AmMOPCKU MEemoou Ha eueHue, ¢
U3KI04UeHue HA KPBbEHU CHCMABKU, KAMO NAa3mMa, mpoMOOyUmHu KOHYEHmMmpamu uiu
uepeenu KpveHu Kiemku. ChIIEBPEMEHHO C 11eJ1 a ce 00e31eYd Bb3MOKHO HAM-TOIsIMO
HaJM4Ke Ha BETEPUHAPHU JICKAPCTBEHU NMPOAYKTU B CbI03a, 00CHMbNbM HA MATKUmMe U
cpeonume npeonpusamus (MCII) 0o uenTpanu3upaHaTa npoueaypa cieosa 0a 6voe
Y1eCHABAH YPe3 6CUUKU NOOXO00AUU CPEOCMEa U U3NOI36AHEMO HA MaA3U NPOyedypa
CJIe[IBa Ce pasllupH, TaKka 4e MO Hes J]a MOraT Jia ce MO/aBaT 3asBIICHHUS 33 BCAKAKBU
BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH, B TOBA YHCIIO 32 TCHEPUUHHU MMPOAYKTH HA
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, 3@ KOUTO € IIPEIOCTABEHO PA3pELICHUE 110

HaI[MOHAJHA MPOoLIeypa.

(17) 3amanama unu 006agaAHemo HA HO8 AHMUZEH UIU HA HO8 WAM NPU 8ede pa3peuienu
UMYHOI0ZUYHU €M EPUHAPHU JIEKAPCHEEHU NPOOYKMU, KAMO HARPUMED CPEULy
uH@IYenya no nmuyume, CUH e3UK, Wan uiu UHQIyeHya no Koneme, He c1€06a 0a ce
pasznexcoam Kamo 000agsaHe HA HOBO AKMUBGHO 8EU{eCMBO.
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(19)

(20)

21

Haunonannara npouenypa 3a pa3peliaBaHe Ha BEeTepUHAPHU JIEKAPCTBEHU MTPOIYKTH
CJIe/IBa J1a Ce 3ama3y ¢ OrJie]] Ha pa3IMYHUTE HYXKJIU B Pa3IMYHU Teorpad)CKu 30HU Ha
Crpro3a 1 ¢ orsies Ha cronanckara crienduka Ha MCII. Cneasa aa ce rapaHTupa, ue
paspenieHus 3a ThProBHsl, MPEJOCTABEHU B €/HA JbprKaBa YICHKA, Ce MPU3HABaT B

OCTAHAJIUTC ABbPKABU YICHKHU.

C men ga ce moanoMorHart 3asButenute u mno-crenuanio MCII na u3meinHaT
N3UCKBAHUsATA HA HACTOSIIIUA pCFJIaMCHT, [['bp)KaBI/ITe YJICHKU CJICABA Ja JaBaT
KOHCYJITAllMU Ha 3asIBUTEIIUTE I . Te3u KOHCYyATAIIMU Cie/iBa 1a ObAAT TaBaHU B
JOMBJIHEHHE KbM JJOKYMEHTAIUsATa C ONIEPaTUBHU HACOKH U OCTaHajaTa uH(OpMalus u

CBhICHUCTBUE, KOUTO ATEHIUATA MpPEJiara.

3a na ce nu3berHe HeHy)KHa aIMUHUCTPATHUBHA U (DMHAHCOBA TEXKECT 3a 3asBUTEIIHUTE U 32
KOMIIETEHTHUTE OPTaHH, IbJIHA U 33bJI00UYCHA OIICHKA Ha 3asBJICHUETO 3a pa3pellaBaHe
Ha J1aJIeH BETEpUHAPEH JIEKapCTBEH MIPOJYKT CJIe/iBa Jia ce IpaBu caMmo BeAHbXK. [lopaau
TOBA € 1IeTIeChOOPA3HO /1a Ce ONPEACIST CIeIHATHH MPOIeyPH 3a B3aMMHO ITPH3HABAHE

Ha pa3pelICHus, IPEAO0CTABCHU 10 HATMOHAJIHATA ITpoucaypa.

CrnenBa cblI0 Taka Ja ce OoNpeAessaT IpaBuiia B paMKHUTE Ha Ipollelypara 3a B3aUMHO
IMPpU3HABAHEC, YPE3 KOUTO Bb3HUKHAIN pa3HOrIaCusad MCXKAY KOMIICTCHTHUTC OPraHu Ha
JI'bP’KABUTE YIECHKH B KOOPAMHALIMOHHA IPYIIA 3d 63AUMHOMO RPU3HAGAHE U
oeyenmpanuupanama npouedypa 3a 6emepuHapru 1eKapcmeenu npooyKmu
(,;Koopounayuonnama zpyna“) na ce paspemiaBat 6e3 HeHyXHO 3a0aBsiHe. C Hacmoawusa
peznamenm ce onpeoensim u HOGU 3a0a4u 3a KOOPOUHAUUOHHAMA 2PYNA, 6KTIOYUMENTHO
U320MeAHEmMO HA 200UWEH CRUCHK HA pedhepeHmHume 6emepuHapHu 1eKapcmeeHu
nPOOYKmMuU, YUUmMo KpamKu XapaKmepucmuku nooaedcam Ha Xapmonusupaue,
u30asanemo Ha NPEnopPvLKU 3a apmaxkoi02uinHa 60UmMenaHoOCm u yuacmuemo u 6

npouedypama 3a 00padomeane Ha CUZHATU.

13328/18 eik/IA/tg 13
IMTPUJIOXXEHUE GIP.2 BG



(22)

(23)

(24)

Korato criopen abprkaBa 4iIeHKa, I Komucusita unu npumesicamens na pazpeuwienuemo
3a Mppzo6us UMa OCHOBAHUS Jla CE CMSTA, Y€ JAaJIeH BETEPUHAPEH JIEKAPCTBEH MPOJTYKT
MOYKeE J1a TPEJICTABIISIBAa TOTEHIMAJICH CEPUO3EH PHCK 32 3/IpAaBETO HA XOpaTa UK 3IPaBETO
Ha KMBOTHHUTE, WJIM 33 OKOJIHATa CpeJia, CJIC/IBa J1a CC HAllPaBU Hay4yHa OLICHKA Ha
NpoJyKTa Ha paBHHIIETO HAa ChI03a, BOJICIIA 10 €AMHHO PEIICHUE 110 MPEIU3BUKAIUTE
pas3yn4usi BRIPOCH, ChC 33bJDKUTEIICH XapaKTep 32 ChOTBETHUTE IbPKABH YWICHKHU U

OCHOBAaHa Ha OAJI0CTHA IMMPEHCHKA Ha CbOTHOIICHUETO MEXKAY I10JI3aTa U pHUCKa.

He CJI€ABa Ja CC pa3pfuiaBaT IIyCKaHCTO Ha I1a3apa I B Cpro3a Ha BETCPUHAPECH
JICKApPCTBCH IIPOAYKT, 3a KOMTO HAMA IpeaoCTaBCHO pa3spCICHUC U YUCTO Ka4CCTBO,

0€30I1aCHOCT U e(l)I/IKaCHOCT HE Ca JOKa3aHH.

Paspemienue 3a TBProBusi ¢ BETCPUHAPHH JICKAPCTBEHH MPOAYKTH, PEIHA3HAYCHH 32
YKUBOTUHCKH BHJIOBE, KOMTO C€ OTIJICKIAT 33 IPOU3BOJICTBO HAa XpaHH, CIIe/Ba Jla Ce
IPEZOCTaBs caMo ako (papMaKOJOTHYHO AKTUBHHUTE BEIIECTBA B ChCTaBa Ha MPOIYKTA ca
paspeuienu B choTBeTcTBUE C Pecnamenm (EQ) Ne 470/2009 na Eeponeiickusn

napiaamenm u Ha Cwema”

U C 6CUYKU aKkmoee, npuemu Ha OCHosama Ha mo3u
peziamenm, 3a )KUBOTHHCKHUTC BUJOBEC, 3a KOUTO € IIPCAHASHAYCH BCTCPUHAPHHA

JIEKapCTBEH MPOIYKT.

11

Peznamenm (EO) Ne 470/2009 na Eeponeiickusa napaamenm u na Cveema om 6 maii
2009 2. omnocno ycmanoeaeane na npouedypu na Qouinocmma 3a onpeoenane Ha
oonycmumume CMOUHOCHU HA OCIMAMBYHU KOTUYECH A Om (PaAPpMaAKOI0ZUYHO
AKMUGHU CYOCMANYUN 68 XPAHU OM HCUBOMUHCKU RPOU3X00, 3a ommana na Peznamenm
(EHO) Ne 2377/90 na Cveema u 3a uzmenenue na /lupekmuea 2001/82/EO na
Eeponeiickua napnamenm u na Cveéema u na Pecnamenm (EO) Ne 726/2004 na
Eeponeiickua napnamenm u na Cveéema (OB L 152, 16.6.2009 2., cmp. 11).
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(26)

(27)

BB3MoxxHO € 06aue npu onpeseneH: 00CTOATENCTBA J1a HE € HAJTMYeH MOAXO0ISII U
paspellieH BeTepruHapeH JeKapcTBeH npoaykT. [1o u3kitoueHne B TakuBa ciiyyau Ha
BETEpPUHAPHUTE JIEKapH CJIe/IBa J1a Ce JaJie Bb3MOXKHOCT Ja MPEANUCBAT APYyru
JIEKAPCTBEHU MPOAYKTH 32 )KUBOTHHUTE, 32 KOUTO OTIOBAPSAT, B ChOTBETCTBUE ChC CTPOTH
MpaBujia U €IMHCTBEHO B MHTEPEC Ha 3/I[PAaBETO HA JKUBOTHUTE WJIM XyMaHHOTO OTHOIICHUE
KbM TX. [IpH )KUBOTHH, OTTJIEKJaHH 32 MPOU3BOICTBO HAa XPaHU, BETEPUHAPHUTE JICKAPH
cleqBa Ja MpeAnucBar MoAX0 s KApeHTEH CPOK, C LIeJ Jla Ce rapaHTupa, 4e B
XpaHUTEJIHATA BepUra HsiMa Ja MOCTHIIAT BPEHU OCTATHhYHU BEIIECTBA OT JICKAPCTBEHUTE
IPOAYKTH, U c1edea 0a ce 00pvula 0Co0eHo 6HUMAHUE NPU ynompedama Ha

AHMUMUKPOOHU cpeocmea.

JbpxaBuTe WIEHKH ClI€Ba J1a MOTraT Jia pa3peluaT 1o U3KJIIoUeHUe ynorpedara Ha
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, 32 KOUTO HsIMA MPEAOCTABEHO pa3pellieHue 3a
THProBHs, aKO TOBa € HeoOXo Mo 3a Oopba ¢ 6onecTH, BKIIIOUEHHU B ciuchln Ha Chio3a,
Ul ¢ HOBOBB3HUKBAWU DOJlecmu, Y aKO 3/IpaBHATa 0OCTAaHOBKA B bpKaBaTa UJICHKA

Hajiara ToBa.

[Tpensun HeOOX0AMMOCTTA OT IPOCTH IIPAaBUJIA 32 U3MEHEHHE Ha pa3pelIeHusITa 3a
THProBUS C BETEPUHAPHU JIEKApPCTBEHU NPOAYKTH Hay4yHa OLEHKA CJIE/[BA J]a CE U3MCKBa
caMo 3a MPOMEHHU, KOUTO MOTaT Jla UMaT OTpaKeHUE BbPXY OOIIECTBEHOTO 3/1paBe WIn

3APAaBCTO HA JKUBOTHUTC, WJIK BBPXY OKOJIHATA CpEaa.
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C Jlupextusa 2010/63/EC na Esponeiickus napnament u Ha ChBera'? ce ycTanopspar
pasnopeou 3a 3aluTa Ha )KUBOTHHUTE, U3I0JI3BAHH 32 HAYYHHU L€, B3 OCHOBA Ha
NPUHIIMIIATE Ha 3aMeCcTBaHe, HaMalsgBaHe U oOjexkyaBaHe. OT o0xBaTa Ha MOCOYEHATA
JUPEKTUBA Ca U3KJIIOUYEHU KJIMHUYHUTE U3MUTBAHUS Ha BETEPUHAPHU JIEKapCTBEHU
npoAyKTH. Pa3paboTBaHeTO M MPOBEXKAAHETO HA KIMHUYHUTE U3IIUTBAHUS, UYPE3 KOUTO CE
Ha0aBs chllecTBeHa HH(POpMaLIHs OTHOCHO 0e30macHOCTTa U e(pUKacHOCTTa Ha
BETEPUHAPHUS JIEKAPCTBEH MPOAYKT, CJIe[Ba /1a B3eMar I10/1 BHUMaHUE Te3U MPUHLIUIN Ha
3aMecTBaHe, HaMaJsIBaHE M 00JIeKYaBaHe IPH MOJaraHeTo Ha TPIKU M U3II0JI3BAHETO HA
YKUBOTHM 3a HayUHU LIEJIN U CJIEJBA /1a C€ ONMUMUZUPAM, Kamo ce Pa3padoTBar u
U3BBPIIBAT [10 HAYUH, KOWTO 00e3IeyaBa Hall-yI0BJIETBOPUTEIHHU PE3YyITaTU C Hall-MaIKo
Ha Opoii xkuBoTHU. [Iponieaypute 3a TakuBa KIMHUYHH U3MUTBAHUS CJI€/IBA J1a Ca
paspadomenu no maKkve HAYUH, Ye 04 ce uzba26a npuuUHAGaHemo Ha OOJKa, CTpalaHKe
WM CTPEC Ha )KMBOTHUTE, U Jja OBbAAT ChOOPA3EHU C MPUHLIMUIIUTE, YCTAHOBEHHU B
Hupextusa 2010/63/EC, éxkntouumenno uznonzeanemo npu 6CAKa 6b3MOHCHOCH HA
aimepHamueHu mecmoase U Ha Hacokume Ha MexcOyHapoOHOmo cbmpyOHUYEeCcmeo 3a
XAPMOHU3AUUA HA MEXHUYECKUmMe UUCK6AHUA NPU PeSUCMPUPAHE HA 6eMePUHAPHU

nekapcmeenu npooykmu (, VICH®).

12

Hupexrtusa 2010/63/EC na EBponeiickus napaameHT u Ha CbBeTa oT 22 cenTeMBpU

2010 r. oTHOCHO 3amuTaTa Ha )KUBOTHUTE, U3MOJI3BaHU 3a Hayuynu mnenu (OB L 276,
20.10.2010 r., cTp. 33).
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[To-moOpusT MOoCTHIT A0 MHGOPMAITUS OBHINIABA OOIIIECTBEHOTO Ch3HAHNUE, /1aBa
BB3MOKHOCT Ha 00IIIECTBEHOCTTA Ja U3Pa3h CBOUTE CTAHOBUIIA U € CPEACTBO
KOMIIETEHTHUTE OPTaHH HAJJIEKHO J]a B3eMAaT 110]] BHUMaHHE MPEJICTaBEHUTE BUKIaHUS.
Ilopaou moea oouwgecmeenocmma cneosa 0a uma 00cmvn 00 uHpopmauusn ¢ dazama
OaHHU 3a npoOyKmume, dazama OaHHU 3a hapmakonozuuna 60umennocm u dazama
OaHHU 3a NRPOU3BOOCMEO U MDBPZOBUA HA €0PO, C/1€0 KAMO KOMNEMEeHMHUAM OP2aH e
3a1uuUl 6CAKAKea nosepumenna mopzoscka ungopmayusa. C Pernament (EO)

Ne 1049/2001 na EBponeiickus mapnamenT u Ha ChBeta'® ce 1aBa BE3MOKHO Haii-ronsma
[JIACHOCT Ha MPABOTO HA MYOJIMYEH JOCTHII 0 JTOKYMEHTH U CE OTPEASIIT O0IIHTe
MPUHIIMIIY U OrpaHuyeHwus 3a ToBa. C oryes Ha ToBa ATEHIIMATA CJIeBA 1a OCUTYpHU
BB3MOKHO Hal-IIMPOK JOCTBHII 0 JOKYMEHTHTE, KaTO rapaHTHpa BHUMATEITHO OOMHCIICH
OanaHc MEXy IPaBOTO Ha MH(GOpPMAIHA U ChIIECTBYBAIIUTE N3UCKBAHUS 32 3aIIMTA HA
nanaute. OnpeneneHy o0meCTBEH! U YaCTHU MHTEPECH KaTo JTMYHHUTE JaHHU U
MOBEpUTETHATA ThProBcka HHPOpMAIIHS clieABa J1a ObaaT 3alIUTEHU TTOCPEICTBOM

u3KiIoueHus B cbotBercTBUE ¢ Permament (EO) Ne 1049/2001.

13

Pernament (EO) Ne 1049/2001 na EBporneiickus mapnament 1 Ha CbhBeta ot 30 Mmaif
2001 r. oTHOCHO MyOJIMYHUS JOCTHII 10 TOKYMEHTH Ha EBporielickus napiaMeHT, Ha
CoBera u Ha Komucusita (OB L 145, 31.5.2001 r., cTp. 43).
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€2))

[TpeanpusiTusTa UMAT NO-MATBK HHTEPEC A2 Pa3paboTBAT BETEpUHAPHU JIEKAPCTBEHU
IPOAYKTH 3a orpaHnyeH naszap. C 1en 1a ce HacChpuu HAJIMYUETO Ha BETEpUHAPHU
JeKapcTBeHU MpoaAyKTH B Chlo3a Ha TE3M I1a3apH, B HAKOU CIIy4yaM CJe[Ba Jia ce Jajie
BB3MOXHOCT /12 C€ MPEJOCTaBAT Pa3peLIEHUs 32 ThPrOBUs, 32 KOUTO HE € MOJa/IEHO ITBJIHO
JI0CHE€ T10 3asIBJICHUETO, Bb3 OCHOBA HA OLIEHKA HA I10J13aTa U PUCKA B KOHKPETHUTE
00CTOATEINICTBA U aKO € HEOOXO0IMMO — KaTo Ce MPEABUAAT CIeLUanHu 3aabkenus. [1o-
CHELMAIHO, IPEIOCTAaBIHETO HAa TAKUBA pa3peLleHNs 32 ThProBUs cie/iBa 1a ObJe
BB3MOXKHO 332 BETEPUHAPHU JIEKAPCTBEHU MPOILYKTH, PEAHA3HAUYEHHU 32 BTOPOCTEIIEHHU
BUJIOBE WJIN 3a JICUYCHUE WK MPo(UIIakTHKa Ha 00JIECTH, KOUTO HE CE CPEIIaT YeCTO WU ce

cpelaT B OrpaHu4YeHu reorpadcku oomacTu.

3a BCHYKHU HOBU 3asBJICHHS 32 PaspCiCHUE 3a TbProBuA CJICABA 3aABJIXKUTCIIHO Ja CC
HU3BBbpIHIBA OLICHKA HA PUCKA 3d OKOJIHATa CPClia, KOATO Id BKJIIOYBA JIBa €Tallad. Ha IIbPBUA
€Tall CJICABA J1a CC OLCHAT CTCIICHTA HAa U3JIalraHC Ha OKOJIHATa CpClia Ha BB3H€ﬁCTBHCTO Ha
MMpOAYKTA, HCTOBUTC AKTHBHHU BCUICCTBA U APYI'UTC MY CbCTAaBKH, 4 HA BTOpUA €TAll —

BT)3[[€I>'ICTBI/I€TO OT OCTaThb4YHH KOJIMYCCTBA OT aKTUBHHU BCIICCTBA.
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Kozamo uma onacenus, ue oadeno gpapmayeemuuno eeuiecmeo mosyce 0a
npeocmasnasa cepuo3en PUcK 3a OKOJIHAma cpeod, mosce 0a e ueaecvoopaHo
moeaseuiecmeo 0a 6voe nposepenHo 8 Konmexcma Ha 3axkonooamescmeomo Ha Cvro3a é
oonracmma na oxkonnama cpeoa. Ilo-cneyuanno, cvenacuo Jupexkmuea Ne 2000/60/EO
na Eeponeiickua napramenm u na Cveema'®, moosice 0a e yenecvobpasno oa ce
onpeoenu 0aiu moea euiecmeo e 6eulecmeo 3a 6KII04U8aHe 6 CRUCHKA 3a HADII00eHUe
HA ROBBPXHOCMHUME 600U C Uea 0a ce Cvyoupam 0anHu om moHumopunza my. Moosce
0a e yenecvodpasno moea eeuiecmeo 0a 6voe 6KIIUEHO 8 CHUCHKA HA
npuopumemHnume eeuiecmeda u 0a 6voe onpeoeieH CmaHoapm 3a eKoa02U4HO Kauecmeo
3a moea eeuyecmeo, KAaKmo u 0a 0v0am onpeoeneHu MepKu 3a HaMAaIA8aHe HA
Hezoeume emucuu 6 okonnama cpeoa. Te3u mepku ouxa moznu 0a 6K1I0OUEAM MEPKU 3d
Hamansaeane HaA eMucuume oM NPOU3BO0CHEOMO Upe3 U3N0JI136aHe HA HAl-00Opume
nanuynu mexuuku (H/AHT) ¢ coomeemcmeue c /lupexkmusa Ne 2010/75/EC na

15, 0CO0eH0 aKko emucuume Ha AKMUGHU

Eeponeiickua napnamenm u na Cveema
dapmayeemuynu cocmagxku ca onpedesieHu Kamo Kilo4oe eKo102uden 6bnpoc no
épeme Ha U320MeEAHEemo Ui nPepas32iedcoOanemo Ha CbomeemHume peepenmnu
00Kymenmu 3a Haii-000pume Haauunu mexuuku (BREF) u npudpyscasaujume cu

3axnouenusn 3a H/[HT.

14

15

Hupexmuea 2000/60/EO na Eeponeiickusa naparamenm u na Cvéema om 23 okmomepu
2000 2. 3a ycmanogaeane na pamka 3a oeiicmeuama na QOduwpocmma é oo1acmma Ha
noaumuxama 3a eooume (OB L 327, 22.12.2000 ¢., cmp. 1).

Jupexmuea 2010/75/EC na Eeponeiickua naparamenm u na Cveema om 24 noemepu
2010 2. omnocno emucuume om nPoOMUULIEHOCIMMA (KOMRAEKCHO NPE0oOmepamsaeane u
Konmpoa na 3amvpcasanemo) (OB L 334, 17.12.2010 2., cmp. 17).
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W3BBpIIBAaHETO HA TECTOBE, NPEAKIMHUYHN U3CICABAHNUS U KIMHUYHU U3IUTBAHUS €
CBBP3aHO C TOJIEMHU Pa3XOH 3a MPEANpPUATHSATA, 32 J1a MOTaT Jla IPEICTaBsIT
HEOOXOUMUTE JJAHHU MPU MOJJaBaHETO Ha 3asBJICHHUE 32 pa3pelIeHNe 3a ThPrOBHs WU 32
oTpenieNsiHe Ha MAaKCUMAITHO JTOTTYCTUMH CTOMHOCTH Ha OCTaThUHHU KOJHYECTBA OT
(apMaKoIOTUYHO aKTUBHU BEILIECTBA 3@ BETEPUHAPHUSA JeKapCTBeH MpoayKT. CreaBa 1a
Ce OCUTYPH 3allliTa Ha Ta3u MHBECTULUS C 1IeJl 1a C€ HachpyaT HAyYHUTE U3CIICBAHUS U
WHOBAIINNUTE, HO-CHEUUAIHO 6 chepama Ha eemepUHapHume 1eKapcmeeHu nPoOyKmu 3a
6mopocmenennume 6u008e U AHMUMUKPOOHUmMeE cpedcmea, Taka e 1a ce 00e3neyn
HAJIMYMETO HA HEOOXOMMHUTE BETEPUHAPHU JIEKapCcTBEeHHU MpoaykTu B Chio3a. C ornen Ha
TOBA JIaHHUTE, MMPEJAOCTABEHN Ha KOMIIETEHTEH OpraH Win Ha AreHIusTa, cjae/iBa 1a Obaat
3alIUTeHH, TaKa Y€ J]a He MOXKE Jla c€ YIOTpeOsBaT OT Apyru 3asBuTenu. Tasu 3ammra
o0aye ciezBa J1a ce OrpaHUYH 3a OIPEIEIIEH CPOK, 3a J]a HE Bb3MPEIATCTBA
KOHKypeHuusta. I1o0oona 3auwyuma na uneecmuyuume cedeéa 0a ce nPUIaza u no
OMHOWIEHUE HA U3CN1e06aAHUA 8 NOOKPena HA HO8A (apmayeemuuna hopma, HO8 HAUUH
Ha npuiodceHue uiu Hoéa 003UpPo6Ka, ¢ KOUMO ce HaManAa8a AHMUMUKPOOHama
Pe3ucCmenmnHocm Uiy nPOmMueonapasumHama pe3ucmeHmHoCm uiu ce nooodpaea

cCbomHouileHuemo Meafco_y nojizama u pucka.

(34) Hsxou 1aHHM M TOKYMEHTH, KOUTO OOMKHOBEHO TPsiOBa Ja ce M0/1aBaT ChC 3asBICHUETO 32
paspenieHne 3a ThProBuHs, ClIe/IBa Ja HE Ce U3UCKBAT, aKO BETEPHHAPHHST JICKAPCTBEH
IIPOJYKT € TEHEPHUUYEH ITPOJYKT HAa BETEPUHAPEH JIEKAPCTBEH IPOAYKT, KOMUTO € pa3peuieH
wiu e Ouil paspertieH 3a ynorpeba B Cbro3a.
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(35)

OtuyuTa ce, ye NOTEHIIMATHOTO Bbh3/IEUCTBHE HA MPOAYKTA BbPXY OKOJIHATA Cpella MOXKeE J1a
3aBUCH OT U3MOJI3BAHUS 00E€M M MMOJTYyYEHUTE BCICACTBHE HA TOBA KOJIMYECTBA OT
(dhapMareBTUYHOTO BEIIECTBO, KOUTO MOJKE JIa IOCTHITAT B OKoJIHATa cpena. [1o Taszm
MpUYMHA KOTATO ca HAJIUIIE JI0KA3aTeJICTBa, Ye JAa/IeHa ChCTAaBKa B JICKAPCTBEH MPOAYKT, 3a
KOWTO € MOJIaJICHO 3asiBJICHUE 3a pa3pelIeHue 32 ThProBUs KaTO FT€HEPUYCH BETEpPUHAPEH
JIEKapCTBEH MPOAYKT, € OTlacHa 3a OKOJIHATA Cpefia, € 1esIechboOpa3Ho Ja ce M3UCKAT TaHHH
OTHOCHO MOTEHIIMAITHOTO €KOJIOTMYHO BB3JICUCTBHE C IIEJ1 Ja CE MPEe/Ia3h OKOJHATa Cpea.
B takuBa ciyuau 3asBUTEIHTE CIIE/IBA Ja C€ CTPEMST Jja OOCIUHAT yCUITUATA CH 32
CHOMPAHETO HA TAaKMBA JIAaHHM, 32 J1a MOTAT J]a C€ HAMAJIST Pa3XOUTe U JIa C€ OrpaHuvaT
TECTOBETE BHPXY IPbOHAYHU KUBOTHU. Ycmanosaeanemo na eounna oyenka Ha Cvioza
Ha eKolocUYHUme C80IICINEa HA AKMUBHUME 6eUleCNea 3d 6emepUuHapHa ynompeoa
upe3 cucmema 3a npeaied b3 0OCHO8A HA AKMUGHUME geujecmea (,MoHozpaguu ‘) ou
MO02710 0a npeocmasnaea 6b3modxcua anmepuamusa. Emo 3zauwo Komucuama cneosa oa
npeocmaesu 0oknao na Eeponeiickua napramenm u na Cveema, Koitmo oa pazziexicoa
0CHULECMBUMOCIMA HA MAKABA CUCHIEMA HA MOHOZPAPUU U HA OPY2U 8BZIMONCHU
amepHamueu 3a OYeHKa Ha PUCKA 3a OKOJIHAMA cpeoa npu eemepuHapHume
JleKkapcmeenu npooyKmu, RPUOPYHCEH O 3aKOHOOAMEeJIHO NPEDI0HCEHUE, AKO Moed e

uenecvyo0pasno.
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(36) CrnenBa J1a ce OCUTYpH 3alllUTa Ha TEXHUYECKATa JOKYMEHTAlMsI 32 HOBU BETEPUHAPHU
JIEKapCTBEHH NPOJIYKTH M 3a ITaHHHU, pa3paboTeH! B NOAKpENa Ha HHOBAIHMY 3a ITPOAYKTH,
3a KOUTO MMa JICHCTBAIO Pa3penIeHne 3a THPTOBHS HIIH 32 KOUTO CE IIPaBH [M030BaBaHe Ha
JeUCTBAIIO pa3pelieHue I . B TakuBa ciay4au 3asBICHHETO 32 IPOMSIHA WIIN TPEAOCTABSIHE
Ha pa3pelleHue 3a ThPrOBUs MOXKE OTYACTHU J1a CE II030BaBa Ha Beue NPEJOCTaBEHU JaHHU
3a MPEIX0IHO Pa3pelIeHue 3a THProBUs WIIH 32 3asBJICHHE 32 IPOMSIHA Ha Pa3pelICHUETO U
Cclle/iBa J1a ChABpPIKAa HOBU JIAHHM, U3TOTBCHHU CIICIIHATHO B MOJKpENa Ha XKeJaHaTa

HHOBalMs 3a CbIICCTBYBAIIUA ITPOAYKT.

(37) Pasznuyus B mpou3BOACTBEHNUS MPOLEC HA OMOIOTUYHH MPOTYKTH WU MPOMSHA Ha
MIOMOIITHOTO BEIIECTBO MOXE J1a I0BEAAT 0 pa3inyns B XapaKTepUCTHKAaTa Ha
reHepuyHHUTE NpoayKTH. ClleJ0BaTEIHO IPU 3asiBICHUS 3a pa3pelleHus 3a ThpProBUs C
TeHepUYHH OMOJIOTUYHH BETEPUHAPHU JICKAPCTBEHU MPOAYKTH CIIeJ[BA /1 CE JOKaXKe
TsAXHaTa OMOEKBUBAJICHTHOCT, 32 J]a MOXE Bb3 OCHOBA HA CHIIECTBYBAIIUTE IMO3HAHUS Ja

ce obe3meyar CXOJHO Ka4€CTBO U CXOJHA 0e30macHOCT U e(bPIKaCHOCT Ha IIpOAYKTaA.

(38) C uen na ce u3berHe U3NMUIITHA aIMUHUCTPATUBHA U (PMHAHCOBA TEXKECT KAaKTO 32
KOMIIETEHTHUTE OPTaHH, Taka U 3a ¢papMalleBTUYHHUS OTPAChi, B 00U CiIydai
pa3pelieHns 3a ThbproBUs C BETEpUHAPHU JIEKApPCTBEHU MPOAYKTHU CJIE/Ba Ja ce
MIPEIOCTABST C HEOTPAHUYEH CPOK Ha JIEHCTBUE. Y CJIOBHS 3a MMOJHOBSIBAHETO HA
0J100pEHUETO Ha pa3pelIeHne 3a ThProBUs ClIe/Ba Jla Ce HajlaraT caMmo 0 U3KJII0UeHHE U

na ObJaT HaJIeKHO O0OCHOBAHU.
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(39)

(40)

OTuuTa ce, ye B HAKOM ClIy4dad €AMHCTBEHO Hay4YHATa OI[CHKA Ha PUCKA HE MOXKE J1a
OCUTYpH Iis1aTa HH(OpMAIHs, Ha KOATO CJIEBa JIa CE OCHOBAaBa PEIICHUETO 3a
yIpaBJICHUE Ha PUCKA, U Y€ CIICJBA CHU40 MAKA 1A CE B3EMAT 0]l BHUMAHUE U JPYTH
ChIIICCTBCHU (baKTOpI/I, BKIIIOUHUTCIIHO COIMAIHO-UKOHOMHNYCCKH, CTUYHHU U €CKOJIOI'MYHU
CbOOpaKeHUs1, CbOOPAKECHUS, CBbP3aHH C 0JIATOCHCTOSHUETO HAa HACEIICHUETO, KAKTO U

CLO6pa}KeHI/I${ OTHOCHO OCBUICCTBUMOCTTA Ha KOHTPOJIA.

[Tpu HAKOU OOCTOSITENICTBA, PU KOUTO Ca HAJUIIE CEPUO3HH OMACCHHS 32 OOIIECTBEHOTO
3/IpaBe WU 3[IpaBETO Ha )KUBOTHHUTE, HO BCE OIIE HAMA CUTYPHU HaYYHH JIaHHH, MOXE J1a
ce mpueMar 1elechbo0pa3Hi MEpKH, KaTo ce OTYUTA THIKYBAaHETO Ha WwieH 5, maparpad 7
ot Cnopa3zymenuero Ha CTO 0THOCHO NpHiIaraHeTo Ha CAaHUTAapHU U (PUTOCAHUTAPHU
MepkH, popmynupano 3a nenure Ha Cpro3a B CrobmienneTo Ha Komucusra ot 2 ¢peBpyapu
2000 r. oTHOCHO Ipeana3HuTe Mepku. B Te3u ciiydan abpxkaBute uieHkn win Komucusta
cJe[Ba Ja MOJIOKAT YCUIIWS 32 HAMUPAHETO HA JOMBIHUTETHA HH(pOopMaus, HeoOxoauma
3a 1M0-00CKTUBHA OIICHKA Ha aCMEKTHTE, KOMTO MPEAN3BUKBAT ONIACEHUS, U CJIC/IBA JIa

npepasriesaT CbOTBETHATAa MPKa B Pa3yMHO OIIPENIETIEH CPOK.
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(41) Pa3BuTHeTO HAa AHTUMUKPOOHA PE3UCTEHTHOCT KBbM JICKAPCTBEHH MTPOYKTH 32 XyMaHHA
yrnorpe0a U BeTepUHAPHU JIEKAPCTBEHU MPOIYKTH C€ MIPEBPBIIA BB BCE MO-TOJISIM 3/IpaBeH
npo6isieM B Cblo3a U B CBeTOBEH 1U1aH. Ilopadu cnoxcnocmma na npooiema, He2060mo
MPAHCSPAHUYHO U3MEPEHUE U 2071AMAMA UKOHOMUYECKA medHcecnt, He2060mo
6b30eiicmeue HA0X6bPIA CEPUOHUME NOCIeOU U 30 30PAGEMO HA XOPama u Ha
HCUGOMHUmME U C€ e NPEEBLPHATLO 8 NPODIeM 3a 00uecmeenomo 30pase 6 C6eno6eH
Mawad, Koumo 3acaza YAI0mo 00uLecmeo u U3UCKea CneuHu U KOOpOUHUPAHU
MeHcOyCeKmopHu 0elicmeus 6 Coomeemcmeue ¢ nooxooa ,,Eono 3opaee. Tezu
oelicmeus 6K11046am 3acuiéane Ha PasymHama ynompeoa Ha anmumMuKkpooHu
cpeocmea, uzbazeane Ha MAXHOMO PYMUHHO U3N0JI36AHE 34 NPOPUIAKMUYHU U
MemaguiakmuyHu yeau, 0elicmeus 3a 02paHuiasane Ha ynompedama npu
HCUGOMHUmME HA AHMUMUKPOOHU CPEOCmEd, KOUMO ca Om peuiasauio 3HayeHue 3a
npeoomepamsaeane uiu ie4eHue Ha Heueomoacmpauiasauiu uH@ekyuu npu xopama,
KAKmo u HACbpuaeane u CMumMyaupane Ha pa3padomeanemo Ha HO8U AHMUMUKPOOHU
cpeocmea. HeoOXoaumo € cuvuio maxa 1a ce TapaHTUpa, 4Ye eTUKETUTE Ha BETEPUHAPHUTE
AHTUMHUKPOOHH CPEICTBA ChABPIKAT MOAXOISAIIH MPEAYIPEIHKIACHHS U YKA3aHUS.
Yrnorpebara Ha HIKOM HOBU WJIM U3BBHPEIHO BAXKHH 32 XOpaTa aHTUMHUKPOOHH CPE/ICTBA B
CIIy4au, KOUTO HE ce 00XBalaT OT YCIOBHATA HA Pa3peIIeHHETO 3a ThPrOBUs, ClIe/[BA /1a Ce
OTpaHWYHU BB BeTepuHapHHs cekTop. Ciensa aa ce BbBEAAT MO-CTPOTH MpaBUia 3a
pekiaMaTa Ha BEeTepHHAPHUTE aHTUMUKPOOHU CPEJICTBA, a U3UCKBAHUATA HA
pa3penIeHneTo ClieiBa B JOCTAThYHA CTETICH J1a OTYMTAT PUCKOBETE U MOJ3UTE OT

aHTI/IMI/IKpO6HI/ITe BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH.
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(42) HeobxonuMo € 1a ce orpaHiYd PUCKBT OT Pa3BUTHE HA AHTUMUKPOOHA PE3UCTEHTHOCT
KbM JICKapCTBEHU MPOAYKTH 32 XyMaHHa yrnoTpeda 1 BeTepHUHAPHU JeKapCTBEHU
npoayktu. C orjes Ha TOBA B 3asIBICHUATA 32 aHTUMUKPOOHU BETEpUHAPHU JICKAPCTBEHU
IPOAYKTH CJEBa J1a Ce MOCOYM MH(POPMALIKs OTHOCHO MOTEHIIMATHUTE PUCKOBE, e
ynoTtpebara Ha TO3H JICKapCTBEH MPOAYKT MOXKeE J]a TOBEJE /10 Pa3BUTHE HA aHTUMHKPOOHA
PE3UCTEHTHOCT MPHU XOparta, >)KUBOTHUTE WK CBBbP3aHU ¢ TsX opranu3zMu. C 1en ga ce
rapaHTupa BUCOKO paBHHUIIE Ha OOLIECTBEHOTO 3/IpaBe U 3[PaBETO HA KUBOTHHUTE,
AHTUMUKPOOHHUTE BETEPUHAPHH JICKAPCTBEHH MPOIYKTH CJIE/IBA J1a CE pa3periaBaT caMmo
CJIe[] aTeIHa HayYHa OIIEHKA Ha MOJI3UTE U PUCKOBETE. AKO € HE0OX0AUMO,
pa3pelIeHueTo 3a ThProBUsl clie/iBa J1a ObJie 00BBP3aHO C ONPENETICHH YCIOBUS, IENIAIIN
Jla ce OrpaHuyd yrnoTpedaTa Ha BETepUHAPHUS JIEKapCTBEH MPOAYKT. Te3u yciaoBus cieaBa
Jla BKJIFOYBAT OTPAHUYCHHUS 32 yIIOTpeda Ha BETEpUHAPHUS JIEKAPCTBEH MPOAYKT, KOSITO HE
€ B ChOTBETCTBHUE C YCIOBUSTA HA PA3PEUICHUETO 32 ThPTrOBUS U MO-CHEI[UATHO — C

KpaTKaTa XapaKTCPUCTHKA Ha ITPOAYKTaA.

(43) Oco0eHo roJisiM pUCK OT pa3BUTHE HA AaHTUMUKPOOHA PE3UCTEHTHOCT MOKE /1a IIPEeIU3BUKA
CHhUETABAHETO Ha HAKOJIKO aKTUBHH BEUIECTBA C aHTUMHUKPOOHO JeiicTBue. Criedosamenno
makoea cruemaeane ciedsa 0a ce 63ema nPedsud, Ko2amo ce npeyeHasa 0anu 0a 6voe

paspeuien 0aden eemepunaper 1eKapcmeen npooyKnt.
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(44)

Cp31aBaHeTo Ha HOBU aHTUMUKPOOHHU CPEACTBA U30CTaBa OT TEMIIOBETE, C KOUTO Ce
yBeJIMYaBa PE3UCTEHTHOCTTA CPEIy Beue ChILIECTBYBAIIUTE NpoayKTu. KaTo ce uma
MpeJBUJl OTPAaHUYEHUAT Manad Ha MHOBALIMKTE 32 pa3paboTBaHe HA HOBU aHTUMUKPOOHU
CpeACTBa, M3BBHPEIHO BAXKHO € e(h)UKACHOCTTA HA HATMYHUTE 32 MOMEHTA CPEJCTBA Ja
ObJie 3ama3eHa Bb3MOXKHO Hali-IbIro. Ynorpedara Ha aHTUMUKPOOHH Cpe/ICTBA B
JICKapCTBEHU MPOIYKTH, U3NOI36AHU NPU HCUBOMHU, MOXKE 1a YCKOPU PA3BUTHETO U
pa3npoCTPAaHEHUETO Ha PE3UCTEHTHU MUKPOOPTaHU3MH U Jia 3acTpallu edrukacHara
ynoTpeba Ha u 6e3 ToBa orpaHuYeHHs HAabOp OT aHTUMUKPOOHHU CPEACTBA 3a JICUCHUE Ha
uHbekn npu yoBeka. C orien Ha ToBa He OMBa J1a ce JOMycKa HEMPAaBUIIHOTO
U3IOJI3BaHE HA aHTUMUKPOOHU CPEACTBA. AHMUMUKPOOHUME J1eKaApCHEEHU NPOOYKMU
cneosa 0a He 0vbOam U3noaA36aHU 3a NPOPUIAKMUKA, OCBEH 8 CIPO20 ONPedeleHU
cyyau 3a RPUIAZane KoM OnPeoeeHo HCUGOMHO UIU KbM 0ZPAHUYEH OPOil HCUGOMHU,
K02amo pucKvm om 3apa3aéane e MHO20 6UCOK UIU UMA 6EPOANHOCH ROCIeouyume
om moea 0a 6voam cepuo3nu. AHmuOUOMUYUHU 1eKapCmeeHu nPOOYKmMu He c1e06a 0a
ce uznonzeam 3a NPOPUIAKMUKA, 0CEEH 8 USKTIOUUMETHU CIIYYau CAMO 34 RPUIazane
KbM OMOEIHO HCUBOMHO. AHMUMUKPOOHUME J1eKaPCMEEHU NPOOYKMU C11ed6a 0a ce
U3N0I36AM 3a MEMAPUNAKMUKA CAMO KO2AMO PUCKDIN OM PA3NPOCMPAHEHUEe HA
UHpeKyUa unu Ha UHPEeKYUo3Ha Goaecm 6 Zpyna HeCUueoOMHU € 6UCOK U KO2amo He
covugecmeygam nooxooawiu anmepnamueu. Tesu ocpanuuenusn cneoga 0a no3eonasam
Hamanaeanemo Ha npoduiakmuynama u memaguiakmuynama ynompeoda npu
HCUGOMHUmME, C KOEMO ce Yelu HaMAAGAHe Ha HellHUA 041 6 00wiama ynompeba Ha

AHMUMUKPOOHU CPeOCmEa npu HcueomHuume.
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(45) 3a 0a 6voam 3acunenu HAYUOHATTHUME NOJTUMUKU HA ObPIHCABUME YIEHKU NO
OMHOWIEHUE HA PA3YMHAMA YRompeoda Ha AaHMUMUKPOOHU cpedcmea, 0COOeHo Ha
AHMUMUKPOOHUME CPEOCMEd, KOUMO CA 8AXMCHU 34 JlIeUeHUEemO HA UH(eKyuu npu
xXopama, HO KOUMO ca HeoOXe0UMU U 3a ynompeoda 66 6emepPUHAPHAmMa MeOuyuHa,
Modice 0a ce Hanodcu ynompeodama um 0a ce 02panuyu uiu 3aopanu. Emo 3awo na
ObpIHCcagume YieHKU c1e08a 0a ce paspeuiu, c1e08aiKu HayYHume npenopvku, 0a
onpeodenam 0ZpaHudumentu ycioeus 3a maxHomo u3noJji3eane, Hanpumep 4pes
006Bp36aHE HA NPEONUCEAHEMO UM C NPEOBAPUMEIHO NPOBEXHCOaHe HA mecm Ha
AHMUMUKPOOHAMA YY6CHEUMEIHOCH, 3a 04 ce 2apanmupa, ye HAMA Opy2u HaTuyHU
00CMamvyHO eheKmuHU UIU NOOX00AUU AHMUMUKPOOHU CPeOCmea 3a jieueHue Ha

ouazHocmuyupanama 6oyecm.

(46) 3a 1a MOXe Bb3MOKHO Hal-IBJTO Ja c€ ChbXpaHH e(hpUKaCHOCTTa HAa HAKOU aHTUMHKPOOHH
CpeICTBa 3a JIeueHHe Ha MH(MEKIINH [IPH YOBEKa, MOXKE J1a Ce HAJIOKU Te3U CPECTBA Ja ce
3ama3sT caMo 3a yrnotpeba 3a xopa. C oryen Ha TOBa IO HayyHa Mpenopbka Ha ATeHIIUATA
CJIeIBa J]a MOJKE JIa Ce B3€ME PEILICHHE HIKOM aHTUMUKPOOHH CPEJICTBA J1a HE Ce
NPEJOCTABST Ha 1a3apa BbB BeTepUHAPHUS CeKTOp. IIpu é3emanemo na maxkuea peuieHus
OMHOCHO AHMUMUKPOOHU cpedcmea, Komucuama cnedga couio maka oa 63ema
npeoeuo HanuyHume npenopvKU no évnpoca, npedocmasenu om Eeponeiickusn opean
3a 6ezonacnocm na xpanume (EOBbX) u opyeu cvomeemnu azenyuu na Cvio3a, Koumo
Om C60A CIPAHA CHUL0 MAKA 83€MAM NPEOBUO 6CUUKU CHOMEEMHU NPENOPBLKU OMm
Mexncoynapoonu opzanusayuu, kamo nanpumep Ceemognama 30pagna opeanu3ayus
(C30), Ceemosnama opeanuszayus no 3opaseonaszeane na yncueomuume (OIE) u Kooexc

anumenmapuyc.
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(47)

HenpaBuiHoTO npuiiarane wiv U3MoI3BaHe HA aHTUMUKPOOHHU CPEe/ICTBA MPE/ICTaBIIABA
PHCK 3a O0IIECTBEHOTO 3/IpaBe WU 3a 3/IpaBeTo Ha kuBoTHUTE. C oriie Ha ToBa
AHTUMHUKPOOHUTE BETEPUHAPHU JICKAPCTBEHU MPOAYKTH CIIE[BA /1a C€ IOCTaBSAT CaMO
Cpellly BeTepHHapHa peLenta. Bemepunapnume nexkapu Urpast KJII04oBa poJis 3a
rapaHTHpaHe Ha pa3yMHaTa ynoTpeda Ha aHTUMUKPOOHHU CPEACTBA U CIIEIOBATEIHO T
CJIe[IBa 0 NPEOnUCEam aHMUMUKPOOHU 1eKapCmeeHu npoOyKmu 653 0CHO8A HA
ceoume nO3HAHUA 8 001ACMMA HA AHMUMUKPOOHAMA Pe3UCMEHMHOCH, HA CoUme
enUOeMUOI02UYHU U KTUHUYHI NO3ZHAHUA U 653 OCHO6A HA PA30UPAHEemo Ha
puckoeume (paxmopu 3a 0MOeHOMO HCUGOMHO uu zpyna yxcugomuu. Oceen mosa
6éemepuHapHume eKapu c1e0ed 0a cnazeam ceos npogecuonanen K0oeKc Ha

noseeoenue. Bemepunapnume nexapu cnedsea oa capanmupam, ue He ce HAMUPAM 6

cumyayus na KOH¢Jlul('m Ha uHmepecu, Kocamo npednuceam JIeKapCcmeeHu npodykmu,

Kamo CoUle6peEMERHO Cce npUu3naea miaxnama 3a4KOHHA MbpP206CKa OoeliHocm Ha Opeﬁno 6

cvbomeemcecmeue C HAUUOHRAJIHOMO NPAe6o. Ho-cneuuaﬂno 8bpXy eemepurnaprume

Jekapu ne ciieoea 0a 0v0e OKA36aHO G/IUAHUE, NPAKO UJIU HENPAKO, YPE3 UKOHOMUUECKU

cmumynu, Ko2amo npeonuceam me3u jieKkapcmeenu npooykmu. B oonvinenue Kom

moea, o0ocmaeKkume Ha eemepunaprHu ieKkapcmeenHu npooykmu om eemepuHaprHume

JieKkapu cneoea 0a 6v0am 0ZpanuyYeHu 00 Kouuecmeama, HeooxXo0umu 3a 1e4eHuemo

Ha JicuéoOmHuume, 3a KOumo nojaazam Cpusicu.
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(48)

(49)

Pa3zymnomo usznon3eane Ha AHMUMUKPOOHU CPeOCMEa e KpaiibZbileH KaMBbK 6 bopoama
cpewy anmuMuKpoonama pezucmenmuocm. Beuuku 3aunmepecosanu cmpanu cieosa
0a HACBPUABAM CHEMECMHO PA3YMHAMA YROompeda Ha AHMUMUKPOOHU cpedcmaa.
Ilopaou moea e éasricno HacoKkume OMHOCHO PA3yMHAMA ynompeoda Ha AHMUMUKPOOHU
cpeocmea 6v6é 6emepUHApHAmMa MeOuyUHa 0a 6v0am 63eManu NPeosuod U 00Pa3euUeaHu.
Onpeodenanemo Ha puckosume hakmopu u pazpadbomeanemo Ha Kpumepuu 3a
3anouseane Ha NPUNALAHEMO HA AHMUMUKPOOHU cpeOCcmea, KaKmo u onpeodeisinemo Ha
aimepHamueHu MepKu OUXa Mo2iu 0a ChHOMOZHAM 3a U30A26aHe HA HEHYHCHOMO
U3N0136aHe HA AHMUMUKPOOHU J1eKAPCMEEHU NPOOYKMU, 6KAIOUUMEIHO Ype3
memaghunaxmuka. Oceen mosea Ha Ovprcasume wieHKU c1edea 0a 0voe pazpeuieno oa
npeonpuemam 0ONBIHUMETHU 02PAHUYUMENHU MEPKU 3a npuilazane Ha
HAYUOHATHAMA NOJAUMUKA OMHOCHO PA3YMHAMA yROmpeoda Ha AaHMUMUKPOOHU
cpedcmea, npu yciogue ue me3u MepKu He 02PAHUYaA8am HeoCHO8AMEnHO

dyuKyuonupanemo Ha bmpeuwtHusa nazap.

[Tpu oneHKaTa Ha CHOTHOIICHUETO MEX/Ty T0JI13aTa U PUCKA OT HSIKOW BETEPHHAPHU
AHTUMUKPOOHU cpenicTBa B Chr03a € BaXKHO J1a C€ OTUMUTA MEXKIYHAPOTHOTO U3MEPEHHUE HA
pPa3BUTHETO HA aHTUMHUKPOOHA PE3UCTEHTHOCT. I Upes koHCyMalus Ha TPOIYKTH OT
YKUBOTHHCKH MPOU3XOJ, BHeCEHU om Cvio3a unu OT TPETU AbPKaBH, Upe3 MPSK KOHTAKT C
JKUBOTHU UJIU xopal , KaKTO U TIO JIPYTY IBTHINA CPEJ] HACETICHUETO U P )KUBOTHUTE B
Cpr03a € BB3MOXKHO J[a C€ Pa3NpPOCTPAHIT MUKPOOPTAHU3MHU, PE3UCTEHTHU Ha
AHTUMHUKPOOHU cpeacTBa. [1o Ta3u npuunHa BhBEXKAaHETO Ha MEPKHU C 11eT J1a CE OTPaHUuYH
yrnotpebaTta Ha BEeTepUHAPHU aHTUMHUKPOOHU cpeicTBa B Chro3a ciie/iBa a ce OCHOBaBa Ha
HAyYHU KOHCYJITAIUU U JIa CE PasrIeka B pAMKHTE HA ChTPYJHUYECTBOTO C TPETH
JIbPKABU U MEXYHAPOHU opranusauuu. Ilopaou mesu npuuunu cieoea covuio maka oa
ce 2apanmupa no HeOUCKPUMUHAWUOHEH U NPONOPUUOHAIEH HAYUH, Ye CHONAHCKUMe
cybekmu 6 mpemu OvpIHCABU CRA36AM ONPedesieHU OCHOBHU YC106UA, C6P3AHU C
AHMUMUKPOOHAMA Pe3UCMEeHMHOCH, 3d HCUBOMHUME U NPOOYKMUme om
HCUBOMUHCKU NPOU3X00, uznacanu 3a Cvroza. Beako maxoesa deiicmeue cneoesa oa
3auuma 3a0vaxcenuama na Cv103a cvb21aCHO CbOMEEMHUME MEHCOYHAPOOHU
cnopazymenus. Toea cnedea 0a donpunacsa 3a mexcoynapoonama 60poa cpeuyy

aHTI/IMI/IKpO6HaTa PE3UCTECHTHOCT, nO-CREUUAIIHO 6 Coomeemcmeue ¢ I'nobannus nnan 3a
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(50)

6]y

oeiicmeue na C30 u cvc cmpamezuama na OIE omuocno anmumukpoonama

pe3ucmenmuocm u pa3ymMHoOmo U3nojizeane Ha anmumukpoﬁuu cpedcmsa.

Ha paBuumiero Ha Chro3a Bce olie HsiMa JOCTaThYHO MOJAPOOHU U ChIIOCTABUMU JaHHU 32
YCTaHOBSIBAHETO HA TEHACHIIMH U TOTCHIIMAITHA PUCKOBHU (JaKTOPH, BH3 OCHOBA HA KOUTO
Jla ce TMOATOTBSIT MEPKHU 332 OTPaHMYaBaHEe Ha PUCKA OT Pa3BUTHE HA AHTUMHUKPOOHA
PE3UCTEHTHOCT U JIa C€ U3BBHPIIIBA MOHUTOPUHT Ha Beue BbBelIeHUTe MepkH. [lopaau ToBa
€ BAKHO CbOUPAHEemo Ha MAKU8a OAGHHU 04 NPOOBANCU U Oa ce PA36Usa
cvomeemcmeue ¢ eoun noemanen nooxoo. Tezu oannu, Kkocamo ca HalUuHU, C1€064 0a
0v0am ananuszupanu 3aed0no ¢ oannume 3a ynorpedata Ha aHTUMUKPOOHU CPECTBA IPU
YOBEKa, KaKTO U JIAHHU 32 OPTaHU3MHU C aHTUMHUKPOOHA PE3UCTEHTHOCT, OTKPUTH TIPH
JKUBOTHHTE, IIPU YOBeKa U B Xxpanute. C 11el1 Aa ce ocurypH epuKacHO U3MOI3BaHe Ha
CHOpaHUTE TAHHU CJIE/IBA J1a C€ OTMPEETSAT MOAXOIAIIN MeXHUYecKu TIPaBuiia 3a
chOMpane u 0OMeH Ha JaHHUTE. [[bpiKaBUTE UJICHKH CIIE/Ba Ja OTTOBApST 3a ChOUPAHETO
Ha JIaHHU OTHOCHO npoodaxcoume u ynotpedaTa Ha aHTUMUKPOOHU CPEICTBA, U3NO0I386AHU
3a HcueomHuU, 10 o0IIaTa KOopAuHaIUs Ha AreHiusaTa. Ciiedea 0a e 6b3IMOHCHO 0a ce
npasam OONvIAHUMETHU KOPEKUUU HA 3A0bIHCEHUAMA 34 CbOUpPaHe Ha OAGHHU, KO2Amo
npoyeodypume 6 0vpicasgume 4ieHKU 3a CbOUpane Ha OAHHU OMHOCHO NPOOAX COUme u

ynompeboama Ha AHMUMUKPOOHU CPeOCmEa ca 00CMAmMbYHO HAOEHCOHU.

[ToBeuero BeTepuHAPHU JIEKAPCTBEHU MPOAYKTH Ha Ma3apa ca pa3pelieHy 10 HallMOHAIHU
npoueaypu. Jlumncara Ha XapMOHHU3alMsI B KPaTKUTE XapaKTEPUCTUKHU Ha BETEpUHAPHU
JIEKAPCTBEHH MPOAYKTH, pa3pelIEHU N0 HAIIMOHAIIHA IIPOLIElypa B IIOBEYE OT €/1HA
JI'bpKaBa YICHKA, Ch3/1aBa IOI'bJIHUTEIHA U HEHYKHHU MPEUKH 32 ABUKEHUETO HA
BETEpPUHAPHUTE JIeKapCTBeHH NMpoaykTH B Chro3a. [Topaau ToBa € HEOOXOAUMO KpaTKUTE
XapaKTEepUCTHKHU Ha TaKMBa MPOJIYKTH J1a C€ XapMOHU3UPAT HOHE NO OMHOUIeHUEe HA
oo3uposekama, ynompeodama u npeoynpesncoeHusma OmHOCHO 6emepunHapuume

JleKapcmeenu npooyKmu.
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(33)

(54)

C nen a ce HaManM AAMUHUCTPATUBHATA TEKECT U J]a CE€ YBEIMYU HATMINETO HA
BETECPHHAPHU JICKAPCTBEHH MPOJTYKTH B IPIKABUTE WICHKH, CJICJ[BA J1a CE YCTAHOBST
ONPOCTEHH ITPABHIIA 33 IPEJCTABIHETO HA OMAKOBKUTE U eTukeTuTe. MHpOpManusaTa B
TEKCTOB BHJI CJIE[Ba Ja CE€ HaMaJIM U 110 BH3MOKHOCT I ouxa mozau 0a 6voam
paspadomenu u u3NO36aHU TIKTOTPAMH U CHKPAILICHUS KAMO aimepHamuea Ha
maxasa mekcmoea ungopmayus. ITaxkrorpaMuTe U ChKpalleHUATA ClIeABa J1a ObaaT
CTaHJapTU3UPAHHU Ha Isu1ata Teputopus Ha Chro3a. CiesiBa J1a ce HallpaBy HEOOXOUMOTO
TE3W MPaBUJIA J]a HE 3aCTpallaBaT OOMIECTBEHOTO 3/IpaBe WM 3/[PABETO Ha )KUBOTHUTE, UIH

OIIa3BaHCTO Ha OKOJIHATa Cpca.

JIbprkaBUTE YWICHKHU CIIEABA CHILO TaKa JIa MOTaT Aa n30epaT e3uKa Ha TEeKCTa, KOWTO Ja ce
U3II0JI3BA 6 KpamKama XapaKxmepucmuKka Ha npooyKma, npu emuKemupanemo u 6
JucmosKama Ha BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTHU, Pa3pelIeHH Ha TIXHA

TEPUTOPHUSL. I

C nen na ce yBeM4M HAJIMYMETO HA BETEPUHAPHHU JIEKAPCTBEHU NPOAyKTH B Cblo3a ciieaBa
Ha €JIMH U ChLI IPUTEXATeN Ha pa3pellieHHe 3a ThProBUs J1a MOXKE J1a Ce MPEelI0CTaBU
IIOBEYE OT €HO pa3pelleHHe 3a ThPrOBUS C JaJIeH BETEpUHAPEH JIEKapCTBEH MPOIYKT B
€/lHa U Chllla AbpkKaBa WwieHKa. B To3u ciydail BCHUKH XapaKTepUCTUKHU, CBbP3aHU C
IPOJYKTa U JAHHUTE B NOJKpENa Ha 3asiBICHUATA 32 BETEPUHAPHUS JIEKAPCTBEH MPOAYKT
ciezBa a Ob1aT eqHakBU. [logaBaHeTo Ha HAKOJIKO 3asBJICHUS 32 J1aJIeH BeTepUHAPEH
JIeKapCTBEH MPOAYKT obaue He clieiBa J1a ce U3I0J3Ba, 3a J1a c€ 3a00UKaIAT IPUHIUITUTE
Ha B3aMMHOTO IIpU3HaBaHe, U 10 Ta3H MPUUYMHA MOJO0HU 3asBJICHUS B Pa3IU4YHU JbPKaBU

YICHKHU CJICBA Jia CC€ pa3rjieKaaT B paMKHUTC HAa Ipoucaypara 3a B3auMHO ITPU3HABAHEC.
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(55) 3a 3amuTa Ha OOIIECTBEHOTO 3/IpaBE U 3/IpABETO Ha )KMBOTHHUTE, KAKTO M HA OKOJIHATA
cpeza € HeoOXO0IMMO J1a ce MpHJIaraT npaBuia 3a papMaKoJoruyHa OAUTEITHOCT.
CwbOupanero Ha HHPOPMAIHS 32 Hpeonoarazaemu HEOIATOTIPUSTHA PEAKIIUHU CIIE/IBA 1a

JIOTIPUHECE 3a MpaBUIHATA yIIOTpeOa Ha BETEpUHAPHUTE JICKAPCTBEHH MTPOIAYKTH.

(56) Exonozuunume unyudenmu, Koumo ce Haoda00asam cjied npuiazanemo Ha 0aden
eéemepuHapeH 1eKapcmeen NpPooyKm HA HCUBOMHO, CHbUL0 C1€08a 0a ce Cboduasam
Kamo npeononazaemu neonazonpuamnuu peakyuu. Iloooonu unyuoenmu mozam oa
6KJII0U6AM HANPUMED 3HAYUUMENTHO YEeTUUACAHE HA 3AMBDCACAHEMO HA NOY6AMA C
0a0eHO eeuiecmeo 00 HUBA, KOUMO ce CHUmam 3a 6peOHU 3a OKOJIHama cpeoa, uiu
6UCOKU KOHYEeHmpauuu Ha 6emepuHapHu l1eKapcmeeHu npooyKmu 66 600ama 3a

nuene, nojiy4ena om no6vpPXHOCHHU eéoou.

(57) Komnemenmnume opzanu, Azenyuama u npumexicamenume Ha paspeuieHus 3a
mupeosus c1e0sa 0a HACLPUAGAm U Y1eCHACAM CHOOULA6AHEMO HA NPeOnonazaemu
HeONazonpuaAmHU peakyuu, NO-CneyuaiIHo om 6emepuHapHu 1ekapu u opy2u
cheyuanucmu 6 001acmma Ha 30pageona3éanemo, Ko2amo maxKuea CooOumus
6Bb3HUKEAM NO 6peMe HA U3NBIHEHUEMO HA MeXHUMmMe 3a0bHCeHUs, KAKMO U 0a
yecnasam noayuaeanemo om éemepunapHume ieKapu Ha 00pamua 6pv3Ka OMHOCHO

Hanpagenomo 00K1a0sane.
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(58)

(59)

(60)

OnuThT MOKa3Ba, 4e € He0OXOIMMO J1a ce MpeArprueMaT MEepKH, 3a Ja ce o 100pu
paboTtara Ha cuctemara 3a (hapmakosoruyta oaurenHoct. C moMoIITa Ha Ta3u CUCTEMa
cienBa Ja ce o0eUHAT U HaOJI01aBaT JaHHUTE Ha paBHULIETO HAa Chio3a. B unTepec Ha
Crhlo3a € J1a ce rapaHTUpa MOCIE0BATETHOCT Ha CHCTEMUTE 3a (hapMaKOJIOTHIHA
OJMTEIIHOCT 32 BCUUKH Pa3pellieHN BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH. B ch10TO
BpeMe cJIe/IBa J1a C€ OTYUTAT IPOMEHUTE BCIIEACTBHE Ha XapMOHH3AIMATa Ha
OTpe/ieNIeHUsATa, TEPMUHOJIOTUATA U TEXHOJIOTUYHOTO pa3BUTHE B 00IacTTa Ha

dapmakoIoruyHaTa OUTEITHOCT Ha MEXTYHAPOIHO PABHHIILIC.

[TputexxaTenure Ha pa3pelieHus 3a ThProBHs cle/iBa 1a HOCAT OTTOBOPHOCT 3a
OCBIIECTBSIBAHETO HA HETIPEKBCHATH IEHHOCTH 10 (DapMaKOJIOTUYHA OUTEITHOCT, 3d 0d ce
2apaHmupa HenpeKsLCHaAmMama OYeHKA Ha CbOMHOUIEHUEM O MeMcOy NOA3ama U pucka
om BeTEepUHAPHUTE JIEKaPCTBEHU MPOIYKTH, KOUTO MyCcKaT Ha masapa. Te ciensa aa
chOUpaT choOLICHNS 32 npednoiazaemu HEONATONIPUATHA PEAKIIUU, CBbP3aHU C TEXHU
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, BKIIOUUTEIHO MPH YIOTpeda Ha MPOAYKTa, KOSTO

HE € B CbOTBCTCTBUC C YCJIOBUATA HA NPCAOCTABCHOTO Pa3pCUICHUEC 3a ThPTOBUA.

HeoOxomuMo e /1a ce yBeJIn4r ChbBMECTHOTO M3IOJI3BAHE HA PECYPCUTE OT CTpaHa Ha
KOMIIETCHTHUTE OPTaHH U J1a C€ TIOBHIIY €(pUKACHOCTTA HA CHCTEMaTa 3a (hapMaKoJIOTHIHA
oautennoct. ChOpaHHUTE TaHHU CJIEBA JIa C€ BHBEXK/IAT B €IMHHO 3BEHO 3a JIOKJIaJ[BaHe, 3a
Ja ce ocurypu oOMeH Ha uH@popmaiusaTa. KoMmneTeHTHUTE OpraHu cie/iBa Ja U3Moa3BatT
Te3U JaHHH, 32 J]a 00e3MedaBatr MOCTOSHHATA OUEHKA HA CbOMHOULEHUEHLO MeHCOY

nojazama u pucka om 1NpecajlaraHUTE Ha rasapa BETCPpUHApPHU JICKAPCTBCHU ITPOAYKTH.
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(62)

(63)

I B cnennannu ciyuau,0T ch0OpaXkeHHsI, CBbP3aHU ¢ O0IIECTBEHOTO 3/IPaBE WU 3PaBETO
Ha )KUBOTHUTE, I U ¢ OKOIHAma cpeoa, € HeodPxo00uMo HaINIHUTE JTaHHU 3a
Oe3omacHOCTTa U €(hUKACHOCTTa KbM MOMEHTA Ha MPEJOCTABIHE HA PAa3pEUICHUETO /1a Ce
JOITBJIHAT € o1e MH(OPMAIHS CIIe]] ITyCKaHETO Ha BETEPUHAPHHUS JICKAPCTBEH MPOIYKT Ha
na3zapa. [Topaau ToBa cienBa 1a Ob1€ Bb3MOXKHO IPUTEKATEINTE HA pa3peIIeHus 3a
TBPTOBUS J1a 0b0am 3a012CA6AHY 14 TIPOBEKAAT U3CIEABAHUS CIIE]l TPEAOCTABSIHETO Ha

pa3perIeHueTo.

CrnenBa na 6b1e ch3azaeHa 6a3a JaHHU 3a (hapMaKoJOTHYHA OJUTEITHOCT Ha PaBHUIIIETO
Ha Cbr03a, B KOATO Jla c€ BIUCBA U 0000111aBa HHGOPMAIIHS 32 Hpeonoiazaemu
HEOJIAronpusTHU PEaKIMu, CBbP3aHU ¢ BCUUKH pa3peieHu B Chio3a BETepUHAPHU
JIEKapCTBEHM NMPOAYKTH. ba3zara qaHHU ciiesiBa /1a CIOMOTHE 3a 1M0-100pOTO OTKPUBAHE Ha
npeononazaemu HeOIATONPUATHU PEAKIIMH U Ja YJIECHU HAOMIOIEHUETO B 00IacTTa Ha
dbapmakomoruyHa 6AUTEITHOCT, KAKTO U Pa3Mpe/Ie]ICHUETO Ha TPYAa MEKIY
KOMIIETEHTHUTE OpraHu. 1asu 6aza OanHu c1e0ea 0a 6K11046a Mexanumume 3a 0OMeH
Ha OAHHU CbC Cbulecmeyeauiume HAWUOHAIHU 0A3U OAGHHU 34 YapMaKoI0cUYHA

ooumennocm.

Ilpouyedypume, koumo uje 6v0am npuemu om KOMnemeHmHume op2anu U Azenyuama
3a OyeHKa Ha uHgopmayuama 3a nPeonoaazaemu HebaazoNPUAMHU PeaKyuu, KOAmo
me noJqyuagam, ci1eo6a 0a CbOmMeEencmeam Ha mepKume 3a 000pama hapmarKoniouuna
00umennocm, koumo cieoea oa 6voam npuemu om Komucuama, u, kocamo e
uenecvyo0pasno, 0a ce OCHO8agam Ha 00Uy CMAHOApP, NPOUIMUYAW], OM HACHOAUUME
Hacoku na Komucuama omuocno papmakonocuunama 60umennocm 3a
eéemepunapnume nekapcmeenu npooykmu. Ouenkama, U36bPUIEHA OM KOMHEMEeHmMHUA
Op2an uau om AzeHyuama no mo3u HaYUH, moyxce 0a 6voe eOHo om cpeocmeama, upes
Koumo ce onpeoens 0aiu UmMa RPOMEHU 6 CbOMHOUEHUEMO MeMHCOY NON3ama U pucKa
om me3u eemepunapuu aekapcmeenu npooykmu. Iloouepmaea ce odaue, ue 3a masu
uen ,npouedypama 3a 00padomeane Ha cuzHaIu“ e ,,31amHUAm cmanoapm* u cineosa
HaonexcHo oa ce uma npeoeud. Tazu npoyedypa 3a oopadbomeane na cuznanu ce
cbCcmou om 3a0a4u 3a OMKpUeane, 6a1UOUPane, NOMELPIHCOA6ane, AHAIU3 U

0npe0emme Ha4 npuopumema HA CUZCHAJIU, OUECHKA U npenopovKa 3a oeiicmaue.
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HeobOxonnMmo € 1a ce n3BbpiiBa KOHTPOJI BbPXY LisjIaTa BEpUIa Ha pa3lpOCTpPaHEHUE Ha
BETEPUHAPHUTE JIEKAPCTBEHU IPOJTYKTH — OT TSIXHOTO IIPOM3BOJCTBOTO MJIM BHOC B
Cp1032a 710 10CTaBSIHETO UM Ha KpaiiHus notpedburen. BetepuHapHUTe 1eKapcTBEHU
IPOAYKTH OT TPETH IBbPKABU CIIEIBA 1a OTTOBAPAT HA CHIIUTE U3UCKBAHUA, KOUTO CE
IIpuJIarat 3a BETEpUHAPHU JIEKAPCTBEHU MPOAYKTH, Ipou3BeeH! B Cbro3a, WK Hal-

MaJIKO Ha NIPU3HATH 3a paBHOCTOfIHPI Ha TAX U3HUCKBaHU.

Ilapanennama mup2osus ¢ 6emepunapHu 1eKapcmeeHu nPOOyKmu ce OmHacsa 00
6emepuHapHu 1eKapcmeeHu nPOOyKmu, KOUmo ce muvp2yeam om eOHa 0vbprHcasa
YjleHKa 6 Opy2a, U ce Pa3iuiasa om 6HOCA O Moed, ye 6HeceHume npooyKmu ca
npodykmu, uosauwiyu om mpemu ovprycaseu ¢ Cvioza. llapanennama moposus c
6emepuHapHu 1eKapcmeeHu nPoOyKmu, pa3peuieHu cv21acHo HAyUOHAIHA,
O0eyeHmpanu3upana uiu 63aumMHa npoyeoypa Ha NPU3HAGAHE UL CH2IACHO
nocneosawia npoyedypa 3a NPU3HAeaHne, c1edea 0a 0voe pezilameHmupana, 3a 0a ce
2apanmupa, ue NPUHYURUME HA C6000OHOMO OBUICEHUE HA CIMOKU CA 0ZPAHUYEHU
camo ¢ yes onazeane Ha 00ulecmeeHomo 30page U 30pasemo Ha HeUueomHume no
XAPMOHUZUPAH HAYUH U NPU 3auumane Ha cvoednama npakmuka na Cvoa Ha
Eeponeiickua cvio3 (, Cvoa“). Bveesxcoanume aomunucmpamusnu npoyeoypu 6 mosu
KOHmeKcm He cedea 0a cvzoasam npekomepua medxcecm. llo-cneyuanno, 6cako
0000peHnue Ha TUYen3 3a MAaKaea napaneina muvp2oeus ciedéa 0a ce 0CH08A6a HA

onpocmena npoyeoypa.
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(67)

(68)

(69)

3a Aa CC yJICCHHU ABMKCHUCTO Ha BCTCPHUHAPHU JICKAPCTBCHUTC IPOAYKTH U J1a CC n30erHe
IOBTOPCHUETO HA IIPOBEPKH, U3BHPIICHU B €AHA AbpKaBa YWICHKA, B IPYIr'd AbPKaBU
YJICHKHU, CJICABA Aa CC IMpujiaraT MUHUMAaJIHU U3UCKBAaHUA 110 OTHOIICHUE HA

BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH, ITPOU3BCACHU WUJIN BHCCCHU OT TPCTU AbPIKABU.

KauecTBoTO Ha IIPONU3BCACHUTE B Cnio3a BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH CJICABa 1a
CC rapaHTupa, KaTo C€ BbBCAC U3MCKBAHC Ja CC CIIa3BaT IPUHIUIINTC HaA noGpaTa
MMPON3BOACTBCHA MPAKTHKA 3a JICKAPCTBCHHU MMPOAYKTHU HE3AaBUCUMO OT KpaﬁHOTO M

MCCTOHAa3HA4YCHHUC.

3a yenume na HacmoawUA peciamenm 000pama nPoOuU3600CMEeHA NPAKMUKA C1e06a
oa uma npeoeud cmanoapmume na Cvlo3a u mexcoOyHapoOHume cmanoapmu 3a
XYMAHHO OMHOUIEHUE KbM HCUGOMHUME, KO2AMO AKMUGHUME 6eUieCméa ce
npuzomeam om xncueomnu. Cneosa oa ce 3emam npeosuod u mepKume 3a
npeoomepamsaeane uiu ceexcoane 00 MUHUMYM HA U3NYCKAHEMO HA AKMUGHU
6eujecmea 6 okoanama cpeoa. Beakaxkeu nooobnu mepku ciedsa oa ce npuemam camo

Cl1e0 OUeHKa Ha MAXHOMO 6b30elicmaeue.

3a oa ce zapanmupa eOHaKeomo npunazane Ha NPUHYURUME HA 00Opama
npou3600cmeeHa NPaKmMuKa u Ha 000pama NPAKMUKA HA PA3NPOCMPAHEHUe,
npouedypume na Cv103a 3a UHCREKUUU U 00OMEH HA UHGOpMayus cedea 0a Cayicam 3a
OCHO06a 34 KOMNemeHmHume Op2anu npu U36bPUIEAHEMO HA KOHMPOTL 6bPXY

npouseooumenume u myvpeosyume Ha eopo.
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Buvnpeku ue unakmusupanume uMyHO102UYHU 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU,
nocouenu 6 unen 2, napazpag 3, cireoea oa 6voam npou3eeHcOAHU 8 CbOMeen cmeue ¢
npUHYUnUmMe Ha 000pama nPoOU3800CMEEHA NPAKMUKA, 3a Me3U RPOOYKMU C1edsa 0a
0voam uzzomeenu CReyuaIHo NOOPOOHU HACOKU 3d 00OPA NPOU3BOOCMEEHA NPAKMUKA,
mMbil KAMo me ce nPou36exHcoam no HaA4uH, paznuier om mo3u Ha RPOMUUIEHO
npouseedenume npodykmu. Toea 6u 3anazuio maxuomo Kavecmaeo, 6e3 oa

ebv3npenimcmea maAxXHomo npouseoocmeo U Hajiuunocm.

C uen na ce rapanTupa MOAXOAAIIOTO ChbXPaHEeHUE, TPaHCIIOPTHpaHe U 00paboTka Ha
JIEKapCTBEHHUTE MPOJYKTH, APY>KECTBATa ClIe/[Ba Ja IPUTEKABAT pa3pelieHUE 3a ThPTOBUs
Ha epo I C BETEpUHAPHHU JIEKAPCTBEHU MIPOJYKTH U C1€08a 0d Cha3éam NPUHYURUME HA
0o0pama npaKxmuka Ha paznpocmpanenue. 3a Cia3BaHETO Ha TE€3H YCJIOBUS CIIE/Ba Ja
OTTOBapAT AbpKaBUTE WieHKH. CbOTBETHUTE pa3pellieHus clie[iBa 1a ObJIaT BAIUIHU Ha
usata Tepuropus Ha Cpro3a u me ciiedea 0a 0v0am U3UCKEAHU CHUL0 MAKA 6 CIyyail Ha

napanenana mvpeoeus ¢ 6emepUHaApHU 1eKapCcmeeHu nPOOyKmu.

3a Aa c€ OCUT'YPH IIPO3PAYHOCT, CJICABA [1a C€ Chb3AaAC baza JaHHH Ha PaBHUIICTO Ha
Crr03a c ocia aa ce HY6J'II/IKYBa CIIMCBK HAa ThbpProBOUTEC HA €APO, 3a KOUTO IIPHU MHCIICKIHA
OT KOMIICTCHTCH OpraH Ha AbprKaBa YJICHKA € ouio YCTAaHOBCHO, Y€ CIIa3BaT IMMPHUIIOKUMOTO

3akoHomaTencTso Ha Crro3a.
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VYcnoBusita, ypexaaliu J0CTaBKaTa Ha BETEPUHAPHU JIEKAPCTBEHU NMPOAYKTH HA
00LIECTBEHOCTTA, CJIe/IBa JIa Ce XapMOHU3UpAT Ha Isiata Tepuropus Ha Chio3a.
BerepunapHuTe eKapCTBEHH MPOIYKTH CIIEABA J1a CE IOCTABAT CaMO OT JIUIa C HAIJICKHO
paspelnieHue 3a ToBa, MPeI0CTaBEHO OT JbprKaBaTa 4ieHKa, B KOSITO Ca yCTAHOBEHHU.
ChIIEBPEMEHHO C 1€ JIa CE OCUTYPH MO-I00BP TOCTHIT O BETEPHHAPHUTE JICKAPCTBCHH
npoaykTtu B Chio3a ThProBUUTE Ha IpeOHO, KOUTO UMAT pa3pelleHue 3a JOCTaBKa Ha
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, IPEAOCTABEHO OT KOMIIETEHTHUS OPTaH B
J'bpKaBaTa, B KOSITO Ca YCTAaHOBEHHU, CJI€/[BA J]a UMAT Bb3MOXKHOCT J1a PO/IaBaT om
pa3cmo;mue| BETEpUHAPHU JICKAPCTBEHU MPOJIYKTH, 32 KOUTO HE CE U3UCKBA
BEeTEpUHApHA peleNnTa, Ha KyllyBayu B IPYTU Abp:KaBH WieHKU. Kamo ce uma npedsuo
obaue, ue 6 HAKOU OBPIHCAGU YIEHKU NOHACMOAULEM CHULECHIBY8A NPAKMUKA 0a ce
npooasam om pazcmoanue u 6eMepUHAPHU J1eKapCcmeeHu npoOyKmu, 3a KOumo ce
U3UCKBA peyenma, Ha OvPIHCAGUMe YEeHKU C1e08a 0a 0voe paspeuieno oa
RPOOBIIICABAmM MA3U NPAKMUKA RPU ONPEOeIeHU YC108Us U CAMO HA MAXHA
mepumopus. B makwveé ciyuaii meszu ovpircasu YneHKu cieosa 0a npeonpuemam
nOOX00AUU MEPKU 3a U305A26aHE HA HEXHCETIAHU NOCTIEOUNU 0Nl MAKUEA O0CMABKU U 04

ycmanoesam npaesujia 3a nodxodﬂmu CanKuuu.

(74) Bemepunapnume nexkapu cnedga éunazu 0a uzoasam 6emepunapHa peyenma, KO2amo
oocmaegam 0adeH eemepunapeH 1eKapcmeen npooyKm, KOiumo ce OmnycKa camo ¢
6éemepuHapHa peyenma, KO2amo me camume He npuiazam mo3u npodykm. Kozamo
camume éemepuHapHU 1eKapu RPUIAzam maxkve 1eKapcmeen npooyKni,
Heo0xo00umocmma om u30aéane Ha 6eMePUHApPHA peyenma ciedea 0a ce onpeoeis om
CcbomeemHuume HAYUOHAIHU Pa3nopeoou. Bemepunapuume nexapu ooaue creosa
6uUHAZU 04 600AM 0OKYMEHMAayUs 3a 1eKapcmeenume npooyKmu, KOUmo ca npunazaiu.
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(75) He3zakonnara nponax0a Ha BeTepUHAPHU JIEKAPCTBEHH MIPOAYKTH O PA3CMOAHUE MOXKE
Jla MIPeJICTaBIIsABA 3aIlaxa 3a O0IIEeCTBEHOTO 3paBe M 3a 3/{paBETO Ha )KUBOTHUTE, Thil
KaTo IO TO3M HA4MH /10 IOTPEOUTENINTE MOXKE a CTUTHAT QanupuIUpaHd IPOAYKTH WIH
IPOAYKTH, KOUTO HE OTTOBapsT Ha HopMuTe. Heo6xoamMo e 1a ce B3eMaT MepKHU Cpelry
toBa. CienBa 1a ce B3eMe IpeBHI, Y€ Ha paBHUIIETO HAa ChI03a HE ca BbBEJCHU
XapMOHU3HPAHU YCIIOBUS 3a IOCTaBKa Ha BETEPUHAPHHU JIEKAPCTBEHU MPOIYKTU Ha
0O0I1eCTBEHOCTTA U C OIJIe]] Ha TOBA AbP/KABUTE WIEHKU MOXeE J1a IPEIBUISAT yCIOBUSA 32
JOCTaBKaTa Ha TaKMBa MPOAYKTH B PAMKHUTE Ha MPeIBUICHOTO B JloroBopa 3a

¢yHkonupanero Ha EBponeiickus cpro3 (JJPEC).

(76) [Ipu pasriexaaHeTo Ha BBIIPOCA JOKOJIKO YCIOBUATA 3a IOCTABKa Ha JIGKAPCTBECHU
IPOAYKTH Ca CbBMECTUMHU ChC 3aKOHOATENICTBOTO HAa Chro3a, ChabT IPU3HA — BBB
BPbB3Ka C JICKAPCTBEHUTE MPOIYKTH 32 XyMaHHa ynoTrpeda — KpaiiHo crienupuyHus
XapakTep Ha JIEKapCTBEHUTE MPOIYKTH, YUITO TepaneBTUYCH e(DEeKT ChIIECTBEHO TU
OTIIMYaBa OT JPYruTe CTOKU. ChABT MOCTAHOBH CHIIIO TaKa, Y€ 3PaBETO U KUBOTHT HA
XopaTa ce HapexJaT Ha I'bPBO MSCTO CpeJl IEHHOCTUTE U MHTEPECUTE, 3alllUTaBaHU OT
JADEC, u ye npprkaBUTE YICHKHU TpsAOBa Ja pelaT B KakBa CTEIIEH Bb3HaMepsIBaT J1a
OCHUTYPST 3aKpuiaTa Ha OOIIECTBEHOTO 3/IpaBe, KAaKTO U MO KaKbhB HAUMH TpsAOBa 1a Oble
MOCTUTHATO TOBA. T KaTO Ta3u CTENEH MOKE Jla Ce Pa3InyaBa B OTACIHUTE AbPIKaBH
YWIEHKH, Ha AbP)KaBUTE WIEHKH TpsiOBa Ja ce Jajie Bb3MOXKHOCT /10 M3BECTHA CTEIIEH Ja
MPELEHAT YCIOBUATA 32 IOCTaBKa Ha JIEKAPCTBEHU NMPOJYKTH HA TAXHA TEPUTOPHUSL.
[Topaau ToBa MO OTHOIIIEHHE HA IOCTaBKaTa Ha IEKaPCTBEHH MPOIYKTH, MpeAJiaraHy 3a
npojaax0a oT pa3CTOSIHUE MOCPEACTBOM YCIYyTUTe Ha HHPOPMALMOHHOTO 0OIIECTBO,
JbPYKABUTE YICHKH CIIE[BA J1a MOTaT J1a MPEIBUIAT YCIOBUS, OPABIAaHU OT ChbOOpaKEHUS
3a 3alllMTa Ha 0OIEeCTBEHOTO 3/JpaBe MM 3a 3PaBETO HA KUBOTHUTE. Te3H yCclIoBUS HE
cleqBa Ja OTpaHUYaBaT HEMPaBOMEPHO (DYHKIMOHUPAHETO Ha BBTPEIIHUA Mazap. B To3u
KOHTEKCT ObpHcagume 4ieHKuU c1e08a 0a mozam 0a npeodsudam no-cmpocu ycioeus no
OmHOWIEeHUe HA 00CMABKAMA HA 6eMEPUHAPHU T1eKAPCMEEHU NPOOYKMU, RPeONazanu
3a npooascoda, Koumo 0a ca Onpasoanu Om CvOOPA CeHUs 3a 3auuma Ha
obuwecmeenomo 30page unu 30pasemo Ha HCUOmMHUmMe, U1U Ha OKOJIHama cpeoa, npu
nonodcenue ue me3u ycaoeus ca nponoPYUOHAIHU HA PUCKA U He 0ZPAHUYAGAMm

HenpagomepHo yHKUUOHUpanemo Ha 6smpeuwtHusA naap.
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(77)

C 1en ga ce OCUTYpAT BUCOKH CTaHIAPTU U O€30IaCHOCT Ha MpeUlaraHuTe 3a pojaaxoa
OT Pa3CTOSHUE BETEPUHAPHU JIEKAPCTBEHU IIPOJYKTH, OOIIECTBEHOCTTA ClIe/(Ba Ja Ob/e
IOJIIOMOTHATA Ja pa3lo3HaBa yeObcalToBeTe, KOUTO 3aKOHHO MpesiaraT TakuBa
JekapcTBeHH npoaykTH. CienBa aa 6b/e ch3aeHO 00110 JIOT0, Pa303HaBaeMO Ha
nsutata repuropus Ha Cbro3a, KOETO ChILEBPEMEHHO NO3BOJIABA J1a CE II03HAE IbpKaBaTa
YJICHKA, B KOSITO € YCTAHOBEHO JIMLETO, IPEAJIaraio npojaxxoa oT pa3cTosiHUE Ha
BETEpUHAPHU JIEKapCTBEHH NMPpoAyKTH. KomucusTa cieiBa aa n3rorsu rpaguuHus 1u3aiid
Ha o6uoTo joro. CiezBa 1a ce OCUTYpH elIeKTPOHHA Bpb3Ka MeXxay yeOcaliToBere,
npeJyiaramy npojaxoa oT pa3cTossHUE HAa BETEPUHAPHU JIEKAPCTBEHU MTPOIYKTH Ha
00IIeCTBEHOCTTA, U yeOcaiiTa Ha ChOTBETHHI KOMIIETEHTEH OpraH. Y e0caiiToBeTe Ha
KOMIIETEHTHUTE OpPraHH Ha JIbpXKaBUTE YWICHKU U yeOCalThT Ha AreHuusra ciesBa aa
ChIbpXKAT O0SICHEHHUS 32 TOBA KaK Ce W3I0JI3Ba 0OIIOTO J10ro. Mex 1y BCHUKH caiiToBe
cllefiBa Jla ce U3rpajar Bpb3KH, 3a Ja ce IpeJlocTaBs u3duepnareia nHpopmanus Ha

00IIIeCTBEHOCTTA.
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(78)

(79)

B npprkaBuTE YICHKY ClIeBa a MPOIBIDKAT J1a Ce MpUilaraT CHCTEMH 3a ChOUpaHe u
obe3epercoane Ha OMNAOBLYHU BETEPUHAPHU JICKAPCTBEHU MPOAYKTH C LIeJ 1a ce
KOHTPOJIMpAT PUCKOBETE 3a 3[JpaBETO HAa XOpaTa U 3/IpaBeTO Ha )KUBOTHUTE UJTU 32

OKOJIHaTa cpcaa.

Pexmamara, mopu Ha J€KapCTBEHH MPOAYKTH, 32 KOUTO HE € He0OX0AruMa BETEpHHApHA
perenTa, Moxe Jia UMa OTPakKeHHE BhPXY OOIIECTBEHOTO 37JpaBe U 3[IPABETO Ha
JKUBOTHHUTE U MOXE JIa HapyIIu KOHKypeHnusTa. [1o Ta3u npudnHa pekiiamarta Ha
BETCPUHAPHU JICKAPCTBEHU MPOJIYKTH CJIC/IBA JIa OTIOBaps Ha OMPEICIICHU KPUTEPHUHU.
Jlunata, KOouTO UMAT HEOOXOIMMAaTa KBATM(UKALIKS J1a MPEAITUCBAT WU J1a JOCTABSAT
BETEPUHAPHU JICKAPCTBEHU MPOYKTH, MOTAT IIPABWITHO JIa OIICHST MIPE/ICTaBEHATA B

pexiamaTa nHpopMmarys OrarogapeHne Ha CBOMTE O3HAHUS, 00pa30BaHNE U ONUT B

obnacrtra Ha 3APaBCOIIa3BaHCTO HA )KUBOTHUTC. Pexnmamara Ha BCTCPHUHAPHU JICKAPCTBCHU

NPOJYKTH Ha JIMIA, KOUTO HE Ca B ChCTOSHHUE HAJIJICKHO JIa OIICHAT PUCKA, CBhP3aH ¢
TSAXHATA YIOTpeda, MOXKe Jia IOBEJIe 10 HENMPaBUIIHA yIoTpeda WM CBPbXYNoTpeda Ha
JIEKapCTBEH MPOAYKT, a TOBa MOXE J]a UMa BPEIHH MTOCIEAUIH 32 0OIIECTBEHOTO 3/IpaBe
WIN 37JpaBeTO Ha XUBOTHUTE, MIIM 32 OKOJIHATA cpena. Bvnpeku mosa, c yen 3anazeane
Ha 30paeHUA CMAmMyCc HA HCUBOMHUME HA MAXHA MEPUMOPUsL, ObPIHCAGUME YTIEHKU
cneosa 0a mozam 0a paspeuwiasam, npu 0ZPAHU4eHu yci0eus, peKiamupane Ha
UMYHON02UYHU 6eMEPUHAPHU IeKAPCMEEHU NPOOYKMU U HA npodecuonannume

HCUBOMHOBDBOU.
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(80)

(81)

(82)

1l]o ce omnacsa 0o peknamama Ha emepuUHaApHU J1eKAPCMEEHU RPOOYKMU, ONUMDBM HA
OvpIrcagume YieHKU nNOKa3ea, ue e HeodxXo0umo 0a ce NOCMaegsa AKyeHn 6bpxy
pazzpanudenuemo mexcoy gypaxcu u ououuou, om eOHa CMpana, U 6emepPuUHapHu
JleKapcmeenu npooyKmu, om opy2d, mvii Kamo 4ecmo moea pazzpanuienue ouea

npeacmaeimo nozpeuitno 6 pexiamama.

Ilpasunama 3a pexnamama ¢ HACMOAWUA PE2IAMEHN C11€06A 0A ce PA321eHCOAn Kamo
cneyuguuHu npasuna, KOUMo 0ONBI6AM 0OuUmMe NPABUILA, CHOBPIHCAUU CE 6

JMupexmuea Ne 2006/114/EO na Esponeiickus napramenm u na Cveema’s.

KoraTo nanenu jexapcTBEHU MPOIYKTH Ca Pa3pellieHH B JbpKaBa YWICHKA U ca OUiu
MPEIUCAHU B ChILATA IbPKABA OT 6eMeEPUHAPEH ieKap 3a OTAECIHO JKUBOTHO WM 32
rpyna >KMUBOTHH, [10 MPUHIUN OU ClieBajio JAa € Bb3MOXKHO ChIllaTa BETepUHAPHA pellenTa
na ObJe Mpu3HaTa v JIEKapCTBEHUST MPOIYKT Ja ObJie NaJeH B Ipyra IbpKaBa 4ieHKa.
[TpemaxBaHETO Ha PETyJATOPHUTE U AIMUHUCTPATHBHY OaprepH pe]] oJ00HO
pU3HABaHE HE CJIE/BA Ja 3acsara HUKAKBO MPO(ECHOHAIHO WM €THYHO 3aIbJDKCHHEC Ha

eemepunaprume jqekapu n1a OTKaxar Ja gaaat npednucauuﬂ JICKApCTBCH IMPOAYKT.
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Jupexmuea 2006/114/EO na Eeponeiickus napnamenm u na Cvéema om 12 oexemepu

2006 2. omnocno 3aéayxcoasauiama u cpasnumennama pexinama (OB L 376,
27.12.2006 a., cmp. 21).

13328/18 eik/IA/tg 42
IMTPUJIOXXEHUE GIP.2 BG



(83) [Ipunaranero Ha NpUHIMIA 32 IPU3HABAHE HA BETEPUHAPHU PELIENTH CIEABA 1A CE
yIIECHH, KaTo 3a LieJTa ce IpueMe odpazey Ha ghopmam 3a BeTepUHApPHA PELICIITA,
ChABpPIKal] OCHOBHATa HeoOxoIuMa HH(pOopMaIus, 3a J1a ce OCUTypH 0€30MacHO U
e(MKaCHO M3MOJI3BaHE Ha JICKAPCTBEHUS MPOAYKT. He creaBa 1a uma mpedyku AbpKaBUTE
YICHKH J1a BbBCXK AT JOIBJIHUTCIIHN CJICMCHTHU BbB BETCPUHAPHUTEC PCLCIITU, CTUI'a TOBA

Ja HC IIOIIPEYHN Ha ITPU3HABAHCTO HA éemepuHapiu peyenmu OT APy IbprKaBHU YJICHKU.

(84) OcurypsiBaHeTo Ha HHPOPMALUS 32 BETEPHHAPHUTE JIEKAPCTBEHH MPOIYKTH € OT
CBIIECTBEHO 3HAYECHHUE, 3a JIa MOT'aT 37PaBHUTE CIELUATNCTH, KOMIETEHTHUTE OPraHu U
Jpy’KecTBarta Ja B3eMaT MH(popMupaHu perieHusi. ChLIECTBEH €JIEMEHT 3a TOBA €
ch3JlaBaHeTo Ha 06a3a naHHM Ha Chr03a, Ype3 KOATO J1a ce ChIIOCTaBs HH(opManus 3a
IPEJOCTAaBEHUTE pa3pelieHus 3a Tbprosus B Cbro3a. Ta3u 6a3a 1aHHM ciie[Ba J1a OCUTypU
[O-TOJIIMa PO3PAaYHOCT, Aa ONTUMHU3UPA U YIECHU 0OMeHa Ha HHpOpMaLUs MEXIY
KOMIIETEHTHUTE OpPraHH U J1a IpeA0TBPAaTH HATPYIIBAaHETO HA MHOXKECTBO M3UCKBAHUA 32

JIOKJIaJBaHE.

(85) [TpoBepkaTa Ha CHOTBETCTBHETO C IIPABHUTE U3UCKBAHUS YpE3 OCHIIECTBIBAHETO HA
KOHTPOJI € OT ChIIIECTBEHO 3HAUCHHUE, 32 JIa Ce TapaHTHpa e(pUKaCHOTO IOCTUTAHE Ha
LIEJIUTE Ha HACTOSIIMS perjJaMeHT Ha 1siarta tepuropust Ha Cero3a. C oriie Ha ToBa
KOMIIETEHTHUTE OPTaHU Ha JbP>KaBUTE YICHKH CIIEABA Ja UMAT MPABOMOIIHS Ja
M3BBPILIBAT UHCIIEKIIMU HA BCUYKU €Talu OT IPOU3BOJICTBOTO, Pa3IPOCTPAHEHUETO U
yrnotpebaTa Ha BETepUHAPHHUTE JICKAPCTBEHU MPOAYKTH. 3a /1a ce 3amas3u e(heKThT OT
WHCIIEKITUUTE, KOMIIETEHTHUTE OPTaHu CJIe/[Ba J1a MOTAT J]a IPOBEXKIAT WHCIICKITUU 0e3

IPEIU3BECTHE.
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(86)

(87)

KoMnereHTHHTE Opranu cieasa Aa ONpeAeIAT YecToTaTa Ha KOHTPOJIa, KaTo B3eMar
MpeABUJ OYaKBaHUS PUCK U OYaKBAaHATa CTEIEH Ha U3ITbJIHEHUE HA U3UCKBAHUATA IIPU
pa3iauuHu oOcTosiTencTBa. T03U MOIXO0/ clieiBa J1a MO3BOJIM Ha T€3H KOMIIETEHTHU OpPTraHu
Jla pa3npeneisT peCypcu Tam, KbJETO ChIIECTBYBA HAW-TOJISIM PUCK. B HAKOM ciydan
o0aye KOHTPOJBT CJIE/IBA J]a CE OCHLIECTBSIBA HE3ABUCHUMO OT CTEIIEHTA Ha PUCK WM
HECIa3BaHE Ha U3MCKBAHMATA, HAIPUMEpP Ha €Tana Npeau MPea0CTaBsIHE Ha pa3pelleHue

3a IMPpOU3BOJACTBO.

B HsKoM ciydan HaTMYMETO Ha CIT1a00CTH B CUCTEMATa 3a KOHTPOJI B IbPIKABUTE WICHKH
MOYKE CBIIECTBEHO JIa BB3IMPEIATCTBA MOCTUTAHETO HA [EJIUTE HAa HACTOSIIUS PETJIaMEHT U
Jla TOBEJIe 10 Bb3HUKBAHETO HAa PHCKOBE 32 OOIIECTBEHOTO 3/JpaBe M 3/IPaBeTO Ha
KUBOTHUTE, U 32 OKoJHaTa cpeaa. C 1el 1a ce OCUTYpH XapMOHU3UPaH MOJIX0/1 U
U3BBHPIIBAHETO Ha KOHTPOJIA Ha Iis1ata Teputopus Ha Chro3a, Komucusra ciieiBa aa Moxe
Jla U3BBPIIBA OJTUTH B JBPKABUTE YWICHKH 3a MPOBEPKA HAa paboTaTa HAa HALIMOHAJHUTE
cucTeMu 3a KOHTpoJl. Te3u ooumu cnedea 0a ce uzevpuieam no maxKveé HA4YUH, e 0d ce
u30:a26a HEHYIHCHAMA AOMUHUCHMPAMUBHA MeXCceCh, U, O0OKOJIKOMO € 6b3MONCHO, 0a
0v0am cvenacysanu ¢ Ovprcasgume 4ieHKU, KAKMO U ¢ 6CUYKU OPy2U 00UMU HA
Komucuama, koumo mpaoea oa ce uzevpuiam cvenacuo Pecnamenm (EC) 2017/625 na

Eeponeiickua napramenm u na Cveema'’.
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Peznamenm (EC) 2017/625 na Eeéponeiickusa naparamenm u na Cveema om 15 mapm
2017 2z00una omnocho opuyuannus KOHmMpPoOJa u opyzume oPuyuannu 0eluHocmu,
U3BBPUIGAHU C UeJl 0a ce 2apaAHMUPA NPULAAHENO HA 3aKOHO00AmelNCcmeomo 8
obnacmma na xpanume u gypasxcume, npasuUIAMa OMHOCHO 30PABEONA3EAHEMO HA
HCUGOMHUmME U XYMAHHOMO OMHOWEHUE KbM MAX, 30PA8emo HaA pACmeHuama u
npooyKmume 3a pacmumena 3auiuma, 3a uzmenenue na pecramenmu (EQ)

Ne 999/2001, (EO) Ne 396/2005, (EO) Ne 1069/2009, (EO) Ne 1107/2009, (EC) Ne
115172012, (EC) Ne 652/2014, (EC) 2016/429 u (EC) 2016/2031 na Eeponeiickusn
napnamenm u na Cveema, pecnamenmu (EO) Ne 1/2005 u (EO) Ne 1099/2009 na
Cveema u oupexmueu 98/58/E0, 1999/74/E0, 2007/43/EO, 2008/119/EO u
2008/120/EO na Cveema, u 3a ommana na peznamenmu (EQ) Ne 854/2004 u (EO) Ne
882/2004 na Eeponeiickusa naparamenm u na Cveema, oupexkmueu 89/608/EHO,
89/662/EHO, 90/425/EHO, 91/496/EHO, 96/23/EO, 96/93/EO u 97/78/EO na Cvéema u
Pewenue 92/438/EHO na Cveema (Peznamenm omnocno ogpuyuannua konmpon) (OB
L 95, 7.4.2017 2., cmp. 1).
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(88)

(89)

C uen na ce obe3neyar mpo3pavHoCT, OE3MPUCTPACTHOCT M IMOCIIEIOBATEITHOCT Ha
JNEMHOCTUTE MO MPABOIPUIIaraHe B JbpPKABUTE WICHKH, € HEOOXOUMO IbPKABUTE UICHKU
Jia ch3/aJaT MOAXOoAsIIa ypea0a 3a HaJlaraHeTo Ha epUKacHU, Bb3MUPALIU U
MPOTMOPIIMOHAIIHU CAHKIMH TPU HECTIa3BaHE HA HACHOAWUA Pe2lIAMEeHm, Thii KaTo OT
TOBA MOXE JIa IPOU3TEKAT BPEIHU MOCIEANIIN 32 OOIIECTBEHOTO 3/paBe U 3PaBETO HA

KUBOTHUTE, KAKTO M 3a OKOJIHATa cpEaa.

W1 na npeanpusaTuaTa, U Ha KOMIIETEHTHUTE OPTaHU YE€CTO CE Hajara Aa IpaBsT
pasrpaHrueHIE MEXy BETCpUHAPHUTE JIEKAPCTBEHU POIYKTH, PypaskHUTE JOOABKH,
OuoLUMaUTe U APYTruTe NPOAYKTHU. 3a Aa ce u30erHe HenocaeA0BaTeleH MoAX0/ 10
OTHOLICHHUE HA TAKUBA IIPOAYKTH, J1a C€ YBEJIMYHU IIpaBHATA CUTYPHOCT U J1a CE YJIECHH
IPOILIEChT Ha B3EMaHe Ha PEIIEHUs OT CTpaHa Ha b KABUTE WICHKH, ClieiBa Jia Obie
Ch3/1a/IeHa KOOpANHALIMOHHA Ipyla Ha IbPXKABUTE YJICHKH, KaTO €Ha OT 3a1a4uTe 1
ciezBa 1a ObJie MPEJIOCTaBSIHETO Ha MPETOPHKU 332 BCEKH KOHKPETEH ClTydail, Korato ce
IIOCTaBs BBIIPOC JIaJIM JaJIeH MPOIYKT IoMaaa B 00XBaTa Ha ONpe/IeIeHUEeTO 3a
BETEPHUHAPEH JIeKapcTBEH NpoayKT. C 11ei1 ga ce rapanTupa npasHa curypHoct Komucusita

MOJKE J1a B3€M€ pellIeHHEe Il 1aIeH IPOAYKT € BETEPUHAPEH JIEKapCTBEH MPOAYKT.

13328/18 eik/IA/tg 45
IMTPUJIOXXEHUE GIP.2 BG



(90)

1)

Karo ce umat npensu cienupUIHUTE XapaKTEPUCTUKN HA XOMEOIIATHIHHUTE
BETCPUHAPHU JICKAPCTBEHH MPOAYKTH H MO-CIEIIMATHO TEXHUTE ChCTaBKH, KEJIATEITHO € J1a
CE YCTaHOBH CIIEIIMATHA OTPOCTEHA MPOIIeypa 3a PETUCTPAIHS U Ja CE MPEIBUIST
CIEIMAIHU PAa3NoPeI0H 3a AUCH 06KUM e HA HIKOW XOMEOIIATUYHN BEeTEPHHAPHU
JIEKapCTBEHH MPOAYKTH, KOUTO CE ITyCKaT Ha ma3apa, 6e3 Jja ca ocoYeHn I MOKa3aHMs.

I KadecTBOTO Ha XOMEOIATHYHUTE JICKAPCTBEHU NPOJIYKTH HE 3aBUCH OT yIOTpedaTa uM,
1opajii KOETO He CIIe/IBa Ja Ce MPHIIAraT CIIeUAIHU Pa3ope 0N OTHOCHO T€3H MPOIYKTH
3a HE0OXOAMMUTE N3UCKBAHUS U MPABHIIA OTHOCHO Ka4eCTBOTO. OcéeH moea, 6bnpexu ue
ynompeoama Ha XoOMeonamu4Hu 6emePUHAPHU 1eKapcmeenu npooyKmu, paspeuieHu
Cb2/IACHO HACMOAWUA Pe2TIAMEHM, Ce Pe2yiupa no CbUWUA HAYUH, KAKMOo u Opy2u
paspeuienu 6emepUHAPHU 1eKAPCMEEeHU RPOOYKMU, Pe2laMeHmM b He Pezyiupa
U3NO036AHEMO HA PECUCMPUPAHU XOMEONAMUYHU 6eMEPUHAPHU JIEKAPCHEEHU
npodykmu. Ilopaou mosa uznonzeanemo Ha MAKUea pe2ucmMpPUPaHu XoMeonamuuHu
6emepuHapHu 1eKapcmeeHu npooyKmu e npeomem Ha HAaYUOHATHOMO NPAGO, KAMO
CAYUAAM e COUUAM U N0 OMHOUIEHUE HA XOMEeONaAmuYHume j1eKapcmeeHu npooyKmu,
pezucmpupanu ¢ coomeemcmeue c /lupexkmusa Ne 2001/83/EO na Esponeiickus

napnramenm u na Cveema’s,

C el Ja €€ OCUrypu 3alura Ha 06H_[eCTBeHOTO 3ApaBeC U 3IPABETO HA ) KUBOTHUTEC, U HA
OKOJIHaTa cpeaa, cjicaBa aa Cce o0e3meuvar JO0CTAaTbYHHU q)HHaHCOBI/I CpeacTBa 3a
U3IIBJIHCHUECTO Ha I[CI\/'IHOCTI/ITG, YCIIYIruTe U 3aJa4UTEC, Bb3JIOKCHU Ha AFGHIII/I?[T& 1o
cujiaTa Ha HAaCTOAIIUA PECriIaMCHT. Te3n I[CI\/'IHOCTI/I, YCIYyIru U 3aaa4u CJICIBa J1a CC
q)HHaHCI/IpaT Ype3 TAKCH, 3aIllIalllaHUu OT IMPECANIPUATUATA. Te3u Takcu oOaue He cjacaBa aa
3acdrar MmpaBOTO HA AbPKABUTC YWICHKU J1a C’b6I/IpaT TaKCH 3a JEHHOCTUTE U 3aa4YuTcC,

HU3BBPIICHU HA HAMMOHAJIHO PABHUIIIC.
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Jupexmuea 2001/83/EO na Esponeiickusa naparamenm u na Cveéema om 6 noemepu
2001 2. 3a ymewvporcoasane na kooekc Ha OduiHoCmma OMHOCHO J1eKAPCMEEeHU
npooykmu 3a xymauna ynompeoa (OB L 311, 28.11.2001 2., cmp. 67).
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(92) Kamo yano ce npuema, ue coujecmeysaujume u3uck6anus no OMHOUIEHUE HA
mexHuueckama 0OKymMeHmayus 3a Kauecmeomo, 6€30nacHocmma u epukacnocmma Ha
6éemepuHapHume 1eKapcmeenu npooyKmu, Rpeocmasana npu nooasane Ha 3aa6/1eHue
3a paspeuienue 3a mopeosus, é npunoxcenue I kom /Jupexmuea 2001/82/EQ, nocneono
usmenena c Jupexkmusa 2009/9/EO na Komucuama'®, pabomam oocmamwuno 0oope na
npakmuka. Ilopaou moea nama cneuwina Hyx3coa om couiecmeeHo u3MeHenue Ha meu
usuckeanus. Heooxooumo e ob6aue meszu uzuckeanusn oa ce aoanmupam, 3a 0a ce
0mM2060puU HA YCMAHOGEHUME HECHOMEEMCHEUA C MEHCOYHAPOOHUME HAYYHU
ROCIMUMCEHUA UTU NOC/IeOHUme NPOMeHU, 6Kaouumenno ¢ Hacokume om VICH, C30,
Opzanuzayuama 3a UKOHOMUYECKO cbmpyoruyecmeo u pazeumue (OUCP), u kamo ce
Omuuma u HeodXoouMocmma om pazpadomeane Ha CheYUPUUHU UUCKEAHUA 3a
HO6AMOPCKUMe mepaneemuiHu 6emepuHapHu 1eKapcmeeHu npooyKmu, Kamo
CHULEBPEMEHHO ce U3026a 3HAUUMENTHOMO NPEPadomeane Ha Hacmoauume

pasnopeoodu, no-cneyuaino 6e3 0a ce NPOMEHA MAXHAMA CIPYKMypa.

19 Hupextusa 2009/9/EO na Komucusra ot 10 dheBpyapu 2009 r. 3a usmMeHeHue Ha

Hupextusa 2001/82/EO na EBpornelickus napiameHT 1 Ha CbBeTa OTHOCHO KOJIEKCa Ha
OO6uHoCcTTa 32 BeTepuHapHUTe jekapcTBeHu npoayktu (OB L 44, 14.2.2009 r., ctp. 10).

13328/18 eik/IA/tg 47
IMTPUJIOXXEHUE GIP.2 BG



(93)

C men HACTOSIIIMAT PErJIaMeHT, inter alia, 7a ce ajmanTupa KbM HAYYHOTO Pa3BUTHE B TO3H
CEKTOp, J1a Ce YNPaXHAT HaI30pHUTE paBoMoius Ha Komucusita, n1a ce BbBenaT
xapMoHu3upanu cranaapti B Cpro3a, Ha Komucusra ciensa ia ce aenerupa
IIPAaBOMOILMETO J1a IIpreMa akToBe B cboTBETCTBHE ¢ wieH 290 ot JPEC 3a
yCmanosaeane Ha Kpumepuu 3a ONpee/ITHETO Ha aHTUMUKPOOHHUTE CPEJICTBA, KOUTO
TpsIOBa Ja ce 3amassT 3a JICUCHHWE Ha HAKOW MH(EKIIUU IIPU XO0Pa; 3d YCHAHOBAGAHE HA
U3UCKBAHUAMA 3A CLOUPAHE HA OAHHU OMHOCHO AHMUMUKPOOHUME J1IeKAPCMEECHU
npoOyKmu, NPpasuIAmMa OMHOCHO MeMoOume 3da cCboupane Ha OAHHU U OCULYPABAHEMO
Ha Kauecmeomo; 3a yCmaHoes68aHe HA NPABUNA 34 2APAHMUPAHE HA eheKmueHama u
be3onacna ynompeoa Ha eemepunapuume j1eKapcmeenu npooyKmu, pa3peuieHu u
npeoOnuceanu 3a npuiIazane npe3 yCmama no HA4uHu, pazniuyHu om ynompeoama um
noo gpopmama Ha MeOUKAMEHMO3HU PyParcu; 3a npeoocmasane Ha NOOPOOHOCHU
OMHOCHO CHOBPIHCAHUEMO U hopmama Ha UHpopmayuama no OMHoOUeHUEe HA
€OHOKONUmMHUME 8U006€ B YHUKAIHUA 00HCUBOMEH UOCHMUPUKAUUOHEH 0OKYMEHM
3a U3MEHeHUue Ha NPAGUIAMA 3a KAPEHMEeH CPOK, € 02710 HaA HO6U HAYYHU
O0oKazamesicmed; 3a onpeoeisine Ha HeoOXo0uMunme nOOPoOOHU NPAGUIA OMHOCHO
npuazanemo om cCmpana Ha CMONAHCKUMmMe cyOeKmu ¢ mpemu OvPIHCasu Ha
pasnopeodume 3a 3a0pana 3a u3no/36ane Ha AHMUMUKPOOHU 1eKapCMEeHU nPoOOyKmu
3a YyCKOpAGAHE HA PACMENca UIU yeeuuasane Ha 000uea u 3a0panama 3a U3NON36aHe
Ha onpeodeenu aHMUMUKPOOHU cpedcmea; 3a OTIPEISIsTHE Ha pe/ia 3a HaJaraHeTo Ha
TJI00U UTH HEPUOOUYHU UMYUWIEeCMEEHU CAHKWUU, KAKTO U YCIIOBUATA U PE/a 3a TAXHOTO
crOupane; u 3a uzmenenue na npunoxcenue Il c yen (i) usuckeanusma omHocHo
mexnHuyeckama 0OKyMeHmayus 3a Kauecmeomo, 6e30nacHocmma u epuKkacnocmma Ha
eéemepunapHume jleKapcmeenu npooyKmu 0a 6voam cvo0pazeHu ¢ HayuHo-
mexHuueckume oocmuycenus u (i) 0a ce nocmuzHe 00CmMamviHO HUGO HA
noopoodHOCM, 3a 0a ce 2apanmupanm nPAGHAMaA CU2YpHOCH U XAPMOHU3AUUAMA, KAKMO
u ecuuku Heobxooumu akmyanuzayuu. Om ocodena ea)xcnocm e no epeme Ha
noozomeumennama cu paboma Komucuama oa nposeoe nooxooauju Koncyaimayuu,

GKJIIOYUME/IHO HA eKCREPMHO pasHuuie, U me3u KOHCyimauuu oa 6voam npoeedeuu 6
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cbomeemcmeue ¢ npuUHyuUnume, 3a10xcenu 8 MexcoyuHcmumyyuoHaiHomo
cnopasymenue om 13 anpun 2016 2. 3a no-006po 3axonomeopuecmeo®’. Ilo-cneyuanno,
C uen ocuzypasane Ha pasHo yuacmue npu HO0Z0MOBKAMA HA delecUpanume aKmoaee,
Esponeiickuam napramenm u Cvéemvm noayuagam 6CuKu 0OKymMeHmu
€0HOBPEMEHHO C eKCnepmumne Om 0bpiHcagume YieHKU Kamo mexuume eKcnepmu
noyuaseam cucmemMamuyno 00CmMvbn 00 3ACe0aHUAMA HA eKCRepmHume Zpynu Ha

Komucuﬂma, 3anumaeauiu ce ¢ noozomoexama Ha Oeﬂeeupanume aKkmoee.

(94) 3a J1a ce rapaHTUpaT €AHAKBH YCJIOBHS 32 U3IIBJIHEHUE HA HACTOSIIUS PETJIaMEeHT, Ha
Komucusita cjieaBa ga 6’bI[aT Ipea0CTaBCHU UBIIBJIHUTCIIHU ITPABOMOIIHA.
W3bJIHUTETHUTE IPABOMOIIIHUS ClI/IBa J]a ObJIaT YIPAXKHIBAHU B ChOTBETCTBUE C

Pernament (EC) Ne 182/2011 na Esponeiickus napiaamenT u Ha ChBeTa’!.

95) Kozamo npedocmaeam yciyzu é opyza 0vprcasa uieHKa, 6emepuHapHume 1eKapu
cledsa 0a cnazeam 6CUYKU HAWUOHATIHU RPABUTIA, KOUMO CA YCMAHOBECHU 6
npuemawiama ovprcasa ynenka cveiacuo Jupexkmuea Ne 2005/36/EO na Eeponeiickus
napramenm u na Cveema?? u /fupexmuea Ne 2006/123/EO na Eeéponeiickus

napnramenm u na Cveema®.

(96) Karo ce B3emat npeBu1 OCHOBHUTE TPOMEHH, KOUTO CJIE/IBA Jla C€ BHBEIAT B
JeiicTBalluTe IpaBuiia, U ¢ el Ja noAo0py GyHKIMOHUPAHETO HA BBTPEIIHMS M1a3ap,
HNOIXOAUIUAT ITpaBeH MHCTPYMEHT, KoiTo aa 3amenu upektusa 2001/82/EO, e
perJIaMeHT, Ype3 KOMTO Jla ce yCTAaHOBAT SICHU, OAPOOHU M MPSIKO MPUIIOKUMHU IpaBUIIa.
PernamMeHTBHT CHILO TaKa rapaHTUPa €THOBPEMEHHOTO M XapMOHU3HUPAHO MpHJIaraHe Ha

MIpaBHUTE W3UCKBAHMS Ha IsU1aTa TepuTopus Ha Chro3a.

20 OB L 123, 12.5.2016 ., cTp. 1.

A Pernament (EC) Ne 182/2011 na EBponeiickus napaamenT u Ha CbBerta ot 16 peBpyapu
2011 r. 3a ycTaHOBsIBaHE Ha OOIIUTE MPABHUJIA U IPUHIIUITN OTHOCHO peJia M YCIOBUSTA 32
KOHTPOJI OT CTPaHa Ha AbPKABUTE WICHKU BbPXY YIPAXKHIBAHETO HA U3IBJIIHUTEITHUTE
npaBomomus ot ctpana Ha Komucusita (OB L 55, 28.2.2011 r., ctp. 13).

Jupexmuea 2005/36/EO na Eseponeiickusa naparamenm u na Cveéema om 7 cenmemepu
2005 2. omnocno npusznasanemo na npogpecuonannume xeanuguxayuu (OB L 255,
30.9.2005 2., cmp. 22).

Jupexmuea 2006/123/EO na Eeponeiickus napnamenm u na Cvéema om 12 dexemepu
2006 2. omnocno ycnyzume na esmpeuinus nazap (OB L 376, 27.12.2006 2., cmp. 36).

22

23

13328/18 eik/IA/tg 49
IMTPUJIOXXEHUE GIP.2 BG



97) JIOKOJKOTO IENHUTE HA HACTOSIINS PETJIAMEHT, 8 UMEHHO — J1a ObJJaT YCTAHOBEHHU MTPaBUIIa
OTHOCHO BETEPUHAPHUTE JICKAPCTBEHH MPOIYKTH, UpE3 KOUTO CE OCUTYpsIBA 3aluTa Ha
3/IpaBETO Ha XOpaTa | 37paBeTO Ha )KMBOTHUTE, KAKTO U HA OKOJIHATA CpeJia, U Ce
nojanomara (yHKITMOHUPAHETO Ha BHTPEIIHUS [1a3ap — HE MOXKe J1a ObJIaT MOCTUTHATU B
JIOCTaThYHA CTETICH OT IbPKABUTE YWICHKH, a IOPAU TOpaan 00XBaTa U MOCIEIUIUTE MY
MOJKe J1a ObJIaT 1M0-100pe MOCTUTHATH Ha paBHUIIETO HAa Chro3a, ChIO3BT MOXKE J1a IPHEME
MEpKH B ChOTBETCTBHE C IMPUHIIAIIA Ha CYOCHIMAPHOCT, YpeIeH B wieH 5 oT JloroBopa 3a
EBporeiickus cb103. B CbOTBETCTBHE C MPUHIMIIA HA IPOIIOPLUUOHAIHOCT, YPEJIEH B
CHINUS WICH, HACTOSIIHUST PETIIAMEHT HE HAAXBBHPIIS HEOOXOJMMOTO 32 IIOCTUTAHETO Ha

TE3U OCIH,

I[TPUEXA HACTOAILMA PETJTAMEHT:
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I'nasa [

[Ipeamer, mpUnoXHO MOJIE U ONPEIETICHUS

Yien 1

IIpeamer

C HACTOAIIWA PpEIIIaMCHT C€ YCTAHOBSBAT IIPpaBHUJIa 3a ITYCKAaHETO Ha I1a3apa, np0u3300cmeomo,
BHOCA, U3HOCA, 10CTaBKaTa, pasnpocmpanenuemao, q)apMaKOJ'IOFI/I‘IHaTa 6,Z[I/IT6J'IHOCT, KOHTpPOJIa U

ynotpebaTa Ha BETEpUHAPHUTE JIEKAPCTBEHHU MPOIYKTH.

Yien 2

[IpunosxHo nose

1. Hacrosmmusrt PCriIaMCHT CC Ipujiara 3a BETCPUHAPHUTE JICKAPCTBCHU ITPOAYKTH, KOUTO Ca
IMPUTOTBCHU B IIPOMUIIJICHU YCJIOBHA UJIU 110 METO, BKIIFOYBAILl ITPOMUIIJICH ITPOLIEC, U Ca

npeaHa3Ha4YCHHU 3a ITYCKAaHEC Ha I1a3apa.

2. OcBeH 3a NpOoAyKTUTE, IOCOYEHHU B naparpad 1 ot HacTosus wieH, wienoee 94 u 95 ce
IIpuJIarar ChIlo TakKa 3a| aKTUBHHU BEUIECTBA, KOUTO C€ U3IIOJI3BAT KaTO U3XOIHU

MaTepuaIy 3a BETEpUHAPHU JIEKaPCTBEHU MPOAYKTH.
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Oceen 3a npooykmume, nocouenu 6 napazpag) 1 om nacmosawyusa unen, unenoee 94,
105, 108, 117, 120, 123 u 134 ce npunazam u 3a UHAKMUBUPAHU UMYHOTOZUYHU
6emepuHapHu 1eKapcmeeHu nPOOyKmu, KOUmo ca npou3eedenu om namozenu u
AHMU2EHU, NOJIYYEHU OM HCUGOMHO UIU HCUBOMHU 8 eNUOEMUOI0ZUYHA eOUHUUA U Ce
U3noa36am 3a 1eueHue Ha Moea HCUGONHO UU HA Me3U HCUBOMHU 8 ChULama
enUOEMUOIOZUYHA eOUHUUA UTU 3d IeYeHUEMO HA HCUBOMHO WU HCUGOMHU 6

€OUHUUA, KOAMO € NOMEBPOUIA eNUOEMUOTIOZUYHA 6PB3KA.

Upe3 oepozauua om napazpaghu 1 u 2 om nacmoawjusa uien eOUHCMeeHo unenose 55,
56,94, 117, 119, 123, 134 u pazoen 5 om 2naea IV ce npunazam no omnowenue na

eemepunaprume jieKapcmeeHu npodykmu, pa3peuieHu 6 coomeemcmeue C 4Ji€H 5,

napazpagh 6.

Upe3 oepozauua om napazpagh 1 om nacmosawgusa unen, uienoge 5—15, 17—33, 35—
54, 57—72, 82—84, 95, 98, 106, 107, 110, 112—116, 128, 130 u 136 ne ce npunazam 3a
XOMeonamuyHu 6emepuHapHu 1eKapcmeeHu npooyKmu, KOUmo ca pecucmpupanu 6

cvomeemcmaeue c uien 86.

13328/18 eik/IA/tg 52
IMTPUJIOXXEHUE GIP.2 BG



OcBeH 3a MPOAYKTUTE, IOCOYCHU B naparpad 1 om Hacmoawyus unen, pasnopenoure Ha

rnasa VII ce mpuiarat chlIo Taka 3a:

a)

0)

BEIIECTBA ¢ aHA0OJHO, aHTUMH(EKITUO3HO, TPOTHBOMAPAZUTHO,
IPOTHUBOBB3NAIUTEIHO, XOPMOHAIIHO, HAPKOMUYHO VU TICUXOTPOITHO JeHCTBHE,

KOHNTO MOrarT aa Cc€ M3I10J13BaT 3a )KUBOTHH,

BETCPUHAPHU JICKAPCTBEHU IIPOJYKTH, IIPUTOTBEHU B allT€Ka WU Om Juye, Ha
Koemo e pa3pewieno 0a u3evbpuiéa moea Cv21acHO HAYUOHAIHOMO NPAe6o, B
CBOTBETCTBUE C BETEPUHAPHA PELEITa, IIPEAHA3HAYCHA 33 OTAEIHO JKMBOTHO UJIH 32

MaJika rpyna >kKMBOTHHU (,,MarucTpajiHa pernenrta);

BETCPUHAPHU JICKAPCTBEHH MPOAYKTH, IPUTOTBEHU B allTeKa 10 hapMaKorneiHa
pelenTypa u npeHa3HaYeH! 3a psKa JOCTaBKa Ha KPallHUs MOTPeOUTEN
(,,bapmakoneiina penenta‘“). Kocamo npooykmu no makaea gpapmaxoneiina
peyenma ca nPeOHA3HAYEHA 3d HCUGOMHU, OM2IEHCOANHU 3d NPOU3BOOCHEO HA

Xpaunu, 3a max e HeodX00UuMa eemepuHapHa peyenma.

7. Hacrosmusr pernaMeHT He ce npuiiara 3a:
a) BETCPUHAPHU JICKAPCTBCHU IMPOAYKTHU, ChbABPKAIIHU aBTOJIOXKHHU WUJIN AJIOTCHHU
KJIETKH WM ThKaHHU, KOUTO HE ca OMIIU MOAJIOKEHH Ha IPOMUIIIJICHU IPOLIECH;
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0) BeTepUHApPHHU JIEKAPCTBEHH MPOAYKTH, MOTYyYEHU HA OCHOBATA HA PAAHMOAKTUBHU

HU30TOIIH,

B)  (ypaxHu 1006aBKH CHIIIACHO OINPEICICHUETO B WieH 2, maparpad 2, OykBa a) OT

Pernament (EO) Ne 1831/2003 na EBponeiickus mapnament n Ha ChBeTa’;

I)  BETEpUHApPHU JIEKApCTBEHU NPOAYKTH, IPEIHA3HAYEHH 3a HAyYHOM3CIIE10BATENICKA U

pa3BoOlHA IEWMHOCT;

0)  MeOUKAMeHMmMO3HU Pypaxcu u MedcOUHHU RPOOYKMU CHb2IACHO ONPedeieHUemo 6
unen 3, napazpag 2, oyxkeu a) u 6) om Peznamenm (EC) Ne 2018/... na

Esponeiickua napnamenm u na Cvéema®,

Hacmo;mumm peciamenm He 3aciala Hauuouafmumepamopeomt OMHOCHO maKkcume,

OCBE€H NO OMHOUIeHUEe Ha yuenmpaaulupanama npouedypa 3a pa3peuieHus 3a movpecoeust.

Humo 6 HACmoaAulusa pecilamenm He 6b3npenamcmea 01;pafcaea YjIeHKa 04 3anasu uiu
0a éveeoe Ha mepumopusima Cu HAUUOHAJIHU MEPKU 34 KOHmMPOJl, KOUmo CMemHue 3a

nobxodﬂmu, no omHouienHue Ha HAPpKOMUYHU U NCUXOMPONRHU eeuiecmaea.

24

25

Pernament (EO) Ne 1831/2003 na EBponeiickust napiaameHT 1 Ha CbBeTa OT 22 cenTeMBpU
2003 r. oTHOCHO 100aBKH 3a U3MOI3BaHe MPU XpaHeHeTo Ha xuBoTHUTE (OB L 268,
18.10.2003 r., ctp. 29).

Peznamenm (EC) 2018/... na Eeponeiickusa naparamenm u na Cveema omnocHo
npou3600cmeomo, nNycCKanemo Ha na3apa u ynompeoama Ha MeOuKamMeHmo3Hu
dypaostcu, 3a usmenenue na Pecnamenm (EQ) Ne 183/2005 na Eeponeiickus naparamenm
u na Cveema u 3a ommana na /lupexkmuea 90/167/EUO na Cveema (OB L ...).

OB: Mous1, BbBEJIETE B TEKCTa HOMEpA, a B OeleKKara o1 JIMHUS — HOMepa, JaTaTta u
JAaHHUTE 3a MyOnuKanusaTa Ha periamenTta B 1okymeHT PE-CONS 43/18
(2014/0255(COD)).
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Yen 3

CTBIIKHOBEHHE HA 3aKOHU

Korato BeTepuHapeH JiekapCcTBEH NPOAYKT, IOCOYEH B WieH 2, naparpad 1 oT HacTosmus
perJiaMeHT, Nomaja ChIIo Taka B MpHIokHOTO rojie Ha Permament (EC) Ne 528/2012 Ha

EBponeiickus napiament u Ha ChBera’®

win Ha Pernament (EO) Ne 1831/2003 u e nanuue
MIpOTHBOpeUre Mexay HacTosmus perinameHT U Pernmament (EC) Ne 528/2012 unu

Pernament (EO) Ne 1831/2003, mpeaMCTBO MMa HACTOSIIUAT PETIIAMEHT.

3a yenume na napazpagh 1 om nacmoawua unen Komucusara Moxxe upe3 akTOBE 32
U3IIBIHEHHE Ja IPUeMa PelIeHUs Jalli OnpeesieH IPOAYKT WK rpyra MPOAYyKTH Jia ce
CUMTAT 32 BETEPUHAPEH JIEKAPCTBEH MPOAYKT. Te3M aKTOBE 32 U3II'BIIHCHHE CE ITPUEMaT B

CHOTBETCTBHE C MPOIIeIypaTa 1Mo pa3riekiane, mocoueHa B wieH 145, maparpad 2.

26

Pernament (EC) Ne 528/2012 na EBponeiickust napaamenT u Ha CbBerta ot 22 mait 2012 r.
OTHOCHO TIPEIOCTaBSIHETO Ha Maszapa u yrnorpebdara va ouornuau (OB L 167, 27.6.2012 r.,
ctp. 1).
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Yien 4

Onpenenenus
3a 1eJIUTE Ha HACTOSIIUS PETJIaMEHT CEe MpUilaraT CJIETHUTE ONPEICTICHUS:

(1) ,»BETEPUHAPEH JIEKAPCTBEH MPOAYKT O3HaUaBa BCAKO BEUIECTBO MJIM KOMOUHAIHS OT

BCIICCTBA, KOCTO OTroBapsA Ha IMOHC €IHO OT CJICAHUTC YyCJIIOBHA:

a) 3as4BCHO €, U€ IIpUTCKaBa CBOICTBA 3a JICUCHUE HJIN HpO(bI/IJ'IaKTI/IKa Ha 00JIECTH IO

KHUBOTHUTC,

6) NpeaAHa3Ha4YCHO € 3a YHOTpe6a HJIN IIpHJIarade 1mpu >)XUBOTHH C 1LICJI Bb3CTAHOBABAHC,
KOPCKOUA WK IIPOMAHA HA (I)I/I3I/IOJ'IOFI/IIIHI/ITC Q)YHKHI/II/I IIOCpCACTBOM

(hapMakoJIOTUYHO, UMYHOJIOTHYHO MU METAOOJIUTHO JIeWCTBUE I ;

3) npedmwlmqeno e 3sa ynompeﬁa npu >I€Cu6OmMHU C Ueéj nocmaeine Ha Memmuucxa

ouazno3a;

r) [peAHAa3HAYEHO € 3a €BTaHa3Msl Ha KUBOTHU;
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(2) ,,BEIIIECTBO* 0O3HAYaBa BCEKU MaTEpHAJl ChC CICIHUS MPOU3XO/:
a)  YOBCIIKH;
0) >KMBOTHHCKH,
B)  pPAaCTUTEJIECH;
)  XUMHYECKH;

3) »» AKMUBHO 8EULECHB0* 03HAUABA BCAKO BCULECIMBO UJIU CMeEC OM BelieCéd,
NPeOHA3HAYEHU 3a U3NON36AHE 3d NPOU3BOOCHE0 HA 6eMEPUHAPHUS JIEKAPCM6ECH
RPOOYKm, KOUMmO, KO2amo ce U3noJi3eant 8 He2060mo NPOU3E00CHIB0, ce NPECPBULAM 8

aKmueHna cocmaexKka Ha mo3u npodykm;

“) » HOMOUWLHO 8eULECM B0 03HAUABA BCAKA CHCMABKA HA 6€MEPUHAPHUA JIEKADCHEEH

npodykm, pa3iuina om aKmueéHo eeuiecmeo Uik OnaKo6v4eH mamepuaii;

(5) ,»AMYHOJIOTHUEH BETEPUHAPEH JICKAPCTBEH MPOIYKT  O3HaYaBa BETEPUHAPEH JICKAPCTBEH
MPOJIYKT, I npeIHa3HauYeH 3a MpuIaraHe Mpy )KUBOTHU C 11Tl 1a IPeI3BUKA aKTUBEH WIH

MaCUBCH UMYHUTCT WJIK C LCJI 1a C€ JUArHOCTHLIUPA UMYHUTCTHT HAa ) KUBOTHOTO;
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(6)

(7

¥

()

(10)

,,OMOJIOTHYEH BETEPUHAPEH JICKAPCTBEH MPOAYKT  O3HaYaBa BETEpUHAPEH JIEKaPCTBEH

IMPOAYKT, B KOWTO aKTHBHO BCIIECTBO € OHOJOrHYHO BCIIECTBO,

,,OMOJIOTUYHO BEIIECTBO 03HAYaBa BEIIECTBO, KOETO CE MPOU3BEXK/IA WIIH U3BIINYA OT
OMOJIOTMYCH M3TOYHHUK M 32 YHATO XapaKTEPUCTHKA, KAKTO U 3a ONPEICIISTHETO Ha
KaueCcTBOTO My, € HE0OXOMMO JIa C€ POBe/Ie HAOOP OT PUZUKO-XUMUKO-ONOJIOTUIHH

TCCTBAHHA, CbUCTAHU C IO3HAHHWA 34 IPOU3BOJACTBCHUS ITPOLCC U KOHTPOJIA BbPXY HET'O,

spehepenmen eemepunapeH j1eKkapcmeeH nPooyKm “ 03Hauasea 6emepuHapen
Jniekapcmeen npooykm, paspeuien ¢ coomeemcmeue ¢ unen 44, 47, 49, 52, 53 unu 54,
Kakmo e nocoueno 6 uien 5, napazpag 1, 6v3 ocnosa na 3asaenenue, no0adeHo é

coomeemcmeue C 4ieH 8,'

,,TEHEPHUCH BETEPHHAPEH JICKapCTBEH MPOAYKT" 03Ha4aBa BETEPUHAPEH JICKAPCTBEH
IPOJIYKT, KOHTO MMa €IHAKbB Ka4eCTBEH U KOJIMYECTBEH ChCTAB HA aKTHBHHUTE BEILIECTBA,
chmara (apMarneBTHIHA PopMa KaTo pehepeHTHUS BETEPUHAPEH JIGKAPCTBEH MPOAYKT U

qusToO 6I/IOGKBI/IBaﬂeHTHOCT C pe(i)epeHTHI/ISI BeTepI/IHapeH J'IeKapCTBeH HpOI[yKT € JOKa3aHa
E

,»XOMEOIIaTUUeH BETEPUHAPEH JIEKAPCTBEH MPOAYKT  0O3HAYaBa BETEPUHAPEH JIEKApCTBEH
MPOJYKT, IPUTOTBEH OT XOMEONAaTHYEH U3TOUHUK B ChOTBETCTBUE C XOMEOIaTUYHA
MIPOM3BOJICTBEHA MPOIIeypa, onucaHa B EBpomneiickaTta papmakomnes, a ako HiMa TakaBa
— BBB (hapMakorenTe, KOUTO KbM MOMEHTA C€ U3MOI3BAT O(DUIIMAIHO B JbPIKABUTE

YJICHKH;
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(11)

(12)

(13)

(14)

(15)

»AHTUMHUKPOOHA PE3UCTEHTHOCT  03HaYaBa CIIOCOOHOCTTAa HA MUKPOOPTaHU3MUTE J1a
OLIETIeST WJIK Jia C€ Pa3MHOXKaBaT MPU HAITUYUETO HA aHTUMUKPOOHO CPEJICTBO B
KOHIEHTpAIHsl, KOSITO 0OMKHOBEHO € JJ0CTaThuHa J1a UHXUOUpa uiu 1a youe

MHKPOOPTaHHU3MHU OT ChIIHA BU/;

+» AHMUMUKPOOHO CPEOCmEO“ 03HAUABA 6CAKO 8EULECIBO C NPAKO Oelicmaue 8bpXy
MUKPOOpZanumume, u3noa36aHo 3d jledenue uiu npohuiaKkmuxka Ha unGexkyuu uiu
UHpeKyuo3HU 601eCmu, 6KIIOUUMEIHO AHMUOUOMUYU, NPOMUEOBUDYCHU,

NPOMUEOZLOUYHU U AHMURPOMO30UHU CPEOCmEd;

whRpOmMueoOnapa3unmHo cpedcmeo “o3Hauasa eeuiecmeo, Koemo ynuuioxcaea ujiu
npexKncea paseumuemo Ha napasumu, U3noJi36aH0 3a jieueHue uiu npedomspamﬂeaﬂe
Ha und)ekuuﬂ, UHeas3usa ujiu 50/1ecm, npuduHena uiu npeoasana om napa3umu,

GKIIOYUUME/IHO éeuiecmea ¢ penejieHmHo 0eﬁcm3ue;

» AHMUOUOMUK  03HAYABA 6CAKO eU{ECMEO C NPAKO Oelicmeue 6bpXy bakmepuu,
U3NO0JI136AH0 3a 1e4eHUe WU 3a NPouIaKmuKa Ha uHgeKyuu uiu uHGeKyuo3Hu

oonecmu;

wMemaguiakmuka“ o3Hauasa npuiazane Ha 1eKapcmeeH nPooyKm evpxy pynda
HCUBOMHU, C1€0 Kamo e Ouna NoCmageHa OuazHo3a 3a K1UHUYHO 3a00116aAHe HA YaAC
om zpynama, ¢ yen j1eueHue Ha KIUHUYHO 0O0JTHUme HCUBOMHU U KOHMPO HAO
Ppasnpocmpanenuemo Ha 6oaecmma cpeod HcUugomHume, KOUMmo cd 8 O1U3bK KOHMAKM u

Ca U3J102iC€HU Ha PUCK, U KOUMO MOIHce geue oa ca cyémunulmo 3apa3enu,

13328/18 eik/IA/tg 59
IMTPUJIOXXEHUE GIP.2 BG



(16)

(17)

(18)

(19)

»HpOuUIAKmMUKa“ 03HaAYAsa NPUIAzaHe HA 1EKAPCMEEH RPOOYKHL 8BbPXY HCUBOMHO UL
2pyna om JHcueomHuU nPeou nPoAsama HA KIUHUYHU RPUSHAUU HA 3a001A6aHe, C Uell 0a

ce npedomepamu npoasama Ha 3a601:16ane uiIU Ha UHpeKyus;

,»KITMHUYHO M3MUTBaHe  03HayaBa M3CJIeBaHe, KOETO UMa 3a L€ J1a IPOBEPH MPH MOJIEBU
yclIoBUs 6€30MaCHOCTTa WK e(PUKACHOCTTa Ha BETEPUHAPEH JIEKAPCTBEH MPOIYKT MPU
HOpPMAJTHH YCIIOBUS Ha OTIJICK/IaHE HA )KUBOTHUTE WIJIM KaTO YacT OT oOnvaitHaTa

BCTCPUHApPHA IMPAKTUKA C LCJI J1d CC MMOJIYyYHU HUJIM U3MCHHU Pa3pCUICHUC 3a ThbPTOBUA;

,IIPEIKIIMHUYHO M3CIeIBaHe  0O3HaUaBa U3Ccje/IBaHe, KOeTOo He Momaja B 00XBara Ha
OIPEENICHUETO 32 KIIMHUYHO U3IIUTBAHE U UMa 32 11eJ1 J]a U3Ciie1Ba O€30M1acHOCTTa WK
e(pMKaCHOCTTa Ha BETEpUHAPEH JIEKAPCTBEH MPOAYKT C LIEJI 1a C€ MOIYYd WM U3MEHU

paspCICHUC 3a TbProBU:A;

,»CbOTHOILIEHUE MEKY 10JI3aTa U PUCKa* 03HayaBa OLIEHKA Ha MOJIOKUTEIHOTO
BB3JICHCTBUE OT yrmoTpedaTa Ha AaJIeH BETCPUHAPCH JICKAPCTBEH MPOIYKT CIIPSIMO

CJICAHUTE PUCKOBE, CBbpP3aHU C U3IIOJI3BAHCTO MY:

a) BCCKHU PUCK 3a 3JpaBCTO HA JXUBOTHUTC HUJIU XOpaTa, CBbP3aH C Ka4€CTBOTO,

0€30MacHOCTTa U €pUKACHOCTTA HAa BETEPUHAPHHUS JIEKapPCTBEH MPOIYKT;
0)  BCEKM PHMCK OT HEXeJaHO Bb3/IEHCTBHE BbPXY OKOJIHATA Cpelia;

B) BCCKHU PUCK, CBbP3aH C Pa3BUTUCTO Hal PE3UCTCHTHOCT,
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(20)

,»BB3IPUETO HAMMEHOBAaHUE  03HAUaBA MEXK/IYHAPOJHOTO HEMIATEHTHO HAUMEHOBAHUE,
npenopbyaHo oT CetoBHara 3apaBHa opranu3anus (C30) 3a dadeno eewecmeo, nnmi —

aKo HsIMa TakoBa — OOMYaNHO M3I0JI3BAaHOTO HaMCHOBAaHHC,

1) »HAUMEHOBAHUE HA 6EMEPUHAPHUA JIEKAPCHEEH RPOOYKM “ 03HAYA6A UIU UBMUCTIEHO
HAuMeHOo8aHnue, KOemo He e 6epoAmHno 0a 0v0e 00BLPKAHO C 6b3NPUEHIOMO
HauMeHoBanue, Uil 6b3NPUEmo Uiu HaAyuYHoO HAUMEHOBAHUE, NPUOPYIHCEHO Om
mMBP206CKA MAPKA WU HAUMEHOBAHUENO HA RPUMENCAmes Ha Pa3peuteHIemo 3a
muwp2osus;

(22) ,,KOHIIGHTpalus“ 03Ha4yaBa ChIbP’KAHUETO HA aKTHBHU BELIECTBA B ChCTaBa Ha
BETEPUHAPHUS JICKAPCTBEH MPOAYKT, U3PAa3€HO KOJUYECTBEHO 3a €AMHUIIA 1032, CIMHUIIA
o0eM WM eMHHIIA TErJI0 B 3aBUCUMOCT OT (hapmarieBTHUHaTa Gpopma;

(23) ,,KOMIIETEHTEH OpraH‘‘ 03HauaBa OPraHbT, ONPEIEIICH OT JbPKaBa YiICHKA B ChOTBETCTBUE
cuien 137;

(24) ,»€THUKET* 03HauaBa MHGoOpMaIusATa BbPXY IbPBUYHATA OMAKOBKA UM BbHIITHATA
OTIaKOBKa;

(25) ,,IppBUYHA OMAKOBKA* O3HAYaBa ChJI WJIM BCEKH JIPYT BHJI OTMIAKOBKA, KOSITO BJIH3a B

HEIMOCPEICTBEH KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MPOJIYKT;

(26) ,,BBHIIIHA OTIAaKOBKA‘‘ 03Ha4aBa OIMAKOBKa, B KOSITO € IOCTaBE€HA IbPBUYHATA OMAKOBKA;
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(27) ,JIACTOBKA" 03HauaBa JMCTOBKA C HH(OpMAIH 32 BETepUHAPHUS JIEKAPCTBEH MPOIYKT,

KosATO oOe3mevaBa Heropara 0e3ornacHa U epukacHa yrnorpeoa;

(28) ,»[TICMO 32 JOCTBI* 03HaYaBa OPUTHHAJIEH IOKYMEHT, IOJAIMCAH OT IPUTEXKATEN] Ha
JAHHUTE WK OT HETOB MPEACTABUTEN, B KOWTO CE IMOCOYBA, Y€ JJAHHUTE MOTaT Jia ce
W3II0JI3BAT B 110J13a HA 3aA6UmMest O OMHOWIeHIe HA KOMIICTCHTHUTE OpraHy, Ha
Eeponeiickama azenyus no nexkapcmeama, cvizoaoena c Pezcnamenm (EOQ) Ne 726/2004

(yAzenyuama*) unvu na Komucusra 3a 11eJIUTE€ Ha HACTOSIIIUS PETIaMeHT;
(29) ,,OTPaHUYEH T1a3ap‘ 03HavaBa Ia3ap 3a eJIMH OT CJCIHUTE BUOBE JICKAPCTBEHHU MPOTYKTH:

a)  BETEPUHAPHU JICKAPCTBEHU MPOAYKTHU, IPEAHAZHAYCHU 32 JICUCHUE WU
npodunakTuka Ha 60JIECTH, KOUTO Ce CpelaT pAIKO WIH B OTpaHUYEHHU reorpadcku

PanoOHH;

0) BeTepUHAPHU JIEKAPCTBEHU MPOAYKTH, IPEAHAZHAYCHU 32 )KUBOTUHCKH BUIOBE,
pa3InYHU OT rOBEJA, OBIIE I 3a RPOU3600CME0 HA MECO, CBUHE, ITNJIETA, KydeTa U

KOTKHU,

(30) »(PapMakoJIOTHYHa OTUTETTHOCT 03HAUABA HAYKAMA U OeiiHOCmume, C6bp3anu ¢
OMKpUGaHemo, OUyeHKama, pazoupanemo u nPeoomepama6aHemo Ha nPeononNazaemu

HeONazonpuUAMHU peakyuu uiu Opy2u npooiemu, C6bP3anuU ¢ 1eKapCcmeeH nPOOyKm;
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(31

(32)

(33)

(34)

,»OCHOBHA JOKYMEHTAIIHsI B CHCTEMaTa 3a (hapMaKoJIOruyHa OJAUTEIHOCT  03HAYaBa
noIipoOHO OMHMCAaHKE Ha crcTeMaTa 3a papMaKoJOTHYHa OAUTEITHOCT, U3MOJI3BaHa OT
IIPUTEXKATEIIS Ha pa3pelieHre 3a ThProBUs 110 OTHOIIEHHE Ha €IUH WK MTOBEUE pa3pelieHH

JIEKapCTBEHU MTPOIYKTH;

,,KOHTpOJ’I“ O3Ha4daBa BCidKa 3ajJiada, OCbIICCTBABAHA OT KOMIICTCHTCH OpraH I 3a IMpOBEPKa

Ha CbOTBCTCTBUECTO C UBUCKBAHHWATA HA HACTOAIINA PCTIIAMCHT,

,,BETEPUHAPHA pELENTa* 03HaYaBa OOKYMEHm, U30a0eH Om eemepuHapen aexkap, 3a
BETEPUHAPEH JIEKAPCTBEH MPOAYKT WU 34 JIeKAPCMEEH NPOOYKmM 34 XyMAHHA ynompeoda

34 Hezoeama ynompe6a npu HCueOmHUu,

5, KaPCHTCH CpOK“ O3HaydyaBa H606XOI[I/IMI/I$IT MHUHUMAJICH HHTCPBAJI MEKAY IMOCICIHOTO
I[pujiaraHe Ha BETCPHUHAPCH JICKAPCTBCH IMPOAYKT BbPXY )KUBOTHU IIPU HOPMAJIHU YCJIOBHUS
Ha y1'[OTp€6a " MPOU3BOACTBOTO HA XPAHUTCIHU MMPOAYKTH OT TAX € LCI Aa CC rapaHTHpa,
Y€ XPAHUTCIIHUTE NPOAYKTH HE CbAbPKAT OCTAThbYHU KOJINYCCTBA B KOHICHTPAIUHU,

BpPCIHH 3a O6H.I€CTBCHOTO 3ApPaBc;

(35) ,»IIyCKaHe Ha na3zapa‘‘ 03Ha4daBa IpeJIaraHeToO Ha BETEpUHAPEH JIEKApCTBEH IPOAYKT 32
I'bPBU ITBT HA yenus nazap Ha Cblo3a uau 6 eOHa uiu nogeue 0bprHcasu YieHKu, KaKmo
€ NPUOHCUMO;
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(36)

(37)

(38)

(39)

(40)

» MBP20BUS HA €0PO““ 03HAUABA 86CUYKU OCLIHOCHIU, KOUMO C€ CbCMOAm om Habaesane,

CbXpaHeHue, 00CMAaeKa uUnu U3HOC Ha eemepuHapru j1eKkapcmeenu npodykmu, ouno mo

cuen neuanoa unu He, C U3K/II0UeHUue Ha oocmaeKkume Ha 0])86}10 Ha eemepuHnapru

JlIeKapcmeenu npodykmu 3a oﬁmecmsenocmma;

»»8600HU 8UO06E* 03HAYUABA sud06eme, nocoueHnu 6 uneH 4, mouxa 3 om Peznamenm (EQ)

Ne 2016/429 na Esponeiickua naparamenm u na Cveema®’;

» HCUBOMHU, OM2IEHCOAHU 34 RPOU3EOOCHIE0 HA XPAHU “ 03HAUACA HCUGOMHUME, OM
KOUMmOo ce npou3eexicoam Xpanu cb21acHo onpeoeienuemo 6 uien 2, oykea o) om

Peznamenm (EO) Ne 470/2009;

»wRPOMAHA “ 03nHauaea usmeHeHue 6 ycjlosusma Ha pa3speuienue 3a movpeosus ¢

6eMEPUHAPEH JIeKApCME€EeH l’lpOome, KAKmo € noCO4€HO 6 UJieH 36,'

»DEKaMa HA 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU “ 03HAYABA U3BBLPUIBAHEMO HA
npeocmagane noo KaKkeamo u 0a e hopma b6 6pb3KaA ¢ 6eMEPUHAPHU T1eKAPCMEEHU
RPOOYKmMU C yen 0a ce NORYAAPUIUPa 00CMAagKama, pasnpocmparHeHuemo,
npooarccoama, npeOnuceanemo uiu ynompedama Ha 6emepuHapHu 1eKapcmeenu

npoOmeu, BKJIIOUUmMeEJIHo U npedocmae;me Ha mocmpu U CHOHCOpCME0y

27

Peznamenm (EC) 2016/429 na Eeponeiickus napnamenm u na Cveema om 9 mapm
2016 2. 3a 3apaznume 6onecmu no HcugomHuUmMe U 3a USMEHEHUE U OMMAHA HA
onpeoenenu aKkmoee 6 001acmma Ha 30PA6EONA36AHEMO HA HCUBOMHUME
(3axonooamencmeo 3a 30paseonazeanemo na yxcueomnume) (OB L 84, 31.3.2016 2.,
cmp. 1).
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(41)

(42)

43)

(@)

(0)

()

(44)

»hpoueoypa 3a 00padomeane Ha CUZHAIU“ 03HAYUABA NPOUEOYPA 34 AKMUEEH HAO30D HA
oanHume om hapmaxonocuunama 60UmMeIHOCHm 3a 6emMePUHAPHUMeE 1eKAPCHEEHU
RPOOYKmMuU ¢ yesl 0a ce OuyeHAm me3u OAGHHU U 0a ce YCMAaHo8u 0aiu ca HACMbRULU
NPOMEHU 6 CLOMHOULEHUEN O MeMHCOY NON3AMA U PUCKA OM Me3U 6emepuUHapHu
JleKapcmeenu npooyKmu, ¢ 02j1€e0 OMmKpPUGAHe Ha PUCK06e 3a 30PAGEen o HA HCUGOMHUMe

uiu oﬁmecmeenomo 30pa3e, U 3d ona3zeanemo Ha OKoJiHama cpeda;

» NOMEHYUAIEH CEPUO3EH PUCK 3a 30PAGENO HA XOpama uiu 30pagemo Ha
HCUGOMHUmME, UNU 34 OKOTHAMA CPeda* 03Ha1aea CUmyayus, RPU KOAMo Cbuiecmeysa
MHO20 2071AMA 8EPOAMHOCH CEPUO3HA ORACHOCHI, NPOUMUYAA Om ynompedama Ha
6emepuHapeH 1eKapcmeen npooyKm, 0d 3acezHe 30pagemo Ha Xopama uiu 30pagemo

Ha )>cueomnume, Uil OKo/jinama cpeda;

»HOBAMOPCKU 6emepuUHapen 1eKapcmeen npooykm*“ o3navaea:

6EMEPUHAPEH JIEKAPCMEEH npodyl{m, cneuuaiiino npedua3uauen 3a 2enna mepanus,
pecenepamuena MeOMuuHa, MbKAHHO UHJICEHEPCM B0, mepanus ¢ KDb6HU npodykmu,

Jleuenue ¢ bakmepuogazu;

6EMEPUHAPEH JIEKAPCMEEH npodykm, npou3xo;uc0am Om HAHOMEXHO102UU, UIU

6CAKa dpyza mepanun, Kosimo ce cuuma 3a 3apa9fc0au4a ce obnacm 6v6

eemepunaprnama Meauuuua;

1 CRUOEMUOIOZUYHA COUHUUA 03HAYABA ENUOEMUOIOZUYHAMA EOUHUUA CHTIACHO

onpeoenenuemo ¢ unen 4, mouka 39 om Peznamenm (EC) 2016/429.
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I'nasa II

Pazpemienust 3a TproBusi — 001N pa3nope 0 U MpaBuiia OTHOCHO 3asiBJICHUSTA

Pazmen 1

OO6mu paznopendu

YieH 5

Pa3pemeHI/m 3a ThpPIroBus

1. BeTepHHapeH JICKApCTBCH MPOAYKT CC IIYCKaA Ha I1a3apa CaMoO CJIEA KaTO KOMIICTCHTCH
OpraH UJjin KOMI/ICI/IHTa, Kakmo e npujioxxcumo, € I/I3I[a.]'I/a paspCiCcHUC 3a TbproBuUsA 3a TO3U

MPOJIYKT B ChOTBETCTBUE C WieH 44, 47, 49, 52, 53 I/IJII/II 54.

2. Pa3peiiennero 3a ThbproBus ¢ BETEPUHAPEH JIEKAPCTBEH MPOJIYKT € C HEOTPAaHUYEH CPOK Ha
IEHCTBUE.
3. Pemenusdra 3a npenocraBsiHe, 0TKa3, CIUPaHE HA ICVCTBUETO, OMMEHAHE VIV U3MEHECHUE

upe3 npomana Ha paspeuicHue 3a TbproBus €€ OIMMOBCCTABAT HY6J'II/ILIHO.
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4. Paspewenue 3a myp2oeus ¢ 6emepunapen 1eKapcmeen npooyKm ce u3oaea camo Ha
3aaeume, Koiimo e ycmanoser ¢ Cvroza. Hzuckeanemo oa 6voam ycmanoeHu 6

Chviro3a ce npuaza u 3a npumesicameniume Ha paspeuienusl 3a movp2o6usi.

5. Paspewenue 3a mvpeosus ¢ 6emepunapen 1eKapcmeeH npooyKkn, NpeoHa3HaueH 3a
€OHO Ul nogeue HeuOMUHCKU 6U008€, OM2NEHCOAHU 3d NPOU3EOOCME0 HA XPAHU,
Modtce 0a 6v0e U30a0eHo camo, aKko PapmaKoaioZuiHo aKMUGHOMO 6EULeCMEO €
paspeuieno cvenacro Peznamenm (EO) Ne 470/2009 u npuemume 6v3 ocnoea nHa Hez2o

aKmoee OMHOCHO CbOMGEEMHUME JHCUBOMUHCKU 8UO08E.

6. B cayuait na semepunapnu nexapcmeenu npooyKkmu, npeOHA3HaA4eHu 3d HCUGOMHIU,
KOUumo ce omeanexcoam camo Kamo 0OMAauiHu J00umMuyu — 6 aKeapuymu uiu
U3KYCmEeHU e3epa, 0eKopamueHu puou, Kkaghesnu nmuyu, 0OMauwtHu 2oavou,
mepapuymHu 3cueomHu, OpeoHu zpu3avu, nopose u 3aiyu, OvpiHcagume YieHKU Mo2am
0a paspeuwiam U3K1I04eHus On HACMOAWUA YleH, NPU YCl06Ue Ue me3u 6emepuHapHu
JleKapcmeenu npooyKmu He nooie)dcam Ha 6emepuUHapHa peyenma u ue é 0vpicasama
Y/1eHKA Ca 63¢MU 6CUYKU HEeOOX00UMU MEPKU 34 NPEOOmEPama6ane Ha
Hepa3speuieHomo u3noJi3éane Ha me3u 6emepPUHApPHU J1eKapCmeeHu nPpooyKmu 3a opyzu

HCUBOMHU.
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Yieu 6

HonaBaHe Ha 3a4BJICHHU:A 3a Pa3pCIICHU 3a ThbpIrOBHUA

3asBIEHUATA 32 pa3peLICHU 3a ThPrOBUS CE MOJIABAT JO KOMIIETEHTHUS OpraH B
CIIy4auTe, KOraTo pa3pelleHusaTa 3a ThProBUsl c€ IPEIOCTABAT MO HIKOS OT CIEAHUTE

MPOLICYPH:

a)  HalMOHAaJHATa MpoLeaypa, IpeaABUAcHa B UieHOBE 46 I u 47,

0) JAeueHTpalu3upaHaTa Mpoleaypa, NpeaBuaeHa B uwieHoBe 48 u 49;

B)  Ipoleaypara 3a B3auMHO IIpU3HaBaHe, MpeIBHIeHA B uieHoBe 51 u 52.

2)  npouedypama 3a nocied6auio NPUHAagane, NPeOBUOeHa 6 uieH 53.

3asBICHUATA 32 Pa3pELICHUs 32 THPrOBUS CE I0JaBar A0 I AreHnusTa B ClIy4yauTe, KOrato

TC CC OTHACAT OO pa3pCIICHUA 3a TbProBUsA, IIPCIOCTABAHHA 110 OCHTPpAJIM3UPaHaTa

npolenypa, npeABuaeHa B WieHoBe 42 — 45' .

3asBneHusATa, TOcOYeHH B naparpadu 1 u 2, ce mogaBat no €JIeKTPOHEH BT U TI0

o0pa3iuTe, MPeI0CTaBeHN OT ATEHIIUSATA.
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4. 3asBUTEIST HOCH OTTOBOPHOCT 33 TOYHOCTTA HAa HPEeOCmaAseHama ungopmayus u

00Kymenmauuﬂ 6b6 6PB3KA C HE2060mO 3as6/i1eHUE.

5. B 15-n1HeBeH cpok OT moJiydaBaHe Ha 3asBJICHUETO KOMIIETCHTHUAT Oprad Wik ATEHIUATA,
KaKmo e npuioxncumo, yBeIoOMsBaT 3asiBUTENIS Jalld € npedcmasena uaiama
UHopmayua u 0OKymeHmayus, U3UCKyema ChriiacHO WieH 8, u 0anu 3asaeieHuemo e

8AIUOHO.

6. AKO IIPELICHAT, Y€ 3asBJICHUETO € HEI'bJIHO, KOMIIETEHTHUST OpraH Wi ATeHLHUATA,
KaKmo e npuiodcumo, HaJyIe)KHO YBEIOMSBAT 3asIBUTEIIS U ONPEAEIAT CPOK, B KOUTO TOH
J1a IPeCTaBU JUIICBAIlaTa HH(OpMaLUs U OOKymMenmauus. AKo 3aaeumenim He
npeoocmasu 1unceauiama UHGopmayus u OOKyMeHmayus 6 pamKume Ha onpeoeneHus

CPOK, 3a:6/1eHUEemo ce cuuma 3a ommecjieno.

7. AKo 3aa6umensam He npeocmasu NbjieH nPeeod Ha U3UCKEAHAMA OOKYMEHMAYUs é CPOK
om uiecm meceuya ced noay4asane Ha uHpopmayuama, nocouena é unen 49, napazpag
7, unen 52, napazpag 8 unu unen 53, napazpagh 2, 3as61enuemo ce cuuma 3a

OMmmec2jieHo.
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Ynen 7
Ezuyu

1. E3uxvm unu e3uyume na Kpamkama XapaKmepucmuKka Ha nPoOyKma u Ha
uHopmayuama evbpxy emuKkema u bpxy 1UCHOKama mpaoea, 0CeeH aKo
Ovporcasama 4ieHKa He pewiu 0py2o, e ouyuanen e3uK uiu e3uyu Ha Ovprcasama

Y1eHKA, 8 KOAMO 6eMePUHAPHUAM 1eKAPCMEEH NPOOYKM ce nPe0oCcmassn Ha nazapa.

2. Emukemume na éemepunapnume 1eKapcmeenu npooyKmu moxce 0a ce CbCmagam Ha

HAKOJIKO e3UKa.
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Pazgen 2

M3uckBanusa KoM JOCHETO

Yien 8

I[aHHI/I, KOHUTO CC 1nmoaaBat CbC 3asABJICHHUCTO

1.  3asgBieHHeTO 3a pa3pelieHHe 3a ThProBUs ChbpPKa C/1IeOHOMO:

a)

0)

I nHpOpManusATa, MOCO4YeHa B MpHIIoKeHHeE |

TEXHUYCCKA NOKYMCHTAaIM, Heobxo0uma 3a 00Ka3zeéane Ha Kauecmeomo,
b0e3zonacnocmma u ed)ukacuocmma Ha eemeéepuHaprus iekapcmeern npodykm, B

CbOTBCTCTBUC C UBMCKBAHUATA, IOCOUCHHU B ITPUIIOKCHUC II,

pe3rome na ocCHoénama 00Kymenmamm 6 cucmemama 3a 4)apmal<0ﬂozulma

ooumennocm.
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2. Korato 3asBneHneTo € 32 aHTUMUKPOOEH BETEPHHAPEH JIEKAPCTBEH MPOAYKT, OCBEH
uH(pOpMaLIUATA, MEeXHUYeCKama 00KyMeHmauusa u pe3romemo, nocoueHu B naparpagd 1,

CC MPECACTABAT CBHIIIO TaKa:

a) AOKYMCHTAaUsA OTHOCHO IIPCKU MJIKM KOCBCHU PHUCKOBC 3a O6H.[€CTBCHOTO 3ApaBC UJIn
3ApaBCTO HA )KUBOTHUTC, Uik 34 OKOJIHama cpeda, CBbpP3aHu € yHOTpeGaTa Ha

AHTUMHUKPOOHHMS BETEpPUHAPEH JIEKApPCTBEH MPOAYKT MPH KUBOTHUTE,

06) wuHbOpMaIUs OTHOCHO MEPKHUTE 32 HAMAaJIsIBaHE Ha PUCKA C 1IeJl 1a C€ OTPaHUYHU
Pa3BUTHETO Ha aHTUMHUKPOOHA PE3UCTEHTHOCT, CBbP3aHO C yrnoTpebdara Ha

BETEPUHAPHUS JICKAPCTBEH MPOJYKT.

3. Korato 3asiBieHHETO € 3a BETEPHHAPEH JICKAPCTBEH MPOIYKT, TPEeIHA3HAUCH 32
JHcueoOmMHU, OTTIICKIAHU 3 TIPOM3BOCTBO HA XPaHH, U ChIbpPIKaIl (papMaKOoIOrHUHO
aKTHBHU BEIIECTBA, KOUTO HE ca paspeuienu cvearacno Pecnamenm (EO) Ne 470/2009 u
Cb21ACHO RPpUemuUme b3 0CHO8A HA HE20 AKMOGe 3a ChOTBETHUTE )KUBOTUHCKHU BUIOBE,
OCBEH MH(OpMAIUATA, TEXHUYECKATa TOKYMEHTAIUS  PE3IOMETO, IIOCOYCHHU B maparpad 1
OT HACTOSIIUS YWICH, CE MPEJCTABs ChIO TaKa JIOKYMEHT, YIOCTOBEPsBAIll, 4e¢ B ATCHIIUITA
€ TI0JI/ICHO BAJIM/THO 3asIBJICHUE 32 OMPeECIITHEe HA MAKCHMAITHO JIOITYCTUMHU CTOHHOCTH Ha

OCTAaTBb4YHU KOJIMYECTBA B CbOTBCTCTBUEC C ROCOUEHUA pec/laMenm .
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4. [Taparpad 3 oT HaCTOALIMS YWICH HE Ce MpHJIara 3a BETePUHAPHH JICKAPCTBEHH MTPOAYKTH,
NpeHa3HAYCHH 32 €THOKOIIMTHH BUJIOBE, 32 KOUTO € OOSIBEHO, Y€ HE ca NPeHA3HAYCHH 32
KJIQHE C [1eJ1 KOHCYMAIIHsI OT YOBEKA B YHUKATHUA 00HCUBOMEH UOCHMUDUKAUUOHEH
00Kymenm, nocouen ¢ oykea unen 114, napazpagp 1, oyxea 6) om Peznamenm (EC)
2016/429 u 6 npuemume 6v3 0CHO6a HA He20 aKmoge, N IPU KOUTO aKTUBHUTE BELIECTBA
B ChCTaBa Ha BETCPUHAPHUS JICKAPCTBEH MPOJYKT HE Ca paspeuteHu cveiaco Peznamenm

(EO) Ne 470/2009 unu npuemume 63 0CHO8a HA He20 AKmMoage.

5. Koraro 3asBJICHHETO € 32 BETEPMHAPEH JIEKAPCTBEH MPOLYKT, KOMTO ChIbpKa WIH Ce
CBCTOU OT FEHETHYHO MOAM(PULIMPAHN OPraHU3MH 110 CMUCHIA Ha wieH 2 oT JlupekTusa
2001/18/EO na Epponelickus napnamenT 1 Ha ChBeTa’®, ocBeH nHpopManusTa,
TEXHHMYECKATA TOKYMEHTALMS M PEIOMETO, TI0COYeHH B niaparpad | om nacmoaugus

Ujien, KbM 3a4BJICHHUCTO CC IIpuJiarar:

a) KOITMEC OT NMCMCHOTO CBHITIACHC HAa KOMIICTCHTHUTE OPraHu 3a Cb3HATCIIHO
OCBO60)KIIaBaH€ Ha TCHCTHUYHO MOI[I/I(bI/IIII/IpaHI/I OpraHn3Mu B OKOJIHATa Cpcaa 3a
HAaYYHOH3CJICAOBATCIICKHU U paSBOI;'IHPI HCJIHU ChIIACHO IMIPECABUACHOTO B 4aCT b or

Hupexktusa 2001/18/EO;

28 Hupexrtusa 2001/18/EO na EBponetickus napiameHT 1 Ha CbBeta ot 12 mapt 2001 r.

OTHOCHO Ch3HATEIIHOTO OCBOOOKJaBaHE HA TEHETUYHO MOAU(PHUIIMPAHU OPTaHU3MH B
OKOJTHaTa cpefa u 3a otMmsiHa Ha Jlupexktura 90/220/EMO na Creera (OB L 106,

17.4.2001 r., ctp. 1).
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0) mBIHATA TEXHUYECKA JOKYMEHTAIHs, ChIIbpiKalla H3UCKBaHATa HH(POPMAITUs

coraacHo npuioxkerus I u IV kpm Iupexktuna 2001/18/EO;

B) OIICHKAaTa Ha PUCKa 3a OKOJIHaTa Cp€Ja B CbOTBETCTBUC C IPUHIUIINTE, U3JI0OKCHHU B

npunoxenue Il kbm dupextusa 2001/18/EO; xakTo u

I)  pe3yiaTaTUTE OT NPOYYBAHUITA, U3BBPIICHU C HAYYHOU3CIEA0BATEICKA WU

pa3BoOMHA IIeJI.

6. Korato 3asBi1eHHeTo ce 1nojaBa B CbOTBETCTBHUE C HAllMOHATIHATA IPOLEAYpa, IpeaABHIEHA
B WIEHOBE 46 I u 47, ocBeH HHpOpPMaLUATa, TEXHUIECKATa TOKYMEHTALUS M PE3IOMETO,
1oco4eHu B naparpad 1 om nacmoawjua unen, 3aBUTENAT NIPEJICTaBA AEKIapanus, 4e He
€ 1o/1aJ1 3asiBJICHUE 32 Pa3pellieHUe 3a ThPrOBUS 32 ChbU4UA BETEPUHAPEH JIEKapCTBEH
HOPOAYKT B pyTa AbpKaBa WieHKa uiu ¢ Cvlo3a, u aKko e npuioicumo, ye e e ouo
npeoocmaseno maxkoea pazpeuienue 3a mbpP206uA B Apyra IbpKapa WICHKA WAl 6

Cwvio3a.
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Pasnen 3

KinyuHuyHau n3nuTBanusg

Yien 9

I Kinanynm n3nurBanus

1. 3asBieHune 3a O,I[O6peHI/Ie Ha KIIMHUYHO U3IIMTBAHE CC I10JJaBa 6 cbomeéemcmeue ¢
RPpUTIOHCUMOMO HAUYUOHAIHO npaeéo 10 KOMIICTCHTHHUA OpI'aH Ha AbpiKaBaTa YJICHKA, B

KOATO Tpﬂ6Ba Aa C€ U3BBPIIH KIMHUYIHOTO U3IUTBAHC.

2. Knuanaay n3nuTBaHus ce O,Z[O6p$IBaT, IIpU YCJIOBHUC Y€ YUACTBAIIUTC B TAX )KUBOTHH,
OTTJIC)KIAaHU 3a MPOU3BOJACTBO HAa XpaHU, WX INPOAYKTHU OT TAX HC IMMOCTHIIBAT B
MMpOAOBOJICTBCHATA BepHraI , OCBCH aKO KOMnemeHnmHusam opzamn e onpe()eﬂuﬂ

noo0X00auy KapeHmeH cpok.

3. KomnereHTHHAT opraH u3agaBa pCUICHUC 3a OI[06peHI/I€ Uiy omkKas Ha KJIMHUYIHOTO

u3nuTBaHe B 60-THEBEH CPOK OT MOJTy4aBaHE HA 6AIUOHO 3asBIICHHE. I

4. IIpy U3BBPIIBAHETO HA KIMHUYHUTE U3MUTBAHUS HAIJIEKHO CE B3€MaT Hpe,Z[BI/IILI
MexnyHapoAHUTE HACOKH 3a 100pa KJIMHUYHA MpaKkTHKa Ha MexX1yHapOoaHOTO
CBTPYAHUYECTBO 32 XAPMOHU3ALMA HA TEXHUYECKUTE U3UCKBAHUS IIPU PETUCTPUPAHE HA

BETepUHAPHU JICKApCTBEHH MPOAYKTH (,, VICH®).
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5. Jannume, npousmuuauyu OT KIMHUYHUTE U3IUTBAHUS, CE€ MPEACTABAT 3a€JHO ChC

3asBJICHUECTO 3a pa3spCUICHUEC 3a ThbPIrOBUA KaTO 4aCT OT JOKYMCHTalIUATA, IIOCOYCHA B

yieH 8, maparpad 1, Oyksa 0).

6. HpI/I OIICHKAaTa Ha 3a4BJICHHUC 3a pa3pClICHUC 3a ThbPIrOBUA MOXKE Ja 6’E>IlaT B3CTHU 110
BHUMAaHHEC JaHHU OT KIIMHUYHU U3IIUTBAHWA, U3BBPIICHN U3BHH C”bIO3a, caMO aKo
HU3NMUTBAHUATA Ca MIOATOTBCHU, ITPOBCACHHU U OTYCTCHU B CHbOTBECTCTBUC C

I Me:xyHapoIHUTE HACOKHM 3a J100pa KiIMHUYHA npaktuka Ha VICH.
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Pasnen 4

ETukern n 1ucroska

Ynen 10

ETukern Ha mbpBUYHATA OIIAKOBKA HA BETEPUHAPHUTE JICKAPCTBEHU IIPOLYKTH

1. Bbpxy nbpBUYHATA OMMAKOBKA Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT C€ I0COUBa I
cnenHaTa uHGopmalus u cvenacHo uien 11, napazpagh 4 ne ce nocousa nukakea opyza

ungpopmayus, oceéen:

a) HaNMMCHOBAHUC Ha BETCPUHAPHUSA JICKAPCTBCH NPOAYKT, KOHLIICHTPpAlIUA U

dapmarneBTuuHa Qopma;

6) I/I36pO$IBaHC Ha aKTUBHHUTEC BCUICCTBA C BL3IPHUETOTO UM HAMMCHOBAHHUC, U3PA3CHU
Ka4C€CTBCHO U KOJIMYCCTBCHO 3a CANMHHIIA MJIK B 3aBUCHUMOCT OT HAYHMHA Ha

IIPUITOKCHUEC — 3a OIIPCACIICH 00eM 1 TCIJI0,

B)  MapTUJEH HOMEp, pe] KOWTO ce oTOens3Ba nymara ,,Lot*;
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r) uMe, pupMa Wik HAaMMEHOBAHUE C JIOTO Ha MPUTEXKATEIS Ha pa3pelieHrueTo 3a

TbProBH,
,I[) BHIOBC ) XUBOTHH, 3a KOUTO € IIPEAHAZHAYCH IIPOAYKTHT,

€)  CpOK Ha TOJHOCT BBB popMarT: ,,MM/TTTT", IPe KOUTO ce OTOENSI3Ba ChKPAIIEHUETO

»EXp.;
)K) CIICMaIHK YCJIOBHA 3a CbXPAaHCHUC, AKO MMa TaKWBa,
3) HA4YUH HA BPpU10IHCEHUE; KAKMO U
U)  aKo e nPpUIOHCUMO, KAPEHMEH CPOK, 00PU U MO3U CPOK 0a € HY]1a OHU;

2. WNudopmanusra, mocoueHa B naparpad 1 or HacTOsIIuUS WICH, ce 0TOEINsA3Ba C JIECHH U
SICHU 32 YeTEeHEe U BB3MPHEMaHe CUMBOJIU WU I ChC ChKpAIICHUS WM MUKTOTPaMH,
pa3MpoCTpaHeHHU Ha Isu1ata Teputopus Ha Cbio3a, KAKMO ca u3dpoeHu 6 cbomeemcmeue

c unen 17, napazpag 2.

3. Hezaeucumo om napazpagh 1, 0Ovpoicasa unenka mosice 0a peuiu, 4e 6bpXy NbpeuUHaAma
ONAaKoeKa Ha eemepunapeH 1eKapcmeer npooyKm, npeonazan Ha HellHa mepumopusi,
KbM UHopmayuama, usuckeana cvenacno napazpagh 1, ce 0ooasa

uoenmuukayuonen Koo.
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Ynen 11

Etukern Ha BpHIIIHATA OIIAKOBKa Ha BCTCPUHAPHUTE JICKAPCTBCHU IIPOAYKTH

1. Bbpxy BbHIIIHATaA ONTaKOBKAa Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT CE II0COYBA I

cienHaTa UHQOPMALIVS U He ce nOCO48a HUKAKEA Opyza UHpopmayus, 0ceen:

a)  uH(popMmamusTa, mocoyena B wieH 10, maparpad 1;

0) CBABPKAHHMETO B TErJI0, 00eM Wi OpOi MbPBUYHU ONAKOBKU Ha BETEPUHAPHUS

JICKApCTBCH IMMPOAYKT,

B)  IpeaynpexIeHue, ue BeTepUHAPHUSAT JIEKapCTBEH MPOAYKT TPsOBa a ce ChbXpaHsBa

Jajicyd OT morjcaa 1 Ha HCJOCTBITHHU 3a AC1a MECTa,

I)  IpenynpexaeHue, 4e BETEpUHAPHUSAT JIEKAPCTBEH MPOAYKT € MpeAHa3HAuEH ,,caMO

3a BeTepUHAPHOMEIUIIMHCKA yIoTpeda‘;

n)  0e3 o0a ce 3acaza unen 14, napazpagh 4, npenopbKa J1a ce IpoYETe JIMCTOBKATA;
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€)  IpH XOMEOINAaTHYHU BETEPUHAPHHU JIEKAPCTBEHU MPOTYKTH — 0003HAYCHUETO

,»XOMEOIIATUYECH BETEPUHAPEH JIEKapCTBEH MPOIAYKT ;

JHC) 6 cyyail Ha 6emepPUHApPHU 1eKapCmeeHu npooyKmu, 3a KOUmo He ce U3UcKea

eéemepuHapHna peyenma — 0003Ha4eHue U1 UHOUKAUUU;
3)  HOMep Ha pazpeuieHUemo 3a muvpP2osuUsl.

2. Jlvparcasa unenka mosice oa peuiu, ue 6bpXy 6bHUHAMA ONAKOBKA HA 6eMePUHADPEH
JleKapcmeen npooyKn, npeodiazan Ha Hellna mepumopus, Kom unghopmayuama,
U3UCK8aHa cvenachuo napazpag 1, ce 0ooaea uoenmugpukayuonen koo. Takve koo
Modice 0a 0v0e U3N0N36aH 6MECHO HOMEPA HA PA3PeUleHUemo 3a MbP2o6Usl, NOCOUEH 6

napazpag 1, oykea 3).

3. Wudopmanusra, mocoueHa B maparpad 1 oT HacTOSIIHS WICH, Ce OTOENA3BA C JICCHH U
SICHU 32 YETCHE M Bh3IIPHEMaHEe CUMBOJIU HITU I ChC CHKPAIICHUS WIIN ITUKTOTPAMH,
pa3MpoCTpaHeHHU Ha Isu1ata Teputopus Ha Cbio3a, KAKMO ca u3dpoeHu 6 cbomeemcmeue

cunen 17, napazpag 2.

4. Axo MNPOAYKTHT HAMaA BbHIIHA OITAKOBKA, LIs1JIaTa I/IHq)OpMaI_II/ISI, IIOCOYCHA B napazpacpu 1

u 2, ce oTOeNsA3Ba Ha IIbpBHUYHATA OIIAKOBKA.
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Ynen 12

Etukern Ha Manku IIbPBUYHHU OIIAKOBKHU Ha BETCPHUHAPHUTE JICKAPCTBCHU IIPOAYKTH

1. Upe3s neporauus ot wieH 10 I MAaJIKU ITbPBUYHU OIIAKOBKY, KOUMO CA NPEKAIEHO MAJIKU,

3a 0a cvOvpIHCam 6 Yemum opmam unghopmayuama, NOCOUEHA 8 HACMOAWUA YUIleH,

cvObpocam ciieqHaTa THGOPMAIIS U He CbOBPHCAM HUKAKEA Opy2a UuHgopmayus,

0CGEH:
a)  HAaMMEHOBAaHHE HAa BETEPUHAPHMUS JIEKAPCTBEH MPOIYKT;
0) KONMYECTBEHM JIaHHU 32 aKTUBHUTE BEIIECTBA;
B)  TApTUICH HOMED, Ipe] KOMTO ce oTOesI3Ba Jymara ,,Lot*;
I)  CpOK Ha TOAHOCT BBB (OpPMAT: ,,MM/TITT", IpE/I KOMTO Ce OTOEIsA3BA CHKPALLICHUETO
»EXP.“.
2. Ilvpeuunume onaxkosku, nocouenu 6 napazpagh 1 om nacmosauwgus unen, mpaoea oa

umam 6bHUIHA ONAKO6KA, Kosamo debpafca um])opmauuﬂma, U3UCK6AHA nNo 4/1éH 11,

napazpaghu 1, 2 u 3.
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Ynen 13

ﬂonwmumefma um])opmauuﬂ 6bpXYy NbpeUUHAMA ONAKO6GKA U1U 6bHUIHAmMA ONAKO6KA Ha

eéemepuHapHume J1eKapcmeenu npooyKmu

Upes oepozayusa om unen 10, napazpagh 1, unen 11, napazpagh 1 u unen 12, napacpagp 1,

Obpafcasume UJIEeHKU mozam, Ha ceoama mepumopusna U no UCKAHe Ha 3aaeumeJii, oa paspewiam

Ha Mo3u 3asaeume’t 04 6KI04U 6BbPXY NBPEUYHAMA ONAKOBKA UIU 6bHUIHAMA ONAKOBKA HA
6emepuHapHus 1eKapcmeen npooyKm 0ONvIAHUMEIHA NOJIe3HA UHPopmayus, KoAmo oa e
CbeMeCmUMA ¢ KpAmKama XapaKkmepucmurka Ha nPoOyKma u KOAmo He e peKkiama Ha

6éemepuHapeH 1eKapcmeer npooyKm.

Ynen 14

JIucToBka Ha BETEpUHAPHUTE JIEKAPCTBEHU IPOLYKTH

1. Hpumeofcameﬂﬂm Ha pa3peunienuemo 3a movpcoeust NIpCAOCTABA JIMCTOBKA 3a BCCKHU
BETCPUHAPCH JICKAPCTBCH ITPOAYKT. Ta3u nuctoBKa CbAbpiKa Hal-MaJjKo cleaHara

uH(popManus:

a) UME NN (1)I/IpMa U TTOCTOAHCH aApCC UJIN PETUCTPHUPAHO MACTO Ha CTOITAHCKA
HeﬁHOCT Ha MPUTCIKATECIII HA pa3pCHICHUCTO 3a ThbProBUs U Ha IPOU3BOJAUTEIIA,
KaKTO U — KOraTo € NpujIoKNUMO, Ha MPEACTABUTCIIA HA IIPUTCIKATCIIA Ha

pa3penieHneTo 3a ThProBusi;
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0)

HAaNMMCHOBAHUC Ha BECTCPUHAPHUSA JICKAPCTBCH IPOAYKT, KOHUEeHmpauus u

papmayeemuuna gpopma;

KayecmeeH u Kojiuuecmeen CoCcmae Ha aKmueHomo seuiecmeo uiu eeuiecmea,

BUJIOBE )KUBOTHH, 32 KOUTO € MPEIHA3HAYECH MPOAYKTHT, JO3UPOBKA 3a BCEKU BH/I,
METOJ] ¥ HAUMH Ha MIPUJIOKEHUE U aKO € HE0OX0IMMO — CHBETH 3a IIPABUITHOTO

MpUJIaraie Ha MpoJyKTa;

I II0OKa3aHus 3a ynompeoa,

IIPOTUBONOKAa3aHU U HEOIArONPUSATHU pPEeaKLIUU I ;

aKo e npunoIHCUMO, KAPEHTEH CPOK, IOPU U MO3U CPOK Oa e HY1a OHU,
CIELMAaJIHU YCIOBUS 32 CbXpPaHEHUE, aKO UMa TaKUBA;

I/IH(i)OpMaIII/IFI OT ChIICCTBCHO 3HAYCHUC 3a 0€30I1aCHOCTTA U 33 3aluTa Ha 34paBcCTo,

B TOBA YUCJIO CHELMAIIHYU MpeAa3Hiu MEPKH OTHOCHO yroTpedara u Ipyru

NpeAyNpexRACHUS;

UHpopmayua omHoCcHO cucmemume 3a cvoupane, nocouenu 6 ynen 117,

RPUTIOHCUMU KOM COOMBEMHUA 6EMEPUHAPEH JIEKAPDCMEEH npodykm;

HOMEP Ha pa3penieHueTo 3a ThProBusi;
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)  OGHHU 3a 6PB3KA C NPUMeENCAMEA HA Pa3PeuieHue 3a MbP2oGUA UIU C HE208US
npeocmaesumeJl, KAKMO e yeaecvoo0pa3no, 3a cboduasane Ha npeonoiazaemu

HeO1azonpusmHuu peakyuu;
M)  Kaacuuxkayus Ha 6emepUHAPHUA J1IEKAPCMEEH NPOOYKmM, NOCOYeHa 6 uieH 34.

2. JIucroBKaTa MOKE J1a ChbpKa JOIMBIHUTEIHA HHPOPMALIUS OTHOCHO Pa3NpOCTPAHEHUETO,
COOCTBEHOCTTA WJIU JIPYT'H HEOOXOIUMHU INpeilIa3HN MEPKH ChITIACHO pa3pelIeHUeTo 3a
ThPIrOBUS, NP YCIOBHE Y€ MHPOPMALUATA HSIMA PEeKJIaMeH xapakrep. 7a3u ONbIHUTEIHA

uH(pOpMAaIIUs B JIUCTOBKATA SICHO ce 000c00sBa OT MH(GOpMAIUATA, ITOCOYEHA B mmaparpad

1.

3. JlucroBkara ce usnucaa u opopms yemaueo, sICHO 1 pa3dUpaeMo, 0 HaYMH, TOHATEH 3a
oO1ecTBeHOCTTA. Abporcagume uieHKU mozam 0a peuiam aucmoekama 0a 6voe Ha

pasznojiorcenue Ha xapmuen Hocumesl ujid 6 eieKmpoHeH d)opmam, unu u ogeme.

4. Upes oepozayus om napazpag 1, uzuckeanama cve1acHo HACMOAUWUA YTIEH
uHopmayua mosice emecmo moea 0a 6voe npedocmasena Ha ONAKOGKAmMa Ha

6emepunHapHus 1eKapcmeeH npooyKm.
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Ynen 15

Oo0uwi0 u3uckeane no omuouieHue Ha UHhopmayuama 3a npoOyKma

Hnugopmayuama, nocouena 6 unenose 10—14 cvomeemcmea na Kpamxkama xapaxkmepucmuxa

Ha npOOyKma, KAKMmMo e nOco4eHo 6 uieH 35.

Ynen 16

JIucroBka Ha pecucmpupanu XOMEONaTUYHN BETEPUHAPHU JIEKAPCTBEHU MPOILYKTH

Upes neporanus ot wieH 14, naparpad 1, 1ucToBKaTa Ha XOMEOMATUYHU BETE€pUHAPHU
JIEKapCTBEHH MPOAYKTH, PETUCTPUPAHU B CHOTBETCTBUE C uaeH 86 I , ChAbpKa HOHe ClieTHaTa

uHpOpMaLHs:

a) HayYHO HaMMEHOBAaHME Ha U3TOYHMKA UM U3TOYHUIIUTE U CTEIEH Ha pa3pexaaHe, KaTo ce
U3I013BaT cuMBoyIUTE OT EBponeiickara ¢apmakornes, a ako HIMa TaKUBA — OT

q)apMaKOHeI/ITC, KOUTO CC U3II0JI3BAT O(l)I/II_II/IaJ'IHO B IbPIKaBUTC YJICHKH,

0) uMe Wid (pupMa U MOCTOSTHEH aJIpec UM PErUCTPUPAHO MSICTO Ha CTOMAHCKA JIEUHOCT Ha

MMPpUTCIKATCIIA Ha pecucmpayuima 1 — KOrato € ueneCLo6pa3H0, Ha IMPOU3BOJUTCIIA,

B) MCTO/] Ha IMMPHUJIOKCHUC U aKO € HCO6XOI[I/IMO — HA4YWH Ha IIPUITIOKCHUC,
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dapmaneBTuuHa hopma;
CIIELMAIIHH YCJIOBHSA 32 ChXpaHEHHE, aKO NMa TAaKUBa;

BHUJOBC )XMBOTHH, 3a KOUTO € IIPEAHA3HAYCH npooykmbm u, Kocamo e ueﬂec1)06pa3no,

0o3upoekama 3d 6CeéKu om me3u eudoee;

aKo € HCO6XOI[I/IMO — CIICHUAIIHO IMMPCAYIIPCIKACHUC 3a XOMeonamuinusa 6emepunapen

JleKapcmeen NpOoayKT,

3) PErUCTPAIIMIOHEH HOMED;

u) KapeHTCH CPOK, aKO € MPUIIOKHMO;

i) 0003HAYEHHETO ,,XOMEOTIATHUEH BETEPUHAPEH JIEKAPCTBEH MPOTYKT™.

Unen 17
H3nvanumennu npagomMowius o OMHOUWeHUEe HA HACMOAWUA PA30el

1. Kozamo e yenecvoopasno, upez akmoee 3a uznvianenue, Komucuama ycmanoenea
€OUHHU NPAGUIA OMHOCHO UOeHMUPUKAUUOHHUA KOO, nocouen ¢ unen 10, napacpagh 3
u unen 11, napazpagh 2. Te3u akmoege 3a uznvinenue ce npueman 6 CbOMEENICMeue ¢
npoyedypama no paszenexcoane, nocouena 6 unen 145, napazpag 2.
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2. Upes akToBe 3a u3nrbiHeHne Komucusara npueMa CuchbK Ha ChKpAIEHUATA U
MUKTOTpaMHTe, Pa3pOCTPaHEHH Ha Ls1aTa TepuTopus Ha Chro3a, KOUTO J1a ObJaaT
W3TO0JI3BaHy 3a 1enuTe Ha wied 10, maparpad 2 u wnen 11, maparpad 3. Tesu akToBe 3a
U3IIBIHEHUE CE MPUEMaT B CbOTBETCTBHE € IPOLIEAYpaTa M0 pa3riekaaHe, IOCOUYECHA B

yiieH 145, maparpad 2.

3. ‘Ipe3 akmoee 3a usnwvinenue Komucuama ycmanoenea €OUHHU npaeujia OMHOCHO
pasmepa Ha mMajlKu nbpeUYHU ONAKOBKU, NOCOYEHU 6 Y/IeH 12. Te3u akmoee 3a
U3NBb/IHEHUE ce npuemam 6 Cbomeemcmeue ¢ npouedypama no pasmeofwaue, nocouyena

6 unen 145, napazpagh 2.
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Pazgen 5
Cneyuguyunu M3UCKBaHUS KbM JOCHETO IIPH 3asBJICHUS 32 TCHEPUIHHU, XUOPUIHH U KOMOMHHUpAHU
BETCpUHAPHU JICKAPCTBEHU MIPOIYKTH U TIPH 3asBJICHUS Bb3 OCHOBA HA MHPOPMHUPAHO ChIJIACHE H

oubnmorpadcka crpaBka

Ynen 18

I'eHeprYHM BETEpUHAPHU JIEKAPCTBEHU IIPOLYKTH

1. Upes neporanust ot wieH 8§, maparpad 1, 0ykBa 0) He ce uzuckea 3asiBJICHUETO 3a
paspelieHre 3a ThProBHs C TEHEPUYCH BETEPHUHAPCH JICKAPCTBEH MIPOAYKT Od ChIbPKa
JOKYMEHTAIUsl OTHOCHO 0€30MacHOCTTa M €()UKACHOCTTA, aKO Ca M3IBJIHEHN BCHUKH

IMOCOYCHU IMO-A0J1Yy YCIIOBHA:

a) U3C1e0eanuama 3a OUOHAIUYHOCH CA ROKA3AIU OUOCKEUBAICHMHOCI HA
2eHePUYHUA 6emePUHAPEH J1IeKapCmeeH RPOOYKm ¢ pehepeHmHuus eemepuHapen
Jlekapcmeen npoOyKm uiu e npeocmagena 000CHO6KA 3aui0 MAKUea u3ce08aHus

He ca ounu U36vpUIeHU,
6) 3adABJICHUCTO OTroBaps Ha U3NUCKBAHUATA, YCTAHOBCHHU B IIPUIIOKCHUC II,

B) 3a5[BI/ITeJ'I$ITI JIOKa)Ke, 4e 3asBJICHUETO C€ OTHACS 32 TeHEpUYEH BETEpHUHAPEH
JIEKapCTBEH MPOJYKT HA peghepernmen BETEPUHAPEH JIEKAPCTBEH MPOJYKT, 3d KOUmMOo
CPOKBT 32 3alllUTa Ha TEXHUYeCKaTa JOKyMEHTaLUs I , IPEIBUJIEH B 4ieHOBE 39 n

40, € U3TCKBJI WK NPEACTOU I1a U3TCUC CIICA ITO-MAJIKO OT ABC I'OJAUHHA I 5
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Kozamo axkmuenomo BENICCTBO HA 2eHEPUUEH 6eMEPUHAPEH JIEKAPCMEEH RPOOYKM ce
CbCMou om COJIM, CCTEPH, CTEPH, H30MEPH K CMECH OT U30MEPH, KOMILICKCH HJIH
IIPOM3BOJIHH, PA3INYHNA OT AKTHBHOTO BEIIECTBO B ChCTaBa Ha pe)epeHTHHUS BETEPHHAPEH
JICKapCTBCH MPOAYKT, 3d He20 ce CYuma, 4e ¢ ChII0TO KaTO aKTUBHOTO BEIIECTBO B
chcTaBa Ha pe)epeHTHUS BETEPUHAPEH JICKAPCTBEH MPOAYKT, OCBEH KOTATO ChIECTBEHO
Ce pa3/IMyaBa 1o OTHOIIEHUE Ha XapaKTEPUCTUKUTE 3a 0€30IMacHOCT MK €(PUKaCHOCT. AKO
TE3U XapaKTEPUCTUKHU CHIIECTBEHO CC pa3jiMyaBar, 3asBUTCIIAT IPEACTaBs JOMbIHUTEIHA
uH(popMaIs, 3a 1a JOKake 0€30MacHOCTTa WU €PUKACHOCTTA HA COJIUTE, ECTEPUTE HITH
MPOM3BOIHUTE HA Pa3pelICHOTO aKTUBHO BEIIIECTBO B ChCTaBa Ha pe)epeHTHUS

BETCPUHAPCH JICKAPCTBCH ITPOAYKT.

Kozamo ca npedcmasenu nakonko nepopannu gpapmayeemuunu gpopmu c
HenocpeocmeeHo 0ce000coasane Ha 2eHEPUYCH 6emePUHAPEH J1eKapcmeeH nPOOyKhl,

me ce cuumam 3a eoHa u couia papmayeemuuna gpopma.

AKO peepeHTHUAT BETEpUHAPEH JIEKApCTBEH NPOAYKT HE € pa3pellieH B AbpiKaBaTa
YJIeHKa, B KOSITO CE T0/jaBa 3asBICHUETO 32 TCHEPUYHUS BETEPHUHAPEH JIEKAPCTBEH
MPOIYKT, WIH 3asBJICHUETO C€ M0J1aBa B ChOTBETCTBUE C WiieH 42, naparpad 4 u
pedepeHTHUAT BEeTEpUHAPEH JIEKAPCTBEH MPOJYKT € pa3pellieH B Ja/ieHa AbpiKaBa YWICHKa,
3asIBUTEJIAT IOCOYBA B 3asIBJICHUETO IbPKaBaTa WIEHKA, B KOSITO € IPEJOCTaBEHO

pa3peuiceHuc 3a pe(l)epeHTHI/IH BCTCPUHAPCH JICKAPCTBCH NIPOAYKT.
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KoMmneTeHTHUAT oprad uin ATeHIUATA, KAKMO € RPUIOHCUMO, MOXKE J1a TIOUCKAT
uH(pOpMalLKs OTHOCHO pe(epeHTHUS BeTepUHAPEH JICKAPCTBEH MPOIYKT OT KOMIIETEHTHUS
Opras B IbprKaBaTa 4iICHKa, B KOSITO € MpeAocTaBeHo pa3pemienueto. Mudopmarnusira ce

npeaocCTaBda Ha IIOUCKAJIaTa g CTpaHa B 30-nHeBeH CPOK OT I10JIydaBaHC Ha UCKAHCTO.

KpaTkara xapakTepucTuka Ha MPOAYKTa 32 TeHEPUYHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT
€ O cbUiecmeo no0OOHA Ha KpaTKaTa XapaKTepUCTHUKA HA peepeHTHUS BETepUHAPEH
JeKapCTBEeH MpOoAYKT. ToBa n3ncKBaHe 00aue He ce MpHiIara 3a 4acTH OT KpaTKaTa
XapaKTepUCTHKa Ha peepeHTHUS BETEPHUHAPEH JIEKAPCTBEH MPOAYKT, CBBP3aHHU C
nokasanus win apmareBTHUHU (HOPMH, 32 KOUTO KbM MOMEHTA Ha MPEJAOCTaBsSHE Ha
pa3penIeHneTo 3a TeHEPUYHHS BETepUHAPEH JIEKaPCTBEH MPOIYKT BCE OIIE CE MpHIarat

pasnopendy Ha MaTEHTHOTO MPABo.

KomneTeHTHUAT opraH Ui ATeHIUsATa, KAKMO e RPULOHCUMO, MOXKE J1a U3UCKAT OT
3asiBUTENIS J]a IPEACTaBU JaHHU OTHOCHO 0€30I1aCHOCTTA C OIJIe/l Ha NOTEHLUATHU
PHUCKOBE 3a OKOJIHATa Cpe/ia, CBbpP3aHU ¢ yrnoTpedaTa Ha FEeHEPUYHMS BETEpUHAPEH
JIEKapCTBEH MPOJYKT, aKO Pa3pelICHUETO 32 ThPrOBUs C peepeHTHUS BETepUHAPEH

JIEKapCTBEH MPOIYKT € Omio npenocraBeno npeau I okmomepu 2005 2.
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Ynen 19

Xubpuonu eemepunapnu 1ekapcmeenu npooyKmu

1 Upes oepozayusn om unen 18, napazpagh 1 ce usuckea oa 6v0am npeocmagenu
pe3ynmamume om noOX00AuU NPEOKITUHUYHU U3CIE08AHUA WU KITUHUYHU
UBNUMBAHUA 8 CTIyYaume, KO2amo 6emepUHAPHUAM 1eKAPCMEeH RPOOYKm He 0m208aps

HA 6CUYKU XADAKMEPUCMUKU 30 CEHEePUUEH 6emMEPUHAPEH J1eKADCMEBEH npO@me

nopaou eona unu nogeue om cjleOHume NPUYUHU:

a) UMA RPOMAHA 8 AKMUBHOMO 6EULECM B0 UTIU 6EU{ECEd, 8 NOKAZAHUAMA 3d
ynompeba, KOoHyeHmpayuama, papmayeemuunama opma unu 6 HAYUHA Ha
npunodceHue Ha 2eHEPUYHUSA 6eMEPUHADPEH TIEKAPCMEEH NPOOYKH CRPAMO

pehepenmuun 6emepunapen 1eKapcmeen npooyKm;

0) He Mozam 04 ce U3NO036am U3CAe06aHUsA 3a OUOHATUYHOCH 34 00KA36aHe Ha

Ouoexeusanrenmnocm c pegrepeHmHus 6emepuHaper 1eKapcmeen npooyKm; uiu

8) cyposurnume ujiu np0u3300cmeenume npouecu npu Ouonozuunus eemepunapen

JleKapcmeen nPOOyKm ce pasiuduagan Cnpamo pehepenmuusn éemepunapen

JieKapcmeen npooyKm.
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2. Ilpeoxknunuunume uzcnedsanusn unu KIUHUYHUME USNUMEAHUA HA XUOPUOCH
6emepuHapen J1eKapcmeeHu nPoOyKm moxice 0a ce U38bpuieam ¢ Rapmuou om
pehepenmuus eemepunapen iekapcmeen npooykm, paspeuwier ¢ Cvloza uiu ¢ mpema

owporcasa.

3aseumenam 0oxkaszea, ue peghepeHmHuusm 6emepunapeH 1eKapcmeer npooyKm,
paspeuien 6 mpema 0Ovprcasa, e OUN papeuier 6 CbOmeencmeue ¢ U3UCK6AHUs, KOUmo
ca pagnocmoiuinu Ha ycmanoeenume ¢ Cvro3a 3a peghepenmnusn eemepunapen
JleKapcmeen nPoOyKm u ca mojiKkoea no00OHU, ye Mo2am 0a ca 63aUMHO3AMEHAEMU 6

KJIUHUYHUmME U3numeaHus.

Ynen 20

Kom0OuHMpanu BeTepuHapHU JIEKaPCTBEHU MIPOAYKTH

Upes neporanus ot wieH 8, naparpad 1, Oyka 0), 6 ciyuaii ha éemepunaphu nekapcmeenu
RPOOYKmMU, CbOBPIHCAULU AKMUBHU 6EU4ECHBA, U3NOI38AHU 8 CHCMIABA HA PA3PEUIeHU
6emepuHapHu 1eKapcmeeHu nPoOyKmu, He ce U3UCKEa npedocmasane Ha OaHHU 3a

b6e3zonacnocmma u et]mxacnocmma HAa 6CAKO OMOCIHO AKMUBHO eeuiecmeo.
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Ynen 21

3asgBiicHHE Bh3 OCHOBA Ha I/IH(bOpMI/IpaHO CbIjiacuc

Upes neporanus oT wieH 8, naparpad 1, OykBa 6) He ce U3UCKBa MPEACTABSIHE HA MEXHUYeCKa

JOKYMEHTAIUsl OTHOCHO Kauecmeomo, 6€301MacHOCTTa U epUKACHOCTTA, aKO € TTUCMO 3a JJOCThI
3asIBUTEIIAT 32 PA3pELICHHUE 3a ThPrOBUS C I BETEpUHAPEH JICKAPCTBEH MPOJIYKT JOKaXKe, e uma
Ppaspeuienue 1a 110J13Ba MAKA6a TOKyMEHTALUs, RPEOCmasena 6v6 6Pb3Ka ¢ 6eue pa3peuteHus

pedepeHTeH BeTepuHapeH JIEKapCTBEH MPOIYKT.

Ynen 22

3asiBlIeHHE Bb3 OCHOBA Ha Oubnuorpadcka cripaBka

1. Upes neporanus ot wieH 8, nmaparpad 1, OykBa 0) He ce U3UCKBaA MPe/ICTaBsIHE Ha
JIOKYMEHTALUSATA OMHOCHO 0€30nacHoOCmma u eqUuKAcHOCmma, ako 3asiBUTEIIAT JOKaXKE,
Yye aKTUBHUTE BEIIECTBA B ChCTaBa HA BETEPUHAPEH JICKAPCTBEH IIPOJYKT Ca C YTBBPJCHA
BETEpUHAPHOMETUIIMHCKA yrioTpeda B Chro3a Hali-MalIKoO OT JIeCeT TOJIUHU, Ye

e(i)I/IKaCHOCTTa UM € IOKYMCHTHPAHA K Y€ TC Ca C IIpUEMJIMBA CTCTICH HA 0e301IacHOCT.

2. 3asiBI€HUETO OTTOBapsl HA U3MCKBAHUATA, YCTAHOBEHU B Iipuiioxkenue I1.
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Pasnen 6

Paspewenus 3a mwupeosus 3a OrpaHIYCH Na3ap PII IPU U3KITFOUYUTEIHNA 00CTOSITEICTBA

Ynen 23

I 3asiBJieHUs 32 OTPAHUYECH I1a3ap

1. Upes neporanms ot wieH 8, maparpad 1, OykBa 0) om 3aseumens ne ce uzuckea oa
npedcmasu 06CmoliHa TOKYMEHTAIUsI OTHOCHO 0e30nacHocmma v epuKacHOCTTa
CHIIIACHO U3HUCKBAHMATA B NpHIOKeHHE 11, ako ca M3IbIHEHH BCHYKH TOCOYCHH O-T0TY

YCIIOBUS:

a) ImoJi3aTa 3a 3JpaBCOIIa3BaHCTO HA ) XKUBOTHUTC U 34 O6III€CTB€HOTO 3ApaBe OT
I MMpeaAOCTaBAHCTO HAa BETCPHUHAPHUA JICKAPCTBCH IMPOAYKT Ha I1a3apa IMpCBUIlIaBa

pHUCKa, CBbpP3aH C JIMIICAaTa Ha OIIPCACIICHA NOKYMCHTAIIUA;

6) 3asABUTCIET IPCACTABU JOKA3aTCIICTBA, Y€ BETCPUHAPHUAT JICKAPCTBCH IIPOAYKT €

IpeaHa3Ha4YCH 3a OI'paHHUYCH I1a3ap.

2. Koraro Pa3speiCHUCTO 3a ThbPTOBHUA C BETCPUHAPCH JICKAPCTBCH NPOAYKT € MIPECAOCTABCHO
B CbOTBCTCTBUEC C HACTOAIIUSA YJICH, B KpaTKaTa XapaKTCPUCTHKA HAa MPOAYKTA AICHO CC
IMMOCOYBa, 4€ U3BbpPUICHATA OLICHKA Hal 0€30I1aCHOCTTA HIIN C(l)I/IKaCHOCTTa € OrpaHrM4cHa

nopaau Jimrcara Ha 00CTOMHU JaHHH 3a I 0C30IMacCHOCTTa WIIH e(i)I/IKaCHOCTTa Ha IIpOAYyKTa.
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Ynen 24

Banuonocm na paspewenuemo 3a movpzoeus

3a 0Zpanuyen nazap u npoueodypa 3a He2080Mmo NPEPas2iexHcoane

Upe3s depozayusa om unen 5, napazpagh 2 pazpewienue 3a mvpzoeus 3a 02panuier nazap

€ 6aIUOHO 3a CPOK Om nem 200UHU.

Ilpeou usmuuanemo na cpoka Ha 6a1UOHOCI OM nem 200UHU, nOco4eH é napazpag 1
Om HACMOAWUA YJIeH, PA3PeUleHUAMA 34 MBbP206US 34 OZPAHUYEH naA3ap,
npeoocmaseHu no peoa Ha 4ieH 23, ce npepas2iexcoam 6v3 0CHO8A HA 3as61eHUe Om
npumesicamensn Ha moea paspeuienue 3a mvpzosus. Toea 3asaenenue exknouea

axKmyaiu3upana oueHKa Ha CoOmHOUIeHUuemo Meofcdy noJjizama u pucka.

Ilpumesicamennm na paspewieHueno 3a MbP2OBUA 34 0ZPAHUYEH NA3AP NO0A6A
3asneienue 3a npepaszziexcoane 00 KOMnEemeHmHus op2am, U30ai pa3peuienueno, uiu
00 Azenyuama, KAKMo e RPUNLOHCUMO, HAU-MATIKO WeCm meceua npeou U3MmUYaHemo
Ha cPOKa HA 6AIUOHOCH OM nem 200UHU, NOCoYeH 6 napazpad 1 om nacmoaujus uneH.
3asenenuemo 3a npepasenexycoane ce o2panuuasa 00 00Ka3eame, ue ycaosuamad,

nocouenu ¢ unen 23, napazpag 1, npoovircasam oa ca u3nviHeHu.
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Cneod nooasanemo na 3asaeneHue 3a NPePaA3neHcoane papeuieHuemo 3a mvp2oeus 3a
02PAHUYEH nazap ocmaeda é cuid, 00Kamo Komnemenmuuam opean unu Komucuama,

KAaKmo e npujioxcumo, npuemam peuteénue OmHOCHO 3aa6/1eHuemao.

Komnemenmnuusam op2an uiu Azenuuﬂma, KaKmo e€ npujloxcumo, OoueHaea
3ase/ieHuama 3a npepazzﬂeofwaue u3a ydbﬂofcaeaue Ha CpOKa Ha 8AIUOHOC HA

paspeutenuemo 3a movp2oeu.

Bw3 ocnosa na maszu OUEHKA, dKO CbOMmMHouienuemo MeofCOy nojizama u pucka ocmaea
nOJI0HCUMEIIHO, KOMNEMEHMHRUAM OP2AH UJIU Komucuﬂma, KaKkmo e npujioxxcumo,
yO’bJZJICtIGa 8aIUOHOCIMA Ha pa3peuienuemo 3a movpecosus C OONBJIHUMETTHU CPpOKose

om nem 200uHU..

Komnemenmnuam opzan unu Komucuama, Kakmo e npuiodcumo, moiice no 6CAKo
epeme 0a npedocmagu 6e3CpPouUHo papeuteHue 3a mbvP2oeus N0 OMHOUICHUE HA
6emepunapeH 1eKapcmeen npooyKm 3a 02paHuyieH nazap, npu yciosue ue
npumescamenam Ha pa3peuieHueno 3a mvpP2o8Us 3a 02PaHu4er na3ap nPeocmasu
aunceawjume OAHHU OMHOCHO DE30NACHOCIMMA UIU ePUKACHOCMMA, NOCOYEHU 8 U1eH

23, napazpagh 1.
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Ynen 25

I 3asgBieHHA IIPpU U3KITFOYHUTCIIHA o0cToATENCTBA

I Upes neporanus ot uieH §, naparpad 1, Oyksa 0) npu U3KIIOUYUTETHH OOCTOSATENICTBA, CBBP3aHU
ChC 3/IpaBETO Ha )KMBOTHUTE HJIM OOIIECTBEHOTO 3/IpaBe, I 3aABUTEIST MOMHce 0a nodade
3asa61enue, KOemo He O0mzo6apsa Ha 6CUYKU U3UCKEAHUS OM ROCOYeHama OyKea, U 3a KOemo
noazama om He3a0A6HOMO NPeOOCMasaAHe HA NA3APA HA CHLOMEEMHUA 6EMEPUHAPEH
JleKapcmeen nPoOyKm 3a 30pasemo Ha HeueomHuume uiu 00uecmeeHomo 30pase Ha0Xevpiis
PUCKA, C6BP3AH C TUNCAMA HA OnPedelena 0OKyMeHmayus 3a Kauecmeomo, 6e30nacHocmma
unu epukacnocmma. B maxwve ciyuait om 3aseumens ce usuckea 0a 0oKasice, ue 1o 00EKTUBHU
" IOAJICIKAIIH Ha ITPOBEPKA MPUINHHU I ornpeacicHaTa 10KyMCHTaluA 3a Ka4€CTBOTO,
0e30MmacHOCTTa WK e(PUKACHOCTTA ChITIACHO M3WCKBAHUSTA I oT npusnoxxenue Il ne morce oa 6voe

npeoocmasena.

Ynen 26

Ycnosusa 3a paspeunienue 3a movpecosus npu UKJIl04umeJslHu oocmosamencmea

L Ilpu uzknrouumennume odcmoamencmea, nocoueHu 6 uien 25, papewienue 3a
muvp2oeusn modice 0a 0v0e nPedocmageno, Npu yciogue e ca U3NviaHeHu eOHo UlU

noeeue om cineoHume U3UCKGAHUA 34 npumedsicameiin Ha paspeuienue 3a muvpecoeus:
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a) HU3UCKBAHC a CC BbBCAAT YCJIOBUA UJIM OI'PAHUYCHUSA, ITO-KOHKPCTHO BBB BPb3Ka C

0e30macHOCTTa Ha BETCPUHAPHUS JICKAPCTBCH IIPOAYKT,

6) HU3UCKBAHC KOMIICTCHTHUTC OpIraHU UJjiu Azeuuuﬂma, Kaxkmo e npujioxcumo, 1a cc
YBCAOMABAT 3a 6CAKO HeEHCe/1anHo Cbﬁumue, CBBP3aHO C yHOTpeGaTa Ha BCTCPpUHAPCH

JIEKapCTBEH MPOJYKT;

B) HU3HUCKBAHC 3a IIPOBCKAAHE HA U3CIICABAHUS CIIC IPEAOCTAaBAHETO HA PAa3pCIICHUC.

2. Korato pa3perieHueTo 3a ThbproBus ¢ BETEpUHAPEH JIEKAPCTBEH MPOAYKT € IPEJOCTaBeHO
B CbOTBETCTBHUE € HACTOSIIIUS YJIEH, B KPaTKaTa XapaKTepUCTUKA HA IPOAYKTA SACHO ce
II0COYBA, Y€ U3BBPIICHATA OLIEHKA HA KaYeCTBOTO, 0€30MacHOCTTa WM €(PUKACHOCTTA €
OrpaHUYEHA I0PaH JUIICcAaTa HA OOCTOMHU JaHHU 3a Kau€CTBOTO, 0€30I1aCHOCTTA WU

e(i)I/IKaCHOCTTa Ha IIpOAYyKTa.

Ynen 27

Banuonocm na pa3penwienuemo 3a movpecoeusl npu U3IKJIIO4YUmMeE1Hu obcmosamencmea

u npouedypa 3a He2060Mo npepasznexcoane

L Upes oepozayus om unen 5, napazpagh 2 paspeuwienue 3a mvpzoeus npu U3KIIOUUMETHU

odcmoamesncmea e 6anUOHO 3a CPOK Om €OHA 200UHA.
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2. Ilpedu uzmuuanemo na cpoKa Ha 6aAUOHOCH OM eOHA 200UHA, nocouen 6 napazpag 1
Om HACMOAWUA YJIeH, PA3PeUleHUAMA 34 MBbP206US, RPEOOCMABEHU CB2TIACHO Y1eHO8e
25 u 26, ce npepazznesxcoam 6b3 0CHO8A HA 3AA6/1ICHUEHO OM NPUMeEdHCAmeNnsn Ha
paspewienuemo 3a mopzogus. Toea 3asa61enue 6K11046a AKMYATUSUPAHA OUEHKA HA

CbOmMHOUIeHUEmMO Me.%(‘oy noazama u pucka.

3. Ilpu uzknrouumennume 06cmoamencmea nPUMeIHCamenim Ha paspeuieHuemo 3a
mMbP2o6Us NO0AGA 3AA6/1EHUEMO 3 NPEPA32ENHCOaAHE 00 KOMNEMEHMHUA OP2aH, U30a
paspeuienuemo, unu 00 Azenyuama, KAKMo € RPUIOHCUMO, HAI-MATKO MPU Meceua
npeou uzmuuaHemo Ha CPoOKa HaA 6ANUOHOC Om eOHA 200UHa, noco4ex 6 napazpag 1.
Cuc 3aa61enuemo 3a npepaseiexncoane ce 00Ka3ea, ue uKiouumeanume
00cmoamencmed, C6bP3AHU CvC 30PAGEMO HA HCUBGOMHUME WU 00ULeCMEEHOMO

30paee, nPoOvIdHCABAM 0a ca HAUuYe.

4. Cneo nooasanemo Ha 3asa671€Hue 3a RPEPA32EHCOAHE PA3PEULIEHUEHO 3a MBP2OBUA
ocmaea ¢ cuna, 00Kamo Komnemenmuuam op2an uau Komucuama, kakmo e

RPpUIOHCUMO, NPpUEMAM Deulenue OMHOCHO 3as6jieHuemo.

5. Komnemenmnuam opzan unu Azenyuama, KAKmo e NPUIOHCUMO, OUEHACA
3aaenenuemo. Bv3 ocnoea na masu oyenka, ako CoOmMHOWEHUEMO MeMHCOY nON3AMaA U
PUCKA 0CMAsa nonoMcumenno, Komnemenmuuam opzan uiu Komucuama, kakmo e
RPUNOHCUMO, YOBIIIHCABA CPOKA HA 6ATUOHOCH HA PA3PEUIEHUEMO 30 MBP2O6UA C eOHA

200uUHa.

6. Komnemenmnuam opzan unu Komucuama, Kakmo e npuiodcumo, moiice no 6CAaKo
epeme 0a npedocmagu 6e3CpoOUHO paspeuieHue 3a mvpeoeus NO OMHOUIeHUe Ha
eéemepuHapen 1eKapcmeen npooyKm, papeuien é cCbomeemcmeue c unenoee 25 u 26,
npu ycioeue ue npumercamenim Ha Pa3peuieHuento 3a mypzoeus npeocmagu
Junceauyume 0AHHU OMHOCHO KAYecmeomo, 6e30nacnocmma uiu epukacnocmma,

nocouenu 6 unen 25.

13328/18 eik/IA/tg 99
IMTPUJIOXXEHUE GIP.2 BG



Pazgen 7

Pa3rne>1<z[aHe Ha 3asBJICHUATA U OCHO6AHUe 3a TIPECAOCTAaBAHE Ha pa3spCUICHUSA 3a THProBUs

Ynen 28

Pa3rne>1<z[aHe Ha 3as4BJICHUsATA

1. KomneTeHTHUAT opraH uiau ATeHUUATa, KAKMO € RPUILOHCUMO, J10 KOUTO € I10AAJIEHO

3agBJICHUETO B ChOTBETCTBHUE C YICH 6:

a) IIpOBEpABAT AaJIn npedcmaeenume OaHHU omeoeéapsim Ha N3MUCKBAHUATA,

YCTAaHOBEHU B WJIeH 8 I ;

0) U3BBpIIBAT OLICHKA HA BETEPUHAPHUS JIEKAPCTBEH NPOAYKT C OIJIE] Ha
IIpeJCTaBeHaTa JOKYMEHTALUsl OTHOCHO HETOBOTO KaYeCcTBO, O€30MacHOCT U

e(hUKacHOCT;

8) npaesim 3aKjIl04€HUe OMHOCHO CbOomHuouienuemo Meala)y nojizama u pucka om

6emepuHapHus 1eKapcmeeH npooyKm.

2. B mponieca Ha pa3sriiexaaHe Ha 3asBJIECHUS 3a Pa3pELICHMs 3a ThPTOBUS C BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH, ChIbPKAIU WU ChCTOAIIM C€ OT FTeHETUYHO MOAUDULIUPAHU
OpraHu3MH, KaKTO € ITOCOYEHO B ujieH &, maparpad 5 OoT HACTOSIIMS perjlaMeHT,
AreH1MsTa MPOBEXKIa HEOOXOAUMUTE KOHCYITAIMK C OpraHuTe, yupeaeHu oT Crro3a i

OT AbpKaBUTE WIEHKU B choTBeTCTBHE ¢ Jupektura 2001/18/EO.
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Ynen 29

OTHpaBHHe Ha UCKaHUA 10 J'Ia60paTOpI/H/I B IIpo1€Ca Ha pasrjiiCKaaHc Ha 3asBJICHUATA

1. KoMreTeHTHUAT oprad Ui ATeHIUATA, KAKMO € RPUIOHCUMO, KOUTO Pa3TIIekKIaT
3asBJICHUETO, MOKE J1a U3UCKAT OT 3asBUTEINS J1a IPEICTaBU I Ha pedepeHTHATA
naboparopus Ha EBponeiickus Cpio3, Ha 1abopaTopusita 3a opuiIMaIeH KOHTPOJ Ha
JIEKapCTBEHU MTPOIYKTH UJIM Ha JaOOpaTopusTa, ONpeesieHa 3a LIeJTa OT Abp)KaBa WICHKa,

Mocmpu, KOUmo ca HeoOXo0umu 3a:

a) Aa C¢€ NPOBCAC TECT Ha BETCPUHAPHUS JICKAPCTBCH IIPOAYKT, HCTOBUTEC, U3XOAHU
MaTepuran U ako € HCOGXOIII/IMO — MCXKJIUWHHUTEC NPOAYKTHU UK APYIrd CbCTABKH, 34
Aa c€ yA0CTOBCPH, Y€ MCTOAUTEC 3a KOHTPOJI, U3IIOJI3BAHN OT IIPOU3BOJUTECIIA U

OIMMCAHU B JOKYMCHTHUTC I10 3asABJICHUCTO, Ca YAOBJICTBOPUTCIIHU,

06) [11a ce IpOBEPU — @ CIyuail HA 6eMEPUHAPHU IEKAPCMEEHU RPOOYKmMU,
NPEOHA3HAYEHU 3a HCUGOMHU, OM2IEHCOAHU 3d NPOU3E00CME0 HA XPAHU — ATIU
MIPEJIOKEHUAT OT 3asBUTENSI METO/ 3a AaHAJTUTUYHO ONPEEIISIHE 3a LIEJUTE Ha
I TECTOBETE 32 OCTAThYHH KOJIMYECTBA € YIOBJIETBOPUTENICH U OIXO/ALI, 3a /1a Ce
YCTaHOBU HAJINYMETO HA OCTAThYHU KOJINYECTBA, MTO-CIIELIUATIHO B KOJIMYECTBA,
MPEBUILIABAIIY MAKCUMAIIHO JIOYCTUMUTE CTOMHOCTH 32 (hapMaKoJIOTUYHO
aKTUBHOTO BEIECTBO, ycTaHOBeHM OT Komucusra B croTBeTcTBHE ¢ Pernmament (EO)
Ne 470/2009, u 3a yenume na opuyuannus KORmMpoa na Hcugomnume u

nPOOyKmume om HcugomuHcku npousxoo cvenacno Peznamenm (EC) 2017/625.
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2. Cpoxkogere, nipeiBucHU B wieHoBe 44, 47,49, 52 u 53, ciiupar ga Texkart A0
MPEIOCTABSIHETO HAa MOCTPUTE, M3UCKAHU B ChOTBETCTBUE C maparpad 1 om nacmoswusn

YJ1eH.

Ynen 30

Hudopmartiyiss OTHOCHO MTPOU3BOIUTEIIUTE 8 MPEmU ObPHCAGU

KommnereHTHUAT Opran uiu Azenyusama, KAKmo e RPUIOHCUMO, 00 KOUMLO € NOOAOEHO
3aA6/1€HUEMO Cb2NACHO YeH 6, Ce YBEPSIBA, ROCPEOCmE0M npoyuedypama, yCmaHo8eHda é 4jieHoge
88, 89 u 90, ve npouzBOAUTENNTE HA BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH OT TPETH JAbPKaBU ca B
CBHCTOSIHHE J1a TPOU3BEKIAT ChOTBETHHS BETEPUHAPEH JIEKAPCTBEH MPOAYKT WU JIa IPOBEKIAT
KOHTPOJIHU U3MUTBAHUS B ChOTBETCTBHE C METOJUTE, OMMCAHM B MPECTABEHATA JOKYMEHTAIH,
MpHUAPYXKaBallla 3asiBJICHUETO B ChOTBETCTBUE ¢ WiieH 8, maparpad 1. Komnemenmen opzan unu
Az2eHyuama, KAKMoO e NPUTOHCUMO, MOIHCe 04 NOUCKA O CLOMEEMHUSA OP2AH 0a NPEeOCmasu
uHopmayus, KOAMO NOMEBPIHCOABA, Ye NPOU3EOOUMENUME HA 6eMEPUHAPHU TIEKAPCMEEHU

npodykmu ca 6 cbcmoaHuUue 0a useospuieam ()eﬁuocmume, nNOCOY€HU 6 HaAcmoAauwiUusa 4jieH.
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Unen 31

Jonvanumenna ungpopmayus om 3asiBUTEINS

KommneTeHTHUAT oprad win ATEHIIUATA, KAKMO € NPUIOHCUMO, JTO KOUTO € TIO/IaJICHO 3asiBICHUETO
B ChOTBETCTBUE C WICH O, yBEJOMSBAT 3asBUTEIIS, aKO MPEJCTAaBEHATa JOKYMEHTAIH,
npuapyKaBalia 3asBJICHUETO, € HeJoCcTaThyHa. KOMIETeHTHUAT opraH uin ATeHLUsTa, KAKMO e
RPUTIOHCUMO, U3UCKBAT OT 3aABUTEIS J1a IPEACTABU OONBIHUMENHA UHPOPMAyUA B OTIPEICIICH
cpok. B Te3u ciyuau cpokoBete, npeaBuieHU B wieHoBe 4, 47, 49, 52 u 53, ciupart aa Tekat 10

npeoocmasanemo Ha OONBIHUMENHAMA UHPOPMAYUSL.

Ynen 32

OrTTeriisiHe Ha 3asBJICHUSA

1. 3asBUTEIIAT MOXKE Jda OTTCTJIM 3a4BJICHUC 3a PA3pPCIICHUC 3a ThbPIroBuUA, IIOAAACHO 10
KOMIICTCHTCH OpraH WUJIn 10 AI‘CHI_[I/IHTa, KaKkmo e npujioxicumo, 110 BCAKO BPpEMC IIPCIn

B3E€MAHETO Ha pelIeHue 1o wieHoBe 44, 47, 49, 52 unu 53.

2. AKO OTTErJIM 3asiBJIEHUE 32 pa3pelieHue 3a ThProBus, MOAAICHO JO0 KOMIIETEHTHHS OpraH
WU 10 ATEHIUSATA, KAKMO € NPUTIOHCUMO, TIPENIH [1A € 3A8bPULUIO0 RPOYUEAHEn O Ha
3asBJIEHUETO CHIJIACHO MPEABUICHOTO B WICH 28, 3asBUTEINAT ChOOIaBa MPUINHUTE 32
TOBa HAa KOMIIETEHTHHSI OPTaH WX Ha ATCHITUATA, KAKMO € NPUIOHCUMO, JIO KOUTO €

nogaacHoO 3asABJICHHUCTO B CbOTBCTCTBUC C YJICH 6.
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3. KoMrneTeHTHUAT oprad Ui ATeHIUATA, KAKNO € RPUTIOHCUMO, ONOBECMACAN NYOIUYUHO
ungopmayuama, ue 3aa61eHuUemo € OUNO0 OMme21eHo, 3ae0H0 ¢ 00KAA0a UIu
CMaHo8uwiemo, KakTo € IPUJIOKHUMO, aKO T€ BeUe ca M3rOTBEHH, CJIC] KaTo 3ajudaT

MOBEPHUTEIHATA THPTrOBCKA HH(OPMAITHSL.

Ynen 33

Pesynrar ot ouenkara

1. Komnemenmnuuam opzan uiu Azenuuﬂma, KaKkmo e npujioxxcumo, npu pa3a/1eofc0aue Ha
3as6/1eHUemoO 6 coomeemcmeue C 4ieH 28, U320mMes CbOMEEmHo 00K1Aa0 3a OUECHKa uiu
cmanoeuuie. HpI/I IIOJIOKHUTCIIHA OLICHKA, O00K1a0vm 3a OUEHKa uiu cmanosuuiemo

BKJIIOYBA C/1€OHOMLO I :

a)  KpaTKa XapakTepHCTHKa Ha MPOAYKTa ¢ MHPOpMAIUATa, IPEIBUICHA B WieH 35;

0) moxpoOHa mH(POPMAIKS OTHOCHO YCIIOBUATA WIH OTPAHUYCHUATA, KOUTO J1a ObaaT
HAJIOKEHU BBB BPB3Ka C JOCTABSIHETO WIH He30nacHama u ejpekmuena ynompeoa
Ha BETEPUHAPHHUS JICKAPCTBEH MPOIYKT, B TOBA YHUCIIO KATCTOPUATA HA BETCPHHAPHUS

JICKApCTBCH MPOAYKT B CbOTBETCTBUEC C YJICH 34,

B)  meKcma Ha €THKETa U Ha JINCTOBKATa, HOCOUeHU 6 unenoge 10—I14.
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2. Ilpu ompuyamenna oyenka 00K1AOM 3a OUECHKA WU CHIAHOBULEM O, ROCOUEH(0) 8

napazpag 1, cvovporca momusume 3a me3u 3aK1H0UEHUA.

Ynen 34

Knacugukayus na éemepunapnume nexapcmeenu npooyKmu

1. Komnerentausar opran uinn Komucusira, kakmo e npunoxcumo, npu u3zoaeanemo Ha
paspeuienue 3a mvp2oeus, NOCO4YeHO 6 YieH 5, napazpagh 1, BKIIOUBAT B KATETOPUATA
BETEPUHAPHU JIEKAPCTBEHU MPOJIYKTH, 32 KOUTO 33ABJDKUTEITHO Ce M3/aBa BETepUHApHA

peuenta, CieIHUTE NPOAYKTH:

a)  BETEpUHAPHU JIEKAPCTBEHU MPOIYKTH, KOUTO ChIbPKAT YHOUGAUU UIU
TICUXOTPOITHYU BEIIECTBA, WU 6eUieCEd, U3NO0JI36AHU UeCHO NPU HE3AKOHHOMO
HpOU3800CME0 HA Me3U 6euiecmaea, B TOBA YUCIIO TIOTAIaIIUTe B 00XBaTa Ha
Enunnara konsenuust Ha OOH mo ynoiiBamute BeniectBa ot 1961 1., u3ameHena c
[Iporokona ot 1972 r., KonBenuusta Ha OOH 3a ICUXOTPONHUTE BELIECTBA OT
1971 r., Koneenyuama na OOH 3a dopba cpewyy nezakonHus mpaguk Ha
ynoueawyu u ncuxompontu eeuwjecmea om 1988 2. unu 3akonooamencmeomo na

Cvro3a omnochno npexKypcopume Ha HapKomuiHume éeuiecmea,
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0)

9)

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH 3a )KUBOTHHU, OTIJICIKAAHHU 3a IIPOU3BOJACTBO HA

XpaHu;
AHTUMHUKPOOHH BEeTEPUHAPHU JICKAPCTBEHU MPOIAYKTH;

6emepuHapHu 1eKapcmeeHu NpoIyKTH, IPEIHA3HAUCHH 32 JICUCHHE Ha
NaTOJIOTHYHH MPOLIECH, 32 KOUTO € HEOOXO0AUMO J1a Ce TIOCTaBU TOYHA
NpeBapUTEIIHA TUATHO3a, WIIH YHATO YIIOTpeOa MOXKeE Jia TPEAN3BUKA ITOCIIE/INIIH,
KOUTO 3aTPyIHSIBAT WIH BIHSIST BHPXY MOCICIBAIIM JUATHOCTHYHU HITH

TCPANICBTUIHU II€I>'ICTBI/I$[;

6emMEPUHAPHU JleKapcmeenu npodykmu, U3noJji3eanu 3a eemanasusa Ha HCUGOMHU,

BCTCPUHAPHU JICKAPCTBCHU IMMPOAYKTH, CbAbPIKAIIU aKTUBHO BCUICCTBO, KOCTO €

pazpeiieHo B Cbro3a Ipeiu No-MajiKo OT MET FOJUHHU;
UMYHOJI02UYHU 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU;

0e3 Oa ce 3acazam paznopeooume na JJupexkmuea 96/22/E0% na Cveema,
6emepuHapHu 1eKapcmeenu npooyKmu, CobObPHCAuU AKMUGHU 6eU4ECEa ¢

XOPMOHRAIHO Ui mupeocmamuiHo oelicmeue uiu dema-azoHucmiu.

29

Jupexmuea 96/22/EC na Cveema om 29 anpun 1996 2. omnocno 3abpana na

ynompeﬁama Ha onpe@eﬂenu cyﬁcmauuuu C XOPMOHAJIHO Ul mupeocmamudHo
oeiicmeue u Ha bema-azoHUCmu 6 HCUBOMHOE8BOCHEOMO U 3d OMMAHA HA ﬂupelcmueu

81/602/EHO, 88/146/EHO u 88/299/EHO (OB L 125, 23.5.1996 2., cmp. 3).
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2. Komnerentaust opran uinu Komucusita, kakmo e npuioicumo, He3aBUCUMO OT Taparpad
1 oT HacTOsIIIMA YJIeH, MOKE J]a BKJIIOYAT JaJ€H NPOAYKT B KATErOpUATa BETEPUHAPHU
JIEKAPCTBEHH MPOAYKTH, 3a KOUTO 3abJDKUTEIHO CE U3/1aBa BETEpUHAPHA PELENTa,
Ko2amo mo3u npooyKkm ce Knacu@uuupa Kkamo ynoueau,0 6euiecmeo 6 Cbomeencmeue
C HAYUOHATIHOMO NPABO WU KOTATO B KpPAaTKAaTa XapaKTEPUCTUKA HA IIPOIYKTa, U3TOTBEHA

B CbOTBETCTBHEC C YJICH 35, Ca IMOCOYCHHU CIICUAJIHU ITPEAITIa3HU MEPKU I .

3. Upes neporanus ot maparpad 1 komnemenmuuam opran unu Komucuama, kakmo e
RPUTIOHCUMO, MOKE, C U3KTIOUECHUE HA 6eMePUHAPHUMe JIeKAPCMEEeHU NPOOYKMU,
nocouenu ¢ oykeu a), 8), 0) u 3) om napazpag 1, na He BKIItOYAT JaJCH NPOAYKT B
KaTeropusiTa BETEpUHAPHU JIEKAPCTBEHH MPOAYKTH, 32 KOUTO 3aBJKUTEITHO CE U3J1aBa

BCTCPUHApPHA pCUCITAa, aKO Ca U3II'BJIHCHU BCUYKHU ITOCOYCHH I10-A0JY YCIIOBHUSA:

a)  IpUIAraHeTo Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT € OTPAHUUYEHO 0
(dapmareBTHuHU (HOPMHU, KOUTO HE M3UCKBAT CIICIIUATHY ITO3HAHUS WK YMCHHS 32

M3MOJI3BaHE Ha MPOIYKTHUTE;

0) Jopu ako ObJie IPUIOKEH HEMPABUIHO, BETEPUHAPHUAT JIEKAPCTBEH MPOAYKT HE
MPEACTABIISIBA MPSIK UM KOCBEH PUCK 32 )KMBOTHOTO WJIM )KUBOTHUTE, KOUTO C€
JIEKYBaT, WU 3 OpY2U HCUBOMHU, 32 JIUIIETO, IPUIIArailo NpoayKTa, Uiy 3a

OKOJIHaTa Cpcaa,
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hiy)

KpaTKaTa XapaKTCPUCTHKA Ha MIPOAYKTA HC CbAbpiKa MPCAYINPCIKICHHUA 3a
IMOTCHIHUAJIHU CCPHUO3HU Heﬁﬂazonpuﬂmuu peakuuu 11pu NpaBUIJIHO U3ITIOJI3BAHC HA

BETEPUHAPHUS JIEKAPCTBEH MPOAYKT;

MpeAu TOBA HE ca JOKJIaJBaHU Y€CTO HEXKEJIaHU ChbOUTHUS 3a BETEPUHAPHUS
JIEKaPCTBEH MPOJYKT, HUTO 3a APYT IPOAYKT, ChIbPKAIL ChIIOTO AKTUBHO

BCIIECTBO,

B KpaTKaTa XapaKTEpUCTHKA HA MPOYKTa HE C€ II0COYBAT IPOTHBOIIOKA3AHH,
CBBbpP3aHH1 C U3MOJ3BAHCTO HA CbOTBCTHUSA NPOAYKT B CbUCTAHUC C IPYT'U
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KOUTO OOMKHOBEHO C€ M3I10JI13BaT 0e3

peucIiTa,

HE ChIIECTBYBA PUCK 3a OOILIECTBEHOTO 3ipaBe OT OCTAThYHU KOJUYECTBA B
XPAHUTEIIHU MPOAYKTH, TTOJYYEHH OT TPETUPAHUTE KUBOTHU, IOPU aKO

BCTCPUHAPHUAT JICKAPCTBCH MMPOAYKT CC U3II0JI3BA HCIIPABUIIHO,

HC CBIICCTBYBA PUCK 3a O6H.I€CTBCHOTO 3ApaBC WJIN 3a 3IpaBCTO HA JKUBOTHUTEC OT
Pa3BUTHUEC HA PE3UCTCHTHOCT KbM BCHIGCTB&I J0PpH aKO CbABPIKAIONA '

BETCPUHAPCH JICKAPCTBCH MPOAYKT CC U3IMOJI3Ba HCIIPABUIIHO.
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Ynen 35

Kpatka xapakrepucTuka Ha IpOAyKTa

1. Kpartkara xapakTepucTuka Ha MpoAyKTa, mocoueHa B wieH 33, maparpad 1, Oyksa a),

CHIBPKA 6 peda nocouen no-0o0J1y cieaHata uHpopmanus:

a) HAMMEHOBAHME HA BETEPUHAPHMUS JIEKAPCTBEH MPOIYKT, KOHLEHTPALUS U
dapmanieBTHuHa HOpMa, U KO2AMO e nPUNLOHCUMO, CHUCHK C HAUMEHOBAHUAMA, C
KOUMmo eemepunHapHusam j1eKkapcmeeH npooyKm e pa3peuier 6 pa3iuiHu 0vbpicasu

ujleHKuU,

6) Ka4C€CTBCH U KOJIMYCCTBCH CbCTAaB HA aKTHMBHOTO BECIICCTBO HJIM BEIICCTBA U
KauCCTBCH CHCTAaB HAa IIOMOIITHUTEC BEIICCTBA U APYI'UTC CbCTAaBKU, IIOCOYCHU C
BB3IIPUCTOTO UM HAMMCHOBAHHUEC WJIK C OIIMCAHUCTO HA XUMUYHUA UM CbCTaB, U
MmMexXHUsA KojiuuecmeeH cocmae, aKko masu und)opmauuﬂ € 8AadICHA C 02710 Ha

NPAGUIHOMO NPUA2AHEe HA 6eMEPUHAPHUA 1EKAPCMEEH NPOOYKm,
B)  KIMHWYHA HHPOPMAITHUS:

i)  euooge xncusommu, 3a KOUMO € NPEOHA3HAYEH NPOOYKMbI;
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vi)

vii)

viii)

x1)

IIOKa3aHu4d 3a yHOTpe6a 3a 6ceKu euo HCUBOMHU, 34 Koiimo e npec)namatten

npooOyKmuvm;
MPOTUBOIIOKA3aHNS;
CHEIMAIIHU TPEIYIPEKICHUS I ;

CIEIMAIHY IPENa3Hd MEPKH MPHU yIoTpeda, B TOBA YUCIIO HO-CHEUUATIHO
CneyuaIHu NPeoOna3Hu MepKu 3a de3onacna ynompeba npu euooseeme
HCUBOMHU, 3 KOUMO e NPeOHA3HAYueH RPOOYKMbm, CIICIIUAIIHYU Tpena3Hu
MEpKHU, KOUTO TpsiOBa J1a B3eMe JIMIIETO, IPUIaranio BETepUHAPHUS JIEKApCTBEH
IPOAYKT HA )KUBOTHUTE, KAKMO U CHEYUAIHU NPEOnA3HU MEPKU 34 3aujuma

Ha OKoJiHama cpeda;
YCCTOTAa Ha MPOABJICHUC U CCPHUO3HOCT HA HG6HaFOHpI/I$[THI/ITe pCaKkuuu;
yHOTpe6a 110 BpEMC Ha 6p€MeHHOCT, JaKTalus UJIn HﬁHGHOCGHe;

B3aUMOJICVCTBUE C IPYTH BETEPUHAPHU JICKAPCTBEHU NIPONAYKTH U IPYTH

¢dbopmu Ha B3auMo/ielicTBuE;
HAYUH HA IPUJI0XKEHUE U 003UPOGKA;

CUMIITOMH Ha NPEAO3UPAHE U KOT'AaTO € MPUIIOKUMO — IMMPOUCAYPH Ha

I[GI\/JICTBI/IG IIpH CIICHIHA CJIydad U aHTUAOTHU IIPHU NPCA03UPAHE;

I CIICuaJIHU I OrpaHH4YCHUIA 3a y1'IOTp€6a;
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xil) crHeuuanHu ycioBus 3a ynorpeba, BKIIOUYUTEIHO OrpaHUYEHHS 3a yrnoTpedara
Ha aHTUMHUKPOOHH CPE/ICTBA U NPOMUBONAPAZUMHU 6eMEPUHAPHU
JleKkapcmeenu npoodyKmu, ¢ e Ja ce OTPaHUYU PUCKBT OT Pa3BUTHE Ha

aHTI/IMI/IKpO6Ha PE3UCTCHTHOCT;,

Xiii) aKo e npun0HCUMO, KAPSHTHU CPOKOBE, 00pU U me3u cpoKoee 0a ca Hy1a

OHU,;

r)  dapmakosornuyHa HHPOPMAIHS:
i) eéemepuHnapeH jiekapcmeeH anamomo-mepaneemuyet koo (, ATCvet Code*);
i)  dapmakoaMHAMUKA,
i)  ¢dapMaKOKHHETHKA.

B cayuait na umynonozuuen eemepunapen nekapcmeen npooyKni, 6Mecmo

nOCOUeHOMO 6 NOOMOUKU i), ii) u iii), UMyHOI02UYUHA UHPOpMayus;
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0)  GdapMmaleBTHYHU JaHHU:

i) OCHOBHH HECBBMCCTHUMOCTH,

i)  CpPOK Ha rOJHOCT, KOTaTo € MPHIIOKUMO, CIE] PA3peKIaHe HA BETEPUHAPHUS

JICKAPCTBCH IMPOAYKT HUJIN CJICA IIBPBOTO OTBAPSHE HA IIbpBUYHATA OIIAKOBKA,

iii) CHenuaIHu YCJIOBUS 32 ChbXPaHEHUE;

iV) BHUJ U CbCTAaB HA ITbpBHUYHATA OIIAKOBKA,

V)  M3UCKBAaHE Ja C€ M3I0JI3BaT IPOrpaMy 3a BPbIIAHE HA BETEPUHAPHU
JIEKapCTBEHM MPOAYKTH 3a YHHUILOKaBAaHETO Ha HEU3IOI3BaHU BETEpUHAPHU
JIEKapCTBEHU MPOAYKTH MM OCTATBIM OT TSAX, U — KOTaTo € 11eJIecho0pa3Ho
— JOI'BJIHUTEIHH MTPEaIa3Hi MEPKH 3a 00€3BpeKJaHe Ha OMACHU OTHAIBIH
OT HEU3IOJI3BaHU BETEPUHAPHU JIEKAPCTBEHU MTPOJYKTH UIN OTHAAbYHU

MaTepHraliv, MOJIYYCHHU IIPU TAXHATA yHOTpe6a;

e) HAaNMMCHOBAHUC HA MPUTCIKATCIIA HAa pa3pClICHUCTO 3a ThbPTOBHA,

) HOMEp WJIM HOMEpa Ha pa3pelieHneTo 3a ThproBus;
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3) I JlaTa Ha M3/1aBaHe Ha ITbPBOTO Pa3pEICHUE 3d MBbP2OBU;
M)  JlaTa Ha MOCIIeHATa PEIaKIMs Ha KpaTKaTa XapaKTepUCTHKA Ha TIPOIYKTa;

i)  aKo e MpPHIOKUMO — 3a BeTepUHAPHHU JIEKAPCTBEHU MPOIYKTH, HOCOYEHU 6 WIIeH 23

WY YieH 26 — 0003HaYeHHUeE;

(1) ,,pa3peIIeHUETO 3a THProBHS € MPEIOCTABEHO 32 OTPAHUYCH Ta3ap U MOPaIn
TOBA OLIEHKATa € U3BbPILEHA Bb3 OCHOBA Ha CIIELUATHU U3UCKBAHUS OTHOCHO

JOKYMEHTausATa; uin

(ii) ,,pa3pemeHneTo 3a ThProBUs € MPEIOCTABEHO MPH N3KIIOYUTEITHA 0OCTOSTENICTBA
Y TIOpaJy TOBA OIICHKATa € N3BbPIIEHA Bb3 OCHOBA Ha CIICIUAIHN H3UCKBAHHUS

OTHOCHO JOKYMEHTalusTa";

K)  ungopmayus omHocHo cucmemume 3a cvoupame, nocouenu 6 uaen 117,

RPUSIOHCUMU 30 COOMBEMHUA 6EMEPUHADEH JIEKADCHBEH npoOme;

1)  Klacugukayus Ha eemepuHapHus 1eKapcmeeH npooyKkm, nocouena 6 unen 34, 3a

68CAKa O’bp.)f(‘tlﬂa YJ/ICHKA, 6 KOAMO e pa3peuieHn.

2. IIpu reHepuYHUTE BETEPUHAPHU JIEKAPCTBEHU IPOLYKTH MOKE J1a CE€ IPOIIyCHAT YaCTUTE
OT KpaTKara XapakTepUCTHKa Ha peepeHTHHUS BETEpUHAPEH JIEKapCTBEH MPOIYKT,
CBBbpP3aHM C [MOKa3aHUs WK (papManeBTUYHU (HOpPMHU, KOUTO KbM MOMEHTA Ha IyCKaHEe Ha
ra3apa Ha TCHEpUYHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT Ca 3alUTEHN OT IAaTCHTHO

IMpaBoO B AbpiKaBa YJICHKA.
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Yneun 36

Pemenns 3a MMpeaAOCTaBAHC HA pa3spCICHUSA 3a ThPIrOBUA

1. Pemenusita 3a npenocraBsiHe Ha pa3pelIeHUs 3a ThPTOBUsl, HOCOYEHU 6 UleH 5, napazpag
1, ce B3eMar Bb3 OCHOBA Ha JOKYMEHTUTE, U3TOTBEHU B ChOTBETCTBHE C WieH 33, naparpad
1, ¥ B TAX ce MOCOYBAT 6CUUKU YC/108UA 33 IYCKAHETO Ha [1a3apa Ha BETepUHAPHHUS
JIEKapCTBEH MPOAYKT M KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa (,,yCIIOBHS Ha

pa3peleHueTo 3a ThProBUs‘).

2. Kozamo 3ase6nenuemo ce omunacs 0o anmumukpoﬁen 6EMEPUHAPEH JIEKAPCMEEH
npodykm, KomnemernmHuam Op2an uinu Komucuﬂma, KAaKmo e npujloxicumo, moice oa
U3UCKA Oom npumericameil Ha paspeutenuemo 3a mbvp2oeus oa npoeeoe uscneoeanus
cieo npedocmas}memo Ha pa3peuieHuemo ¢ uye oa ce apanmupa, ue Coomnuouienuemo
Me.uwy nojizama u pucka ocmaesa nOJ10HCUMEIJIHO ¢ 02/1e0 Ha €6EHmMYA/IHO pa3eumue Ha

anmumukpoéna pesucmernmHocm.

Yneun 37

Pemenus 3a oTka3 1a ce npeoCcTaBAT pa3pelieHus 3a ThProBUs

1. Pewenuama 3a omkasz oa ce npedocmagam paspeuienus 3a muvpeo6us, NOCOYEHU 6 UJIeH
5, napazpagh 1, ce 63emam 6v3 0cH08a HA OOKYMeEHMUMe, U320MEEHU 8 CbOMEEMCIMeue
c unen 33, napazpag 1 u ce 060cnosagam Ha0NEIHCHO, U 6KAIOUEAM NPULUHUME 30

omkasda.
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a)

0)

1)

Pa3pemeHHe 3a TbProBusd CC OTKA3Ba, aKO € HAJIMIEC KOCTO U a € OT CIICAHUTC YCIOBUA:

3asne6JieHUemo He cbomeemcmea HAa HacmoAauiama 2.iaea,

CbOTHOIICHUCTO MCIKAY I10JI13aTa U pPUCKA OT BETCPHUHAPHUA JICKAPCTBCH ITPOAYKT €

OTpHULATEIIHO,

3asABUTCIIT HE € IIPEAOCTABUII 1OCTaThUHA PIH(bOpMaI_II/IH 3a Ka4CCTBOTO,

0e30macHOCTTa M €()UKACHOCTTA HA BETEPHUHAPHUS JIEKAPCTBEH MPOAYKT;

6éemepuHapHuUAm 1eKapcmeen nPooyKm € aHTUMUKPOOEH BeTEpUHAPEH JIEKapCTBEH
MPOAYKT, KOWTO Ce MPEJCTaBs 3a ymoTpeda KaTo CPeCTBO 3a MOBUIIABAHE HA
MIPOU3BOIUTEIHOCTTA C 11T J1a CE 3aCHIIM PACTEXXBT HA TPETHPAHUTE )KUBOTHH WU

Ja CC IIOBHUIIIHN I[O6I/IBT>T OT TiAX,

npedﬂoofcenuﬂm KapenmeéeH CpOK HC € JOCTATb4CH, 3a Ja CC rapaHTHUupa 0€30IacHOCT

Ha XpaHUTEC, Ujiu He e 3A0060AUMENHO 060CH08(1H;

€)  PHUCKBT 3a OOIIECTBEHOTO 3/]paBe MpHU pa3BUTUE HA aHTUMUKPOOHA PE3UCTEHTHOCT
U RPOMUEONAPA3UMHA PE3UCMEHMHOCH TIPEBUIIABA TTOJI3UTE OT BETEPUHAPHHUS
JIEKapCTBEH MPOJYKT 3a 37PaBETO HA KUBOTHUTE;
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K) I 3asIBUTEIISIT HE € MPEJICTAaBUII JOCTATHhYHO JI0KA3aTEJICTBA 32 ehuKacHocm npu

BHUOBETC )KUBOTHHU, 34 KOUTO € IIPEAHA3HAYCH ITPOAYKTHT,

3) Ka4ECTBCHUAT HUJIM KOJIMYCCTBCHUAT CHCTAB HA 6emMEPUHAPHUA JIEKAPCNE6EH

IMPOAYKT HC OTroBapsA Ha MMOCOUCHUA B 3aBJICHUCTO I )

u) PUCKoeeme 3a oﬁmecmeenomo 30paee uiu 3a 30paeem0 Ha )yicueomHume, uiu 3a

OKOJiHama cpeOa He ca 83emu 00CMamv4yHO nOO GHUMAHUE,; Uiu

Il) AaKmMueHOMO 8euiecmeo 6b6 6emepPUHAPHU JIEKAPCMEEH RPOOYKI OmM206aps HA
Kpumepuume, 3a 0a ce CHuUma 3a yCMou4ueo, OUOAKymMyaupau,0 U moKCuU4Ho
6euecmeo uiu MHO20 YCMouuueo u OUO0AKymMyaupau,0 6eulecmeo u
6éemepuHapHUAm 1eKapcmeen nPooyKn e npeoHaA3HaueH 3a ynompeoda npu
HCUBGOMHU, OM2/1EHCOAHU 34 NPOU3EOOCHIB0 HA XPAHU, 0CBEH AKO € 00KA3aHO, e
AKMUGHOMO 6eULeCMEo € OM CHU{eCHEEHO0 3HaAYeHUe 3a NPe0omepamsAeane uiu

KOHmMpPOJl Ha Cepuo3en puckK 3a 30pasem0 Ha sixcueomnuume.

3. PaspemeHI/Ie 3a ThpPIroBHUsA C aHTI/IMI/IKpO6eH BCTCPUHAPCH JICKAPCTBCH IIPOAYKT CC OTKA3Ba,
aKo aHTI/IMI/IKpO6HOTO CPCACTBO € 3alla3€HO 3a JICUHCHUC Ha HAKOU I/IH(I)GKI_[I/II/I IIpu Xopa,

KaKkmo e npeosuoeno 6 napazpag 5.
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4. I KOMI/ICI/ISITaI nprema JeJIerTupaHy akTOBE B ChOTBETCTBUE ¢ wieH 147 ¢ 1en aa ce
OONBIIHU HACMOAWUA Pe2TIAMEHn Ype3 YCIMAH08AEAHEMO HA Kpumepuume 3a
OIIpEICTITHETO Ha aHTUMHUKPOOHHTE CPEJICTBA, KOMTO TPSOBa Ja Ce 3ama3sT 3a JIeUeHHE Ha
HSKOM MH(EKINH TP X0Pa, 32 J1a Ce 3ara3u ePUKACHOCTTA Ha me3U aHMUMUKPOOHU

cpeocmea.

3. Upes akToBe 3a n3nbiHeHne Komucusita onpenesnst aHTAMUKPOOHUTE CPECTBA WU
IpyNUTE AHTUMUKPOOHU CPE/ICTBA, 3aM1a3€HN 32 JICUEHUE Ha HAKOM MHPEKIUH MTPU XOpa.
Te3n akToBE 3a U3N'BJIIHEHUE CE TPUEMAT B CHOTBETCTBHE € IIPOLEAYPATA IO Pa3IICKAAHE,

rmocoueHa B wieH 145, naparpad 2.

6. Ilpu npuemanemo na akmoeeme, nocouenu 6 napazpagu 4 u 5, Komucuama e3ema
npeosuod nayunume cmanosuuia Ha Azenyuama, EObX u opyzu coomeemnu azenyuu

na Cvoiosa.
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Pasnen 8

3aH.[I/ITa Ha TCXHUYCCKATa JOKYMCHTALUA

Ynen 38

3aH_II/ITa Ha TCXHUYCCKAaTa JOKYMCHTALIUA

1. be3 na ce 3acsarar u3nMcKBaHUATA U 3aAb/DKEHUATA, onpeaenenn B Jlupexktusa 2010/63/EC,
JIPYTH 3asIBUTEIIN 32 pa3pelieHe 3a ThPTOBUs C BETEPUHAPEH JICKAPCTBEH MPOIYKT WIIH 32
MIPOMsIHA B YCIIOBUATA HA Pa3pelICHUETO HE MOTaT Jia ce T030BaBaT Ha TEXHUYECKATa
JIOKYMEHTAIMsl OTHOCHO Ka4eCTBOTO, 0€30IIaCHOCTTa M e(PUKACHOCTTA, IOAa IcHa

IIbPBOHAYAJIHO 34 ITOJY4aBAHE WX IIPOMAHA HA pa3pCHICHUC 3a ThbProBUA, OCBCH aKO:

a)  CpOKBT 3a 3alUTa Ha TEXHUYEeCcKaTa JOKyMEHTalus, IpeBuieH B uieHose 39 u 40
OT HACTOSIILUS PEIrJIaMEHT, € U3MeKbl UlU RPeOCmou 0a usmeuye cied no-maiko

om 06e 200UHU,;

6) 3asABUTCIIUTE Ca IMOJTYYUJIU ITIMCMCEHO CBhIJIACUC ITOJ Q)opMaTa Ha IMMCMO 3a JOCTBHII

OTHOCHO IMOCOYCHAaTa JOKyMCHTAI .
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2. 3ammTara Ha TeXHUYECKaTa JOKYMEHTAIUs, KaKToO € yCTaHOBeHa B maparpad 1 (,,3ammra
Ha TeXHUYeCcKa JOKyMEHTalus ‘), ce mpujara 1 B Abp>KaBU YICHKH, B KOUTO

6emepuHapHuAm 1eKapcmeen nPoOyKm He € Pa3pelieH WU Beue HEe € pa3pellieH.

3. 3a uenuTe Ha MpUJIaraHeTo Ha MpaBHUJiaTa OTHOCHO 3allUTaTa Ha TEXHUYecKaTa
JOKyMEHTaus I paszpelilieHue 3a ThproBUs WIK MPOMSHA B YCIOBUSATA HA pa3pelleHue 3a
THProBHsl, KOUTO CE pa3IMyaBaT OT IPEJOCTABEHOTO MIPEIN TOBA pa3pEIICHNE Ha ChUIUS
IIPUTEXKATEI HA pa3peIIeHUE CaMo 10 OTHOLLEHUE HA gUO08eme HCUGOMHU, 304 KOUMO e
npeonasnauen npooyKmvm, KOHIICHTpanusiTa, papmaleBTiuHata popma, HaUMHA HA
MIPUJIOKEHUE W TIPECTaBIHETO, CE CUYUTAT 32 CHIIOTO pa3pelleHre 3a ThProBUs KaTo

NpeaoCTaBCHOTO MPCAU TOBA HA CbliuA npumexcamesl Ha paspeuileiue 3a movpcoeust.

Ynen 39

CpokoBe 3a 3alluTa Ha TEXHUYEeCKaTa JOKYMEHTALUs
1. CpoxbT 3a 3a1IMTa HAa TEXHUYECKATa JOKYMEHTALU €:

a) 10 TOAWHU 34 BETCPUHAPHU JICKAPCTBCHU IIPOAYKTHU 3a IrOBEa, OBIIC, omanexcoanu

3a npou3eodcmeo Ha meco, CBUHC, TNJICTA, Ky4€Ta U KOTKH;
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6) 14 roguHu 32 aHTUMUKPOOHU BETEPUHAPHH JICKAPCTBEHH MIPOAYKTH 32 TOBEJIA, OBIIE,
0m21excoanu 3a nPoU3600CmMeE0 Ha meco, CBUHE, IUJIETa, Ky4eTa U KOTKH,
ChIbPIKALIM AaHTUMUKPOOHO aKTUBHO BEIIECTBO, KOETO KbM JaTaTa Ha M0aBaHe Ha
3asBJICHHETO HE € OMJI0 aKTUBHO BEIIECTBO BHB BETEPUHAPEH JIEKAPCTBEH MPOYKT,

pasperieH 3a ynorpeba B Cpro3a;
B) 18 rogunu 3a BeTepruHapEH JIeKapCTBEH MPOAYKT 3a MMYEIIH;

r) 14 roguHu 3a BeTepuHAPEH JEKApCTBEH MPOIYKT 3a )KUBOTUHCKHU BUAOBE, Pa3INYHU

OT TIOCOYEHHTE B OYKBH a) U B).

2. 3amuMrara Ha TEXHUYECKaTa JOKyMEHTAIIUs Ce IIpuiiara OoT JaTaTa Ha MpeoCTaBsHE Ha

pa3peuicHue 3a TbProBuAa C BETCPUHAPHUS JICKAPCTBCH IIPOAYKT B CbOTBETCTBUC C YWICH 5,

napazpag 1.
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Ynen 40

y,I[’BJ'DKaBaHe U OONBIAHUMETTHU CPOKOBE€ 3a 3allluTa Ha TCXHUYCCKaTa JOKYMCHTAl U

1. Koraro nspeomo paspewienue 3a mvpzosus e npedocmageno 3a nogeue om eOuH om
HCUBOMUHCKUmMe 8udoee, nocouenu 6 unen 39, napazpagh 1, oyxea a) unu 6), unu naneHa
poMsiHa € 0JJ00peHa B ChOTBETCTBUE C WieH 67 3a pa3lmupsBaHe Ha 00XBaTa Ha
pa3pelIeHNeTO 3a THPTrOBHS 3a JPYTH )KUBOTUHCKU BHI0BE, TOCOYEHU B WieH 39,
naparpad 1, OykBa a) uinu 0), CpPOKBT 3a 3alUTa, MPEABUCH B WiieH 39, ce yabinkaBa ¢
€/IHa FOJIMHA 3a BCEKU CJICJBAILl BUJI )KUBOTHHU, 32 KOUTO € IpeJHa3HAYeH IPOIYKThT, IPU
YCIIOBUE Y€ 6 c/Iyuail Ha TIPOMSHA 3dsA6/1eHuemo € OWIo T0JaICHO Hali-MaJIKo TPU T'OJAUHU

MIPEIIU Ja U3TeUe CPOKBT 3a 3alINUTa, IPEABUIACH B wieH 39, maparpad 1, Oyksa a) uiu 0).

2. Koraro nspeomo paspewienue 3a mvpzoeus e npedocmageno 3a nogeue om eOuH om
HcugomuHcKume euooee, nocouenu 6 unex 39, napazpagh 1, dyxkea 2), unu naneHa
poMsiHa € 0JJ00peHa B ChOTBETCTBUE C UjieH 67 3a paslupsiBaHe Ha 00XBaTa Ha
pa3pelIeHneTo 3a ThProBus 3a APYrd >KUBOTUHCKU BUJIOBE, KOUTO HE Ca IIOCOYEHU B WIEH
39, maparpad 1, 6ykBa a), CpOKBT 3a 3aIlIMTa, IPEIBUICH B WieH 39, ce yabikaBa ¢
YEeTUPU TOJAUHU, HPU YC108UE Ye 8 CIyUall HA NPOMAHA 3AA61eHUEMO € OUI0 NO0A)EHO
HA-Manko mpu 200uHU nPeou 0a umeue CPOKvM 3a 3auiuma, npeosudeH 6 uien 39,

napazpagh 1, oykea 2).
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3. Ilpeosuoenuam ¢ unen 39 cpox 3a 3auTa Ha TEXHUUYECKATa IOKYMEHTALMS HA TbPBOTO
pa3pemnieHne 3a ThProBHs, YABIDKEH C JOIBIHUTEIHH CPOKOBE 32 3aIlIUTa [TOpaIy IPOMEHU
VI HOBH Pa3pelIeHus], ClaJalii KbM ChIOTO Pa3peLIeHUE 32 ThPTrOBUS I , HEe MOXe 12

Haasumasa 18 ToauHU.

4. Korato 3asBUTEIIAT 3a pa3penieHue 3a ThPTrOBHsI C BETEPHHAPEH JICKAPCTBEH MPOAYKT HITH
3a MpoOMsHA B YCJIOBUSATA HA pa3peuienue 3a TbPTOBUS 10/1aJIe 3asiBJICHHE B CHOTBETCTBUE
¢ Pernament (EO) Ne 470/2009 3a omnpenesnsiHe Ha MAaKCUMATHO JOMYCTHMH CTOMHOCTH HA
OCTaThYHH KOJIMYECTBA M [0 BpEME Ha Mpolieypara 3a 00paboTBaHE Ha 3asiBIICHUETO CE
NPOBEXKIAT MeCMOo6e 3a 0€30NACHOCH U 3a OCIAMbYHU KOJIUYECMEA U RPeOKAUHUYHU
U3CN1e08AHUA , KAKMO U KIIMHUYIHH W3TUTBAHMS, JPYTH 3asIBUTEIN HE MOXKE JIa ce
no3oeasam Ha pe3yimamunie om me3u TECTOBE, U3CIECIBaHUS U U3ITUTBAHUA 33 CPOK OT
IIeT TOJIMHHU OT JIaTaTa Ha MPEJIOCTaBsSIHE Ha Pa3pEIICHUETO 3a ThProBHsl, 32 KOETO TE Ca
U3BBPIICHU. 3adpanama 3a u3noji3zéane Ha pe3yimamune He ce Npuiaza, ako opyzume

3aaeumeitu ca nojtyuujiu NMACMO 3a JOCTBII A0 TE3U TECTOBEC, U3CIICABAHNA U U3ITUTBAHUA.
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5. AKo npomanama 6 ycioeuama Ha pa3peuienuento 3a myvp2osus, 0000pena 6
cvomeemcmeue c 4ien 65, 6K11046a npoMAHA 6b6 hapmayeemuynama popma, Hauuna
Ha RPUoIHCeHUe UIU 003UPOBKAMA, KOAMO Azenyuama uiu KOMnemeHmHume opeanu,

nocouenu ¢ unen 66, cuuma, ue 00Ka36a ci1eOHOmMoO:

a) Hamansa6daHe HA anmumukpoﬁuama pesucmernmHuocm ujin

npomueonapazuminama peauCmenmnocm;, ujiu

0) noooopsasamne HA CLOMHOUIEHUEHO MEHCOY NOI3Ama U PUCKA 34 6eMePUHAPHUA

JieKapcmeen npooyKm,

pesyamamume om coomeemnume npedmunulmu U3CNe06AHUA UNU KITUHUYUHU

U3NUMBAHUA C1e06a 0a ce noa3eam om 4-2o0uuien cpoK Ha 3auiuma.

3abpanama 3a uznonseane Ha peyimamume He ce npuazd, aKko opyume

3aiaeumeiiu ca nojiydujiu nUCmMo 3a 00CMbR 00 Me3u U3CIe06AHUSA U UBNUMBAHUA.

Ynen 41

IIpaBa, cBBp3aHU C TATEHTH

Cumnra CC, UC U3BBPIIBAHCTO HA HeO6XOI[I/IMI/ITe TCCTOBEC, U3CJICABAHUA U U3IIMTBAHUA C LICJI
ImogaBaHC HaA 3a4BJICHHUC 3a pa3pCIICHUC 3a THbProBUsA B CbOTBECTCTBHUEC C YJICH 18 He BIM3a B
MMPOTUBOPCUUC C ITPpaBa, CBbP3aHU C MIATCHTH, UJIN CepTI/I(l)I/IKaTI/I 3a JOITBJIHUTCIHA 3aKpUJia Ha

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH WA JICKAPCTBCHU IMPOAYKTH 3a XyMaHHA YHOTpe6a.
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I'nasa III

[Ipouenypu 3a| pas3peueHus 3a ThproBus

Pazmen 1
Pazpemienus 3a ThproBusi, BaJTUAHU Ha 1su1aTa Teputopust Ha Cbio3a (,,pa3perieHus 3a ThproBUsl 1o

LIEHTpaIu3upaHaTa npoueaypa)

Ynen 42

OOxBaT Ha LIeHTpaIU3MpaHaTa IpoLeaypa 3a Pa3pelIeHus 3a ThbProBUs

1. Pa3pemenuﬂma 34 TbpPIrOBHA 110 HECHTPAJIM3HUPAHATA ITPOLCAYPa I ca BaJIMAHHU Ha Ij1aTa

teputopust Ha Cplo3a.

2. I_[eHTpaJ'II/IBI/IpaHaTa nmpoucaypa 3a pa3speuICHusd 3a TbproBus CC Mpujiara 3a CICAHUTC

BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH:

a)  BETEpUHAPHU JIEKAPCTBEHU MPOIYKTH, OIYUEHH YpEe3 HAKOU OT CIEAHUTE

OMOTCXHOJIOTHYHU Imponecu:

1)  pexomOunantHa JJHK-Texnomorus;

11)  KOHTpPOJHMpaHa eKCIpecHs Ha T€HU, KOAUpAIIU OMOJOTUYHO aKTUBHU IPOTEUHH
B IIPOKApUOTH U €YKapUOTH, BKIFOUUTEIHO TPAaHCHOPMHUPAHH KIETKH OT

003aifHUIIN;

i) XuOpUIOMHA TEXHUKA U METOJH 3a MOJydaBaHe HA MOHOKJIOHAJIHY aHTHUTENA;
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0) BeTepUHAPHU JIEKAPCTBEHU MPOAYKTH, IPEAHAZHAYEHHU TPEAUMHO 3a MPUJIaraHe KaTo
CPEACTBA 3a NIOBUILIABAHE HA IPOU3BOAUTEIIHOCTTA C LIEJI 1a CE 3aCUJIM PACTEKbT HA

TPETUPAHUTC )KUBOTHHU HWJIN Ja C€ IIOBUIIHN I[O6I/IBT>T OT THAX;

B)  BETEpHUHAPHM JIEKAPCTBEHU MPOIYKTH, ChAbPIKAILLM aKTUBHO BELLIECTBO, KOETO KbM
JaTaTta Ha TI0JJaBaHe Ha 3asBJICHUETO HE € OMIJIO pa3pelieHo KaTo BETEPHHAPHH

JIeKapCcTBeHU MPOIYKT B Ch103a;

F) OHOJIOrMYHHU BCTCPUHAPHU JICKAPCTBCHU IIPOAYKTH, ChbAbpPKallly UJIN CHCTOAIIU CE

OT CIICIMAIIHO CH3JAJACHU AJIOTCHHU ThKAaHU UM KJICTKU;
0) HO8AMOPCKU 6emMeEPUHAPHU 1eKAPCMEEHU NPOOYKMU.

3. Paznopeooume na napazpagh 2 , 6ykeu 2) u 0) ne ce npunazam 3a 6emepuHapHu

JieKkapcmeenu npoOmeu, Koumo ce cocmosam USKITIOYUMETTHO om KPDb6HU CbCMA6KU.

4. 3a BeTepUHApHU JICKAPCTBEHU MPOAYKTH, Pa3IMYHH OT MOCOUEHUTE B maparpad 2,
paszpelieHue 3a ThProBus Mo LIEHTpalu3upaHara mpoueaypa Moxe Jia ce Mpea0CTaBu, ako
3a BeTepPUHAPHUS JICKAPCTBEH MPOAYKT HSIMa IIPEOCTaBEHO JAPYro pa3pelieHue 3a

Thprosus B Cbro3a.

13328/18 eik/IA/tg 125
IMTPUJIOXXEHUE GIP.2 BG



Ynen 43

3asBiIeHUA 3a pa3pellieHus 3a ThProBUsl [0 IIEHTpaIM3upaHaTa npoueaypa

1. 3anenenue 3a pazpenieHus 3a ThProBHs 110 IICHTPATU3UpaHAaTa MPOLEypa Ce nO0asa 10
Arennusita. [Ipu nojgaBane Ha 3asiBICHHETO C€ 3aIuialia JbDKUMaTa Ha ATeHIUITa TaKca

3a pasriacxKaaHe Ha 3adBJIICHHUCTO.

2. B 3asBnenuero 3a pazpenieHue 3a TbproBus 10 LEHTpalIu3UpaHaTa npoleaypa ce nocoupa
€HO-eIMHCTBEHO HAUMEHOBAHUE HA BETEPHUHAPHUS JIEKAPCTBEH MPOAYKT, KOETO IIIE Ce

H3I10JI3Ba Ha IiAJ1aTa TCPUTOPUA HA Cnro3a.

Ynen 44

Pen 3a npenocraBsHe Ha pa3pelieHyst 3a ThProBUs 10 LEHTpaIU3UpaHaTa npoueaypa

1. Azem(uﬂma oyennaea 3anejienuemo, nOCO4€HoO 6 ujieén 43. B pe3yiTar OT OLICHKAaTa

I ATeHIUATA U3TOTBS CTAHOBHUILIE, CHbOBPHCAULO UHPOPpMAUUAMA, NOCOYUEHA B YIIEH 33.
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2. AreHnusTa U3/1aBa CTAaHOBUIIETO, ITOco4eHo B maparpad 1, B cpok ot 210 gum ot
N0JIy4aBaHEe Ha BaJIMJHO 3asBieHUE. [1o u3KiIroueHne, Korato € HeoOXOAUM CIelHaleH

CKCIICPTCH OIIUT, CPOKBT MOKE da 6’[»,[[6 YABJDKCH C HC IIOBCYC OT 90 JHH.

3. Koraro nogaseHoTo 3asiBiieHue 3a pa3pelieHue 3a ThProBus € 3a BeTepUHAPHU
JIEKapCTBEHU MPOIYKTH C OCOOCHO TOIsIMO 3HaYEHHE, [T0-KOHKPETHO C OTJIE/ Ha 3/IPaBETO
Ha )XUBOTHUTC U TCPAIICBTUYHU HOBOBLBCACHUS, 3asABUTCIIAT MOKEC A IMOMCKa YCKOpPCHA
npoiieypa 3a oleHka. Mckanero Hamie:xxHo ce 000cHOBaBa. AKO AreHIusATa puemMe

HCKaHEeTO, CPOKBT ce HamasiBa oT 210 Ha 150 guum.

4. AreHuusATa U3Mpalla CTAaHOBUIIETO HA 3asBUTENA. B 15-1HEBEH CPOK OT MmojydyaBaHe Ha
CTAHOBUIIIETO 3asBUTEIIAT MOXKE MHUCMEHO J1a YBEAOMH ATEHIIMITA, Ye )Kellae

Mpepas3riICiKaaHe Ha CTAaHOBUIIICTO. B taknB cnyqaﬁ CC IIpujiara 4JICH 45.

5. Kozamo 3as6umenam ne e npedcmaguii RUCMEHO U36ecmue 6 CbOMeencmaue ¢
naparpa¢ 4, ATeHIUSTa, 6e3 HeHYHCHO 3a0asaHe, U3TIPallla CIMAHOBUWENO CU Ha

Komucusra.
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Komucusita Mmoxe Ja MorCKa pa3saACHCHUSA OT AFGHHHHT& OTHOCHO CHbABbPKAHHUCTO HA

CTaHOBHIICTO, KaTO AreHnusaTa npeacTaBs OTTOBOpa CU B 90-I[HGBCH CpPOK.

3aaeumenam npedocmaen Ha Acenyuama HeodX00uMume nPeeoou Ha Kpamkama
Xapakmepucmuka Ha RPOOYKmMa, 1UCMO8KAmMa u emuKema 6 Cbomeencmeue c uien 7,
6 pamKume Ha cpoKa, onpeoenen om Azenyuama, Ho He RO-KbCHO OM damama, Ha
KOAMO nPOeKmopeuieHuemo e usnpameHo Ha KOMNEeneHnHume Opeanu 6

cvomeemcmeue c napazpagh 8 om nacmoawjua unen.

B 15-mHeBeH oT mosyyaBaHe Ha CTAHOBUIIETO HAa AreHIusaTa, KoMucusTa u3rorBs NpoeKT
3a pelIeHre OTHOCHO 3asiBICHUETO. AKO B IIPOEKTA 33 PEIICHHE CE MPEABMK/IA
IPEIOCTaBsHE HAa Pa3pEIICHUE 32 ThPTOBHS, B HETO CE 6KII0468A CHIAHOGUU4EMO HA
Azenyuama, uzzomeeHo ¢ coomeemcmeue ¢ napazpag 1. B ciydante, B KOUTO IPOCKTHT
3a pelICHNE He ChOTBETCTBA HA CTAHOBUIIIETO HA AreHiusaTa, KoMmucusra npuiara
HOAPOOHO OOSICHEHHUE 3a IPUUMHKTE 32 MOJIYYHIIOTO ce pasHoriacue. Komucusita usnpaiia
NPOEKTa Ha PEIICHUE HA KOMNeMmeHmHUNe 0p2aHu HA TbPKaBUTE WICHKU U HA

3as1BUTCIIA.
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10.

Upes akToBe 3a u3nbiaHeHue Komucusra B3eMa| peLIeHNE 3a IPEIOCTABSIHE WU 3a OMKA3
3a npedocmaesane Ha pa3pellieHue 3a ThproBUs 0 LIEHTpaJIu3upaHaTa npoueaypa 6
cvomeemcmeue ¢ paznopeodume Ha HACMOAWUA PaA3oesl U 6b3 OCHO8A HA
cmanosuuiemo Ha Acenyuama. Te3n akToBE 3a U3IIBIHEHUE CE IPUEMAT B CbOTBETCTBHE

C TpoIleIypara 1o pas3riexaane, mocodeHa B wieH 145, maparpad 2.

AFCHHI/IHTa OITIOBECTsBA HY6J'II/ILIHO CTAaHOBHUIIECTO CH, CJICI KaTO 3aJIM4U ITOBCPUTEIIHATA

THProBcKa HHPOpMAIHS.

Ynen 45

Hpepa3rne>Kz[aHe Ha CTaHOBHIICTO Ha AFCHI_II/ISITa

AKO noMcka npepasriex/1aHe Ha CTAaHOBHILETO Ha ATEHIIUSTA B CbOTBETCTBUE C WiEH 44,
naparpad 4, B 60-1HeBeH CpOK OT [10JlyyaBaHe Ha CTAHOBULIETO 3asiBUTEIIAT U3IIpalla Ha

AFGHHI/IHTa noz[po6Ha 000CHOBKA C MOTHBUTE 3a TOBA HCKAHE.

AreHnusTa Ipepasriexia CTaHOBUIIETO B 90-0nesen CpoK OT MOJTydaBaHe Ha
noopoonama 060CHOBKA C MOTUBUTE 332 UCKaHETO. KbM CTaHOBMILIETO CU Kamo
Hepa3zoenna yacm om He2o ce an/maraTI HAIIPABEHUTE 3aKJIIOUEHUS U OCHOGAHUAMA 34

msax.

B IS—I[HeBeH CpPOK OT npepasz.rteofwanemo Ha CTaHOBHIIICTO CU, AFeHLII/ISITa ro usrparmia

Ha KoMucusita 1 Ha 3asaBHTENS.

Cneo npouedypama, uznosxyncena ¢ napazpagh 3 om Hacmoauwua 4ien, ce nPpUIazam

pasnopeooume na unen 44, napazpagu 6 — 10.
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Pazgen 2
Pa3pemienus 3a ThproBusi, BAIMHU CaMO B €/1HA AbpKaBa WICHKA (,,pa3peleHus 3a TbproBUs 110

HallMOHATHATA MpoIeaypa‘)

Ynen 46

O0xBar Ha pa3pelIeHHsITa 32 ThProBUs 110 HallMOHAJIIHATA IIPOLEAypa

1. 3asBIeHME 32 U3/1aBaHE HA Pa3pelIeHUe 3a ThProBUs 0 HAllMOHATIHATA IPOLEypa ce
110/1aBa J]O KOMIIETEHTHHSI OpraH Ha JbpKaBaTa YJICHKa, 3a KOSITO € IIOMCKAaHO
pazpenieHneTo. KoMneTeHTHUST opraH NpeaocTaBs pa3pelieHue 3a ThproBus 1o
HallMOHAJIHATa Ipolie/lypa B CbOTBETCTBUE C HACTOALIMS pa3/iei U NPUI0KUMUTE
HallMOHAJIHU pa3nopenou. PazpemeHrero 3a TbproBus Mo HAlMOHAJIHATA MPOLEAYpa €
BaJIUJIHO €OUHCHIGEHO B IbPKABATA YICHKA HA KOMNEMEHMHUA OP2AH , KOUMO TO €

npeoocmasui.

2. Pa3zperenust 3a THproBus 1o HaIMOHAIHA TPOLETypa He Ce TIPEIOCTABIT 332 BETEpUHAPHH
JIEKapCTBEHU MPOTYKTH, KOUTO I nomajaT B 00XBarta Ha ujieH 42, naparpad 2 wiu 3a
KOumo e npedocmageno paspeuienue 3a mvp2oeus no HAWUOHAIHA NPOYEOYPa, UnU 3a
KOumo e 6 npouyec Ha paszneixcoane 3a161€HUe 34 U30A6aHe HA pa3peuienue 34 MmbpP2oeus

no HauyuoHa’ina npoue()ypa 6 ()pyza Obpofcaea UJ/ICHKA KbM MOmMeHnma Ha 3asaejienuemao.
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Ynen 47

PeI[ 3a NIpEAOCTABAHEC HAa Pa3pCIICHHUA 3a ThPTOBHs 110 HAlIMOHAJIHATA IIpoucaypa

1. HpoueﬂypaTa 3a MMPCAOCTABAHC UJiU 3 OMKA3 34 npedocmae}me Ha paspCuICHUC 3a
ThProBus C BETCPHUHAPCH JICKAPCTBECH IIPOAYKT 110 HAIITMOHAJIHATA Ipoueaypa IIpUuKIIBa

Hai-KbCHO 210 IHU OT MOJaBaHETO HA 6A/IHOHOMO 3aABIICHUE.

2. Komnemenmnuuam opzan uzeomesn 00K1ao 3a O4eHKa, CbObprHcaw, unhopmayusama,

nocouena 6 unen 33.

3. KomnereHTHHAT OopraH OIIOBCCTABA H}’6JH/I‘-IHO JOKJIaza 3a OLICHKa, CJICA KaToO 3aJIn4u

MOBEPHUTETHATA THPTOBCKA HH(OPMAITHSL.
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Pasnen 3
Pa3pemeHI/1;1 3a T'prOBI/ISI, BAJIMIHU B HAKOJIKO I[’bp)KaBI/I YICHKH (,,paSPCH_ICHI/ISI 3a T’prOBI/ISI I10

JeleHTpaIM3upaHaTa nmporeaypa‘)

Ynen 48

OO0xBar Ha pa3penIeHusITa 32 ThPTOBUS 10 JCIICHTPATU3UpaHaTa MPoLeaypa

1. Paspenienus 3a ThproBus Mo AelEHTpaIM3UpaHaTa Mpoleaypa ce MpeaocTaBsIT OT
KOMIIETEHTHUTE OPTaHU B 0bpascagume wieHKuU, 6 KOUMmMo 3aa8umesam ucka 0a noayyu
paspeuienue 3a muvp2o6us (,3aCe2HAMU ObPHCAGU YeHKU ) 8 CHOTBETCTBHE C
HACTOALIMUSA pa3zes. TakuBa pa3pelieHus 3a ThproBUs 10 JICLEHTpaTu3upaHara mpoueaypa

Ca BAJIMAHU B me3u NbpKaBU YJICHKU.

2. PaBpeH_IeHI/IH 3a TbPIroBU: 110 ACLHCHTPpAJIU3UPAHATAa IIpoLeaAypa He C€ NpCAOCTaBAT 3a
BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH, 3@ KOUTO KbM MOMCHTA HAa MOJAaBAHC HA
3asBJICHUCTO 3a Pa3pCHICHUC 34 TbpPIOBU: 110 ACLCHTPAJIN3UpPAHATA IIpouecaypa €
npeaoCTaBCHO paspCIICHUC 3a TbPTOBHU: 10 HAllMOHAJIHA ITPOLCAYpa Ujiu 3a Koemo é€ 6
npouyec Ha pa32./leJlC0aH€ 3ase6/1eHue 3a paspeuienue 3a movp2oeus, Uik KOUTO I mnormaaar

B o0xBara Ha ujieH 42, maparpad 2.
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Ynen 49

Pe,[[ 3a NIPEAOCTABIAHC HA PA3PCIICHHU 3a ThbpTOBH: 110 ACHCHTPAJIM3UpaHaTa rmpoucaypa

1. 3anenenuemo 3a pazpelieHue 3a TbProBUsl 110 IELEHTpaIu3upaHaTa IpoLeaypa ce nooasa
110 KOMnemenmHuusa op2an ¢ n30paHa oT 3asiBUTENIS AbprKaBa YWICHKA 0a U320meu 00K1ao
3a oyeHKa u 0a npeonpueme 0elcmeus 6 CbOnMeemcmeue ¢ HACMoAWUs pazoeJ
(,,pedepeHTHA AbpKaBa WICHKA ), KAKMO U 00 KOMHEMeHmMHUme OpP2aHu 8 opyzume

3acecHnamu 01;p.7fcaeu UJICHKU .
2. B 3asBiaeHHETO ce MOCOYBAT 3acecHamume ABbpPiKaBU YJIICHKHU I .

3. AKo 3aa6umenam yKayce, ye eOHa WU nogeye om 3acezHamume 0vPIHCAsU Y1eHKU He
ce cuumam noeeue 3a MAKU6d, KOMHnEeMeHMHUMe OP2aHU 8 Me3u ObPHCAGU YTIeHKU
npeoocmagam Ha KOMHEMEHMHUA OP2aH 8 pedhepenmHama OvPiHcasa YieHKa u Ha
KoMnemenmuume Op2anu 6 Opyzume 3acecHamu ObPHCasu Y1eHKU 6CAKA UHPopmayus,

Koamo cuumam 3a OMHOCUMA 616 6PB3KA C OMMEL/IAHEMO HA 34:6/I€HUemoO.

4. B cpok ot 120 guu oT nony4yaBaHe Ha BaTUAHO 3asBICHUEC KOMHEMEHMHUAN OP2aH 8
pedepeHTHaTa AbpkaBa YWIEHKa U3rOTBS JOKIA 3a OLEHKA, CbObpIHcauy ungopmayuama,
nocouena 6 unen 33, u 20 npenpawia Ha KOMREMEHMHUmMe OP2anu é 3acecHamume

ABPrKaBU YWICHKHU U HA 3asABUTCIIA I .

13328/18 eik/IA/tg 133
IMTPUJIOXXEHUE GIP.2 BG



5. B 90-nHeBeH cpok OT mosryyaBaHe Ha 00K1a0d 3a OUeHKa, nocouer B niaparpad 4,
KOoMnemenmuume Op2anu é 3acezHamume ObPHCAgU YICHKH PA3TIISKIAT TOKIAa 1
YBEZIOMSIBAT KOMNeMmeRmuusa opean 6 peepeHTHarTa Ibp)kaBa WICHKA 0anu umam
BB3PAXKEHUS [10 00K1A0A, OCHOGABAUU C€ HA MO6A Ye 6emePUHAPHUAM IeKAPCHIGEH
npoOyKm 6u cv30a71 NOMEHYUAIEH CEPUO3EH PUCK 30 30PAGEHO HA XOpama uiu
30pasemo Ha Hcueomuume, unu 3a oKoanama cpeoa. Komnemenmnuam opean 6
pegepenmuama ovpiricasa uieHKa npenpauia 00K1A0A 3a OUEeHKA, NPOUIMUYALU] Om
mo3u npezieo, HA KOMNEMEHNHUMEe OP2AHU 6 3ACECHAMUMe ObPIHCAGU YJICHKU U HA

3asaeumesi.

6. Ilpu nouckeane om KoMnemeHmMHUA OP2aH 6 pehepeHmHama OvPIHCasa YieHKa uiu om
KOMHEmeHmMHUs OP2aH 6 KOs 0d e OMm 3acezHamume ObPHCAGU YIeHKU
KOOpOUHAUUOHHAMA ZPYNA Ce C6UKEA, 3a 0a pa32ieda 00K1a0a 3a OUYeHKa 6 pamKume Ha

cpoKa, nocouen 6 napazpag 5.

7. B cayuaume, kocamo 00knadvm e noioxcumenen u HUmMo eOuH KOMnemeHmeH opean
He e y8edomMul KomnemeHmHusa op2an é pehepeHTHaTa IbpKaBa UICHKA 3d 6b3PaAriceHUE
cpeuy 00K1a0a, KAKMo e noco4eHo 6 napazpag 5, KomnemeHmHuam op2an 6
pehepenmnuama Ovprcaea uieHKa BINCBA, Ye € HATUUeE Cblacue, TTPUKITIOUBA
MIPOLIeIypaTa U 6e3 HEHYHCHO 3aDasaHe HAJIC)KHO YBEAOMSIBA 3asABUTENS U
KOMnemenmuume Op2anu 66 6CUUKU Ovprcagu uneHku. Kownemenmnume opeanu ¢
3aceznamume OvPHCAGU YTIEHKU NPEOOCMABAM PA3peuieHue 3a mbpP2oeuUsl 6
cvomeemcmeue ¢ 00K1aoa 3a oueHka 6 cpok om 30 onu om nonyuaeane Ha
Y6€e00MICHUENO 0Nl KOMNEMEHMHUA OP2aH 6 pehepeHmHama 0OvPiHcasa YieHKa 3a
cvenacuemo 3ae0Ho0 ¢ NbJIHUMeE NPeeoOU HA KPAMKAMA XapaKmepucmuKka Ha

npodykma, emuKkema u iucmoesKkama om zaaeumeilii.
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10.

1.

B cayuaume, kocamo 0oknadvm 3a oyenka e ompuyameneH u HUMO eOuH om
KoMnemenmHuume Op2anu 6 3acezHamume 0bPHcagu YieHKU He e Y8eOOMUl
KOMnemeHmHuusa op2an Ha pegrepeHmuama 0vprcasa YieHKd 3a 6b3Parxcenue cpeuy
00K1a04a, CH2/IACHO NOCOYEHOMO 6 napazpag 5, Komnemenmuuam opzan é
pedhepenmuama 0vpircasa uneHKa 6nucea, ue e HaIUye OMKA3 3a npedocmasane Ha
paspeuienue 3a mvp2oeus, NPUKIAIOUEA NPOUeOypama u 6e3 HeHYIHCHO 3a0asaHe
HAO1eHCHO YBEOOMABA 3AA6UMENA U KOMREMEHMHUmMe OP2AHU 86 6CUUYKU ObPIHCABU

YJICHKU.

B ciyuaume, kocamo komnemenmen opean 8 3acecHama OvPIHcaAsa YneHKA Y8eooMuU
KOoMnemenmHusa op2an 6 pehepenmuama 0vprHcasa YieHKa 3a 6b3paxceHue no 00K1aoa
3a oyeHKa 6 coomeemcmaue ¢ napazpag) 5 om nacmoawua unen, ce npunaza

npouedypama, nocouena 6 unen 54.

AKO Ha JaJieH eTan OT JeIeHTPaTN3UpaHaTa Iporeaypa 3a pa3peieHue 3a ThproBUs
KOMRemeHmHUuAm op2an 6 3acezHama JbpKaBa WICHKA U3THKHE IPHYUHNTE, TOCOYCHHU B
ynex 110, maparpad 1, kaTo ocHOBaHuUe 3a 3a0paHa Ha BETEpUHAPHHUS JIEKAPCTBEH

IIPpOAYKT, ma3u 011]).7!(’(14%1 HjleHKa BCUC HC CC CUHTA 3a 3aCCrHaTa IbpiKaBa YJICHKA. I

KomneTeHTHUST opraH ¢ pehepenmuama 0vpircasa 4ieHKa ONOBECTIBA MMyOJINYHO

JAOKJIaZa 3a OLCHKA, CJIC KATO 3aJIMYU ITOBEPUTECIIHATA ThPTOBCKaA I/IH(I)OpMaI_[I/IH.

13328/18 eik/IA/tg 135

IMTPUJIOXXEHUE GIP.2 BG



Ynen 50

Hckane om 3aasumens 3a npepasziexncoane Ha 00K1a0a 3a OUeHKa

1 B 15-0nesen cpok om nonyuasane Ha 00Kk1aoa 3a oueHka, nocouen 6 uaexn 49, napazpag
5, 3aaeumenam modrnce NUCMEHO 0a Y8eOOMU KOMNEMEHMHUA OP2aAH 6 pedhepenmuama
0bPIHCABA YTIEHKA, Ye UCKA 0a 0bOe U36bpuleH npe2iied Ha 00Kaaoa 3a oyenka. B maxkwve
cayuail 6 60-oneeen cpok om nonyuasane Ha 00K1A0a 34 OYEHKA 3AA6UMENAM UNPAULA
Ha KOMHEeMEeHmMHUsA Op2aH 6 pehepenmuama OvPiCasa UieHKa noOPOOHa 000CHO8KaA ¢
Momueume 3a maxoea uckane. Komnemenmnuam opzan é peghepenmuama 0vpicasa
Y/1eHKa He3a0a6HO NPEenpawia UCKAHemo u nOOPOOHama 000CHOBKA ¢ Momugume 00

Koopmmauuonuama Zpyna.

2. B cpox om 60 onu om nonyuasane na 060CHO8KA ¢ MOmMugUmMe 3a UCKAHEMO 3d
npepaszziexcoane Ha 00K1aoa 3a OUeHKa, KOOPOUHAYUOHHAMA ZPYNA NPepas3iexdcoa
0oknaoa 3a oyenka. Kvm 0oknaoa 3a oyenka Kamo Hepa3oena 4acm om Hez2o ce
npunazam HanpageeHume 3aKa04eHus onm KOOpOUHAWUOHHAMA 2PYNa U OCHOBAHUAMA

3a max.

3. B 15-0nesen cpox om npepaszznesxcoanemo Ha 00K1a0a 3a OUeHKa, KOMnemeHmHuam

opean 6 pehepenmuama 0vprHcasa YieHKaA NPenpawia 00K1a0a Ha 3aA6UMelsl.

4. Cneo npoyedypama, usnodxcena ¢ napazpagh 3 om HACMOAWUA YJIEH, C€ NPUIAZAm

pasnopeooume na unen 49, napazpagu 7, 8, 10 u 11.
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Pa3zmen 4

Bzanmuo IIPU3HABAHEC Ha pa3pCUICHUS 3a ThProBUs 110 HALITMOHAJIHATA IIpoueaypa

Ynen 51
OO6xBaT Ha mporeaypaTa 3a B3aMMHO IIPU3HABAHE HA pa3pelleHus 32 ThPTOBUS 110 HAIlMOHATHATA

nporeaypa

Pa3pemienue 3a ThproBus ¢ BETepUHAPEH JIEKAPCTBEH NPOAYKT IO HallMOHAJIHATA MPOLIEypPa,
npeoocmaseno 6 cvomeemcmeue ¢ ien 47, ce Ipru3HaBa OT IPYTUTE IbPXKABU WICHKU MO pe/ia Ha

e 52.

Ynen 52

Pen 3a B3aumMnoO I[MPU3HABAHEC HA Pa3pCUICHUS 3a ThbProBUs 110 HALITMOHAJIHATA IIpouecaAypa

1. 3angnenue 3a B3aMHO IPU3HABAHE HA pa3peuieHue 3a ThbProBus 110 HallMOHATIHATA
npoleaypa ce mojiaBa 10 KOMnenmeHmHusa 0p2an 6 Ibp)kaBata 4ieHKa, IpeJocTaBuia
pa3pelIeHueTo 3a ThProBUsl 110 HAIIMOHATHATA IPOLIEAYPA 8 chbomeencmeue ¢ 4ieH 47
(,,pepepeHTHa TBpKaBa YICHKA) U 00 KOMNEmEeHMHUmMe OP2aAHU HA ObPIHCABUME
Yj1eHKU, 8 KOUMO 3aA6UMENAM UCKA 0a 0b0e RPUZHAMO PA3PeUleHUEemo 3a MmbP2o6Us

(y3acecnamu Ovpircasu YneHKu“).

2. B 3asenenuemo 3a é3aumno npu3Haeane ce nocoueam 3zacecHamume 01;p.uca8u HYJ/1eHKU.
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3asgBcHUE 3a B3aNMHO IIprU3HaBaHC CC MoaaBa Hali-MaJIKO IIECT Mecella CjIe/I JaTara Ha
PEIICHUCTO, C KOCTO CC IMPEAOCTABA pa3pCUICHUCTO 3a ThPIroBUs. 110 HATMOHAJIHATA

nporeaypa

AKo 3aaeumenam YKaoice, ue eOHa unu nogeue om 3acezHamume Obpofcaeu YJ/ICHKU He
ce cuumam noeeue 3a maxKkuea, KomnemeHmHume op2canu 6 me3u 011]).7{0(13” UJICHKU
npedocmaeﬂm HA KOmMnemeéenmHuus opean epeqbepenmnama 01;pafcaea YJICHKa U Ha
Komnemernmnurume op2anu 6 ()pyzume 3acecnamu 01;p.)fcaeu YJICHKU 6CAKa uugbopmauuﬂ,

Koamo cuumam 3a OMHOCUMA 616 6PDB3KA C OMMELIIAHEMO HA 3A:6/I€HUEemoO.

5. B 90-I[H6BCH CPOK OT IIOJIy4aBaHC Ha BAJIMAHO 3asIBJICHUC 3a B3AUMHO IIPU3HABAHC
Komnemenmnuuim op2an 6 pe(bepeHTHaTa AbpiKaBa YWICHKA U3I'OTBA aKTyaJIM3UpPaH
JOKJIaza 3a OIlCHKa, cwd%pofcam um[)opmauuﬂma, nocouena 6 ujién 33, Ha BETCPUHAPHUA
JICKApPCTBCH IIPOAYKT U 20 npenpauia Ha KOmMnemenmnuume op2anu 6 zacecrnamume
AbPiKaBH YJICHKHW U HA 3asBUTCIIA. I
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6. B 90-n1HeBeH cpok OT noJiydaBaHe HAa AKMYAaU3UPAHUus 00K1a0 3a OUYeHKAa, NOCOUEeH B
naparpad 5, Komnemenmuume opzanu 6 3acezHamume TbPKABU WICHKH 20 Pa3TIICKIAT
U YBEIOMSIBAT KOMRemeHmHuus opean 6 pehepeHTHaTa 1bprkaBa WICHKA 0aiu UMam
BB3PAKEHUS 110 00K1A0A, OCHOBABAWU Ce HA MO08A Ue 6eMePUHAPHUAM 1eKAPCMEeH
npoOyKm 6u Cv30a71 NOMEHWUAIeH CePUO3EH PUCK 3d 30PAGEemo HA XOPAma uiu
30pasemo Ha HcueomHuume, uiu 3a okonnama cpeoa. Komnemenmuusam opzan 6
pepepenmuama 0vpicasa wieHKa RPenpamia 00K1a0d 3a OUeHKd, RPOUIMuUYau; om
moea pazeneixcoane, Ha KOMREeMmeHmHume Opeanu 6 3acecHamume ObPHCABU YNEHKU U

Ha 3asaeumeJii.

7. Ilpu nouckeane om KomnemenmHuus op2ax 6 pepepenmuama OvPIHCA8A Y1EHKA UTU
KOMnemenmHuusa 0p2an 6 KoAmo u 0a e Om 3acezHamume 0vprHcasu YieHKU
KOOpOUHAUUOHHAmMA ZPYNa ce C6UKEA, 3a 0a pa32ieda AKmyaiu3upanus 00K1a 3a

OUeHKa 6 pamMKume HA CPOKA, nocoueH ¢ napazpagh 6.
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8. AKO HUMO eOuH KoMnemenmeH OP2an Ha 3ACeCHAMaA 0bPIHCABA YIEHKA He € YBE0OMUT
KOoMnemeHmHuus op2an 6 peghepeHmuama 0OvbprHcasa YieHKa 3a 6b3PAtceHue CpeuLy
AKmMyaau3upanus 00K1ao0 3a OUyeHKa, KaKmo e nocoueHomo 6 napazpag 6,
KomMnemenmHuam opean é pepepenmuama 0vpicasa 4ieHKa 6nUced, ue e Haauye
cvenacue, RPUKIY8a npoyedypama u 6e3 HEHyMHcHo 3a0aeaHe HAOIEHCHO Y8e0oMAsA
3aseumeinsn U KOMnemeHmHUme Op2anu 668 6CUYKU ObPIHCABU UIEHKU.
Komnemenmnume opzanu 6 3acecnamume 0vbprHcasu 4ieHKU NPedocmasam
paspeuienue 3a mvp2o6uUs 6 CbOMEEmcmeue ¢ AaKmyaiu3upanus 00K1a0 3a OUeHKa 6
cpok om 30 Onu om doamama Ha noJyuagane Ha y6eOOMIAEHUEMO Om KOMNEMEeHmHU
Op2an Ha peghepenmuama OvPHCasa WieHKaA 3a Cb2AACUEHO0, 3de0HO ¢ NbIHUME
npesoou Ha KpamkKama XapaKmepucmuKka Ha npooyKma, emuKema u J1ucmosKkama om

3asaeumesi.

9. B ciyuaume, kocamo komnemenmen opean Ha 3aceZHAMA ObPIHCABA YIEHKA Y8E0OMU
KoMnemeHmHus op2an 6 peghepeHmuama 0OvbprHcasa YieHKa 3a 6b3PaArceHue cCpeuLy
aKmyanu3upanus 00K1a0 3a OYEeHKa 6 Cvomeemcmeue ¢ napazpag 6 om nacmoaujus

YjieH, ce npuaaza npoyedypama, nOcouena ¢ uieH 54.
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10. AKO Ha J1aJieH eTall OT [IPOLEypaTa 3a 63aUMHO NPU3HAGAHE KOMNEMEHMHUAM OP2aH 6
3acer’ara JbpaBa 4JeHKa U3ThbKHE IPUYUHHUTE, TocoueHu B wieH 110, maparpad 1, kato
OCHOBaHUe 3a 3a0paHa Ha BETEpUHAPHUS JICKAPCTBEH MPOJIYKT, MA3U ObprHCaA8a YleHKa

BCYC HC CC CUMTA 3a 3aCCrHaTa AbprKaBa YJICHKaA. I

1. KoMrieTeHTHUSAT OpraH 6 peghepenmuama 0vpicasa wieHKa OmoOBECTIBA MyOIUIHO

JIOKJIa/Ja 3a OLIEHKa, CJIe]] KaTo 3aJIM4Yy IOBEPUTEIIHATA ThPrOBCKA HHPOPMALIHSL.
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Pa3zoen 5
Ilocneosawio npusnasane npu npouedypama 3a 63auUMHO RPU3HAGAHE U NPU

OoeyeHmpanuupanama npoyedypa 3a papeuieHus 3a mvpeoeus

Ynen 53

Ilocnedsauwio npusznasane Ha paspeuienus 3a MbvP2OGUS

Om OONBIHUMETIHO 3ACeZHaAmU O%pafcaeu UJICEHKU

Cneo npuknwusane Ha deyeHmMpPaIuIUPana npouedypa no peoa Ha 4ien 49 unu na
npoueoypa 3a 63auUMHO RPU3HABAHE NO Peda Ha YieH 52 3a npedocmasane Ha
paspeuienue 3a mvp2oeus, NPUMENHCAmMeIAm Ha PA3PEeUleHUen o 3a MbpP2o8us moxice 0a
nooade 3asneyeHue 3a papeuienue 3a mvpeoeus 3a 6emepUHApPHUA J1eKaAPCMEeH
RPOOYKm nped KomMnemeHmHume opeanu 6 OONbIHUMENHO 3ACeCHAMU ObPHCABU
Y1eHKU U 00 KOMNEemeHmHUs OpP2aH 6 pehepeHmuama 0vprHcasa YieHKd, NOCOYeH 8
ynen 49 unu 52, kakmo e nPUNOHCUMO, 8 CHLOMEENCmeue ¢ NPOYedypama, NOCO4eHd 8
Hacmoawusa ynen. Oceen OanHume, NOCOYEHU 6 UileH 8, 3a:A6/1€eHUENO 6KTI0Y6A

C1eOHOmOo:

a) CRUCDBK HA 6CUYUKU peuleHUA 34 npeoocmae;me, cnupane Ha oeiicmeuemo unu
OMMAHA HA pa3peutenus 3a movpco6us, KOumo 3acsazcam mo3u 6emepuHapen

JleKapcmeen npooyKm;
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0) UHGOpMayus OMHOCHO NPOMEHUME, 6b8EOCHU C/1€0 NPEOOCHABAHEMO HA
paspeuienuemo 3a mvp2o6Us NO OeyeHmpaIuIuUpanama npoyeoypa, noco4eHd 6
unen 49, napazcpagh 7, unu no npouedypama 3a 63auMHO RPU3HAEAHE, NOCOYEHA 6

unen 52, napazpagh 8;

6)  0000wen 00K1a0 3a OAGHHUME OMHOCHO PAPMAKONOZUYHAMA OOUMETHOCH.

2. Komnemenmnuam opzan 6 peghepenmunama 0vpircasa unenka, nocouer 6 unen 49 unu
yjnen 52, Kakmo e npunoxcumo, uznpawia 6 cpok om 60 onu na KomnemenmHuume
Op2anu 8 OONBIHUMEIHO 3ACeCHAMUME ObPHCAGU YTeHKU PeuleHUemo 3a
npeoocmagsane Ha pazpeuienue 3a mvpP2oeus U 6CUYKU He208U RPOMEHU, KAMO 6
PamMKume Ha MO3U CPOK U320MEA U USRPAULA AKMYATUIUPAH 00KNA0 34 OUEHKA
OMHOCHO M08a paspeuienue 3a mbp2oGUs U RPOMEHUNE, KAKMO € RPUIOHCUMO, U

yeedom;ma HAONEIICHO 3aA6UMENA 30 MOBA.

3. Komnemenmnuuam opzan 66 6cAKa 0ONBIHUMETHO 3ACE2HAMA ObPIHCABA UIEHKA
npedocmaesn paspeuieHue 3a MbP2O6Us 8 CbOMEEHICIEUE C AKMYATUUPAHUA 00KIA0 34
oyenka, nocouen ¢ napazpag 2, 6 cpox om 60 onu cned oamama Ha noyuagane Ha
OanHume u Ha uHgopmayuama, nocouenu 6 napazpag 1, 3ae0no ¢ nvainume npeeoou

Ha4 KpamKama xapaKkmepucmuka Ha npooykma, emuKkema u jiucmosekama.
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Upes oepozayus om napazpag 3 om nacmoawyua YieH, aKko KOMnemeHmHUAM OpeaH 6
O0ONBIIHUMENHO 3ACEZHAMA OBPIHCABA YNIEHKA UMA NPUYUHU 04 OMKadice 0a
npedocmasu paspeuienue 3a muvp2oeusa Ha OCHOBAHUE, Ye 6eMEePUHAPHUAN J1eKAPCM8EH
nPoOyKm 0u cv30a1 NOMEHYUAIEeH CePUO3eH PUCK 3d 30PA6EeN o HA XOpama uiu
30pagemo Ha HcUGOmMHuUmMe, Uiu 34 OKOJIHAmMaA cpeod, mo3u Op2aH, Hall-KbCHO 6 CPOK Om
60 onu om noayyaseanemo Ha OaHHUmMe U Ha UHopmayuama, nocouenu 6 napazpadg 1,
KAKmo u Ha aKmyaau3upanus 00K1ao 3a oueHKka, nocouen 6 napazpag 2 om
HACMOAWUA YIeH, NPEOCMABs b3PANCEHUAMA CU U NOOPOOHO U3I0)CeHUE HA
npuuuHUmMe nped KOMnEeMmeHmHUA OP2an é pepepeHmuama OvpIrHcasa YieHKd, NOCOYeH
6 unen 49 unu 52, kakmo e npuoHCUMO, NPeO KOMREeMmeHmHuUme Op2anu 6

3acecHamume 01;p:»ca3u YJ/ICHKU, NOCOY€HU 6 me3U UjieHoee, U npeo 3aaeumeii.

B cayuait na ev3pasicenusn, nogouznamu om KomMnemeHmeH 0p2an 6 OONbIAHUMETHO
3acecHama OvPIHCABA YNEHKA 6 Cbomeemcmeue ¢ napazpag) 4, Komnemenmuuam opean
6 pedhepenmnama OvprHcasa ieHKa npeonpuema 6CUYKU nOOX00AuU CHbRKU C Yen
nocmuzane Ha cvenacue no OMHOUIeHUEe HA HANPAGEHUMEe 6b3PANCEHUS.
Komnemenmnume opzanu 6 pepepenmnama 0vpicasa 4ieHKa U 6 0ONBIHUMENHO
3acecHama OvbPIHCABA YIEHKA NOIA2AM 6CUYKU 6B3MONCHU YCUIUA, 34 04 NOCMUZHAM

cvenacue OMHOCHO Oelicmeuemo, Koemo c1edga 0a ce npeonpueme.
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Komnemenmnuuam opzan epetj)epenmnama 01;p.7fcaea YNeHKA 0A8d 6 b3MONCHOCH HA
3aseumeia YyCMHO Uild RUCMEHO oa npedcmaeu Cc60AMaA 21eOHA MOYKA RO OMHOUICHUE
Ha év3pasricenusma, noeouzHamu om KOMNEMmeHmHUA Oop2aH 6 cCoomeemHuama

0ONBIHUMEIHO 3acecHama 01;p.7fcaea UJ/ICHKA.

AKko ecneocmeue na npednpuemume CMBbNKU OM KOMREmMEeHMmMHUsA Op2an 6
pegbepeﬂmuama Obpafcaea YJICHKA, ce nocmuZzHe covejiacue Meofcdy KomnemenmHuume
opzanu e 01;p.7fcaeume YJIeEHKU, Koumo eeue ca npedocmaeuﬂu paspeuienue 3a
mopecoéusi, U KOmMnemenmnume op2anu 6 OONBIIHUMETIHO 3ACeZHAMUme 012[).7{('(18”
Y1€HKU, KoMnemeHmHume op2anu 6 OONBIIHUMETIHO 3ACeCHAMUME Obpofcaau YJICHKU

npedocmaeam paspeuieHue 3a mvpeoeus 6 cvomeencmeue ¢ napazpag 3.

AKO Komnemenmuuam op2an 6 pegrepeHmuama OvPiHcasa YieHKd He e ycnan 0a
nocmuzHe cvenacue ¢ KOMnemeHnmHuume Op2anu 6 3acezHamume OvpHcasu YieHKU U 8
O0ONBIHUMETHO 3aceZHamume ObpiHcasu Yi1eHKu Hai-KvcHo 60 Onu om oamama, na
KoAmMO ca 6unu n0GOUZHAMU 8b3PANCEHUAMA, NOCOYEHU 6 napazpag) 4 om nacmoawus
YjieH, moil npeoasa 3aa61eHUen o 3ae0H0 ¢ AKMYATUUPAHUA O0KIA0 3a OUEHKA,
nocouen 6 napazpag 2 om HacmoAUWUA UleH, U 6b3PANCCHUAMA OM CMPAHA HA
KomMnemenmuume Op2anu 6 OONBIAHUMETHO 3ACEZHAMUME ObPIHCABU YTICHKU HA
KOOpOUHAUUOHHAMA 2PYyNa 6 CbOMeEemcmaue ¢ npoyedypama 3a npepaszziexcoane,

nocouena 6 unen 54.
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Pasnen 6

Ilpouedypa 3a nipepasriiexxaane

Yneun 54

[Tpouenypa 3a npepasriaexiaHe I

1.  Axo Komnemenmuuam opzan 6 3acezHama JIbpKaBa YICHKA TIOBUTHE, 8 CbOMGENICIEUE C
unen 49, napazpagh 5, unen 52, napazpagh 6, unen 53, napazpagh 8 unu unen 66, napacpagp 8,
8b3palicenle, NOCOYEHO 6 Me3U UleH08¢e, CbOMEenHO OTHOCHO JTOKIIaja 3a OLICHKA uau
AKmMyaau3upanus 00K1ao 3a oyeHKa, Mol He3adasHo npedocmaess NOJPOOHO U3TIOKECHHUE HA
MOTHUBUTE 32 HOOOOHO 6b3PadceHUe nPe) KOMRNEMEHMHUA OP2AH 6 pehepeHmHama 0vpiHcasa
Y1eHKA, KOMREeMmeHmHUme Op2anu 6 3aceZHamume ObPHCAGU YIeHKU U 3aA6UMens uiu
npumedicamens Ha pazpeuwieHuemo 3a movpzosus. Komnemenmuusam opzan ¢ pehepeHTHaTa

AbpiKaBa YWICHKA He3a0aBHO OTHACH BBIIPOCUTEC O0 KoopOuHauuounama epyna.

2. Komnemenmnuam opzan ¢ pechepenmuama ovporcasa unenxa npeonpuema ¢ 90-onesen
CPOK OM ROJIY4UaA8aHe HA 8B3PANHCEHUEHIO 6CUYKU NOOX00AUU CHIBIKU C Yel ROCIU2AHe

Ha cvenacue no OMHoOuweHue Ha NOBOUZHAMOMO séb3pasricenue.
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3. Komnemenmnusam opzan 6 peghepenmnama 0vpircasa ieHKa 0a8a 63MONCHOCH HA
3aseumens unu nPpUmMedcamesis Ha Pa3peuieHuemo 3a MvpP2oGUs YCHIHO UNU RUCMEHO

oa npedcmaeu c60aAmMa 21e0HA MOYKA NO OMHOUWIEHUE HA NOBOUZHAMOM O ebv3pasricernue.

4. B cayuait ue 6v0e nocmuznamo cnopasymenue mexncoy KOMnemeHmHuume opeanu,
nocouenu ¢ unen 49, napazpagh 1, unen 52, napazpag 1, unen 53, napazpagh 1 u unen
66, napazpag 1, komnemenmuusam opzan 6 peghepenmnama OvPHCA8a Yi1eHKA
RPUKTI0Y6a RPOUEOYPAmMA U y8e00MABA 3AA8UMeN WU NpUmedcamess Ha
paspeuwienuemo 3a myp2ogus. Komnemenmnume opzanu 6 3acecnamume 0vprHcasu

HUJ1eHKU npedocmaeﬂm uiu npomensam paspCuiCHuc 3a T'I)pFOBI/IHI .

5. B cayuaii ue 6v0e nocmuznamo cnopazymenue upe3 KOHCEHCyc MeHcoy
KOMHnemenmuume op2anu, nocouenu 6 unen 49, napazpagh 1, unen 52, napazpagh 1,
unen 53, napazpag 1 u unen 66, napacpag 1, 3a omkasz oa 6v0e npedocmaseno
paspeuienue 3a myp2oeus Uil 3a OMKA3 3d U3GbPUIEAHE HA NPOMAHA,
KOMRemeHmHUAM 0P2an 6 pehepeHmuama 0vpiHcasa YieHKa NPUKIoUea npoyeoypama
U Y8e00OMA6A 30 MOBA 3AA6UMENA UL RPUMENCAMeA HA PA3PEUeHUEeno 34 MbP2OBUS,
Kamo HaonexcHo 060CcH06asa omkasa unu omxevpianemo. Komnemenmunume opzanu ¢
3aceznamume 0bPHCAGU UIEHKU OMKA3EAN MO2A8A NPEOOCMABAHENO HA paA3peuieHue

3a movpeosus uiu OmMxXesvpjisim nPpomManama my.
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B cayuait ue ne moorce 0a 6v0e nocmuzHamo cnopasymeHue upe3 KOHCEHCYC MexHcoy
KOMnemenmHuume op2anu, nocouenu 6 unen 49, napazpagh 1, unen 52, napazpag 1,
unen 53, napazcpagh 1 u unen 66, napazpag 1, koopounayuonnama zpyna npeoocmaes
Ha Komucuama 0oknaoa 3a ouyenka, nocouer ¢ uner 49, napazpagh 5, unen 52,
napazpagh 6, unen 53, napazpagh 2 u unen 66, napazpagh 3 coomeemno, 3ae0no c
uHgopmayus OMHOCHO CROPHUME MOUKU HATl-KbCHO 8 cpoK om 90 Onu om damama Ha

noeouzamne Ha 68b3pariceHuemo, NOCO4€Ho 6 napaepadr 1 om HacmoAawius 4jieH.

B cpok 00 30 onu om oamama na nosiyyaeane nHa 00K1aoa u unhopmayuama,
nocouenu ¢ napazpagh 6, Komucuama uzzomes npoekm na peuieHue 66 6Pb3Ka CbC
3aaenenuemo. Komucuama usnpauja npoekma Ha peuieHuemo Ha KOMnemenmHuume

Op2aHU U Ha 3aieumeia Wil npumer;cameisi Ha paspeuienuemo 3a movpcoeus.

Komucuama moiice 0a uzuckea pazacHeHus om KOMnemeHmHuume op2anu uiu
Azenyuama. Cpokvm, npedeuden ¢ napazpagy 7, cnupa 0a meue 00 npeoocmassane Ha

pa3iacHenusma.

3a yenume na npoyedypama 3a cnooensne Ha pabomama no OMHouIeHUe HA RPOMEHU,
3a KOUmo ce u3UCKea OUeHKa 6 cvomeemcmaeue ¢ 4ieH 66, nozoeasanuama 6
HACMOAWUA YleH HA KOMNEemeHmen 0pP2al 8 pepepeHmHama OvprHcasa UieHKa ce
pazoupam Kamo no306a8anus HaA KOMHEMEHMHUS OP2aH, 3d KOUMO e ROCHUZHAMO
cvenacue 6 coomeemcmaue c wien 65, napazpag 3, a nozosasanusama na 3acezHamume

Obpofcaeu YJICHKU Kamo no3oeaeqanusa Ha coomeemnume Obp.m'aeu UJ/1IeHKU.
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10.

‘Ipe3 akmoee 3a usnwvinenue Komucuama ezema peuienue 3a npedocmawme, npomsana,
OmKas 3a npedocmawme uiu ommiaHna Ha paspeulenue 3a movp2oeus ujiun OmkKas 3a
Uuslesvpuieane Ha npomsinama. Te3u akmoee 3a usnvanenue ce npuemam 6

cvomeemcmeue ¢ npoyedypama no paszenexncoane, nocouena ¢ uien 145, napazpag 2.
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I'nasa IV

Mepxku ciies mpeocTaBsiHE Ha pa3pellieHne 3a ThproBUs

Pazgen 1

baza JaHHHU Ha CpI03a OTHOCHO IIPOAYKTHUTEC

Ynen 55

basa nannu Ha Cbro3a OTHOCHO BETEPUHAPHUTE JIEKAPCTBEHU MTPOIYKTH

1. AreHLusATa ChCTaBS U 8 CHMPYOHUUECE0 C ObPIHCAGUmeE YIeHKU TIOAIbpXka 6a3a TaHHU
Ha Cbl03a OTHOCHO BETEPHUHAPHUTE JIEKAPCTBEHU MPOIYKTH (,,0a3a 1aHHU 3a

IPOIAYKTUTE™).
2. bazaTa maHHM 3a IPOSYKTUTE ChABPKA HAU-MANKO clednama NH(GopManus I :

a)  3a BETEpUHAPHUTE JICKAPCTBEHU MPOIYKTH, pa3pellieHu Ha Teputopusta Ha Chio3a

ot KoMucusita 1 OT KOMIIETEHTHUTE OpPraHu:
(1) HaumeHnosanuemo Ha 6emepuHaAPHUA EKAPCMEEH NRPOOYKM;

(ii) axmuenomo eewiecmeo uiu geuiecmea U KOHYCHMPAYUAmMa Ha 6emepuHapHus

JleKapcmeen npooyKm;
(1i1) KpaTKaTa XapaKTEepUCTHKA Ha IMPOJYKTa;
(iv) nucroBKarta;
(v) Ooknaoda 3a ouenka;

(vi) CcHHUCBK Ha OOEKTHTE, B KOUTO CE€ TIPOU3BEKIA emEePUHAPHUANL JIEKAPCMEEH

HIPOAYKT; U

(vii) O0amume na nyckanemo Ha 6emepuHapHUs 1eKapcmeeH npooyKm Ha nazapa 6

0bPIHCABA YNICHKA,
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0) 3a XOMEONATUYHUTE BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH, PECUCIPUDPAHU 6

cvomeemcmeue c 2nasa V na tepuropusita Ha Cpro3a oT I KOMITETCHTHUTE OPTaHU:
(i) HaumeHoeaHUEeMO HA PECUCMPUPAHUSA 6eMEPUHAPEH JIEKAPCMEEH NPOOYKM,
(ii) JINCTOBKATa, 1

(i11) CIIUCHK Ha OOCKTUTE, B KOUTO C€ IPOU3BEKIA XOMECOTATHIHUST

BETEpPUHAPEH JIEKAPCTBEH MPOAYKT,

B)  BETEPHHAPHHTE JIEKAPCTBEHU MPOYKTH, YUATO yIOTpeda ce JOoIycKa B AaieHa

IbpKaBa YICHKA B CbOTBETCTBUE C uieH 5, napazpag 6;

2)  200uwiHusn 06em Ha npooarcoume u uHpopmayusa 3a HATUYHOCIMMA HA 6CEKU

6emepuHapeH 1eKapcmeeH npooyKm.

3. Komucuama, nocpedocmeom akmoee 3a u3nviHeHue, npuema Heooxooumume mMepku u

npakmuuecKkume ycjioeusi OmHOCHO:

a) mexHuueckume cneyuukayuu Ha 6azama OAGHHU 3a NPOOYKmMume,
GKIIOYUMENIHO eIeKMPOHHAMA CUCEMA 34 00MEH HA OAHHU CbC
couiecmeysauiume HAYUOHAJIHU CUCEMU U (hopmama 3a nooasane no

€JIEKMPOHEH nbmy
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0) npakmuuecKkume ycnoeus 3a QYHKUUOHUPAHEMO HA Oa3ama OAHHU 34
npoOyKmume, nO-CNEUUAIHO 3d 2APAHMUPAHE HA 3AWUMAMa Ha NOBEPUMETIHA

mMbpP206cKa UHGOPMAUUA U HA CUZYPHOCHIMA HA 00MeHa Ha UHoOpMayus;

6)  noopodHu cneyudurkayuu 3a uHGopmayuama, KoaAmo mpaoea 0a 6voe 6KUEHA,

AKMmMyaiu3upana u cnooejiena 6 dbazama OaAHHU 3a NPOOYKmMume, U Om Koz2o;

2)  002060penocmu npu U36bLHPEOHU CUMYAUUU, KOUMO Ce RPUIazam, 6 cay4ail e

HAKOA Om pyHKyuume Ha d6azama OAHHU 3a NPOOYKmMume He e HAIU4Ha;

0) no uenecvoOpazHocm, OaHHUmMeE, KOUMO mpaodea oa 6voam eKIOYeHU 8 Oazama
OaHHU 3a npoOyKmume 6 0ONvIHEHUE KbM UHPOpmayuama, nocoueHa 6

napazpag 2 om nHacmoawua uie.

Te3u akmoee 3a uznwvinenue ce npuemam 6 coomeemcmeue C npouedypama no

paszznesxcoane, nocouena ¢ unen 145, napacpagh 2.
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Yien 56

Joctbm 1o 6a3aTa JTaHHM 3a TPOTYKTUTE

1. Komnerentaurte opranu, Arennusra 1 Komucusta uMaT mbJieH JOCTHII 0 HH(GOpMaUsATa

B Oa3arta JaHHH 3a IPOAYKTHUTC.

2. [TpuTtexxaTenuTe Ha pa3pemieHus 3a ThProBUs UMAT IIBJICH JOCTHII 10 HHPOpMaIUITa B

Oazara JaHHU 3a MIPOAYKTUTC, CBbp3aHa C TCXHUTC Pa3pCUICHUA 3a TbProBUs.

3. OO61ecTBeHOCTTa UM IOCTHII 710 Oa3aTa 1aHHU 3a POAYKTUTE, He3 8b3MONCHOCH 3d
npomana Ha MHPoOpMaLMATa B Ta3u 0a3a JaHHU OTHOCHO CIIMCHKA HA 6emepuHapHume
Jlekapcmeenu NPOAYKTH, KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa U JJUCTOBKAaTa, KAKMO U
00K1a0ume 3a OUEHKA C/1e0 3a1UYA6AHEN O HA 6CAKA NOGEPUMENTHA MBP2OBCKA

uud)opﬂmuu}l om Cmpana Ha KOMnemeHmHus Op2an..
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Pasnen 2
Cvoupane na 0annu om OvpiHcagume YaeHKU U OM2080PHOCIU HA RPUmMelcamenume Ha

paspeuienus 3a mvp2oeus

Yneu 57
CoOupane Ha JaHHU OTHOCHO I AHTUMUKPOOHHU JieKapcmeeHu IPONYKTU, U3NOI36AHU NPU

Jeueomunume

1. JbpxaBUTe YICHKH ChOMPAT MOIXOISAIIM U CPABHUMU JaHHU 32 00eMa U 3a yrnorpedara Ha
AHMUMUKDPOOHU J1IeKapCmeeHu nPOOyKmu, U3N0A36AHU NPU HCUGOMHUME, C Uell 0d ce
0aoe 6b3MOHCHOCH NO-CREUUAIHO 34 NPAKAMA UIU HENPAKAMA OYeHKA HA
ynompebama Ha MaKuea nPOOYKmu nPU HCUGOMHU, OM21eHCOAHU 3d RPOU3BOOCME0 HA
XPaHu 8 HCUBOMHOBBLOHUME 00eKMmU, 8 CbOmEemcmeue ¢ paznopeodoume Ha

HacmoAauiuAa 4i€eH U 6 pamKume na cpokoeeme, noco4eHu 6 napazpat[) 5.

2. JIbpxaBuTe YWICHKU U3MpAIIaT 0000ujenu oannu 3a obemMa Ha IpoAdakOuTe U 3a
yrnoTpedara no HcueoOmMUHCKU 6U006e U NO 6U008¢ AHMUMUKDOOHU J1eKAPCHEEHU
RPOOYKmMuU, U3N0NA36AHU NPU HCUBOMHUME, HA ATECHITA, 8 Cbomeemcmeue ¢ napazpag
5 u 6 pamkume na npedgudenume 8 He2o0 CPOKoge. ATeHIUATA CU CoMPYOHUYU C
ovporcagume wnenku u c opyau azenyuu na Cvro3a, 3a 0a aHanu3vpa JaHHUTE, U
nyOJIMKyBa TOJUIIEH JTOKJIA]. A2eHUuAma 63ema npeosud mesu OaHHU, KO2Amo npuema

6CAKAK6U C6DbP3ARU HACOKU U nPDENOPBHKU.
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I KOMI/ICI/ISITaI npuema JelIeTupaHy akTOBE B CbOTBETCTBUE ¢ WiieH 147 3a donvasane na

Hacmoauwiusa 4i€H, Kamo yCmaHo6:a6a U3UCK6AHUAmMA OMHOCHO:?

a)

0)

euooseme anmumulcpoﬁnu JieKapcmeenu npodykmu, U3nojizéanu npu

HcueomHume, 3a Koumo ce c1;6upam Oaunume;

ocuzypaeanemo nHa kauwecmeomo, Koemo dbpafcaeume UJICHKU U Azenuuﬂma
npuiaazam e 0eﬁcm3ue, 3a 0a ce capanmupam Kaiecmeomo u conocmasumocmma

Ha 0annume; Kakmo u

npasuiama OmMHOCHO Mmemooume 3a Cbﬁupane Ha OaHHU 3a ynompeﬁama Ha
anmwnukpoﬁuume JIeKapCmeeHu npodykmu, U3noJizeanu npu yxcueomuume, u 3a

Memooa 3a npedasane Ha me3u 0AGHHU HaA Azenuyuama.

Upes akToBe 3a usnbiaHeHue Komucusra onpeoden (bopMaTaI 3a JAaHHUTE, KOUTO CE

C’E>6I/IpaT B CbOTBETCTBHE C HACTOSIIMS ujieH. Te3u akToBE 3a U3IIBIIHCHUE CE IIpucMmar B

CHOTBETCTBUE C MPOILIeIypaTa Mo pa3riexiane, mocoueHa B ujeH 145, maparpad 2.

ﬂbp.)fcaeume UJIeHKU umam npaeo oa npujiazam noemanen n00X00 nOo OMHOUIeHUE HA

3a0bmfcenu}lma, noco4yeHu 6 Hacmoauwiua 4jieH, maka ue:

@)

6 CPOK om 06e 200uHU Om ...[0amama Ha nPUIaane HA HACMOAWUA pelamenm],
OaHHume ce cvOupam Ha-MaiKo 3a 6udoseme u Kamezopuume, KJ1104eHU 6
Pewenue 3a usnvanenue Ne 2013/652/EC na Komucuama®’ 6ve eepcuama om ...

[oamama na npuemane na nacmoawusn peznamenm|;

30

Pewenue 3a usnvanenue 2013/652/EC na Komucuama om 12 noemepu 2013 2.
OMHOCHO MOHUMOPUH2A U 0OKNA08AHEMO HA AHMUMUKPOOHAMA PE3UCMEHMHOCH HA
300H03nume u Kkomencannume oaxkmepuu (OB L 303, 14.11.2013 2., cmp. 26).
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0) 6 cpoKk om nem 200uHu om...[0amama Ha nNPUIAeAHE HA HACMOAWUA
peznamenm|, Oannume ce cvOUpam 3a 6CUYKU HCUBOMUHCKU 8UD086E,

OM2nedcoanu 3a np0u33000m60 Ha xXpanu;

8) 6 CPOK om ocem 200uHuU Om...[oamama Ha NPUIA2AHE HA HACMOAWUA
peznamenm|, Oannume ce cvoupam 3a Opy2u pa3evbHCOAHU UTU OM2IEHCOAHU

HCUBOMHU.

6. Humo eona om paznopedooume ¢ napazpagh 5, oykea 8) ne mpaoea oa ce pazoupa Kkamo
GKI0Y6AA 3A0BIINCEHUE 34 CHOUPAHe HA OAGHHU OM (PU3UYECKU TUUA, OM2TEHCOAUU

0OMAWIHU II0OUMUU.

YneH 58

OTFOBOpHOCTI/I Ha IMPUTCIKATCIIUTC Ha Pa3pPCUHICHHA 3a ThbPIrOBHA

1 Ilpumesicamenam na paspeuieHueno 3a MvpP2o8Us € OM2080PEH 34 NPEOIAzaHemo Ha
6emepuHapHus Cu 1eKapcmeen npodyKkm Ha nazapa. AKo npumedcamensam Ha
paspeuieHuemo 3a mvp2oeus OnpPedesii ceoil nPedcmasume, Mmoea He 20 0C60000asa

om npasHa omzo060pHocm.

2. Hpumeofcamemlm Ha paspeuienuemo 3a mvp2o6us, 6 pamMKume Ha ceoume
Oomeo60pHoOCcmu, ocuzypiea nodxoo;m(o U HenpeKvCHamo CHabO0sA6aHe CbC ceoume

6emepuHapHu 1eKapcmeeHu nPooOyKmu.
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Cneo npedocmassane Ha paspeuieHue 3a MbP2OGU, NPUMeNCAmensim Ha pa3peuieHueno
3a ThPrOBHS 63eMa TIPEIBU]I, BbB BPh3Ka C METOJUTE HA MIPOU3BOJICTBEHUS MPOIIEC U Ha

I KOHTPOJI, TOCOYCHH B 3asIBJICHUETO 3a TOBA Pa3peIICHHUE 32 ThProOBHUs I , HAy4HO-
TEXHUYECKUTE JOCTHKCHUS U 65BEHCOA 6CUYUKU NPOMEHU, HEOOXO00UMU 0a ce
2apanmupa, ye BETCPUHAPHUAT JICKAPCTBEH MPOTYKT I Ce MPOM3BEXK/IA U IPOBEPSIBA C
MIOMOIITa Ha OOIIONPUETH HaydH! MeTOau. [Ipu BBBEXKIAHETO HA TE3U IIPOMEHH Ce

CIia3BaTt MmpoucaAypuTe, Np€aABUACHU B pa3acil 3 oT HacTosIIaTa IJ1aBa.

Ilpumesicamenam na pazpeuienuemo 3a mvp2oGUA 2apaAHmMuUpa, ye KpamKama
XapakxmepucmuKka Ha npoOyKma, 1UCMOBKAMA U emuKema ce AKmyaaiusupam c 021eo

Ha4 HacmoaAuiume Hay4YHu NO3HAHUA.

Lo ce omnaca 0o 2enepuunu 6emepuHapHu 1eKapcmeeHu RPOOYKmu u Xuopuonu
6emepuHapHu 1eKapcmeeHu RPOOYKmu, NpUmed camesiim Ha pa3peuieHuemo 3a
muwp2eosus He nycka meszu npoodykmu Ha nazapa na Cvioza, 00Kamo He uzmeue cpoKvm
3a 3auuma Ha MexXHuyecKkama 0OKYMEeHmayus 3a pepepenmuus eemepunapen

Jekapcmeen npooykm, onpeoenex 6 4ienose 39 u 40.
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Ilpumesrcamenam na paspeuieHuemo 3a mvp2o6UsA 6nUCEA 6 6azama OAHHU 34
npooyKmume oamume, Ha KOUMO paspeuieHume eemepuHapHu 1eKapcmeeHu
nPOOYKmMuU ca nyCHamu Ha nA3apa, UHGopmMayuama 3a HATUYUENo HA 6CEKU
6emepuHapeH 1eKapcmeen npoOyKm 6b6 6CAKA CbOMEEeMHA ObPIHCABA YEHKA, U, KAKMO
€ nPUN0HCUMO, Oamume Ha NPEKPAMAEAHEMO HA OEUCMEUEHO UIU OMMEHAHEMO HA

cbomeemnume paspeuienus 3a mbvp2coeus.

Ilo uckane Ha KOMIIETEHTHUTE OpraHU IIPUTEKATEIUTE HA PA3PEILICHUS 3a THPrOBUs I UM
IIPEAOCTaBAT JOCTAThbYHH KOJIIMYECTBA MOCHIPU, 32 [1a MOXKE [1a C€ U3BBPIIU KOHTPOI Ha

Cbomeemnus 6emepunapen j1eKapcmeen npodykm, nycHam Ha nasapa Ha Choio3a.

[To nckane Ha KOMIIETEHTEH OpPTaH MPUTEKATEIIAT Ha Pa3pEIICHUETO 3a ThPrOBUS
MPEIOCTaBs TEXHUUECKH €KCIIEPTHHU 3HAHUS C 1€ J1a Ce YJIECHU MPHUJIaraHeTo Ha
AHATUTUYHHS METOJ 32 OTKPHBAHE Ha OCTAThYHU KOJIMUYECTBA OT BETEPUHAPHUTE
JIEKapCTBEHU MIPOJIYKTH B pedhepenmuama nadopatopus ¢ Eeponeiickusa cvio3,

onpeneneHa ceriaacHo Peziamenm (EC) 2017/625.

Ilo uckane na komnemenmmnusn OpraH UJjik Ha AFGHLII/ISITEI npumedsircamesiam Ha
pa3ipeutenuemo 3a movpcoeus npedocmasﬂ, 6 NOCo4YeHuUs 6 moea UCKAHe CPOK, NaHHU,

KOHWTO JOKa3BaT, Y€ CbOTHOICHUCTO MEXKIY MOJI3aTa U pUCKa OCTaBa MMO3UTHBHO.
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10.

11.

12.

13.

[TputexkaTenar Ha pa3pelIeHUETO 3a ThPIOBUs YBEIOMIBA HE3a0aBHO KOMIIETEHTHHS
Opras, npedocmasus paspeuieHuemo 3a mvpzoeus, nnu Komucusra, kakmo e
nPUIONHCUMO, 32 BCAKA 3a0paHa UM OrpaHUUYCHHE, HAJIOKEHO OT KOMIIETEHTEH OpraH u/iu
om opzan Ha mpema OvPIHCA8A, V1 32 BCIKAKBa Jpyra HOBa HHPOPMAIUs, KOATO MOXKE J1a
OKa’Ke BJIMSHUE BHPXY OIICHKATa HA MOJ3UTE U PUCKOBETE OT yrnoTpedaTa Ha ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH NPOAYKT, 6KTIOUUMENAHO OMHOCHO pe3yaimamume om

npouedypama 3a 00padomeane Ha CUSHAU, U3BBPUIEHA 8 CbomeEemcmeaue ¢ YieH 81.

Hpumeofcameﬂﬂm Ha pa3peuieHuemo 3a movpcoeu npedocmasﬂ Ha KOMnemeHmHus
Ooprad, I Komucusra mim I AFCHI_II/IHTa, KaKkmo e npujioxxcumo, 6 pamKume Ha
nocouenus CpoK, BCU4KU JaHHHU, C KOUTO pasiojiara, OTHOCHO obema Ha HpOZIa)K6I/ITe Ha

Cbomeemnus eemepunapen ieKapcmeen npodykm.

Ilpumesicamenam na pazpeuieHuemo 3a MbpP2oOGUA 6NUCEA 8 Da3ama OAHHU 3a
npoOyKmume 200UUIHUA 00eM HA NPOOaxscoume 3a 6CeKu C60Il 6emepuHapen

JleKapcmeen npoOyKm.

Ilpumesicamenam na paspewienuemo 3a mvp2o8UA HE3AOAGHO Y8EOOMABA
KOMnemenmHus op2an, npeoocmasul papeuieHuemo 3a movp2oeus, uau Komucuama,
KaKmo e npuiojicumo, 3a 6CAKo 0elicmeue, KOemo npumexncamenam ¢b3Hamepaea 0a
npeonpueme 3a npekpamsaeane Ha MbP2OBUAMA C 6eMeEPUHAPEH 1EKAPCMEEH NPOOYKm,
npeou npeonpuemanemo Ha CbOMEEMHOMO Oelicmeue, 3ae0H0 ¢ MOMUGUmMe 3a MaKoea

oelicmeue.
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Yien 59

Manku v cpeonu nipenpusITUS

B cvomeemcmeue c HAUYUOHATIHOMO npa6eo NbPXKABUTC YJICHKU 63emam nodxobﬂmu MepKuU 3a
npedocmawme Ha qulOpMdl{u}l Ha MAJIKUTC U CPEAHUTE NPEAIIPUATHUA OMHOCHO CRA36AHEemMO

Ha N3HMCKBAaHUATA HA HACTOALIUA PETJIIAMCHT.
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Paznen 3

[TpomeH¥ 6 ycroeusama na pa3pelieHUSITa 32 ThPrOBHSI

Uien 60
IIpomenu I
1. Upes akToBe 3a u3nbiHeHne KomucusTa ycTaHOBsABaA CIIUCHK HA IPOMEHUTE I , 32 KOUTO

He € H€06XOI[I/IMa OHCHKaI . Te3u akToBE 3a M3ITBIIHCHUE CE npueMart B CbOTBECTCTBUC C

npoleaypara o pasriexiaaHe, mocodeHa B wieH 145, naparpad 2.

2. [Ipu npriemaHeTO Ha aKTOBETE 3a M3IIBIHEHUE, MocoueHu B nmaparpad 1, Komucusita

B3C€Ma NpcABU CICAHUTC KPUTCPHUH:

a) HeO6XO,[[I/IMOCTTa OT Hay4YHa OLCHKA Ha ITPOMCEHUTE C ICJI Aa CC YCTAaHOBU PUCKDBT 3a

0OIIECTBEHOTO 3ApaBC WIIN3JAPABETO HA JXKUBOTHUTEC, UJIM 3a OKOJIHATa Cpeaa,
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0)  Janu NPOMEHUTE ILE Ce OTPa3sT BbPXY Kauecmeono, 0e301acHOCTTA Ul

e(UKaCHOCTTA Ha BETEPUHAPHHUS JICKAPCTBEH MPOAYKT;

B) AaJii IPOMCHUTC HAJIaraT camo He3rnauumennu N3MCHCHU B KpaTKaTa

XapaKTepUCTHKA HA MPOIYKTA.

2) oanu npomwernume ca om admunucmpamu(mo ecmecmeo.

Ynen 61

HpOMeHI/I I , 34 KOUTO HC € HCO6XOI[I/IM8. OLICHKa

1. Korato nanena npOMs{HaI € BKJIFOUEHA B CIIMCHKA, U3TOTBEH B CHOTBETCTBHUE C ujieH 60,
naparpad 1, mpuTexxarensT Ha pa3pelIeHUEeTO 32 ThPrOBUS OTPa3siBa MA3U HPOMAHA,
GKII0UUMENIHO KAKMO € RPUNONCUMO, KPAMKAMA XapaKmepucmuKka Ha npooyKma,
emuKema uau TUCMOEKAma Ha e3uyume, NOCo4eHu 6 Yien 7, B 6azata JaHHU 32

IPOAYKTUTE, 6 CPOK om 30 OHU c1ed npunazanemo HA ROCOUEHAMA NPOMAHA.
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HpI/I HCO6XOI[I/IMOCT KOMIICTCHTHUTC OpTraHd WJIM — KOI'aTO Pa3pCIICHUCTO 3a ThbProBUs C
BETCPUHAPHUS JICKAPCTBCH ITPOAYKT € IPEAOCTABCHO 10 HEHTPpAIU3HUpPaHaTa npoueaypa —
KOMI/ICI/IHTa, upe3 aKkmoee 3a u3nvjiHeHue, N3MCHA PaspClHICHUCTO 3a THProBUA B
CBbOTBCTCTBUC C IIPOMAHATA, 6RUCAHA, KAKMO € ROCOYECHO 6 napazpaqb 1 om Hacmoauwun
uynen. Te3u akmoee 3a usnviHeHue ce npuemam 6 coomeemcmeue C npouedypama no

pazznesxcoane, nocouena ¢ unen 145, napacpagh 2.

KoMmneTeHTHUAT opraH B pegpepenmuama 0vpircasa YieHKa, Uau 6 Cayyail Ha NPOMAHA 6
ycioeuama Ha paspeuienue 3a mup2oeus N0 HAWUOHATTHAMA NPOYedypa
KOMRnemeHmHuam op2an Ha CbOmeemHuama Ovprcasa wienka, unu Komucuama, kakmo
€ nPUI0HCUMO, UHPOPpMUPA nRpUmMedHcamens Ha pa3peuieHuemo 3a muvp2oeus u
KOoMnemenmHuume Op2anu 6 CbOMEeMHUMe ObPIHCAGU YIEHKU 3d M06a 0au
npomaHama e 0000pena uiu OmxevpJiena Ype3 6nUceane Ha ma3u uHgopmayus 6

oazama 0anHu 3a npodyKmume.

Unen 62

3asgBiIeHHS 3a IIPpOMCHH, 3a KOUTO € H606XOI[I/IMa OLICHKAa

Kozamo oadena npomana He e 6K1I04eHA 8 CRUCHKA, U320MEEH 8 CLOMEEMCMEUE C
unen 60, napazpag 1, npumesrcamenam Ha pa3penieHUETO 3a ThPTrOBUS MOIaBa
3asIBJICHHE 32 TPOMSIHA, 32 KOSITO € He0OXOoArMa OIICHKA, 10 KOMHemeHmHUA OpraH,
KOUlmo e npedocmasul pa3peuieHueno 3a muvp2oeus Uiy 10 ATeHIUATA, KAKMO e

RPUTLOHCUMO. 3asenenuama ce nooasam no €JIEKMPOHEH nbm.
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2. 3asiBIIeHHETO, TTOCOYCHO B maparpad 1, ceappxa:

a)

0)

1)

OIMMCAHUC HaA ITPpOMAHATA,

OaHHuUme, NOCoueHu 6 wieH 8, omuacauu ce 00 npomaHama;

noopo6na viadopmanus 3a pa3peieHusnTa 3a ThProBus, 3a KOUTO CE€ OTHACS

3asBJICHHUCTO;

aKo IIpoMsAHaTa BOJAU A0 APYTH nocne()eamu IIPOMCHH B YCJIOBHATA HA CbIIOTO

PaspCiCHUE 3a TbProBUs — OIIMCAHHUEC HA MMOCICABAIINUTE ITPOMCHU,

aKo IpoMsIHATa 3acsira pa3peleHus 3a ThproBus, IPeI0CTaBEH! 110 MpoLeaAypaTa 3a
B3alMHO IIPU3HABaHE WJIM MO JELeHTpaJIu3upaHaTa Mpoleypa — CIHUCHK Ha

ABPIKABUTEC YICHKU, TPEAOCTABUIIN CHbOTBETHUTC PA3PCIICHUA 3a ThbPIrOBHL.

Ynen 63

Ilocnedsawu npomenu 6 ungpopmayuama 3a npooykma

Kozamo oadena npomana nanaza nociedsauii RPOMeEHU 6 KPamKama XapaKmepucmuKka Ha

npodykma, emuKkema uiu jiucmoekama, npu pa32ﬂeofc0anem0 Ha 3a46/1eHUEmMoO 3a npomaHna

me3u nPpomenHu ce cuumam 3a 4acm om npomanamad.
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Unen 64

OO0enuHsIBaHE HA MPOMEHUTE

Kozamo npumedsrcameliam Ha paspeuienuenmo 3a mbvpeco6us nooaode 3asIBIICHUE 3a HIKOJKO
IIPOMCHH, KOUMO He ca 6K/II0Y€HU 6 CRUCBHKA, U320MEBEH 6 Cbomeemcmeue C 4i1eH 60, napazpaqb
1, 6b6 6PB3KaA ¢ €AHO U CHIIO pa3pCUICHUC 3a TbPIOBUs, UJid 34 eona RpPpOMAHA, KOAMO He e
6KJII04eHa 6 nOCoYernusa CRUCHBK RO OMHOUIEeHUEe HA HAKOJIKO pa3jliudnu paspeuienus 3a
muwvpecoeus, mo3du npumericamest Ha paspCuICHUCTO 3a TbProBUA MOKC [a 1moaaac CAHO 3a4BJICHUC

34 BCUYKHU ITPOMCHHU.

Yien 65

I[Tpouenypa o criozensiHe Ha paborara

1. Kozamo npumescamenam na pazpeuwieHuemo 3a muvp2osus nodaoe 3asBiCHUE 3a eOHA
U HAKONKO TIPOMEHU, KOUMO Ca WOEHMUYHU 656 6CUUKU CHOMEENHU ObPIHCABU
YJ1eHKU U KOUMO He Ca 6KAI0UeHU 8 CRUCHKA, U320MEeH 6 cbomeemcmeue ¢ uieH 60,
napazpagh 1, 6v6 8pp3Ka ¢ HAKOJIKO pa3pelICHUs 3a ThPrOBUsI, IPUTEKABAHU OT €AUH U
CBIIl IPUTEKATEI, U KOUMO ca Ouau NPEeOCTaBEHU OT PA3IMYHU KOMIIETEHTHU OpPTaHU
uiu ot Komucusra, nocouenuam npumesrcamen Ha pa3pelieHusaTa 3a TbproBUs 1101aBa
UOeHMUYHO 3asBIICHUE J10 I KomMnemeHmHume Opraiu BbB BCUUKH CbOTBETHU JIbPKaBU
YIEHKU U, KO2AmMOo € 6KI1I0YEeHA RPOMAHA N0 OMHOWEHUE HA 6eMeEPUHADEH JIeKAPCMEEH

npooyKkm, pazpeuien no yeHmpaauupanama npoyedypa — 10 AreHuusra.
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Korato makoe ot pa3pemieHusTa 3a ThproBus, IOCOYCHU B maparpad 1 oT HacTosAmHs
YJIeH, € IPEA0CTaBEHO 110 LIEHTpaIU3upaHara npoueaypa, AreHuusTa npaBy OLEHKa Ha

3asBJICHUECTO B CbOTBETCTBUE C IIpoLCcAypaTa, YCTaHOBCHA B YJICH 66.

Koraro auTo €IHO OT pa3pCUICHUATA 3a ThPIroBUsd, IOCOUCHU B Haparpati) 1 oT HacTOAIIHS
YJIC€H, HC € MPE€AOCTAaBCHO 110 HCHTpAaJIM3hpaHaTta nIpoueaypa, KoopaAuHalliOHHaTa rpyia
nocmuea covenacue u oupeacisl CAUH OT KOMIICTCHTHUTE Oprad, MpeaoCTaBruIn
pa3pcuicHusATa 3a TbproBus, KOMTO J1a HaIllpaBH OLICHKA Ha 3asBJICHUCTO B CbOTBECTCTBUC C

npoleaypara, ycTaHoBeHa B 4jieH 66.

Upes akmoege 3a usnvanenue Komucuama mosnce 0a npuema Heodxooumume
Pasnopeodu 6v6 6Pv3Ka ¢ PYHKUUOHUPAHEMO HA RPOYEdypama no cnooensane Ha
pabomama. Te3u akmoee 3a usnvinenue ce npUEeMam 6 CbOmeemcmaeue ¢

npouyedypama no paszenesxcoane, nocouena ¢ unen 145, napacpag 2.
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Yien 66

[Tponienypa 3a IpOMEHH, 32 KOUTO € HEOOXOMMa OIICHKA

1. AKO 3asBJIEHUETO 3a IPOMSHA OTTOBaps Ha U3UCKBaHUATA, yCTAHOBEHU B 4JieH 62,
KOMIIETEHTHUST OpraH, AreHIUATa UM KOMIIETEHTHUSIT OPTaH, OIllpe/iesicH B
CBHOTBETCTBUE C WieH 65, naparpad 3, uiu komnemenmnuam opzan é pegpepenmnuama
0bPIHCaAsa YNEeHKA, KO2AMO e NPUIONHCUMO, IOTBbPIKIABAT 6 pamKume Ha 15 onu

IMOJIy4aBaHCTO Ha 8a/1UOHO 3ASBIICHUC.

2. AKO 3asIBJIGHUETO € HEM'bJIHO, KOMIIETEHTHUST OpraH, ATCHIUITAa, KOMIETEHTHUAT OpraH,
oIpeziesieH B CbOTBETCTBUE C WiEH 65, naparpad 3, uiu komnemenmuuam opean é
pedhepenmuama 0vpircasa YneHKa, KAKMO € NPULOHCUMO, U3UCKBAT OT npUmedcamens
Ha paspeuwieHuemo 3a myp2oeus a NPEACTaBU JUIICBaIIaTa nHbopMaus u

00Kymeumauu;l B pa3yMCH CpPOK.
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3. KomneTeHTHUAT opraH, AreHIUsITa UM KOMIIETEHTHUST OpraH, OlPe/IeyIeH B
CBHOTBETCTBUE C WieH 65, naparpad 3, uiu KomnemeHmuusm opean 6 peghrepenmuama
0bPIHCABA YNIEHKA, KAKMO € NPUTIONCUMO, TIPABST OIICHKA Ha 3asIBJICHUETO M U3TOTBST
CbOmMEemHo 00K1a0 3a OUeHKA uiu CTAHOBUIIE OTHOCHO MIPOMSHATA, 8 CbOMEEHCImaue ¢
ynen 33. /loknadvm 3a oyeHKa uiu CmaHosuuiemo ce uzzomeam B cpok ot 60 qHu ot
NoJIy4aBaHe Ha BaJMIIHO 3asBIICHHUE. B ciiyuail ue oyenkama na 3asae6ieHue u3ucKed
nogeue gpeme nOpPaou He208ama CJ10HCHOCH, CbOMBEMHUAM KOMNEMEHMEH 0pP2aH unu
Azenyuama mozam 0a yovaxcam mo3u cpok 00 90 onu, ako e npunoxcumo B makve
CAyuail CbOmeeMHUAM KOMNEMeHmeH opean unu AeHuuama, KAKmMo e NPUI0HCUMO,

UHGopMuUupam npumedxrcamensn HA PA3pPeUIeHUEMO 3a MBP2OGUA 3d MO6Q.

4. B cpoka, mocoueH B maparpad 3, ChbOTBETHUSAT KOMIICTCHTEH OpPTaH WM ATCHITUSATA,
KaKmo e npuiodcumo, MOxe Jia TIOUCKAT OT Hpumedcameis Ha pa3peuieHuemo 3a
mwp2oeusa 1a NPEJICTaBU JONBIHUTENHA HH(GOpMaIUs B ompeaenieH cpok. J{o

MNpeACTAaBAHCTO Ha JOIIBJIHUTCIIHATA I/IH(l)OpMaL[I/ISI nponeaypara ce crumpa.
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S. Koraro cranoBuuiero no napazpagh 3 ce u3rorsst or AreHuusra, I AreHnusra I 20

npenpauia Ha Komucusara u Ha npumedicameiil Ha paspeuilenuemo 3a mbvp2coeus.

6. Kozamo cmanosuwiemo, nocoueno é napazpag 3 om nacmoaujus 4ieH, e u320mMeeHo
om Azenyuama é coomeemcmeue c 4ieH 65, napazpag 2, Acenyuama 20 npenpawia na
6CUUKU KOMNEMEHMHU OP2aHU 8 CbOomeemuume 0vpicasu yienku, ha Komucuama u

Ha npumedscameiia Ha paspeuienuemo 3a movsp2coeus.

7. Koraro doknaovm 3a oyenka, nocouen 6 napazpagh 3 om nacmoawus 4ieH, € U320mMeeH
OT KOMIIETEHTHHSI OPTaH, 3d KOUmMo e HOCMUZHAmMO cv2iacue 6 ChoTBETCTBUE C UJieH 65,
naparpad 3, uiu e uzzomeen om KomMnemeHmMHuUs op2an Ha peghepenmuama 0vpiHcasa
Yj1eHKa, moil ce N3Ipalla Ha KOMIIETEHTHUTE OPTaHu 6568 6CUUKU CbOMEEMHU ObPIHCABU

YIEHKU U HaA npumexicameia Ha paspeuienuemo 3a movp2oeus.

8. Kozamo nakoit komnemenmen Op2an He € Cbl2/lACeH C OYeHKama, nocouéna 6 napaepac])
7 om Hacmoauwilus 4J1€H, Kosamo e nojiyduj, ce npujiazca npoue()ypama 3a

npepaszznedxcoane, npeosudeHa 6 uieH 54.

9. B 3aeucumocm om pezynmama om npoyedypama, npedsudena é napazpag 8, axo e
RPUNLONHCUMO, CIIAHOBUULEMO UIU OOKIAO0DM 34 OUeHKA, hoco4enu 6 napazpag 3, ce

usnpauiam He3abaeHo Ha npumedsicamelia Ha paspeuieHuemo 3a movsp2o6us.
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10. B 15-gHeBeH cpok OT nojlyuyaBaHe Ha CTAHOBUIIETO WU O0K1a0a 3a OUeHKa
npumescamenam Ha pa3peuieHuemo 3a muvp2oeua MOXe Ja Mojajie TUCMEHO UCKaHe /10
KOMIIETEHTHUSI OpraH, ATCHIUATA, KOMHEemeHmHUsA 0P2at, 3a KOUmo € ROCMUZHAmo
cvenacue 6 cbomeemcmeue ¢ uieH 65, napazpag 3 unu 00 KomnemeHmHuua Op2an Ha
pedhepenmuama 0vporcasa uneHKa, 6 3a6UCUMOCH OM NPUTLONHCUMOMO, 32
IpepasriiekIaHe Ha CIAHO08UULEMO UlU 00K1A0ad 3a OyeHKa. 3asBUTEISAT npeocmass
noipoOHa 00OCHOBKA C MOTHUBHTE 3a MpepasriiekaaHe Ha CTAHOBUIIETO HaA
KOoMnemenmHuus opzan, ATEHIATA Uau KOMREeMmenmHusa 0p2am, 3a Koimo e
nocmuzHamo cvenacue ¢ cvomeemcmeue c unen 65, napazpagh 3 unu 0o
KOoMnemeHmHus 0p2an Ha pegrepeHmHama 0vpicasa YieHKd, KaKmo e NPUNOHCUMO, B

60-1HEBEH CPOK OT MOJTydyaBaHE HA CTAHOBUIIETO WU OOKAAOA 34 OUYECHKA.

11. B 60-aHeBeH cpok OT moiyyaBaHe Ha 0OOCHOBKA C MOTUBUTE 32 UCKAHETO 3a
npepasriexkaaHe I KOMIETEHTHUSIT OpraH, A2eHyuama, KOMnemeHmHUAM OpP2aH, 3a
KOUlmo e nocmuznamo cvenacue 6 Coomeemcmeue ¢ wieH 65, napazpagh 3, unu
KOoMnemenmHuuam opean Ha pepepenmuama 0vpicasa UieHKa, KAKmMo e NPUioHCUmMo,
Ipepasriiexaar eJIeMEHTUTE OT CTAHOBMILIETO MJIM JTOKJIA/la 3a OLIEHKA, IOCOYEHHU B
MCKAaHETO 3a MPEepasriexkIaHe OT npumedcamens Ha pa3peuieHuemo 3a muvp2ous, u
pueMaT pepasrieaHo CTAaHOBUILE WU 00K1a0 3a oyenka. KbM npepas3riieJaHoTo
CTaHOBHILE UaU KbM 00K1A0A 3a OUeHKa Ce TIpUiiaraT OCHOBAHUSTA 33 HAIIPABEHUTE

3aKJIFOYCHUS.
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Yneun 67

MepKI/I 34 IIPUKIIOYBAHE HA MTPOLCAYPUTE 3a IIPOMEHHU, 3a KOUTO € H606X0,Z[I/IM3 OLICHKa

1. B 30-1HeBeH cpok OT MPUKIIIOYBAHE HA MpoIleaypaTa, MpeBU/IeHa B WieH 66, u
MoJlyyaBaHe Ha MbJIHUTE MIPEBOJIM HA KpPaTKaTa XapaKTepUCTHKA Ha MPOJIYKTa, €TUKETa U
JIUCTOBKATa OT HpUmMedcamesis Ha pa3peuieHuemo 3a mvp206us, KOMICTEHTHUAT OpraH,
Komucusita unu komnemenmuume opzanu ¢ 0Ovprcagume 4ieHKU, U30poeHuU 6
cvomeemcmeue c unen 62, napazpagh 2, 6ykea 0), KAKMo e RPUTOHCUMO, U3MEHST
pa3pelIeHueTo 3a ThProBUsI WU OTXBBPJIAT IPOMSIHATA, 8 CbOMBEEMCHIEUE CbC
CMaHo8UWIemo uiu 00K1a0a 3a OUeHKa, nOco4yer ¢ unen 66 1 yBeqomMsaBar

npumexicameia Ha paspeuwienuemo 3a movp2oeus 3a OCHOBaHUsATa 3a OTXBBPJIAHECTO. I

2. B cnyuait na pazpewienue 3a mup2osusn no yeHmpaiuupaHama npoueoypa,
Komucuama uzzcomesn npoekm 3a peuienue 6v6 8pv3Ka ¢ NpOMAHaAmMa. AKo poeKThT 3a
pelieHue He € B ChOTBETCTBUE ChC CTAHOBHINETO Ha AreHiusta, Komucusara npedocmaesn
nopoOHO 00SICHEHHE C MOTHBHTE, TIOPAIN KOUTO HE C€ € ChoOpa3mia CbC CTAHOBHUILETO
Ha AreHuusita. Komucuama upe3 akmoee 3a usnviHeHue npuema peuieHue 3a
U3MEHEeHUe HA PA3peuieHUuemo 3a MbP2OGUA UL 30 OMXEbPAAHE Ha npomanama,. Tezu
aKmoee 3a U3NvIHEeHUue ce NPUeMam 6 Cbomeemcmeue ¢ npoyeodypama no

paszznexcoane, nocouena 6 uaen 145, napazpag 2.
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3. Komnerentaust opran win Komucuama, Kakmo e npunoxcumo, He3a0aBHO yBEIOMSBAT

IMPUTEKATEIIA Ha PA3pPCIICHUETO 3a THhProBUA 3a UBMCHCHUETO Ha Pa3pCIICHUCTO.

4. Komnemenmnuam opzan, Komucuama, Azenyuama unu KOMnemeHmHuume op2aHu 6
OvpIHcagume YieHKu, 6KII0UYEHU 8 CRUCHKA 6 Cbomeemcmeue ¢ uien 62, napazpag 2,
0yKea 0), KAKMo e NPUNOHCUMO, AKMYyanuupam cbomeemno 6a3ata JaHHH 32

IPOJYKTHUTE.

Yien 68

HpI/IJIaFaHe Ha IMIPpOMCHH, 3a KOUTO € HCO6XOI[I/IM8 OLICHKAa

1. IIpuTexarenar Ha pa3pelIeHUEeTO 3a ThProBUs MOXKE J1a IIPHIIOKHU IIPOMSIHA, 3a KOSITO €
Heo0Xo0/1MMa OLIeHKa, caMo Clie/l KaTO KOMIIETEeHTHUAT oprad uiu Komucusra, kakmo e
HPUTIOHCUMO, U3MEHAT PELICHUETO 3a NIPEAOCTaBsIHE HA PAa3pELICHUE 3a ThPrOBUs
Cb0OOpa3HO C MPOMSIHATA, ONpedenam CPOK 3a NPUIAZAHEN O U YBEIOMSAT IPUTEKATEN] Ha

paspeuieHuemo 3a mvp2o6us 3a moed, 6 cbomeemcmeue c uiern 67, napazpag 3.

2. ITo nckane Ha KOMIIETEHTEH OpraH WJIN Ha Komucuama IMPUTECIKATCIIAT Ha PA3PCIICHUCTO
3a TbProBuAa He3a0aBHO IpeaocCTaBsa BCAKAKBa I/IH(bOpMaIII/IX, CBbp3aHa C npuiazanemo Ha

oaoena HpOMHHaI .
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Pazmen 4

XapMOHH3UpaHE Ha KPATKUTE XapaKTEPUCTUKHU

Ha IIPOAYKTH, 3a KOUTO Ca IMMPECAOCTAaBCHU PA3PCIICHM 3a ThbpIOBHs 110 HAlITMOHATIHA IIpoHeaypa

Yen 69
Oo6xeam Ha XapMOHU3UPAHEMO HA KPAMKUME XAPAKMEPUCIMUKU HA 6eMEPUHAPEH JIEKAPCM8EH

npooykm

I B crotBEeTCTBHE C nponeaypara, npeaBuJicHa B 4JICHOBC 70 u 71, CC U3TI'0OTBs XapMOHH3HUPaHa

KpaTKa XapaKTepUCTHKa Ha IPOAYKTa 3a:

a) pe([)epenmlm BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTHU, KOUTO UMAT €AHAKBB KAYCCTBCH U
KOJIMYCCTBCH CbCTAB HA aKTUBHUTC BCIICCTBA U CIHAKBA Q)apMaueBTHqHa (I)opMa " 3a
KOHMTO Ca MPEAOCTaBCHU I PaspCiCHUA 3a ThbpPpTOBUA 6 Cbomeemcmeue ¢ ujien 47 B

Pa3IN4YHU OIbprKaBy YJICHKU 34 COUH U CblU npumedricamel Ha paspeuierue 3a mvpeoeust;

0) 2EHEePUYHU U XUOPUOHU 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU.
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Yneun 70

[Ipouenypa 3a xapMOHU3HpPaHE Ha KPATKUTE XapaKTEPUCTUKH Ha MIPOJYKTUTE 32 peghepenmuume

eéemepuHapHu 1eKapcmeenu npooyKmu

KomneTeHTHUTE OpraHy MPEIOCTABIT ex#cec00H0 Ha KOOPIMHAIIMOHHATA TPYIla CIUChLU
Ha peghepenmuu 6emepuHapHu 1eKapcmeenu nPooyKmu, KaKmo u Kpamku
Xapakmepucmuku Ha npoOyKmume, 32 KOUTO Ca MPEJOCTaBCHU I paspenieHus 3a
THPTOBUSI 8 Cbomeenmcmeue ¢ 4ieH 47, ako cnopeo KOMnemeHmHuA 0p2an me cieoed oa
0voam npeomem Ha npouedypama 3a XapmMoHU3uUpane Ha MexHume KpamKu

xapakmepucmuku.

Ilpumesrcamenam na pazpeuieHuemo 3a mvp2o8UsA Moxce 0a nodade 3aa61eHue 3a
npoueoypa 3a XapmMoHu3uUpaHe Ha KPAMKAmMa Xapakmepucmuxka Ha pegepenmen
6emepuHapeH 1eKapcmeen npooyKm, Kamo npeocmasu Ha KOOpOUHAWUOHHAmMA 2pyna
CRUCDHKA C PA3IUYHUME HAUMEHOBAHUA HA MO3U 6eMEPUHADPEH JIEKAPCMEEH NPOOYKM U
PaznuunHume Kpamku XapaKkmepucmuku Ha npoOyKmu, 3a KOumo e u30adeHo

paspeuienue 3a movpecosusl 6 pa3iuiHu 0bpofca3u ujieHKU 6 cbomeemcmeue c unen 47.
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3. Kamo 63eme npeosuod cnucvyume, npedocmagenu om 0OvprHcagume 4ieHKu 6
cvomeemcmeue c napazpag 1, unu eeenmyanno 3aaeienue, nOJay4eHo om
npumescames Ha pazpeuienue 3a mvp2osus 6 Cromeemcmeue ¢ napazpag 2,
KOOPOUHAUUOHHAMA ZPYNA eIHCe200H0 U320Mea U nyOIUKyea CRUCHK Ha
pedhepenmuume eemepunapHu 1eKapcmEeHu NPOOYKmMu, Yuimo KpamKu
XapaKxmepucmuKku nooaexcam Ha XapmMoHu3upane, u onpeoens peghepenmna 0vpiicasa

Yj1eHKA 3a 6CeKU CbOMmeemen peghepenmen eemepunapen 1eKapcmeen nPooyKm.

4. Ilpu uzcomeanemo Ha cnucvKa Ha peghepenmuume 6emepuHapHu 1eKapcmeeHu
RPOOYKMU, YUUMO KPAMKU XAPAKMEPUCIMUKU ROOIEHCAM HA XAPMOHU3UDAHE,
KOOpOUHAUUOHHAMA 2PYyna MOJce 0a 63eme peuieHue 3a 0a6ane Ha npuopumem Ha
padomama u 66 6PBL3KA C XAPMOHUIUPAHEMO HA KPAMKUME XAPAKMEPUCMUKU HA
npooyKmume, Kamo 83ema npedsud nPenopvKume Ha AzeHyuama 3a Kiac uiu zpyna
pechepenmuu eemepunapnu 1eKapcmeeHu nPooyKmu, Koumo mpadea oa d6voam
XAPMOHUUPAHU C Uesl 3auUma Ha 30Pasemo Ha Xopama uiu 30pagemo Ha
HCUGOMHUmME, UNU HA OKOTTHAMA CPeda, 6KAIOUUMEIHO MEPKU 3d CMEKUABaHe ¢ ueJl

npeoomepamsaeane Ha pUCKa 3a OKOAHAma cpeoa.

5. Ilpu nouckeane om KomnemeHmHuus opean 6 pepepenmuama OvPIHCaAsa UieHKa,
nocouena ¢ napazpag 3, npumesrcamenam Ha pazpeuieHueno 3a mvp2ous
npeoocmaea Ha KOOPOUHAUUOHHAMA ZPYNa pe3lome, 6 KOCHo ce YmouHAeam
PpaznuKkume mexncoy Kpamkume XapaKmepucmuKku Ha npooyKma, He2060mo
npeonoicenue 3a XapmMOoHU3IUPAHAa KPAmKa XapaxKkmepucmuka Ha npooyKma,
JAUCMOBKAMA U emuKema ¢ Cbomeemcmeue ¢ ien 7, HOOKpeneno om cvb0meemuume
cohugecmeyeawiu OaHHU, NPeOCMageHu 6 CbOMmeenmcmeue ¢ UieH 8 u KoOumo umam

omHouienHue Kom CoomeemHomo npeoﬂoofcenue 3a xapmonu3upane.
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6. B cpox om 180 onu om nonyuasane na ungpopmayuama, nocouena 6 napazpag 5,
KOMRemeHmHUAm op2an Ha peghepeHmuama Ovpicasa YieHKa npoeepasa cieo
KOHCyImayuu ¢ npumeixcamens Ha papeuieHuemo 3a muvpzosus 00OKymeHmume,
npeocmaseHu 6 cbomeencmeue ¢ napazpag) 5, uzeomesn 00Kna0 u 20 npeocmass Ha

Koop()unauuonnama Zpyna u Ha npumedrcameia Ha paspeuiteiuento 3a mvpeoeus.

7. Cneo nonyuasanemo Ha 00Kk1aoa, aKko KOOPOUHAUUOHHAMA 2PYNA ROCHUZHE KOHCEHC)C
OMHOCHO XAPMOHUZUPAHAMA KPAMKA XAPAKMEPUCMUKA HA nPOoOyKma,
KOMRemeHmHUuAm op2an Ha peghrepeHmuama OvpiHcasa YieHKa omoensnsea, ye e Haauye
cnopasymeHnue, NpUKIO46a npoyedypama, uHgopmupa npumedsrcameins Ha
paspeuienuemo 3a myp2oeus 3a Mmoea u nPeoasa Ha Coujusa npumedcames Ha

paspeuienue 3a mvpP2o6Us XAPMOHUZUPAHAMA KPAMKA XAPAKMEPUCMUKa Ha npooyKma.

8. Hpumeofcameﬂﬂm Ha pa3peuieHuemo 3a movpcoeu npedocmawl Ha KomMnemeHmHuume
Op2aHU HA 6CAKA CbOmMeEEMHA 0bpofca3a YIeHKA He00X00UMUA npegod Ha KpamKama
xapakmepucmuKka Ha npoOmea, JaucmoeKkama u emukemume 6 coomeemcmeue cC

ynen 7, 6 pamKume Ha cpoKa, onpeoesien 0m KoOpOUHAYUOHHAmA Zpynd.

13328/18 eik/IA/tg 176
IMTPUJIOXXEHUE GIP.2 BG



10.

1.

12.

B pe3ynmam na cnopazymenue ¢ coomeemcmeue ¢ napazpagh 7 komnemenmuume
OP2aHU 68 6CAKA CHOMBEMHA ObPIHCABA UICHKA NPOMEHAM PA3PEUEHUEMO 34
MbP2OBUA 8 CHLOMBEMCMEUE CHC CROPA3YMeHUem o 6 cpoK om 30 OHu om nojayuaeanemo

Ha npeeooda, nocoyen ¢ napazpagh 8.

Komnemenmnuam opzan 6 pepepenmuama 0vpircasa 4ieHKa npeonpuema 6CUYKU
nOOX00AWU CINDRKU C Yell NOCIUZAHE HA CNOPA3YMEHUe 8 pAMKUme Ha
KOOpOUHAUUOHHAMA 2Pyna npeou Havyaiomo Ha npoyedypama, nocouena 6 napazpag

11.

Koraro ne e nocmuznamo cnopazymenue nopadu auncama Ha KOHCeHC)C 3a
nOCMuzZanemo Ha XapMoOHU3UPAHA KPAMKA XapaKmepucmuKka Ha npooyKma ceo
nocouenume 6 napazpag 10 om nacmoawusa uien ycuius, ce npuiaza npoyeoypama 3a

no3zoeasane na unmepeca na Cvroza 6 coomeemcmeue c unernoese 83 u 84.

3a oa ce noddbpofca pasruuiemo Ha XapMOHU3UDAHE HA KpamKama XapaKkmepucmuKa
Ha npodykma, 6CAKaA 61108”4(1 NPOMAHRA HA CbOmeemuume pa3peuienusn 3a movpcoeu

cneosa 0a 0voe 8 cbomeencmeue ¢ npoyeoypama 3a 63auUMHO NPU3HABAHE.
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Ynen 71

Ilpouedypa 3a xapmonusupane Ha KpamKume XapaKmepucmuKu Ha nPOOyKmume

3a 2eHepUYHU U XUOPUOHU 6eMEPUHAPHU JIeKaPCMEeHU RPOOYKMU

Kozamo npouedypama, nocouena 6 unen 70, e npuxkiouuia u e nOCMUZHAmo
cnopasymeHue 3a XapMoHU3UPana KpamkKka XapaKxmepucmuKka 3a 0aoen pegepenmen
6emepuHapeH 1eKapcmeen npooyKm, npumexcamenume Ha Pa3peuienus 3a muvp2oeus ¢
2€HepUYHU 6emePUHAPHU J1IeKAPCMEeHu RPOOYKmu npucmwvneam, é cpok om 60 onu om
63eMaHemo HA peuieHUuemo om KOMHEemeHmHUme OP2aHU 816 6CAKA ObPHCABA UICHKA U
6 cbomeemcmeue c yien 62, KoM XAQPMOHU3UPAHE HA C/IeOHUme PA30eiu Ha KpamKume
XapakxmepucmuKku Ha npoOyKmume 3a CbOmeenmHume 2eHePUUHU 6emepuUHapHu

JleKapcmeenu npooyKmu, Cnopeo cayyan:

a)  6u00e6e HCUBOMHU, 3a KOUMO € NPEOHA3HAYEeH NPOOYKMIbHL;

0)  Kiunuuna unopmayua cvenacuo unen 35, napazpag 1, oykea 8);

6)  KapenmeH CPOK.

Upes oepozayus om napazpag 1, é cayuail na pazpeuwienue 3a mvp2o6us ¢ Xudpuoen
eéemepunapen 1eKapcmeeH nPooyKm, nOOKpeneH om 0ONvIHUMEIHU RPEeOKAUHUYHU
U3C1e08anusA Uiy KIUHUYHU UNUMEAHUA, CbOMEEMHUmMe PA30eu Ha KpamKama
XapakmepucmuKka Ha npooyKma, nocouena é napazpag 1, ne ce cuumam 3a

nodneofcamu Ha xapmonrusupane.
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3. Ilpumesrcamenume na pazpewienus 3a Mvp2oOGUA ¢ 2EHEPUYHU U XUOPUOHU
6emepuHapHu 1eKapcmeeHu RPOOYKmMu 2apanmupam, 4e Kpamkume XapaxKxmepucmuku
Ha mexHume NPOOYKMU ca CXOOHU NO CHULECME0 C me3u Ha pedhepeHmHume

6emepunapHu jieKapcmeenu npodykmu.

Ynen 72
Jlokymenmauusn 3a onazeane Ha OKOJIHAMA Cpedd U OYeHKA HA PUCKA 34 OKOJIHAmMa cpeoa 3a

HAKOU éeméepuHapru 1ekapcmeenu npodylcmu

Cnucvkvm, nocouen 6 unen 70, napazpagh 1, ne cvovporca peghpepenmnu eemepunapnu
Jlekapcmeenu npooykmu, pazpeutenu npeou 1 okmomepu 2005 2., koumo ca uoenmuguyupanu
Kamo nomeHyuaino 6peonu 3a OKOJIHama cpeoa u He ca oOuau npeomem Ha OUEHKA HA PUCKA 34

OKoHama cpeoa.

Kozamo pepepenmnusam eemepunapen nexkapcmeen npooyKm e pazpeuien 3a myp2oeus npeou 1
oxkmomepu 2005 2. u e uoenmuuyupan Kamo NOMEHYUAIHO 6PEeOeH 3a OKOTHAMA cpeoa u He e
Oun npeomem Ha OUEHKA HA PUCKA 34 OKOTTHAMA CPedd, KOMNEmeHMHUAM OP2aH U3UCKEd oM
npumesdcamens Ha pazpeuienue 3a mvpeosus 0a AKmMyaiu3upa CbOmeemHama 00KymeHmauus
3a oKoHama cpeoa, nocouena 6 4nen 8, napazpag 1, oykea 6), kamo é3ema npeodsuod npezieoa,
nocouen 6 unen 156, u, ako e npunoxcumo, oueHKamMa Ha pucKa 3a OKOIHama cpeoa Ha
2EHepUYHUmMme 6eMmePUHAPHU J1IEKapCmeEeHu RPOOyKmu Ha maxKuea pegepenmuu 6emepuHapHu

JleKapcmeenu npooOyKmu.
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Pazgen 5

dapmakonoruyHa OAUTEIHOCT

Ynen 73

Cucrema 3a dapmakonoruyta oautenHoct Ha Chro3a

1. I[’bp)KaBI/ITe YJICHKHU, KOMI/ICI/IHTa, AFGHHI/IHTa H IPUTCIKATCIIMTC HA pa3pCIICHUA 3a
ThProBUsd CHU CBTPYAHHUYAT IIPHU CB3AaBaHCTO U NOAABPKAHCTO HA CUCTEMA 34
d)apmakwlozulma 0oumennocm na Cvio3a 3a u3nviHeHUEemMo HA C8BbP3aHU C
t])apmakwlozulmama 0O0umennocm 3adauu no omHoweHue Ha 0e30I1aCHOCTTA U
e([)ukacnocmma Ha Ppa3spClICHUTC BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH, C ozneo
capanmupanemo Ha nOCMOAHHAama OUeHKAa Ha CbOMHOUIeHUuemo Meoicoy noJjzama u

pucka.

2. KomnereHnTHUTE Oprany, ATeHIUATA U IPUTEXKATEIUTE HAa Pa3pelICHUs 3a ThPrOBUs
npeonpuemam HeoOXo00umume MepKu, 3a 1a OCUTypsT CPEICTBA 3a CboOuasane u
Hacvpuasane HA CbLOOULABAHEM O HA CIICTHUTE NPeOnoa1azaemu HeONazonpuamnu

peaKuHHI :

a) BCAKa OTpHULIATCIIHA U HECTIPCABUACHA PCAKIIUA HA )KUBOTHO KbM BECTCPUHAPHUA

JIEKapCTBEH nponyKTI ;
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0)

BCAKa KOHCTaTUpaHa JIMIICa Ha e(l)I/IKaCHOCT Ha JaACH BETCPUHAPCH JICKAPCTBCH
IIPOAYKT CIEA IpUjIaraHe€To My Ha )KUBOTHO, He3a6UCUMO oanu e unu He B

CHOTBETCTBHUC C KpaTKaTa XapaKTCPUCTHKA HAa ITPOAYKTaA,

BCAKaKBH €KOJOTMYHU MHIUACHTH, Ha6J'IIOI[aBaHI/I CJICO IIprUJIaraHeTo Ha

BETEPUHAPEH JIEKAPCTBEH MPOAYKT BBPXY KUBOTHO;

I)  BCsKa BpelHa peakius MPU XOPa, U3/10HCEHU HA 0A0eH BETePUHAPEH JIEKapCTBEH
TIPOJTYKT;

)  BCHYKH CIy4au, [P KOUTO B MPOAYKT OT KHUBOTUHCKH [IPOU3XO]I, € YCTAHOBEHO
HaJIM4yue Ha papmakKonocuyno aKkTUBHO BEILIECTBO U MAPKEPHO OCMAMBYHO
6euyecmeo, NPEBUILABAII0 MAKCUMAIHUNE CIMOUHOCIMU HA OCTaTbUHU KOJINYECTBA,
onpexaeneHu B cboTBeTcTBHE ¢ Pernament (EO) Ne 470/2009, cned cnazeane na
onpeoeylieHus KapeumeH cpok;

€)  ecuuKu npeononazaemu ciy4au Ha npeoasane Ha UHPEKYUo3eH azenm upes
6emepuHapeH 1eKapcmeen npooyKm;

JHC)  6CAKA OMPUUAMETHA U HENPEOSUOEHA PeaKyus HA HCUBOMHO KbM J1eKAPCMEeH
npoOOyKm 3a XyManHa ynompeoa.
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Yneu 74

baza JaHHH Ha Cnro3a 3a (bapMaKonoquaTa 6I[I/IT6J'IHOCT

1. ATCHIUATA, 8 CHIMPYOHUUECHBO C OBPIHCABUNIE YIeHKU, Ch3/IaBa U TIOIbpKA 0a3a JaHHH
Ha Cb1o3a 3a papmakosornyHa OTUTEIHOCT 3a 00K1a08ane u 3anuceane Ha
npeonoJiazaemu HeoONAZONPUAMHU PeaKyuu, nocoueHu 6 uieH 73, napazpag 2 (,,6a3a
JAaHHU 32 (papMaKoJIOTHYHA OJUTEITHOCT ), KOAMO 6KI048A CHU0 MAKA UHpOpMayus
OMHOCHO K6anupuuyupanomo auye, 0mzo6apauio 3a papmarKoiouunama
00umennocm, KaKmo e noco4eHo 6 uaexn 77, napazpag 8, pechepenmnume nomepa na
OCHOBHAMA 0OKYMEHMAUUs é CUcCmemMama 3a papmaxoaocuuna 60umennocm,
pesyimamume u nocieocmeuama om npoyeoypama 3a 00padbomeane Ha cuzHaiume,
KaKmo u pe3yimamume om UHChEKyuume 3a papmaxonocuuna 60umeanocm 6

cvomeemcmeue ¢ ynen 126.

2. bazama oannu 3a papmaxonozuuna 60umennocm e cévp3ana ¢ 6azama OAHHU 3a

npooyKkmume, NOCOYEHA 6 YjieH 55.

3. AFGHHI/IHTB. H3TOTBA B CbTPYAHUYICCTBO C AbPIKABUTEC YJICHKU U C Komucusra

¢GyHKIIMOHAIHUTE crienuduKanny Ha 0azara JaHHU 3a (papMakoIoruyHa OTUTEIIHOCT.

4. AreHnusATa B3eMa MepKH HH(pOpMaIusTa, KOsTO ce choOIIaBa, /ia ce BbBEX/1a B 6a3aTa

JaHHH 3a Q)apMaKOJIOFI/I‘IHa 6,Z[I/ITGJ'IHOCT I U Ja € JOCThIIHA B ChOTBETCTBUE C WJIeH 75.
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5. Cucmemama na 6azama 0anHHU 3a Hapmaxko102udHa 6OUmMeIHOCH ce Cb30a6ad Kamo
Mmperca 3a 00padomka Ha OAHHU, KOAMO NO3601464 NPEOABAHE HA OAHHU MEHCOY
ovpocasume unenku, Komucuama, Azenyuama u npumedxcamenume Ha pa3peuieHus 3a
muwp2eosus, 3a 0a ce 2apanmupa, e 6 Cay4ail Ha CUZHA, C6bP3AH C OAHHUME 3a
dapmakonozuuna 60umennocm, mocam oa 6voam pazeneoanu 6apuaHmu 3a
ynpaenenue Ha PUCKA U 6CAKAKEU NOOXO00AUWU MEPKU, KAKMO € HOCOYEHO 6 YleH08e

129, 130 u 134.

Ynen 75

Jlocthin 10 6a3aTa maHHM 3a hapMaKoIOTrHIHa OTUTETHOCT

1. KomnieTeHTHHTE OpraHi UMAT IIBJICH JOCTHIT 0 Oa3aTa TaHHU 3a (hapMaKoJIOTHIHA
OIUTEIHOCT.
2. [TputexxaTenuTe Ha pa3pelieHus 3a ThProBUsS HMAT JOCTHII 10 0a3ara JaHHH 3a

(dapmakosoruuHa OJUTETHOCT HO OMHOUIEHUE HA OAHHUME, C6bP3AHU C
6éemepuHapHume 1eKapcmeeHu npooyKmu, 3a KOUmo npumedcasam papeuieHue 3a
mbp2oeus, KAKMO U 00 Opy2u Henosepumentu OGHHU, OMHACAWU ce 00 6emePUHAPHU
JleKapcmeenu npooyKmu, 3a KOUmo He npumedcasam paspeuienue 3a muvp2oeus,
JIOTOJIKOBA, JOKOJIKOTO TOBA € HEOOXOMMO 3a CIIa3BaHE HAa TEXHUTE OTTOBOPHOCTH 3a

dapmakosoruuHa OJUTETHOCT, KAKTO € TOCOUEHO B uieHoBe 77 , 78 u 81.
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3. OO01mecTBeHOCTTa UM JIOCTHIT 710 Oa3aTa naHHU 3a (GapMaKOJIOTUYHA OJUTEITHOCT, He3 Oa
MOJIHCe 0a HAHACA NPOMEHU 8 CHOBPIHCAUAMA ce mam uHgopmayus, camo 1o

OTHOIICHUC Ha CJICJHaTa I/IH(bOpMaI_II/IHI

a)  Opoil u, Hali-KbCHO 6 pamKume Ha 06e 200UHU oM ...[0amama Ha npuiazamve Ha
HACMOAWUA Pe2lamMennt), pa3npocmpaneHuemo Ha CLo0uieHume npeononazaemu
HEOJIarONMPUATHY PEaKIIMU Mpe3 roJIMHaTa ¢ pa30MBKa 10 BETEPUHAPHU JICKAPCTBEHU
MPOYKTH, )KUBOTHHCKH BHJIOBE W BUJI HA Hpeonoiazaemara HeOIaronpusTHa

peaKknus,

0) pe3ynmamume u nocireocmeusama, nocouenu 6 4iex 81, napazpagh 1, koumo
npouzmuuam om npoyeoypama 3a 00padomeane Ha CUTHAII, U3BBPUIBAHA OM
npumedicamensn Ha papeuieHUemo 3a MvP2oeus 3d 6eMEPUHAPHU JIeKAPCMGEHU

RPOOYKMU UlU ZPYRU 6eMEPUHAPHU J1EKAPCMEEHU NPOOYKMU.

Yien 76

Cboﬁmaeane U 3anuceane Ha npednozmzaemu He6J'IaFOHpI/I5{THI/I peaKnu

1. KomnerentHure opranu BnucBar B 6a3aTa JaHHU 3a (apMaKOJIOTHYHA OJAUTETHOCT BCUUKHU
Cb00UeHu um npeononazaemu HeOIArONPUATHU PEAKIINH, I HaCTBIIWIN HA TEPUTOPUATA
Ha ChOTBETHATa JAbpiKaBa WieHKa, B 30-THEBEH CPOK OT MOJIYy4aBaHETO Ha ChOOIEHHUE 3a

npe()n ojlazaemama He6naroan$1THa pcaKknus.

2. [TputexxaTenuTe Ha pa3pelieHus 3a ThproBUs BIKMCBAT B 0a3aTa JaHHU 32
(bapMakosoruuHa OJUTETHOCT BCUUKHU ChOOUIeHU UM npednoaiazaemu HeOIaronpusITH
peakuuu, HaCThIIWIN Ha TepuTopusTa Ha Chbr03a WIH B TPETa AbpiKaBa, Uau KOUMO ca
nyonuKyeanu ¢ Hayunama aumepamypa, KOMTO ca CBbP3aHu C TEXEH pa3pelleH
BeTepUHApEH JICKapCTBEH NMPOIYKT, Oe3 3a0aBsiHe U He 1M0-KbcHO OoT 30 AHU OT

IMMOJIy4aBaHCTO Ha C’bOGH.[CHI/IC 3a npednonazaemama HC6J'IaFOHpI/I}ITHa pcaknus.
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AzeHyuama mooice 0a u3UCKA OM npumedcamesis Ha pa3peuieHuemo 3a muvpP2oeus ¢
6emepuHapHu 1eKapcmeeHu RPOOyKmu, pa3peuieHu no yeHmpanu3upanama
npoueoypa, uiu npoOOyKmu, papeuieHu no HayuoHAIHA NPOYedypd, é cayuau Ko2amo
me nonadam 6 odxeama Ha no3osaeane Ha unmepeca Ha Cvio3a, nocouen 6 unen 82, oa
cvOepe cneyugpuunu 0anHu 3a papmakonocuunama 6OUmMeEIHOCH 6 OONbIAHEHUE KbM
oannume, uzopoenu 6 uien 73, napazpagh 2, u oa npogeoe usciedeanusn 3a HadawoeHue
clled nyckanemo Ha nazapa. AzeHyuama u3iaza nOOpoOHO npuYUHUME 34 UCKAHEMO,

onpeoens noo0xXo0au CpoK U yeeodoMa6da 3a Moea KOMnemeHmHume op2anu.

KomneTeHTHUTE OpraHd MOXKe J]a U3UCKAT OT MPUTEXKATENs Ha pa3peIICeHUETO 3a ThProBuUs
C 6eMEpuUHApHU J1eKapCmeeHu nPOOyKmu, pa3peuienu no HayuoHAIHa npoyedypa, na
chOMpa CIeNUaTHN JaHHU OTHOCHO (hapMaKOJIOTUYHATA OUTEITHOCT I , 6 0ONBIHEHUE
KbM 0anHume, uzopoenu 6 uien 73, napazpagh 2, u 0a npoeeiicoa u3cied8anus 3a
Hab00enue cied nyckanemo Ha nazapa. KoMneTeHTHUAT OpraH MoaApoOHO MOCOYBa
MPUYMHUTE 32 UCKAHETO, Onpedeia no0X00Au] CPOK 1 YBEIOMSBA 32 TOBA OCTAHAINTE

KOMIICTCHTHH OpraHu U AI‘CHIII/I?ITEL
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Ynen 77

3a,I[’BJ'I}KeHI/I${ Ha IPUTEKATCIIA Ha pa3pC€ICHUCTO 3a THProBus € OIJIE Ha (bapMaKonoquHaTa

OUTETHOCT

Ilpumescamenume na pazpeuienus 3a Mvp2o8Us Cb30A6aAm U NOOOBPHCAM CUCHIEMA 3d
cvOupane, conocmassane U OUEeHKa Ha UHPOPpMAUUAMA OMHOCHO RPeOnoaazaemume
HeONazonpuAmMHU peakyuu, C6bP3AHU C MEXHU PA3PeuleHI 6emePUHAapHU J1eKapCmeenu
nPOOYKmMu, KOAMO UM N036071:464 0 USNBIAHAGAN CEOUME 3A0bINCEHU 3a

dapmakonocuuna o0umennocm (,cucmema 3a papmaxonozuyna 6Goumennocm*).

Ilpumestcamenam na pazpeuieHue 3a MbP2OGUA PA3NOIA2A C €OUH UIU noGeYe Habopu
OCHOBHA OOKYMEHMAayUsa 6 Cucmemama 3a )apmaxoioZuna 6OUmeHocn, 6 KOUmo ce
onucea nodpooHo cucmemama 3a hapmaKoI02udHa GOUmMeaIHOCH nO OMHOUIEHUE HA
paspeuieHume 3a ynompeoda 6emepuHapHu 1eKapcmeeHu npooyKkmu. 3a 6cexu
eéemepuHapeH j1eKapcmeeH nPoOyKm npumedcame/isim Ha paspeuieHue 3a mvpeoeus
pasnonaza c He nogeye on eOUH HAOGOP OCHOBHA OOKYMEHMAayUs 6 cucmemama 3a

dapmakonocuuna 60umennocm.

Ilpumeosicamenam na paspewienuemo 3a Mvp2oOGUA ONpedensi MECIEH UMW Pe2UOHAIECH
npeocmagumen 3a yeaume Ha NOAYYAGAHE HA CHOOWIEHUA 3 nPeOnoIazaemu
HeOnazonpuaAmMHU peakyuu, KOUmo uma 6b3MO0}CHOCH 0a 00Uy6a Ha e3uyume Ha

cvbomeemHume 01;pofcaeu Ujl1eHKU.

[TputexxaTenar Ha pa3pelIeHUEeTOo 3a ThProBUs OTroBaps 3a (hapMaKoJoTHyHaTa
OIMTETHOCT 10 OTHOLICHUE HA 6eMmepUHapHus 1eKapCcmeen npooyKm, 3a Kounmo uma
pa3pelleHue 3a TBPTOBHUS, U U36DPUIEA CHC CHOMEEMHUME CPEOCHEa NOCMOAHHA
OUEeHKA HA CoOMHOUIEHUEM O MeXHcOy NOI3ama U PUCKA HA MO3U 6eMePUHAPEH

JleKapcmeen

npPoOOyKm u, aKko e HeodxXo0umo, npeonpuema noOXo00AuWU MEepPKU.
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Ilpumescamenam na papeuienuemo 3a Myp2oeus ce cboopazaea ¢ 0oopama
NpAKmMuKa 3a papmakonocuyna GOUmMeaIHoCm 3a 6emepunapHu 1eKapcmeeHu

npooyKmu.

Ilocpeocmeom akmoege 3a uznvanenue Komucuama npuema neoodxooumume mepku 3a
000pa npakmuka 6 ob61acmma Ha papmaxoiocuunama OOUMeEAHOCH NO OMHOUIEHUEe
Ha éemepunapHume j1eKapcmeeHu npooyKmu, KAKmMo u OMmHOCHO hopmama u
CHOBPIHCAHUECMO HA OCHOBHAMA OOKYMEHMAYUA 6 CUCmemMama 3da (hapmaKonocuuna
ooumennocm u Heitnomo pestome. Te3u akmoee 3a uznvjiHeHue ce npuemam 6

cvomeemcmeue ¢ npoyedypama no paszenedxcoane, nocovena ¢ unen 145, napazpag 2.

Koraro MPUTEKATCIIAT HA Ppa3pCHICHUCTO 3a ThProBUs € Bb3JIOXKWJI 3aJa4X IO OTHOIICHHUE
Ha q)apMaxonoquHaTa 6I[I/IT6J'IHOCT Ha TpCTa CTpaHa, CbOTBCTHUTC NTOIOBOPCHOCTH
HO,I[pO6HO CC OMMUCBAT B OCHOBHATAa JOKYMCHTALIUS B CUCTCMATA 34 (bapMaKonoquHa

OQUTETHOCT.

[TputexxaTenar Ha pa3perIeHUETO 3a ThPTOBUS HOCOUEA €THO VI HIKOIKO
KBaTM(ULIMPAHU JUIIA, OTTOBAPAIIH 32 (hapMaKOJIOTHYHATA 6,[[I/IT6J'IHOCTI , Koumo oa
uU3nvaHAGAm 3a0ayume, npeosudenu 6 unen 78. Tesu keanuguyupanu 1uia XUBesT U
paboTAT Ha TepuTopusTa Ha Chlo3a, umam nooxooauwama Keaiupukayusa u ca
HOCMOAHHO HA PA3NOJI0)CEHUE HA NPUMedCcamels Ha pa3peuieHue 3a mbvpP2oeusl.
[IpuTexaTenar Ha pa3pelIeHUETO 3a ThPTrOBUs ONPEEs €AHO-CUHCTBEHO MAK08a
KBATH(UIIMPAHO JIUIIE 32 BCSIKa OCHOBHA JIOKYMEHTAIIHS B CUCTEMATa 3a (papMaKoJIorHaHa

OQUATETHOCT.

[Tocouenute B uneH 78 3aauu Ha KBATH(PHUIIMPAHOTO JIUIIE, OTTOBAPSIIO 32
(dapmakosgornyHaTa OAIUTETHOCT, IOCOYEHO B Maparpad OT HaCTOALIUS YJIeH, Mozam Oa
0v0am BBH3TIOKEHH HA TPETa CTPaHa, IPH CTa3BaHE HA MIOCOYCHHUTE B CHIUA maparpad
yCIOBUS I . B makxuea ciyuau cboTBEeTHUTE TOTOBOPEHOCTHU MOAPOOHO CE€ OMKCBAT B
JIOTOBOpA U Ce 6KAI0UEAM 6 OCHOGHAMA 0OKYMEHMAUUsA 6 CUCHEMAma 3a

dapmakonozuuna 60umennocm.

13328/18 eik/IA/tg 187
IMTPUJIOXXEHUE GIP.2 BG



10.

11.

HpI/I HCO6XOI[I/IMOCT BB3 OCHOBA HA oUyeHKama Ha JaHHUTC OTHOCHO (bapMaKonoquHaTa
6,Z[I/IT6J'IHOCT IMPUTECKATCIIAT Ha pa3pCUICHUCTO 3a THProBUsA I10aaBa oe3 HEHYIHCHO
3abaeane 3asABICHUC 3a IIpOMsHa B YCJIOBUsATA HA Pa3spCUICHUECTO 3a THProBUA B

CBOTBETCTBHE C WicH 62.

[IpuTexarenaT Ha pa3pelIeHNETO 3a THPIOBUS He NPAGU NYOIUYHU CLOOUIEHUA OMHOCHO
dapmaxonozuunama 60umennocm I BBbB BPb3Ka C BETEPUHAPHUS CU JIEKAPCTBEH
IPOIYKT, O€3 IPEIBAPUTEITHO Ul €OHOBPEMEHHO /14 YBEIOMHU 32 HAMEPEHHUETO CU
KOMITCTEHTHHS OPTaH, KOUmMo e TPeJOCTaBIII PA3PEIICHUETO 38 ThPTOBHS, HIIH

AFGHHI/IHTB., KaKkmo € npujiloxicumo.

I [IputexxaTenar Ha pa3pelIeHHeTo 3a ThPrOBUS FApaHTUPA, Y€ HOOOOHO NYOIUUHO

cboOueHue ce peicTaBsi 00CKTUBHO U HE € HO08EHCOAU0.

Ynen 78

KBanudunupano nuiie, oTroBapsmio 3a apMakogoruyHaTa OqUTeTHOCT

Ilocouenomo B unen 77, naparpad 8 keanugpuyupano nuye, omzosapauio 3a

(bapMaKonoquHaTa 6,Z[I/ITCJ'IHOCT, caparmupa U3NbIHEHUemo Ha CJICAHUTC 3aJaun:

a) H3TOTBAT U NOAABPIKAT OCHO6HAmMA 00Kyfnenmauuﬂ 6 cucmemama 3a

capmaxonozuuna 60umennocm;
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0)  nmaBat pedepeHTHH HOMEpa HAa OCHOBHATA JJOKYMEHTALUs B CUCTEMATa 3a
(hapmakooruyHa OUTETHOCT M ChOOIIaBaT TO3M pedepeHTeH Homep B O6a3aTa

JaHHU 3a (bapMaxonoquHa 6,I[I/ITGJ'IHOCT 3a BCCKHU IIPOAYKT ;

B) YBCAOMABAT KOMIICTCHTHUTE OPraHu U AFCHHI/IHTa, Kakmo e npujioxcumo, 3a

MACTOTO Ha HCﬁHOCT I )

F) Cb3JaBaT U NMOoAABPIKAT CUCTEMA, YPEC3 KOATO CC rapaHTupa, 4€¢ BCUIKU
npednonazaemu HC6J’IaFOHpI/I${THI/I p€aKknuu, C’bO6H_[eHI/I Ha IIPUTECKATCIIA Ha
PaspCIiCHUCTO 3a ThbPIroOBUsA, CC C’b6I/IpaT M 3aI1MCBaT, TakKa 4c I/IHCI)OpMaI_[I/IHTa Ja

6’[:,[{6 AOCTBIIHA B ITOHE €IUH ITYHKT HAa TCPUTOPUATA HA CT)IOBa;

o)  cvbdupam chOOILIEHUNTA 32 HPpednoaazaemu HEOIATONIPUATHH PEAKIIUHU, TOCOYEHU B
yjieH 76, napazpagh 2, npu neodxooumocm u3zevbpuieam oueHKa Ha mesu

ChOOIICHNS U 2u BIMCBAT B 06a3ara 1aHHM 3a (PapMaKoIOTUYHA OUTEITHOCT;

e)  o0e3medaBaT M34YepraTesieH U Obp3 OTTOBOP HA BCAKO MCKAaHE OT CTpaHa Ha
KOMITETEHTHUTE OpTaHH UM Ha ATSHIIHUTA 32 JOMbIHUTEIHA HHPOpMAIus,
Heo0xo/IMMa 3a OlIeHKaTa Ha ChOTHOLIEHHETO MEXTy M0JI3aTa U PUCKa OT JAaJieH

BETEpPUHAPEH JIEKAPCTBEH nponyKTI ;

13328/18 eik/IA/tg 189
IMTPUJIOXXEHUE GIP.2 BG



)  TPEAOCTaBAT HA KOMIIETEHTHUTE OpPraHu WM Ha ATEHIUATA, KAKMO € RPUIL0HCUMO,
BCsIKa ipyra UH(OpMaIysl, KOSTO € OT 3HaYeHHE 3a YCTAHOBSIBAHETO HA IIPOMSHA B
CBhOTHOIIIEHUETO MEXAY 110J13aTa U pycKa OT JaJileH BETEpUHAPEH JIEKapCTBEH
IPOJYKT, B TOBA YUCIIO IeJecho0pazHa HHPOPMAIUs OTHOCHO M3CIIEIBaHUS 3a

HaOJII0/ICHUE CJIe]] TyCKAHETO Ha 1a3apa;

3)  npunazam npoyeoypama 3a 00padomeane Ha cucHaiume, nocoyena ¢ unen 81, u
2apanmupam HaIu4uemo Ha 6CUUKU 002060PEHOCHIU 3a U3NDIAHEHUE HA

0m2080pHOCHMUmME, NOCOYEHU 6 UneH 77, napazpag 4;

M)  yIOpaxHsBaT HaJA30p Ha cHcTeMara 3a (papMaKoJIOru4yHa OJUTEIHOCT U
2apanmupam, ue 1IpU HyHcoa ce u32omes u npuaaza NoaXo1s1] IJIaH 3a
nPeeanmMuGHU U1l KOPEKMUGHU OeliCMeUs, a aKko e HeodXo0umo, 2apanmupam
616€HCOAHEMO HA NPOMEHU 8 OCHOGHAMA OOKYMEHMAUUA 6 CUucCmemama 3a

dapmaxonocuuna 60umennocm;

ﬁ) OCUrypsBaT HCIPCKbCHATO o6yquHe Ha BCUYKU CIIYKUTCIIN HA npumesicamelisi Ha
paspeuwienuemo 3a movp2oeus, y1aCTBallili B U3BBPIIBAHCTO HA JEUHOCTUTE MO

(hapmakosoruyHa OUTEITHOCT;

K)  CcbhoOIIaBaT HA KOMIETEHTHUTE OPTaHU U Ha ATEHIIMATA 32 BCSIKa peryjJaTopHa
MsIpKa, IPEANpUETa B TPETa IbPKaBa U C6BbP3AHA ¢ TAaHHU OTHOCHO
(dapmakosornyHa OAUTETHOCT, B 21-THEBEH CPOK OT MOJIy4aBaHETO Ha TaKaBa

nHpopmanus.
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2. Keanuguyupanomo nuye, nocoueno 6 unen 77, napazpagh 8, e iuyemo 3a Konmaxm 3a
npumedcamens Ha pazpeuieHue 3a MvP2oeus N0 OMHOUIEHUE HA UHCREKYUUme 3a

dapmakonocuuna 60umennocm.

Ynen 79
3aabiKeHUsT Ha KOMIIETGHTHUTE OpPraHy U Ha ATEHIUATA ¢ orjie/ Ha (papMaKoJIoruyHaTa

OIUTEITHOCT

1. KomniereHTHUTE Opranu onpeodensim HeoOX00umume npouedypu 3a oueHKa Ha
pe3yimamume u HOCAeOCMEUAmMa om npoyedypama 3a 06padbomeane Ha cuzHaaiume,
énucanu ¢ 6azama OAHHU 34 PapMaKoIOZUYHA OOUMETHOCH 8 CHLOMEENCMEUE C
unen 81, napazpag 2, kakmo u 3a cvooueHu um npeononazaemu HeOIATONPUSTHU
peaKIuu, pasenexicoam éapuanmuy 3a ynpaBlieHuEe Ha pUCKOBETE U I MpearnpuemMar 6CUYKU
nooxoo0awu mepku, peBuacHu B wieHoBe 129, 130 u 134, no oTHOIlIEHUE HA

pa3peleHuaTa 3a ThproBusl.

2. KomneTeHTHUTE OpraHu MOKe Jja HaJoXKaT CIIelMaIHi U3UCKBAaHUS HA BETEpUHAPHUTE
JeKapy 1 Ha IpYTUTe 3ApaBHU CHEIMATUCTU 3a ChOOIIaBaHE HA npeonoiazaemu
HEeOJIaronpHusATHU peakUuU. ATCHIUATA ModHce []a OpPeaHu3upa Cpelly Wik Mpexa 3a Tpynu
BETepUHAPHU JIEKApU WU IPYTU 3[JpaBHU CIIELUAINCTH, aKO ChIIECTBYBAa KOHKPETHA
HE00XO0UMOCT 3a chOUpaHe, ChIIOCTABIHE U aHAJIM3 Ha KOHKPETHU JaHHH, CBBP3aHU C

dbapmakoigornyHaTa OIUTETHOCT.
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3. KomnereHnTHuTE Opranu U ATEHLUSATA HPAGAM 00U{eCMEeHo 00CMbNHA 11s1aTa
chlleCTBEHA MH(OpMaIus 3a HEOIAroNpUATHH PEaKIMU, CBbP3aHH ¢ ynorpedaTa Ha
BETEpUHAPEH JICKapCTBEH NPOAYKT. T06a ce u3evpuiea c60espemMenHo Upe3 6CAKAKGU
OO0IIECTBEHO JOCTBIIHYU CPEICTBA 3a KOMYHUKALUS ¢ HPEOSapumenHo uiu eOHO06PEMeHHO

yee()wuﬂelme Ha npumesicamelia Ha paspeutenue 3a movpcoeus.

4. KoMmnereHTHHTE OpraHu MpoBepsBaT CIIa3BAHETO OM CHMIPANA Ha RpUmMedcamenume Ha
paspeutenusn 3a muypeo6usa Ha N3MCKBAHUATA BbB BPB3Ka C (hapMaKOJIOrHYHATa
OIMTETHOCT, ONPEICNICHH B HACTOSIIUS pa3/iei, Ype3 KOHMPO U MHCIICKIIUN ChITIACHO

MPEIBUICHOTO B uienose 123 u 126.

5. AreHUUsTa onpeodens HeodX00uMune npouedypu 3a OUYeHKa Ha CLOOueHU Ul
npeononazaemu 1eOIaroNpUSTHH PEaKIMU BbB BPb3Ka C BETEPUHAPHU JICKAPCTBEHU
MPOIYKTH, Pa3pelIeHH 0 IIEHTpaIu3upaHaTa nporenypa, I u npenoquBaI Ha
Komucusita mepku 3a ynpasnenue na puckoseme. I Komucusita npeanpuema eécuuku
Heo0Xxo00umu mepku, ipeaBucHu B wieHose 129, 130 u 134, no oTHOIIIEHHE HA

pasp€uicHuATa 3a TbproBus.

6. Komnemenmnuam opzan unu AzeHyuama, cnopeo ciyuds, Mox3ce Ho 8CAKo0 epeme 0a
HOUCKA Om npumedcamens Ha PA3peuieHuemo 3a mvp2osus 0a nPedcmagu Konue om
OCHOBHAMA 0OKYMEHMAauus é cucmemama 3a hpapmaxoaocuina 60umeanocm.
Ilpumesicamenam na pazpeuieHuemo 3a Mbp2oGUs NPEOOCM A MO8a KOnue He no-

KbCHO Om ceoem OHU Om nojiyuaeéane Ha uckanemao.
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Yien 80

HCHGFI/IpaHC Ha 3a/la4u OT KOMIICTCHTCH OpIraH

Kommnerenten opran Moxe /1a Jiejerupa Bcsaka OT Bb3JI0KEHUTE MY 3aJja4H, IOCOYCHH B
yjieH 79, Ha KOMIIETEHTEH OpraH B JApyra Abp)KaBa WiICHKa, IPH YCIOBUE Y€ MOJIydn

IMUCMEHOTO MY ChIJIaCUC.

Jenerupamusat KOMIIETEHTEH Opral MMCMeHo yBeaoMsiBa Komucusara, AreHuusra u
IPYTUTE KOMREmeHmMHU OP2aHu 3a 0eslecupanemo, nocoyeno 6 napazpag 1, u

nyoauKyea Ta3u nHGopMaLus. I

Unen 81

[Ipouenypa 3a 06paboTBaHe Ha CUTHATIN

Ilpumesrcamenume na pazpewienus 3a mvp2oGUA NPUNAAM NPOUEOYPaA 34
o0pabomeane Ha cCUZHAIU 3a C6OUMeE 6eMEPUHAPHU JIEKAPCHEEHU RPOOYKMIU, AKO €
Heo0X00uMmo, Kamo 63emam nPeosud OAHHUme 3a nPooax coume u Opy2u OMHOCUMU
OaHHU, C6BP3AHU C PaAPMAKONOZUUHAMA OOUMETHOCH, 3a KOUMO PA3YMHO MOXce 0d ce
04aKea, e ca UM U38eCHMHU U KOUmMo mozam 0a 6v0am noae3nu 3a mazu npoueoypa 3a
oopabomeane na cucnanu. Tezu 0annu mozam 0a éK11046aAM HAYYHA UHPOPpMayus,

noJjiyuena om npea/le()u Ha HayYuHama umepamypa.
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2. Kozamo 6 pesynmam om npoyedypama 3a 06pabomeane Ha cucHaniume ce yCmaHoeu
NPOMAHA 6 CLOMHOUIEHUEMO MeHcOy NOJI3Amd U PUCKA UIU HO8 PUCK,
npumecamenume Ha pa3peuwieHus 3a MbP2OBUA YEEOOMABCAM 34 MO6A 0e3 3a0assaHe U
He nO-KbCHO om 30 OHu KomnemeHmHume opeanu uau Azenyuama, cnopeo cayuas, u

npeonpuemam HeoOXo0umume oeiicmeus 6 coomeemcmaeue c ynen 77, napazpag 10.

Ilpumesrcamenam na pazpeuienuemo 3a Mvp2oGUA 6RUCEA, HALI-MATIKO 8€OHBIHC
200UWHO, 6CUYKU Pe3YTIMAamu U NOC/1e0CMEUs om npoyedypama 3a oopadomeane Ha
cuzHanume, 6KIIOUUMENHO 3AKNI0YEHUENO 34 CoOMHOUWEHUEN O MeMHCOy NoN3ama u
PUCKA, U GKO e RPUTIONCUMO, NO308A48AHE HA CbOMEEMHAMA HAYYHA TUMePamypa 6

oazama oanHu 3a papmarkonocuuna GOumMenHoOCm.

B cnyuait na éemepunapnu nekapcmeenu npooykmu, nocouenu ¢ uien 42, napazpag 2,
0yKea 6), npumescamenim Ha pazpeuieHUemo 3a mvp2osus 6NUCEA 6 Hazama OaHHU 34
dapmaxonozuuna 60umennocm ecuuKu pezyaimamu u nOC1e0CMEUs om npoyeoypama
3a oOpabomeane Ha cucHanume, 6KJIIOYUMENHO 3AK1I04EeHUEe OMHOCHO
CbOMHOUIEHUEHO MeMHCOY NOI3AMA U PUCKA, U AKO € NPUTIOHCUMO, N0308aA8aHE HA
CbOmeemHama Hayyna Jumepamypa 6 CbOmeencmaeue ¢ Yecmomama, onpeoenena 6

paipeuieHnuemo 3a movpcoeusl.

3. KoMnereHTHHTE OpraHu U ATEHUUATA MO2am 0a peuiam 0a U3ebPuieam yeeea
npouedypa 3a 00padomeane Ha cuZHaIUme 3a 0a0eH 6emepUHapen 1eKapCmeeHn

RPOOYKmM ulu 2pyna om 6emepuHapHu i1eKapcmeeHu npooyKmu.
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4. 3a yenume na napazpagh 3 Arennusta U KOOpJAUHALMOHHATA TPYyIa CROOENAm 3a0auume,
C8BP3AHU C Yeneeama npouedypa 3a 00padomeane Ha CUZHAIUME, U CHEMECHIHO
u3oupam 3a 6ceKu 6emepuHapen 1eKapcmeeH npoOyKm uiu Zpyna BeTepUHaApHU
JICKapCTBEHH MPOYKTH Oa/1d KOMIIETEHTSH OpraH WIIn I AreHuusTa 0a omzoeaps 3a

makaea yeneea npoyeoypa 3a oopadbomeane Ha cuznanume (,6800eu opean*).

5. Ilpu uzbopa na eodew; opzan Azenyuama u KOOPOUHAYUOHHAMA 2PYyNA 63eMam
npeosuod cnpaseonueomo panpeoesenue Ha 3aoauume u uzoazeam oyonupane Ha

paobomama.

6. Kozamo xomneTeHTHUTE Opranu win KoMucusita, Kakmo e npunoxcumo, cuumam, ue ca
HeoO0Xo0umu nocinedsamu Oeiicmeus, me PEANPUEMAT ITOIXO AN MEPKU ChITIACHO

IpeBUCHOTO B uieHoBe 129, 130 u 134.
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Pasnen 6

[TozoBaBane Ha uHTepeca Ha Chro3a

Ynen 82

OO0xBar Ha TO30BaBaHETO HA WHTepeca Ha Chio3a

1. Koraro ce 3acsra uarepecsT Ha Chro3a — U TO-CIIEIMAIHO UHTEPECUTE HAa OOIIECTBEHOTO
3[]paBe WIX 3[PaBETO Ha KMBOTHUTE, HJIM HA OKOJIHATA CPe/ia BbB BPh3Ka C KA4eCTBOTO,
0e30MacHOCTTa WM €PUKACHOCTTA HA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH,
npumescamenanm Ha pazpeuieHuemo 3a myp2oeus, eOUH Uiu nogeue om
KoMnemenmuume opzanu é eOHa unu nogeue 0vprcasu ynenku ni Komucusra Moxe
Jla U3JI0XKaT OIACCHUATA CH Npea ATEHIMATA 33 IPUIIaraHe Ha MpoleaypaTa, peIBuieHa

B wieH 83. SIcHo ce mocouBa BBIIPOCHT, KOWTO MPEAN3BUKBA OITACCHHUSI.

2. Hpumeofcameﬂﬂm Ha pa3peuieHuemo 3a movpecoeust, CobOmeemHuiAm KOMnemeHmen
op2an ujiu Komucuama um]mpmupa 34 moea CoomeemHoO ocmanailume

3aunmepecosanu cmpaHu.

3. Komnemenmnume op2aru 6 NbPKABUTC YICHKU U NPUTCKATCIIUTC HA PA3PCIICHUCTO 34
THProBusd U3IIpalar Ha AFCHHI/IHTa 110 HEWMHO NCKaHE sJ1aTa HaJlu4dHa I/IH(l)OpMaHI/ISI 1o

BBIIPOCA, 110 KOWTO ce MpaBH 11030BaBaHe Ha nHTepeca Ha Cbro3a.

4. I AFCHI_II/ISITa MOKC a OTpaHU4Uu no3oeaeéarnemo Ha unmepeca Ha Cuwio3a A0 KOHKPETHH

YacCTH OT YCJIOBHATA HA pa3pCUICHUCTO 3a TbPIroBUA.
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Ynen 83

[Tpouenypa 3a mozoBaBane Ha uHTepeca Ha Cbro3a

1. AreHnusiTa my0nIMKyBa Ha CBOsI yeOcailT nHpopManus, ue e Hanpageno no3oeasane B
CBHOTBETCTBUE C WIEH 82, u RPUKAHEA 3aMHTEPECOBAHUTE CTPAHU I Jia n3passT

CTaHOBHIIIATa CH.

2. Az2enyuama omnpaesa uckamne KoM KomMumema, nocoyer 6 unen 139, oa pazzneoa
MOCTaBEHUS BBIIPoC. Komumemvm npeicTaBs MOTHBUPAHO CTaHOBUINE B 120-1HEBEH
CPOK no 6bnpoca, IPEICTABCH HA BHUMaHUETO My. KOMUTETHT MOKE J1a YIBJIKH TO3H
CPOK ¢ He moBede oT 60 THH, KaTo B3eMe MPEABUI CTAHOBHINATA HA MPUTESIKATEITUTE HA

PaspClICHUA 3a TbPTrOBHA, 3aCCrHATU OT IIpoLcaAypara.

3. [Ipenu na mpeacTaBu CTAaHOBUILETO CH, KOMHTETHT JJaBa Bb3MOKHOCT Ha CbOMEemHus
npumesicamen Ha pa3pelIeHUETO 32 ThPTOBUS Jja IPEACTaBH OOSICHEHHS B OIIPEAEIICH
cpok. KoMuteThT MOKE a cripe cpoka, Ioco4YeH B maparpad 2, 3a 1a MOxe
CbOmeemHnuAm npumedcamesn Ha pa3pelieHUeTo 3a THProBuUs J1a MOJTOTBU O0SICHEHHATA

CH.

4, 3a PA3TICKAAHETO Ha BBIIPOCA KOMUTCTHT ONPCACIIA €AUH OT CBOUTEC YJICHOBEC 3a
JOKJIaA4YHK. KomurersT MOXE Aa onpeacyii HE3aBUCUMU CKCIICPTHU, KOUTO Ja ITPEAOCTABAT
KOHCYJITaAllUX 11O KOHKPETHU BBIIPOCH. HpI/I OIIPECACIIAHETO Ha EKCIICPTU KOMUTCTHT

Oomnpeaciia 3a1a4YuTe UM U CPOKOBETE 3a TAXHOTO U3IIBJIHCHUC.
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B 15-gHeBeH cpok OT IpUEMAHETO My om KomMumema AreHIysTa u3npamia

cmanoeuuiemo Ha KOMUTETA HA IbpKaBUTC YICHKH, HA Komucwusra 1 Ha cbomeéemHuus

npumedsrcame’l Ha pa3pClICHUCTO 3a ThPTOBHA 3a€AHO C JOKJIaJa 3a OCHKA Ha €JIUH WU

IMMOBCYC BECTCPUHAPHU JICKAPCTBCHU MMPOAYKTH U C OCHOBAHUATA 34 HAIIPABCHUTC

3aKJIIOYCHNA.

B 15-0nesen CPOK Oom noJjiyuaeanemo na CmaHosuuiemo Ha Komumema,
npumexicameiam Ha paspeuienuemo 3a mvp2oeus molice oa yeedomu RUCMEHO
Azeuuuﬂma 3a Hamepenuemo cu 0a noucka noemopHo pazzﬂe.uwane Ha
cmanosuuiemo. B mo3u Cﬂyqaﬁ, 6 60-0Onesen CPOK om nojiyuaeanemo Ha
cmanosuuiemo, npumedsicamesiam HA paspeuienuemo 3a movsp2oeus usnpauia 00

Azem(uﬂma nodpoﬁnu Momueu 3a UCKaAnemo cu 3a nO6mopHo pa32ﬂeofc0ane.

B cpox om 60 onu om nonyuasanemo Ha uckanemo, nocoueno 6 napazpag 6,
Komumemuvm paszenexncoa noemopro cmanosuuiemo cu. Illpuuunume 3a

nocmuzcramomo 3aKjirdenue ce npuiazam Kom 00Ka0a 3a OUEHKA, NOCOUYEH 6

napazpag 5.
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Unen 84

Pemrenne CJIC IIO30BaBaHC HA HHTEPECA HA Cnro3a

1. B 15-1HEeBeH cpoK OT MOJTy4aBaHETO HA CTAHOBHIIETO, TOCOYCHO B WieH 83, maparpad 5, u
npu npunazane Ha npouedypume, nocouenu 6 uien 83, napazpaghu 6 u 7, Komucusra
U3TOTBS MMPOEKT HA pellieHne. AKO MPOEKTHT Ha PEIICHUE HE € B ChOTBETCTBHE ChC
CTaHOBHIIETO HA ATeHnusTa, Komucusra mpencraBs U moapoOHO OOSICHEHHE C MOTUBHTE

3a pazIHyusITa.

2. Komucusra H3IIpamia IMpocKTa Ha pCIICHUC Ha IbPIKABUTEC YJICHKH.

3. Upes aktoBe 3a n3nbiaHenue Komucusita B3eMa| pelIeHrne OTHOCHO T030BaBaHETO Ha
uHTepeca Ha Cpro3a. Te3u akToBe 3a U3MBbJIHEHUE CE€ IPUEMAT B CbOTBETCTBUE C
mpoleaypara mo pasriexaane, mocoueHa B wieH 145, naparpad 2. OcBeH ako B
YBEJIOMJICHHETO 32 TI030BaBaHe Ha MHTepeca Ha Cbhi03a B CbOTBETCTBUE C WiEH 82 e
MOCOYEHO JPYTo, penieHneTo Ha KomucusTa ce npuinara 3a éemepunaprnume

JeKapcmeenu 1npoayKTu, noco4enu B 1I030BaBaAHCTO.
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4. AKo pazpewienuemo 3a BETEpUHAPHUTE JIEKAPCTBEHU IIPOYKTH, HOCOUEHU 8
no3oeasanemo, € IPeJOCTaBEHO 110 HAI[MOHAJIHA IPOLIEAypa, 10 MPoLeaypa 3a B3aUMHO
NpU3HaBaHEe WM 1O JCLEHTPAIN3UpaHa MPOIeypa, aJpecaT! Ha PEIICHUETO Ha
Komucusita, mocoueno B naparpad 3, ca BCHUKH AbPKaBU YICHKH, KaTO PELIICHUETO Ce

CcbhOOIIIaBa 3a CBCACHHC HA CbOM GCIMHUSA npumedrcamest Ha PaspClICHUCTO 3a TbpPTOBHAL.

5. Komnemenmnume opzanu u coomeemuume npumedcameny Ha paspeuieHuemo 3a
mbp2oeua B3eMaT BCUUKH HEOOXOAMMHU MEPKHU Pa3pEIICHUTA 32 ThPTOBUS ChC
CBhOTBETHUTE BETEPUHAPHHU JIEKAPCTBEHU IPOJLYKTH J]a C€ MPUBEAAT B CbOTBETCTBHE C
pewenrero Ha Komucusita, nocoueno B naparpad 3 ot HacTosmus 4ieH, B 30-1HeBeH
CPOK OT HETOBOTO ChOOIIABaHE, OCBEH AKO B PELICHUETO € ONPEACICH Pa3InyeH CPOK.
Taxuea Oeiicmeusn 6K11046am, KO2Amo e uenecb00pazHo, UCKaHe 00 npumedrcameis Ha
paspeuienuemo 3a myp2oeus 0a no0ade 3asneienHue 3a NPOMAHA, KAKMO € NOCOYEHO 6

ynen 62, napazpag 1.

6. 3a BeTepUHAPHUTE JICKAPCTBEHU MPOAYKTH, 32 KOUTO € MPEIOCTABCHO PA3PEIICHUE 10
[EHTPaAIM3UPaHaTa MPOIEIypa U KOUTO Ca HOCoUeHu 6 no3osasanemo, Komucusma
U3Npawa céoemo peuteHue, N0COUeHo B maparpad 3, Ha npuTekKatess Ha pa3peieHHUETO

3a TbProBUsA, Kamo Coli0 maKka 2o c1;06u4aea Ha 01)pafca8ume YJICHKU. €

7. Bemepunapnume nexkapcmeenu npooyKmu, 3a KOUmMo e npedoCcmaseno papeuieHue no
HaWUOHAIHA NPOYEOYPa u KOUmo ca Ouiu npeomem Ha nPouedypa 3a no306aesane, ce

npexevpaam KoM nPoyedypa 3a 63auMHO NPU3HABAHE.
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I'naBa V

XoMeoImaTUIH! BETCPUHAPHH JICKAPCTBCHU IIPOAYKTH

Ynen 85

XoMeoImaTUIH! BETCPUHAPHH JICKAPCTBCHU IIPOAYKTH

I XOMeonaTUYHUTE BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH, KOUTO OTIOBAPAT HA

ycnosuama, NOCOYCHU B 4jieH 86 I , CE pErucTpupar B CbOTBETCTBUE C WIEH &7.

3a xomeonamuunume eemepuHapru j1eKkapcmeenu npodykmu, Koumo He omeoesapiam

Ha yciosuama, nNOCO4Y€HU 6 UI€H 86, ce npujiaca 4i€H 5.

Yien 86

PGFI/ICTpaHI/IH Ha XOMCOIIAaTUYHU BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH

1. Ha perucrpanus noonescu xomeonamuuen BeTepuHapeH JIEKAPCTBEH HPOOYKM, KOUMO
0mzo6apsa Ha BCUYKU TOCOYEHHU I10-]10J1y U3UCKBAHUS:
a)  mpuaaza ce O Ha4uH, onucaH B EBporelickaTa hapmakones, a ako HIMa TaKbB —
BBbB (hapmakonenTe, KOUTO C€ U3MOI3BaT OPUIHAIIHO B IbP’KABUTE YJICHKH;
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6) CTCIICHTA Hapa3pe9fc0anemo My € 10CTaTb4Ha, 3a Ia CC rapaHTHpa Hezoeama
b0e3zonacnocm n MO-CHeaIHO Mol ChbAbpiKa HE ITOBCYEC OT €JHA JCCETOXMUIIAAHA

4acT OT THHKTYypaTa MaﬁKa;

B) Ha €TUKETa My UK B Ipyra I/IH(bOpMaI_[I/IH 3a HETO HE Ca ITIOCOYCHHU I TCPAIICBTUYHHA

IIOKa3aHUA.

2. Jlvporcasume unenKu mozam 0a yCmanosam npoueodypu 3a pecucmpayus Ha
XOoMeonamuyHume 6emepuUHaApHuU 1eKapcmeeHu nPOOyKmu 6 0ONbIHEHUe KbM

npeosudeHume 8 HACMoAUWLAMA 21aea.

Yien 87

Hpuﬂazane U mponeaypa 3a perucrpanus Ha XOMCOIIATUIHU BETCPUHAPHH JICKAPCTBCHU IMPOAYKTHU

1. KbM 3asBIIEHHETO 32 pETUCTPALKsl HA XOMEOIIATUYEH BETEPUHAPEH JIEKAPCTBEH IPOIYKT

CC IIpujiarart CJICIHUTC JOKYMCHTHU:

a)  Hay4YHO WM JPpyro (papMakoneitHO HANMEHOBAHHUE HA XOMEOIIATUIHHS H3TOYHHK
WM U3TOYHUIIM, 3a€THO C HAYUH HA NPpUioHcenue, papmayesmuunama popma u

CTCIICHTA Ha pa3pCiKJIaHC, KOUTO Aa 6’5,[[8.T PETrUCTPpHUPAHU,
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0)

JIOCUE, B KOETO CE OMMCBAT METOAMTE 3 IMOJY4aBAHE U KOHTPOJI HA XOMEOIIATHYHUS
W3TOYHMK WJIM U3TOYHUIM, U OIX0s11a Oubnuorpadceka crnpaBka, ¢ KOSTO ce
000CHOBaBa XOMeONaTUYHaTa UM yHOmpeoa; 3a XOMEONaTUYHU BETepUHAPHU
JIEKapCTBEHH MPOJIYKTH, KOUTO ChIAbPKAT OMOJIOTUYHH BEIIECTBA — ONMCAHUE HA

MCPKHUTC 3a HCAOIIYCKAHC Ha IMATOTCHH,

B)  JIOCHE 32 IPOHM3BOJICTBOTO M KOHTPOJIA 32 BCsKA (papMalieBTUYHA (hopMa U OTIMCAaHUE
Ha HaYMHa Ha pa3pek/aHe U MOTCHIUPaHe Ha JIEUCTBUETO;

I)  paspelieHue 3a IPOU3BOJICTBO 32 ChOTBETHUTE XOMEOnAmMUuYHuU BETCPUHAPHU
JIEKApCTBEHH MPOAYKTH;

)  KOMHWS OT pEerucTpaiuu I , IOJIY4€HU 32 CHILUS XOMeonamu4eH BeTepuHapeH
JIEKapCTBEH MPOJYKT B IPYTH IbPKaBU YICHKH,

€)  TeKCT HaJIuCMmO8Kama, Ha BHHITHATA U HAa TbPBUYHATA OMIAKOBKA Ha
XOMeonamuyHume eemepuHapHu 1eKapcmeeHu poayKTH, KOUTO ca 3asBEHU 3a
perucTpupane;

’K)  JIaHHU OTHOCHO CTaOWJTHOCTTa HAa XOMeOonamuuHus 6emepuHapen 1eKapcmeen
TMPOJIYKT,
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3)  3aXomeonamuuHume BETCPUHAPHU JEKapPCTBEHH IPOIYKTH, IPEAHAZHAYCHH 32
’KMBOTHHCKH BUOBE, OTIJICHKIAHH 33 TIPOU3BOJICTBO HA XPAHU, AKMUGHU 6eUieCMEa
ca papmakonozuuno aKkmueHume eeujecmea, papeuienu cvenacio Peecnamenm

(EO) 470/2009 u akmoeeme npuemu 6v3 0CHO6A HA HeE20.

2. 3asBICHHUETO 33 PETUCTPALUS MOXKE J1a 00XBaIlla PeIULa XOMeOnRaAmu4HU 6emepunapru
Jlekapcmeenu NPOAYKTU 6 eOHA U chuia hapmayeemuyuna popma ¥ noxy4eHU OT €UH U

ChIIl XOMCOIIaTNYCH N3TOYHHUK MW U3TOYHHIIHU.

3. I KomnieTreHTHUAT Opran moace 0a onpedenu yCIOBUATA, IPU KOUTO PecUCMPUPAHUAM

XomeonamuueH BCTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1d 6’[:,[[6 npeajiaraln I .

4. [Tponenypara 3a perucrpanus Ha XOMEONaTHYEH BETEPUHAPEH JIEKAPCTBEH IIPOAYKT Ce

IMPUKIOYBa B CPOK OT 90 JHH OT IIOAaBaHC HAa BAJIMJHO 3as1BJICHHUC.
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5. Hpumeafcamenﬂm Ha pecucmpayus Ha xomeonamuiHu éemepunHapiu j1eKapcmeenu
npoOmeu uma coeuiume 3a0bJ1dICEHUSL KAMO npumexicameia Ha paspeuienue 3a

muwpeoeus, 6 cbomeemcmaue ¢ 4ieH 2, napazpag 5.

6. Pezucmpauyun na éemepunapen nekapcmeen npooyKn ce npeoocmass camo Ha
3asaeumesn, koitmo e ycmanosen é Cvroza. Hzuckeanemo 3a ycmanosasane ¢ Cvioza ce

npujaza u 3a npumesicamesiume Ha pecucmpavui.
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I'nasa VI

[Ipon3BoaCcTBO, BHOC U U3HOC

Ynen 88

Pasperenus 3a mpou3BOICTBO

1. Pa3pemeHHe 3a MMPOU3BOACTBO CC€ N3UCKBA 34 U3BBPIIBAHCTO HA BCIKa OT CIICOAHUTC

NEeNHOCTHU I :

a)  MPOU3BOJCTBO I Ha BETEpUHAPHHU JICKAPCTBEHU MPOIYKTH, 00PU U AKO CA

npedumnauenu Camo 3a U3HOC,

0)  ydacTue B KOMTO U Jia € eTall OT IIPOLEC Ha IPOU3BOACTBO HAa BETEPUHAPEH
JIEKapCTBEH MPOAYKT WM OT 3aBBbPLIBAHETO HA MPOJYKTa B OKOHYATEIIHUS MY BUJ,
BKJIFOYMTEIHO y4acTHe B IIpepaboTKaTa, CMECBAaHETO, TAKETUPAHETO U
npenaxkemupanemo, ETUKETUPAHETO U nPeemuKemupanemo, CoXpaneHuemo,
CTEpPHIIN3ALUATA, TECTBAHETO MM OCBOOOKAABAHETO HA IPOAYKTA 3a 0ocmaskama

KaToO 4acCT OT TO3HU IIpOoLEC, Uuiu

8)  6HOC HA 6emepUHAPHU J1eKAPCMEEHU NPOOYKMU;
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2. HesaBucumo ot pasnopeadbure Ha naparpad 1 oT HACTOSIIUS YWICH 0bpiHcasume 4ieHKU
Modice 0a 63emam peuieHue, Cnoped Koemo pa3pelicHre 3a MPoru3BOJICTBO dd HE ce
W3WCKBA 3a MPUTOTBSHE, pa3(acoBaHe, MpenakeTHpaHe WK MPOMEHH B MPEICTABIHETO Ha
6emepuHapHu 1eKapcmeenu nPOOyKmU, KOraTo Te3u MPOIIECH Ce U3BBPIIBAT CaMO 3a

THProBUs Ha JPEeOHO OupeKmHo Ha zpaxcoanume B ChboTBeTCTBUE C WwieHoBe 103 u 104.

3. Kozamo ce npunaza napazpagh 2, nucmosxkama ce 0asa ¢ 6caka omoenena uacm u

napmudlmﬂm HOomep u oamama HAa U3MUYAHE ce NOCOUBAM ACHO.

4, Komnerenraure OpraHv perucTpupar nMpeaAoCTaBCHUTEC OT TAX pa3pCIUICHUA 3a
IMPOMU3BOJACTBO B Oasara JaHHH 3a [IPOU3BOACTBO I " THProBud Ha €ApPO, Cb3JaACHA B

CBOTBETCTBHE C WieH 91.
5. Pa3pemenusTa 3a mpor3BOICTBO ca BaJUIHU Ha Isu1ata Teputopus Ha Chro3a.

Ynen 89

3asaenenue 3a PaspCICHUC 3a IIPOU3BOACTBO

1. 3asenenue 3a paspeuiernue 3a Ipou3BOJACTBO CC nooaea 10 KOMIIETCHTCH Oprad B

AbprKaBaTa YJICHKA, B KOATO C€ HaMHUpa MPOU3BOJACTBCHUSAT 00EKT.
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2. B 3asBneHueTo 3a pazpemieHue 3a Mpou3BOACTBO CE ITOCOYBA HAM-MAJIKO CIEIHATA

uHpopmanus:
a)  BETEPUHAPHUTE JICKAPCTBEHU MPOJYKTH, KOUTO III€ CE MPOU3BEXK/IAT UIH BHACAT;

0)  ume unu pupma u nocmosanen aopec unu PecUCMpPUPAHo MACMO HA CHONAHCKA

oeltnocm Ha 3asaeumens;

B) (hapmareBTHUHUTE (OPMU HA BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTH, KOUTO III€ Ce

MMPOU3BCKAAT UJIM BHACAT,

r)  noapoOHa nHpopMalus 3a MPOU3BOJICTBEHUS OOEKT, B KOMTO I11e c€ MPON3BEkKAAT

HJIN 6Hacsam BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH,

I[) ACKJIapalnus, 4€ 3adBUTCIIAT U3IIbJIHABA U3MCKBAHUATA, OIIPCACIICHU B WieHoee B u

97.

Yien 90

IIpoyedypa 3a npenocTaBsiHE HA pa3pelleHHs 32 IPOU3BOICTBO

1. HpeI[I/I JAa IpeaoCTaBu pa3pCHICHUC 34 ITPOU3BOACTBO, KOMIICTCHTHUAT OPraH U3BbPIIBA

HWHCIICKO WA Ha IPOU3BOJCTBCHUA 00eKT I .

2. KomneTreHTHHAT OpraH Mo>ke 1a IOMCKa OT 3asBUTENS J1a PEACTaBHU IOMbIHUTEIHA
nH(pOpManKs OCBEH Bede 0CoYeHarTa B 3asBJICHUETO chIitacHO wieH 89. Koraro
KOMIIETEHTHUST OpraH YIpa)KHU TOBA MIPaBO, CPOKBT, MOCOUYEH B nmaparpad 4 ot
HACTOSILMSA YJIEeH, CIIUpa Jja Teue WIN ce npeKpamsaea, 10KaTo 3assBUTENAT He PEeI0CTaBU

INoMCKaHaTa AOIMbJIHUTCIIHA I/IHq)OpMaLII/ISI.
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3. Pazpenienuero 3a npouszeodcmeo ce npuiara camo 3a MpoU3BOICTBEHHSI 06CKTI u

dapmaneBTUYHUTE POPMHU, TIOCOYCHH B U1eH 89.

4. JbpxaBUTe WICHKHU YTBBPKIaBaT MPOLEAYPUTE 3a IPEAOCTABSIHE WU OMKA3 HA
paspelieHus 3a Npou3BoJICTBO. Te3u npouedypu ne naoxevpaam 90 onu om
noyuasanemo Ha 3asnejieHue 3a paspeuienue 3a RPOU3600CMeE0 0m KOMnemeHmHus

opzamn.

5. Pa3penienue 3a mpou3BoACTBO MOXKeE Jja ObJi€ MPEIOCTABEHO YCIOBHO, C M3UCKBAHE KbM
3asBUTES B ONpPEAENCH CPOK Ja MpearnpuemMe IeHCTBUS WK Ja BbBeJle CIeIHaTHU
npouenypu. Koraro paspenienrero 3a npou3BOACTBO € RPe0oCmageHo yCio6Ho,
He2060mo Oelicmeue ce CRUpa Uiu papeuieHuemo ce OmMmens, 6 cayyail ue

UBUCKEAHUAMA He 0bOam U3NBIIHEHU.
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Unen 91

baza JaHHH 3a pa3pC€lICHUATA 3a IIPOU3BOACTBOTO U movpzoeusama Ha edpo

1. AI‘CHHI/ISITa Cbhb3JlaBa U IMOAAbPIKA 0a3a JaHHU 3a IMIPOU3BOACTBOTO, BHOCA U ThPIroBUATA HA

eapo (,,0a3a JaHHU 32 TPOU3BOJCTBOTO U THProOBUATA HA €APO°).

2. bazara nanuu 3a npouszeoocmeomo u mypzosuama Ha edpo Chabpxa HHGopMaIs
OMHOCHO NPEOOCMABAHEM O, CHUPAHENO HA 0eliCHEUEemO UL OMMAHAMA OM CMPAHA
Ha KOMNnemeHmHume Op2anu Ha BCSIKO €JHO pa3pelIeHue 3a POU3BOICTBO, pa3peuleHus
3a THPTOBUS HA €1pO, cepmudukamu 3a 000pa nPouU3e00CMEeHa NPAKMUKA U
pecucmpayuu Ha RPOU3EO0UmMeU, 6HOCUMENU U PA3NPOCIMPAHUMENU HA AKMUGHU

eeuiecmea.

3. KomnerenTHute opranu BnucBar B 6a3aTa JaHHU 32 MPOU3BOACTBO U THPTrOBUS HA €IPO
uH(pOpMaIKs OTHOCHO Pa3pelICHUSITA 3d HPOU3BO0CHIB0 U MBPZOBUA HA €0PO U
cepTudUKaTUTE, MPEJOCTABEHU B CHOTBETCTBUE ¢ wieHoBe 90, 94 u 100, 3aemHO
6HOCUmeNume, NPOU3eo0umenume U paznpPocmpanumenume Ha AKMUGHU 6euiecmaea,

pecucmpupanu 6 cbomeemcmaeue c uien 95.
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4. AreHnusTa U3roTBsl B CbTPYIHUYECTBO C IbpKaBUTE uieHKU U ¢ KoMmucusra
GbyHKIIMOHATHUTE ClIeHUPUKALINY, 6KTIOYUMETHO (hopMama 3a e1eKmpPOHHO nodasane

Ha Oannu, Ha Oa3aTa JaHHH 3a ITPOU3BOACTBO U ThpT'OBHA Ha €APO.

5. AFGHHI/IHTa rapaHTupa, 4c I/IH(l)OpMaHI/IHTa, KOATO CC C"bO6H_IaBa B 0a3aTa JaHHH 34

np0u3soocmeomo U movpecoeusima Ha edpo, € ChIIOCTaBHMMaA U JOCTBHIIHA U CC CITIOACIIA.

6. Komnerenraurte OpraHv uMart IIbJICH AOCTBII 10 Oa3ata JaHHU 34 np0u36000m30m0 u

muwpeosuama Ha eopo.

7. OO0mecTBeHOCTTa UMA IOCTHII 10 HH(pOpManys B 6a3ara JaHHU 3d HPOU3EOOCHEOMO U

mupzosuama Ha eopo, 6e3 6b3IMONHCHOCIMA 0a RPOMEHA Ma3u UHpopmayuama..

13328/18 eik/IA/tg 211
IMTPUJIOXXEHUE GIP.2 BG



Unen 92

HpOMeHI/I B pa3pfliC€HuATa 3a IIPOU3BOACTBO 110 HCKAHE HA ITPUTEKATEIIA HA Pa3pPCIICHUETO

1. AKO IIpUTEXKATENAT Ha pPa3pelIeHUETO 3a POU3BOICTBO IOMCKA IIPOMSHA B TOBA
paspelIeHue 3a POU3BOACTBO, CPOKBT 3a MPUKIIIOYBAHE HA MPOLEAYpaTa 110 pa3riiexIaHe
Ha UCKaHeTO He HaaAXBbpist 30 AHM OT JaTaTa, Ha KOATO KOMIIETEHTHUAT OpPraH € HOJIy4HII
UCKaHETO. B obocnosanu cnyuau, 6Kniouumenno npu HeodXo0umocm om uHCneKyus,

KOMIIETEHTHUST OpraH MOXe J1a YBJIKU TO3H CpoK 110 90 nHU.
2. B uckanero, nocoyeno B naparpad 1, ce onucBa uckaHara HpOM}IHaI .

3. B cpoka, mocoueH B maparpad 1, KOMIETEHTHHSIT OpraH MOXKeE JIa TIOUCKA OT MPUTEIKATEIISA
Ha pa3perieHueTo 3a MPOU3BOACTBO Ja MPEICTaBU AOIbIHUTEIHA HH(pOpMaLus B
ONPEIETIEH CPOK U MOdMHCEe Oa 3eme peuleHue 3a U3evpuieane na uncnekyus. J1o

NPECTaBIHETO Ha MMOMCKAHATA OMTBJIHUTENIHA HH(OPMAIIHS MTPOLeaypaTa ce CIupa.

4. KomneTreHTHUAT OpraH npagu oyenka Ha uckanemo, N1ocoueHo B naparpad 1, yBeromsisa
HPUTEXKATEII Ha pa3pelIeHueTo 3a IPOU3BOJICTBO 3a pe3yJiTaTa OT OLIEHKaTa U KOraTo e
1EeJIeChOOPa3HO, U3MEHSI PA3pPEIICHUETO 3a IPOU3BOACTBO U aKTyalau3upa MH(pOpManusaTa B

0a3aTa JaHHU 3a IPOM3BOJCTBO U THPIrOBUS Ha €JIPO.
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Ynen 93

3aI[’I>J'I}KeHI/IH Ha IPUTEKATCIIA Ha pa3pC€ICHUC 3a IIPOU3BOACTBO

1. [TpuTexaTelaT Ha pa3pelIeHUETOo 3a IPOU3BOACTBO € AIbKEH J1a:

a) pasnojara ¢ noaAXoaAIu U 10CTaTbYHU IIOMCIICHM A, TCXHUYCCKO 06opyz[BaHe u
cpe()cmea 3a mecmeane 3a ()eﬁnocmume, IIOCOYCHHU B He2060m 0 PA3pCIICHUC 3a

IIPOU3BO/JICTBO;

0) pasmoiara ¢ yCIyruTe Ha MOHE eHO KBATM(UIIMPAHO JHIIE, TOCOYeHO B WiieH 97, u
oa zapanmupa, ye Keanu@uuupanomo nuye 0elicmea ¢ CbLomeemcmeue ¢

noOCO4€HUsA UJIeH,

B)  OCHI'YpU Ha KBaJU(PULUPAHOTO JIMIIE IO WieH 97 HeoOXOUMHUTE YCIIOBUS 3a
M3IBJIHEHHUE HA 3aIbJIKEHUSTA CH, TIO-CIICIIMAIIHO KaTO MY MIPEAOCTABH OOCHIBH 00
6CUYKU HEOOX00UMU OOKYMEHMU U NOMeWeHUsA U 00 TISITIOTO HEOOXOANUMO

TEXHUYCCKO O60pyI[BaHC H CpCACTBA 3d TCCTBAHC,
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r)  oOaode Hali-manko 30-0neeno npeduszeecmue Ha KOMREMEHMHUSA OP2AH NPeou
3amecmeanemo Ha Keanuduuyupanomo auye no uien 97 uiu, ako He e 6b3MOHCHO
npeouseecmue, muii KAMo 3aMAHAMA € HeOUAKEaAHd, 0d Y8e0OMU KOMNEMeHMHUA

Oop2an Hesaﬁaeno;

,I[) pasmnojara ¢ yCJIIYTUTEC Ha IICpCOHAJI, OTTrOBapsill Ha HGfICTBaHlHTe 3aKOHOBH

HU3HUCKBAaHHWA B CbOTBCTHATA AbpPiKaBa YJICHKA, 3a IPOU3BOACTBO U KOHTPOJI;

e) ocurypsiBa Ha Mp€ACTaBUTCINTC HAa KOMIICTCHTHUS OpraH JOCTHII A0 IIOMCIICHHUATA

I10 BCAKO BpEMC;

)  BOIW MOApPOOHA TOKYMEHTALMsS 32 BCHUKH BETCPUHAPHH JICKAPCTBEHH MTPOITYKTH,
KOUTO IIPUTEKATEIAT HA PA3PEILICHUETO 3a IPOU3BOACTBO 10CTaBs, I B

ChOTBETCTBUE C WieH 96 u da cvxpanaea npoou om écaka napmuoa;

3)  0ocmassn éemepuHapHuU 1eKapCmeeHu nPOOyKmu camo Ha mvpzosuume Ha eopo

Ha 6emepuHapHu 1eKapcmeeHu npooyKmu;
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u)  uH@Gopmupa He3a0A6HO KOMNEMEHMHUA OP2AH U RPUMENCAmMEN Ha
paspeuienuenmo 3a myp2o6us, Ako NPUmMeNHcamesiam Ha Pa3peuieHuemo 3a
npou3600cmeo nojyuu uHghopmayus, ue 6emepurHapHume 1eKapcmeenu
npooyKmu, Koumo nonaoam ¢ 00xeama Ha He2060MoO paspeuieHue 3a
npou3e00cmeo, ca anwupuyupanu uiu couyecmeyeam CoMHeHUA, Ye ca ouau
danmupuuyupanu, nezagucumo om moea, 0aniu me3u eemepuHaApHU
JleKapcmeenu nPoOyKmu ca Ouiu paznpocmpanaean 6 pamKume Ha 3aKOHHAma
6epuza Ha 00CMABKA UnU NO HE3aKOHEH HAYUH, 6KIIOUUMETHO NOCPEOCMEOM

He3aKOHHAa npodarcbda upes yciayzume Ha UHPOPMAYUOHHOMO 00UWeCm80;

i) cnazea 0odpama npou3e00CMEeHA NPAKMUKA 3 6eMEPUHAPHU T1eKAPCMEEHU
NPOOYKmMuU u 0a U3N01A36a KAMO U3XO0OHU MAMEPUATU CAMO AKMUBHU euiecmed,
KOumo ca ounu npous3eedeHu é Cbomeencmaue ¢ 000pama nPou3e00CMeEeHa
NPAKMuUKa 3a AaKMUGHU eUieCmea U ca OUIU paznpocmpanenu  CbOmeemcmaue

c 006pama npakmuka 3a pasnpocmpanéenue Ha aKmueHu eeuiecmea,

K)  npoeepasa 0anu 6ceKu npou3eooumein, paznpocmpanHumesl u 6HOCUmMeEn @
pamkume na Cvro3a, om K02o0mo npumexyicamenim Ha paspeuieHuemo 3a
npoU3600CcME0 NOJIYUA8A AKMUBHU 6eUieCEa, € pe2UCMPUPAH 6 KOMNEemeHmHUs
0p2aH Ha 0BbPIHCABAMA YIEHKA, 8 KOAMO CA YCHAHO08EHU RPOU3E00UM AN,

pasnpocmpanumeiim U 6Hocumenim , 6 Coomeemcmeue C 4jieH 95,’
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Jl) uzesvpuiea ooumu 6v3 OCHO6A Ha OUEeHKa Ha puckKa 3a np0u360()umeﬂume,
pasnpocmpanumeniume u 6Hocumesiume, om Koumo npumedsicamesiiaim Ha

paspeuienuemo 3a np0u3300cm80 nojiyuaeéa aKkmueéHu eeujecmaea.

Upe3 akmoese 3a usnvanenue Komucuama npuema mepku 3a 000pa npou3eoocmeena
NPAKMUKA 3a 6emepUHAapHu 1eKapCcmeenu npooyKmu u aKkmueHu euiecmaed,
U3NO0I36AHU KAMO U3X0OHU Mamepuanu, nocouenu ¢ napazpagh 1, oykea it) om
Hacmoawusa unen. Te3u akmoge 3a usnvinenue ce npuemam 6 Cbomeemcmeue ¢

npouedypama no pazznexcoame, nocouena 6 unen 145, napazpagh 2.
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Ynen 94

Cepmugpuxamu 3a 000pa npou3e00cmeena NPaKmMuKa

L B 90-0nesen cpox om uzevpuieanemo Ha UHCNEKUUA KOMNEMEeHMHUAM OP2aH U30aea
cepmupuxam 3a 000pa npou3600CMeEEeHa NPAKMUKA HA NPOU3BOOUmMEeNs 34
CbOmeemHusA nPOU3600CHEeH 00eKm, AKo npu UHCneKyuama 0voe yCmanoeeno, ue
6BNPOCHUAM NPOU3EOOUMEN CNA36a USUCKEAHUAMA, ONPedeNeHl 6 HACMOAUUA

peziamenm, u aKkma 3a U3NviaHeHue, noco4eH 6 uien 93, napazpag 2.

2. AKo ¢ pe3ynmam om uHcnekyuama, nocouena ¢ napazpagh 1 om nacmoawjus unen, ce
yCmanogu, ue npou3eooumenim He cnazea 000pama nPOU3600CMEeHa NPAKmMuKa, mazu
ungopmauus ce eveercoa 6 bazama OAGHHU 3a NPOU3BOOCHIBOMO U MBP2OCUAMA HA

eopo, nocouena 6 napazpagh 91.

3. Koncmamauuume om U3ebpuUieHa UHCNEKUUus1 Ha npoussot)umeﬂ Ca 8anUOHU HA

yanama mepumopusa na Corosa.
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4. Komnemenmnuam opzan, Komucuama unu Azenyuama mosxnce 0a nouckam
npou3zeooumei, yCmMaHo8eH 6 mpema 0vprHcasd, 0a 6v0e NOON0IHCeH HA UHCNEKYU
cvenacHo napazpag 1, v6e3 oa ce 3acazam Kakeumo u 0a o6uno 002060peHocmu,

cknrouenu medxcoy Cvroza u mpema ovporcasa.

5. Bunocumenume na éemepunapnu jiekapcmeeHu npooyKmu, npeou me3u npooyKmu oa
0v0am oocmasenu ¢ Cvioza, 2apanmupam, ye npou3600UmMenAn, yCmaHo6eH ¢ mpema
0vpoHcasa, npumedcasa cepmugpukam 3a 000pa nPou300CHEeHa NPAKMUKA, U30A0eH
Om KomMnemeHmeH op2an, uiu, 6 cayyail e mpemama Ovpicasa e Cmpand no
002060penocm, cknrouena mexcoy Cvioza u mpemama 0vpirHcasa, Couiecmeyea

eéKeuealeHmHo nomm;p.ucdenue.

Ynen 95
Bnocumenu, npouszeooumenu u paznpocmpanumenu Ha AKMUGHU 6eUleCmea, yCaHoeeHu 6

Cwio3a

1. Brocumenume, npouszeooumenume u paznpocmpanumenume Ha AKMUGHU 6eujecmaa,
U3NO0I36AHU KAMO U3X0OHU MAMEPUAIU 6568 6eMEPUHAPHUME JIeKAPCHEEeHU NPOOYKMU,
Koumo ca ycmanogenu ¢ Cvioza, pecucmpupam ceoama 0eiHocm nped KOMnemeHmHus
0p2an Ha OvpIHCcasama UieHKa, 8 KOAmo ca yCmanoeenu, u cnazeam ooopama
npou3600CcmeeHa NPAKMuUKa uiu 000pama npaKmuKa 3a pasnpocmpanenue, cnopeo

cayuas.
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(DOpM)Ul}lp’bm 3a pecucmpauui na delinocmma nped KomnemernmHus op2an éKirouea

HA-MAIKO cleoHama ungopmayus:

a)  ume unu pupma u nocmoanen adpec uiu PecUcCmpuUpPano MACHO Ha CMONAHCKA

oettnocm;

5) aKmueHume eeuiecmea, Koumo uie ce énacsam, npou3ee.7fcoam uiu

paznpocmpansneam;

8) OGHHU 30 NOMEWeHUAMA U MEXHUYECKOmo obopyosane.

Bnocumenume, npouszeooumenume u paznpocmpanumenume Ha AKMUBHU 6euiecmad,
nocouenu ¢ napazpag 1, nooasam gpopmynapa 3a pecucmpayus 00 KOMnemMeHMHUs
op2an Hail-manko 60 onu npedu npedsudeHomo 3ano4eane Ha OelHOCHMmaA Cu.
Brocumenume, npouszeooumenume u paznpocmpanumenume Ha AKMUGHU 6euiecmea,
KOumo u3ewpuigam O0eiuHocm npeou ... [0amama Ha npuiazane Ha HACMOAWLUSA
peznamenm|, nooagam gopmynapa 3a pecucmpayus 00 KOMREMEHMHUA OP2aH 00 ... [60

OHU cled oamama Ha NPUIAzane Ha HACMOAWUA Pe2llameHn].

Komnemenmnuam opzan modice, 6b3 0CHO6A HA OUEHKA HA PUCKA, 0 Pewil 0a U36bPULU
uHcnekyusa. AKo KomnemeHmHuAmM Opean yeeoomu 6 cpok om 60 onu om
nonyyasanemo Ha Oopmynapa 3a pecucmpayus, e uie 0v0e u3ebpuleHa UHCHEeKYu s,
OeliHocCmma He 3ano46a npeou KOMNEMmeHMHUAM OP2aH 0a e Y8e0omMul, e oeinocmma
Modice 0a 3anoune. B makwve ciyuaii Komnemenmuuam op2an u3ebpuiea UHCnEKYUAma
u cvobwiasa pesynimamume Om UHCHEKYUAMA HA 6HOCUmMenume, nPoU3gooumenume u
pasnpocmpanumenume Ha AKMUBHU geuyecmed, nocouenu ¢ napazpagh 1, ¢ cpox om 60
OHU C/1e0 Kamo e y6e0oMu 3a HAMEPEHUEMo Cu 0a U36bPulU UHCnEeKyuama. AKo 6 cpok
om 60 Onu om nosyuaeanemo na popmynapa za pecucmpayun KOMnemeHmHuAm opean

He eyeedwmm 3a uzevpuieanemo Ha UHCneKyu, oelinocmma moyce 0a 3anouHe.

13328/18 eik/IA/tg 219
IMTPUJIOXXEHUE GIP.2 BG



Brocumenume, npouszeooumenume u paznpocmpanumenume Ha AKMUGHU 6eUiecmea,
nocouenu 6 napazpag 1, exceco0no npedcmagam Ha KOMHEeMEHMHUA OP2AH 6CUYKU
HACMDRUIU RPOMENHU 8 UHOpMaUUAMA, NPEOOCMABEHA 68 POPMYNADPA 3a
pecucmpayus. Bcuuku npomenu, Koumo mozam 0a nOGIUAAM HA KAYECMEOMOo Uil Ha
be3onacnocmma Ha AKMUGHUME eULECMEA, KOUMO ce NPOU3EENHCOAm, 6HACAM UIU

pasnpocmpansasam, ce Cb00uiasam He3adasHo.

Komnemenmnume opzanu éveexcoam ungopmayuama, npedocmagena é
cvomeemcmeue ¢ napazpag 2 om nacmoawiua uien u c 4iern 132, ¢ oazama oannu 3a

npou3600CME0OMoO U MbP20BUAMA HA €0PO, NOCo4eHa 6 uieH 91.

Hacmoawuam unen ne 3acsaza pasnopedoume na uieHn 94.

Komucuama npuema upe3 aKkmaoee 3a U3nv/IHeHue MepKu 3a 00617(1 npakmuka nHa
painpocmpanenue 3a aKmuenu eeuiecmea, U3noji36aHu Kamo U3X00HU mamepuaiu 6v6
eemepunaprume jieKapcmeeHu npoOmeu. Te3u akmoee 3a uznwvinenue ce npuemam 6

cvomeemcmeue ¢ npoyedypama no paszanedxcoane, nocovena ¢ unen 145, napazpag 2.
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Ynen 96

Bonene na qokymeHTarus

1. Ilpumesicamensam na papeuieHuemo 3a RPOU3E00CME0 6RUCEA CIICTHATA UHPOPMAIHS

I10 OTHOIIECHUE HAa BCUYKHU BETCPUHAPHU JICKAPCTBEHU IIPOAYKTH, KOUTO JOCTaBA:

a)  Jara Ha TpaHCaKLMsITa;

0) HaMMEHOBAHHMETO Ha BETEPUHAPHUS JICKAPCTBEH MPOIYKT U HOMEPA Ha
paspeuwieHuemo 3a muvp2oeus, aKko € NPUILOHCUMO, KAKMO U (hapmayesmuynama
¢dopma u Konyenmpayus, KAKMo e NOOX00AUL0;

B)  JIOCTaBEHO KOJIUYECTBO;

r)  uMe Wik GupMa U MOCTOSTHEH aIPEC WM PETUCTPUPAHO MSCTO HA CTOMAHCKA
JEHHOCT Ha MoTyJaTes;

)  TapTHAEH HOMEp;

e)  CpPOK Ha 2o0Hocm.

2. JlokymeHTanusTa, mocoyena B maparpad 1, ce cbXpaHsiBa 3a HHCIEKIHS OT

KOMIICTCHTHUTC OpraHnu €OHA 200UHA Cled UBMUUAHEMO HA CpOKa Ha 200HOCH HA

napmuoama unu HA-MaaKo nem 200UHU Om 0OKyMeHmupanemo, Koumo om 0gama

CPOKa e no-0vave.
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Yneun 97

KBaJ'II/I(i)I/II_[I/IpaHO Jauue, omeoesapauio 3a 1Ipou3BOACTBOTO U 3a 0C800031cO0a8aHemo Ha napmuou

HpI/ITe)KaTCJISIT Ha paspCiICHUCTO 3a MPOU3BOACTBO pasIiojiara moCToOAHHO I C YCIIYTUTC
Hali-MaJKo Ha CaAHO KBaJ'II/I(bI/II_[I/IpaHO JIMIE, KOETO OTroBaps Ha MPEABUICHUTE B
HACTOAIIMA YWICH YCIOBHUA U IIO-CIICHHUATIHO OTroBaps 3a U3IIBbJIHCHUETO Ha 3aAbJDKCHUATA,

NpCABUACHU B HacmoAuiusa 4JICH I .

Kpanudunupanoro nuie, mocoyeHo B naparpad 1, nputexxaBa yHugeepcumemcka
TUIUIOMA 8 e0HA UIU nogeye Om CleOHUme HayYHu OUCUUNIUHU: hapmayus, XyMaHHa
MeOuyUuHa, 6eMePUHAPHA MEOUUUHA, XUMUA, PapmMayeemUuyHa XUmus u mexnHoa02us

unu ouoaozus.

Keanugpuyupanomo nuye, nocoueHo B naparpad 1, uma npudobum npakmuuecku
onum om none 0ge 200UHU, 6 eOHO UU nogeye NPeOnPuUAMU, KOUMo ca OMoPUIUPaAHU
npouseooumenu, ¢ 0elUHOCMU KAMO AHAU3 HA KAYeCME0mo Ha 1eKapCmeEeHu
RPOOYKmMU, KOIUYECMEEH AHAIU3 HA AKMUBHUME 6eUleCnea U nposepKume,
Heo0X00uMu 3a 2apanmupane Ha KA4eCmMeomo Ha 6emepuHapHume 1eKapcmeeHu

npooykmu.

Heobxo0umama npoovasxcumennocm Ha RPAKMUYECKUA ORUM, U3UCKEAHA Cb2IACHO
nwupea anunes, modxce 0a 0v0e HAMAIEHA C eOHA 200UHA, KO2AMO YHUEEPCUMEnCKUAM
Kypc npoovaxcasa Haii-maiko nem 200UHU, U ¢ 200UHA U NOJIOGUHA, AKO

YHUBEPCUMEMCKUAM KYPC NPOOBINCABA HAI-MATKO WieCm 200UHU.
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Hpumeafcameﬂﬂm Ha paspeuienuemo 3a npou330()cmeo, aKko e dm&‘uuecxo auue, moarce
cam oa noeme omezoeoprHocmume, nOCoueHu 6 napazpm[) 1, aKo camusam moi uniu

camama msa omezoeapsa Ha nocoyenHume 6 napazpagu 2 u 3 yciogus.

Komnemenmuuam opzan moxice 0a ycmanosu nooxo0auwu aOMuHUCmMpamueHu
npoueodypu 3a nposepKa Ha moea OaIU Keaaupuuupano auye, nocoueHo 6 napazpag 1,

omzoeapsa Ha nocouenume 6 napazpagu 2 u 3 ycioeus.

I Kpammdunupanoro nure, mocoueHo B naparpad 1, rapanrupa, e BCska mapTua
BETEPUHAPHU JIEKAPCTBEHU MPOJYKTH € IPOU3BECHA 8 ChbomeEencmeue ¢ 0oopama
npoOU3800CcMEeHa NPAKMUKA U TECTBAHA B CbOTBETCTBUE C YCIOBUSTA Ha Pa3peLICHUETO
3a Teproeus. Toea keanuguyupano nruye uzeomesn 00K1IA0 3a U3EPUIEHUA KOHMPOJI C
masu yen. To3u 00Knao 3a uzevpuien KORMPOJl € 6a1UOEH HA YATAMA MEPUMOPUA HA

Cwi1o3a.

KoraTto BeTepuHapHUTE JEKApCTBEHU POAYKTH Ce 6HACAM I , KBaTM(PULIUPAHOTO J1uYe,
II0COUYEHO B maparpad 1, rapanTupa, 4e BCsIKa BHECEHA IIPOU3BE/ICHA MAPTUJIA €
npemuHaina B Cbro3a [1pe3 nb/leH KaUeCTBEH U KOJIUYECTBEH aHAJIN3 Hall-MaIKo Ha BCUYKU
AaKTUBHH BELIECTBA, KAKTO U Ha BCUYKM JPYTH TECTOBE, HEOOXOIUMH, 32 /1a CE OCUTYPH
KaueCTBOTO HAa BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH B CbOTBETCTBUE C U3UCKBAHUATA HA
pa3pelLIeHUETO 3a TPIOBUS U Ye napmuoama e npou36e0eHd é Cbomeemcmeue ¢

0o0pama npou3600Ccmeena NPaKmuKa.
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10.

Kpanmuunupanoro 1uye, nocoueHo B maparpad 1, Boau TOKyMEHTaIMs 33 BCIKA
0CBOOO/IeHA TIPON3BOACTBEHA MapTH/IA. Ta3u TOKyMEHTAIUs CE aKTyaIu3upa YCIOPEIHO C
OCBINIECTBSIBAHETO HA JICHHOCTUTE U OCTaBa Ha Pa3MoOJIOKEHUE HAa KOMIIETEHTHUTE OpraHu
3a eOHa 200UHa c1ed U3MUYaHemo Ha CPOKA HA 200HOCM HA nNApMuUOama uiu 3a Hai-

MAIKO nem 200uHu Om 0OKYyMeHmMUpanemo, Koumo om 08ama cpoKa e no-0vive.

Koraro IIPOMU3BCIACHU B Cnro3a BETCPHUHAPHU JICKAPCTBCHU IIPOAYKTH CE U3HACAM U
énocjieocmaeue ce BHACST 06pamn0 B CnI03a oT TpEeTa AbprKaBa, CC IIpujiarar

pasmopenoute Ha aparpad 6.

Koraro BeTepuHapHuTe J€KapCTBEHU MIPOAYKTU CE BHACIT OT TPETH ABPKaBU, C KOUTO
CpI03bT UMa JOTOBOPEHOCTH 3a MpUJIaraHe Ha HOPMU 3a J0Opa MPOU3BOJICTBEHA
IIPAKTHKA, HAll-MaJIKO €KBUBAJICHTHU HA YCTAHOBEHUTE 6 Cbomeemcmeue c uien 93,
napazpagh 2 v ca HaJIMIIE JTOKA3ATEIICTBA, Y€ B IbP)KaBaTa U3HOCUTEII ca OWJIN MPOBEICHU
TECTOBETE, IOCOYEHU B naparpad 6 om nacmoawun unen, Keanuguyupanomo auye
MoOIHCe 0a U320meu nocoYyeHus 6 napazpag 6 om Hacmoawua 4ieH 00K1ao0 3a
U38BPUIEHUA KOHMPOT 0e3 NPoGeHcOanemo Ha mecmogeme, NOCoO4eHu 6 napazpag) 7 om
HACMOoAWUA Y1eH, 0C6CH AKO KOMNEMEHMHUAM OP2aH HA 0bPIHCABAmMa YieHKad —

6HOCUmen ne peuiu Opy2o.
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Ynen 98

CepTtudukartu 3a 6emepunapHu 1eKapcmeeHu npoOyKmu

1. I1o uckane Ha MPOU3BOIUTEN MIIM U3HOCUTEI HA BETCPUHAPHHU JIEKAPCTBEHU IPOAYKTH WIIN
10 MICKaHE Ha KOMIIETEHTHUTE OPraHU Ha TPETA Ibp:KaBa — BHOCUTEN, KOMIICTCHTHUAT

OpraH unu Azenyuama uzasa ceprudukar, ye I :
a) npou3eooumenam NPUTESKABA Pa3pELICHUE 33 IPOU3BOJICTBO;

0) npouzeodoumenam npuTexaBa cepTUPUKAT 3a J0Opa MPOU3BOJCTBEHA MPAKTHUKA B

CBHOTBETCTBHUE C 4ujieH 94; unu

8)  CbOomeEemHUAMm 6emePUHAPEH JIeKapCmeeH NPOOYKm e noJIyuu pa3peuieHue 3a
mvpeosusn 6 maszu OvpiHcasa YieHKa uil, 6 ciyyuail Ha UCKane 00 Azenyuama, ue

My e Ou0 u30adeno paspeuienue 3a mybpeo8Usa NO YeHMpPaIuupanama

npoyeodypa.

2. [Tpu M31aBaHeTO HA TaKWBA CEPTU(DHUKATH KOMIICTCHTHUST OPTaH uiu A2eHuuama, KaKkmo
€ NPUTLONHCUMO, 63eMam RPEO8UO OMHOCUMUME NPE0dIAdABaAU AOMUHUCMPAMUBHU

pasnopeodou no omuouienue Ha CoObPHCAHUEMO U hopmama Ha me3u cepmuukamu.
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I'nasa VII

JocraBka u ynorpeba

Pazmen 1

Twprosus Ha eapo

Ynen 99

Pa3zpewienusa 3a ToproBus Ha €IpO

1. 3a ThPTOBHA HAa €APpO Ha BETCPHUHAPCH JICKAPCTBCH NPOAYKT CC U3HMCKBA PA3PCIICHUC 3a

TbProBu:A Ha €APO. I

2. Ilpumesrcamenume na pazpeuienue 3a mvpeoeusn Ha eopo ca ycmarnogenu ¢ Cviosa.
3. Paspenienusta 3a ThproBus Ha €po ca BaJUIHU Ha Isuiata Teputopus Ha Chio3a.
4. Jlvpircasume unenku moxce 0a peuiam, ye J1OCTAaBKU HA MAJIKM KOJTMYECTBA BETEPUHAPHU

JIeKapCTBEHU MPOAYKTH MEXy ThPIOBLU Ha JPEOHO 6 eOHA U Chbuia ObpiHcasa UieHKa He

nooJnexcam Ha U3UCKEAHEmO 3d npumedsicasane Ha paspeuienuée 3a TbproBus Ha €apo.
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5. Upes depozayusa om napazpagh 1, npumesncamenam na papeuienuemo 3a
NPOU3800CMEO HE e OIbIHCEH 0 NPUIMENCAsa pa3peuieHue 3a mbvp2osus Ha eopo Ha

eemepuHnaprume j1eKapcmeenu npodykmu, 6KJII04Y€HU 6 paspeuienuemo 3a

npouU3800cmMaeo.

6. Upes akmose 3a usnvanenue Komucuama npuema mepku 3a 006pa npakmuka Ha

pasnpocmpanenue 3a 6emepunapuume nekapcmeenu npodykmu. Tezu akmoee 3a

U3NDB/IHEHUE Ce npuemam 6 coomeéemcmeue ¢ npouedypama no pa3z.rteofc0ane, nocovyeHa

6 unen 145, napazpagh 2.

Yien 100

Ilooasane na 3aneénenue u npoucaypu 3a NpeaoCTaBsAHC Ha pa3pCUICHUA 3a TbProBUA Ha €APO

1. 3asBiieHne 3a pasp€icHucC 3a TbproBusA Ha €ApoO CC IoaaBa 10 KOMIICTCHTHHUS OpTraH B

AbpiKaBaTa YICHKA, B KOATO ce Hamupam obekmbvm uiu o0eKmume Ha ThproBCla Ha

eapo.
2. B 3asBneHuneTo 3aABUTENST 1I0KAa3Ba, Y€ CICAHUTE U3UCKBAHUS CA CIIA3€HU:
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a) 3asABUTCIEAT pa3nojara ¢ TCXHUICCKH KOMIICTCHTCH IICPCOHAIIL, # RO-CREUUaino ¢
nome eoHo Jauue, onpedeﬂeuo Kamo omeo60pHO Jinue, Koemo omeoeaps Ha

yciaosusama, npedsudenu 6 HAUUOHAJIHOMO npaeo,

0) 3asIBUTENIAT PA3N01a2aA ¢ NOOX00AUIU U 0OCIAMBYHU NOMEUeHUS, KOUMO
0Mmzo8apsam Ha yCMAaHo8eHUMe U3UCKBAHUA 6 CbOMBENMHAMA 0bPIHCABA YNIEHKA 3d

CbXpaHeHue u padoma ¢ 6emepUHapHu 1eKapCcmeeHu nPOOYyKmu;

B) 3a4ABUTCIIAT pasnoJiara € 1JjiaH 3a ﬂeﬁCTBHe I , C KOITO ce oOe3neuaBa e(bI/IKaCHOTO
HU3TCTJIAHC uiu u33demearne OT 11a3apa Ha IMPOAYKTH I1O pa3NoOpCIKAAHE HaA
KOMIICTCHTHUTC OpraHy WK Ha Komucwusra umm B CbTPYAHHUYIECCTBO C
IIPOU3BOJUTCIIA UlU npUmMeHcamesisli Ha paspeuleHnuemo 3a muvpcoeus Ha

CbOTBCTHHUA BETCPUHAPCH JICKAPCTBCH IIPOAYKT,

F) 3asABUTCIIAT pasnioara ¢ moaxoJdaiia CucTeéMa 3a BOACHC Ha JOKYMCHTAaIUA, C KOATO

ce oOe3IeuaBa Ca3BaHETO HA U3UCKBAHUATA, IIOCOUYCHH B uieH 101,

0) 3asABUTCIIAT pa3nojiaza ¢ 0emapauuﬂ, ue omeoeapsn Ha U3UCKeanusma, nocouenu 6

unen 101.
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3. Jvporcasume unenku ycmanosagam npoyedypume 3a npedocmagsane, OmKa3, CRUpaHe

Ha 0eﬁcm3uemo, OMMAHRA UJIU USMEHEHUE HA pA3PDEeUIEeHUA 3d MbpP2O6UA HA eOpo.

4. [Tponenypure, mocouenu B naparpad 3, He HAAXBHPIAT 90 THH, CUUTAHO, AKO €
IPUII0KHUMO, OT JJaTaTa, Ha KOATO KOMIETEHTHHST OpPIaH € MOJIyYuJl 3asBJICHUETO 6

cbomeenmcmeue ¢ HayUOHAIHOMO NPago.
S. KoMnereHTHUAT Opras:
a)  yBeJOMsBa 3asBUTENS 3a pe3yJiTaTra OT OLEHKaTa,
0) mpenocTaBs, OTKA3Ba WU U3MeHA PAa3pEIlCHUE 32 ThPrOBUS HA €1pO; U

B)  BBBEXKAA CHOTBETHATa MH(OpPMAIM OTHOCHO pa3pelieHHeTo B 0a3ara JaHHU 3a

IMPOU3BOACTBO U ThPIrOBUATA HA €APO, ROCOUEHA 6 U/IeH 91.

Ynen 101

3aovricenun na mypzogyume Ha eopo

1. Twvpzosyume na eopo noyuasam ¢emepuHapru 1eKapCmeenu nPoOyKmu camo om
npumesicamenu Ha pa3peuienue 3a nPOU3600CHE0 Ul om Opy2u npumedncameu Ha

paspeuienue 3a mvp2oeus Ha eopo.
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2. Twvpzoseyvm nHa edpo 0ocmagsa 6emepuHapHU 1eKApCmMEeHu RPOOYKMU camo Ha Juyd,
Ha KOUumo e npedocmageHo paspeuienue 0a u3ebpuléam mvp2oeus Ha OpedHo @
owvprcasama unenka 6 coomeemcmeue ¢ unen 103, napacpagh 1, na opysu mvpzosuyu na
€0po Ha 6emMePUHAPHU JIEKAPCMEEHU RPOOYKMU U HA OpY2u JUUA WU RPEONPUAMU 6

coomeemcmeue C HAUUOHAJIHOMO nPAeo.

3. Hpumeafcamefmm Ha paspewienuemo 3a movp2oeus na edpo pasnojiaca nOCmMOAHHO C

yciyzume Ha ROHe eOHO OMZOGOPHO TUYe 3a MBbP208UA HA e0PO.

4. Twvpzoeuyume na eopo zapanmupam, 8 pamMKune HA C60AMA KOMNEMEeHMHOCHL,
nO0X00AWU U HENPEKbCHAMU 00CMABKU HA 6eMEPUHAPHU JIeKAPCMEEHU NPOOYKM HA
AUYa, KOUMo npumeNcasam pazpeuienue 3a mvp2oeus Ha OPedHo ¢ 6emepPUHapHu
Jaekapcmeenu npooykmu 6 cbomeemcmaeue ¢ 4iaern 103, napazpag 1, maka ue oa ce
0m20680pu HA NOMPEOHOCMUME 8B6 8PB3KA CHC 30PABGENO HA HCUGOMHUME 8

cbomeemnama Obp;)fcaea HJ/1eHKA.

5. Twvpzoeeyvm na edpo cnazea 00d6pama npaKmuKa Ha pasnpocmpanenue Ha

eéemepunaprume jieKapcmeenu npooyKkmu, nocouenu 6 uiern 99, napazpagp 6.

6. Twvpzoeyume na eopo ne3adasno uHGopmupam KomnemeHmHume opeanu u, KO2amo e
RPUTIONHCUMO, RPUMENHCAMEIA HA PA3PEUIeHUEnO 34 MbP208Usl, 34 6EMEPUHAPHUME
JleKkapcmeenu npooyKmu, KOUmo noay4aeanm uiu KOUmo um ce npeonazam, 3a KOumo
ca ycmanoeuiu, ue ca panwupuyupanu uiu umam coMHeHuUs, e ca

danwmugpuyupanu.
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7. THproBewbT HA €IPO BOAU MOAPOOHA TOKYMEHTAIIUS 32 BCSKA MPAHCAKUUA, CHbOBPHCAUA

Hal-MaJKko clieiHaTa HH(OpPMAIIHS:

a)  JaTa Ha TPAHCAKIIMSTA;

0) HauMEHOBaHHUE HA BETEPUHAPHUS JEKAPCTBEH MPOJIYKT, 8KIHOUUMENHO, AKO €
uenecvodpaszno, hapmayesmuynama my popma u KOHUeHmpayus;

B)  MapTHUJEH HOMEp;

)  CpOK Ha FOJTHOCT Ha BETEPUHAPHHUS JIEKAPCTBEH MPOIYKT;

)  TOJY4YEHO WIH JOCTaBEHO KOJUYECTBO, 3A€0HO C pazmepa Ha OnaKoeKume u opos
Ha onaxKoekume;

€)  uMe win GUpMa M MOCTOSIHEH aJIpec WK PETHCTPUPAHO MSICTO Ha CTOTIAHCKA
JEHHOCT Ha IOCTaBUMKA — IPH MOKYIKA, UK Ha MOIy4aTess — Mpu mpogaxoa.

8. Haii-manko BeJHBK TOJUIIIHO MPUTEXKATEAT Ha pa3pellieHueTo 3a ThProBUs Ha €po

IMpoOBEIKAA noz[po6Ha HWHBCHTapu3alusa U ChIIOCTaBsA OMMCAHUTC MMOCTBHIIUIN U U3HECCHU OT

CKJIala BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH CIIPAMO CKIAJOBUTC HAJIMYHOCTH. Beuuku

YCTAaHOBCHU HECHOTBETCTBUSA CC 3allUCBAT. I[OKYMGHTEII_II/IHTEI CC CbXpaHsiBa Hal-MaJIko

nem roJJMHU 3a UHCIICKIUA OT KOMIICTCHTHUTE OPraHu.
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Ynen 102

Ilapanenna mypzoeus ¢ 6emepunapHu 1eKapcmeenu npooyKmu

L 3a yenume na napanennama mvp2oeus ¢ 6emepUHAPHU 1EKAPCMEEHU RPOOYKMU
muvpeoseyvm Ha eOpo 2apanmupa, e 6emepuHapHUAM 1eKapCcmeer npooyKm, Koiumo
6b3HAMEPABA 0a NOJIYYUU OM ObPIHCABA UIIEHKA (,,0bPIHCABA UIeHKA NO NPOU3X00) U
Paznpocmpanu 6 0pyza 0vpiHcasa UieHKa (, 0vprHCasa YieHKa no MecmoHasHaveHue")
uMa 06wy nPou3xXo00 ¢ éemepuUHapHUs 1eKapcmeen npooyKm, Koumo eeue e pa3peuiet 6
ovporcasama uienKka no mecmonaznauenue. Cuuma ce, ue gemepunapHume
JleKapcmeenu npooyKmu umam 00wy nPou3xoo, aKko 0m206apam Ha 6CUUKUme cj1e0Hu

yenosusa:

a) uMam eOHaK»8 KauecmeeH u KoJIuuecmeeH CbCHae no OMHOUWIECHUE HA

aKmueHume seuiecmea u nomouiHume eeuiecmea,

0) umam eonakea gpapmayeemuuna gpopma;

8) umam eOHaKea KIUHUYHA UHpoOpMaAyUua u, ako e NPULOHCUMO, eOHAKDE

KapeénmeH CpOK; KaAaKmo u

2) npou3ee0eHu ca om eOuH U Coly NPOU3800UmMes Uil Om nPou3eo0umen, KOumo

pabomu ¢ 1uyen3 u u3noI3ea couwiama Gopmyna.
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2. Bemepunapnuam nexkapcmeen npooykm, nojiyuen om 0vpicasa 4ieHKa no npou3sxoo,
0m206aps HA U3UCKEAHUAMA 3d eMUKEMUPAHEe U e3UKOBUMe UUCKEAHUA HA

0bp9fcaeama YJ/1ICHKA nO MeCmMOHA3Ha4eHue.

3. Komnemenmnume opzanu onpeoenam aOMuHucCmpamugHume npoyeoypu 3a
napaneaina myp2oeus ¢ 6emMePUHAPHU J1eKapcmeeHu npooyKmu u
AOMUHUCMPAMUBHAMA NPOUEOYPa 3a 0000PA6aAHE HA 3AA6/IEHUEMO 30 NAPAeIHA

mvp2osus ¢ MaKuea npooyKmu.

4. Komnemenmnume opzanu Ha 0vpircasama 4ieHKa no MeCMoHaA3Ha4eHue npasam
oocmuvneH 3a oduwecmeenocmma, 6 Hazama OAHHU 3a RPOOYKMume, NOCO4eHa 6
ynen 55, cnucvka na gemepunaprume i1eKapcmeeHu nPOOYKmu, KOUmo ce muvp2zyeam

napajejino 6 masu 0bp9fcaea YJ/ICHKA.

5. Twvp2oeey na edpo, Koiimo ne e npumedcamesl Ha PA3peuieHUeno 3a mvP2oGuUsl,
yeeoomaea npumedcameinsi HA PA3peUieHueno 3a mvp2oGUA U KOMNEMeHMHUA OP2aH
Ha 0bprHcasama YieHKa RO NPOU3X00 3a HAMEPEHUEHO CU 0a OCHLULECM 8564 NAPAleIHA
mbp2osus ¢ 6emepUHaApHUs 1eKaApCcmeeH nPOOYKm 6 ObPiHcasa UieHKa no

MeCmOHA3Hau4ernue.
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6. Bcexu mwpzosey na eopo, Kouimo 6b3Hamepasa 0a 0CbUieCmen8a nApaiena muvp2oeus
¢ 0aoen eemepuHapeH 1eKapcmeeH npooyKm 6 Ovpicasa 4ieHKa no MeCmoHa3Havyenue,

Cna3ea HAl-MAKO C/lIeOHUmMeE 3a0bANCCHUA:

a)  0a npedocmasu 0eKaapayus 00 KOMHEemeHmHUs OP2an 8 ObPHcasama YieHKa no
MecmoHa3Hauenue u 0a npeonpueme noOXo0Auiu MepKu, 3a 0a 2apanmupa, ue
muvposeyvm HaA eOpo 6 ObPIHCABAMA YNEHKA HA NPOU3X00 Uie 20 ObPIHCU 8

meuenue no 6CAKaKeu evnpocu, cévp3anu ¢ d)apmakozzozulmama 60umefmocm;

0)  Oaysedomu npumedricamesis HA PA3PEUIEHUENO 3a MBP2OBUS 8 ObPIHCACAMA
Y/1eHKA N0 MECHMOHA3HAYEHUE 304 6eMEPUHAPHUA T1eKAPCMEEH NPOOYKNL, KOUMO
uie 0voe noiyueH om OvPIHCACAMa YieHKa o NPOU3xXoo, 3a 0a 6voe nycHam Ha
nasapa e owvpircagama UjieHKa N0 MeCMOHA3HAYeHUe, HAlI-MATIKO eOUH mecel,
npeou 0a npedcmasu Ha KOMREMEHMHUA OP2aH 3AA6/1EHUEMO 34 naApalenna

mwvpecoeusa ¢ mo3u 6emepuHapen ieKkapcmeen npoOme;

6)  0a npedcmasu nucmeHa 0eKaapayus 00 KOMREemeHmHUs OP2an HaA ObpIcasama
Y/1eHKA N0 MeCHMOHA3HAYeHUe, Ye NPUMENHCAMEeIAm HA PA3pPeuleHUuemo 3a
mbpeosus 6 OvbpPIHCAGAmMA Y1eHKA N0 MECMOHA3HAYEHUE € Y8e00MEH 8

cvomeemcmeue c Oykea 6), 3ae0HO ¢ Konue Ha Moea yeeodoMieHue;
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2)

9)

0a He MBP2Y8a ¢ 6eMEPUHAPEH IeKAPCHEeH RPOOYKM, KOUMO e OUll usmezien om
nazapa Ha 0vpicasama YieHKa No RPOU3X00 UL HA OBPHCABAMA YIEHKA NO
MeCcmoHa3Hauenue nopaou NPUYUHU, C6bP3AHU C KA4eCnmeomo, 6e3onacnocmma

unu epukacnocmma;

o0a cvoupa npeononazaemu HeONAZONPUAMHU PEaAKUUU U 0a 2U CbOOWAsa HA
npumesicamens Ha pa3peuienuemo 3a mvp2oeus ¢ NApaNeIHo mbpeyeaHus

6emepuHapeH 1eKapcmeen npooyKm.

7. Kvm nocouenusn ¢ napazpagh 4 cnucvk ce npunaza cieonama unpopmayus no

OMHOUWICHUE HA 6CUUKU 6emMEPUHAPHU JIEKAPCMEEHU npodykmu:

@) HAUMEHOBAHUE HA 6emePUHAPHUME J1eKAPCMEEHU RPOOYKMU;

0) aKkmueHnu eewjecmea;

6)  apmayeemuunu gpopmu;

2)  Klacugukauyusa na eemepuHaprHume 1eKapcmeeHu npooyKmu 6 0vpicasama
Yj1eHKa no MeCmOHA3HaAYeHue;

0)  HOMep Ha pa3peuieHUuemo 3a mbvP206Us ¢ 6emePUHAPHUmMe J1eKapcmeeHu
HPOOYKMU 6 0bPIHCABAMA YIAEHKA NO NPOU3X00;
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e) HOMeEp Ha paspeuiernuenmo 3a mbvpecoeus ¢ 6emepunaprnume j1eKapCcmeenu

npooykmu 6 Obpofcaeama YJ/ICHKA nO MeCMOHAaA3Hau4eHue,

JoHe)  ume unu pupma u ROCMOAHEH adpec Uau pecucmpupano MACHMoO HA CIMONAHCKA
O0eliHoCm Ha mbpP2o6eya Ha eopo 6 ObPHCABAmA YaeHKA NO NPOU3X00 U HA

mwvpecoeeua Ha eopo 6 01zpofca3ama YJICHKA NO MeCmMOHA3Ha4eHue.

8. Hacmwm(uﬂm UjleH He ce npuiaza 3a eemepunaprume j1eKkapcmeenu npodylcmu,

paspeuienu no YeHMPAIUIUPAHAmMa nPoyedypa.
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Pazgen 2

Tovprosus Ha aApeOHO

Yien 103

T"bpl"OBI/IH Ha z[pe6H0 C BCTCpUHAPHU JICKAPCTBCHHU IIPOAYKTH U BOJACHC HA NOKYMCHTALIUA

1. IIpasunama 3a mypzosuama Ha 1peOHO C BETEPUHAPHHU JICKAPCTBEHH MIPOIYKTH CE
onpedensam ot | marmonannoro npaso, oceen ako ¢ nacmoswus peznamenm ne e

npeoeuoeno opyzo.

2. be3 oa ce 3acaza unen 99, napazpagh 4, mvpeosyume na opeono Ha éemepunapHu
JleKapcmeenu npoOyKmu ce CHapOA8am ¢ 6emMepPUHAPHU 1eKAPCMEEHU NPOOYKMU CAMO

om npumesicameniume Ha paspeuienue 3a movp2coeus Ha edpo.

3. Tbproeuute Ha APeOHO C BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH BOAST MOAPOOHA
JIOKYMEHTAIMs, KaTO 3a BCSKA MPAHCAKYUA ¢ BETEPUHAPHU JIEKApCTBEHU IPOAYKTH, 3a
KOumo ce u3ucKkea 6emepunapHa peyenma cvenacHo uien 34, otoens3par ciaenHara

UHpOpMaLs:

a)  Jara Ha TpaHCAKIMITa,;
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0)

HAaNMCHOBAHUC Ha BETCPUHAPHUA JICKAPCTBCH IMPOAYKT, 6K1I0UUmMeEnno, ako e

uenecvodpasno, hapmayesmuynama my popma u KOHUeHmpayus;

B)  IAapTHUJIEH HOMED;

T) MOJTYYEHO MJTH JJOCTAaBEHO KOJIMYECTBO;

1) ume unu pupma u ROCMOAHEH aopec Uiu PecUCmpPUpPano MAcmo Ha CMONAHCKA
OeliHocm Ha IOCTaBUYMKa — TIPH MOKYITKA, WK Ha TOJIydaTesis — MPHU Mpoiaxoa;

e) VM€ U OaHHU 3a 6PBb3Ka HA TIPEANUCAINS MPOAYKTa BETEPUHAPEH JIeKap U
EK3EMILISIP OT 6emepuHapHama PELenTaTa, KO2amo e yeaecboopasHo;

JHC) HOMep Ha pazpeuieHuemo 3a mvpP2oeus.

4. AKo Ovpircagume uneHKu cuemam moea 3a HeodX00umMo, me mo2am 0a U3UCKEAm om

mupeosyume Ha OpedHO 0a 6005M NOOPOOHA OOKYMEHMAUUA 34 6CAKA MPAHCAKYUA C

eemepuHapru jl1eKapcmeenu npodykmu, 34 KOumo He ce U3UCKea éemepuHapHa

peuenma.
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Haii-manko BeJHBK TOUIIIHO THPTOBEIIBT HA APEeOHO MPOBEKIA MOAPOOHA
WHBEHTApU3alUs U ChIIOCTABS ONMUCAHUTE MOCTHIININ U U3HECEHN BETEpUHAPHU
JIEKAPCTBEHH MPOAYKTH CHPSAMO CKJIAIOBUTE HAJTUYHOCTU. BCUUKM yCTaHOBEHU
HECHbOTBETCTBUS Ce 3anucBar. Pezyimamume om noopodnama uneeHmapu3ayus u
JIOKYMEHTALUATa, HOCOUEHA 6 napazpag 3 om Hacmoauwua YieH, ce CoXpaHa8am Haii-

MAJIKO nem TOAWHU 34 HUHCIICKIUA OT KOMIICTCHTHUTE OPraHu B CbOTBETCTBUC C YJICH 123.

Jvporcagume unenku mozam 0a Ha1azam ycious, 000CHOGAHU OmM CbOOPAIHCEHUA 3a
3auuma Ha 0duwecmeenomo 30pase U 30pageno Ha HCUeOmHuUme Uiu Ha OKOIHama
cpeoa, no omHouieHue Ha MvP20sUAMA Ha OPeOHO HA MAXHA MEPUMOPUA ¢
6emepuHapHu 1eKapcmeeHu nPOOyKmu, NPU NOA0HCEHUE e me3u Yciaoeus ca

c1;06pa3eHu ¢ npasomo Ha Cuwvio3a u ca nponopuyuonainu u Heduaq)umunauuouuu.

Yien 104

[Tponaxx6a ot pa3cTosiHKE Ha IpeOHO HA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTU

Jlumara, Ha KOUTO € pa3pelleHo Jia JIOCTABAT BETCPUHAPHU JICKAPCTBEHH MPOIAYKTH B
cboTBeTcTBUE ¢ WwieH 103, maparpad 1 oT HACTOSIIUS PErjiaMeHT, MOTaT Jia Tpeiarat
BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, KaTO U3IMOJ3BAT YCIYIUTC HA I/IH(bOpMaHI/IOHHOTO
obmectBo o cmuchiia Ha Hupextusa (EC) 2015/1535 na EBponeiickust mapiamMeHT U Ha
CnBera’!, Ha PU3MUECKH U IOPHANYECKH JUIA, ycTaHOBeHH B CHI03a, IPH YCIOBHE Y€ 3d
me3u BeTepUHAPHU JIEKAPCTBEHU MPOAYKTH He ce U3UCKEA 6emepuHapHa peyenma
cv2nacHo nen 34 om nacmoawjua peziamenm u ye me OTTOBApAT HA U3UCKBAHUATA HA
HACMOAWUA PecaMeHm U NPUTLOHCUMOMO NPAGO HA TbPKaBaTa YWICHKA, 8 KOAMO

eemepunapnume jieKapcmeenu npooyKmu ce npooagam Ha opeoHo.

31

Hupextua (EC) 2015/1535 na EBponetickus napiameHnT U Ha CbBeTa OT 9 cenreMBpH
2015 r., ycraHoBsBaIlla MpoIiieypa 3a NpeaocTaBsiHeTo Ha nHpopmanus B chepaTa Ha
TEXHUYECKUTE PETJIAMEHTH U TIpaBujIa OTHOCHO YCIyTrUTe Ha HH()OPMAITMOHHOTO
obmectBo (OB L 241, 17.9.2015 r., cTp. 1).
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2. Upes depozayusn om napazpagh 1 om nacmoawyusa uieH, Ovpircagume YieHKU MoxHce 0a
paspewiam Ha 1uya, KOUMO RPUMENHCABAm paspeuieHue 0a 00CmagaAnm eemepuHapiu
aekapcmeenu npooykmu 6 cbomeemcmeue c 4aen 103, napazpag 1, oa npeonazam
6emepuHapHu 1eKapcmeenu npooyKmu, 3a KOUmo ce U3UCKeda 6emepuHapHa peyenma é
cvomeemcmeue ¢ unen 34, nocpeocmeom yciyeu Ha UHGOPMAYUOHHOMO 00ULEeCmE0,
npu yciosue ue 0bprHcasama 4ieHKa e OCUZYPUIa CUZYPHA CUCIEMA 34 MAKUea
oocmaexu. Taxkoea paspeuienue ce 0asa camo Ha 1uya, yCMAHO8EHU HA MEPUMOPUAMA
Ha cCbomeemHama OvbPIHCABA YNEHKA U 00CMABKAMA ce U36bPUIEA CAMO HA HEllHA

mepumopus:i.

3. Jvporcasama unenka, nocouena 6 napazpag 2, ocuzypsasa 6veexicoanemo Ha
adanmupanu MepKu, KOUMmo 0a 2apanmupam, ye U3UCKEAHUAmMA, C6bP3aAHU C
Hanuuyuemo Ha 6emepuHapHa peyenma, ce CnA3eam npu 00CMAageKume ype3 yciyeu Ha
UHGOpMaAUUOHHOMO 00Uecmeo, u ygeoomaesa Komucuama u opyzume 0vporcagu
YjleHKU, AKo U3noJ3ea oepozayuama, nocodena 6 napazpag 2, u npu nHeooxooumocm cu
compyonuuu ¢ Komucuama u opyecume 0vpotcasu 4ieHKu, ¢ yel u30426ane Ha 6CAKAKGU
Hedicenanu nocieouyu om maxkuea oocmagku. /{opocasume 4ieHKu yCmano8a6am
npasua 3a NOOX00AWU CAHKYUL, 34 04 2APAHMUPAM CRA38AHEMO HA npuemume

HAUUOHAJIHU npasujid, 6KIIOYUME/IH0 npasujia 3a OMHeEMAane Ha maKuea paspeuienusl.
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JTuyama u oeitnocmume, nocouenu ¢ napazpagu 1 u 2 om nacmoawus unen,
noonexcam Ha KOHMPO.a, nocouen 6 uieHn 123, om komnemenmuusa op2amn Ha

Ovporcasama 4ieHKd, 8 KOAmo e yCmanoeen mupzoseyvm Ha OpedHo.

5. OcBen nHdopMmanusiTa B CbOTBETCTBUE C M3UCKBAHUATA Ha WieH 6 oT JlupekTuBa
2000/31/EO na EBponeiickus mapnament u Ha ChBeTa’? moupzoeyume na opebno, KOUTo
npeziaraT BeTepUHAPHH JIEKAPCTBEHU IPOAYKTH HOCPEOCHEOM yciyzume Ha
UHGOPpMAUUOHHOMO 00UECME0, NPEOOCMABAM HAN-MAIIKO C1eOHama uHpopmauus:

a)  JaHHM 32 BPB3Ka C KOMIIETEHTHHS OpPTaH B AbprKaBaTa 4IEHKa, B KOSITO € YCTAaHOBEH
TBProBEIbT HA IPeOHO, TIpeAIarail BeTepuHApHH JICKapCTBEHH MTPOIYKTH;

0)  eJeKTpoHHA Mpernparka KbM yebcaiiTa Ha IbpKaBaTa 4ieHKa, B KOSITO € YCTAaHOBEH
THProBEIbT, Ch3/a/ICH B CbOTBETCTBUE C Maparpad 8 oT HACTOSIIUS YJICH;

B)  00IIOTO JIOTO, Ch3/1aJICHO B CHOTBETCTBUE C Maparpad 6 OT HACTOSIIUSA YJIeH, SICHO
1M300pa3eHo Ha BCsSIKA CTpaHUIla OT yebcaiiTa, CBbp3aHa ¢ mpeiaraHeTo Ha
mpoJaxk0a OT Pa3CTOsSHUE Ha BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH I U €JIGKTPOHHA
nperparka KbM BIHCBAHETO HAa ThProBella B CIUCHKA HA ThProOBIUTE HA ApeOHO, HA
KOUTO € IIPEIOCTaBEHO pa3pelleHne, NocoueH B naparpad 8, OykBa B) OT HaCTOSALIUS
YJIeH.

32 Jupektusa 2000/31/EO na Esponeiickus napiaament u Ha Chera ot 8 rouu 2000 T. 32
HSIKOM MTPAaBHHU acCleKTU Ha YCIYruTe Ha HH(OPMAIIMOHHOTO OOIIECTBO, U MO-CIIEI[HATHO
Ha eJICKTPOHHATA ThPrOBUs Ha BhTpeNTHus na3ap ([JupexkTrBa 3a enexkTpoHHATa THPTOBHS)
(OB L 178, 17.7.2000 r., ctp. 1).
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6. Komucusita cp3naBa 00110 J10T0, ChIIacHo naparpad 7, pa3rno3HaBaeMo Ha IsuaTa
teputopus Ha Chro3a, KOETO ChIICBPEMEHHO TTO3BOJISIBA J1a CE MTO3HAE Ibp)KaBaTa YICHKA,
B KOSITO € YCTAaHOBEHO JIMIIETO, TIPeJIaramio mpoiaxkda oT pa3cTOsIHUE Ha BETCPUHAPHU
JEKapCTBEHU MPOAYKTH I . JIoroTo sicHO ce n300pa3siBa Ha yeOcalToBeTe, Mpeiaramu

npojax0a OT pa3CTOSHUE Ha BETEPUHAPHU JIEKAPCTBEHU IIPOAYKTH.

7. Upes akToBe 3a n3nbiaHenne Komucusita npuema rpaguuHust MpoekT Ha 00IIOTO JIOTO,
nocoueno 6 napazpag 6 om nacmoawua ynen. Te3n akTOBE 32 U3ITBIHEHUE CE TIPUEMAT B

CBHOTBETCTBUE C MpOILIelypaTa Mo pa3riexaane, mocoueHa B wieH 145, maparpad 2.

8. Bcesika npprkaBa uieHka ch3aBa yeOcaiT 3a mpogax0a oT pa3CTOSIHUE Ha BETEpUHAPHU

JIEKapCTBEHM IPOAYKTH, HA KOUTO C€ IIOCOYBA HAN-MAaJIKO CJIIEHOTO:

a)  uH(OpMAIUs 3a MPUIOKUMOTO HAIIMOHAIHO MTPABO OTHOCHO MPE/JIaraHeTo Ha
pojak0a OT Pa3CTOSTHUE HA BETCPUHAPHH JICKAPCTBEHH MTPOTyKTH I IOCPEICTBOM
yCIIyruTe Ha HH(QOPMAITMOHHOTO OOIIECTBO 6 chomeemcmeue ¢ napazpagu 1 u 2,
BKIIFOYMTEITHO HH(OpMAITHS, Y€ MEXy OTIACITHUTE AbPIKaBU YWICHKH € Bh3MOXHO J1a
CBIIECTBYBAT PA3JIMYKsi OTHOCHO KJIaCU(UKAIMITA HA BETEPUHAPHUTE JICKAPCTBECHH

IMPOAYKTH 3a HCIUTC Ha JOCTaBKaTa,
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6) wuHpOpMaIus 32 00IOTO JOTO;

B)  CIIMCHK HA THPTOBIUTE HA APeOHO B CHOTBETHATA AbPKaBa WICHKA, HA KOUTO €
MPEJOCTaBeHO pa3pelieHue Ja Mpearat npoaaxoa oT pa3cTOsIHUE Ha BETEpUHAPHU
JIEKapCTBEHH MPOIYKTH I MIOCPEACTBOM yCIyTUTE Ha HH()OPMALIMOHHOTO OOILIECTBO

B ChOTBETCTBUE C napazpaghu I u 2, v agpecute Ha TEXHUTE yeOCalTOBE.

9. AreHnusTa ch3aBa yedcait ¢ nnhopmanus 3a oouioro noro. Ha yeGcaiita Ha AreHuusra
W3PUYHO CE ITOCOYBA, e yeOcalToBeTe Ha IbPIKABUTE WICHKH ChIBPKAT HHPOPMAITUS
OTHOCHO JIMIIaTa B ChOTBETHATA JIbPKaBa YICHKA, HA KOUTO € IPEIOCTAaBEHO Pa3peIICHHE
Jla mpejJiarar npojax0a oT pa3cTosIHUE Ha BETEPUHAPHH JIEKAPCTBEHH MPOYKTH

I noCcpeACTBOM YCIYIrUTC HA I/IH(i)OpMaI_II/IOHHOTO O6H.I€CTBO.

10. Ot choOpakeHUs 3a 3alMTa Ha OOIIECTBEHOTO 3/IpaBe AbPKABUTE WICHKH MOXKE J1a
HayaraT yCJIOBUS OTHOCHO THPrOBUSTa HAa IPEeOHO HA TSIXHA TEPUTOPUS C 6emePUHAPHU
Jlekapcmeenu NPOAYKTH, KOUTO Ce MpeJiarar 3a npojaxo0a oT pa3cTosHue I MIOCPEJICTBOM

yCIIyruTe Ha HHGOPMAIIMOHHOTO OOIIECTRO.

11. Yeocaiimoseme, cvzoadenu om ovpicasume unenku, coOvpIHCam e1eKmMpoHHA

npenpamka Kvm yedcaiima na Azenyuama, cb30a0eH ¢ cbomeemcmeue c napazpag 9.
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L

Yien 105

BerepunapHu peuentu

Bemepunapna peyenma 3a anmumuKkpoonu n1ekapcmeenu npooyKmu 3a

Memaghunakmuka ce uzoasa camo cied OUACHOCMuUUUpane Ha UHPeKyuo3na borecm om

eéemepuHnapeH nexap.

2.

Bemepunapnusam nexap mpaoea oa moice 0a 000CHO8e U30ABAHEN O HA 6eMEPUHAPHA
peuenma 3a AHMUMUKDPOOEH J1eKapcmeeH npooyKm, 0COOEeHO 3a MemaghuiaKkmuKa u 3a

npoghunakmuka.

Bemepunapna peuenma ce uzoasa camo cned KiuHuuen npezineod uiu opyza no0OXooaua
OUEeHKA HA 30PAGHUA CHANMYC HA HCUBOMHOMO WU 2PYRAMA HCUBOMHU OM

6éemepunapeH nexap.

Upe3 oepozauusa om unen 4, napazpagh 33 u napazpagh 3 om nacmosawus uieH,
0bPIHCABA YNIEHKA MOJice 0a Pa3peliu U30a6aHemo Ha 6eMeEPUHAPHA PeUenma om
npogecuonanucm, paziuyuen om 6emepuHaper aeKkap, Keaiuguuyupan oa u3oasa
peuenmu 6 CbOMEemMcmeue ¢ NPUIOHCUMOMO HAYUOHATHO NPAGO KbM MOMEHMA HA
énu3ane 6 cuna Ha Hacmoawiua pecnamenm. Takuea peyenmu ca 6anuOHU camo 6
couama OvPiHCasa YieHKa U ¢ max He Modce 0a ce npeonuceam aHmMuMUKpOOHU
JleKapcmeenu npooyKmu u Opy2u 6emepuHapHu 1eKapcmeenu npooyKmu, 3a KOumo e

Heo0xX00uMma OuazHo3a om 6emepuHapeH nexap.
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Bemepunapuu peyenmu, uzoadenu om npogecuonanucm, paziuien om eemepunap, ce

npunazam mutatis mutandis 3a napazpagu 5, 6, 8, 9 u 11 om nacmosawgus unen .

S. BerepunapHara perienTa cbabpka Hail-MaJIKO CICJHUTE €IEMEHTH I :

a)

0)

)

I/IIIGHTI/I(bI/IKaI_II/IH Ha TPETUPAHOTO KMBOTHO UJiU mpemupanume cpynu 3xCuomHu,

ITBJIHO UM€ Ha COOCTBEHUKA HAa KUBOTHOTO HJIN JKUBOTHOBB/JA U JAHHU 34 BPBH3KaA,

JaTa Ha U3aBaHC,

II'bJIHO UMC ¥ JaHHHU 34 BPb3Ka HA 6emepunaprus jiekap, 6Kjio4umejilino

npod)ecuonaﬂnuﬂ HOMED, AKO € HAJIUUCH

moAIIMC NI CKBUBAJICHTHA CIICKTPOHHA d)opMa Ha I/IILGHTI/I(l)I/IKaIII/IFI Ha

eéemepuHapHus aexkap;

HaAaNMMCHOBAHUC HaA NPCAIIUCAHUS JteKapcmeéer NIPOAYKT, 6K/IIOYUMETIHO HaA

Hezoeume aKkmueHu eeuiecmea,

(dapmaiieBTUUHA pOpMa U KOHUEHmMPayus;

npebnucauomo KOJIHUYCCTBO U/iu 6])0}1 Ha OonakKoeéKkume, 6Ki104Uumesino pasmepa Ha

onakoexkamas;
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M)  PEXUM Ha JO3UPOBKA;

fI) 3a HCUGOMUHCKU eudoee, Om2nexncoanu 3a np0u3800cmeo Ha xXpanu, KAPCHTHUAT

CPOK, 00puU U mo3u cpoK 0a e Hy1a OHU;

K)  BCHUYKHU I MIPEYNPEKIACHUS, KOUMO ca He0OX00UMU, 3a 04 ce 2apanmupa
npaguinama ynompeoda, 6KAI0UUMENIHO, KO2ANO € YMEeCHHO, 0a ce 2apanmupa

PAazyMHama ynompeoa Ha AHMUMUKPOOHU CPeOCmea;

J)  aKo JICKapCTBEHHUSAT MPOAYKT Ce MPEANICBA 8 cCbomeemcmeue ¢ unenose 112, 113 u

114, nosicHeHHE, B KOCTO TOBA CE 3a5IBIBA;

M)  aKo jekapcmeeHusam npooyKm ce npeonucea cbomeemcmeue c uiern 107,

napazpaghu 3 u 4, noacnenue, 6 Koemo moesa ce 3asneaad.

6. I [Ipeanucanoro I KOJIMYECTBO Ha JIEKAPCTBEHU NIPOAYKTU Ce 02PAHUYA8d 00
KOJIMYECTBOTO, HEOOXOAMMO 3a CbOTBETHHS Kypc Ha JieueHue uiu tepanust. o ce
OMHACA 00 AHMUMUKPOOHUmME JIeKAPCMEEHU RPOOYKMU 34 MEMAapuIaKmurKa uiu
npogunakmuka, me ce npeOnuceam camo 3a 0ZpaHuieH cpok, KOiumo noKpuea nepuooa

Ha PUcK.

13328/18 eik/IA/tg 246
IMTPUJIOXXEHUE GIP.2 BG



7. Berepunapuure peuentu, uzoadenu é cbomeemcmeue ¢ napazpag 3, ce npu3HaBaT Ha

s1j1aTta TCPUTOPHA HA Crr03a. I

8. Upes akmoege 3a uznvanenue Komucuama moosnce oa onpedenu oopazey na gpopmam 3a
U3UCKBAHUAMA, ONPedeNleHU 6 napazpag) 5 om nacmoswgun uieH, KOUMo Coul0 Moxyce
0a ce npedocmass 6 enekmponen eud. Tezu akmoese 3a usnviHeHue ce npuemam

cvomeemcmeue ¢ npoyedypama no paszenexcoane, nocoueHna ¢ unen 145, napazpagp 2.

9. Ilpeonucanuam nexkapcmeen npooyKm ce 00CmMags 8 CbOMeEen cmeue ¢ RPUIOHCUMONO

HAUUOHAIHO npPAeso.

10. Bemepunapna peyenma 3a nekapcmeenu npooykmu ¢ GHmMUMUKpoOHo oelicmeue e

8AIUOHA Nem OHU OM 0amama Ha HEUHOmMOo u3oaeéarne.

11. B oonvanenue Kbm u3ucKkeanuama, NOCOYEHU 6 HACHMOAUWUA UIeH, ObPIHCABUME
Y1eHKU Mo2am 0a onpeoesim npasuna 3a 600eHeno Ha 0OKyMeHmayus 3a

6éemepuHapHume JieKapu nPpu U30A8aHemo Ha 6eMeEPUHAPHU Peyenmu.

12. Hezaeucumo om unen 34, gemepunapen nexkapcmeen npooyKkn, 3a KOUmo ce u3ucKkea
6emepunHapHa peyenma cb21acHo NOCOYEHUA YleH, MOMce 0a Ce NPUNLONHCU OM CAMUS
eéemepunapen jiekap JUYHO 0€3 eemepunapna peyenmad, 0C6eH aKo RPUILOHCUMOMO
HAUUOHATIHO NPAGO He npedsudcoa opyzo. Bemepunapnusam nexkap oou
O0OKyMeHmayusa Ha maxKoea JTUYHO npuiazane 6e3 peyenma é Cb0Meemcmeue ¢

RPUTOHCUMOMO HAUUOHAIHO RPABO.
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Pasnen 3

Ynorpeba

Yien 106

VYnorpeba Ha Jiekapcmeenu POTyKTH

1. BeTepI/IHapHI/ITe JICKApCTBCHU IMPOAYKTH CE€ U3II0JI3BAT B CbOTBETCTBUE C YCJIOBUATA Ha

paspC€IiCHUCTO 3a TbPTOBUA.

2. Ynompebama na éemepunapnu nekapcmeenu npooyKkmu é CbOmeemcmeaue ¢

Hacmoawua pazoen He 3acaza yienose 46 u 47 om Peznamenm (EC) 2016/429.

3. JIbpKaBUTE YWICHKU MOIHce 0a OTIPEACIAT NPOLENYPUTE, KOUMO Cuumam 3a Heodxooumu

3a usnwvianenuemo Ha aienose 110-114 u 1 16' ;

4. ﬂbpofcaeume HYJICHKU MO0Jice, AdKO moea e HAONEIHCHO 0606’1—!08(1H0, oa eé3emam peuienue

3a npujiacane Ha eemepunapriu ieKkapCcmeeHu npodyxm camo om eemepunaper jexkap.
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5. Hnakmueupauume UMYHOI02UYRU 6eMEPUHAPHU J1IEKAPCMBEHU npooykmu, nOCO4Y€HU 6
Ujen 2, napazpm[) 3, ce usnoJjizeam npu 3HcueomHume, NOCO4YeHU 6 couiusa 4jieH, camo
npu u3Kjirouumesnu oﬁcmwlmeﬂcmsa, 6 cCbomeemcmeue c eemepuHapHa peuenma, u
AKO HAama paspeuiern UMyHOo/10c2u4eHn 6emepunaper j1eéKapcmeen npodylcm 3a euooseme

HCUGOMHU, 3d KOUMO € npednamauen npodykmbm, U 34 noKasanuemo.

6. Komucuama npuema denezupanu akmoae, 3a 0a OONbJIHU HACHMOAWUA YleH, KO2AMO €
Heo0x00umo, 6 coomeemcmeue ¢ unen 147, Koumo Kkamo ycmanoeaea npasuia
OMHOCHO NOOX00AWUMe MEPKU 34 2APAHMUDPAHe HA eheKmugHama u 6e3onacHa
ynompeoa Ha éemepuHapHume jieKapcmeenu nPOOyKmu, pa3peuienu u npeonuceanu 3a
npuiazame npe3 ycmama no HAYUHU, PA3TUYHU OM yRompedama um noo popmama na
MeOUuKameHmo3Hu Qyparcu, Kamo HaAnpumep cmecéane Ha 600d 3a NUEHe C
6emepuHapHus 1eKapcmeer RPOOYKm Uil cMecéane Ha PbKa HA 6emepuHapeH
JleKkapcmeen npooyKm ¢ Qhypaica, u 0a8aHemo my om HCUeOMHO8b0A HA HCUBOMHUME,
omenexcoanu 3a npouszeo0cmeo nHa xpanu. Ilpu npuemanemo na me3u denecupanu

akmoee Komucusama ezema nped&uo HAYYHOmMO cmaHosuuie Ha Azenuu;zma.
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Ynen 107

Ynompeoa na anmumukpoonu nekapcmeenu npooykmu

L AHMUMUKPOOHUmMe leKapcmeenu npoOyKmu He ce NPUiazam PymuHHo U He ce
U3N0136aM 30 KOMNEHCUPAHEe HA J10UWA XUSUEHA WU HA HEN00X00AW0 0meiexcoane,

Junca na cpuicu ujiu J10uio ynpaejileénue Ha Cmonancmeomo.

2. AHMUMUKpoOHUmMe 1eKapcmeenu npoOyKmu He ce U3noJ136am 3d yCKopseane Ha

pacmesrica uiu yseiunuaeane Ha ooousa.

3. AHMUMUKPOOHUmMe NeKapcmeenu npooyKmu He ce U3no3eam 3a npoguiakmuxa,
0CBEH 6 UKIIOUUMETHU CTIYYal, 3a NPUIA2aHe HA OMOEIHO HCUBONHO UNIU HA
0Zpanu4en Opoil HcugoOmMHU, KO2amo PUCKvm om uH@eKyua uiu uHpekyuosna dorecm

€ MHO020 6UCOK U UMA 8€POAMHOCH ROCeouyume 0a 6v0am cepuo3Hu.

B makuea cnyuau ynompedbama na anmuduomuuHu 1eKkapcmeeHu npooyKmu 3a
npogunakmuka ce 02panuuaga 00 RPUIAZAHEMO UM CAMO HA OMOETHU HCUGOMHU, NPU

ycnosuama, nocouenu ¢ napazpag 1.
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4. AHmMuUMUKpooHume 1€Kapcmeenu npoOyKmu ce U3no3eam 3a MemauiaKkmurka camo
Ko2amo pucKvm om pasnpocmpanenue Ha uHgekyusn uiu na ungekyuosna donecm
2PYRa HCUGOMHU € GUCOK U KO2AMO He CbuleCmeyeam Opy2u no0Xo0auu aimepHamusu.
Jvporcasume unenku mozam 0a nPe0OCmMasAn HACOKU OMHOCHO MAKueéa opyzu
nOOX00AWU AITMEPHAMUBYU U AKMUBHO NOOKPENAM PA3PAGOMEAHEN o U RPULAZAHEM O
Ha HACOKU, KOUMO 0ONPUHACAM 3d PA30UPAHEno HaA PUCKOsUme (hakmopu, c6bp3anu ¢

Memm[)uﬂakmuka, U 6Kjlroueam Kpumepuu 3a HellHomo 3anoueane.

5. Jlexapcmeenume npooykmu, cvb0vprcauiu onpeoeieHume aHmuMUKpooOHu cpeocmaea,

nocouenu 6 unen 37, napazpag 5, He ce uznonzeam ¢ coomeemcmeue ¢ uaenoee 112,

113 u 114.

6. Upe3 akmoee 3a u3nviaHeHue U 63eMailKu npedsud HayuHo000CHO8AHAMA NPENOPLKA

Ha Acenyuama, Komucuama onpedensa anmumukpoonume cpeocmaed, KOumo:

a) He ce uznonazeéam 6 coomeemcmeue ¢ unenoee 112, 113 u 114; unu

0) ce usnonzeam 6 coomeemcmeue c 4aenoee 112, 113 u 114 camo npu onpeoenenu

ycnosus.
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Hpu npuemanemo Ha maKueéa akmaoee 3a u3nvjinenue Komucuama ezema npe()eud

clleOnume Kpumepuu:

@)

0)

9)

PUCKoseme 3a 30pasemo Ha HCUBOMHUME WU 00U eCMEEeHOmo 30pase om
ynompeoama Ha AHMUMUKPOOHU cpeOcmea 6 cvomeemcmeue ¢ unenoee 112, 113

ulld;

puckoeeme 3a 30pa3em0 Ha sifcueomnuume ujiu 06mecm3euom0 30pa3e, aKo ce

pazeue aHMUMUKpPOOHA pe3ucmeHmHocn;
Hanuyue Ha Opy2u Memoou Ha jleYeHue HaA HCUGOMHUme;
Hanuyue Ha Opy2u cpeocmed 3a AHMUMUKPOOHO JleueHue npu 406eKd;

ompaiicenue 6bpxy axKkeaxKyimypume u CeiCKomo Cmonancmeo, aKko 3acecnamomo

HCUBOMHO He DbOe N1eKYBAHO.

Te3u akmoee 3a uznwvinenue ce npuemam 6 cCoomeemcmeue C npouedypama no

paszeneixcoane, nocouena ¢ unen 145, napazpag 2.

7. vporcasa unenka moice 0OnNvAHUMENHO 04 OZPAHUYY UAU 04 3a0panu ynompedama Ha

HAKOU anmumukp06nu cpe()cmaa npu I CU6OMHU HaA ceoama mepumopus, aKko

npuiacanemo Ha maxkuea aumumukpoﬁuu cpedcmea HaA JHCUGOMHU npomueopevu na

HAYUOHATHAMA NOJTUMUKA 3d PA3YMHA YROMPeda HA AHMUMUKPOOHU cpedcmaéa.
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8. Mepkume, npuemu om Ovprcagume 4ieHKU 6b3 OCHO8A Ha napazpagh) 7, mpadea oa

0voam nponopuUOHAIHU U 0OOCHOBAHU.

9. Jvporcasume unenxku ungpopmupam Komucuama 3za cuuku mepKu, npuemu om msax

63 0cHosa Ha napazpagh 7.

Ynen 108
Bonene Ha qokyMeHTaIusi OT COOCTBEHUITUTE HA KUBOTHH, OTIIC)KIAHH 32 POU3BOJICTBO HA

XpaHu, U )KUBOTHOBBAUTEC

1. CO6CTB€HI/IIII/ITC Ha JXUBOTHHU, OTIJICIKAAHU 3a IIPOMU3BOJACTBO HA XpaHU, HJIU — B
CJIY4auTe, KOraTo JXUBOTHHUTC HC CC OTIJICKAAT OT TAX — KMBOTHOBBAUTC BOJAT
JAOKYMCHTAaIN U 3a U3IOJI3BAHUTC OT TAX JieKapcmeernu NMPOaAYKTHU U aKO € IIPUIIOKUMO,

ChbXpaHABaAT CK3CMILLAP OT BETCPHUHAPHATA PCUCIITA.

2. Jlokymenmayuama, nocouena ¢ napazpag 1, éxniousa:

a) JaTta Ha nvpeomo Npujiaranc Ha Jjiekapcmeenusa NMPoOaAYKT Ha HcUeOmMHuUme;

0) HaMEHOBAaHUE HA JIeKAPCMGEHUA TIPOTYKT;

B) MPHJIOKEHO KOJIMYECTBO OT JIeKAPCMEEeHUA IPOAYKT;

F) NUMCE HUJIN CI)I/IpMa H IIOCTOAHCH aApeC NI MACTO Ha CTOIIAHCKA JIEHHOCT Ha JOCTaBYHKa,
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0) 0oxazamencmeo 3a npudoOUBaHe HA 1eKAPCMEEHUS NPOOYKM, KOUMO U3N0A36aM;
€) MICHTU(HUKALUSI HAa TPETUPAHOTO KUBOTHO WU ZPYRA HCUGOMHU,

)K) HMC U JaHHU 34 BPpBb3Ka Ha U3aaInsd peuenTara BETCPpUHAPCH JICKAp I , AKO e

RPUTIONHCUMO,
3) KapenmeH cpokK, 00pu U mo3u cpokK 0a e Hy1a OHU;
u) HPOOBANHCUMETTHOCI HA JICYEHUEmO;

3. AKo ungopmayuama, 3a Koamo mpaoea 0a ce 600U OOKyMeHmMauus é CbOmeencmaue ¢
napazpagh 2 om nacmoauwusa uieH, eeue e HAIUYHA 8 eK3EMNIAPA OM 6emepuHapHama
peuenma, 6 00OKyMeHmayuama, 600eHa 6 CHLONAHCMEOMO UIU — KO2AMO CMAaga 6bnpoc
30 e€OHOKONUMHU JHCUGOMHU — € 3ANUCAHA 8 YHUKATIHUA 00HCUBOMEH
uoeHmuukayuonen 0OKymeHm, nocouen 6 unen 8, napazpag 4, ne e Heodxo0umo ms

0a ce 0OKyMeHmupa omoesiHo.

4. vporcasume unenku mozam oa onpeoenam 0ONbIAHUMETHU USUCKEAHUS 3d 600€HEMO
Ha 0OKymenmauyus om cooCcmeeHuyume U CIMONAHUmMe HA HCUGOMHU, OM2TIEHCOAHU 34

npou3600CmMeo Ha XpPauu.

5. Nudopmanusara B Ta3u JOKYMEHTAIMS CE ChXpaHsIBa Hall-MaJIkO nem TOJIMHU 32

HHCIICKOUA OT KOMIICTCHTHUTC OpTaHH B CbOTBETCTBUEC C YJICH 123.

13328/18 eik/IA/tg 254
IMTPUJIOXXEHUE GIP.2 BG



Ynen 109

3aovascenus 3a 600eHe HA 0OKYMEeHMAayus npu eOHOKONUMHUME HCUBOMHU

L Komucuama npuema denezupanu akmoee 6 coomeemcmaeue ¢ uinen 147, 3a oa oonvinu
HACMOAWUA PecTIaMEHN, O OMHOUIEHUE HA CHOBPHCAHUEMO U hopmama Ha
uHpopmayuama, Heodxoouma 3a npunazanemo na uien 112, napazpagh 4 u unen 115,
napazpag 5 u, Koamo mpavea 0a ce cvOBPIHCA 8 YHUKATIHUA 00HCUBONEH

uoeHmupukayuonen 0OKymeHm, nocouen 6 unen 8, napazpag 4.

2. Komucuama upe3z akmoege 3a u3nvineHue yCmanoeasa hopmynapu oopazuu 3a
eveelcoane Ha unopmayuama, Heobxoouma 3a npunazanemo Ha unen 112, napazpagh
4 u unen 115, napazpagh 5, koamo mpaodea oa ce cvObLPIHCA 8 YHUKATHUA O0HCUBONEH
uoenmugukayuonHen 00OKymenm, nocouen ¢ unen 8, napazpag 4. Tesu akmoee 3a
U3NBIIHEHUE Ce NPUEMAant 8 CbOMeEencmeue ¢ nPoyedypama no pasz2iexcoane, oco4eHa

6 unen 145, napazpagh 2.
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Yien 110

Ynorpeba Ha UMYHOJIOTUYHU 8€MEePUHAPHU JIEKAPCM8EHU TIPOTYKTH

1. B chOTBETCTBUE C NPUNOHCUMOMO HAYUOHATTHO TIPABO KOMIICTECHTHUTE OPTaHH MOXE J1a
3a0paHsT MPOU3BOICTBOTO, BHOCA, PA3NPOCHPAHEHUEN O, RPUMENCAHUEemo, TIPOIaX0aTa,
JOCTaBKaTa WK yIoTpedaTa Ha UMYHOJIOTHYHYU BETEPHHAPHHU JICKAPCTBEHH MIPOIYKTH Ha
I TEPUTOPHSATA HA CBOSATA bP)KaBa WIIM HA YacT OT HEesl, aKO € U3IIBJIHECHO Hall-MaJIKO €THO

OT CJICOAHUTC YyCIIOBHUA:

a) MpUIIAaraHeTo Ha IIPOAYKTa MOKE [a IMMOBJIUAC BbPXY U3IIBJIHCHUCTO Ha HALIMOHAJIHA

nporpama 3a JMariHoCTuKa, KOHTPOJI WJIN JUKBUIUPAHC HA Oosect 1o KHUBOTHHUTCEC,

06) mnpuIaraHeTo Ha MPOJYKTa IPHU )KUBOTHUTE MOXKE Ja 3aTPYAHU NPEAOCTABSIHETO Ha
cepTH(UKAT 3a JIMIICA HA 3aP01A6aHe TIPYU )KUBU )KUBOTHU WJIM MOXeE Jia IPUYUHU
3aMbpPCABAHE HA XPAHUTEIHU NPOLYKTH U IPYTU MPOAYKTH, IIOJIYYEHHU OT

TPETUPAHUTEC )KUBOTHU

B)  ujamoeeme na 601eCmMOmMeopHUmMe azenmu, Cpelly KOMTO € IpeJHa3HaueH Ja
U3rpajy UMYHUTET IPOAYKTHT, 10 FOJIsIMA CTEIIEH HE C€ CPEILAT, OMm 21e0HA MOUYKA

Ha zeozpaqbcxomo um pasnpocmpanenue, Ha CbOTBETHATa TCPUTOPUS.
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Upes oepozayusn om unen 106, napazpagh 1 om nacmoawun pecnamenm, u npu Jaunca
Ha éemepunapen neKkapcmeen npooykm, nocoyen ¢ uaen 116, é caiyuail na nosea na
Oonecm om cnucvka, nocouen 6 wien 5 om Peznamenm (EC) 2016/429, unu na
H0606B3HUKEAWA 00J1eCI Cb2NIACHO Y1eH 6 om cvuua peciamenn, KOMHemeHmHUAm
0p2an moice 0a paspeuiu U3no36aHemo Ha UMYHOJI02UYEeH 6eMEPUHAPEH J1eKapCneeH

npooyKm, Koiimo ne e papeuien ¢ pamkume na Coroza.

Upes oepozayusn om unen 106, napazpagh 1 om nacmoawus pecnamenm, Ko2amo
UMYHOI0ZUYEH 6emePUHAapeH 1eKapcmeeH nPoOyKm e paspeuiet, Ho éeue He e HATUYeH
6 Cvio3a 3a bo1ecm, Kossmo He e nocoyena 6 uien 5 unu 6 om Peznamenm (EC)
2016/429, no koamo eeue ce cpeuia ¢ Cv103a, KOMREMEHMHUAM OP2AH MOICE, 6
UHmepec HA 30PA6emo HA HCUGOMHUME, XYMAHHOMO OMHOWEHUE KbM MAX U
o0uwecmeenomo 30pase, 0a paspeuiu ynompedama Ha UMYHO102UYEH 6eMEPUHAPEH
JleKapcmeen npooyKm, 3a Koimo Hama paszpeutenue 6 pamkume na Cvroza, kamo

paszenexcoa 6cexu cayuaii n0OmaoeaHo.

Komnemenmnume opzanu ungpopmupam nezaoasno Komucusama, kozamo ce npunazam
napazpagu 1, 2 u 3, Kamo cvodwasam u 3a HAI0HCEHUME YCA06UsL 6 NPOYecd HA

U3NB/IHEHUemo Ha nocouenume napazpad)u.
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5. AKO e0Ho >Hcueomno mpadea 0a ce uzHece 3a mpema OvpHCAd U CbOMEEMHO NOOJIEHCU
Ha cneyuaiHume 3a0vNCUmMeIHU 30PAGHU NPAGUIA HA MA3U mMPema ObpHcasd,
KOMRemeHmHUAM 0P2aH Moxice 0d Pa3pewiu camo 3a CbUi0mo HCueomHno ynompeoama
HA UMYHOJI02UYEH 6eMePUHADEH IeKAPCMEeH RPOOYKM, 3a KOUMOo HAMA pa3peuienue 3a
MbP2O6UA 8 CLOMBEMHAMA OBPIHCABA YTIEHKA, HO YUAMO YROmpeda e pa3peuienda 6

mpemama 0bpafca6a, 34 KOAmOoO HCU6OMHOMmMO ce U3HacA.

Yien 111
Ynompeoa na eemepunapnu nexapcmeenu npodykmu om BeTepUHAPHH JIEKapH, KOUTO

IpeaoCTaBAT YCIYTH B APYTHU AbPrKaBU YWICHKU

1. Berepunapuu nexapu, KOUTO MPEIOCTABAT YCIAYTH B Ibp)KaBa 4ieHKa, pa3inyHa OT Ta3H, B
KOSITO BETEPUHAPHUSAT JIEKap € YCTAaHOBEH (,,AbpiKaBa WICHKa 00OMaKuH*), MOKe Ja
npumescagam u 0a NPEANICBAT BETEPUHAPHU JIEKApPCTBEHU IPOAYKTHU, 3d KOUHO HAMA
paspeuienue 8 0vprCagama YieHKa OOMAKUH, Ha XUBOTHU WU 2PYRA HCUGOMHU, 32
KOUTO BETEPUHAPSAT I0JIara Ipuxu, B KOJIUYECTBO, KOEmo He HA08UULABA HEOOX0OUMOMO
3a 1eyeHuemo, nPeOnuUcanHo om 6emepuHapHus ieKkap, ako ca U3MbIIHEHU CIICTHUTE

yCJ10BUA:

a)  paspelleHUuE 3a mbpP2oeusa C BETEPUHAPHUS JIEKapCTBEH NPOAYKT, KOHmMO ce
npuIaza Ha HeueomHuume, € IPEIOCTaBEHO OT KOMIIETEHTHUTE OPTaHM B Ibp)KaBaTa

YICHKA, 6 KOAmo € yCmano6eH éemepunapruuam jiekap, il OT KOMI/ICI/IHTa;
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0)  BeTEpPUHAPHUSAT JIEKap TPAHCIOPTUPA CbOMEEMHUME BETEPUHAPHU JICKAPCTBEHU

INPOAYKTU B OpUTMHAJIHATA UM OIIAKOBKA,

B)  BETEPUHAPHUSAT JieKap cra3Ba Ao0para BeTepUHapHa MPaKTHKa, KOSATO ce mpujiara B

JbprKaBaTa 4JIeHKa ()omakuul ;

2) eemepuHaprusim jexkap onpedeﬂﬂ Kapenmnus CpoK, nOCO4€H Ha emukema ujiu 6

JqaUCmosKama Ha u3noji36aHUs 6emeEPUHAPEH JIEKAPCME6EH npodykm;

)  BETEpUHAPHUAT JIeKap HE MpojaBa Ha APeOHO HUKAKBU BETEPUHAPHU JICKAPCTBEHU
MIPOJYKTH Ha COOCTBEHUIM Ha TPETUPAHU KUBOTHU WM )KMBOTHOBB/IU B AbprKaBara
YJIEHKa JOMAaKHH, OCBEH aKO TOBA HE € JOIYCTUMO ChIVIACHO MpaBUjiaTa B

AbpiKaBaTa 4JICHKa ZIOMaKI/IHI .

2. [MTaparpad 1 He ce nmpuiara 3a UMyHOJIOTHYHHN BETEPUHAPHHU JICKAPCTBEHHU MPOTYKTH,

0C8€H Kocamo cmaea 6vsnpoc 3a mOKCUHU U Ccepymu.
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Yien 112
Ynorpeba Ha JIeKapCTBEHH MPOAYKTH I B CJIydad, KOUTO HE ca MOCOYCHH B YCIOBHUATA HA
pa3penieHUuEeTo 3a ThPTOBUS, IPH HCUBOMUHCKU 6UO06€, KOUTO HE CE OTIIICKIAT 3a IIPOU3BOACTBO

Ha XpaHH

1. Upes neporauus ot wied 106, napazpagh 1, xorato B najeHa abpkaBa 4ieHKa HAMa
pa3pellieH BETEpUHAPEH JIEKAPCTBEH MIPOJYKT 3a ROKA3AHUA TIPU HCUBOMUHCKU 6Udoge,
KOUTO HE CE OTIVICKIAT 3a MPOU3BOJICTBO HA XPaHU, BETEPUHAPHUSAT JIeKap, Ha CBOS MIPsiKa
OTTOBOPHOCT U TO-CHEINAIIHO, 3a J]a ce M30erHe HeJJOMYCTUMO CTpaJjaHue 3a >KUBOTHOTO,

MOZKC I10 U3KJIFOUCHUC A JICKYBA JKUBOTHOTO CbhC CIICAHUS JICKAPCTBCH IIPOAYKT:

a)  eemepuHapeH neKapcmeeH nPoOyKm, pa3peuien Cv2lacHo HACMOAUUA
peznamenn 6 CbOmeenmHama 0bPHcasd YieHKa Uil 6 Opy2a 0vbpicasd 4ieHKa 3a
ynompeoa npu cvouiusa Uil npu Opy2 HCUGOMUHCKU U0 NPU CHU{UMe UTU NPU

Opy2u nOKa3auus;

0)  aKko JMIICBa BETEPUHAPEH JIEKAPCTBEH MPOAYKT, IOCOUYEH B OYKBa a) OT HACTOSLIUS
naparpad, 1ekapcmeen npoOyKm 3a XyManHa ynompeoa, pa3peuiet 6

cvomeemcmeue c /lupexmusa 2001/83/EO unu Peznamenm (EO) Ne 726/2004;
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6)  aKo uncea neKkapcmeen npooyKm, nocoueH ¢ oykea a) unu 6), gemepuHapeH
JleKapcmeen npooyKm, nPU2OneeH HenocpeocmeeHo npeou ynompeoa 6

coomeemcmeue C yKazanuama Ha éemepunapua peuenma.

C usknwuenue Ha UMYHOI0ZUYHUME 6eMEPUHAPHU T1eKAPCMEEHU NPOOYKMU, KO2AMO
HAMA HATUYEH J1eKapCcmeeH npooyKm, KaKmo e noco4eno 6 napazpagh 1, omzosopnuam
6emepuHaper J1eKap moxce, Ha C605 NPAKA OM2O60PHOCH U NO-CREYUAIHO, 34 0a ce
u3zbecHe NPpUUUHAGAHEMO HA HEOONYCHUMO CIMPAOaHue, NO U3KII0UeHUe 0a J1eK)ed
HCUBOMHO, KOCMO He ce 0m2/1excoa 3a nPOU3600Cme0 Ha XPaHu, ¢ 6emepuHapen
JleKapcmeen npooyKn, pazpeuien 6 mpema Cmpand 3a Couius HCUGOMUHCKU U0 u npu

couiume noKasanus.

BeTepI/IHapHI/IHT JICKAp MOKC JIMYHO Aa IIPUJIOKH JICKAPCTBCHUS ITPOAYKT HIJIM HAa CBOsA
OTIrOBOPHOCT Ja pa3pcClid TOBA Ha APYro JIMIEC, 6 Cbomeemcmeue ¢ Hauuonajinume

paznopeoou.

I HacTosmusar ujieH ce npujiara Cbo Taka IIpu JCYCHUC Ha CAHOKOIIMTHHU BUAOBEC OT
BCTCpUHAPCH JICKApP, dKO I € O6${BCHO, 4c me HC Ca IIPCIHA3HAYCHH! 3a KJIaHC 3a
KOHCYMalHsd OT YOBCKA 6 YHUKAIHUA 0021CUGOMEH uéenmuc[)ukauuoneu 00Kymeum,

nocouen 6 unen 8, napazpag 4.
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5. Hacmomuu;zm UjleH Ceé npujiaza u Kocamo paspeuien 6emepunapen iekapcmeen

npoOme Hé e HA/1lU4€eH 6 cbomeemHuama Obpofcaea YJ/IeHKA.

Yien 113
Ynorpeba Ha JIeKapCTBEHH MPOAYKTH I B CJIydad, KOUTO HE ca MOCOYCHH B YCIOBHUATA HA
pa3perieHUuETo 3a ThPTOBUS, TIPH CYX03EMHU HCUBOMUHCKU 6UO06€, OTTIIC)KIAHH 3 TIPOU3BOJICTBO

Ha XpaHH

1. Upes neporanus ot wien 106, napazpagh 1, xorato B najeHa abp)kaBa 4ieHKa HIMa
pa3peliieH BeTepUHapeH JIEKapCTBEH MPOIYKT 32 HOKA3aHue IPU CyXo3emeH
HCUGOMUHCKU GUO OM21eNHCOAH, 33 TIPOU3BOJICTBO HA XpaHH, I BETEPUHAPHUSAT JICKap, HA
CBOsI MpsiIKa OTTOBOPHOCT U MO-CIIELUAIHO 32 /1a ¢€ U30erHe HEJ0yCTUMO CTpaiaHue 3a

JKUBOTHOTO, MOKC IO U3KIIFOUCHUC [1d JICKYBA JKUBOTHOTO CBHC CIICAHUTC JICKAPCTBCHU

IMPOAYKTH:

a)  BETEpPUHApEH JIEKApCTBEH IMPOAYKT, Pa3pelIeH ChIVIACHO HACTOSIINS PETJIAMEHT B
ChOTBETHATA IbP>KaBa WICHKA WU 6 OpYy2a ObprHCcasa YieHKa 3a ynompeda npu
CHUUA UL RPU OPY2 CYX03EMEH HCUBOMUHCKU 8UO0, OM2IEHCOAH 3a

npou3800cmeo Ha xXpanu, npu CouioOmo nokasanue uiu npu 0py20 nokKasanue,
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0)  ako nuncea eéemepunapen neKapcmeen NPOOyKm, NOCo4eH é oyKea a),
BETEpUHAPEH JICKAPCTBEH MPOJIYKT, pa3pelleH ChITIACHO HACTOSIIMS PETIIaMEHT B
cbomeemHnama NbprKaBa YICHKA 3a yIIoTpeda Npu )KUBOTHHCKH 6U006€, KOUNO He

ce omeanexcoam 3a IMPONU3BOACTBO HAa XpaHH, 3a CbIIOTO nOKA3aAHUée;

B)  aKO IUNC6a 6eMEPUHAPEH JIeKapCmMeEeH nPpoOyKm, HOCo4eH 6 OyKea a) uiu 6) om
Hacmoawua napazpag, N1eKapCcTBEH MPOIYKT 3a XyMaHHa yoTpe0a, pa3pelieH B

ceotBeTcTBUE ¢ JJupekTrBa 2001/83/EO wiu Pernament (EO) Ne 726/2004; unu

I)  aKo JHIICBA JIEKapCTBEH MPOJIYKT, IOCOYEH B OYKBa a), 6) uau 8), BETepuHAPEH
JIEKapCTBEH MPOAYKT, IPUTOTBEH HEMOCPEJCTBEHO NPEIn yrnoTpeda B ChOTBETCTBUE

C YKa3aHOTO BbB BETEPUHAPHA peuenTaI .

2. C usknwueHue Ha UMYHOI0ZUYHUNE 6eMEPUHAPHU 1eKAPCMEEHU NPOOYKMU, AKO
Juncea 1eKkapcmeen npoodykm, nocouer ¢ napazpadgh 1, omzosopnuam eemepunapen
JleKap Modice Ha C80A NPAKA OM2060PHOCH U NO-CREUUATIHO 3d 04 ce u3bezHe
NPUYUHABAHEMO HA HEOONYCMUMO CIPAOAHUE, NO U3KTIOYEHUEe 0d 1eKY8a CYX03eMHU
HCUGOMHU, OM2IEHCOAHU 30 RPOU3BOOCHIE0 HA XPAHU, C 6eMEPUHADPEH JIEKAPCMEEH
npooyKm, pazpeuien ¢ mpema Cmpana 3a CouUa HCUGOMUHCKU 6UO U NPU CHULOMO

nokKaszanue.
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I BerepruHapHUAT n€Kkap MOKE JTMYHO J1a IPWIOKH JIEKAPCTBEHUS IIPOIYKT UM Ha CBOSI
OTTOBOPHOCT Jia pa3pelly TOBA Ha APYTO JIMLE 6 Cbomeemcmaue ¢ pasnopeodoume Ha

HAWUOHAIIHOMO 3aKOHO0ameiCmeo.

®dapMaKoJIOrMYHO aKTUBHUTE BEIIECTBA B ChCTAaBa HA JICKAPCTBEHUS POAYKT, U3IOJI3BAH
B ChOTBETCTBUE C maparpadu 1 u 2 OT HACTOAIIUS WICH, mMPA0d6a 0a ca pa3peuieHu 6
cvomeemcmeue ¢ Pecnamenm (EO) Ne 470/2009 u écuuxku akmoee, npuemu 63 0CHO8a

Ha He2o.

Hacmwzmuﬂm UJjlen ce npujiaca u Kocamo paspeuteéH 6emepurnapriu ieKkapcmeeHu

npodykm Hé e HA/lU4€H 6 cbomeéemHama Obpafcasa YJICHKA.

Ynen 114

Ynompeoa na nekapcmeenu npooykmu npu 600nu 6uooee, 0meanexncoanu 3a nPou3800Cmeo

Ha Xpanu

Upes oepozayun om unen 106, napazpagh 1, kocamo é 0adena 0vprcasa YieHKa HAMA
paspeuien emepunHapen 1eKapcmeen nPOOyKm 3a NOKA3aHue, 3acazauio 600HU 6U006e,
omezexcoanu 3a nPoU3600CMe0 Ha XPaHu, OM2080PHUAM 6EMEPUHAPEH J1eKap, HA C60A
npaKa 0mz2060pHOCH U NO-CREYUANHO, 3 04 ce u3bezHe HeOOnYCMmuUMo cmpadanue 3a

HcueommHume, mMosrce oa JIEKyea >icueomuume CovC clleoHume JIeKapcmeenu npooykmu:
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a)

0)

6emepuHapeH 1eKapcmeeH npooyKm, pa3peuter Cb21acHo HacCmoAuUs
pecnamenm é CbOMEEMHAmMa OvPHCABA YIEHKA UTU 6 OPY2a ObPIHCABA UIEHKA 3d
ynompeoa npu cvuiusa uiu npu Opy2 600€H U0, OM2iexHcOaH 3a nPOU3800Cmeo Ha

xXpanu, 3a Couiomo ujiu 3a 0pyzo nokasanue,

npu 1unca Ha eemepuHapen 1eKapcmeen npooyKn, nOcoYen 6 dyKea a) om
Hacmoawua napazpag, éemepunaper 1eKapcmeeH npooyKm, pa3peuien 3a
ynompeoa cvelacHO HACMOAWUA PeIAMEHMN 6 CHOMEEMHAMA ObPIHCALA YNIEHKA
UU 8 Opy2a ObPHCABA YTICHKA NPU CYXO3EMHU 8UO08€E, OMINEHCOAHU 3d
nPOU36800CHIB0 HA XPAHU, CHOBPHCALY BEULECME0, 6KTIOUEHO 8 CHUCHKA, CHCHAGEH

6 cvomeemcmeue c napazpag 3;

npu IUNCA HA 6eMEPUHAPEH JIeKAPCHEEeH NPOOYKM, ROCOYeH 6 OyKea a) unu 6) om
Hacmoawusa napazpag, 1ekapcmeen nPOOYyKm 3a XyMaHHa ynompeoa, pazpeutex
¢ cvomeemcmeue ¢ /lupexkmuea 2001/83/EO unu Peznamenm (EOQ) Ne 726/2004, u
CHOBPIHCAUY 8eU4EeCBA, BKIIOUEHU 8 CRUCHKA, CbCHIABEH 8 CbOMBEMCMEUe C

napazpag 3 om HacmoaWUA YAEH; UTU

npu qunca Ha 1eKapcmeen nPoOyKm, KAKmo e nocoueno ¢ oykea a), 6) unu 6),
6éemepuHapeH 1eKapcmeen npooyKm, npuzomeen Henocpeocmeeno npeou

ynompeba 6 cbomeemcmeue ¢ yKasaHomo 6v6 6emepunapHa peyenma.
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Upes oepozayusn om napazpagh 1, oykeu 6) u 8) u 00 cocmaeanemo Ha CRUCHKA,
nocouen 6 napazpagh 3, 0mzo60pHuUAM 6eMEPUHAPEH JIeKaP MOdice, HA C60A NPAKA
0MZ2060PHOCH U NO-CHEUUATHO, 34 0d Ce U30eZHe NPUUUHABAHEMO HA HEOONYCIUMO
cmpaoanue, no u3KIOYeHue 0d 1eKyea 600HU 6UO06E, OM2IEHCOAHU 34 NPOU3BOOCHIBO

Ha xXpanu, om 0a0eHO CIONAHCME0 CbC C1eOHUSA eemepunaper ji1ekapcmeen npobykm:

a)  eemepunapeH 1eKapcmeeH nPOOYKN, Pa3peuiet 6 CbOmMeemHaAma 0vpicasa
YIeHKa Uu 6 Opy2a ObPIHCABA WIEHKA Cb2/IACHO HACMOAWUA Pe2laMenm 3d

ynompeﬁa npu CyxXo3eémHu I CUu6OMUHCKU 3”0088, OmM2nedcoanu 3a np0u33000m60

Ha xXpanu;

0)  npuunca Ha éemepuHapen 1eKapcmeer npooOyKn, nocoYen 6 dykea a) om
Hacmoawua napazpag, nekapcmeen nPooyKm 3a XymanHna ynompeoa, paspeuiex

6 cvomeemcmeue c /lupexmuea 2001/83/EO unu Pecnamenm (EO) Ne 726/2004.
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3. Upes akmoege 3a usnvanenue Komucuama ycmanogaea, Hail-KbCHO 6 CPOK om nem
200UHU Om ...[0amama Ha NPUNAZaHe HA HACMOAWUA Pe2IAMEeRN |, CHUCHK HaA
eeuecmeama, U3NnoOJ136aHU 6568 6EMEPUHAPHUME JIEKAPCMEEHU NPOOYKMU, PA3Peuien 6
Cv103a 3a usnonzeane npu cyxo3emHu HCUGOMUHCKU 6UO08e, OM21eHCOAHU 34
nPOU3600CME0 HA XPAHU, UL 6EULECMEAMA, CHOBPIHCAUU CE 6 IeKAPCMEEH NPOOYKM 34
xymanna ynompeoa, pazpeuwienu 6 Cvroza ¢ coomeemcmeue c /lupexkmuea 2001/83/EO
unu Peznamenm (EQ) Ne 726/2004, koumo mozam oa 6v0am u3noi36anu 3a 600HU
6U006e, OM2NeNHCOAHU 3a NPOU3EOOCME0 HA XPAHU, 6 Cbomeemcmeue ¢ napazpag 1 om
Hacmoawus ynen. Te3u akmoge 3a usnvinenue ce npuemam 6 Cbomeemcmeue ¢

npouedypama no pasenexcoane, nocouena ¢ unen 145, napazpadgp 2.

Hpu npuemanemo Ha maxKuea aKkmoee 3a U3nv/iHenue Komucuama eézema npedeu()

clleOnume Kpumepuu:

a) pPuUcKoeeme 3a OKoJiHama cpeda om JjleueHUemo Ha 600HU 6U006€ C me3u

eeuiecmea,

0)  ev30eiicmeuemo 8bPXy 30PAen o HA HCUGOMHUME U 00ULeCmEeHOmo 30pase, aKo
3acecHamume 600HU 6UO08e, OM21EHCOAHU 34 NPOU3EOOCHE0 HA XPAHU, HE MO2aAM
0a noayuam aHMUMUKPOOHO CPEOCME0, 6K1I0YEHO 8 CHUCHKA 6 CbOmeemcmeue ¢

ynen 107, napazpag 6;
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6) Haluuuemo uiu iuncama Ha Opyzu JieKkapcmeenu Cpé@C‘l’l’lGd, Memoou Ha 1eueHue
uiu MepKu 3a npm])ummmuka U 1eveHue Ha 6oaecmu uiu Ha HAKOU

nokaszamenu npu 600HUmMe 3”0038, Omznexcoanu 3a npouzsodcmso Ha Xpanu.

C u3Kn0ueHue Ha UMYHOJI0ZUYHUME 6eMEPUHAPHU JIeKAPCMEEHU NPOOYKMU, KO2Amo
HAMA HATUYEH 1eKapCmeeH nPpooyKm, KAKmo e nocodeno 6 napazpagu 1 u 2,
OM2Z0BOPHUAM 6eMEPUHAPEH TIEKAD MOMHCE, HA CE0A NPAKA OM2060PHOCH U NO-
CReyuaino, 3a 0a ce uzbecHe HeOONYCMUMO CIPAOaHue 3a HCUBOMHUME, NO
U3KTII0YEHUe 0a J1eKy8a 600HU 8UO008€E, OM2IEHCOAHU 3a NPOU3BOOCIEO HA XPAHU, C
6emepuHapeH 1eKapcmeeH npooyKm, paspeuier 6 mpema Cmpand 3a Couiusa 6Uod u 3a

couiomo nokasanue.

Bemepunapuuam nekap mosuce 1udHO 0a RPUTIONHCU T1€KAPCMEEHUA NPOOYKM UL HA
€80 OM2080PHOCH 0a NO380JIU HA OPY20 U OA 20 NPUTLOMHCU, 8 CHOMEEHICIEUE C

pa3n0pe06ume Ha HAUUOHAJIHOMO 3aKOHO0amesIcCmeo.

DapmakonozuuHo AKMUGHUME 8eU4eCIEd, 8KIIOUEHU 8 JIeKAPCHEeHUs NPOOYKM,
u3noa3ean 6 coomeemcmeue c napazpagu 1, 2 u 4 om nacmoawus 4ien, mpaoea oa ca
paspewienu 6 coomeemcmeue ¢ Pecnamenm (EQ) Ne 470/2009 u écuuxu akmoge,

npuemu 63 OCHO64 HA HelO.

Hacmo;mumm UJleH Ce npujiaza u Kocamo pa3peuten 6emepunapiu i1eKapCcmeernu

npoOme He é HA/1lU4€eH 6 coomeemnuama 01;pafca8a YJ/1eHKA.
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Yien 115
KapeHTeH cpok 3a JJeKapCTBEHH MPOAYKTH, U3MOJI3BAaHU HE B CHOTBETCTBHUE C YCIOBHUATA HA

Pa3sp€I€CHUETO 3a ThPTOBUsA C )KUBOTHUHCKH BUJOBE, OTTJIC)KIAHH 34 IIPOU3BOJACTBO HA XpaHU

1. 3a nenute Ha wieH 113 u 114, ocBeH ako B KpaTKaTa XapaKTepUCTHUKA Ha U3MOJI3BaHUS
JICKapCTBEH MPOIYKT HE € IOCOUYEH KapEHTEH CPOK 32 ChbOTBETHUS HCUGOMUHCKU BUI,

BCTCPUHAPHUAT JICKAPp OMMPEACIIA KAPpCHTCH CPOK B CbOTBCTCTBUEC CHC CIICAHUTC KPUTCPUU:

a) 3a 003aliHUIIN U 0OMAWHU RIMUNWU U OM2IeHCOAH 8 CHMONAHCMEA OugeY,

OTINIC)KIAaHHU 3a ITPOU3BOACTBO HA MECO U KaPaHTHUA KaPCHTHUAT CPOK € HC II0-MAJIKO

OT:

1) Hal-IBITMSA KapEHTEeH CPOK, MOCOYEH B KpaTKaTa XapaKTepUCTHKA Ha
MIPOJYKTA 3a Meco u Kapanmus, yMHOXeH 1o 1,5;

i1) 28 aHM, aKO JIEKApCTBEHUSAT MPOAYKT HE € pa3pellieH 3a HCUBOMHU,
OTIJICXKIAHH 32 IPOU3BOJICTBO HA XPaHU;

iii) €0UH 0eH, aKo J1eKapCcmeeHusm nPooOyKm uma Kapenmen cpoK om Hyna
OHU U ce U3N0/136a 30 MAKCOHOMUYHO CEMENCME0, PA3IUYHO Om éudoeeme
HCUBOMHU, 3 KOUMO e NPEOHA3HAYUEH NPOOYKMbM, U 3 KOUMO UMa
paspeuienue;
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6) 34 MJIAKO om Jicueomnu, 1MCTO MJIIKO € IIPCAHA3HAYCHO 3a KOHCyMalusa OT YOBCKa

Kap€HTHHUAT CPOK € HC IMO-MaJIKO OT:

1) Hal-IbJITUSL KAPEHTEH CPOK 3d MJIAKO, TIOCOUYEH B KpaTKaTa XapaKTepUCTUKA

Ha MIPOJIYKTAa, 32 KOUTO U Ja OWJI0 BUJ I YKUBOTUHCKH BHJ, YMHOXKEH 110 1,5;

i) Ce/IeM JIHM, aKO JIEKAPCTBEHUST MPOAYKT HE € pa3pelieH 3a MIEKOJaliHU

KUBOTHH, YUEemo MJIAKO e HPBOH(L?HalleHO 34 Koncymauus om 406€Ka,

iii) e0uH 0eH, aKo J1eKapCmeeHusam npPooyKm uma KapeHmen cpoK om Hyna

OHU;

B) 3a ;u?ua om »#CueoOmHu, YMNTO sIiIa ca NpeaAHa3HA4YCHHU 3a KOHCYyMaIlusd OT YOBCKa

KApEHTHUST CPOK € HE O-MaJIKO OT:

1) Hal-IBITYSA KapEHTEH CPOK 3a Allya, TIOCOUEH B KpaTKaTa XapaKTepUCTHKA

Ha NPOJYKTA, 3a KOUMO U 0a e HcugomunHcKu ¢ud, yMHOXeH 1o 1,5;

i) 10 nuu, ako NPOAYKTHT HE € pa3pelleH 3a HUTO €IUH BUJ I JKUBOTHH,

uuumo ;n?ua ca npeduamauenu 34 KOHCYymayus om 4uoeeKa,

F) 3a BOJHH 8u008€, uuemo meco e npedua&*naueno 3a KOHCyMalus OT YOBCKa

I KapCHTHUAT CPOK € HEC [MO-MAJIKO OT:

1) Hal-IBJITUS KAPEHTEH CPOK, MOCOYEH B KpaTKaTa XapaKTEpUCTHKA HA
MPOJIYKTa, 32 KOUTO U Ja OUII0 BUJ BOJHU KUBOTHHU, YMHOXeEH 110 1,5 1

H3PAa3€H B I TrpadyCOaHU; I
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iii)

aKo J1eKapCcmeeHusm npooyKm e pa3peuien 3a CyX03eMHu HeUOMUHCKU
6u006€, OM2NeNHCOAHU 30 NPOU3EOOCNE0 HA XPAHU — HAU-0bIUAN
KapeHmeH CPoK 3a 6CUUKU HCUBOMUHCKU 6UO006€, OM2NIEHCOAHU 3a
HPOU3600CME0 HA XPAHU, ROCOYEH 8 KDAMKAMA XAPAKmepucmuKka Ha
npooyKkma, ymHoducen ¢ koegpuyuenm 50 u uspazen 6 2padycoonu, Ho He

noeeue om 500 zpadycoonu;

500 zpadycoonu, axo nexacpmeenuam npooyKm He € pa3peuiet 3a

HCUBOMUHCKU 6u008€, omznexcoanu 3a np0u3eodcmso Ha xXpanu;

25 zpadycoonu, ako nai-0vizuam Kapenmen cpoK 3a 6CUUKU

HCUBOMUHCKU UO06E € HY/la OHU.

2. AKO u3uucnaeanemo Ha KapeHmHus CPoK cv2iacHo napazpag 1, oykea a), noomouka i),

oykea 0), noomouka i), 0yKea ), noomouka i), Oykea 2), n0OmouKu i) u ii) He 600u 00

UAIO YUCI0, PE3YSIMAMBM Ce 3aKPbIABA KbM HA-OIU3KUA OPOUl OHU.
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3. Komucusita npuema ienerupaiy akToBe B CbOTBETCTBUE C WwieH 147 3a U3MEHEHUE Ha
HACTOSILMS YIEH Ype3 U3MEHEHUE Ha IPaBUiIaTa, yCTAaHOBEHU B napazpagu 1 u 4 om

Helo, C OTJICA Ha HOBHW HAYYHH NOKA3aTCIICTBA.

4. BeTepI/IHapHI/IﬂT JICKAp omnmpeaciia NoAXoaAnA KapCHTCH CPOK 3a IMYCIIU Bb3 OCHOBA HaA
HHAWBHYyaJIHA OLICHKA HAa CbCTOAHUETO HAa BCCKU KOLIEP, # nO-CrReUuudino pucka om
ocmambviHU éeuiecmea 6 nuejiHuAa Meo0 unu 6 Opyzu Xpanu, nojiydenu om nuejinu

Kouiepu, npeduaanauenu 34 KoOHcymauus om 406€Kda.

5. Upes neporauus ot unen 113, napazpagu 1 u 4 Komucusra, upes akmoee 3a
U3NBIAHEHUue, OTIPEICIsl CIUCHK Ha BEIECTBA, I KOHUTO Ca OT ChIIECTBCHO 3HAUCHHE 32
JICUCHUETO HA CTHOKOITUTHU 6UO08€ WK UMAT JOBIIHUTEITHA KIIMHUYHH MTOJI3U B
CPaBHEHHE C IPYTH HAIMIHU BH3MOKHOCTH 32 JICUCHUETO HA CTHOKOIIUTHU 6UO08€E U
I IIPY KOUTO KAPEHTHUSAT CPOK 32 STHOKOITUTHH 8UO08E € I IECT Mecera I . Te3u akxmoge
3a U3NBIAHEHUE Ce NPUEMAM 8 CbOMEEHICHIUe C RPOUEOYPAma no pasziexdcoane,

nocouena 6 unen 145, napazpag 2.
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Yien 116

3npaBHa 0OCTaHOBKA I

Upes neporanus ot wieH 106, napazpagh 1 koMneTeHTEH OpraH MOXe Ja pa3peliu Ha TEPUTOPUATa

OT CBOATAa KOMIICTCHTHOCT yHOTpe6aTa Ha BECTCPpUHAPHU JICKAPCTBCHU NPOAYKTHU, KOUTO HE Ca

paspCiiCHu B CbOTBCTHATA ABbPiKAaBa YJICHKA, aKO 00CTaHOBKATAa C orJjieJ Ha 3JpaBCoI1a3BaHCTO HA

JKUBOTHHUTC HJINU O6HI€CTB€HOTO 3paB€ HaJlara ToOBa U aKO TbproBHsATa CbC CHOTBETHUTEC

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH € pa3pCliCHa B Apyra AbpiKaBa YJICHKA. I

Yien 117

Cvoupane u obesepesxcoane Ha Omnadvyu om BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH

JIbpKaBUTE YWICHKH BbBEXKIAT MOAXOASIIN CUCTEMU 3a CbOUPAHETO U 0Oe38pexcoanemo Ha

omnadvyu om BETCPUHAPHUTE JIEKAPCTBEHU IPOAYKTH I .
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Ynen 118

Kueomnu unu npoodykmu om xcugomuncku npousxoo, énecenu ¢ Cvroza

L Ynen 107, napazpag 2 ce npunaza mutatis mutandis 3a cmonanckume cyoexkmu 6
mpemu 0vpHcasu u me3u CMORAHCKU CyOeKmu He U3non3eam onpeoeenume 6 uien 37,
napazpagh 5 anmumukpoobnu cpedcmea, K02amo cmaga 6bNRPOC 3a HCUGOMHU UIU
NPOOYKmMU OM HCUBOMUHCKU RPOU3XO00, USHACAHU OM CHOMEEMHUME MPemu ObpiHcasu

Kom Cwvio3za.

2. Komucuama npuema oenezupanu akmoee 6 coomeemcmaeue ¢ 4ien 147 3a oonvanenue
HAa HACMOAWUA YIeH KAmOo onpeoesisn Heodxooumume noopooOHU nRPABUNa 3a

npunazanemo Ha napazpag 1 om nacmosaujus uien.
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Pazgen 4

Pexinama

Yien 119

Pekiiama Ha BeTepuHaApHU JIEKapCTBEHU MPOAYKTU

L Camo eéemepunapnu n1eKkapcmeeHu npooyKmu, KOUmo ca pa3peuieHu uiu
pezucmpupanu 6 0vpicasa YieHKa, Mo2am 0a 6v0am pPeKiamupan 6 mazu OvprHcasa
Y/1eHKa, 0C8EH AKO He € peuleHo Opy2o Om KOMNEemeHmMHUs OP2aH 6 CbOmMEEemMCcmeue ¢

RPpUTIOHCUMOMO HAUYUOHAIHO nPABO.

2. [Tpu peknamara Ha BETEpUHAPHU JIEKAPCTBEHU MTPOIYKTH SCHO CE [I0COYBA, Y€ peKjiaMmara
uMa 3a LeJ1 ]a HaChpuu docmagkama, npoaaxoara, npeonuceanemo,

painpocmpanenuemo nin yHOTpe6aTa Ha BETCpUHAPHUSA JICKAPCTBCH IIPOAYKT.

3. Pexnamama ne ce hopmynupa no maxkve Hauun, ye 0a ce NPEONoOI0I}CuU, e

6emepuHapHuam j1eKapcmeeH npooyKm moxce 0a 06voe ypasrc uiu duoyuo.

4, C’B)I’I)p)KaHI/ICTO Ha peKyiaMaTa CbOTBETCTBA HA JAHHUTEC OT KpaTKaTa XapaKTCPpUCTUKA HA

PeKnamupanus BETEpUHAPEH JIEKapCTBEH MTPOIYKT.
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10.

Cvovporcanuemo na pexiamama He 6K11046a OO HUKAKEA (popma ungopmayus, Koamo
Moxce 0a 0voe 3a0ayxcoasauia uiu 0a 00eede 00 HenpasuIna ynompeoa Ha

6emepuHapHus 1eKapcmeeH npooyKm.

Covovprrcanuemo nHa pexiamama HACLPYABA OM2080pHAmMA ynompeda Ha
éemepuHapHus 1eKapcmeen npooyKn, Kamo 20 npeocmass 00eKmueHo u 6e3 oa

npeyeenuuasa ceoucmeama my.

Cnupanemo na doeiicmeuemo Ha paspeuienue 3a mvp2oeusa 600U 00 NPEKPamsa6ane Ha
pexnamama Ha 6emMePUHAPHUA 1eKAPCMEeH RPOOYKM, 3a CPOKA HA MO08A ChUpane, 6

Obpofcaeama UJleHKA, 6 KOAMO paspeuieénuemo € CnpAaHo.

Bemepunapnume nexkapcmeenu npooykmu He ce pasnpocmpanasam ¢ peKaiamHu yeiu,

OC6€H 6 MAJIKU Kojiuuecmea mMocmpu.

AHMUMUKPOOHUmME 6emepUHAPHU 1eKAPCHEeHU RPOOYKMU He e PA3ZNPOCMPAHAGCAM C

PeKIamHu yeau noo hopmama Ha Mocmpu uau noo KaKkeamo u oa ouno opyza opma.

Mocmpume, nocouenu é napazpag 8, ce emukemupam no nooxoo0au; HAYUH, KAMO ce
YKaszea, ue me ca MOCmMpu u ce pazoasam HAnPAaeo HA eemepuHapHume j1eKapu uiu Ha
opy2u uua, Ha KOUMo e N03601€eH0 0d U38bPULEAM 0OCHMABKU HA MAKUBA 6eMEPUHAPHU
JleKapcmeenu npooyKmu, no epeme Ha CHOHCOPUPAHU CHOUMUA UTU OM MBP2OECKU

npeOcmaeumeru noO epeme Ha noceuieHuama um.
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Yien 120

Pexiiama Ha BeTepUHAPHHU JIGKAPCTBEHU MPOJYKTH, HPEOOCMAGAHU NO 6¢MEPUHAPHA Peyenma

1. I PekniamaTa Ha BeTepHHApHU JIEKAPCTBEHU MPOAYKTH, KOUMLO C€ RPedO0Cmasgam no
6éemepunapHa peyenma é cbomeemcmeue c uneH 34, ce pazpewiasa camo Ko2amo ce

npaeu npeo cieoHume uya:
a)  eemepunapHu neKapu;

0) uua, Ha Koumo e npedocmaseno paspeuieHue 0a 00CMagAn 6emepuUHapHu

JieKkapcmeenu npodykmu 6 cvbomeemcmeue C HAUUOHAJIHOMO nNpPae6o.

2. Upes oepozayus om napazpag 1 om nacmoawgun unen, pekiamupanemo Ha
6emepuHapHu 1eKapcmeeHu nPOOyKmu, KOUmo ce npedocmasam no 6emepuHapua
peuenma ¢ coomeemcmeue ¢ uien 34 nped npoghecuonHannu HcusomMHO8HLOU, MOIce Od

61;0epa3pemeﬂa om Obp.ucaeama YJ/1eHKA, AKO Ca U3Nnv/iHeénu cileOHume yciaosua :

a) pexiamama e ocpanuvena 00 UMYHO/102UYHU 6emMEPUHAPHU JIeKapCMEEHU

npooykmu;
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0) 6 peknamama npogecuonannume HCUBOMHOBHLOU UPUUHO CEe NPU306ABAM 0d ce
KOHCYImupam ¢ 6emepuHapet aekap OmHOCHO UMYHON02UYHUS 6eMEPUHAPEH

JleKapcmeen npooyKm.

3. Hezaeucumo om napacpaghu 1 u 2, 3a6pannea ce pekiamupanemo Ha UHAKMUBUPAHU
UMYHOJI0ZUYHU 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU, KOUMO ¢A NPOU36E0eHU Om
nAmMo2eHu u AHMUZEHU, NOJIYYEHU OM HCUBOMHO WU HCUGOMHU 6 eNUOEMUOIOZUYHA
COUHUUA U Ce U3NO0JI136aMm 3a IeYeHUe HA MO6A HCUEGOMHO WU HA Me3U HCUGOMHU 6
ChULama enudemMuoaI02uYHA eOUHUYA WU 34 J1Ie4EeHUEN O HA HCUGOMHO ULU HCUBOMHU 8

€OUHUUA C NOMEBPOCHA eNUOEMUOTIOZUYHA BPB3KA.
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Ynen 121

HPOMOL(M}l Ha lekapcmeenu npodykmu, U3noa36anu npu Hcu6OmHuU

L Kozamo ce npaeu npomoyus na nekapcmeenu npooyKmu Ha Juya, Keaiuguuupanu oa
2u npeonuceam uau 0a 2u 00CMagAm é CbOMEEMcmeue ¢ HACMOAULUA PecIaMenm, Ha
me3u 1uya He modice 0a ce 0agam Uau 00eu|aeam HUKAKEU nOOapvyu, NapuyHu odaacu
unu obnazu 6 Hamypa, 0C6eH AKo He ca e6MUHU U He Cd C8BbP3AHU C NPAKMUKama Ha

npeonuceane unu 00CMAasKa Ha 1eKapcmeenu npooyKmu.

2. Juyama, keanuguuyupanu 0a npeonuceam uiu 00CMAaAgAM 1eKAPCMEEHU NPOOYKMU,
nocouenu ¢ napazpagh 1, ne uzuckeam u nHe npuemam HUKAKEU CIMUMYIU, 3a0paHenu

Cb21aCcHO Mo3u napazpag.

3. Cvovpoicanuemo na napazpag 1 ne 6v3npenamcmea npoasume Ha
20CMOnpUeMcmeomo, RPEeKu uiu HenpeKu, Ha CLOUMUA ¢ YUCmo nPoghecuonannu u
Hayunu yenu. Takuea npoasu Ha 20CMONPUEMCIMEO GUHACU CE 0ZPAHUYACAM

CMPUKMHO 00 OCHOGHaAmMa Hay4Ha yejl Ha cvoumuemo.

4. Cvovporcanuemo na napazpagu 1, 2 u 3 ne 3acaza coujecmaeysaujume MepKu uiu
MBP206CKA NPAKMUKA 8 ObPIHCABUME YNEHKU, C6BP3AHU C YEHU, MAPIHCOBe U

omcmvnKu.
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Ynen 122

Ilpunazane na paznopedooume omHocHo pexiamama

vporcasume unenku mozam 0a ycmanogam npoueoypu, KOumo cuumam 3a Heooxooumu, 3a

npunazanemo Ha unenoge 119, 120 u 121.
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I'nasa VIII

I/IHCHCKHI/II/I M KOHTPOJI

Yien 123

KonTpon

1. KoHTpoJIHUTE OpraHu U36bpuiéam KOHTPOI BbPXY CleOHUme TUUA:

a) IMPONU3BOAUTCIINTE U BHOCUTCIINTC HA 6emMEPUHAPHU JIeKAPCMEEHU npodykmu u

AKMUGHU éeujecmaed;
0) paznpocmpanumenume Ha AKMUGHU GEU{ECMEA;
B)  npumedicamenume Ha pa3pellieHUs 32 ThProOBUsL;
2)  npumedxcamenume HA pa3peuieHUs 3a MbP206UA HA €IPO;
0) mubpeoeuyume Ha OPedOHO;

e) coﬁcmeenuuume Ha >cueomnu, OM2NeHCOAHU 3a npouwodcmeo Ha xpanu, u

HCUBOMHOGBOUME;
JHe)  eemepunapuume neKapu;

3) npumelicamesiume Ha pecucmpauyusl Ha xomeonamuiHu éemepuHapiu

JleKapcmeenu npooyKmu;

u) npumesicameiume Ha 6emepuHapru jleKkapcmeenu npodykmu, nocovyenu 6 ujien

5, napazpagh 6; u

1)  ecuuKu Opyzu 1uya, KOUMoO UMAm 3a0bHCEHUS CHIACHO HACMOAUWUS

peziamenm.
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2. Konmponvm cvenacno napazpag 1 ce uzewvpuiea pedo6Ho 6v3 0CHO8a HA OUEHKA HA
Ppucka, 3a 0a ce npogepu cna3eéanemo om cmpana Ha 1uyama, nocovenu ¢ napazpag 1,

Ha racmoauwius peciramernm.

3. KonTponnute opranu n3BbpIIBaT KOHTPOJIA Bb3 OCHOBA HA OIIEHKA Ha pUCKa o maparpad

2, KaTo B3eMaT MPEIABU HAll-MAJIKO:

a)  mpucvugume pucKoge I , C6bP3aHU C ICUHOCTTA HA IUYAMA, ROCOYEeHU 6 napazpagh

1, Hn C MECTOITIOJIOKCHHUETO HA mexXHume 0eﬁnocmu;

0) [maHHWTE 3a.Iuyama, nocodeHu 6 napazpag 1, 3a npeUIIHA IEPUOH, CBBP3aHU C
pe3yATaTUTE OT U3BBPILEHHSI KOHTPOJI M C OCUTYPEHOTO OT TSAX HPEOXO0OHO

C’bOTBeTCTBI/IeI ;
B)  BCska HH(OpMAIHs, KOSTO MOXE J]a COUU I Hecnaseane ;

F) INOTCHUIUAIHUTEC IMOCICANIN OT HCCIIa3BAHCTO I 3a O6IJ.ICCTB€HOTO 3ApasBe, 30pa3emo

Ha JXUBOTHUTC, XYMAHHOMO OMHOUWIEHUE KbM Hcueommuiuume 11 OKOJIHATa Cpcaa.

4, I(onmpozz MOIKE a CC u3ewvpuiea CbllI0 TaKa 110 UCKAHC Hal KOMIICTCHTCH OpIraH Ha 0pyza

()bpofcaea UJ/IeHKA, Komucusara niau I AI‘GHI_II/ISITEL
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5. Koumponvm ce uzevpuiea ot I MPECTaBUTENN HA KOMIIETEHTHUSL OPTraH I .

6. BpaMKume HA KormpoJja mozam da ce uzevpuieam uHcneKuyuu. Takuea UHCheKuyuu
Mmozam oa ce uzespuieam oe3 npeduwecmue. Ilo epéme Ha me3u UHcneKkuuu

npedcmaeumeﬂume HA KOMRemeHmHUusA Op2an umam npacomonuiuil HAll-ManKko oa:

a)  TPOBEPSIBAT HOMeEUuieHUAma, 000pyosanemo, mpancCnopmHume cpeocmaea,
00Kymenmayuama, OOKyMeHmume u cucmemume, C6bp3anu ¢ npeomema Ha

UHCneKkyusamas,

0) npoeepasam u B3eMar rnpoodu I 3a M3IpalllaHe 3a He3aBUCUM aHAJIU3 B OpHUIIHaIHa
nabopaTopus 32 KOHTPOJI Ha JIEKAPCTBEHU MPOJYKTH WK B JIabOpaTopus,

OompcaciiCHa 3a Oejita OT AbprKaBa YJICHKA,

B) ()oxymeumupam 6CAKO 00Ka3ameﬂcm60, Koemo npedcmasumeﬂume cuumam 3a

Heo0xXo00uMo;

F) uszespuieam Couiusar KOHmMpoJ HAO 6cUYKU Juua, N3IIbJIHABAIIN 3a0almme,
U3BUCKBAHU CB2/IACHO HacmoAuiua peliamenm, CocC, 3a UWiu om umemo Ha jiuyama,

nocouenu ¢ napazpag 1.
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7. Ilpeocmagumenume Ha KoOMnemeHmMHUmMe OP2aHU 600AM PESUCBD 3A 6CEKU U3EBPUIEH
Om maAX KOHMpPOa u npu Heodxooumocm uzzomeam 0oxknao. Illocouenomo 6 napazpagh 1
Jauye ce UHGopmMupa c60e8pPemMenHo 6 NUCMENA hopma om KOMnemeHmHuus op2an 3a
6CeKu Cyuail Ha Hecna3éane, yCMAHOBEH Upe3 KOHMPOad, U UMA 63IMONCHOCH 0a

npedcmaeu Komenmapu 6 CpoOK, onpedeﬂen Oom KOmMnemeHmHuus op2an.

8. Komnemenmnume opeanu paznonazam c npoyeoypu uiu paznopeoou, ¢ Koumo ce
2apanmupa, ue cayyicumenume, KOUmo u3ebpuieam KOHMpOoi, He ca 3acezHamu om

KaKb6mo u 0a 6uio KOHIuKm na unmepecu.

Yien 124

Onutu ot Komucusara

Komucusara moxe Ja U3BbpIIBA OAUTHU B ABPKABUTC YWICHKHW HA MEeXHUMEe KOMNEMEHMHU OP2AHU
cuen oa nomm;pdu ueﬂec1;06pa3uocmma Ha KOHTpPOJa, OCBIICCTBABAH OT me3u KomnemeHnmHu
OpraHu. Te3u ooumu ce Koopmmupam CbC cCbomeemHama 0bpofca3a UJleHKa u ce uzsvpuieam no

HAa4uH, no Koutmo ce u3osazea HEHYyJcCHama admunucmpamuena mesicecm.
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Cnen Bcexn oaut Komucusita n3rorss 10KjIall, B KOUTO — aKo € [eJIeChoOpa3HO — BKIIIOYBA

IPENOPBKU KbM ChOTBETHATA JIbpXkKaBa wieHKa. Komucuama uznpawa npoekm na 0oknaoa Ha
KOMNemeHmuus op2an 3a KOMEeHMapu u e3ema npeoeud 6CUYKU HanpageHu KOMenmapu npu
U320MeAHEmO HA OKOHuamenHua 0oknad. Komucusnrta onosecmsasa nmyoauuHO OKOHYAMENHUA

00K1a0 u Komenmapume.

Ynen 125

Cepmudghuxam 3a coomeemcmeue

I C 1en 1a mpoBepH Jaiy MPEACTABCHUTE JaHHHM 3a M0Jy4aBaHe Ha CEPTU(HKAT 32 CbOmeenmcmaeue
OTrOBapsT Ha U3UCKBaHMATA B MOHOTpaduute oT EBporeiickara hapmakories, OpraHbT 1Mo
CTaH/apTU3alMs Ha HOMCHKJIATYPUTE ¥ HOPMHUTE 332 KA4eCTBO MO0 CMHUCHIa Ha KoHBeHIMsATA 32
paspaboTBane Ha EBpomneiickaTa apmaxkones, npueta ¢ Pemenue 94/358/EO na Copera’?
(EBpomeiicku qUpEKTOpaT M0 Ka4eCTBOTO Ha JIGKapCTBaTa M 3[jpaBEONa3BaHETO), MOXKE Ja IIOUCKA
ot Komucusita uiam oT ATEHIIUATA J]a U3UCKAT U3BBPIIBAHETO HA MHCIICKIUS OM KOMHEMeHmeH
opean, aKo 3a ChOTBETHHS U3XOJICH MaTepHuall ce mpuiiara MoHorpadwus ot EBporneiickara

(dhapmakories. I

3 Pemenue 94/358/EO na CwBeta ot 16 ronu 1994 . 3a mpriemaHne oT UMETO Ha

EBponeiickara oomuoct Ha KonBenmmsiTa 3a pazpadborane Ha EBpomneiickara papmakomnes
(OB L 158, 25.6.1994 r., ctp. 17).
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Yien 126

Crenmaaau IIpaBuJjia 3a HHCIICKIIHWHA 3a (bapMaKOJ'IOl"I/I‘IHaTa 6,I[I/IT6J'IHOCT

1. Komnemenmnume opzanu u I AFGHLII/ISITaI 2apanmupam, ue ce U36bpuiéa PeoOBHA
MIPOBEPKa Ha IIs1aTa OCHOBHA JOKYMEHTAIIUS B CHCTEMaTa 3a (papMaKoJIOruaHa
omurennoct B Cpro3a I U ye cucmemume 3a papmaxoiocuuna 60umenHocm ce

npujazam npasujino.

2. Azeuuuﬂma K00p0uuupa, a KomMnemeHmHuume op2anu u3devpuileam UHCNREKuuU Ha
cucmemume 3a dmpmakwwzutma 0oumennocm Ha eemepunaprume JiekapCcmeenu

npoOyKmu, pazpeuienu ¢ cbomeemcmeue c uien 44.

3. Komnemenmnume opzanu u3zsspuieam uHcCneKuyuu Ha cucmemume 3a
dapmaxonozuuna 60umennocm Ha éemepuHaprHume 1eKapcmeeHu npoOyKmu,

paspeuienu 6 cbomeemcmeue c uienoge 47, 49, 52 u 53.

4. KoMreTeHTHHTE OpraHi Ha IbP’KaBUTE YWICHKH, B KOUTO CE€ HAMUPA OCHOGHAMA
OOKYMEHmMAayus ¢ CucCmemama 3a Qapmaxoniocuina 60umenanocm, u3gbpPuieam
UHCHEeKYUU HA OCHOBHAMA 0OKYMEHMAYUs 8 CUCHEMama 3a hapmaxkoiocuina

ooumennocm.
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5. He3zasucumo om paznopedoume na napazpagh 4 om nacmoauwius 4ieH u cv21acHo
ynen 80, Komnemenmen opzan Modice 0d yY4acmed 66 6CAKAKEU UHUYUAMUGU 3d
pasznpeodenienue Ha padomama u oenezupane Ha OM2080PHOCHU C OPYy2U KOMREMeHmHU
opzanu, 3a 0a ce uzbezne Oyo1upanemo Ha UHCREKYUUmMe HA cCUcCmemMume 3a

dapmakonozuuna 60umennocm.

6. Pesynrarute oT HHCIIEKIUUTE 3a (hapMaKoJIOTHIHAA OAUTETHOCT ce pecucmpupam B

0azarta naHHU 3a (hapMaKoJIOTUYHA OJAUTEIHOCT, HOCOUeHd 6 uieH 74.

e 127

Jloka3BaHe Ha Kaue€CTBOTO Ha IPOAYKTA 3d 6emepuHapHume 1eKapcmeenu npooyKmu

1. HpI/ITe)KaTCJ'ISIT Ha pa3spClICHUCTO 3a TbPIOBUs pa3nojiaza ¢ pesyimamume om
HU3BbPHICHUTE KOHTPOJIHA U3IIUTBAHUA Ha BETCPUHAPHUS JICKAPCTBCH MPOAYKT HUJINM HA
CbCTAaBKUTC U MCKJIUHHUTC NPOAYKTHU B IIPOU3BOACTBCHUSA ITPOLEC B CHOTBETCTBUC C

MCTOOUTE, OIPCACIICHU B Pa3pCUICHUCTO 3a ThPIroBUA.
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AKo cmuczne 00 3aK1104eHUemo, ue 0adena napmuoa éemepuHapen 1eKapcmeen
RPOOYKM He CbOMEEemCcmea Ha NPeOCmaseHus om nPou3eooumeJisi 00K1ao0 3a
U38BPUIEHUA KOHMPO WU HA cheyuduKkayuume, npeosUOeHU 6 PA3peuleHuemo 3a
mMbP206Us, KOMNEMEHMHUAM OP2AH NPeOnpuema HeodxXo0umume mMepKu no
OMHOWIEHUE HA NPUMENCAMENA HA PA3PeUleHIemOo 3a MbP2OGUS U NPOU3EO0UMENIA U
UHopmupa cbomeemno KomMnemeHmHuUmMe OP2anU HaA Opy2ume ObPHCABU Y1eHKU, 8
Koumo e paspeuien 6emepuHaprusam 1eKapcmeen npooykm, Kakmo u Azenyuama, 6

cayuail ye 6emepuUHAPHUAM 1eKAPCMeeH NPOOYKm e pa3peuieH no yeHmpaiuupanama

npouedypa.

Ynen 128

Cneuuafmo O0OKAa36aHe HA KAYeCcmeomo Ha npodykma 34 UMYHOJI0cUYHUmMeE 6emepunapru

JleKapcmeenu npooyKmu

3a 1enuTe Ha puilaralero Ha wiexn 127, napazpagh 1 koMIEeTEHTHUTE OpraHu MOXKeE Ja
MIOKCKAT OT HpUmedcamesis Ha Pa3pelIeHUETO 3a ThPTOBUS C UMYHOJIOTUYHU
BETEPUHAPHU JICKAPCTBEHU MPOJYKTH Ja UM MPEICTABU KOMHS OT BCHUKH JIOKJIAIU 32

U3BBPIIEH KOHTPOJ, MOANUCAHU OT KBATU(UIIUPAHOTO JIHIIE B ChOTBETCTBUE C wieH 97.

[TputexarensaT Ha pa3pelIEHHETO 3a ThPrOBUS C UMYHOJOTHYHU BETEPUHAPHU
JIEKApCTBEHU MPOAYKTH OCUTYpPsIBA CKJIaJI0BU HATMYHOCTH HA IOCTAThUHO Ha Opoit
MPEACTAaBUTEIHN MOCTPHU OT BCSKA MAPTHU/IA HA BETEPUHAPHU JIEKAPCTBEHU NIPOJLYKTH Hal-
MAJIKO J10 U3TUYAHETO HA CPOKA UM Ha TOJHOCT U 10 UCKAaHE HAa KOMIIETEHTHUTE OpraHu

He3a0aBHO UM IIPEIOCTaBs MOCTpPH.
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Koraro e He00x0AUMO OT chOOpa’keHHs BbB BPb3Ka ChC 3APABETO HA XOpaTa WX 3APABETO
Ha XMBOTHUTE, KOMIETEHTHUAT OPTaH MOJKE J]a U3UCKA OT MPUTEkKATeJIs Ha Pa3pelICHUETO
3a THPrOBUS C IMYHOJIOTHUCH BETEPHHAPEH JICKAPCTBEH MPOIYKT Ja MPEACTaBH MOCTPU OT
HNapTUIUTE C HACUITHUSA IPOJYKT UIH OT UMYHOJIO2UYHUA 6EMEPUHAPEH 1eKAPCMEeH
IPOAYKT 32 KOHTPOJI OT ouinaiHa 1abopaTopus 3a KOHTPOJI HA JIEKAPCTBEHU MPOAYKTH

Ipey MyCKaHeTO Ha MPOyKTa Ha ma3apa.

ITo uckane Ha KomMnemeHmeHn op2an TIPUTCIKATCIIAT HA pa3pCUHICHUCTO 3a TbProBUA
He3a0aBHO npeaocTaBAa MOCTPHUTE, IIOCOYCHU B napazpaqb 2, N JOKJIAAWUTE 3a U3BBPIICHUA
KOHTPOJI, IIOCOYCHU B napazpaqb 13a KOHMPOJIHO u3dnumeane. KommeTeHTHHSAT opran
YBCAOMABA KOMIICTCHTHUTC OpradHy B APYTUTC AbPKABU YJICHKH, B KOUTO € pa3pClICH
UMYHOI02UYRUAM 6EMEPUHAPEH J1eKapCmeeH TIPOAYKT, KaKTO U EBpOHGfICKHH
JAUPCKTOpAT 110 KaYCCTBOTO Ha JICKApCTBATA U 3PaBCOIIaA3BAHCTO U Azenuuﬂma, 6 cnylmﬁ
e UMYHO102UUYHUAM 6EMEPUHAPEH J1eKapCmMEEH npodykm e paspeuien no
uenmpaiuiupanama npouedypa, 3da HAMCPCHUCTO CH J1da U3BBbPIIN KOHTPOJ Ha

CBHOTBCTHHUTC MAPTUAN HA UMYHOTI0CUUHUSA 6EMEPUHAPEH JICKAPCMEEH npodykm.

B®3 ocHoBa Ha JOKJIAAWNTE 3a U3BBPIUICHUA KOHTPOJI, TIOCOYCHU B HACTOAIIATA I'JiaBa,
KOHTpOJIHATa na6opaTopI/I${ MOBTaps BbpXYy NPCAOCTABCHUTE MOCTPHU BCUYKH U3BBPIICHU
OT IMPOU3BOAUTCIIAL TCCTOBC HA TOTOBUSA UMYHO/I0CUUEH 6EMEPUHAPEH JIEKAPDCMEEH
MMPOAYKT B CbOTBCTCTBUC C npujioxpcumume cneuu([)ukauuu B 1OCHUETO My OTHOCHO

pa3peeHrneTo 3a ThProBusl.
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CHnHCHKBT Ha TECTOBETE, KOUTO TPsOBa a ObAAT MOBTOPEHHU OT KOHTPOJIHATA
naboparopus, ce orpaHnyana 10 000CHOBaHU TECTOBE, aKO BCUYKU KOMIIETEHTHU OPTaHH B
CBHOTBETHUTE IBPKAaBU WICHKH U — aKo € 11eJIeCho0pa3Ho — EBponeiickusT nupekTopar 1no

Ka4uCCTBOTO HaA JICKApPCTBATa U 3IPAaBCOITAa3BAHCTO U3PA3AT ChITIACUCTO CHU 3a TOBA.

3a IMYHOJIOTUYHU BETEPUHAPHU JIEKAPCTBEHHU MPOAYKTH, pa3pEIICHHU 1O
[EHTpaTU3upaHaTa mporeaypa, CHUChKbT Ha TECTOBETE, KOUTO TPSOBA 1a ObIaT
MOBTOPEHH OT KOHTPOJIHATA JTa00paTOpusi, MOXKE Ja CE ChKPAaTH €IMHCTBEHO aKo

AFCHHI/IHTa JaJ€ CbrjIaCu€TO CH 3a TOBA.

KomnerenTHuTe opranu npu3HaBaT pe3yiTaTUTE OT TECTOBETE, HOCOUEHU 6 napazpad 5.

KommerenTHHTE OpraHu B3€MaT MCPKHU KOHTPOJIBT da 6’LI[€ 3aBBPIICH B 60—IIH6BCH CpPOK OT
IIOJIY4aBaHCTO HA MOCTPUTC U 0oKaoume 3a UlevpuleéHuA KOonmpoJji, OCBCH ako
Komucusra ne 6”I)I[e YBCAOMCHA, Y€ 3a U3BBPIIBAHCTO HA TCCTOBCTC € HCO6XOI[I/IM O-ABJIBI

CpOK.
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9. KoMneTeHTHUAT oprad yBe1oMsIBa KOMIIETCHTHUTE OPIaHU B IPYTH CbOTBETHHU JbPKABU
WIeHKH, EBponeickus qJUpeKTopar 1o KauecTBOTO Ha JIEKAPCTBATa U 3paBEONa3BaHETO,
IIPUTEXKATEIIS Ha pa3pellieHUETO 32 ThPrOBUS U — aKO € LeJ1eChOOpa3HO — IPOU3BOJUTENS 3a

PE3YITATUTEC OT TCCTOBCTC B ChIIUA CPOK.

10. Komnemenmnuam opzan npoeepasa 0aiu U3noa3eanune npou3e00CneeHu npoyecu 3a
NPOU3800CHIE0 HA UMYHOJIOZUYHU 6EMEPUHAPHU JIeKaAPCMEeHU NPOOYKMU ca

eanuoupanu u 0aau ce ode3nevasa nOGMopPAemMocm Ha napmuoume.
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I'nasa IX

OI‘paHI/I‘IeHI/IH N CaHKIIMH

Yien 129

BpeMeHHI/I OrpaHH4YCHUs C OIJIEN Ha 0e30macHOCTTa

1. Komnerentnus opras, a cpuio taka 1 Komucusra, B ciyyail 4e BETCpUHAPHUSIT
JICKapCTBEH MIPOLYKT € Pa3pelleH 10 LHEHTPAIU3UpaHaTa Ipoueaypa, Ipu pUcK 3a
00I11eCTBEHOTO 3/IpaBE WU 3PAaBETO Ha KUBOTHUTE, HJIU 3@ OKOJIHATA Cpefia, KOMTO
W3HCKBA CIICIIHY JEHCTBUSA, MOraT J1a HaJ'IO)KaTI Ha IIPUTEKATEII HA Pa3pELICHUETO 3a
TBPTOBUS U OPY2U TUUA, KOUNLO UMAM 3A0BIHCCHUA CH2NACHO HACMOAWUA Pe2IaMeHm,
I BPEMEHHU OIpaHUUYEHMs C OrJiesl Ha O0e30macHocTTa. Bpemennume ozpanuuenus ¢

0271€0 Ha 0e30nACHOCIMA MO2am 0a 6KI0YEaAm:

a)  ozpanuyaseane HA OOCMABKAMA HA 6EMEPUHAPHUA JIEKAPCHEEH NPOOYKM No
UCKaHe HA KOMNEeMmeHmMHUs OP2aH U, 6 CAyyail 4e 6emepUHapHuIm 1eKapcmeen
nPOOYKm e paspeuien o UEHMPATUZUPAHAMA NPOYedypd, U o UCKAHe Ha

Komucuama 00 komnemenmuusa opzamn;

0) ozpanuuasane Ha ynompebdama Ha 6eMEPUHAPHUA 1EKAPCMEEH NPOOYKM NO
UCKaHe HA KOMNEMEeHMHUsA OP2aH U, 6 CIyHall Ye 6emepUHAPHUAM JIeKaAPCMEEH
npoOyKm e paspeuien no YEHmMpPaIu3upanama npoyeoypa, u no UCKane Ha

Komucuama 0o komnemenmHuus Op2an,
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6)  cnupane Ha 0eliCMEUEMO HA PA3PEUIEHUEN O 3d MBP2OGUA O KOMNEMeHMHUA
0p2an, nPedoCmagul moea paspeuieHue 3a mvpP2oeus u, 8 Ciyuail ye
6éemepuHapHuam 1eKapcmeen npooyKm e paspeuier no yeHmpanuzupanama

npouyeodypa, om Komucuama.

2. CvomeemHuuam KOMnenmeHmeHn op2an y8e0oMa6a OCIMAaHanume KOMnEemeHmHU op2anu
u Komucuama 3a nanazanemo Ha 6CAKO 8PEMEHHO 0ZPAHUYEHUE C 02]1€0 HA
0e3onacnocmma Hali-KbCHO HA Clledeauius padomen 0en. AKo pazpeuteHuemo 3a
mMbp2osUs e npedoCcmaseno no yenmpanuupanama npoyedypa, Komucuama
y6€00MA8a 8 pAMKUME HA COUUA CPOK KOMNEMEeHMHUMe OP2AHU 3d HAJIA2AHEeMo HA

6CAKO BPDEMEHHO 02paHu4eHue ¢ 02/1e0 Ha be30nacHocmma.

3. Komnemenmnume opzanu n Komucusra mozam, eénoepemenno C Haia2anemo Ha
oZpaHuu4denHue 6 coomeemcmeue ¢ napazpad) 1 om HacmoAawiusa 4i€eH, 1a OTHECAT

BBIIPOCA /10 AreHIusATa B CbOTBETCTBHUE C WiEH 82.

4, Koraro e MMPUIIOKHUMO, IIPUTCKATCIIAT Ha PAa3PCHICHHUCTO 3a ThbProBUA I10JaBa 3a4BJICHUC 34

IMpOMsHA Ha YCJIIOBUATA HA Pa3pCHICHUCTO 3a TbProBUs B CbOTBETCTBUC C YJICH 62.
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Yien 130

CanaHe Ha HeﬁCTBHeTO, ommana Ui IMIpOMsHA Ha ycjiosuama Ha paspCUICHUATA 3a TbPTOBUS

KoMneTeHTHUST opraH Uild, aKo pa3peuienuemo 3a mvpeoeus e npedocmaseno no
yenmpanusupanama npoyedypa, Komucusra crupa 1eiiCTBUETO WIH OTMEHS
pa3pelIeHUeTo 3a ThProBUSl, UINH USUCKEA OM RPUMeNHCcamensn Ha PA3peuieHueno oa
nooaoe 3aséieHue 3a NPOMAHA HA YC106UAMA HA PA3PEUIEHUEM O 34 MBbP20GUS, AKO
CHOTHOIICHUETO MEXIY M0JI13aTa U PUCKa OT BETEPHUHAPHHUS JICKAPCTBEH NPOIYKT 6eue He e
NOJI0MCUMETIHO UIU He e 00CHMAmBbUHO, 3a4 04 ce 2apanmupa 6e30nacHocmma Ha

xXpanume.

Komnemenmnuam opzan unu, aKko pazpeuieHuemo 3a mvp2osus e npedocmaseHo no
yenmpanuzupanama npoyedypa, Komucuama, ommens paspeuienuemo 3a myp2ogusi,
aKo npumedicamenim Ha papeuieHuemo 3a mvpeoeus eeyue He 0ma08aps Ha

usuckeanemo 3a ycmanoeasaue ¢ Cvio3a, nocoueno ¢ uien 5, napazpag 4.

KoMneTeHTHUST opraH Uill, aKo pa3peuienuemo 3a mvpeoeus e npedocmaseno no
uenmpanuszupanama npoyedypa, Komucusta Moxe Jia cripe AeiCTBUETO WU 1a OMMEHU
pa3penIeHueTo 3a ThProBusl, WM J1a U3UCKA OT MPUTEKATENS Ha pa3pelIECHUETO 3a
THPTOBHUS J1a NTOAA/I€ 3asBJICHUE 32 IPOMSIHA Ha YCIOBUATA HA PA3pPEIICHUETO 3a ThPrOBUS

no ueﬂea;oﬁpamocm 6 eOuH uiu nogeue OT CIACITHUTE clydau:
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a) MPUTECIKATCIIAT HA pa3pCIICHUCTO 3a ThProBus HC OTTOBapsd Ha U3UCKBAHUATA,

MPEBUACHU B YJieH 58;

0) NIpUTEXKATEIAT HA PA3PEIICHUETO 32 ThPrOBHS HE OTroBaps Ha U3UCKBAHUSATA,

NpeaBUACHU B ujieH 127,

B) cucrémara 3a (l)apMaKOJIOFI/I‘IHa 6III/ITGHHOCT, ycmanoeéerna B CbOTBCTCTBHUC C

W3UCKBaHUSATA HA wieH 77, napazpag 1, He e moaXoaA11a;

F) MMPUTCIKATCIIAT HA PAa3pCUHICHUCTO 3a ThbPIroBHA HC U3ITBJIHABA 3aIbJDKCHUATA CH,

MMOCOYEHHM B 4JicH 77,

)  Keanuguuyupanomo auye, 0mz2o6apauio 3a papmaxkoaiozuunama 6OUmMeaHocm, He

U3NDAHABA 3a0auume CU, nocouenu 6 uieén 78.

4. 3a uenurte Ha naparpadu 1, 2 u 3, ako pazpeuienuemo 3a mvp2osus e nPedOCMaseHo no
yenmpanuzupanama npoyedypa, Npeau na npeanpueMe IeicTBrs, KoraTo €
nenecbo0paszno, Komucusara u3uckBa CTAHOBHINETO HA ATEHIIUATA B CPOK, KOUTO
oTpezieNis C OIJIe] Ha HEOTJIOXKHOCTTA Ha BBIIPOCA, 3a J1a IPOyYH OCHOBAHUSATA, IOCOYCHH B
ChIUTE Maparpadu. I [IpuTexaTensT Ha pa3pelICHUETO 32 6eMEPUHAPHUA JIEKAPCMEEH
MPOIYKT Ce MPUKaHBa Jia Ja/ie YCTHU WM MMMCMEHHU O0SICHEHHS B paMKHUTE Ha CPOK,

onpexaeneH ot Komucusra.
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I Crnen KaTo TIOyYW CTAHOBHUIIETO HAa ATEHIUsATA, aKo € HeoOxoaumo, Komucusra
npearpreMa BpeMEHHH MEPKH, KOUTO ce MpuiaraT He3abaBHo. KomucusTa B3ema
OKOHYATEITHO PEIICHHUE Ype3 aKTOBE 3a M3MbJIHCHHE. Te3n akTOBE 3a M3IIBJIIHCHUE CE
preMar B ChOTBETCTBHUE C MPOIIeypaTa 1Mo pa3riexkIaHe, ocoueHa B wieH 145,

naparpad 2.
5. JbprkaBUTE YWICHKH ONPENENAT pea 3a npujaranero Ha naparpadu 1, 2 u 3.

Ynen 131

Cnupane na oeiicmeuemo uiu OMMAHA HA PA3PEUICHUA 3A MBP2OBUA HA €0PO

1 B cnyuait ye ne ca cnazenu uzuckeanuama, onpeoenenu ¢ unen 101, napazpagp 3,
KOMRemeHmHUAmM 0p2an Cnupa 0elicmeuemo Uiy OmmeHns papeuieHuemo 3a

mup2osus HA e0po HA 6eMEPUHAPHU JIEKAPCMEEHU NPOOYKMU.

2. B cnyuait ue ne ca cnaszenu usuckeanuama, onpeoenenu ¢ uien 101, c uskniouenue na
mesu ¢ napazpag) 3, KoOmMnemeHmHUAM OP2an momice, 6e3 oa ce 3acazam opy2u
nOOX00AWU MEPKU CB2IACHO HAYUOHATHOMO NPAGo, 0a npeonpueme eoHa uiu nogeue

om nocouenume I’l0-00.7'ly MepKu:

a)  cnupa Oelicmeéuemo Ha Pa3peuienuemo 3a mvpeoeus Ha eopo;

13328/18 eik/IA/tg 296
IMTPUJIOXXEHUE GIP.2 BG



0)  cnupa deiicmeuemo Ha paspeuwienuemo 3a myvpP2oeus Ha eopo ¢ eOHA Ul nogeye

Kamezopuu eemepuHapHnu 1eKapcmeeHu npooyKmu;

6) OMMENRA pa3peuwieHuemo 3a muvpcoeus Ha e@po C eOHa uu nogeue Kamezcopuu

6éemepuHapHu 1eKapcmeeHu npooyKmu.

Ynen 132
Omcmpansaeane na gnocumenume, nPOU3EO0UmMenNUNe U PA3NPOCMPAHuUmenIume Ha

aKmueHu eeuiecmea om Oazama oaunnu 3a npou3eodcm60 U movpecoeus Ha edpo

B cnylmﬁ ye é6Hocumeiume, npou3300umeﬂume u pasnpocmpanumesiime Ha AKmueHu
eeuiecmea He cnaseam u3ucCKeanusama, onpeOeﬂeuu 6 U/iéH 95, KoOmMnemeHmHuam op2an
BPDEMEHHO UIU OKOHYAMEIHO OMCmMpPAHiea me3u 6Hocumeliu, npouseodumeﬂu u

pasnpocmpanumenu om 6azama OAGHHU 3a RPOU3EOOCHE0 U MBP20BUA HA €0PO.

13328/18 eik/IA/tg 297
IMTPUJIOXXEHUE GIP.2 BG



Yien 133

CanaHe Ha ﬂeﬁCTBHeTO W ommAHA Ha pa3pCuICHUA 3a IIPOU3BOACTBO

B ciyuyail ue He ca cna3eHU U3UCKBaHMATA, ONPEACIEHH B WieH 93, KOMIETEHTHUST OpraH

npearpuema, de3 oa ce 3acazam Opy2u nOOX00AuU MEPKU Cb2/IACHO HAWUOHATIHOMO NPAso, €aHa

uin noeeve OT NNOCOYCHUTE I10-A0J1Y MEPKH:

a)

0)

2)

CIIMpa IPOU3BOJCTBOTO HA BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH;

CIIMpPa BHOCA Ha BETCPUHAPHUTC JICKAPCTBCHU MPOAYKTU OT TPECTU AbPIKABU;

CIiipa JEUCTBUETO UIU OMMEHS pPaspCiCHUECTO 3a ITPOU3BOACTBO 34 eoOHa uiu

nogeue papmayesmuynume opmu,

cnupa odelicmeuemo uau OmmeHs paspeuienuemo 3a npou3300cm80 Ha eOHa uu

nogeue O0eiiHOCmMu 8 eOUH UIU noseue NPoU3B00CHEeHU 0OEeKmu.
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Yien 134

3a0pana 3a docmaskama Ha BETEpUHAPHU JIEKAPCTBEHU MPOTYKTH

1. B cnyuait yue cougecmeyesa puck 3a ooujecmeenomo 30paee unu 3a 30pasemo Ha
JHcusomHume, uiu 3a OKOJIHaAmMa cpeod, KOMICTCHTHUSIT OPTaH, WU @ CAyuail ue
6emepuHapHus 1eKapcmeer RPOOYKm e pazpeuier no UeHmpaiu3upanama npoyeoypda,
Komucusita 3a0paHsBar JocTaBKaTa Ha J1aJIeH BETCPUHAPEH JICKAPCTBEH MPOIYKT U
M3MCKBAT OT MPUTEkKATEISI Ha Pa3pEIICHUETO 3a ThPTOBUS WU docmasuuyume oa
npeycCmano8am 00CMABKAMA Uiy 0a U3mezisam BETCPHUHAPHUS JICKAPCTBCH MPOAYKT OT

asapa, ako € HaJIuli€ HJAKOC OT CJICAHUTC YCIIOBUS:

a)  CBHOTHOILEHUETO MEXAY I0J13aTa U pUCKa OT BETEPUHAPHUS JIEKAPCTBEH MPOAYKT

6eY4e He € noJ10)HCUMEJIHO,

0)  KAueCTBEHUST UU KOJUYECTBEHUAT ChCTAB Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT
HE € TaKbB, KAKbBTO € IIOCOYEH B KpaTKaTa XapaKTepUCTUKA HA IIPOAYKTA B

ChOTBETCTBUE C WiCH 35;

B)  IPENOpbUYaHUAT KAPEHTEH CPOK € HedocmamvbyueH, 3a 1a Ce rapaHTupa

bOe3zonacHocmma Ha xpanume;

I)  HE ca U3BbPILIEHU KOHTPOJHUTE U3NUTBAHMsI, TOCOYEHH B wieH 127, maparpad 1;

uiu

0) HenpasuIHOmMoO emuKemupane moice 0a 00eede 00 Cepuo3eH PUCK 3a 30pagemo Ha

Hcueomnume ujiu 3a oﬁmecmeeuomo 30pa8e.

13328/18 eik/IA/tg 299
IMTPUJIOXXEHUE GIP.2 BG



Komnerentaure opranu nian Komucusra moraT 1a orpannyar 3abpaHaTa 3a JOCTaBKa U
M3TETJISHETO OT I1a3apa caMo 3a 3aCETHATUTE NAPTUAN HA CbOMEEMHUA 6emePUHADEH

JleKapcmeen npooyKm.

e 135

Hanarane Ha caHKIIMU OT ABPIKABUTE YICHKU

JIbpxKaBUTE YWICHKU onpedenam npaguiama OmHOCHO CAHKYUUMe, NPUTLOHCUMU RPU
HapyuweHus Ha HACMOAWUA Pe2IAMeHM, U 83eMam 6CUUKU HE0OX00uMu MepKu, 3a 0a
2apanmupam maxuomo npuiazane. Onpedenenume caHKyuu ca ereKmueHu,

RPpONOPUUOHAIHU U 6B3RUPALLU.

I[’bp)KaBI/ITe YJICHKHU HOTI/I(I)I/II_II/IpaT Ha Komucwusra te3u IIpaBujia U MCPKHU Hal-KbCHO JIO...
[TpI/I ToauHU CJICO JaTaTa Ha BJIM3aHC B CHMJIa HAa HACTOAIIHUA pel"J’IaMeHT] usi HOTI/I(I)I/II_[I/IpaT

He3a0aBHO 3a BCAKO CJIEBAI0 N3MCHCHHEC, KOCTO I' 3acsra.

2. Komnemenmnume opzanu 2apanmupam nyoauKysanemo Ha uHGopmauyus OmHocHo
6uda u 6pos na cayuaume, 8 KOUMO A HANOHCEHU PUHAHCOBU CAHKYUU, KAMO
omuyumam 3aKOHHUA UHMeEPeC HA 3acecHamume CMPAnU 34 3auiUma Ha mexHume
mMbP206CKU Mmaiinu.
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3. vporcasume unenku yeeoomaeam nezaoaeno Komucuama 3za écakaxeu cv0edonu
cnopoee, 00pazyeanu 3a HapyuieHue Ha HACMOAWUA Pe2IAMEHM, CPeuLy
npumescamenu Ha Pa3peuienus 3a mvp2oeus ¢ 6eMePUHAPHU J1eKAPCHEEeHU NPOOYKMU,

npedocmasenu no YeHMpaIu3upaHama npoyeoypa.

Yien 136
Hanarane na ¢punancosu cankiuu or Komucusita ha npumescamenu na paspeuieHus 3a

muvpecoeus C 6emepunHapru 1eKkapcmeenu npodylcmu, npec)ocmaeenu no uenmpaiausuparnama

npoueoypa

1. Komucusita Mmoxe 1a HaJloku (PUHAHCOBU CAaHKIMH 1O popMaTa Ha TII00U WK
MEPUOIUYHN UMYIIIECTBEHU CAaHKIIMK Ha MPUTEKATEITUTE Ha Pa3peIICHUS 32 ThPTOBUS €
6emepuHapHu 1eKapcmeeHu nPOOyKmu, npedoCcmasen no YeHmpaiuupanama
npoueoypa I CBITIACHO HACTOSIINS PEriiaMeHT, 382 HeU3IIbJIHEHUE HA 3a/IbJDKEHUSTA UM,

nocouenu ¢ Ilpunosicenue Il 6v6 épv3Ka c pazpewieHusma 3a movp2o6usl.

2. Komucuama morce, 00KOJIKOMO moea e u3puyHo npedsudeHo 6 oenecupanume aKmaoase,
nocouenu ¢ napazpag 7, 0ykea 6), 0a nHanaza punancosume cCAHKYuu, NOCOYEHU 8
napazpagh 1, u na npasen cybekm unu cybekmu, pazniudHu om npumexcameis Ha HA
paspeuieHuenmo 3a mvp2osus, NPU yciosue ue mesu cyoeKmu ca 4acm om eouH u couy
CHONAHCKU CYOeKm Kamo npumedicamens Ha pa3peuieHuemo 3a mvp2oeus u ue

no000HU Opy2u NPAeHU CyOeKmu:
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a)  ca ynpaxcHuiu peuiasauio eausHUEe 6bPXY NPUmMeHcamens Ha papeuieHuemo 3a

mwpecosus,; Uiu

5) ca yvacmeanu uin ca umajid 6b3IMO0HCHOCM oa é3emam MepKUu npu maxkosa
Heu3nwviaHeHue Ha 3A0bICEHUCIO Om cmpana Ha npumesicamelisn Ha

paspeuienuemo 3a movpcoeust.

3. Kozamo Azenyusama unu KomnemeHnmen opean Ha 0bPIHCABA YeHKA cuuma, e
npumescames Ha pazpeuieHue 3a mvp2osus He e CRA3Ul HAKOe OM 3a0bHceHuAma,
Kakmo e nocoueno 6 napazpag 1, moit mosce 0a noucka om Komucuama oa npoyuu

6bnpoca 0anu 0a NPUNOHCU PUHAHCOBUME CAHKYUU CB2TIACHO MOo3U napazpad.

4. Kozamo pewasa oanu oa nanoscu punancosa CAaHKyusa u Ko2amo onpeoeis
nooxooawama cyma, Komucuama ce ppko6oou om npunyunume Ha egpeKkmugrnocm,
NPONOPYUOHATIHOCI U 6B3RUPAULO OCUICMEUE U 63eMA NPEOBUOD, KOZAMO € NPUTLOHCUMO,

mesxcecmma u nomeduuume Om Heu3NbJAHEHUECMO HA 3A0b/IHCEHUEHO.

5. 3a yenume na napazpagh 1 Komucuama ézema npeosuo:

a)  ecaKa npouedypa 3a HapyuieHue, 00pazyeana om OvPIHCAa YIeHKA CPEULy Coujus
npumedicamen Ha papeuienue 3a MmvpeoGUs HA OA3amMa Ha Couyume NPAeHU

OCHO6A4HUA U couiume d)akmu; u

6) 6CUYUKU CaAHKUUU, 6KIIOUUME/IHO umynuiecmeernu, Koumo eéeue ca Ouu HaNodCEHU
Ha couiusa npumericameil Ha paspeutenue 3a muvpcoéus Ha bazama na couiume

npAacHU OCHO6AHUA U CoUiume (])akmu.
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6. Kozamo Komucuama ycmanosu, ue npumedsicamesl Ha pa3peuieHuemo 3a muvp2oeusi He e
UBNBIIHUIL YMUUWLEHO UTIU ROPAOU HEOPEHCHOCH C8OUmEe 3A0bIHCEHUA , ROCOUEHU 8
napazpag 1, ma morxce 0a 63eme peuienue 3a Hala2ane HA 21004, KOAMO He HAOXBBPJIA
5% om ob6opoma na npumescamens na paspeuienuemo 3a mvp2ogus ¢ Cvioza 3a

cmonanckama zoduna, npeaxoafcdama oamama Ha moeéa peuienue.

Kozamo npumeosicamen na paspeuienue 3a mup2o6us npooviicasd 0a He U3NBLIAHAGA
ceoume 3a0v1CEHUA, KAKMO € nocoueHo 6 napazpad 1, Komucuama modxnce 0a npueme
peuienue 0a HAN0HCU REPUOOUYHU UMYUWLECMEEHU CAHKUUU 8 Pa3mep, KOUIMOo He
Haoxevpasa 2,5% om cpednus oneeen o6opom ¢ Cvioza Ha npumedsrcamens Ha
paspeuwieHuemo 3a muvp2o6us 3a CMONAHCKAmMa 200UHa, npeoxoicoauia oamama Ha

moea peuienue.

Hepuodutmume umyniecmeernu CAaHKuyuu mozam 0a 0v0am HAN0IHCEHU 34 CPOK, Koiimo
meue om oamama Ha ysedoﬂmenuemo 34 CbOmeemHomo peuteHue na Komucuama oo
npeycmaHo6a6aHemo Ha necnazeanemo Ha 3a0bJINHCCHUCHO OM npumesicamelia Ha

paspeuieHuemo 3a myp2oeus, nocoueno ¢ napazpag 1.

7. Komucusita npuema aenerupaHu akToBe B CbOTBETCTBHE € WieH 147 3a donvaseane na

HacmoAauiusa pecilamenm upe3 onpedemmemo Ha I .

a)  npouedypu, Koumo ce npunazam om Komucuama npu nanazane na 2noou uiu
NEpUOOUYHU UMYULECIBEHU CAHKYUU, 6KTIOUUMENIHO NPABUIA 34 3AN0Y6AHE HA
npouedypama, MepKu 3a pazciedgane, npaso Ha 3auwuma, 00CmMvn 00

npenuckama, npoOYECyaino nPeOCMagumesICmeo u n0epumeaHoCcm;
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0)  OonvinumenHu nodpoOHU npasuna 3a Haarazawemo om cmpana na Komucuama
Ha punanco6u canKyuu Ha IWPUOUUECKU JIUNA, DA3IUYHI OM RPpUmMedcameis Ha

paspeuienuemo 3a movpecoeusty

6)  npasuna OMHOCHO NPOOBINHCUMETHOCHIMA HA NPOUeOypama u 0a6HOCHHUmME

CpPpOKoeey

2)  enemenmume, Koumo oa 0voam e3emu npedeud om Komucuama npu
onpeodenaHemo Ha pazmepa u HANAZAHEMO HA 100U U RePUOOUYHU

umyuiecmeenu CaAHKuuu, KaKkmo upeda u ycuosuama 3a maAxXHomo Cbﬁupane.

8. Ilpu nposesrcoanemo na pazciedganemo 3a HeU3NbIAHEHUE HA 3A0BIIHCEHUAMA,
nocouenu ¢ napazpagh 1, Komucuama moixice oa cu compyoHuuu ¢ HAUUOHATHUME

KOmMnemenmnuu opcanu u oa pa3uuma Ha npedocmaeenume om Azenuuﬂma pecypcu.
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9. Korato npueme pemenue 3a Hanarane Ha (uHaHCOBU caHKuuu, Komucusita myoimkyBa
KPaTKO pe3oMe Ha ClTydas, B KOETO c€ II0COYBaT HaUMEHOBAHHTA HAa IPUTEXKATEIUTE Ha
pa3peneHnsTa 3a ThProBusi, pa3MepbT Ha HATOKEHUTE PUHAHCOBH CAHKLIUH U
OCHOBAHHMSATA 32 TOBA, KATO C€ OTYMTA 3aKOHHUAT MHTEPEC HA MPUTEKATEINUTE HA

paspenieHusITa 3a ThproBUs 3a 3aluTa Ha ThProBCKaTa TalHa.

10. CoabT Ha EBponeiickus cbro3 pa3nosiara ¢ HEOrpaHuYeHa KOMIIETEHTHOCT 32
npepasriekaaHeTo Ha pemeHus, ¢ kouto Komucusara e Hanoxuiaa GUHAHCOBU CaHKIINH.
CpabT Ha EBponelickus cbi03 MOXKE a OTMEHH, J]a HaMaJli WJIM J1a YBEIUYH HaJoXKeHaTa

ot Komucusra rinoba vim NnepuoandHa UMYILICCTBCHA CaHKIIUS.
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I'nasa X

Perynatopna mpexa

Yien 137

KommeTeHTHHN OpraHu

1. I[’bp)I(aBI/ITe WICHKHU OIMPEACIIAT KOMIICTCHTHHU OPraHd, KOUTO U3IBbJIHABAT 3aJa4YUTC 110

HACTOAIIMWA PCTIIaAMCHT.

2. vporcasume unenku capanmupam HAIUYUEMO HA ROOXO0AWU PUHAHCOBU CPeOCmea
3a ocuzypaeane Ha nepconana u opyzume pecypcu, Heoo6xo0umu Ha KOMnemeHmHume

Op2anu 3a u3esvpuiéanemo na 08121-!06’"1”"’!8, UBUCKBAHU Om HacmoAawius pesiiamernm.

3. Komnerenruure OpraHv CHU CbTPyAHHYAT IIPU OCBIICCTBABAHCTO HA 3a1a4YUTEC 110
HACTOAIIMA PCTIIaMCHT, KaTo 3a LeJITa IpeaoCTaBAT H€06X0[[I/IMaTa IMOJI3OTBOPHA
noAKpeIa Ha KOMIICTCHTHUTE OPraHU Ha APYrd AbPiKaBU YJICHKH. Te oOMeHAT

nenecro0pa3zHa HHGOpMAIUST TOMEXKIY CH. I

4. HpI/I ImoJrydaBaHC Ha MOTHUBUPAHO UCKAHC KOMIICTCHTHHUTC OpraHn He3a0aBHO npeaocCTaBAT
nucmenume 3anucu, nocouenu 6 ynen 123, u 0oxnadume 3a uzevpuieHus KOHmMpo,

nOCOY€HU 6 UJIeH 127, Ha KOMIICTCHTHUTEC OpraHu Ha APYI'U AbPiKABU YJICHKHU.
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Yien 138
[TpemocraBsiHe HA HAYYHO CTAHOBUINE HA MEKTyHAPOIHU OPTaHU3AIMH T10 3IpaBeoma3BaHe Ha

JKHUBOTHHUTC

1. B pamkuTe Ha CHTPYAHUYECTBOTO C MEXIYHAPOIHU OpPraHU3aIUU 110 3paBeolia3BaHe Ha
JKUBOTHUTE ATEHIMATA MOXKE J1a JJaBa HAYYHH CTAaHOBMILIA 32 OLEHKA Ha BETEPUHAPHUTE
JIEKapCTBEHU MPOYKTH, MIPeIHa3HAUCHU €IMHCTBEHO 3a Ma3apy U3BbH TEPUTOPUATA HA
Cpro3a. 3a 1enTa ce 1mojaaBa 3asiBlIeHue 10 ATEHIIUATa B ChOTBETCTBUE C WIEH 8.
AreHIusTa MOXE J1a U3TOTBH HAYYHO CTAHOBHIIIE, CJI€]I KaTO C€ JOIMMTA JI0 ChOTBETHATA

OpraHu3anus.

2. Azenyuama oripeniensi KOHKPETHU MPOLEAYPHHU MIPaBUIIa 32 U3NbIHeHUemo Ha naparpad

1.

Yen 139

KomureT 1o eemepunaprume j1eKapcmeeHu nNpoaAyKTU I

1. B PaMKHUTEC Ha AFGHHI/IHT& CC Cb3J1aBa Komutet 1o eemepunaprume jiekapcmeeHu

OPOAYKTH (,,KOMUTETHT®).
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2. N30bIHUTETHUAST JAUPCKTOP Ha AI‘GHHI/IHTa HJIM HCT'OB NPCACTABUTCII U NPCACTABUTCIIN HA
Komucusara nmar IIpaBo Ja IMPUCHCTBAT HA BCUYKH 3aCCIaHHA HA KOMUTETA, pa6OTHI/ITe

IPyNH U HAYyYHO-KOHCYJITaTUBHUTE TPYIIU I .

3. KomuterbT MOXeE J1a Ch3/1aBa MOCTOSIHHA U BpEMEHHH PaOOTHU rpymnu. KOMUTETBT MOXe
Jla Ch3J1aBa HAYYHO-KOHCYJITATUBHU TPYITU BB BPh3Ka C OIICHKAaTa Ha KOHKPETHU BHJIOBE
6emepuHapHu 1eKapcmeenu NPoIyKTH I U MOXE J[a UM JIeJIerrpa HIKOU 3a/1a4H 110

M3TOTBSIHETO HA HAYYHUTE CTAHOBUIIA, TOcOYeHH B wieH 141, maparpad 1, Oyksa 0).

4. KomuteTbT ch3/1aBa IOCTOSIHHA paOOTHA TPpyIia, YHATO CIUHCTBEHA 3a/1a4a € J1a OKa3Ba
HAyYHO CHACUCTBHEC HA MPEANPUATHATA. B ChTPYIHUYECTBO ¢ KOMUTETA H3IBIIHUTCITHUASAT
JTUPEKTOP Y4peasBa aIMUHUCTPATUBHHUTE CTPYKTYPH U MPOIICTYPUTE 32 OCUTYpSIBaHE Ha
KOHCYJITAIIMH 33 IPEINPUATHITA B ChOTBETCTBHE ¢ WieH 57, maparpad 1, Oyksa H) oT
Pernament (EO) Ne 726/2004, mo-cnieniaiHo 10 OTHOIIEHHE Ha pa3paboTBaHETO Ha

HO6AMOPCKU 6eMEPUHAPHU J1EKAPCMEEHU NPOOYKMU.
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5. Komumemwvm cv30asa nocmoanna pabomna pyna 3a papmaxoiocuuna 60umennocm,
YuAmMO 3a0a4a e 6KIAIYUMETHO 0a OUEHABA NOMEHYUATIHUME CUZHANU 8 001acmma Ha
dapmakonocuunama 60umennocm, uosawiu om cucmemama 3a PapmaKono2udna
o0oumennocm na Cvio3a, 0a npeonaza nocoueHume 6 wieH 79 6b3M0OHCHOCIMU 3a
ynpaenenue Ha PUCKA HA KOMUMeEmMa U KOOPOUHAYUOHHAMA 2Pyna, KaKmo u 0a
KOOPOUHUPA KOMYHUKAUUAMA OMHOCHO Papmakoiocuinama 60umeanocm mexncoy

Komnemenmnuume opzcanu u Azenuuﬂma.

6. KomuteTsT onpezens cBoil npouenypeH npaBuiIHUK. B mpaBuiiHuKa ce yCTaHOBSIBAT I10-

CIICOHUAIHO:

a) MPOLEIYPHUTE 3a ONPEICIITHE U CMSHA Ha MPECeaaTels;

0)  penbT 3a ompenelsHe Ha YWICHOBE HAa paOOTHUTE TPYIH WM HAa HAYYHO-
KOHCYJITATUBHHUTE TPYIH OT CIIUCHINTE C AKPEOUmMUPAHu SKCIIepTH, TIOCOYCHU B
unieH 62, maparpad 2, Bropa anutest ot Permament (EO) Ne 726/2004, u penst 3a

JOIIUTBAHE 10 pa6OTHI/ITC T'pPyIiu U HAYYHO-KOHCYJITaATUBHUTC I'PYIIN,

B)  TpoIeaypa 3a CHEeNHO IpueMaHe Ha CTAHOBHUIIIA, TIO-CIICIIHATHO BB BPB3Ka C
pasnopenouTe Ha HACTOSIINS PETJIAMEHT OTHOCHO HAOJIOCHUETO Ha Ma3zapa u

(apmakosioruyHaTa OAUTEITHOCT.
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[TpoueaypHUSAT NpaBUIHKUK BJIM3a B CHUJIA CJIE/ [10JIy4aBaHE Ha MOJIOKUTEIHO CTAHOBULIIE

ot Komucusra n YIIpaBUTCIHUA CbBCT HA AFCHHI/IHTa.

7. CekperapuarsT Ha AreHIMATa OKa3Ba TEXHUUECKO, HAYYHO U aIMUHUCTPATUBHO
ChACHCTBUE HA KOMUTETA, 00e3IIeUaBa MOCIEIOBATEIIHOCTTA U KAYeCTBOTO Ha
CTaHOBHIIIATa HA KOMUTETAa U OCUT'yPsIBa MOIX0IsIa KOOPIUHAIUSA MEXKTy KOMUTETA U
JpYruTe KOMUTETU HAa ATEHIUATa, nocoueHnu 6 uien 56 om Pecnamenm (EC) Ne

726/2004, u xoopAMHAIIMOHHATA TPYIIA.
8. CraHoBUIIIaTa HA KOMHUTETA Ca IOCTHIIHU 33 OOILIECTBEHOCTTA.

Yien 140

YneHoBe HA KOMUTETA I

1. Bceska AbprKaBa 4JICHKA, cneo KOHCYimauyuu ¢ ynpasumejlHua Cbéem Ha Azeuuuﬂma,
onpeoeﬂﬂ 3a CpoK om mpu 200UHU C 6B3MOINCHOCH 30 NOOHOBABAHE CAHH YJICH Ha
KOMHUTCTA U CINH 3aMCCTHHUK. 38.MCCTHI/II_II/IT6 peaACTaBIABAT YJICHOBETC, I'JIaCyBaT OT
TAXHO UMEC B TAXHO OTCHCTBHEC M MOraT aa 6LI[8.T Ha3HAa4YCHU Ja U3IIBJIHABAT 3aa4YUTC Ha

JOKJIaYHIIH.
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UneHoBeTe HA KOMUTETAa U TEXHUTE 3aMECTHUIIU CE OINPEACIIAT Bb3 OCHOBA HA €KCIIEPTHUTE
UM TIO3HAHMSI U OTIUT IIPU HAYYHOTO OLICHSBAHE HA 6emepUHaApHUme 1eKapcmeenu
POJIYKTH I C 1IeJI Jia C€ OCUTYPST Hal-BHUCOKA KBAM(UKAIHS U IIUPOK CHEKTHP Ha

ClICIUAJIM3UPAHN ITO3HAHUW.

JbprxaBa ujleHKa MOXKE J1a JIeJIErUpa 3a/1ayuTe CU B pAMKHUTE Ha KOMHUTETA Ha JIpyra
IbprKaBa 4ieHKa. Beska qppkaBa ujleHKa MOXKeE J1a IPeJICTaBiIsiBa caMo €1Ha Jpyra

AbpiKaBa YICHKA.

Komurerbt MOke 1a onpeiein Hail-MHOTO TIETUMa JIPYTH YWICHOBE, U30paHu Bb3 OCHOBA
Ha KOHKpPETHAaTa UM Hay4yHa KOMIIETEHTHOCT. Te31 WwieHOBE ce Ha3HayaBaT 3a CPOK OT TpHU

I'OJWHH, KaTO MaHAAaTbT UM MOXKC Ja CC II0JHOBsABA, U HC MOI'aT Ja 6T>I[aT 3aMCCTBAaHU.

3a ONpCACIIAHCTO HAa TC3W YWICHOBC KOMUTCTHT IIOCOYBA KOHKPETHA obiacT Ha
AOII'BJIHUTECIIHA HaAYUHA KOMIIECTCHTHOCT HAa JOII'BJIHUTCIIHUTC YWICHOBC. UneHoBeTe ce

I/136I/IpaT Cpea CKCIICPTHU, ITIOCOYCHHU OT AbPIKABUTC YJIICHKU HUJIN OT AFGHHI/IHTa.

3a uznvanenuemo na nocouenume ¢ unen 141 zaoauu Komumemovm modice 0a Ha3Havu
eoun om ujienoeeme cu 3a 00kiaouux. Komumemvm mooice couio maka oa naznauu

6mopu 4ieH 3a CbOOKIAOYUK.
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7. UiieHOBETE Ha KOMUTETA MOXKE J1a CE IPUAPYKABAT OT EKCIIEPTH B KOHKPETHU HAYYHU UIIU

TEXHUYECKH 00JIaCTH.

8. YneHoBeTe Ha KOMUTETA U CKCIICPTUTEC, OTrOBApAIIN 3a OLICHKAaTa Ha BETCPUHAPHUTC
JICKApPCTBCHU IIPOAYKTH, ITOJI3BAT HAYUHHUTEC OLICHKHU U PECYPCUTE, C KOUTO pasrojarar
KOMIICTCHTHUTC OpTraHH. Bcexu komnereHTeH oprad CJICAHU 3a HAYYHOTO paBHUIIEC U
HC3aBUCUMOCTTA Ha U3BBPUICHUTC OI.[GHKI/II , npedocmaeﬂ CBbOTBCTHHS ITPUHOC 3a
HU3IIBJIHCHUECTO HA 3aJa4UTC Ha KOMHUTCTA U IoJAriomMara pa60TaTa Ha ONpCACICHUTE OT
HEro 4JICHOBC HAa KOMUTCTA U CKCIICPTH. 3a oejiaTa AbpKaBUTC YWICHKHU IIPEAOCTAaBAT Ha

MOCOYCHUTEC OT TAX YJICHOBC U CKCIICPTU MOAXOJAIIN HAYTHO-TCXHUYCCKU PECYPCU.

9. I[’bp)l(aBI/ITe YWICHKHU CC€ Bb3bpPiKAaT Ja JaBaT HAa YICHOBCTC HAa KOMUTECTA U HA CKCIICPTUTC
YKa3aHus, HCCbBMCCTHUMU C JIMYHO BB3JIOKCHUTC UM 3a/1a4i UK CbC 3aa4YUTC Ha

KOMHUTECTA U C OTTOBOPHOCTHUTC Ha AreHiusTa.
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Yien 141

33,[[3‘11/1 Ha KOMHUTCTa I

1. KoMurersT MMa cieqHUTE 3a0a4U:

a) OCBIIIECTBSIBA Bb3JI0)KEHUTE MY 3a/1a4M ChIJIACHO HACTOSIIIUS PETJIAMEHT U
Permament (EO) Ne 726/2004;

0) W3TOTBSI HAYYHUmMeE CIMAHO8UU{A HA ATCHIIUATA 110 BBIIPOCH, CBBP3aHU C OLICHKATa U
yrnoTtpebaTa Ha BETepUHAPHU JIEKAPCTBEHU POAYKTH;

B) M3rOTBS CTAHOBUIIIA 110 HAYYHU BBIIPOCH, CBBP3aHHU C OLIEHKATa U yrnoTpedara Ha
BETEPUHAPHU JICKAPCTBEHU MTPOJIYKTHU, IO UCKAHE HA U3IIBJIHUTEIHUS JUPEKTOp Ha
Arennugara mim Ha Komucnsra;

T) M3TOTBS CTAHOBMILATA HA ATEHIUATA 110 BBIIPOCH, CBBP3aHU C JIOIYCTUMOCTTA HA
3ana6j1eHuUAmMA, KOUmMo ce nodasam 10 UEHTPpAIU3UPAHaTa IPOLEAYPa, © OTHOCHO
MPEIOCTAaBSIHETO, IPOMSIHATA, CIIMPAHETO HA ACHCTBUETO WIH OMMAHAMA HA
pa3pelieHus 3a ThbProBUs C BETEpUHAPHU JIEKAPCTBEHU MPOAYKTH, TPETOCTABEHU 1O
LEHTpalIu3upaHaTa nIpoueaypa;
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I[) pasricixkia ¢ IbJDKUMOTO BHUMAHUEC UCKAHUS OT AbPrKaBUTC YJICHKHA 3a U3TOTBAHCTO

Ha Hay4YHuU CTAaHOBUIIIA,

€)  MpenocTaBs HACOKU I10 3HAYMMH BBIIPOCH U MPOOIEeMH OT 001l HayueH I Xapakrep;

X) B paMKUTE Ha CbTPYAHHUYECTBOTO cbc Ceemosnama opzanu3ayus 1o
3paBeona3BaHe Ha )KUBOTHUTE M3TOTBS HAYYHH CTAaHOBHUIIIA OTHOCHO OIIEHKATa Ha
HSIKOW BETEPUHAPHH JIEKaPCTBEHU MPOTYKTH I , IPe/IHA3HAYCHN STUHCTBEHO 3a

nazapy U3BbH TepuTopusiTa Ha Cbro3a;

3) npeoocmass KOHCYImayuu OmHOCHO MAKCUMATIHO OORYCIUMUME CIMOUHOCU
Ha ocmamvyHUme KoJau4ecmea om eemepuHapiu a1eKapcmeenu npooyKmu u
OuoyUOHU NPOOYKMuU, U3NON36AHU 8 HCUBOMHOBLOCMEOMO, KOUMO MO2am 0a
0vOoam npuemu 6 Xpanume om HCU6OMUHCKU NPOU3XO00 6 CbOMEEMCMEUE C

Peznamenm (EO) Ne 470/2009;

u)  npedocmaga HAyYHu KOHCYIMayuu OMHOCHO ynompeoama Ha AHMUMUKPOOHU U
npOMuUEOnApasumHnu cpeoCcmea nPU HcueoOmHume, 3a 0a ce céede 00 MUHUMYM
pazeumuemo na pezucmenmuocm ¢ Cvro3a, u aKkmyanuzupa me3u KOHCyImayuu

npu Heobxooumocm;

i) npeoocmaesn 00eKmMuGHU HAYYHU CIMAHOBUWA HA ObPIHCABUNE YIEHKU NO

ébnpocume, Koumo ca OmHecenu 00 KomMumema.
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2. UneHoBeTe Ha KOMHUTETa OCUTYPSIBAT YCIOBHS 3a J00pa KOOpAUHALIMS MEXIY 3aa4iTe Ha

AFCHHI/IHTa u ﬂeﬁHOCTTa Ha KOMIICTCHTHUTEC OpraHu.

3. HpI/I HU3TOTBAHCTO HAa CTAHOBHILA KOMUmMemvm nojiacad MAKCUMAJlHU yCujius 3a
nocmuzane Ha CAVHOAYIINE 110 BBIIPOCUTE OT HAYYHO €CTECTBO. Axo He MOxke Ja 6’5,[[6
IMOCTUTHATO €AUHOAYIIHNE, B CTAHOBHUIICTO CE IMMOCOYBAT IIO3UIKUATA HA MHO3MHCTBOTO OT

YICHOBCTC U pa3iIn4aBalllUTC CC IMMO3UIHNU, KAKTO U OCHOBAaHUATA 3a TAX.

4. [Tpu mocThIBaHe HAa UCKAHE 3a Mpepas3riiexk1aHe Ha CTAHOBUIIE, KOraTo B
3aKOHOAATeNICTBOTO Ha Chl03a € MpeABUICHA Bb3MOKHOCT 32 TOBA, KOMUTETHT ONpeAes
pa3IuyeH JOKJIAJUUK U TP HEOOXOAUMOCT — PA3JIMYEH ChIOKIATUUK OT ONPENEICHUTE 3a
I'bPBOHAYAIIHOTO cTaHOBUIIE. [Ipu npepasriexaneTo Moe Ja ce B3eMar 10J] BHUMaHHE
CaMo eJIEeMEHTUTE OT CTAHOBHILIETO, IPBOHAYATHO [TOCOYCHH OT 3asBUTEJNS, KATO
mpoleaypara ce OCHOBaBa caMO Ha HAIMYHUTE HAyYHU JAaHHU KbM MOMEHTa, KOTaTo
KOMUTETHT € IIPHUEII CTAHOBUIIETO. 3asBUTEIISAT MOXKE J1a MOMCKA KOMUTETHT J1a CE JI0NUTA

JI0 HAYYHO-KOHCYJITaTUBHA I'PyIla BB BPBb3Ka C IPEPa3IiIeKIAHETO.
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Yien 142
KoopaunanuoHnHa rpymna mo nporeaypa 3a B3auMHO IPU3HABaHE U JEIEHTpaIU3upaHa nporeaypa

OTHOCHO BETCPUHAPHH JICKAPCTBCHU IIPOAYKTH

1. Cb3naBa ce KOOpAMHALIMOHHA Irpyna [0 IpoLeaAypa 3a B3aUMHO MTPU3HABAHE U
JEeleHTpaTU3upaHa mpoleaypa OTHOCHO BETEpUHAPHHU JIEKAPCTBEHU MPOIYKTH

(,,KOOpIMHAIIMOHHATA TpyIa‘).

2. ATreHIHATa OCUTYpsIBa CEKpeTapuaT Ha KOOPAUHALMOHHATA TPYIIa € Yel OKa38aHne Ha
cvoelicmeue npu U3NvIHEHUEeno Ha RPoyedypume Ha KOOPOUHAUUOHHAMA ZPyna u
ocuzypaeane Ha NOJXO/AII0 B3aUMOACHCTBUE MEX Y Ipyrara, AreHuusaTa u

I KOMIICTCHTHUTC OpraHu.

3. KoopauHanuonHsara rpymna U3roTsst CBOH IpolelypeH paBUIHUK, KOUTO BJIM3a B CHJIA
CJIe]l TIOJy4aBaHETO Ha MOJIOKUTENHO cTaHoBulle oT Komucusra. [TpouenypHust

IMPaBUJIHUK CC OIMMOBCCTABA H}’6JH/ILIHO.

4, N3nbaHUTETHUAT JAUPCKTOP Ha AFGHHI/IHTa WJIK HET'OB IIPCACTABUTCII U IPCACTABUTCIIN Ha

Komucnsra nmat IMpaBo JJa MPUCHCTBAT HA BCUYKU 3aCCAaHNA Ha KOOpAWMHAIMOHHATa

rpyma.

5. KoopaunanmonHnara rpyna cu compyoHuuu macHo ¢ KOMIETCHTHUTE OPTaHd U
AreHnusra.

13328/18 eik/IA/tg 316

IMTPUJIOXXEHUE GIP.2 BG



Yien 143

Yenose Ha KOOpJZIMHAIIMOHHATA I'pyIia I

1. B xoopauHanmonHaTa rpyna y4acTBa 10 €IMH IIPEACTaBUTEN Ha IbprKaBa YWICHKA, KOUTO
CE€ Ha3HA4aBa 3a CPOK OT TPH FOJMHM, KATO MaHJAThT My MOXKE /1a C€ ITOAHOBSBA.
vporcagume unenku mozam oa Haznavam 3amecmuuk. UneHosere Ha
KOOpOuHayuoHHama zpyna Moxe 1a B3eMaT HeOOXOJMMHUTE OPraHU3allMOHHA MEPKH, 32

Ja OpaaT NpuaApyKaBaHU OT €KCIIEPTH.

2. HpI/I HU3II'BJIHCHUECTO HA 3a/1aYUTC CH YIICHOBCTC Ha KOOpAWHAIITMOHHATA I'pyIlia U
MNpUAPYKABAIIMUTC I'M CKCIICPTHU CC OCIaHAT HA HAYUYHHUTC U HOPMATUBHUTC U3TOYHHLH, C
KOHMTO pasnojiarat CbOTBETHUTC KOMIICTCHTHH OPraHu, Ha CbOTBETHUTC HAYYHU OLICHKU U
Ha IMPCIIOPBKUTC HA KOMUTCTA. Bceku I KOMIICTCHTCH OpraH CJICIU 3a KAYCCTBOTO Ha

OLOCHKHUTC, KOUTO IIpaBU ITIOCOUYCHUAT OT HCTO IIPEACTABUTCII, U ITOAIIOMAra pa60TaTa My.

3. YneHnoBeTe Ha KOoOpAuHalMOHHATa I'py1ia 1rnojiaraT MakCuMaJIHU YCHUJIMA Ja ITOCTUTHAT

KOHCCHCYC I10 06C’b)K,Z[aHI/ITe BBIIPOCH. I
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Yien 144

33,[[3‘-11/[ Ha KOOpAWHAIIMOHHATA I'pyIia I

KoopaunanuonHaTa rpyma u3IbJIHsBa CIEAHUTE 3aJaUu:

a)

6)

0)

pasriicxxaa BbIIPOCH, CBbP3aHU C IIpoucaAypara 3a B3aAMMHO IIPU3HABAHC U

JIeLIEHTpaIM31paHaTa mpoeaypa;

pasriiexia KoOHCyimayuume om padomuama zpyna 3a papmakonouuna 60umennocm
Ha KOMUmema OMHOCHO MepKUme 3a ynpasjieHue Ha PUCKA 6 001acmma Ha
(dapmakosgoruyHaTa OAUTEIHOCT, C6BP3AHU ¢ BETEPUHAPHUTE JIEKAPCTBEHU IIPOAYKTH,
pa3pellieHy B AbpKABUTE WICHKH, ¥ 0a6a RPENnOPBLKU HA Obpicagume 4ieHKU U

npumesicamesiume Ha paspeuieHuima 3a movpecoeust npu Heoﬁxooumocm;

pasricikaa BbIIPOCHU, CBbP3aHU C IPOMCHHU B pa3pCUICHUATA 3a ThbPrOBUsA, IPCAOCTABECHU OT

ABbPIKABUTC YIICHKU,

JlaBa MPENopbKU Ha AbP)KaBUTE WIEHKU OTHOCHO TOBA /1Al Onpede/iern 6emeputapen
JleKapcmeen npoOyKm uiu 2pyna éemepuHapru jieKkapcmeenu npodykmu TpsOBa 1a ce
CUMTAT 32 BETEPUHAPEH JIEKAPCTBEH MPOIYKT, KOWTO Momnaja B 00XBaTa Ha HACTOSIIIHS

PCeriiaMcHT.

KoopOouHupa u3zoopa na 00ewiusn op2an, KOUmo oma06aps 3a OyeHKama Ha

pe3yimamume om npoyedypama 3a 00padomeane nHa cuznanume, nocouena 6 uiex 81,

napazpagh 4;

u320mesn u nyoAUKyea 200unien CRUCHK Ha pehepenmuume gemepunHapru
JleKkapcmeenu npooyKmu, Yuumo KpamKu XapaKmepucmuKku nooexcam na

xXapmonuzyupane 6 coomeemcmeue c 4nen 70, napazpagp 3.
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I'masa XI
Oowgu u npoyedypnu paznopeoou

Yien 145

ITocTostHEH KOMUTET 110 BETEPUHAPHUTE JICKAPCTBEHU IIPOLYKTH

1. Komucwusra ce mnmoamnomara oT ITocTOoSTHHYS KOMHTET 110 BCTCPUHAPHUTEC JICKAPCTBCHU
IMPOAYKTHU (,,HOCTOHHHI/IH KOMI/ITCT“). ITocTOAHHUAT KOMUTET € KOMUTET 110 CMHUChJIa Ha

Pernament (EC) Ne 182/2011.

2. [Tpu mo3zoBaBane Ha HacTosmuA naparpad ce mpunara wieH 5 ot Pernament (EC)

Ne 182/2011.

Ynen 146

H3menenun na npunoscenue I1

1 Ha Komucuama ce npedocmagsa npagomoujueno 0a npuema 0eneupanu aKkmaoee 6
cvomeemcmeue c unen 147, napazpagh 2 3a usmenenue na npunosxycenue Il c yen
UBUCKEAHUAMA OMHOCHO MEXHUYECKAma OOKYMEHMAayus 3a Ka4ecmeomo,
be3onacnocmma u epukacHocmma Ha 6emepPUHApPHUMe 1eKapcmeeHu nPOOyKmu 0a

0voam c1,06pa3euu C HAYUHO-mexXnuvecKkume O0O0CHMUIICCHUA.
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Komucuama npuema denezupanu akmoee 6 coomeemcmaeue c ynen 147, napazpagh 3 3a
usmenenue na npunoxcenue Il c yen oa ce nocmuzne 0ocmamuv4yHo HUGO HA
nOOPOOHOCM, KOCMO 2apAHmMUpPa NPAGHAMA CUZYPHOCH U XAPMOHU3AUUAMA, KAKNO U
6CUYKU He0OX00UMU AKMYyanu3ayuu, Kamo Couie8PeMeHHo ce U30a26am HeHyHCHUme
OmKI0Henus om npunoxcenue 11, 6xnrouumenno no omuouieHue Ha 6v6eHCOAHEMO HA
CReUuaIHu U3UCKBAHUS 34 HOBAMOPCKU 6emepuHapHru nekapcmeenu npooykmu. Ilpu
npuemanemo Ha mesu oeneupanu akmoee Komucuama naonexncno é3zema npeosuo
CbO0parceHuama, c6vbP3aHU CoC 30PAGEMO HA HCUBOMHUMeE U 00uieCmeeHomo 30pase,

KaKmo u ¢ oKojinama cpeda.

Ynen 147

VYipaxHsiBaHe HA JEIETUPAHETO

HpaBOMOH_II/IeTO Ja IfpueMa ACJICTUPAHN aKTOBE CC IIPECAOCTABA Ha Komucusra IIpu

CIIa3BaHC Ha MPCABUACHUTC B HACTOAIINUA YJICH YCIIOBUA.

[TpaBoMoIueTo a mprueMa JelerupaHu akToBe, MOCOYCHO B wieH 37, napazpadh 4, unen
57, napazpag 3, unen 106, napazpacgh 6, unen 109, napacpagh 1, unen 115, napazpagp 3,
unen 118, napazpagh 2, unen 136, napacpagp 7 u unen 146, napacpagu 1 u 2, ce
npenocraps Ha Komucusira 3a| CPOK om nem 200UHU, CYIUTAHO OT ... [1aTaTa HA BIIW3aHE
B CHJIa HA HACTOAIIUS peryiaMeHT|. Komucuama uzzomes 00knao omHocHo
oejiecupanemo Ha NPAGOMOuUs He NO-KbCHO OM 0eeem Mmeceya npeou U3muiuanemo Ha
nemzoouwinua cpok. /lenezupanemo Ha nPAGOMoOuLUs ce NPOOBLIANCABA MBIUATIUGO 3d
CPOKOge ¢ eOHaKea npoovidcumennocm, océen ako Eeponeiickuam naparamenm unu
Cveemvm év3pazam cpeuiy no00OHO RPOOBLAIHCACAHE HE NO-KbCHO OmM MPU meceud

npe()u UsmudaHemo Ha 6CeKu CpokK.
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IIpasomouuemo oa npuema denecupanu aKkmaoee, nocoueno 6 uien 146, napazpagh 2, ce
npedocmasa na Komucuama 3za cpok om ... [0amama na é1uzane 6 cuna Ha

Hacmoawua peciamenm| 0o ... [0amama na npunazane Ha HACMOAWUA peziamenm].

JlenerupaneTo Ha MPaBOMOIIIHS, TOCOYCHO B wieH 37, maparpad 4, wien 57, maparpad 3,
e 106, maparpad 6, uren 109, napazpagh 1, unen 115, maparpad 3, unen 118,
napazpadgh 2, anen 136, napazpagh 7 u unen 146, napazpaghu 1 v 2, moxe na 0n11e
OTTETJIEHO 10 BCIKO Bpeme oT EBponeiickus mapiaamenT win oT CbBeta.C pelieHuero 3a
OTTEIJISIHE CE MPEeKpaTsIBa IOCOUYEHOTO B HETO JieJierupaHe Ha mpaBoMoIus. OTTErIsHETO
nopax/a JeiicTBre B JeHs cliel] MyOInKyBaHeTo Ha peieHneTo B Oguyuanen 6ecmHuk Ha
Eeponetickus cvr03 Ny Ha IO-KbCHA J1aTa, IOCOYEHA B pemieHneTo. To He 3acsara

JIEHCTBUTEIIHOCTTA Ha ACJICTUPAHU aKTOBC, KOUTO BCUYC Ca B CUJIA.

Ilpeou npuemanemo na oenezupan akm Komucuama ce koncyrmupa c ekcnepmu,
onpeoeneHu om 6cAKA 0vbPHCABA YIEHKA 6 CbONGENICIEUEe C NPUHYURUME, 34/1€2HATIU 8
Mesxncoyuncmumyyuonannomo cnopazymenue om 13 anpun 2016 2. 3a no-0oopo

3aKoHomeop4yecmaeo.

Bez[Hara CJIC KaTo MpuUueMe ACJICTUPaH aKT, Komucusra C"I)O6IHaBa aKTa CIHOBPCMCHHO Ha

EBpomneiickus napiameHT 1 Ha CbBera.
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7. Jlenerupan axT, mpueT ChIIacHo wieH 37, maparpad 4, uwien 57, naparpad 3, unen 106,
naparpad 6, unen 109, maparpad 1, wien 115, nmaparpad 3, unen 118, maparpad 2, wien
136, maparpad 7 u wien 146, naparpadu 1 u 2, Bu3a B CHJIa €UHCTBEHO aKO HUTO
EBponeiickuar napaameHT, HUTO CbBETHT HE Ca MIPEICTABUIN Bb3PAKEHHUS B CPOK OT J1Ba
Mecena oT cho0IIaBaneTo Ha akTa Ha EBponeiickus mapnament U Ha ChbBeTa WM aKo
Ipey U3TUYAHETO Ha TO3U CPOK U EBponeiickusT napiaMenT, 1 CbBETHT ca YBEIOMUIU
Komucusita, ye HsiMa J1a IpeCTaBsAT Bb3pakeHus. To31 CpoK ce yIbJKaBa ¢ JIBa Mecela

10 MHULMaTuBa Ha EBponeiickus napnament wiu Ha CobBeTa.

e 148

3ammra Ha JaHHUTE

1. [Tpu 06paboTBaHETO HA JIMYHU JAHHU B JbPKABUTE WICHKH B ChOTBETCTBHE C HACTOSIIMS
perjiaMeHT abpkaBUTe uieHku npunarat Peziamenm (EC) 2016/679 na Eeponeiickus

napramenm u na Cveema’.

2. [Tpu 06paboTBaHeTo Ha TMYHU AaHHU 0T KoMucusita u AreHIUATa ChITIAaCHO HACTOSIIUS
pernament ce npunara Pernmament (EC) 2018/... na EBpomnelickus mapiaMeHT U Ha

CeBera>".

3 Peznamenm (EC) 2016/679 na Eeponeiickusa naparamenm u na Cveema om 27 anpu

2016 2. omnocno 3auwumama Ha puuyecKkume aUUA 66 8PB3KA ¢ 00padbomeanemo Ha
JIUYHU OAHHU U OMHOCHO C60000HOMO 08UINCCHUEC HA MAKUEA OAHHU U 34 OMMAHA HA
Jupexmuea 95/46/EO (OB L 119, 4.5.2016 2., cmp. 1).

Peznamenm (EC) 2018/... na Eeponeiickus napramenm u na Cvéema om .... OMHOCHO
3augumama Ha QuzuuecKkume auYa

616 6PB3KA ¢ 00pabomeanemo Ha TUYHU OAHHU

om uncmumyyuume, opzanume, ciayyncoume u azenyuume na Coloza

U OMHOCHO C60DOOHOMO OBUNCCHUE HA MAKUBA OAHHU U

3a ommana na Peznamenm (EQO) Ne 45/2001 u Pewuenue Ne 1247/2002/E0 (OB L ...).
OB: Mo BbBefieTe HOMEpPA B TEKCTa M HOMEpA, JaTaTa U JaHHUTE 3a MyOIHuKaIusaTa Ha
peraamenTa, KoiTo ce cbabpka M nokymeHT PE-CONS 31/18 (2017/0002(COD)).

35
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I'nasa XII

Ilpexoonu u 3axntouumennu paznopeoou

Yien 149

OtmsiHa
Hupextusa 2001/82/EO ce oTmeHs.

Ilo3oBaBanusaTa Ha OTMEHEHATa AUPCKTHUBA CC CUMUTAT 3a II030BaBaHUA HAa HACTOAIIUA PETIIaMCHT U

CC 4C€TaT ChIJIACHO Ta6J'II/II_[8.Ta Ha CbOTBCTCTBHUCTO B IIPUJIOKCHUC IV.

Ynen 150

Bpwv3ka c opyzu akmoee na Cvio3a

1. Ilpuema ce, ue Huxoa paznopeoda om HacmMoOAWUA Pe2laMenm He 3acAza

pasnopeooume na /{upexkmuesa 96/22/EQ.

2. Peznamenm (EQ) Ne 1234/2008 na Komucuama’ ne ce npunaza 3a éemepunapnume

Jlekapcmeenu npodyxmu, ooxeanamu om HacmoAauiusa pecilamenm.

3. Peznamenm (EO) Ne 658/2007 na Komucuama®” ne ce npunaza 3a éemepunapnume

Jlekapcmeenu npodykmu, ooxeanamu om Hacmoawius pecilamenm.

36 Peznamenm (EQ) Ne 1234/2008 na Komucuama om 24 noemepu 2008 2. omnocno

paszaneicoanemo Ha NPOMeEHUme 6 yCA06UAMA HA PA3PEUEeHUAMA 30 MBP2O6US C
JleKapcmeenu npooyKmu 3a XyManHa ynompeoda u 6emepuHapru 1eKapcmeenu
npooykmu (OB L 334, 12.12.2008 2., cmp. 7).

Peznamenm (EO) Ne 658/2007 na Komucuama om 14 ronu 2007 2. omHnocHo pazmepa Ha
Qunancoeume cankyuu npu HapywieHua Ha HAKOU 3a0bJ1HCEHUA 6b6 6PB3KA C
paspeuienus 3a nycKkame Ha nazapa, uzoadenu cvenacho Peznamenm (EQ) Ne 726/2004
na Eeponeiickua napnamenm u na Cveema (OB L 155, 15.6.2007 2., cmp. 10).

37
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Yien 151

Ilpeoxoonu 3anaenenusn

1. [Ipotuienypute OTHOCHO 3asiBJICHUATA 32 Pa3pPEIICHU 32 ThPTOBUS C BETEPUHAPHU
JICKapCTBEHU MPOIYKTH UIU 3a npoMeHu, éanuoupanu B chotBeTcTBUE ¢ Pernament (EO)
Neo 726/2004 nipenu ... [garara Ha pUJIaraHe Ha HACTOSIIUS PETIIAMEHT |, ce RPUKIoueam

B choTBeTcTBHE ¢ Pernmament (EO) Ne 726/2004.

2. [Tpouenypute OTHOCHO 3asIBJICHUSTA 32 pa3pelleHus 32 ThProOBHsI C BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH, eanuoupanu B cbotBeTcTBHUE ¢ dupektuna 2001/82/EO npenu ...
[naTtaTa Ha Mpuaraie Ha HaCTOSIILUS PETJIAMEHT|, ce NPUKII046am B CbOTBETCTBHE C

nmocoucHara JUpPCKTUBA.

3. [Ipouenypu, 3annouHaT Bb3 OCHOBA Ha wieHoBe 33, 34, 35, 39, 40 u 78 ot upexkTuna
2001/82/EO nipenu ... [naTaTa Ha pUJIaraHe Ha HACTOSIIHS PETJIAMEHT], C€ MPUKITIOYBAT B

CbOTBETCTBHEC C ITIOCOYCHATA I[I/IpeKTI/IBa.
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Ynen 152
Cvuecmeysawiu 6emepuHapHu 1eKapcmeeHu npoOyKmu, pa3peuieHus 3a mvpeoeus u

pecucmpayuu

1. Paspewenuama 3a myp2o6us ¢ 6emepunapuume 1eKapcmeenu npooyKmu u
pecucmpayuume Ha XOMeONAMuUYHU 6eMEPUHAPHU J1EKAPCMEEHU NPOOYKMU,
npedocmasenu 6 coomeemcmeue c /Jupekmuea 2001/82/EO unu Peznamenm (EQO)

No 726/2004 npeou ... [0amama na npunazane na Hacmoawua peziamenmf, ce cuumam
3a U30A0€HU 6 CHLOMEEMCMEUE C HACMOAWUA PeIAMEHN U, KAMO MAKuéa, ca npeomem

Ha Cbomeemuumepas'nopeomt Ha HacmoAauiua pecilamenm.

ITvpea anunesn om nacmoawyua napazpag) He ce npunaza 3a papewieHuama 3a
mMbP2o6uUs ¢ AHMUMUKPOOHU 6eMEPUHAPHU J1EKAPCMEEHU NPOOYKMU, CHbOBPIHCAULU
AHMUMUKPOOHU CPEOCmEa, KOUMO ca 3ana3eHu 3a 1eueHue Ha Xopa 6 Cbomeencmeue ¢

aKkmoeeme 3a u3nviHenue, nocoueHu 6 uien 37, napazpag 5.

2. Bemepunapnume nexkapcmeenu npooykmu, nycHamu Ha na3apa é Cbomeencmaeue ¢
Jupexmuea 2001/82/EO unu Peznamenm (EO) Ne 726/2004, mozam 0a npoovaxcam oa
ce npedocmagam 00 ... [nem 200unu ced oamama Ha NPUIAcAHE HA HACMOAWUA

pezflamenm], 0opu KO He ca 6 coomeemcmeue C HaCmoAuwus peciiamernm.
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Upes depozayusn om napazpagh 1 om nacmoawyusa uien nocouenume 6 unen 39 cpokoee
3a 3auuma He ce npuiazam 3a pegpepenmuume eemepuHapru 1eKapcmeeHu nPooyKmu,
3a Koumo e 6uio npedocmaseno papeuienue npeou ... [0amama Ha npuiazane Ha
HACMOAWUA PeTIaMEHm], U 6MeCmO Moea CbLOmeemHume pasnopeodu Ha NOCoYeHume
6 napazpag 1 om nacmoawjuna unen omMeHeHU aKmose nPoovAIHCAsam 0a ce nPpuIazam

6 moea omHouieHue.

Ynen 153

Ilpexoonu paznopeddou omuocHno oenecupanume aKkmoee U aKmoeeme 3a U3nvjiHeHue

Jlenecupanume akmoee, nocouenu 6 unen 118, napazpagh 2, u akmoeseme 3a
U3nvIAHEeHUue, NocoueHu 6 unen 37, napazpag 5, unen 57, napazpag 4, unen 77,
napazpagh 6, unen 95, napazpagh 8, unen 99, napazpag 6 u unen 104, napacpagh 7, ce
npuemam npeou ... [0amama na npunazane na Hacmoauwyua peniamenm|. Tezu
oenlecupanu aKmoee u aKmaoee 3a U3nviaeHHue ce npuiazam om ...[oamama na

npujiacane Ha HacCmMoAuuA pea/lamenm].

be3 o0a ce 3acaza 0oamama na npunazane Ha Hacmoawus peznamenm, Komucuama
npuema denecupanume aKkmoee, nocouenu 6 uaen 37, napazpagh 4, Haii-KvcHO 00 ...
[uemupu meceya npedu oamama na npunazane Ha Hacmoawus pecnamenm|. Tezu
dejiecupanu aKkmoee ce npujiazam om ... [0amama Ha npunazane HaA HACMOAWLUA

peznamenmy|.
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3. be3 oa ce 3acaza 0oamama na npunazane na nacmoawua pecnamenm Komucuama
npuema oenecupanume aKmoee, nocouenu 6 uien 57, napazpag 3 u unen 146,
napazpag 2, u akmoseme 3a usnwvinenue, nocouenu 6 uien 55, napazpagh 3 u unen 60,
napazpagh 1, naii-kvcHo 00 ... [12 meceya npedu damama Ha RPUIAZAHE HA
Hacmoawusa peenamenm|. Tezu denecupanu akmoee u akmoee 3a UsnvieHHue ce

npusazam om ... [Oamama Ha npuilacaHe Ha HacCmMoAuiu pezﬂamenm].

4. be3 o0a ce 3acaza oamama na npunazane na nacmoawjua pecnamenm Komucuama
npuema oenecupanume aKmoee, nocouenu 6 uaen 109, napacpagh 1, u akmoeeme 3a
u3nwviHenue, nocouenu 6 ien 17, napazpagpu 2 u 3, unen 93, napazpagh 2, unen 109,
napazpagh 2 u unen 115, napazpagh 5, nait-xvcno 0o ... [mpu 200unu cned oamama na
npunazane na Hacmoawua peznamenm|. Tezu denecupanu akmoee u aKkmoee 3a
U3NBIICHHUE Ce NPUNA2am HAll-paAHo om ... [0amama Ha npunazane HA HACMOAULUS

peznamenm].

5. be3 oa ce 3acaca oamama na npunazane na Hacmoawua peziamenm na Komucuama ce
npeoocmass NPAGOMOUUEmMo 0a NPUEMAa NOCOUCHUME 8 HACIOAWUA PeciaMeHm
oejlecupanu aKkmoee u aKmoee 3a U3nvjiHeHue, CHUmano om ... [0amama na éiu3ane 6
cuna na nacmosauwus peznamenm|. Te3u denezupanu akmoee u aKkmoee 3a U3NvieHHUE,
0CBEH AKO 8 HACMOAWUA PecIaMeHm He e NPEe0BUOEHO OpY20, ce NPUIAcanm om ...

[oamama na npunazane na nacmoawua pecnamenm|.
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Hpu npuemarnemo Ha Oeﬂezupanume aKmoee u akmoeeme 3a u3nv;iHeHue, n0OCO4€eHu 6
HacmoAauiusA 4€eH, Komucuama ocuzypaea oocmamvyHo epeme Meofcdy mAaxnHomo

npuémane u Hauajiomo Ha MAXHOMO npujiazane.

Ynen 154
Cv30asane na oazama 0aHHU 3a HAPMAKONOZUYHA OOUMETHOCH U HA da3zama OAGHHU 3d

npPOU3800CHIE0 U MDBP2OBUA HA €0PO

be3 o0a ce 3acaza oamama na npunazane Ha Hacmoawua peziamenm, Acenyuama, 6
compyoHuuecmeo ¢ ovprcasume 4nenku u Komucuama, ocuzypsaea é coomeemcmeue ¢ uieHose
74 u 91 cv30aeanemo na 6azama OaHHU 34 PAPMAKONOZUYUHA OGOUMENHOCH U HA Da3ama OaHHU

3a nPOU3800CME0O U MBP20BUA HA €0PO HAI-KBCHO 00 ... [0amama Ha npuLazane Ha HACMOAWUA

peznamenmy|.
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Ynen 155

Hauanen RPUHOC KbMm Oazama oannu 3a npodykmume om CmMpana Ha KOMnemeHmHume opzanu

Haii-kbcHo 00 ...[0amama na npunazane Ha HACMOAUWUA PelAMEHM | KOMnemeHmHUme op2anu
nooasam 6 AzeHyuama ungopmayus no e1eKmMpoHeH N 3a 6CUUKU 6eMEPUHAPHU
Jlekapcmeenu npooyKmu, pazpeuteHu KoM MOMEHMA 6 MAXHAMA ObPiHcaea YieHKd, Kamo

uznonzeam ghopmama, nocouen 6 unen 55, napazpagh 3, oykea a).

Ynen 156

Ilpezneo na npasunama 3a oyeHKa Ha PUCKA 3a OKOTTHAMA Cpeoa

Mo ... [0amama na npunazane na nacmosawgus pecnamenm]| Komucuama npeocmaes 00knao na
Eeponeiickua naparamenm u na Cveema 0mHOCHO U3C1€08aHe 3a 0CHUIECIEUMOCHIMA HA
cucmema 3a npezied 6b3 0CHO8A HA AKMUBHUME eeujecmed (,monozpaguu) u na opyzu
6b3MOMNCHU AJIMEPHAMUBU 34 OUECHKA HA PUCKA 3a OKOJIHAMA Cpeda npu eemepuHapHume

JieKapcmeenu npodykmu, npudpyofceu Om 3aKOHO0AmMEnHO npeéﬂoofceuue, aKo moea e

uenecvoopasto.
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Ynen 157
Joxnao na Komucuama omnocno mpaouyuoHHume pacmumeinu npooyKmu, u3nojia3eanu 3a

Jle4YeHUue Ha IueomHu

Komucuama ooxnaoea na Eeponeiickusn napnamenm u na Cveema 00 ...[nem 200unu cieo
Jamama Ha NPUIAZAHE HA HACMOAUWUA Pe2llamMenm| OMHOCHO MPAOUYUOHHUME PACHM UM ENHU
nPOOYyKmMu, U3noa3eanu 3a aedenue Ha xeueomnu 6 Cvroza. Ako e yenecvoopasno, Komucuama
npasu 3aKOHOO0AMeEIHO NPEDJIoNHCeHUE, 3d 0d 6b6e0e ONPOCHIEHA CUCIeEMA 3a Pecucmpupane Ha

mpaduuuouuumepacmumefmu npodykmu, U3NO0J136AHU 34 JieYeéHUe Ha JyicueomHu.

ﬂbpofcaeume YJICHKU npedocmasﬂm na Komucuama qu)OpMdlﬂl}l OMHOCHO makKkuea

mpaouyUOHHU PACMUMETHU NPOOYKMU HA MAXHA MEPUMOPUS.

Ynen 158

Ilpezneo na mepxume omMHOCHO eOHOKONUMHUME 8UD08E

He no-kvcno om ... [mpu 200unu cied oamama Ha NPUNAZAHE HA HACMOAWUA peciamenm]
Komucuama npeocmasn na Eeponeiickus napnamenm u na Cvéema 00K1ao 3a c60ama oueHKa
Ha NONONHCEHUEmO ¢ 1e4eHUemo HaA eOHOKONUMHU 8U008E C JIeKAPCMEEHU NPOOYKMU U
MAXHOMO U3KTI0YEAHE OM XPAHUMETHAMA 8ePu2d, 6KAI0UUMENHO O ONMHOUIEHUE HA 6HOCA HA
€OHOKONUMHU 6U008€ 0N MPEMU ObPHCABU, KOCMO C/1€06a 0a 0b0e NPUOPYIHCEHO OM 6CUUKU
nooxooauyu oeiicmeus om cmpana na Komucusama, kamo ce 63emam npeosuod no-cneyuaino
o00uwecmeenomo 30page, XyManHomo OmHoueHue KoM HCUGOMHUME, PUCKOGeme O UmMama u

paséHonocmaeéernume ycjioeusl HAa KOHKYypeHuusa ¢ me3u Ha mpemu 0’bp9f(‘tl8ll.
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Ynen 159

Ilpexoonu paznopeddou omHocHo HAKOU cepmuduxamu 3a 000pa npou3e00CmMeeHa NPaKmuKa

be3 0a ce 3acaza oamama na npunazane Ha HACMOAWUA PETIAMEHN 3A0BIHCCHUAMA 6bE
6pBb3Ka CbC cepmugpukamume 3a 000pa nPou3600CmMeEEeHa NPAKMUKA 3a UHAKMUBUDAHU
UMYHONOZUYHU 6emePUHAPHU 1eKapCmeeHu npoOyKmu, KOUMo ca nPOU3ee0eHu Om namozeHu
U GHMUZEHU, NOJIYYEHU OM OM HCUGOMHO UJIU HCUBOMHU 8 eNUOEMUOIOZUYHA COUHUUA U Ce
U3NO036aM 3d JICYCHUECMO HA MO8A HCUGONHO WU ME3U HCUBOMHU 8 ChUama
CRUOEMUOTIOCUYUHA COUHUUA UTIU 30 ICYCHUEH O HA HCUGOMHO UIU HCUBOMHU 6 eOUHUUA C
noOmMevPOeHa enUOEeMUOIOZUYHA 8PB3KA, 3aN0U6aAm 0a ce npuiazam eoea om oamama Ha
npuniazane Ha aKkmogeme 3a U3NbIAHEHUE, C KOUNO ce Onpeoeiam cneyupuunu mepku OmHOCHO

0obpama npou3e00cmeeHa nPpaKmuKa 3a me3u nPoOyKmu, nocoyenu 6 unen 93, napazpag 2.
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Ysen 160"

Bauzane B cuna u npuiazane

HaCTOHI_HI/IHT PEriIaMEeHT BJIM3a B CHJIa HA ABAACCCTUA JCH CIICT HY6J'II/IKYB3HCTO MYy B Ocj)uuuaﬂeﬂ

eecmuux Ha Eeponeiickus cvio3.
Toii ce mpunara ot ... [mpu 200unu ciej narata Ha BIM3aHE B CHJIa HA HACTOSIIUS PETJIaMEHT | I .

HaCTOHH_II/ISIT PEriIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT U CC IIpUJiara NpsAKO BbB BCUYKU

IbPKABU UICHKHU.
CbcTaBeHo B [...],
3a Eeponetickus napramenm 3a Cveema

IIpeoceoamen IIpeoceoamen

* OB: mons HaIpaBCTC HCO6XOJII/IMOT0, 3a a BJIC3C HACTOAIUAT PCTIIAMCHT B CHJIa

€THOBPEMEHHO KaTO PErJIaMEHTHUTE, KOUTO ce Chabpkat B TokyMeHTH PE-CONS 43/18
(2014/0255(COD)) u PE-CONS 44/18 (2014/0256(COD)).
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HNPUJIOXEHUE 1

Nudopmanus mo wien 8, maparpad 1, Oyksa a)
1.  Ilpaeno ocnosanue 3a 3a161eHUEMO 34 PA3PEUIEHUEMO 3d MbPZOCUSL
2. 3asBuren

2.1. Nme I win (pupMa U MOCTOSTHEH a/IpeC WIM PETUCTPUPAHO MSCTO HAa CTONAHCKA JCHHOCT

Ha 3aaeumein

2.2. HVme unu GpupMa U NOCTOSIHEH aJpec WIH PETUCTPUPAHO MACTO HA CTOMAHCKA
JEHHOCT Ha POU3BOAUTEINS (IPOU3BOJUTENNTE) UAU 6HOCUMENA (6HOCUmM enume)
Ha KpailHusa 6emepuHapen 1eKapcmeer npoOyKm u ume uiu pupma u nocmosaHeH
aopec uiu pezucmpupano MACHO HA CMONAHCKA 0elIHOCH HA RPOU3800Umens Ha

AKMUBHOMO 6euiecmeo (AaKmueHuUme geuiecmea)

2.3.  Hwme u ampec Ha 0OEKTUTE, B KOMTO CE OCHINECTBSIBAT Pa3IMYHHUTE €TalN Ha

IMPOU3BOJACTBOTO, 6HOCA, KOHmMpOJa U 0c800021cO0a6aAEMO HA napmu()u

3.  Unentudukanus Ha BETEpUHAPHUS JIEKAPCTBEH MPOTYKT

3.1. I HaumenoBanue Ha BeTepUHApHUS JIEKAPCTBEH MPOAYKT U 6eMeEPUHAPHUA

Jnekapcmeen anamomo-mepanesemuyet ko0 (ATCvet Code)

3.2. AKTHBHM BEIIECTBA U, AKO € HPUTLOHCUMO, PA3peOumeu
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3.3.  KoHueHTpauus uiu, 6 ciyuail Ha UMYHOI02UYEH 6eMEPUHAPEH IeKAPCHEEH

nPOOYKm, OUONOZUYHA AKMUBHOCH, CUA UTU MUMDD
3.4. dapmaneBTruHa hopma

3.5. Hauun Ha npuioxeHue

3.6. BunioBe XMBOTHH, 32 KOUTO € MPeIHa3HAuEH IPOAYKTHT
4.  Hudopmanus 3a mpou3BOACTBOTO U 32 (hapMaKOJIOTHYHATA OAUTETHOCT

4.1.  JloxasaTencTBO 3a pa3pelieHue 3a MPOU3BOCTBO uau cepmuguxam 3a 0oopa

npou3eodcm3eua npakmuka

4.2. I Pe(bepeHTeH HOMEp Ha OCHOBHATa JOKYMCHTALUA B CUCTEMATA 34

dbapmakoIoruyHa OIUTETHOCT
5. Hudopmarus 3a BETepUHAPHUS JIEKAPCTBEH IPOIYKT

5.1. Ilpeonooscenue 3a KpaTkata XapakKTEPUCTHUKA HA MTPOAYKTA, U3TOTBEHA B

CHOTBETCTBHUE C WIIeH 35
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5.2.

5.3.

OnucaHue Ha OKOHYATEJIHUS BUJ HA BETEPUHAPHUS JIEKApPCTBEH IPOJIYKT,

BKJIIFOUHUTCIIHO OIIaKOBKaTa U €TUKCTUTEC

Ilpeonosicenue 3a Texcta ¢ nHGOPMaLIUATA, KOSITO 1a ObJie IPEeI0CTaBeHA BHPXY
II’bPBUYHATA OMAKOBKA, BHHIIIHATA OTIAKOBKA U JINCTOBKATA B CbOTBETCTBUE C

wieHoBe 10—16

6.  Jlpyra undopmarus

6.1. Choucek Ha IbPXKABHUTE, B KOUTO € MPEJIOCTABEHO Ul OMMEHEeHO PAa3PEIICHUE 3a
TBHPrOBUA C BETEPUHAPHUA JIEKAPCTBEH POIYKT

6.2.  Komus Ha BCUUKHM KPAaTKU XapaKTEPUCTUKU Ha MPOJYKTUTE BbB BUJIA, B KOITO ca
BKIIFOUCHHU B YCJIOBUSTA HA MPEJIOCTABEHUTE OT JbP)KABUTE WICHKH Pa3peIICHUs 3a
ThPrOBUS I

6.3.  Choucek Ha IbpXKABHUTE, B KOUTO € TMOAACHO 3asBICHUE UIIH 3asBICHUETO €
OTXBBPJICHO

6.4. Cnouchbk Ha IbpPKABUTE YIEeHKU, B KOUTO BETEPUHAPHUAT JIEKAPCTBEH MPOIYKT e ce
MycKa Ha masapa I

6.5. ExcnepTHu qokiaam 3a Ka4eCTBOTO, O€30MaCHOCTTa M €(PUKACHOCTTA Ha
6emepuHapHus 1eKapcmeen npooyKm.
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MPUJIOKEHME I1-

N3uckBanus, nocodyeHH B WieH 8, maparpad 1, 6vkBa 0)

Hacrosimoro npuioxenue me 0bae n3MeHeHo ot Komucusita B ChOTBETCTBUE € WieH 146,
naparpad 2 u wieH 153, naparpa¢ 3. Bcuuku nmo3oBaBaHUs Ha YJICHOBE MU Ha
,,HaCTOAIIaTa TUPEKTHBA“ B HACTOSILIOTO MPHUIIOKEHUE, OCBEH aKO JIPYro HE € MPEeABUICHO,
ce yerar kaTo no3oBaBanus Ha Jlupexktusa 2001/82/EO.
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CbABPXXAHUE

BBBEJIEHUE 1 OBIIU ITPUHITUITN

TSI 1

N3MCKBAHUNA 3A BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTU, C U3KIIFOYEHUE HA
NMVYHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU ITPOAYKTU

YACT 1:

PE3IOME HA JTJOCHUETO

A. AIMNHUCTPATUBHA UTHOOPMAILIA

b. KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA, ETUKET U JINCTOBKA

B. NIOAPOBHU U KPUTUYHU PE3IOMETA

YACT OAPMALE®TUYHA (OPU3NKOXMMHUYHA, BUOJIOTUYHA UJIN
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2: MUKPOBNOJIOITMYHA NHO®OPMALNA (KAYECTBO)

OCHOBHH MNPUHOHUIINA 1 U3UCKBAHUA

A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE

13328/18 eik/IA/tg
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1. KauecTBeH cheTas

2. OOunyaitHa TEPMHUHOJIOTHS
3. KonuuecTtBen cheTan
4. PasButue Ha dapmanusra

b. OIIMCAHMUME HA ITPOU3BOACTBEHNA METO/]

B. KOHTPOJI HA U3XOAHUTE MATEPUAJIN

1. OO01mM U3UCKBAHUA
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1.1. AKTHABHH BEIECTBA

1.1.1. AKTHUBHH BeIlleCTBa, N30pOEHU BBB (papMaKoTeuTe

1.1.2. AKTUBHU BEIIECTBA, KOUTO HE Ca BHB (hapMaKores

1.1.3. ®U3HKOXUMUYHHU XapaKTCPHUCTUKHU, KOUTO MOI'aT [1a IIOBJIUAAT HaA OHMOHAIMYHOCTTA

1.2. [TomomHM BeniecTa

1.3. Cucremu 3a 3aTBapsiHE Ha OMIAKOBKaTa

1.3.1. AxmueHo eeuecmeo

1.3.2. Kpaen npooyxkm

1.4. BemiectBa ot 610I0THYEH TPOU3XO0.T

13328/18 eik/IA/tg 340
I[MPUJIOXEHUE GIP.2 BG



I'. KOHTPOJIHU U3TIMTBAHMS, ITPOBEXIAHU HA MEXIMHHUTE ETAIIA OT
I[TPON3BOACTBEHUA ITPOLIEC

JI. TECTOBE HA KPAWHUSA ITPOJYKT

1. OOum XxapakTepUCTUKU HA KpalHUSI TPOJTYKT

2. Unentndukanys v aHaau3 Ha aKTHBHOTO(KUTE) BEIIECTBO(Q)

3. I/IILCHTI/I(l)I/IKaIlI/Iﬂ 1 aHaJIM3 Ha KOMIIOHCHTHUTC Ha IIOMOIIIHOTO BECHICCTBO

4. TectoBe 3a Oe30macHOCT

E. TECT 3A CTABMJIHOCT
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1. AxTuBHO(M) BemiecTBo(a)

2. Kpaen npoaykt

x. JAPYI'A UHOOPMAILIUA

YACT 3: TECTOBE 3A BE30ITACHOCT 1 OCTATBYHU KOJIMYECTBA

A. TectoBe 3a Oe30macHOCT

I'NIABA I: I[TPOBEXXJIAHE HA TECTOBETE

1. TIperu3Ha uaeHTudukams Ha TPOAYKTa U HAa HETOBOTO(UTE) aKTUBHO(H) BEIIECTBO(Q)

2. dapmakosorus

2.1. dapmakoarHAMUKA
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2.2. dapMaKOKMHETHKA

3. Toxkcukonorus

3.1.  TokcuuyHOCT IIpH NpUEMaHE Ha €HOKpaTHA 1032

3.2.  TOKCHYHOCT MpH MOBTOPHO MpUEMaHe Ha 1032

3.3. IloHOCHMMOCT IIpU BUJIOBETE KUBOTHHU, 32 KOUTO € IPEJHA3HAYEH IPOTYKTHT

34. PerOZIYKTI/IBHa TOKCHYHOCT, BKIIIOYUTCIHO TOKCUYHOCT HAa Pa3BUTHUECTO

3.4.1.  Hzcneosane nHa eghexma 8bpxy penpooyKmusHoOCmma
3.4.2. Uscneosane na moxcuuHocmma Ha pazsumuemo
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3.5. T'enoToxcuuHOCT

3.6. Kanueporennoct
3.7. Hs3kmoueHus

4. Jpyru u3ucKkBaHUs

4.1. CreruaHy U3CieABaHUs

4.2. MuKpOOGHOJIOTUYHU CBOMCTBA HA OCTATHYHUTE KOJIMYECTBA

4.2.1.  Ilomenyuannu egpexmu 8vpxy uogewikama upeena guopa

4.2.2.[lomenyuannu echexmu 6bpxy MUKpOOP2SAHUIMU, USNOI3E6AHU 3a NPOMUULTIEHAMA npepabomKka

Ha XpaHu
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4.3. Habmronenus pu xopa

4.4. Pa3BuTne Ha pe3UCTEHTHOCT

5. bes3omacHocT Ha noTpedUTEIUTE

6. OHeHKa Ha pUCKa 34 OKOJIHATa Cpcaa

6.1.01eHKa Ha pUCKa 3a OKOJIHATA CPela, CBbpP3aH ¢ BETEPUHAPHUTE JIEKAPCTBEHH MPOYKTH, KOUTO

HEC CHbABPIKAT UJIK HE CC CHCTOAT OT TCHETUYIHO MO)II/I(i)I/IHI/IpaHI/I OpraHnu3Munu

6.2.0HCHK8. Ha pUCKa 3a OKOJIHATa Cpelid, CBbP3aH C BETCPUHAPHUTC JICKAPCTBCHU IPOAYKTHU, KOUTO

CbAbpPIKAT UJIN C€ CbCTOAT OT TCHCTUYHO MOI[I/I(l)I/II_II/IpaHI/I OpTraHnu3Mu
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I''TABA 1I: ITTIPEJJCTABAHE HA JAHHUTE 1 JOKYMEHTUTE

b. TecrtoBe 3a ocTaTbYHUTE KOJIMYECTBA

I''TABA I: ITPOBE’KIAHE HA TECTOBETE

1. BnBenenue

2. MeTa0oau3bM U KHHETHKA HA OCTAThYHUTE KOJIMUECTBA

2.1. ®apmakokuHeTHKa (abCopOIHs, pa3npocTpaHeHne, METa00IU3bM, OT/ACIISHE)

2.2 I/I3qepnBaHe Ha OCTaTbYHHUTC KOJINYCCTBA

3. AnanutnyeH MCTO/ TP OCTAaTHbYHUTE KOJIMYCCTBA
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I''TABA ILIIPEJCTABAHE HA JAHHUTE U JIOKYMEHTUTE

1. Nnentudukanus Ha TpoIyKTa

YACT 4: [MPEAKIIMHWYHU 1 KIIMHWUYHU U3IINTBAHUA

I'JTABA It IMPEAKJIMHUYHU U3NCKBAHUA
A. dapmakosorus

Al dapMakoIMHAMHKA

A2. Pa3BuTre Ha PE3UCTEHTHOCT

A3. dapMaKOKMHETHKA

b. ITonocumocTt IIpHU BUIOBETC )KUBOTHHU, 3a KOUTO € IPCAHA3HAUCH MPOAYKTHT
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I'JTABA 1I: KIIMHNYHU N3MCKBAHUA

1. OO01mM MPUHIATTH

2. HpOBemnaHe Ha KIIMHUYHU U3IIUTBaHUA

I''TABA 1III: JAHHU 1 JOKYMEHTU

1. Pesynratu oT NpeIKIMHUYHUATE U3UTBAHUS

2. PG3YJ'ITaTI/I OT KIIMHUYHHUTEC U3IIUTBAaHUA

JUIIT T

N3MCKBAHUNA 3A UMYHOJIOTMYHU BETEPUHAPHU JIEKAPCTBEHU ITPOAYKTHU

YACT 1: PE3IOME HA JTOCHUETO

A. AJMHWHHUCTPATNBHA MH®OPMALINA
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b. KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA, ETUKET U JINCTOBKA

B. IOAPOBHU U KPUTUYHHU PE3IOMETA

YACT XUMUNYHA, PAPMALEO®TUYHA 1 BUOJIOTUYHA/MUKPOBMOJIOT MYHA
2: NHOOPMAILINA (KAYECTBO)

A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE

1. KauectBeH cneTaB

2. ,O0HnuaiiHa TepMUHOIOTHS

3. KonunuectBeH cneraB

4. Pa3paboTBane Ha mpoaykTa
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b. OIIMCAHME HA ITPOU3BOACTBEHNWA METO/]

B. [IPOM3BOJCTBO N KOHTPOJI HA U3XOJHUTE MATEPUAJIN

1. W3xomHu marepuaiu, u30poeHU BbB (papMaKkoneuTe

2. W3xomuu marepuanu, HeM30poeHH BbB papMakomnes

2.1.  H3xonHu maTtepuanu OoT OMOJOTUYEH NIPOU3XO0]

2.2.  W3xogHu Marepuaiu OT HEOMOJIOTMYEH MPOU3XO0/]

I' KOHTPOJIHA U3ITUTBAHWA 110 BPEME HA ITPOU3BOACTBEHUWA ITPOLIEC

JI. KOHTPOJIHU U3ITUTBAHW S HA KPAMHWA ITPOJTYKT

1. OOmu XapaKTepUCTUKU Ha KpalHUSA IPOAYKT
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»

Wnentudukanus Ha aKTUBHOTO(HUTE) BEIIECTBO(A)

3. Twursp win cuia Ha napTUaTa

4. WpenTudukanys U aHAJIU3 HA aJDKyBaHTH
5. UnenTudukanus u aHaau3 Ha KOMIIOHEHTUTE Ha IIOMOLTHOTO BEIIECTBO
6. TecToBe 3a 6e30macHOCT

7.  TecroBe 3a CTEpUIHOCT U YUCTOTA

8. OcTaThyHa BIAKHOCT

9. WNuaxrusanus
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E. IIOBTOPAEMOCT HA ITAPTUIUTE

X. TECTOBE 3A CTABMJIHOCT

3. JAPYT'A UTHOOPMALIMA

YACT 3: TECTOBE 3A BE3OITACHOCT

A. BBBEJEHUE 1 OB U3MCKBAHIUA

b. JIABOPATOPHU TECTOBE

1. bes3omacHocT Ha IMPUJIAraHeTO HA €AHa 1034

2. be3omacHOCT IIpU €AHOKPATHO MIPUJIAraHe Ha CBPBX/103a

3. besonacHoct IIpU TOBTOPHO IIpUJIaraHe Ha €¢AHa J03a
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4. W3cnenBaHe Ha PEMPOTYKTUBHUTE CIIOCOOHOCTH

5. W3cnenBaHe Ha UMYHOJOTUYHUTE QYHKIIUU

6. Crenuaiau U3NCKBAHU 3a JKUBU BAaKCUHU

6.1. Pasnpoctpanenue Ha m1amMa Ha BaKCHHATa

6.2. PasnpocTtpaHeHue BbB BAKCUHUPAHUTE KUBOTHU

6.3. PeBepcust KkbM BUPYJIEHTHOCTTA HA aTCHYWPAHU BaKCUHU

6.4. buonornynm cBoiicTBa Ha IjaMa Ha BaKCHHaTa

6.5. PexomOuHanus WM reHOMHO MPECOPTHPaHE Ha IIaMOBe

7.  be3omacHocT Ha MOTpeOUTENUTE
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8. MH3cienBaHe HA OCTATHYHUTE KOJIUUYECTBA

9. BsaumonerictBus

B. TEPEHHU U3CJIEABAHUA

I OLIEHKA HA PUCKA 3A OKOJIHATA CPEJIA

J.OLIEHKA, U3UCKBAHA 3A BETEPUHAPHUTE JIEKAPCTBEHU I[IPOJAYKTH, KOUTO
CBHABPXAT WU CE CBCTOAT OT TEHETUYHO MOJUOULITMPAHU OPT"TAHU3MU

YACT 4: TECTOBE 3A EOMMKACHOCT

T'JIABA 1

1. OO0mwM npUHIUITH

2. [IpoBexnane Ha U3MUTBAHUS

T'JIABA 11
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A. OO0LLIM U3UCKBAHUSA

13328/18
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GIP.2
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b. JIaGopaTopHU U3NUTBAHUS

B. TepeHHn U3NUTBAHUS
YACT s: JAHHU U JOKYMEHTHU
A. BBBEJIEHUE

b. JIABOPATOPHU U3CJIEABAHUA

B. TEPEHHU U3CJIEIBAHUA

YACT 6: BUBJINMOT'PA®CKA CITPABKA
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JUSLT 1T

N3MCKBAHUNA 3A CITELHAONYHU 3AABIIEHNA 3A PASPEHIEHIA 3A ThPI'OBUA

1. I'enepuyHM BeTepUHApPHU JIEKAPCTBEHU MPOIAYKTU

\S}

. CxoyHM OMOJIOTHYHY BETEPUHAPHU JIGKAPCTBEHU MPOTYKTH

[98)

. YTBBp/€HA BEeTEPUHAPHOMETUIIMHCKA yIIOTpeda

I

. KoMOuHMpanu BeTeprHapHU JIEKAPCTBEHHU MPOLYKTH

5. 3asgBneHus 32 THPOPMUPAHO ChIIACHE

o)

. Z[OKYMGHTaI_II/ISI 34 3a4BJICHUATA B U3KIIFOYUTCIIHU CIIydan

~

. KomOuHupanu 3asBieHus 3a pa3peiieHus 3a ThproBUs

T IV

N3NMCKBAHUA 3A 3ASABJIEHUA 3A PA3SPEIIEHUA 3A THPIOBUA HA KOHKPETHU
BETEPUHAPHU JIEKAPCTBEHU [TPOJIYKTU
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1. UMYHOJIOT'MYHU BETEPUHAPHU JIEKAPCTBEHU [TPOJAYKTHU

2. XOMEOITATUYHHU BETEPUHAPHU JIEKAPCTBEHU ITPOJJYKTHU

13328/18 eik/IA/tg
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BBBEJIEHUE 1 OB ITPUHITUIIN

1. JlaHHUTE ¥ JOKYMEHTUTE, KOUTO TPSOBA Jia Ce MPUIIOKAT KbM 3asiBIICHUETO 32 pa3pelicHue 3a
THPrOBUs TI0 CHJaTa Ha wWwieHoBe 12—13r, ce mpencTaBsAT ChIIIACHO W3HMCKBAHUATA, NTOCOUYCHH B
HACTOSIIIOTO TPHJIOKEHHWE, W B3eMaT NpPEABHI YIbTBaHETO, MyOnukyBaHo oT Komwucusita B
SlIpasuna 3a nexapcmeenume npooykmu 6 Eeponeiickua cwvio3®“, Tom 6 b, ,Ykazanus KbMm

3asiBUTENINTE, BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH, IPEJICTaBIHE U ChAbpPKAHUE HA JJOCUETO .

2. 3asgBUTENIUTE ChCTABAT JIOCUETO 3a 3asBJICHUE 3a pa3pelieHHE 3a ThProBus, KaTO B3eMaT ChIIO
Taka 1MoJ BHHMAaHHE HACTOSIIMUTE MO3HAHUS B 00JacTTa HAa BETEpUHApHATA MEIUIIMHA, KAKTO H
HAayYHUTE HACOKH 3a Ka4eCTBOTO, 0€30MacHOCTTa U e(h)UKACHOCTTA Ha BETCPUHAPHUTE JICKAPCTBECHU
MpPOAYKTH, MyONuKyBaHW OT EBpomeiickara areHuuss 1o JiekapcTBara (HapuyaHa I0-J0JTY
,,ATCHITUATA), 1 ocTaHanuTe (papMalieBTHYHU HacOkW Ha OOmHOCTTa, MyOarukyBanu ot Komucusita

B pa3IMuHU TOMOBE Ha ,,/Ipasuna 3a nexapcmeenume npodykmu 6 Eeponetickus cvios™.

3. 3a BeTepuUHApHUTE JIEKAPCTBEHHM INPOAYKTH, PAa3IMYHU OT HMYHOJIOTMYHUTE BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH, IO OTHOILIEHHE Ha 4YacTTa OT JIOKYMEHTaluATa, KOSATO CE€ OTHAacs M0
(papmanieBTHYHOTO) KayecTBO ((PU3MKOXMMUYHHM, OMOJIOTMYHU U MUKPOOMOJOTUYHHU TECTOBE), ca
NPUIIOKUMHU BCUYKH CBHOTBETHM MOHOTrpauu, BKIIOUHUTEIHO OOIIMTE MOHOrpaduu u oduiure
rnaBu ot Esponelickama ¢apmaxones. 3a UMYHOJIOTHUHUTE BETEPUHAPHHU JICKAPCTBEHU MPOIYKTH,
[I0 OTHOIIEHUE HAa YAaCTUTE OT JIOCHETO, KOMTO CE€ OTHACAT 0 KadecTBOTO, OE€30MacHOCTTa U
e(UKaCHOCTTa, Ca NPUIOKUMU BCHYKM CBOTBETHH MOHOTpaduu, BKIIOUUTEIHO OOIINTE

MoOHoOTrpaduu u obuuTe raBu ot Eeponetickama ¢hapmaxones.

4. TIpou3BOACTBEHUAT MpoOlLEC CHOTBETCTBA Ha M3MCKBaHUATa Ha [lupextuBa 91/412/EMO Ha
Komucusara®® 3a onpesiensHe Ha NPUHIUIMTE U HACOKHTE 33 BETEPHHAPHH JIEKAPCTBEHHUTE
NPOAYKTH M Ha MPUHIUINTE W HACOKUTEe 3a J00pa mnpousBojacTBeHa mpaktuka (IIIII),

nyosnukyBanu oT Komucusra B ,,/Ipasuna 3a nekapcmeenume npooykmu 6 Eeponetickus cvro3, TOM

4.

38 OB L 228, 17.8.1991 r., ctp. 70.
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5. B 3asBneHueTro ce BKIIOYBA BCsAKa HMHGOpMAIMs, KOATO € OT 3HAueHHE 3a OLEHKaTa Ha
CbOTBETHUSl BETEPUHAPEH JIEKapCTBEH MPOJYKT, HE3aBUCUMO Jald € OJlaronpusTHa WIN
HeOnaronpusaTHa. [lo-crenuanHo ce mocoyBaT BCUYKH JAHHU OT HE3aBbPIIEH WU MPEKbCHAT TECT

WJIN U3NNUTBAHUA C BCTCPUHAPHUSA JICKAPCTBCH IMTPOAYKT.

6. dapmMakoIIOTUYHUTE U TOKCUKOJOTHUYHUTE TECTOBE M TECTOBETE 32 OCTAThUYHU KOJIMYECTBA U
0€30IacHOCT C€ MPOBEXKJAT CHIJIACHO pasmopeaduTe 3a modpa maboparopHa mpaktuka (IJIIT),
nocouenn B JlupextuBa 2004/10/EO na Esponeiickus mapaamenT u Ha Cobera’ u JlupexTnBa

2004/9/EO na Epponeiickus napnament u Ha Chaera*’.

7. I["bp)KaBI/ITe YICHKHU rapaHTUupar, 4€ BCUYKH OIIMTU C )KUBOTHHU CC IMPOBCKIAT B CbOTBCTCTBHUC C

Jupextusa 86/609/EMO na ChBera®!.

8. C oryie] MOHUTOPUHT Ha OICHKATa Ha ChOTHOIICHHETO PHCK—IION3a HA KOMIIETCHTHUSI OpraH
ce TpeACTaBs BCSKAa HOBa WH(OpPMAalWs WM3BBH ITbPBOHAYATHOTO 3asBIIEHHE, KAKTO M Isiara
uHpopManus, CBbp3aHa ¢ papmakonornyna oaurenHoct. Cie mperocTaBsHe Ha Pa3pelieHueTo 3a
THPrOBHUs, BCIKO U3MEHCHHE HA JIAHHUTE B JIOCHETO CE MPEJCTaBsI HAa KOMIICTCHTHUTE OPTraHU B
crotBercTBEe ¢ pernamentu (EO) Ne 1084/2003* umu (EO) Ne 1085/2003* ma Kommcusra 1o
OTHOIIICHWE HAa pa3peIIeHUTE BETEPUHAPHU JIEKAPCTBEHHW TMPOIYKTH, CBHIVIACHO CHOTBETHHUTE

OIpEaAcCICHUA B YWICH 1 oT mocouyeHuTE PEriiaMCHTH.

9. B gocuero ce mpaBu OIleHKa Ha pUCKa 3a OKOJHATa Cpesia, CBbp3aH C OCBOOOXKIABAHETO Ha
BETEpUHAPHU JICKAPCTBEHM TNPOJIYKTH, KOUTO ChIBPKAT MIM CE€ CBCTOSAT OT TE€HETUYHO
Monupuuupanu opranusmu (I'MO) no cmucwia Ha wieH 2 ot [JupextuBa 2001/18/EO Ha
Esponeiickuss mapnamedt u Ha Cobera®!. MHQopmauusTa ce npeicTaBs B ChOTBETCTBUE C
pasnopenoure Ha JlupexktuBa 2001/18/EO u Ha Permament (EO) Ne 726/2004 na EBpomeiickus

MapJIaMCHT U Ha C"bBeTa45, KaTo €€ B3eMarT npcABul pbKOBOACTBATA, HY6J'II/IKYB3HI/I ot Komucusra.

39 OB L 50, 20.2.2004 r., ctp. 44.

40 OB L 50, 20.2.2004 r., ctp. 28.

4 OB L 358, 18.12.1986, ctp. 1.

42 OB L 159, 27.6.2003, ctp. 1.

43 OB L 159, 27.6.2003, ctp. 24.

44 OB L 106, 17.4.2001, cTp. 1.

45 OB L 136, 30.4.2004, ctp. 1.
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10. Ilo oTtHomIeHHWE HaA 3asBIICHHUATA 3a pasp€i€Hud 3a TbPIrOBHUA HAa BETCPUHAPHH JICKAPCTBCHU
IIpOAYKTH, NMPEAHA3HAYCHHU 3a XHMBOTUHCKHM BHIOBC M IIOKa3aHHWA, NPCACTABIABAIM I10-MaJIKU
masapHu CCKTOPH, MOKC a CC IpuJiara rno-rbBKkaB IOJAXOM. B HOZ[O6HI/I cJIydau cj€aBa ga €€ B3e€Mar

npeaBua CbOTBETHUTC HAYYHU PBKOBOJACTBA W/ W Hay4YHH KOHCYJITAallUuH.
HaCTOHI_HOTO IIPUIIOKECHUEC € pa3aCICHO Ha YCTUPU AsJ1a:

B J51 I ce onmucmar CTaHJAPTU3SHUPAHUTE U3UCKBAHUA 3a 3ajBJICHUATA 3a BETCPHUHAPHU JICKAPCTBCHU

IMMPOAYKTH, C U3KIIHOUCHUEC HAa UMYHOJIOTUYHUTC BETCPUHAPHU JICKAPCTBCHU ITPOAYKTHU.

B gsan II ce omucmar CTAHAAPTU3UPAHUTC HU3UCKBAHUA 3a 3aABJICHUATA 34 HMYHOJIOI'MYHH

BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH.

B nman III ce ommcar cnemuduyuHuATEe BUIOBE JOCHETa W W3MCKBAHMS 3a paspelieHusiTa 3a

ThproBus.

B nsn IV ce onmcBar W3MCKBaHUATA 3a JOCUETO 3a ONPEACIICHU BUIOBE BETEPUHAPHU JIEKAPCTBEHU

IIPOJIYKTH.
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TSI 1

N3NMCKBAHUNA 3A BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTU, C U3KIIFOYEHUE HA
NMMVYHOJIOTUYHUTE BETEPMHAPHU JIEKAPCTBEHU ITPOAYKTHU

IlocoyeHure mo-mOIy M3UCKBAHMSA CE€ IPUIIAraT 3a BETEPUHAPHUTE JIEKApPCTBEHU IPOLYKTH, C
M3KJIIOYEHUE HAa UMYHOJIOTUYHUTE BETCPUHAPHHU JICKAPCTBEHU IIPOLYKTH, OCBEH ako B 11 III He e

IIPEBUJIEHO JPYTO.

YACT 1: PE3IOME HA JIOCUETO

A. AJMHWHHNCTPATNBHA NHO®OPMALINA

BerepuHapHUAT JE€KapCTBEH MPOAYKT, IIPEAMET Ha 3asBJICHUETO, CE UACHTU(HIIMPA Ipe3 HETOBOTO
HAaMMEHOBAHHE W HAMMEHOBAHUETO HA AaKTUBHOTO(MTE) BEIIECTBO(A), KAKTO M C JO3UPOBKATA U
dapmaneBTuyHaTa hopma, METO]a U HAYMHA Ha MpWIoKeHue (BX. wieH 12, maparpad 3, OykBa e)
OT IMPEKTUBATa) U OMUCAHKNe Ha KpalHUs BUJ HA MPOJYKTa, B TOBA YMCIIO OMAaKOBAaHETO, ETUKETA U

nmucToBKaTa (BXk. wieH 12, maparpad 3, Oyksa i) ot JlupexTuBara).

ITocouBat ce UmMeTO U aaApeChT HA 3asABUTCIIA, KAKTO 1 UMETO U aAPCCHT HAa MPOU3BOJUTCIIMTE U HA
MECTaTa, BKIOYCHW B Pa3JIMYHUTEC CTallkd Ha NOPOU3BOACTBO, TECTBAHC MU OCBO60)KHaBaHe
(BKJ'IIO‘-II/ITCJ'IHO MIPOU3BOAUTCIIAL HA KpaﬁHHfI MNPOAYKT U MPOU3BOAUTECIIA UJIU MMPOU3BOAUTCIINTE HA

aKTUBHOTO(UTE) BelIecTBO(a), U aKO € HEeOOXO0IMMO, UMETO U aApechT Ha BHOCUTEIIS.

3asgBUTEIAT I/II[CHTI/I(i)I/IHI/Ipa 6pO$I M 3arjlaBysiTa Ha TOMOBCTC HAa AOKYMCHTalMATa, IPCACTaBCHA B

IMoAKpECIIa Ha 3adBJICHHUECTO, U ITOCOYBA KAKBU HpO6I/I, AKO MMa TaKuBa, CbIIO Ca MPCAOCTABCHHU.

KbM agMuHucTpaTuBHaTa MH(OpPMAIUS ce Mpuiara J0KyMEHT, KOMTO I0Ka3Ba, 4e MPOU3BOAUTEISAT
MMa pas3pelleHue 3a IMPOU3BOACTBOTO HAa BBIIPOCHUTE BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH
CBIJIACHO IIOCOYEHOTO B wWieH 44, KakTO M CIHUCBK Ha JbPKABUTE, B KOUTO € IOJy4EHO
pa3penieHue, KOmus OT BCHUYKM KpPAaTKM XapaKTEPUCTUKH HAa IPOIYKTHUTE CBIVIACHO 4ieH 14,
0JI00pEHU OT IbPKABUTE WIEHKU, U CIHCHK Ha IbP)KaBUTE, B KOUTO € IMOJAAJCHO WM OTKAa3aHO

3ajABJICHHUC.
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b. KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA, ETUKET U JINCTOBKA

3asgBUTENAT npeajara KpaTKa XapaKTCPUCTHKAa Ha IPOAYKTa B CBOTBETCTBHUEC C YJICH 14 ot

HacTodlaTa AMpCKTUBA.

IIpencraBs ce mpemIoKEHHME 3a TEKCT Ha ETHKETa 3a I'bpPBUYHATA M BBHIIHATA OIIAKOBKA B
CBOTBETCTBUE C 51 V OT HACTOSINATa AUPEKTUBA, 3a€QHO C JINCTOBKA, AKO C€ U3HUCKBA TaKasa I10
cuiaTta Ha wieH 61. OcBeH ToBa 3asBUTENAT NPEAOCTaBs €IMH WM IT0Beue 00pa3ly WM MOJIEIH Ha
KpailHus BUJ Ha BETEPUHAPHUS JICKAPCTBEH NMPOAYKT HAa TOHE €IMH OT O(PHIMAIHUTE €3UIM Ha
EBpomneiickus cbi03; MOJECIBT MOXE Ja CE MPEACTABU B UEPHO-0sJ1 BUA U B €IEKTPOHEH (opMart, B

cnyqaﬁ 4c € MOJYUYCHO MPEABAPUTCIIHO PAZPCIICHUEC OT KOMIICTCHTHUSA OPraH.

B. IIOJPOBHU 1M KPUTHUYHU PE3IOMETA

B crotBercTBHE ¢ wieH 12, maparpad 3, ce mpeacTaBsT MOAPOOHH M KPUTHYHU PE3IOMETa OTHOCHO
dapmaneBTuuHUTE (HPU3UKOXUMHUYHU, OUOJIOTUIHH WJIH MUKPOOHOJIOTUYHH) TECTOBE, TECTOBETE 32
0€30MacHOCT M OCTAaThUHU KOJMYECTBA, HAa MPEAKIMHUYHUTE U KIMHUYHUTE M3MUTBAHUS U Ha
TECTOBETE 3a OLIEHKAa HAa IMOTEHIHUAJHUSA PHUCK, KONTO BETEPUHAPHUAT MEIUIMHCKU NPOAYKT

MMpeaAcCTaBIsAiBa 3a OKOJIHATa Cpeaa.

Bcesko noapoOHO M KpUTHYHO pPE3toMe C€ U3rOTBs B CBETJIMHATA HA HAYYHUTE MO3HAHUS B MOMEHTA
Ha T0JaBaHE Ha 3asBJICHUETO. TO ChAbpkKa OLEHKA HA PAa3JIMYHUTE TECTOBE M U3MMUTBAHMS, KOUTO
CBCTaBJIABAT JIOCHETO 3a pa3pellieHue 3a ThProBUs, U pa3riiek]a BCUUKH, CBBP3aHU C OLICHKaTa Ha
Ka4yecTBOTO, O€30MaCHOCTTa U €(PUKACHOCTTA HAa BETEPHUHAPHMS JIEKAPCTBEH IPOAYKT BbIpocH. To
BKJIIOUBA MOJAPOOHUTE PE3yJATaTH OT MPOBEACHUTE TECTOBE U M3NUTBAHUSA U TOYHHM OuOIMorpadcku

CITpaBKH.
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Bcewuku BakHM JaHHHU CC 0606H_IaBaT B AOITBJIHEHHE, I1I0 BB3MOXKHOCT B TaOJIMYHA WU l"pa(l)I/I‘lHa
(bopMa. HO,I[pO6HI/ITe U KpUTHYHU PE3IOMETAa M AOMNBIHCHUATA CHAbpKAT TOYHO ITO30BaBaHE Ha

uHpopManuATa, ChIbpPKAIIA CE B OCHOBHATA IOKYMEHTAIIHS.

Ha moapoOHUTE W KPUTUYHM pE3IOMETa Ce MOCTaBs MOANUC M JlaTa, a MHPOpPMALUATA OTHOCHO
o0Opa3oBaHHeTO, KBalH(pHUKausATa U Mpo(ecuOHANIHUS ONUT Ha aBTopa ce mpubaBs Karo

IIPUIIOKCHUC. ITocousa ce HpO(bCCI/IOHaJ'IHaTa BpPBb3Ka MCXKAY aBTOpa U 3asABUTCIIA.

B ciydaii ye akTMBHOTO BEHIECTBO € OWJIO BKJIIOUYEHO B CHhCTaBa Ha JICKAPCTBEH MPOJYKT 3a
XyMaHHa ynorpe0a, pa3peiieH B CbOTBETCTBUE C M3UCKBaHUATA Ha npuioxenue | kem [{upextrBa
2001/83/EO mua Espomneiickus napnamenT u Ha CbBeTa*®, LAI0CTHOTO pes3toMe 3a KauecTBOTO,
MPEBUICHO B MOIYJ 2, pasfen 2.3 OT MOCOYEHOTO MPHIIOKEHHE, MOKE Jla 3aMEHHU PEe3IOMETO Ha

AOKYMCHTAaNUsATa OTHOCHO aKTUBHOTO BCIICCTBO WUJIM IIPOJAYKTA, KAKTO € IICJICC"I)O6pa3HO.

Koraro KOMIETCHTHHAT OpraH oOO0sSBU MYyOJWYHO, Y€ XUMHUYHATa, (QapMaleBTUIHATA U
OMOJIOTMYHATA/MUKPOOUOJIOTUYHATA MHPOPMAIIUS 33 KpaHHS MPOTYKT MOXKE Ja ObJIe BKIFOUCHA B
nocuero camo BbB (hopmara Ha OOm; texuuuecku nokymeHT (OT]l), moapoOHOTO U KPUTUYHO
pe3oMe Ha pe3yaTaTuTe OT (papMalleBTUYHUTE TECTOBE MOXKE Ja ObJie TPeACTaBeHO BBB (hopMaT Ha

IAJTOCTHO PE3IOME Ha Ka4CCTBOTO.

HpI/I 3asABJICHUC 34 XKUBOTUHCKH BHJOBC HJIM 3a IIOKA3aHUA, KOUTO MPCACTABIIABAT ITO-MAJIKH
masapHu CCKTOpH, (bOpMaT’bT Ha IKIJIOCTHO PE3FOMC HAa Ka4€CTBOTO MOKE Oa 6’bI[e M3M0JI3BaH 0e3

MNpeaABApPUTCIIHO ChIJIaCUC HA KOMIICTCHTHUTC OpTraHu.

46 OB L 311, 28.11.2001 r., cp. 67.
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YACT 2: PAPMAIED®THUYHA (PU3NKOXVMMHNYHA, BUOJIOTMYHA nJin
MUKPOBNOJIOTMYHA NTHO®OPMAILIA (KAYECTBO)

OcHOBHH IMPUHOUIIA U U3UCKBAHUA

HaHHI/ITe U JOKYMCHTHUTC, KOUTO CBIIPOBOXKAAT 3a4BJICHUCTO 3a PA3PCIICHUC 3a ThbPIroBUA CbITIACHO

uned 12, maparpad 3, OykBa if), IbpBO THPE, CE MMOJABAT CHITIACHO U3UCKBAHHUATA MO-A0IY.

dapmaneBTHYHUTE  (DUBUKOXMMHUYHHM, OWOJOTHYHM WM MHUKPOOHMOJIOTHYHHW) JaHHU 32
aKTUBHOTO(UTE) BeEIIECTBO(a) M 3a KpaHUS BETEPUHAPEH JICKApPCTBEH IMPOIYKT BKIIFOUBAT
nH(OpMALUS OTHOCHO MPOU3BOJICTBEHUS MPOIEC, XapPAKTCPUCTUKUTE U CBOWCTBATA, IMPOIICITYPUTE
Y W3MCKBAHMATA 32 KOHTPOJ HAa KAYeCTBOTO M OTHOCHO CTAa0WJIHOCTTA, KaKTO W OIMCaHHE Ha

CbCTaBa, p33pa60TBaHCTO " OpeACTABAHCTO HAa BETCPUHAPHUS JICKAPCTBCH IMTPOAYKT.

[Ipunarar ce BCHYKKM MOHOTpaduH, BKIOYUTEIHO OOHIMTE MOHOTpaduu U OOIIMUTE TJIaBH OT
Esponeiickama ¢apmaxones, unm, ako HsMa TakuBa, CE IMPHJIATaT TE3W Ha JaJeHa JIbp)KaBa

YJICHKA.

HpI/I BCHYKHU IMPpOLCAYPH 3a TECTBAHC CC CIIA3BAT KPUTCPUUTC 3a dHAJIN3 U KOHTPOJ Ha KAYECTBOTO
Ha M3XOAHHUTC MaTCpuaIn U KpaﬁHHH MNPpOAYKT M CJIeABa a CC€ B3CcMaT MNpEABUJ YCTAHOBCHUTC

PBKOBOACTBA U UBUCKBAHUA. HpeILOCTaBﬂT CC PE3YITATUTE OT U3CJICABAHUATA 3a BAJTIUAUPAHEC.

Beska/Benuku mpoueaypa(u) 3a TecTBaHE ce ONMUCBA(T) IOCTATHYHO MOAPOOHO, Taka 4e Jia Obae
BB3MOKHO Jla C€ BB3MpOU3BeNe(aT) MpPU KOHTPOJIHM H3MUTBAHMS, MPOBEXIAHM IO HCKaHE Ha
KOMIIETEHTHMSI OpraH; BCsKa CIlelaliHa anapaTypa U o0opyABaHe, KOUTO MoraTr Ja ce M3IO0JI3Bar,
Ce OMUCBAT B 3HAYMTEIHH TOAPOOHOCTH, MO BB3MOXKHOCT TNPHAPYKEHH CBhC cxema. AKO €
HEeoO0XoauMo, KbM (popMyiiaTa Ha JTaOOpPATOPHUTE PEAKTUBHU CE€ TMpHUiara METOIBT 3a MPHUTOTBSHE.
ITpu mponenypu 3a TecTBaHe, BKIIOUEHH B Eeponetickama ¢papmaxones nnu (apmakornesita Ha
JajeHa Ibp)KaBa 4YJCHKAa, TOBAa OINKCAaHHE MOXE Ja Ce 3aMeHHM C IOApPOOHO IO30BaBaHE Ha

BBIIpOCHaTa (hapMaKornesl.
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Koraro e HeoOxomuMo, ce U3MON3BAaT CIPABOYHM XHUMHYHU M OHOJIOTUYHH MaTepHalud OT
Eeponeiickama ¢apmakones. Axo ca u3non3Banu Apyru pedepeHTHU IpernapaTu U CTaHJIapTH, Te

ce UACHTU(UIMPAT U ONUCBAT MOAPOOHO.

B cirydaii ye akTHBHOTO BEIIECTBO € OMIJIO BKJIFOUEHO B JICKAPCTBEH MPOJYKT 32 XyMaHHA yIoTpeoa,
paspenieH B CHOTBETCTBHME C HW3HMCKBaHMATa Ha mnpuioxkenue | xbm JupexkrmBa 2001/83/EO,
XUMHYHaTa, apMalleBTUYHATa U OMOJOrMYHATa/MUKpOOHOIOruyHaTa HHpOpMAIKs, IpeIBUIcHa B
MOAYA 3 OT NOCOYeHATa AUPEKTHBA, MOXE J1a 3aMEHH JOKYMEHTAIUsATa OTHOCHO aKTUBHOTO

BEILIECTBO MJIM KPaWHUSI MPOJIYKT, KaKTO € IIeJIeCho0pa3Ho.

XumuvHata, (hapMaleBTUYHATA U OMOJIOTMYHATA/MUKPOOHOIOTHYHATa HHPOPMAIIHS 32 aKTUBHOTO
BEIIECTBO MJIU KpallHUS MPOIYKT MOXKe Ja ObJie BKIIOUeHa B JocueTo BbB ¢popmat Ha OT/l camo B

cnyqap"l, Y€ KOMIICTCHTHUAT OpraH HY6HI/I‘~IHO € 00SBUJI Ta3U BB3MOKHOCT.

[Ipu 3asiBneHue 3a >KMBOTHMHCKA BUIOBE HJIM 32 TOKA3aHHs, KOUTO MPEACTABISABAT MO-MaJIKU
naszapHu cextopu, popmarsT Ha OTJl Moxe na Oble u3non3Ban 6e3 MpeaIBapUTETHOTO ChIIacue Ha

KOMIICTCHTHHUTC OpTraHu.

A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE

1. KauecTBeH chcTaB

Iloxg ,,Ka4CCTBCH ChCTaB‘ HA BCUYKH ChCTABKHU Ha JICKAPCTBCHUS MIPOAYKT CC pa361/1pa IIOCOYBAHETO

WK OIMMMUCAaHUCTO HaA:

— AKTUBHOTO(UTE) BEIIECTBO(2);
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—CBCTAaBKHUTC Ha IIOMOIIHUTC BCHICCTBA, HC3aBHCHMO OT TAXHOTO C€CTCCTBO HWJIM H3IIOJI3BAHUTC
KOJIMYCCTBA, BKIIIOYHUTCIIHO OLBETUTCIIU, KOHCCPBAHTH, a/[’KYBAHTH, CTa6I/IJII/I3aT0pI/I, CI'bCTHUTCIIN,

EMYyJIraTopm, €CCCHIUMU 1 apOMAaTHH BCUICCTBA,

—CBCTAaBKHUTE 3a BBHIIHATA OOBHMBKA Ha BETCPUHAPHUTEC JICKAPCTBCHU IIPOAYKTH — KallCyJH,
JKCJIATUHOBU KaIlCyJIM U T.H., IPCAHA3HAYCHU Aa CC IMOEMAaT OT JKMBOTHHU WUJIH, Ha171-06m0, Ja CcC

npeanrucBarT Ha JXUBOTHH.

Tasu undopmanus ce AombjiBa OT CHOTBETHM [JaHHM 3a HENOCPEJICTBEHaTa OINAKOBKAa M 3a
BTOpUYHATA ONAKOBKA, aKO MMa TaKaBa, U, IPU HEOOXOIUMOCT, 32 HaUMHA Ha 3aTBapsiHE, 3a€/IHO C
HOJPOOHOCTH 3a YCTPOMCTBaTa, C KOMTO CE€ W3IOJ3Ba MM IpUiara JIEKAPCTBEHUAT NPOAYKT U

KOUTO CE€ JIOCTABAT C JICKAPCTBEHUSI MPOIYKT.

2. OOuuaiiHa TEPMUHOJIOTUS

HesaBucumo oT mpuiaraHero Ha ApyruTe pasmopenOu Ha wieH 12, maparpad 3, OykBa B),
oOuyJaifHaTa TEPMHUHOJOTHS, KOSTO Clie[Ba Ja C€ M3MOJI3Ba NMpPU OMUCBAHE HA CHCTABKUTE Ha

BETEPUHAPHUTE JICKAPCTBEHU IIPOJIYKTH, O3HAYaBa!

—II0 OTHOII€CHHUEC HAa ChbCTABKUTC, KOUTO Ca BKJIIIOYCHHU B Eeponeﬁcmma qbapmakone;z HJIn, aKko HE
Ca BKIIIOYCHHM B HCs, B HallMOHAJIHATa (I)apMaKOHeH Ha €JHa OT ABPKAaBUTC WICHKHU, OCHOBHOTO

3arjlaBuc¢ B HA4aJIOTO HAa BbBIIPpOCHATa MOHOl"pa(I)I/ISI, C ITO30BaBaHC Ha CbOTBE€THATa Q)apMaKoneﬂ;
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—TI0 OTHOIIEHUE Ha JPYTUTE CbCTAaBKH, MEXAYHAapOAHOTO HemnareHTHO HamMmeHoBaHue (INN),
npenopbyaHo or CBeroBHaTa 3/apaBHa opranuzanusa (C30), KOeTo MOXKe /1a ce MPUIpyx)aBa OT
Ipyro HEMAaTeHTHO HAaWMEHOBAaHWUE, WM, B TPOTUBEH CIy4aid, OT TOYHOTO HAYYHO
HAaMCHOBAHME; CHCTAaBKUTE, KOMTO HSAMAT MEXIYHApOJHO HENMAaTeHTHO HAaWMEHOBaHUE WU
TOYHO HAay4YHO OOO3HAUEHHUE C€ OMHCBAT KAaTO CE€ MOCOYBA M0 KAaKbB HAYMH U OT KaKBO ca

MPUTOTBEHH U, IPU HEOOXOMMOCT, Ta3u UH(GOPMAIIHS CE€ IOMBJIBA OT ChOTBETHH MOJIPOOHOCTH;

—I10 OTHOIICHHUEC HAa OLBCTHUTCIIUTC, o0o3HayaBaHe C OIIPpCACIICHUSA 3a TAX ,,E“ KOO B [[I/IpeKTI/IBa

78/25/ENO ua CeBerad7.

47 OBL 11, 14.1.1978 r., ctp. 18.
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3. KommnuecTBeH chCcTaB

3.1.3a ga ce nmocouu ,,KOJIMYECTBEHUST ChCTaB* HA BCUUKU aKTMBHU BELIECTBA HA BETEPUHAPHUTE
JIEKapCTBEHH IIPOAYKTH, € HEOOXOIMMO, B 3aBUCHMOCT OT ChOTBETHaTa (hapmarieBTu4Ha Gopma,
3a BCSIKO aKTHBHO BEIIECTBO Jla C€ ONpEeAeIM MacaTa WM Oposi eOUHUIM 32 OWOJIOTMYHA

AKTUBHOCT, WJIX 3a CAMHUIA JO3UPOBKA, UJIU 3a CAUHULA MaCa U obem.

EI[I/IHI/ILII/I 3a OMOJIOTMYHA aKTUBHOCT C€ H3II0JI3BaT IIpyu BCIICCTBA, KOUTO HEC MOrar Ja 6T)IIaT
XUMHUYCCKHU OIIPCACIICHU. Koraro AalcHa MEXKIYHApOJHA CANHUIIA 3a OMOJOrMYHa aKTUBHOCT €
onpceaciicHa OT Mex():[yHapoz[HaTa 3ApaBHa OpraHu3anusd, CC HU3I10JI3Ba UMCHHO Ta3W CJAWHHUIIA.
Koraro ne ¢ onpeacjicHa MCXKXAYHApOoJHa CIUHULA 3a OnojoruyHa AKTUBHOCT, CAUMHUIUTC 3a
OHOJIOTMYHA aKTUBHOCT CE Hu3pasdaBaTt IO TaKbB HAYWH, 4€ Ja HOPCACTABAT HCABYCMUCIICHA
I/IH(i)OpMaIII/Iﬂ OTHOCHO AaKTUBHOCTTAa Ha BCHICCTBATa IMOCPCACTBOM MH3IIOJI3BAHC, KBACTO €

MIPUIIOKUMO, Ha eAMHULIUTE OT E8ponetickama gapmaxonest.

Korato e BB3MOXHO, CC oTOelg3Ba OMOJIOTMYHATa aKTUBHOCT 34 CAMHHUIa Maca NN o6eM. Ta3u

nH(popMaIus ce J0IbJIBA:

—3a CAMHUYHAa J03a IMperaparu, ¢ MacaTta Wik CAUHHUIUTC 3a OMOJIOrMYHA aKTUBHOCT HA BCIKO
AKTUBHO BCIICCTBO B CAWMHUYHA OIIAKOBKA, KAaTO CC€ B3€Ma IIPCABUJI TIOJIC3HUAT obem Ha

MpoaYyKTa, CJICA Bb3CTAHOBABAHEC, AKO € HeO6XOI[I/IMO,

—3a BCTCPHHAPHU JICKAPCTBCHU IMPOAYKTHU, KOUTO CJICABa Ja CC€ MPCANHCBAT Ha KalKH, C
Macara Hjin CAUHUINUTE 3a OMOJIOrMYHa aKTHBHOCT Ha BCSAKO aKTHBHO BCIICCTBO, ChbABPIKALIO

ce B KallkaTa Wi B Oposi Kanku, oTroBapsmu Ha 1 ml unm 1 g ot npenapara,

—3a CHUpOIH, eMYJICUH, TPaHYyJIHM Mpenapatd U Apyru (papmaneBTHUYHU GOPMH, KOUTO CIeBa
Jla ce MpeanucBaT B M3MEPEHU KOJIMYECTBA, C Macara MM €IWHUIMTE 32 OMOJOTMYHa

AKTUBHOCT Ha BCAKO aKTHUBHO BEIIECTBO 3a UBMCPEHO KOJIUYCCTBO.
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3.2.AKTUBHHU BCIICCTBA, IMPUCHBCTBAIM BBB BUJ Ha CHCAWMHCHUA WM IMPOU3BOAHH, CC OIMCBAT
KOJIMYCCTBCHO 4YpPE3 06H.[aTa M Maca M, ako € HCO6XOIII/IMO WM YMCCTHO, YpC3 MacaTra Ha

AKTHBHATa €AWHUIA UKW CAMHUIN B MOJICKYJIaTa.

3.3.3a BeTepUHAPHUTE JICKAPCTBEHU MPOAYKTH, ChIBPKALIM AKTUBHO BEIIECTBO, KOETO € MPEAMET
Ha 3asBJICHUE 3a pa3pelicHHe 3a THhProBHS B HSIKOS JIbp)KaBa WICHKA 3a IIbPBH ITBT,
KOJIMYECTBEHOTO TIOCOYBAHE HA AKTUBHO BEIECTBO, KOETO € COJI WM XHJIpaT, ce u3pas3siBa
CHCTEMHO 4pe3 Macara Ha aKTHBHATA CIMHMIIA WM CIUHUIM B MoOJieKyaTa. KolnyecTBEHUST
ChCTaB HA BCHYKH pa3peIICHH BIIOCJICACTBAC BETEPUHAPHU JICKAPCTBEHH IPOJYKTH B

ABPIKABUTEC YJICHKHU CC U3pas3daBa I10 ChIIHUA HAYHH 34 CbIIOTO AKTHBHO BEIICCTBO.

4. PasButne Ha (hapmanusTa

IIpenocraBs ce oOsicHeHME 3a U300pa HAa CbCTaBa, ChCTABKUTE, HEMOCPEJCTBEHATa OIAKOBKA,
€BEHTyaJHaTa [OIbJIHUTENIHA OIIAKOBKA, BBHIIHATA ONAKOBKAa, aKO MMa TakKaBa, INpEIBHJECHATa
(GyHKIMS Ha MOMOIIHUTE BEIIECTBA B KpalWHUS MPOAYKT U NMPOU3BOJCTBEHUS METOJ Ha KpalHUs
npoaykT. ToBa 00sicHEHHE ce MOAKPENs C HAyYHU JTaHHU 3a pa3BUTHETO Ha ¢apmanudara. [locousa
ce Mpefo3upaHeTo ¢ oOsicHeHue 3a Hero. Llenecbo0pa3Ho € n1a ce JoKaxe, ye MUKPOOHOIOTUYHNUTE
XapaKTepUCTUKH (MUKPOOMOJIOrMYHA YUCTOTAa M AHTUMUKPOOHO JieiicTBHE) M yKa3aHMATA 32
MPWIOKEHNE Ca MOAXOASAIIM 3a MPEABUACHOTO MPHIOKEHWE Ha BETEpUHApPHUS JIEKapCTBEH

IMPOAYKT, KAKTO € IMMOCOYCHO B JOCHUETO HA 3a4BJICHUCTO 3a pa3pCllICHUEC 3a THPIrOBUA.
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b. OIIMCAHUE HA ITPOMU3BOJCTBEHUA METO/

ITocouBar ce HMETO, aAPECHT U OTrOBOPHOCTTA Ha BCEKH IIPOU3BOAMTECII, KAKTO W BCIKO €IHO
NpEaAJIONKCHO MACTO UM ChOPBIKCHUC 3a IPOU3BOJACTBO, BKIIFOUCHO B IIPOMU3BOJACTBCHUA ITPOLECC U B

TCCTBAHCTO.

OnucaHuero Ha MPOM3BOACTBEHUS METOM, MPHUIPYXKABAIIO 3asBJICHUETO 3a pa3pelleHHe 3a
THProBusl chriacHo uieH 12, maparpad 3, OykBa T), ce WM3rOTBS MO TaKbB HAYWH, Y€ Ja JaBa

MpaBUJIHA MIPEJICTaBa 32 €CTECTBOTO HA M3MOI3BAHUTE OTIEPAIUH.
3a Ta3u 1en To TpsOBa Ja BKIIOYBA HAll-MaJIKOTO:

—oTtOesg3BaHe Ha Pa3JIMIHUTE CTAIllKd Ha IIPOU3BOACTBO, TaKa Y€ Ja MOXKE Iad CC HallpaBH OILICHKA
JdaJIn € Bb3BMOKHO HU3IIOJI3BAHUTEC IIPOLCCHU IIPU ITPOU3BOACTBOTO HA (I)apMaI_IGBTI/I‘{HaTa q)opMa Ja

ca A0BCJIN 00 He6HaFOHpI/I$ITHa IMpoMsiHa Ha CbCTABKUTE,

—B CJIyT-Iaf/'I Ha HCIIPCKBCHATO MPOU3BOJACTBO, IIBJIHU HOI{pO6HOCTI/I OTHOCHO IPCANa3sHUTC MCPKH,

KOUTO Ca NMPCANPUCTH 34 T'aPAHTHPAHC HA XOMOI'CHHOCTTA Ha KpaﬁHHH IMMPOAYKT,

—JIeHCTBUTENIHATA TPOU3BOJCTBEHA (opMylia, C KOIMYECTBEHH JaHHU 32 BCHUKH H3IOJI3BAHU
BEIIECTBA, KOJMYECTBATa ITOMOIIHM BEIIECTBA, IIOCOYEHH NPUOIUZUTEIHO, JOKOJIKOTO
(dapmanieTuHata ¢opma ro Hajara; orOens3BaHe Ha BCHUYKH BEIIECTBA, KOUTO MOraT Ja
M3Ue3HaT B IMpolleca Ha TMPOM3BOJACTBO; BCSAKO IMpeao3upaHe TpsiOBa ga e oTbensizaHo u

000CHOBaHO,
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—o0TOeNIsI3BaHe HA CTAlUTE Ha IMPpOU3BOJACTBO, IO BPEMC Ha KOHUTO CC B3CMar Hp06I/I C 1l
OCBIICCTBABAHC HA KOHTPOJHU U3IMUTBAHHUA U CC NpujaraT CbOTBCTHUTC OI'PAHUYCHHS, KOraTo
OCTaHAJIMTEC JaHHHW B JOKYMCHTHUTC, KOMTO Ca B IIOJAKPEIIa Ha 3aiABJICHHUETO, IIOKa3BaT, 4€ TC3U

HU3IINTBAHUA Ca HCO6XO,Z[I/IMI/I 34 U3BBPIIBAHC HA KAYECTBCH KOHTPOJ HA KpaﬁHHﬂ IIpOAYKT,

—CKCIICPpUMCHTAJIHU U3CJICABAHUA 3a BaJlUAUpPAaHC Ha MPOU3BOACTBCHHA IIPOLCC U, IpHU

HCJICC'bO6p3.3HOCT — CXCMa 3a BallMaAupaHe Ha MapTUAWUTE B €Tall Ha ITPOU3BOACTBO,

—3a CTCPpUJIHU IMPOAYKTH, IIPpU KOUTO Ca HUIIIOJI3BAHU YCJIOBUA Ha CTCpUIIM3allUsl, KOUTO HC
OTTroBapAT Ha CTAHAAPTHUTC OT (I)apMaxone;ITa, JaHHU 3a IPOHCCHUTC Ha CTCPHUIM3AlUA n/uau

H3IO0J3BAHUTC aCCIITUYHU ITPOLCAYPH.

B. KOHTPOJI HA U3XOAHUTE MATEPUAJIN

1. OOmm n3nucKkBaHusA

3a OCJIMTEC Ha HACTOAIIMUA naparpati) ,,U3XOHU MaTepI/IaJ'II/I“ O3Ha4dYaBa BCHYKH CBCTABKH Ha
BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT H, aKO € HCO6XOI[I/IMO, Ha HCroBaTa OIIaKOBKA, BKIIOYHUTCIIHO U

CHCTeMaTa M Ha 3aTBapsiHe, KAKTO € MIOCOYEHO B pa3zien A, Touka 1 mo-rope.

Jocueto BKIIOUBaA crieliupUKAIMUTE U HH(DOpPMAIUATa OTHOCHO TECTOBETE, KOUTO TpsiOBa Ja ObaaT

MMPOBEACHU 3a KOHTPOJIA 110 KAYC€CTBOTO HA BCUYKH MTAPTUAN U3XOJHU MATCpUAJTIH.
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PYTI/IHHI/ITG TCCTOBC, MPOBCIKKAAHNU Ha BCAKA MMapTHUAA U3XOOHU MAaTCpUalu, Tp;1613a Ja OTroBapAT Ha
IIOCOYCHOTO B 3a4BJICHHECTO 3a Pa3pCIICHUEC 3a TbProBuUs. AKo ce M3IoJI3BaT TECTOBEC, pPa3JIM4YHU OT
TE3W IMOCOYCHHU BHB (bapMaKoneﬂ, TOBa ce 00OCHOBAaBa C NpEeaoCTaBAHETO Ha JOKa3aTCJICTBO, Y€

HU3XOIHUTEC MATCpHUAJIU OTTOBAPAT HAa U3UCKBAHUATA 3@ KAUCCTBO HA Ta3U (I)apMaKonefl.

Koraro 3a u3xoaeH Marcpurajl, akTUBHO BCIICCTBO UJIKM ITOMOIIHO BCIICCTBO € U3aACH CepTI/I(i)I/IKaT
3a CbOTBETCTBUEC OT EBpOHeﬁCKaTa JAUPEKOMUA 110 KAYE€CTBOTO HaA JICKapCTBaTa M 3IpaBCOIIa3BaHCTO,
TO3HU CepTI/I(l)I/IKaT mpeacTaB/IsiBa IMO030BaBaHE Ha CHOTBETHATa MOHOFpa(l)I/ISI oT Eeponeﬁcmma

gapmaxones.

Korato ce mpaBu mo3oBaBaHe Ha cepTHU(UKAT 32 ChOTBETCTBHE, MPOU3BOJIUTEIAT MPEACTaBsS Ha
3asiBUTENS IUCMEHO YBEPEHUE, Ue MPOU3BOJICTBEHUST MPOILEC HE € OWII MoJIaraH Ha U3MEHEHUS OT
MOMEHTa Ha H3/1aBaHETO Ha cepTU(HKaTa 3a CHOTBETCTBHME OT EBpomelickara TupeKus MO

KaueCTBOTO HA MCANKAMCHTUTEC U 3/IpaBCOITIa3BaAHCTO.

3a da CC HOKaXXC, Y€ MU3XOAHUTC MATCpHaIM CHOTBCTCTBAT Ha OIPCACIICHATa CHGIII/I(bI/IKaIlI/ISI, Cce

npeJicTaBs cepTudukaT 3a aHaJu3.

1.1. AKTUBHH BellecTBa

ITocouBatr ce HUMETO, aApPECHT MU OTrOBOPHOCTTA HA BCEKH IIPOU3BOAUTECII, KAKTO M BCAKO €IHO
MPpEAJIONKCHO MACTO UM ChOPBIKECHUC 3a TPOU3BOJACTBO, BKIIFOUCHO B IIPOMU3BOJACTBCHUA ITPOLEC U B

TCCTOBCTC HA AKTHUBHOTO BCIICCTBO.

3a nmobpe ompeneneHO AaKTUBHO BEHIECTBO, MPOU3BOIUTENAT Ha aKTHUBHOTO BEIIECTBO WM
3asBUTEISIT MOTaT Ja HampaBsIT Taka, 4e cieaHara uHpopManus na Obae TmojaaaeHa oT
MIPOU3BOJUTENSI HA aKTUBHOTO BEIIECTBO KAaTO OTIEICH JOKYMEHT TUPEKTHO O KOMIIETCHTHHTE

OpraHu, BbB B/l Ha OCHOBHA JOKYMCHTAlMI HAa aKTHUBHOTO BCUICCTBO:
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a) IMOAPOOHO ONUCAHUE HA IPOU3BOJCTBEHHS IIPOLIEC;

6) OIIMCAHME Ha KOHTPOJIAa I10 Ka4Y€CTBOTO 110 BPEMEC HaA IIPOU3BOACTBOTO,

B) OIMCAHHUE Ha MpoIeca Ha BAIMIUPAHE.

B T03u ciyuail mpon3BOIUTENAT NPEAOCTaBs BCE MaK HA 3asBUTEJI BCUUYKHU JaHHU, KOUTO MOXe Jia
ca HeOOXOAMMH Ha MOCJTEIHHUS, 3a JAa I0E€ME OTTOBOPHOCT 3a BETEPHHAPHUS JIEKAPCTBEH MPOIYKT.
[Ipon3BoaUTENAT NOTBBPK/IaBa MMCMEHO HA 3asBUTENS, Y€ OCUTYPSIBA IOBTOPSIEMOCT Ha MAPTUANUTE
U HAMAa Ja NPOMEHs IPOU3BOJCTBEHHUS Mpolec Win crenudukanuure, 0e3 na wuHbopmupa
3agBUTENA. JIOKYMEHTUTE M JaHHUTE B IOJKpeNa Ha 3asBJICHMETO 3a TakaBa IPOMsHA, ce
IIPEIOCTABAT HA KOMIIETEHTHUTE OpraHM; Te3W JOKYMEHTH M JaHHM C€ IPEJOCTaBsIT U Ha

3asABUTCIIA, KOraTO 3aciAraTr HCropaTra 4aCT OT OCHOBHATa JOKYMCHTAIIUA HA aKTUBHOTO BCIICCTBO.

OcBeH TOB4, B cnyqaﬁ Ha JIMIICa Ha CepTI/I(l)I/IKaT 3a ChOTBCTCTBHUC 3a aKTHUBHOTO BCIICCTBO, CC
npeaocCTaBAa I/IH(I)OpMaLII/IH OTHOCHO IIPOU3BOACTBCHHUA MCTOM, KOHTpPOJA TII0 KA4YC€CTBOTO MU

MIPUMECUTE, KaKTO U OKa3aTEeJICTBO 32 MOJIEKYJIHATa CTPYKTYpa.

1.MudopmanusiTa OTHOCHO MPOU3BOACTBEHMS IMPOLIEC BKJIKOYBA ONHCAHME HAa IMPOU3BOJICTBEHUS
IIPOLIEC HAa AaKTUBHOTO BEUIECTBO, KOETO IMPEACTABISABA MOETHUS OT 3asBUTENS AHTAKUMEHT, I10
OTHOILIEHHE Ha MPOU3BOACTBOTO HAa aKTUBHOTO BEIECTBO. Beuuku marepuanu, HEOOXOIUMH 3a
LEIUTE Ha TPOU3BOACTBOTO HAa aKTUBHOTO(UTE) BEUIECTBO(a), CE MPEJCTaBAT BbB BUJ| HA CIIUCHK,
KaTo ce Ompefenss MICTOTO Ha BCEKUM MaTepuan B Mpou3BOjAcTBeHMs mpouec. Ilpencrass ce
uH(OpMaIKs OTHOCHO KaueCTBOTO M KOHTpOJa Ha Te3u matepuanu. Ilpeacrass ce nundopmarus,
KOSATO Ja TIO0Ka3Ba, Y€ MaTepUaJUTe OTroBapsAT HAa HOPMHUTE, KOUTO CBOTBETCTBAT Ha

NpEABUACHOTO 3a TAX MPHUIIOXKCHUC.
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2.WnpopmanmsTa OTHOCHO KOHTpPOJIAa 1O KadeCTBOTO BKJIIOYBA TECTOBETE (BKJIIOUUTEIHO H
KPUTEPUHUTE 3a NpHUEMaHe), MPOBEXKIAHM Ha BCEKM BaKEH eTan, HHPOpManusTa OTHOCHO
Ka4eCTBOTO M KOHTpOJIa Ha MEKAMHHUTE BEIECTBAa, KaKTO M Ipolieca Ha BaIUAMpAHE W/MUIIH
IPOYYBAHUATA 32 OLEHKA, KAKTO € IiejechoOpa3Ho. Ts BKIOYBA, MPH HEOOXOIUMOCT, U AAHHU

OTHOCHO BAJIMAUPAHCTO HAa MCTOAUTC 3a aHAJIU3, ITPUJIOKCHU BbPXY AKTUBHOTO BCIICCTBO.

3B I/IH(I)OpMaI_II/ISITa OTHOCHO IMPUMCCUTE CC MOCOYBAT MPCABUANMUTEC NIPUMECCHU, HAPECA C HUBOTO U
CCTCCTBOTO Ha Ha6J'IIOI[aBaHI/IT€ IIpUMECH. Tsa BKJIFOYBA, IIPHU H606XOI[I/IMOCT, Hn CBCIACHUA OTHOCHO

0€e30I1aCHOCTTA Ha TE3U IMpUMCCH.

4.3a OMOTEXHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, JI0KA3aTEICTBOTO 3a MOJIEKYIHUS
CbCTaB BKJIIOYBA CXEMaTUYHaTa aMUHOKHCEJIHMHHA IIOCJIEIOBAaTEJIHOCT U OTHOCHUTEJHATa

MOJICKYJIHA Maca.

1.1.1. AxTuBHU BemecTBa, U30pOCHU BbB (DapMaKOIICHUTE

Oobumre u cnenuduuHr MoHorpaduu ot Esponeiickama ¢hapmaxones ca NPUIOKUMU 3a BCHUKU

AKTUBHHU BCIICCTBA, IIOCOYCHU B HEA.

3a CbCTaBKUTE, OTTOBAPSIIM HA U3UCKBaHUATA HA Eeponelickama ¢hapmaxones uim (papMakonesra
Ha €/1Ha OT JbpXKaBUTE WICHKH, CE€ CUNTA, Y€ Ca B ChOTBETCTBHE B JOCTATbUHA CTEINEH C 4ieH 12,
naparpa¢ 3, OykBa u). B To3u ciyyail onMcaHueTo Ha aHAIUTHYHUTE METOAM U MPOLETYpH ce

3aMCHA BbB BCCKU €/IUH CHOTBECTCH Pa3aCil CbC CbOTBETHO ITO30BABAHC HA BBIIPOCHATA q)apMaKOHefl.
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B cnyuail ue cnenudukanus, chbabpkaiia ce B MoHorpadus ot Egponetickama gpapmaxonesi WA OT
HalMOHaJHaTa ¢apMakories Ha Ibp’KaBa WICHKa, € HelIOCTaThyHa, 3a J]a OCUTYpU KauyecTBOTO Ha
BELIECTBOTO, KOMIIETEHTHUTE OpraHd Morar Ja H3UCKaT OT 3asABUTENS IO-IOAXOJSALIN
cneun(UKanum, B TOBa YUCIO U TPAHHUIM 33 KOHKPETHU MPUMECH, NPUAPYKEHH C BaTUIUPAHU

MIPOLIEyPH 32 TECTBAHE.

Komnerentuure oprand HHQOPMHUpAT OpraHuTe, OTTOBOPHU 3a BbIpOCHaTa (apmaxores.
[Tpurexxarenar Ha pa3pelIeHHeTO 3a THPTOBHs MPEACTaBs IMOAPOOHOCTH 3a IMPEAIojaracMHTe
HE/IOCTaThbUHU CBEACHUS U TPHIIOKEHUTE JIOIBIHUTEIHU CHelu(UKauy HA OPTaHUTE, OT YHUSITO

KOMIICTCHTHOCT € BbBIIPOCHATA (I)apMaKOHeH.

[Ipu numnca Ha MoHorpadus 3a JaJ€HO aKTHBHO BEIIECTBO B Egponetickama ¢apmakones U B
Clydall 4e aKTHBHOTO BEIIECTBO € ONMCAaHO BBB (apMakomesTa Ha IbpiKaBa WICHKA, Ta3H

MOHOTpa(Hs MOXKE J1a C& PUITOKH.

B ciydaii ye akTHBHOTO BEIIECTBO HE € ONMMCAHO HUTO B Eeponelickama ¢apmaxones, HATO BbB
dapMakornesTa Ha Jbp)KaBa WICHKa, ChOTBETCTBHE C MOHOrpadus oT (apMakonesTa Ha TpeTa
CTpaHa MOXe na ObJe MPHUETO, MPU YCIOBHE Y€ HEroBara TOAHOCT ObJE J0Ka3aHa; B MOJ0OHU
Cllydad 3asBUTENST MPEJCTaBsl KOUE OT MOHOrpadusTa, NpUIPYKEHO OT MPEBOJ, KOraro ToBa €
HeoOxonumo. [lpeacraBs ce mHpopMalus, KOATO Aa MOKa3Ba BB3MOXKHOCTTA MOHorpadusTa aa

OChIICCTBABA AICKBATCH KOHTPOJI HAa KAYCCTBOTO HAa aKTUBHOTO BCIICCTBO.

1.1.2. AKTHUBHHM BellleCTBa, KOUTO HE ca BbB (hapMaKores

CbcTaBKH, KOUTO HE (UIrypupaT B HUTO elHa (hapMmakores, ce€ OMUCBAaT BbB BHUJl Ha MOHOTpadus

CbC CICIAHUTC 3arjiaBusd:

a) HAaUMCHOBAHUCTO Ha CBbCTABKATAd, OTroBapsAllO Ha HU3UCKBAHUATA Ha pasacil A, TOYKa 2, ce

A0I'BJIBA OT ThbPTOBCKH WJIIM HAYYHHU CUHOHUMU,
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0) ompeneneHHeT0 Ha BEIIECTBOTO, HU3pa3eHO BBB (GopMa, CXOAHA Ha U3IMOJI3BaHATA B
Esponetickama ¢hapmakxones, ce mpuapyx aBa OT HEOOXOIUMH OOSICHUTEIIHU JOKA3aTeJICTBA, U
MO-CIIEIIMAIHO OTHOCHO MOJIeKyJHata cTpykTypa. Koraro BemecTBaTta moratr jaa Obaar
OMKCAHU CaMO IO MPOU3BOJICTBEHUSI UM METOJI, OMHCAHUETO € JOCTaThYHO MOAPOOHO, 3a Ja

XapakTepusrpa BEICCTBOTO, KOATO € KOHCTAHTAa IO CbCTAaB U e(l)eKTI/I;

B) METOAMTE 3a WACHTHU(HKAIMSA MOTar Ja ObJaT onmucaHu Moj ¢opMaTa Ha ISUIOCTHU TEXHUKH,
KOWUTO C€ M3IOJI3BAT IIPH IMIPOU3BOCTBOTO HA BEIIECTBOTO, U MO/ opMara Ha TECTOBE, KOMTO

Tp5I6Ba Ja €€ U3BBPIIBAT PYTUHHO,

I') TECTOBETE 3a YHCTOTA CE€ OMHCBAT BHB BPBH3Ka C BCEKH OTHEIEH MPEIBHIUM IMPUMEC, U I1O-
CIIELUATTHO TE€3M, KOMTO MOTaT Jla UMaT HexeslaH edeKT, U, ako € HEoOXO0JIUMO, Te€3H, KOUTO
MpeABU KOMOMHAIMATA OT BEIIECTBA, 32 KOMTO CE€ OTHACS 3asiBICHUETO, MOTaT J1a MOBIUSAST
HEOIAronpusITHO HA CTAOMIIHOCTTA Ha JIEKAPCTBEHUs IPOAYKT UITU J]a HApyIIaT aHATUTUYHUTE

pe3yiITaTu;

J1) TECTOBETE W TPaHUIUTE HAa KOHTPOJHUTE MapaMeTpu 3a KpalHus NPOAYKT KaTo pa3Mep Ha

HaCTULOUTE U CTCPUITHOCT CC OIIMCBAT M, IIPU H€06XO}II/IMOCT, MCTOAUTE CC BAJIMAUPAT,

€) MO OTHOLIEHHE Ha KOMIUIEKCHUTE BEIeCTBa OT PACTUTENIEH WIM >KUBOTUHCKU IPOU3XO]]
TpsiOBa Jla ce MpaBM Pa3iIuKa MEXy Cllydail, KOraTo MHOrOOpoWHU (papMaKkoiIoruyHu epeKTH
HajaraT M3BBPIIBAHETO HAa XMMHUYEH, (U3WYEH WIM OMOJOTMYEH KOHTPOJ BbPXY OCHOBHUTE
HEOOXOIUMHU KOMIIOHEHTH, U Ciy4yail Ha BELECTBa, ChAbPKAIM €HA WIM MOBEYE I'PyNU OT
€JIEMEHTHU C MOAO0OHO JieiicTBUE, IO OTHOIIEHUE Ha KOUTO ISUIOCTHUAT METOJ 32 aHAJIU3 MOXKeE

Jla ce TIpueMme.
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Te3u cBeneHus IMOKa3BaT, 4€ MPCAJIOKCHUAT Ha60p OT Ipoueaypu 3a TCCTBAHC € NOCTATHUYCH 3a

KOHTPOJIMPAHC KaUCCTBOTO HAa aKTUBHOTO BCHICCTBO OT OMPCACIICHUA U3TOUYHHK.

1.1.3. ®uU3NKOXUMHUYHH XApaKTCPUCTUKH, KOUTO MOT'AT A4 ITOBJIUAAT Ha OHMOHAJIMYHOCTTA

CJ'IC,I[HaTa I/IHq)OpMaI_II/Iﬂ OTHOCHO aKTHMBHUTC BCIIECTBA, HE3aBHCHUMO JaJId Ca BKJIIFOYCHHU HUJIM HE BBB
(bapMaKoneﬁTa, CC IpCAOCTaBA KAaTO 4YaCT OT LAJIOCTHOTO OINMMCAHWEC HAa aKTMBHUTC BCUICCTBA, AKO

OMOHATUYHOCTTA HA BCTCPUHAPHUSA JICKAPCTBCH MPOAYKT 3aBUCH OT TAX!:

— KpucTanHa Gopma U KOePHUIIMEHTH Ha Pa3TBOPUMOCT,

— pa3Mep Ha YaCTULIUTE CJIE]] MyJIBEpU3altsl, aKo € HE0OX0AUMO,

— CHCTOSHUC HA XHUApalus,

— KOG(I)I/II_II/ICHT Ha JCJIICHHUC Ha MaCJ'IO/BOI[a,

— pK/pH croitnocTu.

H’LpBI/ITe TPpU TUPETA HC CC OTHACAT 3a BCIICCTBA, U3IIOJI3BAHU CaMO B PAa3TBOP.
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1.2. TIlomomHu BemecTBa

O6mute u crnenubuyau MoHorpaduu ot Egponetickama gapmaxonesi ca MPUIOKUMH 332 BCUYKU

BC€IICCTBA, IIOCOYCHHU B HECA.

HOMOH_IHI/ITC BCIICCTBA OTroBapsAT Ha HU3HUCKBaHUATA Ha CbOTBCTHATA MOHOI‘pa(I)I/HI oT
Esponetickama ¢gapmarones. Korato takaBa MoHorpadus HE ChIICCTBYBa, € BB3MOXKHO Ja CE
HaIpaBy M030BaBaHE Ha (apMakoresTa Ha JbpKaBa wieHka. [Ipu nurica Ha TakaBa MoHoOTrpadus, €
BB3MOKHO Ja C€ HaIpaBU MO30BaBaHE Ha (hapMakomesTa Ha TpeTa IbpxaBa. B To3m cimywail ce
JI0Ka3Ba TOJHOCTTA Ha Ta3u MoHorpadus. [Ipm HEoOXOaUMOCT, JONBIHUTEIIHH Ha KOHTPOJHUTE
napaMeTpu TECTOBE, KaTO pa3Mep Ha YaCTUIUTE, CTEPUITHOCT, OCTAThYHU Pa3TBOPHUTEIH, TOMIBJIBAT
M3KCKBaHUATa Ha MoHorpadusra. [Ipu nurnca Ha MoHOTpadus OT GapMmakornes ce MPUCThIIBA KbM
npenarane U obocHoBaBaHe Ha crenudukarmsa. Cria3Bar ce M3MCKBaHUATA 32 crienU(HUKAIIHTE,
n3soxeHu B pasaen 1.1.2 (OykBu a)—m)) 3a akTUBHOTO BemiecTBo. [IpeacTaBar ce mpemayiokeHuTe

MCTOIH U IIPUAPYNKABAIUTE ' JaHHU OTHOCHO BaJIMJAUPAHCTO.

OnBeTuTenuTe, KOUTO BIU3aT B ChCTaBa HAa BETEPUHAPHUTE JIEKAPCTBEHU NPOIYKTH, OTTOBApAT Ha
n3uckBanusita Ha JupextuBa 78/25/EMO, c wu3KIOYeHHME Ha ONpPENENIeHH BETepUHApHU
JIEKapCTBEHM MPOAYKTH 3a JIOKAJIHA yHoTpeOa, KaTo KauIlIKU MPOTUB Mapa3uTH U YIIHU MapKu, IIPH

KOUTO U3IMOJI3BAHCTO HA APYT'U OLIBETUTCIIN € 000CHOBaHO.

OuBeruTenuTe OTTOBAPAT HA M3MCKBAHUATA 3a YHUCTOTA, ompexaeneHu B upextua 95/45/EO Ha

Kommucusita®s.

3a HOBHTE IIOMOIIIHU BE€HIECTBA, & UMCHHO IMOMOIMHUTE BCUICCTBA, KOUTO CC€ M3IOJ3BAT 3a IMIbPBU
IO'bT BbB BCTCPUHAPCH JICKAPCTBCH IMPOAYKT HJIKM CC OTIIMYABAT C HOB HAYMWH HA IPUIIOKCHUC, CC
OIIKMCBAaT B IIbJIHH HOJIpOGHOCTI/I MMPONU3BOACTBOTO, XAPAKTCPHUCTHUKATA W KOHTPOJIBT C B3aUMHU

IMO30BaBaHUA HA MMOAKPCITAIIUTE JaHHU 3a 0€e301acHOCTTa — KaKTO KIIMHUYHH, TaKa U HEKJIMHUYHU.

48 OB L 226, 22.9.1995 r., ctp. 1.
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1.3. Cucremu 3a 3aTBapsiHE Ha OIIaKOBKaTa

1.3.1. AXKTHBHO BELIECTBO

JlaBa ce nHpopmanmsi OTHOCHO CUCTEMUTE 3a 3aTBapsiHE Ha OMAKOBKAaTa HAa aKTUBHOTO BEILECTBO.
N3uckBaHOTO HMBO Ha WH(pOpPMAIUsS ce omperaesis OT GU3NIHOTO ChCTOSHUE (T€YHO, TBBHPIO) Ha

AKTUBHOTO BCIICCTBO.

1.3.2. Kpaen npoaykr

[[aBa cC I/IH(I)OpMaI_[I/IH OTHOCHO CHCTCMHUTC 3a 3aTBApsAHC Ha OIIAKOBKATa Ha KpaﬁHHH IMPOAYKT.
M3ucKkBaHOTO HHBO Ha I/IH(i)OpMaIlI/IH CC ompeacisi OT HaUWMHA Ha IMPUIIOKCHUC HA BCTCPHUHAPHUA

JICKapCTBEH MPOAYKT U OT (PU3HMYHOTO CHCTOSIHHE (TEYHO, TBBP0) Ha (hopMaTa Ha TO3UpaHE.

OnakoBbYHHUTE MAaTepuaad OTrOBApPSAT HA M3UCKBaHHUATA HAa CHOTBETHaTa MOHOTrpadus ot
Eeponetickama ¢hapmaronesn. Korato TakaBa MoHorpadus HE CHIIECTBYBa, € BH3MOXKHO J1a Ce
HaIpaBy MM030BaBaHE Ha (papmakoresTa Ha AbpikaBa WwieHKa. [Ipu nurca Ha TakaBa MOHOTpadus e
BB3MOKHO Ja C€ HalpaBu MO30BaBaHe Ha (hapMakomesTa Ha TpeTa JbpXkaBa. B To3m ciyuail ce

JO0Ka3Ba I'OJHOCTTa Ha Ta3u MOHOFpa(l)I/I}I.

HpI/I OTCBCTBHUC Ha MOHOl"pa(l)I/IH OoT (l)apMaKOHCSI, 3a OIMAKOBBYHUA MaTCpuajl C€ IMPUCTHhIIBA KbM

IpeJularaie 1 000CHOBaBaHE Ha crieU(pUKALIHSL.
[IpencraBsaT ce HAyYHHM JaHHU OTHOCHO M300pa M FOJJHOCTTA Ha ONAaKOBBYHUS MaTepHal.

3a HOBHTE OIMAaKOBBHYHHU MaTepHuaJii, KOUTO Ca B HEMMOCPCACTBCH KOHTAKT C IIPOAYKTA, C€ IPCACTABS

I/IH(I)OpMaI_[I/IH OTHOCHO TE€XHHA CbCTaB, IIPOU3BOJACTBO U 0e30I1acHOCT.

3a BCSIKO €IHO YCTPOMCTBO 3a JO3MpPAaHE WIM IPWIAraHe Ha IMPOAYKTa, KOETO CE€ JOCTaBs C
BETEpPUHAPHUS JIEKAPCTBEH MPOAYKT, C€ MPEACTaBsi HH(OpMAaLMs OTHOCHO CHEU(PUKALMUTE U, TIPU

HCO6XO,[[I/IMOCT, JaHHH OTHOCHO HM3IIbJIHCHUETO.
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1.4. BemiecTBa OT OMOJIOTHYEH MPOU3X O]

Koraro HU3XO0JHU MAaTCpUuaJId KaTO MHUKPOOPraHM3MH, TBKAHU OT PACTUTCICH HWJIM KWUBOTHHCKH
MMpOU3X0J, KJICTKU HUJIM TCHHOCTHU (BKJIIO‘-II/ITCJIHO Kp’bB) OT YOBCHIKH WM JXUBOTHUHCKHU IMPOHU3XO[
WM OMOTEXHOJOTHYHO KOHCTpYHUPAHH! KIJICTKHU CC U3IOJI3BAT IIPU NPOU3BOJACTBOTO HA BETCPUHAPHU
JICKApCTBECHU IMPOAYKTH, INPOU3ZXOABT M XPOHOJOIWATAa HAa HM3XOJHHUTC MaTCpualid CC OIMCBAT U

JOKYMEHTHUPAT.

Onucanuero Ha U3XOJHHUA MaTcpuall BKJIIOYBa IMPONU3BOACTBCHA CTparerus,
Hpqu/ICTBaTeHHI/I/I[CSaKTI/IBI/IpaHII/I mnpoucaypu € TAXHOTO BaJIMAWPAHEC W BCUYKHU KOHTPOJIHHU
npoueaypu 1mo BpeME Ha IIponeca, NpeAHA3HAUYCHU Na rapaHTUupar Ka4eCTBOTO, 0e30macHOCTTa U

IIOBTOPACMOCTTA Ha IIAPTUANUTC HA Kpaf[HHH IMPOAYKT.

Koraro ce usnos3Bar kieTp4HM OaHKM, C€ JAEMOHCTpUpA, Y€ KIETHUHUTE XapaKTEPUCTUKU ca

OCTaHaJIM HETIPOMCHCHH Ha IMPEXOJHOTO HUBO, U3IIOJI3BAHO ITPU IMTPOU3BOACTBOTO U CJICI HETO.

CemeHHH MaTCeprain, KICTbYHH OaHKH U CCPYMHU OaHKH H, KOrato € BB3MOXHO, HU3XOJHHTC

MaTepurajin, OT KOUTO Ca IMOJIYy4YCHH, CC TCCTBAT 3a BbHIIIHU AI'CHTH.

HpI/I H3I0J3BAHC HAa HU3XOJHU MATCPUAIN OT KMBOTHHCKW WJIM YOBCHIKU IMPOH3XOJ CE€ OIMUCBAT

MCPKHUTC 3a rapaHTUpPaHC Ha OTCHCTBUETO HA IMOTCHUMWAJIHA IMTAaTOICHHA ar¢HTH.

AKO HaIU4YMETO Ha INOTCHIHAIHO IIaTOI'CHHMW BBHIIHHM arcHTu ¢ HeI/I36e)KHO, MaTCepuaJIbT CC
HU310J1I3Ba CaMO KOorato IocJicaBalia 06pa60TKa rapantTvupa TAXHOTO IIPEMaxBaHC W/WIH

HWHAKTHUBUPAHC U TOBA CC BaJlnaupa.

[IpencraBs ce TOKyMEHTAlMsl, B KOSATO C€ yJIOCTOBEPS] ChOTBETCTBHETO HA CEMEHHUTE MaTepHallu,
KJIETBUYHUTE CEMEHA, CEPYMHUTE NMAapTUIM U OCTAHAIUTE MATE€pUAId OT >KMBOTUHCKU IPOU3XOJ,
KOUTO ydacTBaT B IpElaBaHETO Ha TpaHcMucuBHara crnoHrupopmua ennedanonatus (TCE), c
OO6sicuutenHuTe OeneXKu KbM PBHKOBOACTBOTO 3a HaMalsiBaHE Ha pHUCKAa OT IpeJaBaHe Ha

KUBOTMHCKHM areHTH, IMpPEeAU3BUKBAIM CIOHTU(QOpPMHa eHIedanonaTis 4Ype3 XyMaHHU U

13328/18 eik/IA/tg 382
IMTPUJIOXXEHUE GIP.2 BG



BeTepUHAPHH JIEKAPCTBEHM MPOAYKTH*’, KAKTO U ChC CHOTBETHATA MOHOrpadus oT Esponeiickama
@apmakonesn. CepTUPHUKATHT 32 TOAHOCT, U3aneH oT EBponeiickara Tupekuus mo Ka4ecTBOTO Ha
JIeKapcTBaTa U 37paBeoNa3BaHETO, C MO30BaBaHE HA ChOTBETHAaTa MOHOrpadus ot Eeponetickama

cﬁapmakoneﬂ, MOKE aa C€ U3II0JI3Ba 3a YAOCTOBEPABAHC HA CbOTBETCTBUCTO.

49 OB C 24, 28.1.2004 r., ctp. 6.
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I KOHTPOJIHU WM3IIMTBAHUNA, TTPOBEXIAHM HA MEXIMHHUTE ETAIIM OT
IMPON3BOJCTBEHUMA ITPOLIEC

,HOCI/IGTO BKJIIOYBa JaHHHU 3a KOHTPOJHHUTC H3MNWUTBAHHMA Ha IIPOAYKTA, KOUTO MOoraT Hga c€
MMpoBC)KAAT Ha MCKJIWHCH CTall OT IMPOU3BOACTBCHUA MHPOHCC C Orjica o0e3reuyaBaHeTO Ha

MOCJICAOBATCIIHOCTTA HA TCXHUYCCKUTE XAPAKTCPHUCTUKU U MTPOU3BOACTBCHUSA IIPOLICC.

Te3n mM3nNUTBaHUS ca OT OCHOBHO 3HAuYEHHE 3a IIpOBE€pKaTa Ha CbOTBECTCTBUCTO HAa BCTCPHUHAPHUA
JICKApCTBCH IIPOAYKT C (bOpMy.]'IaTa, KOoraTto, Io HU3KJIKYCHHUEC, 3adBUTCIAT NPEIAJIOKN aHAIMTHYCH
METOJ 3a H3IHNTBAHC Ha Kpaf/'IHI/DI IIPOAYKT, KOWTO HE BKIIOYBA aHAIM3 HAa BCHUYKHA aKTHUBHU
BCIICCTBA (I/IJII/I Ha BCHYKHM KOMIIOHCHTHM Ha IIOMOHIHOTO B€HIICCTBO, IIOJJICKAIIM Ha CBHIIUTC

HU3HMCKBAHUA KaTO aKTUBHUTC BCH_IeCTBa).

FOpCHOCO‘IGHOTO CC IIpujara, KOraTo KOHTPOJBT Ha Ka4€CTBOTO Ha KpaﬁHHH MNPOAYKT 3aBUCHU OT
KOHTPOJIHUTC HU3INWTBAHUA IO BPEMC Ha MNPOU3BOJACTBOTO, IMMO-CIICHAIIHO, aAKO BCIICCTBOTO CC

ornpeaciisi OCHOBHO C HEHHUS MMPOU3BOACTBCH MCTOM.

Koraro MCKINHCH IIPOAYKT MOKC [a 6’5,[[6 CbXpPaHCH IMpCAn II0-HAaTaTbIIHA 06pa60TKa nin
IIBbPBUYHO CHCANHABAHE, Bb3 OCHOBA HAa JAHHUTC OT U3CJICABAHUATA HA CTaOMJIHOCTTA CE onpencisa

CPOK Ha CbXPAaHCHUC 3a MCKIUHHUA ITPOAYKT.

JI. TECTOBE HA KPAMHUS ITPOJIYKT

3a KOHTpoJa Ha KpaWHUS NPOIYKT, MapTHJATa KpaeH HPOAYKT BKJIIOYBA BCHYKU €IMHUIM Ha
naneHa (apmaneBTHUHA (opMa, HaNpaBeHH OT CHIIOTO HAYaTHO KOJMYECTBO MaTepual Hu
MPEMHUHANIM TIPe3 CHIIUTE MPOU3BOJACTBEHH CEPUU W/WIM OIlEpaluu IO CTEPUWIN3HpaHe WU, B
cllydail Ha HENpeKbCHAT MPOU3BOJCTBEH MPOIEC, BCUUKU €AMHMIIN, IPOU3BEJIEHU 3a OINpesaesieH

nepuon OoT BpeMe.

B 3asBneHuero 3a paspelieHue 3a THProBHs ce M30pOsBaT TE3M TECTOBE, KOUTO CE MPOBEXKAAT
PYTHHHO BBPXY BCsKa MapTHaa KpaeH npoAykT. [locouBa ce yectoraTa Ha TECTOBETE, KOUTO HE CE€

MPOBEXAAT pyTUHHO. [ paHuITe NPU 0CBOOOXKAaBaHETO TPSOBA J1a ce mocoyart.
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JlocueTro BKIKOYBA JAHHU, CBBP3aHU C KOHTPOJHUTE H3NUTBAHUA HA KpAaWHUA MPOILYKT IIPH

OCBO60}K,I[aBaHe. Te ce MMpEACTABAT B CbOTBETCTBUC C U3JIOKCHUTE I10-A0J1Y U3UCKBaHU.

PasnopenOute Ha chOTBETHUTE MOHOTpaguu U OOIIM IWIaBU OT Egponetickama ¢hapmaxones WiH,

AKO HsJMa TaKMWBa, HA AbPiKaBa YJICHKA, Ca IPUJIIOKHUMHU 3a BCUYKHU ITPOAYKTH, OIIPCACIICHHU B TAX.

AKO ce U3I10J13BaT IPOLEAYPU 3a TECTBAHE UJIM I'PAHULM, PA3JIMYHU OT IIOCOYEHUTE B CbOTBETHUTE
MoHorpaduu u oOmmure raBu Ha Eeponeiickama ¢papmakones, Wi ako HsAIMa TaKHBa, BbHB
dapmakornesaTa Ha Ibp)KaBa 4ieHKa, TOBa ce 00OCHOBaBa C MPEIOCTABSIHETO Ha JOKA3aTEeJICTBO, Ye
aKo C€ TeCTBA B CHOTBETCTBHE C T€3H MOHOTpaduu, KPAWHUAT MPOIYKT OTrOBaps HAa M3UCKBAHHUATA

3a Ka4ecTBO Ha Ta3M (papmakores 3a choTBEeTHaTa (hapMarieBTHIHa Gopma.

1. OOum XxapakTepUCTUKU HA KPAHUS IPOTYKT

OHpe,Z[eHeHI/I TCCTOBC Ha O6H_II/IT6 XApPAKTCPUCTHUKU HA NNPOAYKTAa BUHATHW CC€ BKJIFOUBAT B TCCTOBCTC
Ha KpaﬁHHﬂ IMPOAYKT. Te3n TCCTOBC, KOraTo € MPUJI0XKUMO, CC OTHACAT OO KOHTPOJIA HA CPCAHUTC
CTOMHOCTA 3a Maca ¥ MAaKCHMAaJIHUTE OTKJIOHCHHUS, MCXAaHUYHUTC, (1)I/I3I/I‘-IHI/IT€ NI
MI/IKpO6I/IOHOFI/I‘IHI/ITC TCCTOBC, OPTaHOJICIITUIHUTEC XapPAKTCPUCTUKH H (1)I/IBI/I‘IHI/ITC XapaKTCPUCTUKHU
KaToO IIIBTHOCT, pH, HNHACKC Ha pe@paxum{. 3a Bcsgka OT Te3H XAapPaAKTCPUCTHUKU CTAHAAPTUTC U

rpaHuMTE HAa OTKJIOHCHUE CC ONPEACIIAT OT 3asABUTCIIA 3a BCCKU OTACIICH cnyqaﬁ.

VYcnoBusiTa Ha TECTOBETE, KOraro € MOJXOJAII0, H3IOJI3BAaHOTO O0Opy/BaHe/anaparypa H
CTaHJApTUTE C€ ONUCBAaT C TOYHM NOAPOOHOCTH, KoraTo He ¢urypupar B Eeponeiickama
¢apmakones niaM BbB (hapMakoresTa Ha AbpKaBa WIEHKA; ChIIOTO CE MpHUJara B cayyauTe, KOrato

MCTOOMUTEC, NPECANMUCAHN OT TE3U q)apMaKOHGI/I, HC Ca MPUITIOKHUMH.
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OcgeH TOBa, TBbpAUTE (papManeBTUUHU (HOPMH, KOUTO Ce€ MpuiaraT Ipe3 ycTara, HoJyUiekaT Ha in
Vitro u3cieIBaHMs 32 CKOPOCTTA Ha OTJIENISIHE U pa3TBapsiHE Ha aKTUBHOTO(UTE) BEIIECTBO(a), OCBEH
aKo HE ChLIECTBYBAT OCHOBAHMs 3a Apyro. Te3u M3NUTaHMs cE MPOBEXKIAT U MpU JPYr HaYMH Ha
IIPWJIOXKEHUE B CIIy4aid, Y€ KOMIIETEHTHUTE OpraHd Ha ChbOTBETHATA JbP)KaBa UIEHKA CUUTAT TOBA

3a HE0OXOIUMO.

2. Wnentudukanus v aHaau3 Ha aKTUBHOTO(KTE) BEIICCTBO(A)

Wnentudukanusara 1 aHATM3HT HA aKTUBHOTO(UTE) BelIecTBa(M) Ce M3BBPIIBAT HA MTPEICTABUTEITHA
mpo0a OT MPOM3BOICTBEHATA MMAPTH/IA WM HA ONpEesicH Opoil eMHUIM T03UPOBKA, aHAIM3UPAHU

WHUBUAYAITHO.

OcBeH ako HAMA nmoaxoadmo OCHOBAHUEC, MAKCUMAIHOTO IIPUCEMJIHMBO OTKJIOHCHHC Ha
CbAbPKaHUECTO Ha AKTUBHO BCIICCTBO B KpaﬁHHﬂ IMPOAYKT IO BPEMEC Ha MPOU3BOJACTBOTO HE

npesuinasa = 5 %.

Ha 0a3zaTta Ha TecToBeTe 3a CTAOMIHOCT MMPOU3BOJUTCILAT IIpe€iiara U o0ocHOBaBa T'pPaHHUIIUTC Ha
MAaKCUMAJIHOTO AOIYCTUMO OTKIIOHCHHC Ha CbABPKAHHUCTO HA AKTHBHOTO BCHICCTBO B T'OTOBHSA

MPOJYKT JI0 Kpasi Ha MPEJUI0KEHUsI CPOK Ha ChXpaHEHHE.

B OMpECACIICHU ClIy4au Ipu 0CO0CHO KOMINIEKCHU CMECH, KOraTto aHaJlu3bT Ha aKTHBHH BCHICCTBA,
KOHUTO Ca MHOFO6pOI>iHPI nin ¢a B MHOI'O MaJIKM KOJIMYCCTBaA, OM HAJIOXKUJI CII0XHO MMpoy4BaHe,
TPYAHO 3a IIPOBCKIAAHE 3a BCAKA IIPOU3BOACTBCHA TAPTUJd, AHAJIN3BT HA €IHA UJIK TTOBCYC aKTUBHU
BCIICCTBA B KpaﬁHI/ISI MPOAYKT MOXKE Ia CC IMPOIMYCHE IMPHU U3PUYHOTO YCJIOBHEC, YC TaKMBa aHAJIU3U
CC M3BBHPUIBAT HAa MCXKJWHHU €Talld OT MPOHU3BOACTBCHUA MTPOLECC. Ta3u OIMPOCTCHA TEXHUKA MOKEC
Ja HC 6’5,[[6 pasmimpeHa A0 OHNpPCACIIHEC Ha XApPAKTCPUCTUKHUTC HAa CbOTBETHHUTC BCILCCTBA. Tsa ce
AOI'BJIBA OT MCTOJA 34 KOJIMYCCTBCHA OLICHKA, ITO3BOJIABAIld HA KOMIICTCHTHUA OpraH Aa IOJIYy4YU
MOTBBPKACHUC 3a CBOTBCTCTBHUETO Ha JICKAPCTBCHUSA IMPOAYKT C HETOBATa CHGHI/ICbI/IKaHI/IH cJaen

MyCKaHEeTO My Ha ma3apa.
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buonornunuaT aHanus in vivo WU in Vitro € 3abJDKUTCIICH, KOTaTO (1)I/IBI/IKOXI/IMI/I‘{HI/ITC METOJH HE
Morat aa gagar aaCKBaTHa HH(bOpMaI_[I/IH OTHOCHO Ka4€CTBOTO Ha IIPOAYKTA. TakxbB aHaJIM3, KOraTto
€ BB3MOXHO, BKJIIOYBa pe(l)epeHTHI/I Marepruaii M CTATUCTHUYCCKU aHaAJIW3, I103BOJISABAIIA
MNpeCMATAHCTO HAa I'PaHUIH Ha JOBCPHC. Koraro TakuBa TecTOBE HE MOrat jJa ce IpaBiAT Ha KpacH
IIPpOAYKT, TC MOraT aa C€ U3BbPIIBAT HA MEXIMHEH €Tall, Bb3MOXKHO Hall-KbCHO B IMPOU3BOJCTBCHHA

poriec.

Koraro no Bpeme Ha Npou3BOACTBOTO Ha KpailHUsA MPOAYKT HACTBIIM pa3rpaxkJaaHe, c€ MOCOYBaT
MAaKCHUMAJIHO JONMYCTUMHUTE HHBA HA OTACIHUTE MPOAYKTH OT Pa3rpakAaHETO U ChBKYIHOCTTA OT

TAX HCIIOCPCACTBCHO CJICA IIPOU3BOJACTBOTO.

Koraro JaHHUTC, IIOCOYCHH B Pa3acii B, IMIOKa3BaT, 4€ 3HAUUTCIHO IIPCAO3HMPAHC HA AKTHBHO
BCIICCTBO CC M3IIOJI3BAa IIpHU IHNPOU3BOJACTBOTO HaA JICKAPCTBCH MHPOAYKT, HIJIIM KOIaTO JAHHUTC
OTHOCHO CTa0HIHOCTTA IIOKa3BaT, 4€ aHaJIM3bT Ha AKTHMBHOTO BCUICCTBO HaMajlsiBa B CKJlaJa,
OIMMMCAHUCTO HAa KOHTPOJHUTC U3NHUTBAHUA BBPXY KpaﬁHHfI INpOAYKT BKJIIOYB4d, 4aKO €
I_ICJ'ICC’LO6paSHO, XUMHUYCCKO H, aKO € H606XO,Z[I/IMO, TOKCI/IKO-(l)apMaKOJ'IOFI/I‘IHO Hn3CICcaABaHC Ha
IMPOMCHHUTEC, KOUTO € TIPCTHPIAIO TOBa BCHIECCTBO, W IO BB3MOXHOCT ONPCACIAHEC Ha

XapaKTEPUCTUKUTE W/UIIM aHAIN3 HA TIPOJIYKTUTE OT pa3Trpa)JIaHeTo.

3. I/IILeHTI/Iq)I/IKaHI/IH M aHaJInW3 Ha KOMIIOHCHTHUTEC HA TIOMOIITHOTO BECIICCTBO

TecTsT 3a HHCHTH(bHKaLIHH N TCCTHT 3a I'OpHATA U OOJIHATA I'paHUIla Ca 3aAbJDKUTCIIHU 3a BCCKU
OTACICH aHTI/IMI/IKpO6I/IOJ'IOFI/I‘~IGH KOHCCPBAHT U 3a BCAKO €HO ITOMOIIMHO BECHIECCTBO, KOCTO MOXKE J1a
IIOBJIMs€ Ha OWOHAJIMYHOCTITA HA AaKTHBHOTO BC€IIECTBO, OCBCH akKo OMOHAIMYHOCTTA HE €
rapaHitTvupaHa € ApYTH NOAXOIAIIHN TECTOBEC. TectpT 32 I/I,Z[CHTI/I(I)I/IKEH_II/IH U TECTBT 3a TOpHaTa
rpanvia ca 3aAbJDKUTCIIHA 3a BCCKU aHTUOKCHUAAHT MU 3a BCAKO ITOMOIIIHO BECHICCTBO, KOUTO MOTraT
Ja IIOBJIUAAT He6J'IaFOHpI/I$ITHO BBpPXY (1)I/ISI/IOJ'IOI‘I/I'—IHI/IT6 CbYHKI_[I/II/I, KaTro C€ BKJIIOYBA M TCECT 3a

A0JIHaTa rpaHula Ha aHTUOKCUJIAHTHUTE 110 BpEME HaA OCBO60)K)IaBaHe.
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4. TecroBe 3a 6€301aCHOCT

Ocsen TOKCI/IKO-(l)apMaKOJ'IOI‘I/ILIHI/ITe TECTOBC, IOAAACHH CBC 3adBJICHUCTO 3a paspCUICHUC 3a
ThpPTrOoBHA, JaHHU 3a TCCTOBCTC 3a 6630HaCHOCT, KaTO CTCPUIIHOCT U GaKTepI/IaJIHI/I CHIOTOKCHHH, CC
BKJIIOYBAT B aHAJIMTUYHUTC JaHHH, KOTaTO TaKKWBa TCCTOBEC TpSI6Ba Aa CC HallpaBsAT PYTHUHHO, 3a J1a

CC IIPOBCPHU KAYCCTBOTO HA MMPOJAYKTaA.

E. TECT 3A CTABMJIHOCT

1. AxtuBHO(M) BemiecTBO(a)

3a aKTHBHOTO BCIHICCTBO CC ONPCACIIAT ICPUOJ HA IMOBTOPHO TCCTBAHEC M YCJIOBUA HA CBbXPAaHCHHC,
OCBCH B CJIYYAUTC, KOraTO aKTUBHOTO BCHICCTBO € IMPEAMCT Ha MOHOl"pa(i)I/IH oT EeponeﬁCKama
cﬁapMaKoneﬂ U IIPOU3BOAUTCIIAT HA KpaﬁHI/IH MMPOAYKT I1oJj1ara akTUBHOTO BCIICCTBO Ha LAJIOCTHO

IOBTOPHO TCCTBAHC HCIOCPCACTBCHO INPCAHM BKIFOYBAHCTO H B MMPONU3BOACTBOTO Ha KpaﬁHHﬂ

MIPOJYKT.

JlaHHuTE 3a CTaOWJIHOCT C€ NPEJCTaBAT B IOJKpena Ha ONpEeAeNICHUTE MEepuoJl Ha MOBTOPHO
TECTBaHE M YCIIOBHMsS Ha CbXpaHeHHE. BuabT Ha mpoBeneHUTE H3CIeIBaHUS Ha CTaOWIIHOCTTA,
U3MOJI3BaHUTE MPOTOKOJM, TMPWIOKEHUTE MPOLEeNypU 3a aHaJu3 M TAXHOTO BaJUAMpaHE ce
MIPEJICTaBAT Hapel ¢ MnoApoOHUTe pe3ynaTaTH. lIpencrtaBsaT ce aHraXXMMEHTHT 10 OTHOIIEHHWE Ha

CTaOMIHOCTTA U PE3rOME Ha IMPOTOKOJIA.

HpI/I BCC TOBA, KOIaTO 3a aKTUBHOTO BCHICCTBO OT IMMPCAJIOKCHUA U3TOYHUK € HAJINIIC CepTI/I(l)I/IKaT 3a
CBbOTBETCTBUC U B HEI'O CC ONPCACIIAT NEPHUOA HAa ITOBTOPHO TECTBAHC U YCIOBUA HAa CbXPAaHCHHUE, 3a

AKTUBHOTO B€HICCTBO OT TO3MW M3TOYHHK HC C€ M3HUCKBAT JAaHHHU OTHOCHO CcTaOMITHOCTTA.
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2. KpaeHn npoaykr

JlaBa ce omMCcaHME Ha M3CICIBAHMATA, YPE3 KOUTO Ca OIPENEICHH CPOKBT Ha CbXpPaHCHHE,
NPENOpPbUAHUTE YCIOBUS HA ChXPAaHCHHE W CHEeUU(UKAIUUTE B Kpas Ha CpOKa Ha ChXpaHEHHE,

MMPCAJIONKCHU OT 3asABUTCIIA.

BI/II[LT Ha IMPOBCACHUTC MU3CJICABAaHUS Ha CTa6I/IJ'IHOCTTa, H3II0JI3BAHUTE ITPOTOKOJIH, IPUITOKECHUTE

npoucaypu 3a aHajin3 U TAXHOTO BaJIMJUPAHE CC IPCACTABAT HAPCH C HO,Z[pO6HI/ITe pe3yiTarTu.

KoraTo xpaeH nmpoayKT U3MCKBAa BH3CTAHOBSIBAHE WJIM pa3TBapsiHE MpPEau MpUjlaraHe, ce U3UCKBaT
noapoOHa wHGOpMAIMS 3a TPEUIOKCHHS]T CPOK Ha ChXpaHCHHE | CHCHHHUKAIUS 32

B’b3CTaHOBeHI/IH/paSTBOPCHI/IH MIPOAYKT, HOAKPCIICHU CbC CbOTBCTHUTC JJAHHU 3a CTaOMIIHOCT.

ITpu HeoOXoAMMOCT, B CiIy4ail Ha ONAKOBKA, ChbpiKallla MHOIOKpaTHA J103a, C€ NPEACTaBAT JaHHU
3a CTAaOMIIHOCTTA C 11e71 0O0CHOBAaBaHE CPOKA HA ChbXPAaHEHUE HA NMPOAYKTA, CJIE ITbPBOTO OTBAapsHE,

U ce ompenens cruenudukanys mno BpemMe Ha yrnorpeoa.

B cnydaii ye e BB3MOXXHO KpallHMAT MNPOJXYKT Ja JoBeae 0 oOpa3yBaHE Ha MPOAYKTH Ha
pasrpakJaHe, 3asgBUTENAT T'M JEKJIapupa U I0COYBa METOJUTE 3a HACHTHU(HKAIMS, KaKTO U

HPOLIETypPUTE 32 TECTBAHE.

3akiroueHuNATa CbAbPKAT PEIYITATUTC OT AHAJIU3HUTC, YAOCTOBEpABAIIU MNPECIAJIOKCHHUA CPOK HaA
ChbXpaHEHHE U, TIPU [eIeChOOPA3HOCT, CPOKA HAa ChXPaHEHUE TI0 BpeMe Ha yrnoTpeda, MpH Cria3BaHe
Ha MPENOPHUYUTEITHUTE YCIIOBHS Ha ChXPAaHEHHE U CIeNU(DUKAIMUTE Ha KpalHUsI TPOJYKT B Kpas Ha
CpOKa Ha ChXpaHCHHUE W, MPH IEeNIeChoOPa3HOCT, CPOKA HA ChXPAaHEHHE 10 BpeMe Ha ymorpeda Ha

KpalHMs NPOAYKT MPU NPENOPHUYNUTEITHUTE YCIOBUS HA CbXpPaHEHUE.

IlocouBa ce MakKCUMaIHO A0IMMYCTUMOTO HUBO Ha MPOAYKTHU OT pa3rpak1aHCTO U CBBKYIIHOCTTA OT

TAX B Kpas Ha CPOKa Ha CbXpPAaHCHUC.
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HpeI[CTaBH C€ HU3CJICABAHC 3a BSaHMO,Z[efICTBHeTO MCXKAY MNPOAYKTa W OIIAaKOBKAaTa BHHAruv KOrato
CbIICCTBYBA BB3MOXKXHOCT 3a TaKOBa BSaHMOHeﬁCTBHe, 0CcOOEHO aKo TOBa C€ OTHAcs a0

WHXKEKIIMOHHHU TIperapaTu.

HpeZ[CTaBSIT C€ aHTAXXUMEHTHT 110 OTHOILICHHE Ha CTAOMIIHOCTTA U PE3OMC Ha IPpOTOKOJIA.

XK. APYI'A UHOOPMAILIMA

B nocueto moxe J1a ce BKIIOYH I/IH(1)OpMaI_II/I${Ta OTHOCHO Ka4CCTBOTO Ha BETCPHUHAPHUS JICKAPCTBCH

IMPOAYKT, KOATO HC BJIM3a B oOxBaTa Ha MNpeaAXOAHUTEC pa3aCiun.

3a mpenBapUTENIHUTE JIEKAPCTBEHU cMecH (IPOAYKTH, MpEeJHa3HAYeHM Ja Bis3aT B ChCTaBa Ha
neyeOHU (ypaxku), ce mpencraBs HHPoOpMAIUs OTHOCHO HUBaTa M HAyMHA Ha BKJIIOYBAHE,
XOMOT€HHOCTTa BbB (pypa’ka, CbBMECTUMOCTTA/TOAHOCTTa Ha (pypaxka, CTAOMIHOCTTa BBB (ypaka
U TIPEIJIOKECHUS CPOK Ha ChXpaHeHHe BB pypaxa. [Ipencrass ce cbiio taka u cnenudukanys 3a
neueOHust Pypaxk, MPOU3BEICH OT TE3W MPEABAPUTEIHH CMECH B CHOTBETCTBUE C NPENOPHUAHHTE

MHCTPYKIIMHU 32 ynotpeoa.

YACT 3: TECTOBE 3A BE3OITACHOCT 1 OCTATBYHU KOJIMYECTBA

JlaHHHWTE U TOKYMEHTUTE, KOUTO ChIIPOBOXK/AT 3asiBIIEHUETO 3@ pa3pellieHue 3a ThPTrOBUS ChIIACHO
uiieH 12, maparpag 3, OykBa if), BTOPO U UYETBHPTO THUpPE, CE€ MOJIaBaT ChIVIACHO M3UCKBAHUATA IIO-

J0ITy.
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A. TecroBe 3a 6e301aCHOCT

['JIABA I: TIPOBEXXJIAHE HA TECTOBETE
JlokymeHTamusATa 3a 6€30IacHOCT ITOKa3Ba:

a) MOTCHUUAIHATA TOKCHYHOCT Ha BCTCPUHAPHUA JICKAPCTBCH IMPOAYKT W BCAKAKBU OIIACHU HJIN
HCXKCJIaHN G(I)CKTI/I, KOUTO MOT'aT Ja HACTBIAT IIPU MPCAJIOKCHUTE YCIIOBUA 3a yHOTpe6a IIpu
JKUBOTHH; TC CJICABA Ja CC€ OLCHAT BbBB BpB3Ka CbC CCPHUO3HOCTTA HA CBOTBCTHOTO

IaToJIOrH4HO CHCTOSAHHUC,

0) MOTEHLMATHUTE BpeIHU €(PEeKTH 3a YOBEKa OT OCTAThYHHM KOJMYECTBA OT BETEpPUHAPEH
JIEKapCTBEH NPOAYKT WM BEIIECTBO B XpaHU, IMOJIYUYEHH OT TPETHPAHU >KUBOTHH U
TPYAHOCTUTE, KOUTO TE€3M OCTAaThYHM KOJIMYECTBA MOraT Ja Ch3AaaaT MpH MPOMUIIIEHATa

npepaboTKa Ha XpaHU;

B) MNOTCHIUUAJIIHUTE PUCKOBEC, KOHWTO MOrar Jaa BB3HUKHAT IIpW H3JIaraHe Ha Xopa 1104
BB3HCﬁCTBHCTO Ha BCTCPUHAPHUA JICKAPCTBCH IPOAYKT, HAIIPUMEP IPU HETOBOTO IIpUJIATaHC

Ha )XUBOTHO,

I) MOTEHLMAJHUTE PUCKOBE 3a OKOJIHATa Cpela B Pe3yiTaT OT M3MOJI3BAHETO Ha BETEPUHAPHUS

JIEKapCTBEH MPOJYKT.

Beuuku pesynrath ca HaASKIHHM U OOMIOBAIMAHU. AKO € HEOOXOAMMO, C€ H3MOI3BaT
MaTEeMaTHYeCKU U CTATHCTUYECKU MPOIEAYPH 32 pa3padOTBaHETO HA €KCIIEPUMEHTATHUTE METOAU
M 3a omeHkata Ha pesynrarute. OCBeH TOBa ce naBa WH(OpMAIMs OTHOCHO TEpPareBTHUYHUS

MOTEHIMAJ Ha IPOYKTa U PUCKOBETE, CBBP3aHH C HEroBara ynorpeoa.
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B Hakon CJIydan MOXKEC 1a € HeO6XOI[I/IMO Ja C€ TeCTBArT META0OIUTUTE B Hn3XxoJHaTa CMEC, KOIraTo TC

IpEACTAaBAT HPUTCCHUTCIIHU OCTAThYHN KOJIMYCCTBA.

HOMOH_IHO BCIICCTBO, U3II0JI3BAHO 3a I'bPBU IIBT BB q)apMaI_IeBTI/IKaTa, CC pas3rjcixaa KaTo akTUBHO

BCIICCTBO.

1. TIlpernusna uneHTuduKays Ha MPOAYKTA U HA HETOBOTO(MTE) aKTUBHO(H) BEIecTBO(a)

— MEXIyHapoJHO HemaTeHTHO HauMeHoBaHue (INN),

—HaMMEHOBaHUETO 0T MeXTyHapoIHUs ChIO3 10 TeopeTudHa u npuiioxkHa xumus (IUPAC),

— Homep no Chemical Abstract Service (CAS),

— TCparcCBTUYHA, @apMaxonorI/mHa U XUMHUYHa KHaCI/I(i)I/IKaHI/Iﬂ,

— CMHOHUMH U CBbKpallCHUAA,
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— CTPYKTypHa popmyia,

— MoJleKyiIHa popmyia,

— MOJICKYJIHO TCIJIO,

— CTCIICH Ha IIpUMECH,

— KadCCTBCH U KOJMYCCTBCH ChCTAaB HA IIPUMCCUTE,

—  ONMCaHHWe Ha PU3UYECKHUTE CBOWCTBA,

— TOYKa Ha TOIICHC,

— TOYKaA Ha KHUIICHC,
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— MMapCH HATHUCK,

—pPa3sTBOPUMOCT BBB BOJa MW OpPraHUYHU PA3TBOPHUTCIMU, H3PA3€HA B g/l, Kato C€ II0COo4YBa

TeMIleparypara,

— ILTBTHOCT,

—  CIEKTpH Ha pedpakiusi, poTauus 1 T.H.,

— MPUTOTBSIHE HA MPOIYKTA.

2. dapmakonorus

q)apMaKOHOFI/I‘IHI/ITe HU3CJICABaHUA Ca OT OCHOBHO 3HAUYCHHC 3a H3JACHABAHC HAa MCXAaHHU3MUTC, I10
KOUTO BCTCPpUHAPHUA JICKAPCTBCH IPOAYKT TMPEAU3BUKBA CBOSA TCPAlICBTUUYCH e(beKT U,
CJIC10BATCIIHO, (papMaKOJ'IOFI/ILIHI/ITe H3CJICABAaHNA, IMPOBCKAAHW C CKCIICPUMCHTAIIHU W BUIAOBC

JKUBOTHH, 3a KOUTO € IPCAHA3HAYUCH MIPOAYKTHT, C€ BKIOUBAT B 4aCT 4,

Bwopeku ToBa (apMakoJOTHUHUTE M3CIEIBAHUS MOraT ChIIO Ja MOMOTHAT 3a pa30MpaHeTo Ha
TOKCHKOJIOTMYHMTE sBIeHUA. Hemo mnoBede, KOraro BeTEpHHAPEH JIEKAPCTBEH MNPOIYKT
Mpenn3BUKBa (HapMaKoJIOrMYHU €(pEeKTH MpU JHUIcaTa Ha TOKCHMYHA PEAKIHs, UM MpU J03U IO-
HUCKH OT T€3H HE0OXOAMMH, 32 JIa pa3KpUAT TOKCHYHOCT, T€3H (DapMaKOIOTUYHH e(hEeKTH ce B3eMaT

oA BHUMAHUC P OLICHKATAa Ha 0e30ImacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH MIPOJAYKT.
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CJ'IC,I[OBaTeJ'IHO JOKYMEHTausaTa OTHOCHO 0e30IacHOCTTa BHHArd Ce npeaxoxaa OT HO,Z[pO6HI/I
JaHHHU 3a (bapMaKOJ'IOFI/ILIHI/ITe HU3CJICABaHus, IMPOBCACHU Ha na6opaTopHH JKHNBOTHHM H BCiIKa
CBbp3aHa C TOBa I/IH(bOpMaHI/IH, Ha6JHOI[aBaHa 10 BPpEMC Ha KIIMHUYHHUTC HU3CJICABAHHA C )KUBOTHO,

3a KOETO € MpeAHa3Ha4YeH MPOIYKTHT.

2.1. ®dapmakoguHaMHuKa

[IpencraBs ce mHbopMalus OTHOCHO MEXaHHM3Ma Ha JIEHCTBUE Ha aKTHBHOTO(UTE) BellecTBO(a),
3aeqHO ¢ MH(OPMAIUSI OTHOCHO IIbPBUYHHUTE W BTOPHUYHHUTE (apMaKOoIUHAMUYHH €PEKTH, C el

1o-7100po pa3dupane Ha HEOIATONPUSATHUTE PEAKIIUH B N3CIICIBAHUATA IIPU )KUBOTHHTE.

2.2. dapMaKOKMHETHKA

[IpemocraBsT ce JaHHU OTHOCHO Pa3BUTHETO Ha aKTUBHOTO BEIECTBO M HETOBHTE META0OJIUTH BHB
BHUJIOBETE, M3IMOJ3BAaHM B TOKCHKOJOTMYHHUTE W3CJIEIBAHMS, KOMTO oOOXxBamar abcopOiusTa,
pasnpezneneHneTo, oOMsSHAaTa Ha BeEUIeCTBaTa M TAXHOTO OTAeNsHe. JlaHHUTE ca CBBpP3aHU C
KOHCTaTallMUTe 3a Jo3aTa/edexTa BbB (apMaKOJIOTHYHUTE M TOKCUKOJIOUMHHUTE U3CIIeIBAHUS C 1]
oIpeJiesIsiHe Ha MOJXOAAIIMTe HUBA Ha u3naraHe. ChIOCTaBsIHETO ¢ (apMaKOKMHETUYHUTE JaHHHU,
MOJTyYEeHHU TIPH U3CIIEIBAHETO HA BHJIOBETE KUBOTHH, 32 KOUTO € TIPeAHa3HaYeH MPOAYKTHT (YacT 4,
rnasa I, paznen A.2), ce BK/IIOYBAT B 4acT 4 C orjen OINpeneisHE YMECTHOCTTa Ha pe3yJiTaTure,
MOJy4eHU MO0 BpeMe Ha TOKCHKOJOTMYHHUTE W3CJIEIBAaHUS HAa BHMJOBETE XXMBOTHH, 3a KOUTO €

npeaAHa3Ha4YCH IMPOAYKTHT, 3a OIIPEACIIAHC HA TOKCUYHOCTTA.

3. Toxcukoiorus

I[OKYMGHTaHI/ISITa OTHOCHO TOKCHKOJIOTrUATa € B CbOTBETCTBUC C PBKOBOACTBOTO, Hy6J'H/IKYBaHO oT
arcHuusiTa BBB BpPB3Ka C O6H_II/ISI nmoaxod Ha TCCTBAHC, W PBKOBOACTBOTO IIpH OMNPCACIICHU

u3cneapanus. Tosa PBKOBOACTBO BKIIIOYBA:

1.OCHOBHH TeCTOBE, 3aJBbJUKUTEIIHH 32 BCEKM HOB BETEPUHAPEH JIEKAPCTBEH IPOAYKT,
IpeHa3HaYeH 3a ynorpeda OT >KMBOTHH, OT KOMTO C€ MPOU3BEXKJa XpaHa, C Orje] OLEHKa Ha

0e30IMacHOCTTa HAa BCUYKHM OCTaThYHU KOJIMUECTBA B XpaHaTta, IMpEaAHa3HA4YCHA 3a YOBCIIKA
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KOHCyMalus;
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2.1OMBbJIHUTEIIHN TECTOBE, KOWTO MoOrar Jja ObJaT HaJOXKEHM B 3aBUCUMOCT OT KOHKPETHHU
TOKCUKOJIOTMUHU OIACEHUsl KAaTO TE€3U, CBbP3aHU CbC CTPYKTypaTa, KaTeropusra U HauWHa Ha

JIECTBHE Ha aKTUBHOTO(UTE) BEIIECTBO(A);

3.CH€LII/IaJIHI/I TCCTOBC, KOUTO MOrar Ja HOAIIOMOIHAT TBHJIKYBAHCTO Ha AJAHHUTEC, IMOJYYCHU II0

BPEMC Ha OCHOBHUTC WJIM JOIIBJIHUTCIIHUTC TCCTOBC.

[IpenMer Ha u3cienBaHUATA €/ca aKTUBHOTO(UTE) BEIIeCTBO(a), a HE MPUTOTBEHUAT 10 (hopmynara
npoaykT. Koraro ce Hamara wu3cienBaHe Ha TPUTOTBEHHs O Qopmylata MPOAYKT, TOBa ce

YTO4YHABA B TCKCTA MMO-A0JTY.

3.1. TokcuuHOCT IpH NpUEMaHe Ha eAHOKpATHA /1032

H3cnenpanuaTa Ha TOKCHYHOCTTA IIpu MpueMaHe Ha €JHOKpaTHa A03a MOrar Ja €€ HU3IIOJI3BaT 3a

NpECABUIKAAHC HA:

—BB3MOXHHU C(l)eKTI/I OT OCTpa CBpPBXA03a IIpHU BHUIAOBC KHWBOTHHU, 3a KOHUTO € IPCAHA3ZHAYCH

MPOAYKTBT,

— BB3MOXKHU €(DeKTH OT ClIydaifHO NpHuiaraHe Ha Xopa,

—JO03UTEC, KOUTO MOrarT II0JIC3HO Ja 6’B)IaT H3II0JI3BAHU ITPU U3CIICABAHHA HA IIOBTOPHOTO NPpHUEMAHEC

Ha go3ara.
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W3cnenpanusaTa Ha TOKCHYHOCTTA IIpu IpruEMaHC Ha CAHOKpATHA A03a CJICABA Ja pa3KpUAT CUIIHUTC

TOKCUYHHU C(I)GKTI/I OT BCHICCTBOTO U BPEMETO 3a TAXHOTO HAYAJIO U pCMUCHS.

W3cnenBanusta, KOouTo TpsOBa na OBAAT MPOBEIACHHU, CE MOAOUpaT C orjiea HabaBIHETO Ha
nH(popManus OTHOCHO O€30MacHOCTTa Ha IMOTPEOHMTENNUTE, a MMEHHO, aKo Ce MpeArojara, 4e
MOTPEOUTEIAT MOXKE Ja € W3JIOKEH Ha 3HAYUTEIHW KOJIMYECTBA OT BETEPUHAPHUS JIEKAPCTBEH
MPOAYKT MOCPEICTBOM MHXANAIMs WA KOHTAKT C KOXKaTa, Te3W HAUMHU HA M3JIaraHe ce mojyjiarar

Ha IpOyYBaHC.

3.2. TOKCHYHOCT IpH MOBTOPHO NMPUEMaHE Ha J03a

TecToBeTe 3a TOKCUYHOCT IIprU IIOBTOPHO IMIPUCMAHC Ha A03a Ca IPpCAHA3HAUCHHU [a Pa3KpHAT
BCsKaKBH (1)H31/IOJIOFI/I‘-IHI/I W/VIIM TTaTOJIOTMYHHU IMPOMCHH, IMPUIMHCHU OT IMMOBTOPHO IpUJIaraHc Ha
IOAJTOKECHOTO Ha HM3CJIICABAHC aKTHMBHO BCIICCTBO HUIIN KOM6I/IHaIII/I$I OT aKTHMBHHM BCIICCTBA, W 3a

OIpCAC/IAHC Ha BPb3KaTa HAa TC3HU IIPOMCHHU C TO3UPOBKATa.

IIpu ¢dapMakoJIOrMYHO AaKTHBHU BELECTBA WJIM BETEPUHAPHMU JIEKAPCTBEHU MPOJYKTH,
IIpeJHAa3HAUYEHHU CaMo 3a yIoTpeda MpH KUBOTHH, OT KOMTO HE CE MPOMU3BEKIA XpaHa, OOUKHOBEHO
€ IOCTaTh4HO Jla C€ HAIpaBM U3CJIeABaHE HAa TOKCHUYHOCTTA MPU MOBTOPHO MPUEMaHE Ha J103a MpU
€IMH BHJ| EKCIIEPUMEHTAIHO XMBOTHO. TOBa M3CIIEBAHE MOXE Ja C€ 3aMEHU OT M3CIICJBAaHE,
IIPOBEJEHO C BHJ >KMBOTHO, 3a KOWTO € INpeAHa3HauyeH NpOAYKTHT. YecToraTa M HAYMHBT HA
IPUIIOKEHNE U TPOABIDKMTEIHOCTTa HAa M3CIEABAHETO ca W30paHu, KaTo Cc€ HMMaT IpPEeABHI
IIPEUIOKEHUTE YCIIOBHS 3a KIIMHUYHA ynorpeba. M3cienoBaTensaT npeacTaBs CBOMTE OCHOBaHMS 3a

CTCIICHTA U MMPOABIJDKUTCIIHOCTTA Ha U3TIMTBAHUATA U I/136paHI/ITe AO3UPOBKHU.

IIpu BemecTBa WM BETEPUHAPHM JIEKAPCTBEHU INPOJYKTH, INMpeIHA3HAuYEHH 3a ymnoTpeda mnpu
KUBOTHH, OT KOMTO C€ MPOMU3BEKJIA XPAaHA, TECTHT HA TOKCHYHOCTTA MPH MMOBTOPHO IPUEMAaHE Ha
no3a (B pamkute Ha 90 AHM) ce M3BBPIIBA BbPXY IPU3auM WM HETPU3adyM C OIJIE] ONpeesiHe Ha
OpraHUTE Ha BUIOBETE KMBOTHH, 32 KOUTO € MPEJHA3HAYEH NPOAYKTHT, U Ha TOKCUKOJIOIMYHUTE
IpaHHIM U UAECHTH(QUIMpPaHE Ha ChOTBETHUTE BUAOBE M HMBA Ha JIO3UPOBKA, KOUTO TpsiOBa da ce

H3II0J3BAT IMPU TCCTBAHC HA XpPOHNYHATA TOKCUYHOCT, aKO TOBA 6’[)216 HCO6X0}II/IMO.

13328/18 eik/IA/tg 398
IMTPUJIOXXEHUE GIP.2 BG



HSCJ’ICI{OB&TCJ’IHT 000CHOBaBa H360pa CH Ha BUJOBEC, KaTO UMa NpCABUJ ChIICCTBYBAIIUTC ITIO3HAHMUA
3a MeTaboJiM3Ma Ha OpOoAYKTa IIpU KMUBOTHU K XOpa. BCIHCCTBOTO 3a TECTBAHE CC IIpujiara Ipes
ycTarta. W3cnenoBarenar SCHO u3jara M JaBa CBOMTE OCHOBAHMSA 3a METOJAa M YeCTOTaTa Ha

npujiarane U nmpoAbJLKUTCIIHOCTTA HA U3ITMTBAHUSATA.

MakcuMmanHara J03a OOHMKHOBEHO cjcaBa Ja CC H36epe Taka, 4€ Ja CC€ MpCAU3BHUKA IIOsgBaTa Ha
BpCIHU e(l)CKTI/I. Haii-nuckara A03a ClI€aBa aa HE NPCAU3BHKBA I10ABaTa HAa HUKAKBH JOKAa3aTCJICTBA

3a TOKCHYHOCT.

OueHkata Ha TOKCHMYHHTE €()EKTH ce OCHOBaBa Ha HAOJIONEHHE BBPXY IOBEICHHETO, PacTexa,
XEMaTOJIOTUYHU M (PU3UOJIOTMYHM TECTOBE, IO-CHELUATHO TE3H, CBbP3aHU C OTICIUTEIIHUTE
OpraHy, a CbIIO U BBPXY JOKIAAU OT AayTOICHUU U NPHUAPYXNKABALIUTE I'M XUCTOJIOTMYHU JAHHU.
N360pbT M 00XBaThT Ha BCSAKA IpyNa TECTOBE 3aBHCH OT W3IOJI3BAHUTE XHUBOTHHCKH BHIOBE U

HHUBOTO Ha HAYYHUTC NO3HAHUSA KbM CbOTBCTHUA MOMCHT.

B cnyqaﬁ Ha HOBH KOM6I/IHaI_[I/II/I Ha HM3BCCTHHM BCIICCTBA, KOHMTO Ca H3CICIBAHM CBIJIACHO
paSHOpCI[6I/ITC Ha HaCTodlaTa AUPCKTHUBA, TCCTOBCTC IIPH IIOBTOPHO IMPHCMAHC Ha O103da, OCBCH
KOrato T€CTOBETC 3a TOKCUYHOCT Ca JO0Ka3aJlid 3aCUJIBaHC HWJIM HOBHW TOKCHYHU eq)eKTI/I, Mmorar aa
6’I)I[aT noaxogAmo HM3MCHCHH OT H3CJICI0BaTCIIA, KOHUTO H3Ipalla OCHOBaHHATA CHU 3a TE3U

HU3MCHCHUA.

3.3. IlonocumocT IIpU BUAOBETC )KUBOTHHU, 3d KOUTO € MIPCAHA3HAYCH ITPOAYKTHT

[IpenocraBst ce pe3roMe Ha BCSKAaKBU IpPU3HALIM HAa HEMOHOCUMOCT, HaOJIO/IaBaHU 10 BpEME Ha
U3cleBaHMATa, U3BbPILIEHU, OOMKHOBEHO C KpaillHMs Ipernapar, BbpXy BUAOBE KHUBOTHHU, 32 KOUTO
€ IpeJHa3Ha4YeH NMPONYKTHT, B CBOTBETCTBUE C M3UCKBaHUATA Ha 4dacT 4, riasa I, pasgen b. Te3n
U3CJIE/IBAHMS, TO3UPOBKUTE, IIPU KOUTO HACTBIIBA HEIIOHOCUMOCT, U CbOTBETHUTE BUOBE U IIOPOAU
noanexar Ha wuaeHtuuuupane. IlpenocraBar ce cbllo Taka MOAPOOHM JAHHU 32 BCAKAKBU
HEOYaKBaHU (PU3UOJOTUYHU MTPOMEHU. [IbITHUTE TOKIaAM OT T€3U MU3CIEeABaHMS CE€ BKJIIOUBAT B YacCT

4.

13328/18 eik/IA/tg 399
IMTPUJIOXXEHUE GIP.2 BG



34, Pero,I[yKTI/IBHa TOKCHUYHOCT, BKIIFOYUTECIIHO TOKCUYHOCT HAa Pa3BUTUETO

3.4.1. Wzcnensane Ha ehekTa BHPXY pENPOTYKTUBHOCTTA

Ilenta Ha TOBa M3CieABaHE € Ja ce MACHTU(HUIMPA BH3MOKHO HApyIIaBaHE HAa MBXKUTE WIN
KEHCKHUTE PENpOAYKTHBHH (DYHKIIMM WM BpeIHU €(PEeKTH BBPXY MOTOMCTBOTO B pe3yiTaT Ha

IIpujaaraHe Ha BETCpUHAPHU JICKAPCTBCHU IIPOAYKTH HUJIK BEIIECCTBA, KOUTO CC IIPOYyYBaAT.

3a  (¢apMakoJIOTMYHO AKTUBHM BEIIECTBA WJIM BETEPUHAPHU JIEKAPCTBEHH TMPOAYKTH,
npeJHasHaueHW 3a yrnoTpeda MpH JKUBOTHH, OT KOWTO C€ NMPOM3BEXIA XpaHa, M3CICABAHETO Ha
eeKTHTe BBPXY PENPOIYKTUBHUTE CIIOCOOHOCTH CE€ M3BBHPIIBA MojA (GopMmara Ha M3CIEIBAHE HA
PENPOAYKTUBHOCTTA MPU MHOTO MOKOJICHUS, IPETHA3HAUYECHO Ja YCTAHOBH BCSKO OTPAKEHHUE BBPXY
PENpOAYKTUBHOCTTa Ha Oo3aiiHuiuTe. ToBa BKIIIOUBA OTpPaXKEHHE BBPXY MBKKaTa W KEHCKATa
TUTOIOBUTOCT, YH(TOCBAHETO, 3a4€BAaHETO, MMIUIAHTUPAHETO, CIIOCOOHOCTTa HAa HM3HOCBAaHE Ha
IUI0/1a IO TEPMHUHA, PAXKIAHETO, KbPMEHETO, OIENIIBAHETO, PACTEX,a M Pa3BUTHETO HA TIOKOJICHUETO
OT paXXIaHETO O OTOMBAHETO, MOJOBATa 3PsUIOCT U IMOCHEABaIlaTa pPernpoayKTUBHA (DYHKIMA Ha
MOKOJICHHETO KaTO BB3PAacCTHM MHAMBHUIM. M3mon3Bar ce moHe Tpu a03u. MakcumanHata j103a
crenBa Ja ce u3depe Taka, 4e Ja mpean3BHKa BpenHH edextH. Haif-HuckaTta mosa cieiBa ia He

MPpCAN3BUKBA HUKAKBH JOKA3aTCJICTBA 3a TOKCHYHOCT.

3.4.2. H3cnenBaHe Ha TOKCUYHOCTTA HA PAa3BUTUETO

IIpu ¢dapMakolOTMYHM AaKTHBHM BEIIECTBA WJIM BETEPUHAPHHM JIEKAPCTBEHU MPOJYKTH,
IpelHa3HauYeH! 3a yrnoTrpeda OT )KUBOTHHU, OT KOMTO C€ MPOMU3BEXK/IA XpaHa, Ce MPOBEXKAT TECTOBE
Ha TOKCHMYHOCTTa Ha pa3BUTHETO. Te€3M TECTOBE ca NpeJHA3HAYEHM Ja YCTAHOBSIT BCSKa €llHa
HeOJaronpusaTHa peaklusi BbpXy OpeMeHHaTa >KeHCKa M pa3BUTHETO HAa eMOpHMOHA M 3apoJulla,
HACTBIIWJI BCJIEJCTBHE HA M3JIaraHe Ha JKEHCKaTa — OT UMIUIAaHTHPAHETO, Ipe3 OpEMEeHHOCTTa, 10
JIeHsI IpeIu JlaTaTa, Ha KOSITO € MPeABUICHO pakaaHeTo. Te3n He0naronpusTHU peakiMy BKIIOYBAT
MOBUIIIEHa TOKCUYHOCT CHPSMO Ta3W, HaONioJaBaHa NpU HEOPEeMEHHHM IKEHCKH, CMBPT Ha
eMOpHOHa/3apo/InIIIa, IPOMEHH B pacTeka Ha 3apojvllia U CTPYKTYpHH MPOMEHHU IMpPU 3apoJIHIIa.

H3uckpa ce MMPOBCKAAHCTO Ha TCECT HA TOKCUYHOCTTAa HA PA3BUTHUCTO IIPU ILIBXOBETC. B
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3aBUCUMOCT OT IMOJIYYCHUTC PC3YJITATU, MOXKC JJa CC HAJIOXKHU MPOBCKIAHCTO HA HU3CIICABAHC IIPpU

BTOpH BUA B CbOTBECTCTBUC C YCTAHOBCHOTO PHKOBOJACTBO.
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3a ¢apMaKoJOTHYHO aKTUBHU BELIECTBA WM BETEPUHAPHU JICKAPCTBEHU MPOAYKTH, KOUTO HE ca
IpelHa3HauYeHu 3a ymnoTpeba MpU KUBOTHHU, OT KOUTO C€ MPOM3BEkKAA XpaHa, U3CIECABAHE Ha
TOKCHUYHOCTTA Ha Pa3BUTHUETO C€ MPOBEXKAA MPU IMMOHE €IUH BHJI, KOMTO MOXKE J1a € BUJ KUBOTHO, 32
KOWTO € TpeaHa3Ha4YeH MPOAYKTHT, aKO MPOIYKTHT € MpeaHa3HA4YeH 3a ynorpeda mpu >KEHCKU
KUBOTHH, KOUTO OMXa MOTJIU J]a C€ M3IMOJI3BaT 3a pa3Iuioa. Beipeku ToBa, KOraTo ce yCTaHOBH, Y€
MOTpeOUTENUTE MOXKE /1a OBbAAT 3HAUUTEIHO U3JI0KEHU HA BETEPUHAPHHUS JIEKAPCTBEH MPOAYKT MPU

HEeroBara yrnorpe0a, ce IpoBEKIaT CTAaHJAPTHHU U3CIIeIBaHUS HA TOKCUYHOCTTA Ha Pa3BUTHETO.

3.5. I'eHOTOKCHYHOCT

M3BbpuIBaT ce TECTOBE 3a FEHOTOKCUYEH MOTEHIMAN C Orje]l pa3KpUBaHETO HA IPOMEHUTE, KOUTO
JaJIeHO BelIeCTBO OM MOIVIO Jla NpeAu3BUKAa B TEHETHMUHHUS MaTepual Ha KieTkuTe. Bcsko
BELIECTBO, IPEITHA3HAYECHO Ja BJIE3€ B ChCTABa HA BETEPUHAPEH JIEKAPCTBEH NPOAYKT 3a IbPBU MbT,

TpsiOBa J1a Ob/JI€ OLIEHEHO 3a FTEHOTOKCUYHU CBOMCTBA.

AKTHUBHOTO(HMTE) BelecTBO(a) OOMKHOBEHO ce mojiara(T) Ha U3BBPIIBAHETO HA CTaHIAPTEH HAOOP
OT in Vitro " in vivo TECTOBE 32 TEHOTOKCUYHOCT B ChOTBETCTBHE C YCTAHOBEHOTO PHKOBOJCTBO. B
HSIKOU CITyJail MOXeE JIa C€ HAJIOKW M TECTBAHE Ha €IMH HJIM MTOBEYE META0OIUTH, KOUTO CE Cperiar

KaToO OCTaTb4HU KOJHMYCCTBA B XpaHara.

3.6. KanueporeHHocT

IIpu pemieHneTo OTHOCHO TOBA JAU J1a C€ MPOBEAE TECT 3a KAHLEPOI€HHOCT, CE€ B3EMAaT MPEIBU]
pe3yiTaTUTe OT TECTOBETE 3a TE€HOTOKCHUYHOCT, CBHOTHOILIEHUETO CTPYKTypa—/IeHCTBUE W
KOHCTAaTallUUTE€ OT CUCTEMHHUTE TECTOBE 3a TOKCMYHOCT, KOUTO B JIBJITOCPOYEH IJIaH MOTraTr Ja

6’bI[aT OT 3HAYCHUC 3a HCOIJIACTUYHHUTC HAPYIICHH.

Bzema ce npeaABua BCsKa M3BCCTHA cneumbmca Ha BHUJAAa B MCXaHHU3Ma Ha TOKCUYHOCT, KaKTO H
BCHUYKH pas3iiiyvgd B MeTa0oau3Ma Ha noajdaraHuTe Ha TECT BHAOBE KXHMBOTHH, 34 KOUTO €

npe€aHa3HauCH MPOAYKTHT, U HOBCIIKUTE CHIICCTBA.

Koraro ce mnanara MNPOBCIKAAHCTO Ha TCCT 3a KAHHOCPOI'CHHOCT, OOMKHOBEHO C€ H3HCKBa

ABYT'OAUIIHO H3CJICABAHC Ha INIBX U 18-Meceuno Mn3CJIICABAaHC Ha MHUIIKA. Axo ToBa 6’]3,[[6 Hay4YHO
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000CHOBAaHO II0 CBHLOTBETHHS HAa4YWH, WU3CJIICABAHUATA 3a KAHOCPOIrCHHOCT MOTaT HOa 6’b£[aT

U3BBPIICHHA CaMO BbPXY €AMH I'pu3ad, 3a IPEANOYUTAHE BBPXY IUTBX.
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3.7. HzkmroueHus

Koraro BeTepuHapeH jekapcTBeH NPOAYKT € MpeJHa3HadyeH 3a JOoKallHa YIoTpeda, opraHnyeckara
abcopOrus ce m3cleaBa MPU BUAOBETE KMBOTHH, 32 KOUTO € IMpEIHA3HAYeH MPOIYKTHT. AKO ce
JOKaXke, 4e opranndeckara abcopOuus € He3HAUUTETHA, TECTOBETE HAa TOKCUYHOCTTA IPU IIOBTOPHO
IpHeMaHe Ha 1033, TECTOBETE 3a PENPOIYKTUBHA TOKCUYHOCT M TECTOBETE 3a KaHLEPOTEHHOCT

Morar aa c€ nNpoimycHaT OCBEH aKo:

—IIpy YCTAaHOBEHUTE IPEABHUJICHU YCIOBUS Ha yrnoTpeba ce o4akBa IpUEMaHE Ha BETEPUHAPHUS

JIEKapCTBEH MPOAYKT IPEe3 yCTaTa OT )KUBOTHOTO, UITH

—IIpU YCTAHOBCHUTC IMPECABUIACHU YCJIOBUSA Ha yrIOTpe6a CC O4YaKBa HU3JiaraHC Ha HOTpe6I/ITeH${ Ha

BETEPUHAPHUS JICKAPCTBEH IIPOAYKT I10 IPYTH HAYMHU OCBEH JACPMAIIHO, WU

—aKTHUBHOTO BCIICCTBO MU MeTa0OJIUTUTE MOrar Aa TIollagHAaT B XpPaHHU, IOJYYCHH OT

TPETUPAHOTO KUBOTHO.

4. Jpyru u3UCKBaHUSA

4.1. Crheunaidu U3ciaeaBaHUs

3a OIIPCACIICHU I'pYIIN BCIICCTBA UJIK AKO C(I)CKTI/ITC, HaGHIOI[aBaHI/I 10 BpCMC Ha U3CJIICABAHUS TIPpHU
IOBTOPHO MNPHEMAHC Ha A03a IPU KUBOTHU, BKIIIOYBAT IMPOMCHH, yYKa3Ballli MMYHOTOKCHYHOCT,
HEBPOTOKCHUYHOCT WJIM CHAOKPHMHHHM HAPYIICHUA HAIIPUMEP, CC€ HN3UCKBA MH3BLPIIBAHCTO Ha
AOI'BJIHUTCIIHU TCCTOBC, 4 MUMCHHO H3CJICABAHUA 3a YYBCTBUTCIHOCT HJIM TCCTOBC 34 3a0aBeHa
HCBPOTOKCHUYHOCT. B 3aBHCHMOCT OT €CTECTBOTO Ha MPOAYKTa MOKC a CC HAJIOKHU U3BBPIIBAHCTO

Ha OOIIBJIHUTCIIHNU HU3CJICABAHUA C OIJIC OLICHKA Ha CKPUTHA MCXAaHU3BM Ha TOKCHYCH e(i)eKT 501041
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Ha TMOTEHIHWAIHO JApa3HeHue. Te3u u3cieBaHMA Ce NPOBEXIAT OOMKHOBEHO BBPXY KpaHHs

npernapar.
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HuBoro Ha Hay4YHOTO IIO3HAHHUC MW YCTAHOBCHOTO PBKOBOACTBO C€ B3€MaAT IPCABUOA IIpHU

pa3pa60TBaHeTo Ha TaKuBa U3CJIICABAHUA U OLICHKATa Ha pE3YJITATUTE OT TAX.

4.2. MukpoOnoJIOTHYHH CBOMCTBA HA OCTAThYHUTE KOJIUYECTBA

4.2.1. TloreHumanau epeKTH BbPXY YOBEIIKaTa YpeBHa (iopa

IToTeHnuaaHusT MI/IKpO6I/IOJ'IOl"I/I‘leH PHCK, KOKTO npeacTaBIdABaT OCTATBbYHUTC KOJIHMYCCTBA OT
aHTI/IMI/IKpO6HI/I CbCAMHCHHUA 3a YOBCHIKATa YPCBHA q)nopa, C€ uscicaBa B CBHOTBCTCTBHUEC C

YCTaHOBEHOTO PBKOBOJCTBO.

4.2.2. TloreHumanau eeKTH BbPXY MUKPOOPTaHU3MH, U3MOJI3BaHH 32 MPOMUIIJICHATA TPepadoTKa

Ha XpaHH

B OIIPCACIICHU ClIydal MOXKE a € H606XO,Z[I/IMO IIPOBCIKAAHCTO HA TCCTOBEC, 3a J1da CC OIIPCACIIN AU
MI/IKpO6I/IOJIOFI/I‘~IHO AKTUBHUTC OCTAaTBhYHU KOJIMYCCTBA MOraT Aa IMOBJIHAAT BbPXY TCXHOJIOTMYHUTC

MpOoIecH IPY MPOMHUIIIEHATa PepadOTKa Ha XPaHUTEITHH MPOILYKTH.

4.3. HabGmoneHus npu xopa

IIpenoctaBs ce wuHpopmanus, Mokaszpamia Jand (papMakoJIOrMYHO AKTUBHUTE BeEleCTBa Ha
BETEPUHAPHUS JIEKAPCTBEH MPOJYKT C€ M3MOJ3BAT KATO JIEKAPCTBEHU NPOAYKTU MpU Tepamnus Ha
X0pa; ako TOBa € TakKa, CJIeJBa /1a C€ U3rOTBU COOPEH JTIOKYMEHT 3a BCUYKU Ha0It0/laBaHU €(QeKTH
(BKJIIOYMTENIHO HEXEJIAaHNW PEAKIMM) IIPU XOpa M Ha TAXHATAa MPUYMHA, JOKOJIKOTO MOrar Jia ca oT
3HAa4YeHHE 3a OIEHKaTa Ha 0e30MacHOCTTa Ha BETEPUHAPHHUS JICKAPCTBEH MPOAYKT, BKIIOUUTEIHO,
pyu HEOOXOJUMOCT, pe3yJNTaTUTe OT NyONMKYBAaHUTE W3CIIEBAaHUSA; KOTaTO CbCTAaBKU Ha
BETEpPUHAPHU JIEKaPCTBEHU MPOIYKTH caMU Io cebe cH He ce M3IO0JI3BaT WK Beue He Ce M3IMO0I3BaT

KaTo JICKApCTBCHU IMPOAYKTH 3a TCPAIIUA HA XOpa, CC MOoCOYaT IIPUINHHUTEC 3a TOBA.
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4.4. Pa3BuTHe Ha PE3UCTEHTHOCT

ITpu BeTepuHapHUTE JEKAPCTBEHU HMPOAYKTH € HaJIUIE HEOOXOAMMOCTTA J1a Ce MPEJCTABIT JaHHU
OTHOCHO IMOTEHIMAlTHATa T0sBa Ha YCTOMYMBU OaKkTepUu OT 3HAUEHHE 33 YOBEIIKOTO 31paBe. B
Ta3W BPb3Ka MEXaHU3MBT HA Pa3BUTHE HA MOJOO0HA PE3UCTEHTHOCT € OT ocobeHo 3HaueHue. [Ipu
HE0O0XOAMMOCT Ce IpeagaraT MEpKU 3a OrpaHUYaBaHE Pa3BUTHETO Ha PE3UCTEHTHOCT, CBbP3aHa C

npeBUIeHaTa yroTpeda Ha BeTepUHAPHHUS JIEKAPCTBEH MPOIYKT.

PesncTenTHOCTTA B paMKUTE HAa KIMHUYHA YIOTpeda Ha MPOIYKTa C€ TPETHpa B CHOTBETCTBHE C
yact 4. Korato ToBa € yMeCTHO, c€ U3BBPIIBAT B3aUMHHU I[1030BaBAaHUS HA JIaHHUTE, IOCOYEHU B

yacT 4.

5. be3zomacHocT Ha MOTpeOUTETUTE

HacrodmusaTr paszaen BKIOYBAa 0OCHXK/IaHE HAa YCTAHOBEHUTE B NPEIXOAHUTE pa3fieiu e(eKkTu u
0OBBP3BAaHETO MM C BHJA M pa3Mepa Ha YOBEILIKO M3JIaraHe Ha IMPOJYyKTa, C orien (GpopmynupaHeTo

Ha NMOAXOASAIIU MPEAYIIPCIKIACHUS 3a HOTpe6I/ITeJ'II/ITe " IPpYyru MEPKH 3a YIIPABJIICHHUC HA pUCKaA.

6. OHGHKa Ha pUCKa 3a OKOJIHATa Cpela

6.1. OneHka Ha pHUCKa 3a OKOJIHaTa Cpena, CBbp3aH C BETEPUHAPHUTE JIEKAPCTBEHU HPOAYKTH,

KOUTO HE ChbABPIKAT UJIU HE CE CbCTOAT OT TCHCTUYIHO MOI[I/I(l)I/IHI/IpaHI/I OpraHnu3Mu

[TpoBeka ce oleHKa Ha pHCKa 3a OKOJIHATA CPe/ia, 3a Jia C€ YCTaHOBH MOTCHIUAIHUAT HEXKENIaH
eeKT, KoWTo yrnorpebaTa Ha BETCpUHAPHUS JICKAPCTBEH MPOJIYKT MOXKE Ja HaHeCe Ha OKOJHATa
cpena, M 3a Jia ce ONpees PUCKBT OT MoJ00eH edekT. B oleHkara ce onpenensaT npeana3HuTe

MCPKH, KOUTO MOTrar Ja ca HCO6X0}II/IMI/I 3a HaMaJIsIBaHC HAa TaKHMBa PUCKOBC.
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Ta3u onenka oOMKHOBEHO ce mpoBexkaa Ha aBe (a3u. [IbpBara ¢aza oT olleHKaTa ce MpoBEXIa
BuHard. [IpenocraBsar ce mopoOHU JaHHH OT OLIEHKATa B CbOTBETCTBUE C MPUETOTO PHKOBOJCTBO.
OneHkata NokKa3Ba MOTEHIMAJIHOTO H3JIaraHE HAa OKOJHAaTa cpeAa Ha NIpPOAYKTa M HMBOTO Ha

CBBbp3aHus C HOI[06H0 H3JIaraHe pucCK, KaTo OT4uTa 1MOo-CricuaJIHO CIICAHUTC aCIICKTH!

—BHJ0OBETC )KUBOTHH, 3a KOUTO € MMPCAHAa3HAUYCH IIPOAYKTHT, U IPCIIOKCHNA HAYHMH Ha yHOTpe6a,

—MCTOJIa Ha IMPUCMAHEC, IMO-CIICHUAIHO BEpOsATHATA CTCIICH, 0 KOATO IMPOAYKTHT IIC BJIM3a

AUPCKTHO B CUCTCMHUTC HAa OKOJIHATa Cpeaa,

—BBb3MOXHOTO OTACIIHEC Ha MPOAYKTAa, HCTOBUTC AKTUBHU BCIIECTBA WJIHM CbOTBECTHUTC

METa0OIUTH B OKOJIHATA cpc€aa 4pe3 TPECTUPAHUTC )KUBOTHU yCTOﬁ‘IHBOCT B TaKHMBa CKCKPECTH,

—HU3XBBPJISIHC Ha HCU3IIOJI3BAH BETCPUHAPCH JICKAPCTBCH NPOAYKT WJIN APYT OTIHAABYCH IMTPOAYKT.

BbB BTOpara (aza ce mpoBexkaa OMBIHUTENIHO CNEUU(DUYHO H3CIEABaHE HAa Pa3BUTUETO U
eeKTUTe OT MPOAYKTa BBPXY OMNPENETICHH EKOCUCTEMHU B CHOTBETCTBHE C YCTAaHOBEHOTO
PBKOBOACTBO. B3emar ce mpeaBul CTENEHTAa Ha W3JIaraHeTO Ha OKOJIHATa Cpela Ha MPOAYyKTa U
HanuyHaTa uWH(popMmamus 3a (GU3MYHU/XMUMHUYHHE, (AapMaKOIOTMYHU W/HMIUW TOKCHUKOJOTHYHU
CBOICTBa Ha CHOTBETHOTO(MTE) BEMIECTBO(A), BKJIIOYUTEITHO HA METAOOJMTHTE B CIIy4all Ha
UJIEeHTU(DUIIMPAH PHUCK, KOSATO € TOJydeHa B XOJa Ha MPOBEKITAHETO HA JIPYTUTE TECTOBE H

HU3NHUTBAHUSA, UBUCKBAHHU OT HACTOAMIATAa JUPCKTHUBA.
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6.2. OneHka Ha pHUCKa 3a OKOJIHATa Cpelia, CBbp3aH C BETEPUHAPHHUTE JICKAPCTBEHH MPOAYKTH,

KOUTO CbABbPKAT U C€ CbCTOAT OT TCHETUYHO MOI[I/I(l)I/IHI/IpaHI/I OpraHnu3mMu

IIpn BerepuHapeH JEKapCTBEH IPOAYKT, KOWTO CBIABpPKA HIM C€ CBCTOM OT TIE€HETUYHO
MOTUGUIMPAHA OPTraHU3MH, 3asBICHUETO C€ MPHUIPY)KaBa M OT JOKYMEHTUTE, M3UCKBAHH IO

cunara Ha wieH 2 u yact B ot Jupextusa 2001/18/EO.

I''TABA 1I: ITPEJCTABAHE HA JAHHUTE U JIOKYMEHTHUTE
JlocueTo 3a TecToBe 3a 0€30I1aCHOCT BKIIIOYBA:

— a36yqu CIIMCBHK Ha BCUYKHU HU3CJICABAaHUs, BKIIFOYCHH B JOCUCTO,

—3asBJICHUC B IIOTBBPKIACHHUC TOBA4, Y€ BCHYKHU [dHHH, 6HaFOHpI/IHTHI/I U1 He6ﬂarOHpI/IHTHH,

HU3BCCTHU HaA 3a4BUTCIIA IIPH IIOAABAHCTO HaA 3asBJICHUCTO, Ca BKIIIOYCHH B JOCHUCTO,

— 000CHOBKa 3a IMMPOIMMYCKAHETO Ha OIMMPCACIICH BUI NU3CJIICIBAHE,

— 00sCHEHHE 3a BKIIOYBAHETO HA AJITCPHATHUBCH BUJI U3CJICIBAHEC,

—o0CHKJaHe Ha MpUHOCA, KOWTO MJaJeHO H3Cie/BaHe, MPOBEIEHO Mpeaud H3CIEe/IBAHUATA,
U3BBPILIEHHU B CHOTBETCTBUE C ToOpara laboparopHa npaktuka (JIIT), onpenenena B Jlupexktusa

2004/10/EO, Moxe 1a nMa 3a IsUI0CTHATA OI[CHKA Ha PHUCKA.
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Bceku mokian ot u3ciaeaBaHe BKIIOYBA:

— KOIIME Ha IUIaHa 3a U3CJIeABAaHETO (IIPOTOKO);

—3asBJICHUC 3a CbOTBETCTBUEC C z[06paTa na6opaTopHa IMPpaKTHUKa, KbACTO TOBaA € IIPHUIJIOXKHUMO,

— OIIMCaHUE HA W3MOJI3BaHUTE METO/HM, arlaparypa u MaTepuay;

— omnuca"ue 1 000CHOBKa Ha CHCTEMAaTa 3a TCCTBAHC,

—JI0CTaTh4YHO MOJAPOOHO ONMUCAHHUE Ha MOJYYEHUTE PE3yNITaTH, KOETO Ja MO3BOJIM PE3yITaTUTe J1a

6”I)I[aT KPUTHYHO OLICHCHU, HC3aBUCHUMO OT THhJIKYBAHCTO UM OT aBTOpPA,

— CTATUCTHUYCCKHU aHAJIIN3 HA PE3YITATUTEC, KOTAaTO € YMCCTHO,

—o0chXKIaHe Ha pe3yiaTaTHTe, MNPUIPYKEHO OT KOMEHTapu 3a HaOlIoJaBaHUTE W

HeHa6HIO,Z[aBaHI/ITC HHBa Ha C(I)eKT 1 3a BCIKAaKBH HEOOMUYAMHHU KOHCTaTalluu,

—T0IpoOHO OMHMCAHKE U 3aABJI00UEHO OOCHKIaHE Ha PE3YNTATUTE OT M3CIEABAHETO Ha mpoduia

Ha 0€e30I1aCHOCT Ha aKTHUBHOTO BCIICCTBO MW OTHOMICHHUETO MY KbM HU3CICIBAHETO Ha
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MOTCHIUAJIHUS PUCK, KOMTO OCTaTHUYHUTE KOJIMYECTBA MMpEaACTaBIABAT 3a XOpaTta.
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b. TecrtoBe 32 ocTaThbYHU KOJIUYECTBA

I''TABA 1. TTPOBEXJIAHE HA TECTOBETE

1. BnBenmenue

3a 1menuTe Ha HACTOSIIOTO MPUIIOKEHHME ce mpuiarar ompexaeneHusta or Permament (EMO) Ne

2377/90 Ha Coeera’.

W3cnenpanero Ha HN3YCPIIBAHCTO HAa OCTATHYHHUTC KOJIUYCCTBA OT AAJIMBHUTC ThKAaHU WA ﬂﬁHaTa,
MIIAKOTO U MC€Jla OT TPCTHUPAHU JKUBOTHH, NUMa 3a LCJI Ja ONPECACIIN IIPU KAKBU YCIOBUA U JO KaKBa
CTCIICH OCTATBYHHUTEC KOJIHMYCCTBA MOI'aT Ja CC€ 3aAbpKAaT B XPaHUTC, IIPOU3BCACHHU OT TC3HU

»)kuBOTHHU. OCBEH TOBA H3CJICABAHMATA ITO3BOJIABAT ONIPCACTIAHETO HA KAPCHTCH CPOK.

[Ipu BeTepuHApHU JEKAPCTBEHU MPOAYKTH, IIPEIHA3HAYEHH 32 YIOTpeda OT KUBOTHU, OT KOUTO CE

IMPOU3BCIKIA XpaHa, JOKYMCHTAMATA 3a OCTATBYHUTC KOJIMYCCTBA ITOKA3Ba:

1. A0 KaKBa CTCNICH MW KOJIKO ABbJI0 OCTATHUYHUTC KOJIHWYCECTBA OT BCTCPUHAPHHA JICKAPCTBCH
IMPOAYKT HUJIM HCTOBUTC MeTa0OJUTH OCTaBaT B SAMIABUTE ThbKAHW Ha TPETUPAHOTO KUBOTHO

WU B MJISIKOTO, fII\/JIIIaTa W/unn MCa, IMMOJIYYCHU OT TAX,

2. 4e 3a Jna ce n30erHe BCSIKAaKbB PHUCK 3a 3[PaBETO HA MOTPEOUTENS HA XpaHU OT TPETHUPAHU
KUBOTHH, MJIM Ja C€ MPEeIOTBPATAT NpoOIeMuTe Ipu MPOMHUIIITIEHaTa IpepadoTKa Ha XpaHH, €
BB3MOXHO J1a C€ YCTaHOBST PEATMCTUYHU KAPEHTHU CPOKOBE, KOUTO MOraT Ja Ce cra3Bar Ipu

IMPAKTUYCCKUTE YCIIOBHA HAa OTIJICKAAHEC,

3. 4e aHWIUTUYHUAT(UTE) METOA(M), M3MON3BaH(M) MPHU M3CIEIBAHETO HAa HW3YEPIIBAHETO HA
OCTaThYHUTE KOIMYECTBA, €/ca JOCTAThbUHO BamuAuWpaH(v), 3a Ja cb3aane(ar) HyKHATa
YBEPEHOCT, uUe€ MPEeIOCTAaBEHUTE JaHHW OTHOCHO OCTAaThUHUTE KOJIMYECTBA Ca IMOAXOJSIIA

OCHOBA 3a KapCHTCH CPOK.

S0 OB L 224,2.4.1990 r., ctp. 1.
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2. MeTaboan3bpM 1 KHHETHKA HA OCTATHYHUTE KOJIHMYECTBA

2.1. ®dapmakokuHeTHKa (abcopOuus, pa3npocTpaHEeHHE, METa00IN3bM, OTACISHE)

HpeI[CTaBH CC PpPE3IOME Ha (bapMaKOKI/IHeTI/I‘IHI/ITe JaHHKM C B3aMMHH II0O30BaBaHUsI Ha
(bapMaKOKI/IHCTI/I‘IHI/ITe u3cjicaABaHus BbBPXY BHAOBETC XHMBOTHH, 34 KOHUTO € IIpCAHA3HAYCH
NpoaAYKTBHT, MNPCACTABCHU B YacCT 4. He ce Hamara MNpEaACTaBsAHC Ha LAJTOCTHHA JOKJIad OT

HU3CJICABAHECTO.

HeJ’ITa Ha (I)apMaKOKI/IHeTI/I‘IHI/ITe HU3CJICABaHuA IIO OTHOIICHHUC Ha OCTATBYHHTC KOJIMYCCTBA OT
BCTCPUHAPHU  JICKAPCTBCHU TPOAYKTH € Ja C€ HalpaBu OLCHKa Ha a6COp6I_II/I$ITa,
pasnpoCTpaHCHULTO, MeTaboau3Ma U OTACIIAHCTO Ha NPOAYKTa IMMPH BUAOBCTC )KNUBOTHU, 3a KOUTO €

IIpeAHa3HaYeH IPOLYKTHT.

KpaliHuAT npoayKT WK npenapar cbC CPaBHUMM C KPAWHUSA NPOLYKT XAPAKTEPUCTUKH OT TIIEHA
TOYKa Ha OMOHAJMYHOCTTA, C€ IpUJara BbpPXY BHJIOBETE JKUBOTHH, 3a KOUTO € IpEeAHA3HAYCH

MNPpOAYKTHT, B MAKCUMAJIHATA MPCIIOPBUIAHA 1034a.

Karo ce B3eMe npeBua METOABT HA IPUIIOKEHNUE, CE ONKCBA ISUIOCTHO CTENEHTa Ha abcopOuus Ha
BETEPUHAPHUS JIEKAPCTBEH MPOAYKT. AKO € JJOKa3aHO, Y€ OPraHUYHOTO abcopOupaHe Ha MPOAYKTU
32 JIOKAJIHO IPWIOKEHHWE € HE3HAYUTENIHO, HE C€ W3MCKBAaT IO-HATATBIIHMU H3CIEABaHUS 32

OCTaTBbYHHUTC KOJIMYCCTBA.

OmucBa ce pa3npocTpaHEHUETO Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT 32 BHUJIA )KHBOTHO, 32 KOHUTO
€ TpeJHa3Ha4YeH MPOJIYKTHT; B3€MaT C€ IMOJ] BHUMAaHHE BBH3MOXXHOCTTA 32 CBBbpP3BaHE Ha IJIa3Ma U

MMPOTCHUH WJIA 3a IPEMHUHABAHC B MJIAKOTO HUJIN sunaTa u HATPYIIBAHCTO Ha JII/IHO(I)I/IJIHI/I CBbCTaBKH.

Omnucear ce ObTUIIATA 3a OTACIIAHC HA IMPOAYKTA OT BHUJA KUBOTHO, 3a KOCTO € NPCAHA3HAYUCH

MPOAYKTHT. [ TaBHUTE METAOOIHUTH C€ UICHTU(DHUIMPAT U OXapaKTepU3UPaT.
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2.2. HN3yepnBaHe Ha OCTATHYHUTE KOJUYECTBA

HenTa Ha TE3W M3CICABAHMHA, KOUTO HM3MEpPBAT CKOPOCTTa, C KOATO CE€ HM3UYCPIIBAT OCTATHUYHUTEC
KOJIMYCCTBA BB BU/Jld J)KUBOTHO, 3a KOCTO € NIPCAHA3HAYUCH MIPOAYKTHT, CJICA MMOCICIHOTO IIPpUIaraHe

Ha JICKapCTBCHUSA NPOAYKT, € Ia CC IIO3BOJIM OIPCACIAHCTO HA KAPCHTHU CPOKOBC.

HOCT&T’I—:‘{GH 6p01>i II'bTU CJICH KaTO )XKUBOTHHUTE, IMOJJIOKCHHN HAa TECT, Ca MOJYUYHIIN IIOCII€aAHaTa 103a
OT BCTCPUHAPHUA JICKAPCTBCH MNPOAYKT, HAJIUYHUTEC OCTATBYHU KOJIUYCCTBA CC ONPCACIAT YpPE3
BaJIMAVPAaHU aHAJIMTUYHHU MCTOAU, OMPCACIIAT CC TCXHUYCCKUTEC NMPOUCAYPU, KAKTO U CUTYPHOCTTA

1 YYBCTBUTCIIHOCTTA HA U3IIOJI3BAHUTC MCTOOU.

3. AHamuTHYeH MCTO/J IIpHU OCTATBbYHUTC KOJIMYCCTBA

AHanmuTHYHUAT(MTE) MeTOMA(M), W3IMOJ3BaH(M) IPH H3CIEABaHETO(MATAa) HA HW3YEPIBAHETO Ha

OCTaThUYHUTE KOJIMYECTBA U HEFOBOTO(UTE) BauArpaHe(Hsi) ce ONUCBaT NOIAPOOHO.
OmnwmcBar ce CIeTHUTE XapaKTEPUCTUKH:

— cnenupuIHOCT,

— aKypaTHOCT,

— TOYHOCT,
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— I'paHulla Ha OTKPUBAHC,

— KOJIMYCCTBCHA I'paHUIIA,

— NPAaKTUYHOCT U IPUIIOKUMOCT IIPU HOPMAJIHU JJAOOPATOPHU YCIIOBUS,

— IIoJaT/IMBOCT HaA BJIIMAHUA,

— CcTaOMIHOCT Ha ChbAbPKAIIUTE CE OCTAThbYHH KOJIMYCCTBA.

OO00CHOBAHOCTTA HA M3IIOJI3BAHETO HA MMPEAJIOKCHUA aHAJIMTUYCH METO CC OLICHABA B CBCTIIMHATA

Ha HUBOTO HAa HAYUYHHUTC U TCXHUYCCKUTC [TO3HAHUS KbBM MOMCHTA Ha IIOJIdBAHC HaA 3adBJICHUCTO.

AHaTUTUYHHAT METO/ Ca MMPEACTABA B MCI)KAYHAPOAHO JOTOBOPCH (I)OpMaT.

I''TABA 1I: TIPEACTABSAHE HA JTAHHUTE U JOKYMEHTUTE
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1. Wnentuduxaiuys Ha TPOTyKTa

Berepunapuusar(ure) JnekapcTBeH(M) NPOAYKT(M), U3MOA3BaH(M) 1O BpeME Ha TecTa, Ce

uaeHTUGUIHIPA(T), KaTO Ce MOCOYBAT:

— CHCTaBbT,

—(U3nYHUTEe U XUMUYHUTE (IEHCTBUE W YUCTOTA) PE3YITaTH OT TECTOBETE 3a ChOTBETHATA(UTE)

napruja(u),

— uaeHTU(UKAIUS HA TTAPTH/IATa,

— BpB3Ka C KpalHUs MIPOIYKT,

— CHCI_II/I(I)I/I‘-IHa AKTUBHOCT U M30TOIHA YUCTOTa Ha OCIIsI3aHUTE BCIICCTBA,

— IIO3HIIHA Ha OesI3aHuTEe aTOMU B MOJICKYJIaTa.
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ﬂOCI/IeTO 3a TECTA 3a OCTAaThb4YHHU KOJIMYCCTBA BKIIIOYBA.

— 2136yqu CIIMCHK Ha BCUYKHU HU3CIICABAHNS, BKIIFOYCHH B JOCUCTO,

—3asBJICHHUC B INOTBBPKIACHUC HA TOBA, Y€ BCHUYKH JaHHMU, 6HaFOHpI/IHTHI/I nIn HGGHaFOHpI/IHTHI/I,

HU3BCCTHU HA 3aBUTCIIA IIPH NTOAABAHC HA 3a4BJICHHUCTO, Ca BKIIFOUCHU B TOCUCTO,

— 000CHOBKa 3a IMPOITYCKAHETO Ha OIMPCACIICH BU NU3CJIICIBAHC,

— 00sicHEeHHE 3a BKIIFOYBAHETO HA AJITCPHATHUBCH BU/ U3CJICABAHC,

—O6C"I))K)IaH€ Ha TIIpUHOCA, KOHUTO JaJIcHO H3CJICABAHC, IIPOBCACHO TIIpCAU U3CJICABAHUATA,

CLO6pa3eHI/I C 2[06paTa JIa60paTopHa IMPpaKTHUKa, MOXKEC J1a UMa 34 IUAJIOCTHATAa OLICHKA Ha PHUCKa,

— MPEATIOKCHUC 3a KAPCHTCH CPOK.
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Bceku mokian ot u3ciaeaBaHe BKIIOYBA:

— KOIIME Ha IUIaHa 3a U3CJIeABAaHETO (IIPOTOKO);

—3asBJICHUC 3a CbOTBETCTBUEC C z[06paTa na6opaTopHa IMPpaKTHUKa, KbACTO TOBaA € IIPHUIJIOXKHUMO,

— OIIMCaHUE HA W3MOJI3BaHUTE METO/M, allaparypa U MaTepualy;

—A0CTaTb4YHO HO,Z[pO6HO OIMMCAHUC HA IOJYUCHUTEC PE3YJITATH, KOCTO [da ITO3BOJIM PEIYITATUTC Oa

6’I)IlaT KPUTHYHO OLICHCHU, HC3aBUCHUMO OT ThJIKYBAHCTO UM OT aBTOpPA,

— CTAaTUCTHUYCCKHU aHAJIM3 Ha PE3YITATUTEC, KOraTO € YMCCTHO,

— 00CBHXK/aHe Ha Pe3yITaTUTE;

—O0EKTHUBHO OOCHKJIaHE Ha TIOJYYCHHUTE PE3YITaTH U BHACSHE Ha MPEMJIOKEHHUS OTHOCHO
KapeHTHUTE CPOKOBE, HEOOXOIMMHU, 3a Jla Ce TapaHTUpa, Y€ B XPAHUTE, MMOJYICHU OT TPETUPAHU

JKHMBOTHH, HJIMA OCTAaTBhb4YHHU KOJIMYCCTBA, KOUTO ouxa AOBCJIKM OO PUCK 3a HOTpCGI/ITeHI/ITe.
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YACT 4: TIPEAKJIMHWNYHU U KIIMHWUYHU U3ITUTBAHUA

HaHHI/ITe U JOKYMCHTHUTC, KOUTO CBIIPOBOXAAT 3a4BJICHHATA 34 PAa3pCUICHUA 34 ThbPrOBUA CbIJIACHO

uiieH 12, maparpad 3, 6ykBa if), TpeTo TUpE, ce IPEACTaBAT ChIVIACHO U3UCKBAHUATA MO-/I0JTY.

I''TABA I. TIPEAKJIMHWUYHUN U3MCKBAHU A

Hpe[[KJII/IHI/IqHI/ITe H3CJICABaHHA CC U3UCKBAT, 3a Aa CC OIPCACIIN Q)apMaKOJIOFI/ILIHaTa AKTUBHOCT U

IMOHOCHUMOCTTA KbM IIPOJYKTA.

A. ®apmakoiiorus

A.l. dapmakoauHaMHUKa

OmnpenensiT ce XapakTepUCTHKUTE Ha (apMaKOJAWHAMHUYHUTE e(eKTH Ha AaKTHBHOTO(HTE)

BELIECTBO(0), BKIIOYEHO(M) BbB BETEpUHAPHUS JIEKAPCTBEH MIPOJIYKT.

[IppBO, MeXaHU3MBT Ha JeWcTBHE M (DapMaKOJIOTHUYHUTE €(EeKTH, BbPXY KOHTO CE OCHOBaBa
IIPENOPHYAHOTO IpWJIAraHe Ha IpakTUKa, Ce ONMCBAT IO NOAXOJAIl HauuH. Pesynrature ce
u3pa3sBaT KOJMUYECTBEHO (M3IOJ3BalKM, HANpUMeEp, KpUBa 3a J103a M e(eKT, KpuBa 3a Bpeme U
epeKT U JApPYru) U, KOraro € Bb3MOXKHO, B CPaBHEHHUE C BEIECTBO, YMATO AKTUBHOCT € J100pe
u3BecTHa. Koraro ce n3uckBa 1o-BUCOKa €(pUKACHOCT 3a aKTMBHO BEIIECTBO, Pa3JIMKaTa ce J0Ka3Ba

H CC IOKa3Ba, Y€ € CTATUCTUYCCKHU 3HAYHUMa.

Bropo, naBa ce mbiaHa (apmakoJOrMyHa OLEHKAa Ha AaKTHUBHOTO BELIECTBO, KaTo C€ NpaBU
[1030BaBaHE Ha Bb3MOKHOCTHUTE 33 HAJIMYME HAa BTOPUYHHU (apmakonornyuu edextu. Ilo mpuHmn

ce U3ciieBaT €PeKTUTE BbPXY OCHOBHUTE TENECHU (PYHKIIMHU.
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Pa3cnenBa ce eexThT OT APYruTE XapaKTEPUCTUKU HA MPOAYKTUTE (KaTO HAYMHA HA MPUIIOKECHHE

U1 HpI/IFOTBHHe) BbpPXY (bapMaKonoquHaTa AKTHUBHOCT Ha aKTHBHOTO BCIICCTBO.

W3cnenpanusra ca MMO-MHTCH3MBHH, KOraTO HpcrnopbyaHaTa [J03a € OIM3KO0 J0 J03ara, KOATO €

BB3MOKHO J1a IPCAN3BUKA HCKCIIAHU PCAKIIUU.

EKCHepI/IMeHTaHHI/ITe TEXHUKHU, OCBCH aKO HC Ca CTaHAApPTHHU IHIpoUcAypH, CE€ OIIMCBAT TOJIKOBA
l'IOI[pO6HO, 4C Aa ITIO3BOJIAT Ja 6’BI[aT BB3IIPOU3BCACHU, W HU3CICAOBATCIIAT YCTAaHOBsSABA TsAXHATa
BaJIMJHOCT. EKCHepI/IMCHTaHHI/ITe pe3yiaTaTt CC n3jiarart sACHO U, 3a ONPCACIICHU BUJOBE TCCTOBEC, CC

HuTHUpa TaXHaTa CTaTUCTUYCCKA 3HAYUMOCT.

OcBeH aKko He ca IT0COYECHH ,Z[O6pI/I OCHOBAHHI 3a O6paTHOTO, BCsKaKBa KOJMYCCTBCHA IIPOMAHA Ha

peaKknuu B pe3yJITaT OT IHOBTOPHO IMMPpUJIAraHC HAa BEIICCTBOTO, CHIIO CC U3CJICABA.

dukcupanuTe KOMOMHAIIMKA MOTAT JIa CE MoJIydaT Ha (papMaKoJOrHyHa OCHOBA MITH Ype3 KIMHUIHU
WHAUKauuu. B mepBua ciydail dapMakoaMHAMHYHM W/WIH (HapMAaKOKMHETHYHH H3CIIEIBAHUS
JI0Ka3BaT Te3M B3aMMOJEHCTBMs, KOMTO MOraT Ja HalpaBAT camara KOMOMHAIMs 3HauuMma 3a
KJIMHUYHA ynotpeba. BpB BTOpHs ciiyuail, KoraTo Hay4Ha 0OOCHOBKA 3a JIeKapCTBEeHa KOMOMHALNS
Ce TBpPCHU Ype3 IMPOBEKIAHE HA KIMHWYHHA EKCIIEPUMEHTH, W3CIICBAHMATA OIPEACIAT JalH
OoyakBaHUTE €(eKTH OT KOMOMHaLKATA MoraT Aa Ob/aT JOKa3aHU NpPU KUBOTHU U, HAll-MaJIKOTO, ce
IIPOBEPsBAa 3HAUEHUETO Ha BCSKA HEXeJlaHa peakuus. AKO KOMOMHALUATA BKJIIOUBA HOBO AKTUBHO

BCIICCTBO, TA € Ouia MMOJJIOXKCHA Ha 38.,I[LJI60‘I€HO IMpoOy4YBaHe.

A.2. Pa3Butre Ha pe3UCTEHTHOCT

3a BeTepUHApPHUTE JIEKAPCTBEHU IMPOAYKTH C€ Hajlara MPEJOCTAaBIHETO Ha JIaHHH OTHOCHO
MOTEHIIMATHATa TOSBa HAa YCTOMYMBH OpPraHM3MHU OT KIWHUYHO 3HAUEHHUE, KOraTo TOBa OBJe
yMecTHO. B Ta3u Bpb3ka MEXaHH3MBT Ha pa3BUTHE HA TOJ00HA PE3UCTEHTHOCT € OT 0COOEHO
3Ha4YEHHE. 3asABUTEIAT IIpeiara MEpKH 32 OTpaHUYABaHE Pa3BUTHETO HA PE3UCTEHTHOCT, CBBhP3aHA

C mpeABHUACHAaTa yroTpeda Ha BeTepUHAPHUS JIEKapCTBEH MPOJIYKT.

Koraro ToBa ¢ YMECTHO, CC U3BBPIIBAT B3aUMHU IIO30BABAHU HA JAHHUTC, IOCOYCHHU B 4aCT 3.
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A.3. dapmakOKHHETHKA

B xonTtekcra Ha OLI€HKaTra Ha KJIHMHHWYHAaTa 0e30IacHOCT H e(bI/IKaCHOCT Ha BCTCPUHAPHUA
JICKApCTBCH MNPOAYKT CC M3UCKBAT OCHOBHU q)apMaKOKI/IHeTI/I‘IHI/I JaHHH OTHOCHO HOBOTO aKTHBHO

BCIICCTBO.

I_IeJ'II/ITe Ha q)apMaKOKI/IHeTI/ILIHI/ITe H3CJICABaHUA IIPpHU BUAOBETC )KMBOTHH, 3a KOUTO € IIPCAHA3HAUYCH

MNpOAYKTBHT, MOIaT Ja 6’L,Z[aT pa3aciICHU Ha TPU OCHOBHH obnacTH:

1) onmcartenHa papMaKOKHHETHKA, BOJICINA IO ONPECISIHETO HAa OCHOBHH MapaMeTpH;

il) W3NOJI3BaHE Ha TE3W MapaMeTpH 3a M3CJICJBAHE BpPb3KATa MEXKIY PEKHMMa Ha JO3MPOBKA,
IUIa3Mara U ThKaHHATa KOHIIGHTPAIUs BbB BPEMETO M (PapMaKOJOTHUHUTE, TEPANCBTHUHUTE

HWJIX TOKCUYHUTC G(I)CKTI/I;

111) CbIIOCTABAHC Ha KHUHCTUKATa MCKAY OTACIHUTC BHAOBCTC KHWBOTHHU, 3a KOHUTO €
npeaHa3sHa4dCH MPOAYKTHT M Pa3ryICKIaHC HAa BB3MOXKHHUTC MCKAYBHUIOBH pPa3IMiuA, KOUTO
HMAT OTPaXCHHUC BBPXY 0e30ImacHOCTTa Ha BUJOBCTC JXUBOTHH, 3@ KOUTO € NPCIHA3HAYUCH
MNPpOAYKTBHT, U e(l)I/IKaCHOCTTa Ha BCTCpUHAPHUA JICKAPCTBCH IPOAYKT, KBACTO TOBa 6’5)16

YMECTHO.

[Ipu BuAOBETE KUBOTHU, 3a KOUTO € TMPETHA3HAUYECH TMPOAYKTHT, (HapMaKOKHHETUUHUTE
W3CIeBaHMs ca, IO MPaBUIIO, HEOOXOAMMO TOMbIHEHHE Ha (hapMaKOAUMHAMUYHHUTE U3CIIEIBaHUS B
MOJIKpera YCTaHOBSIBAHETO Ha €()EeKTHBHH PEKUMHU Ha JO3UpaHe (HAYMH U MSCTO Ha MPHIOKEHUE,
7103a, UHTEPBAJl Ha J03UpaHe, Opoil mpuiaranus u Jip.). Bb3MoXHO € /1a ce moucka MpoBEKIaHETO
Ha JONBJIHUTEIHUA (PAapMAKOKWUHETUYHU H3CJIECIBAHHUS C OrJIeJ] YCTAaHOBSIBAHETO HAa PEXUMU HaA

AO03UPAaHC B CbOTBCTCTBUC C ONIPCACIICHHU ITPOMCHIIMBU HaA IMOITYJIaUATA.

Koraro (I)apMaKOKI/IHCTI/I‘-IHI/ITC H3CJICABaHus Ca NPCACTABCHU B 4aCT 3, KbM TAX MOTaT Ja CC MpaBAT

B3aUMHH ITPENPATKHU.
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B C.]'Iy‘l&fl Ha HOBH KOM6I/IHaI_[I/II/I OT IIO3HATH BCEHICCTBA, KOUTO Ca U3CJIICABAHU B CBHOTBECTCTBUC C
pa3nopez[6I/ITe Ha HacTodimara AWPCKTHUBA, (bapMaKOKI/IHeTI/ILIHI/ITC HU3CICABAaHHUA Ha (bHKCHpaHa
KOM6I/IHaLII/I5I HC C€ HM3HUCKBAT, aKO MOXKE Jga CC OGOCHOBG, 4qc MpCAINMNCBAHCTO HA AKTHBHUTC

BEIIECTBA KaTO (PUKCHpaHa KOMOMHAIUS HE IPOMEHS TeXHUTE (hapMaKOKWHETUYHH CBOMCTBA.

HpOBe)KI[aT CcC CbOTBCTHHU H3CJICABaHUA 3a 6I/IOHaJ'II/ILIHOCT, 3a Ja ce YCTaHOBU

OHMOEKBUBAJIEHTHOCTTA!

—KOraTo ce CpaBH:BaA MpeOpMyINpaH BETEpUHAPEH JIEKapPCTBEH MPOIYKT ChC ChIECTBYBAIII,

—KOraTo ToBa € H€O6XOI[I/IMO 3a CpaBHABAHCTO HAa HOB MCTOA WJIM HAYWH Ha IPHUIIOKCHHUEC C BEUC

YCTAHOBCH TAaKbB.

b. Ilonocumoct IIpu BUAOBETC )KUBOTHHU, 3d KOUTO € MPCJAHAZHAUCH ITPOAYKTHT

[Ipu BugOBETE >XMBOTHHM, 3a KOWTO € MpEIHA3HA4YeH MPOAYKTHT, C€ pa3ciie/iBa JIOKajgHaTa H
OopraHu4yHaTa MOHOCHUMOCT KbM BETEPUHAPHUS JIEKapCTBEH MpoayKT. Llenta Ha Te3u uscnenBaHus €
Jla c€ XapaKTepu3MpaT MPU3HALMTE HAa HETOHOCHUMOCT M JIa CE€ ONPENEiN aJeKBaTeH TOJIEpaHC Ha
0€30MacHOCT, KaTo C€ M3MOJ3Ba(T) MPEeNOpbYaHUIT(UTE) HAUMH(1) Ha TpuokeHue. ToBa Moxke J1a
Ce TMOCTUTHE Ype3 YBEIWYABAHETO HA TepareBTUYHATA J103a W/WIW TPOIBJDKATETHOCTTA Ha
nedeHueTo. JIOKIaabT 3a W3NUTBAHUATA ChABPKA TMOAPOOHOCTH 3a BCUYKA OYaKBaHU

(l)apMaKOJ'IOl"I/I‘-IHI/I C(I)CKTI/I " 3a BCUYKHU HCXKCIIAHU PCAKIIUU.

I''TABA 1I: KJIMHWUYHUN U3NCKBAHUWA

1. OO6umwm npUHIKUITHI

[lenTa Ha KIMHUYHUTE W3MHUTBAHUA € Ja C€ JOKaXE WIU MOTBBPAN €(DEeKTHT OT BETEpPUHAPHHS
JIEKApCTBEH MPOAYKT CJeJ NMpHUJIaraHe Mpu MNPEIJIOKEHUsT PEeXKUM Ha JI03UPOBKA MO MPEATIOKEHUS
HayuH Ha MPUJIOKEHUE U J1a C€ ONPEAENISIT HETOBUTE MOKAa3aHMs U MPOTHUBOIOKA3aHUS CHITIACHO
BHJIOBETE, BB3PACTTa, MOpoJaTa W TOJIA, YKa3aHUsATA 3a ymoTpedaTta My, KaKTO M BCSKAKBU

HCXKECJIaHU PECAKIIMHU, KOUTO TO3U NPOAYKT MOXKE J1a UMaA.
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EKCHepI/IMeHTaHHI/ITC JaHHHW C€ IIOTBbpKAaBaT C MJaHHH, IIOJIYYCHH IIPpU HOPMaJIHU TEPCHHU

YCJIO0BHA.

OcBeH ako € O0OCHOBAaHO, KIMHUYHU W3MUTBAHHUA C€ NPOBEKIAT C KOHTPOJIHHU >KUBOTHU
(KOHTPOJIHM KIIMHUYHU UW3MUTBaHusA). Pesynraturte, MOMy4eHHM OTHOCHO e(QHKAacHOCTTa Ha
MPOJYKTa, clie[iBa J1a ObJaT CpaBHEHU C TE3UW OT BUIOBETE >KMBOTHH, 32 KOUTO € MpeJHa3HAUYEH
MPOJAYKTHT, KOUTO Ca MpHEIU BETEPUHAPEH JIEKapCTBEH MPOAYKT, paspemieH oT OOmHocTTa 3a
ChIIUTE TOKa3aHUs 3a ynorpeda NIpU CHIIUTE BUJOBE JKMBOTHH, 3a KOUTO € IpEeAHA3HAuYEH
IPOAYKTHT, WM KOUTO ca IMOJY4YMIU IUlanedo WiM He ca OWiu TpeTupaHu. Becuuku mosyueHu

pe3yiTaTu, HOJOXKHUTCIIHU UJIX OTPULATCIIHU, CC NOKJIAABAT.

YCcTaHOBEHUTE CTAaTUCTHUYECKU MNPpUHOUIIK CC HM3IOJ3BAT IIpU OIPCACIIIHC 3a KOHILCIIIHATA Ha

IMPOTOKOJIA, aHaJIn3a U OLICHKATAa Ha KIIMHUYHUTC U3IMUTBAHWA, OCBCH aKO HE € 000CHOBAHO.

[Tpu BeTepuHapeH JIeKapcTBEH MPOAYKT, MpeIHa3HAuEH MPEAUMHO 32 yHoTpeda KaTo CTUMYJIAHT Ha

IIPOU3BOJUTCIIHOCTTA, CIICHHUAJIHO BHUMAHUC CC OTACIIA HaA:

1. MMPOU3BOACTBOTO HA ) XKUBOTHHCKHU ITPOAYKTH,

2.Ka4eCcTBOTO HA JKMBOTUHCKHUTE TPOJAYKTH (OpPraHONENTUYHO, XPaHUTEIHO, XUTMEHHO U

TCXHOJIOTHYHO Ka‘IeCTBO),

3.XpaHI/ITeJ'IHa e(i)eKTI/IBHOCT H paCTeXK Ha BHAOBCTEC XHWBOTHH, 3a KOHUTO € IPCAHASHAYCH

MPOIYKTBT,

4, 06]1_[ 3ApPAaBCH CTATyC HA BUAOBCTEC ) KUBOTHH, 3a KOUTO € NMPCAHA3ZHAYCH TPOAYKTBHT.
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2. HpOBexc;[aHe Ha KIIMHUYHU U3IIUTBAHUA

Bcuukn BCTCPUHAPHU KIIMHUYHU U3NUTBAHUSA CC IMMPOBCKAAT B CbOTBCTCTBHUC C HOIIpO6eH IMPOTOKOJ

3a U3IIMTBAHETO.

OcBeH ako He € OO0OCHOBaHO APpyro, KIMHUYHUTC TCEPCHHHU H3NHWTBAHUA CE€ HN3BHPIIBAT B

CbOTBCTCTBUC C YCTAHOBCHUTC NPUHIMIIN 34 I[06pa KIIMHUYHA IMIPAaKTHUKaA.

[Ipean HauanoTO Ha BCSIKO TEPEHHO M3MUTBAHE CE€ MOJydaBa W JOKYMEHTHpPa WH(OPMHUPAHOTO
cbriacue Ha cOOCTBEHHMKAa Ha JKMBOTHHTE, KOUTO IIe OBbJAT M3MONA3BaHM B u3nuTBaHeTO. [lo-
CHelHaHO, COOCTBEHUKHT HA >KUBOTHUTE c€ MH(POPMHUpPA B MHCMEH BUJA 32 MOCICAUIIUTE OT
Y4aCTHUETO B M3MUTBAHETO BBHPXY IOCIEIBAIIOTO MPEMAaxBaHE HA TPETUPAHUTE KMUBOTHU WIIM 3a
MOJy4YaBaHETO HA XPaHW OT TPETUPaHU XUBOTHHU. Komue OoT TOBa M3BECTHE C MOANWC U AaTa OT

COOCTBEHMKA Ha JKMBOTHOTO CE npujara KbM JOKYMCHTAUUWATA 3a U3IIUTBAHCTO.

OcBeH ako TepeHHOTO MU3MUTBAHE HE C€ MPOBEXKIA Ha CIAMO, pa3nopeadure Ha uiaeHoBe 55, 56 u 57
ce mpuJiarar 1o aHajorus 3a eTHKeTa Ha Iperapara, npeHa3HaueH 3a yrnorpeda npu BeTeprUHApHU
TEpeHHM M3NUTBaHUS. BBB BCHMUKM ciyyau, 0003HAYEHHUETO ,,caMO 3a yNnoTpeba HpHU TEpPEeHHU

BCTCPUHAPHU M3IATBAHUSA " ce TOCTaBs 110 BUJUM U HCU3TPUBACM HAYUH BbPXY CTHKETA.

I''TABA 1II: TAHHUW U JOKYMEHTHU

Z[OCI/ICTO 3a C(I)I/IKaCHOCTTa BKJIFOYUBaA [dJIaTa TMPEAKIMHHUYHA U KIMHUYHA JOKYMCHTAIUA /U
pE3YITATU OT U3NIUTBAHUATA, 6JIaFOHpI/I$ITHI/I nin H€6J'IaFOHpI/I${THI/I 3a BETCPHUHAPHUTE JICKAPCTBCHU
MNpOAYKTHU, 3a Ja CC€ Cb3JaAC BB3MOXHOCT 34 HM3TOTBAHC Ha 00EKTHBHA OJI0CTHA OIEHKa Ha

CHbOTHOIICHUCTO pI/ICK/HOJ'ISa 3a I[IPOAYKTaA.
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1. Pe3y.]'ITaTI/I OT NPECAKIIMHUYHNUTEC U3IIMTBAHUA
Koraro e BB3MOXHO, CC AaBaT JaHHU 3a PE3YJITATUTE OT:

a) TECTOBE, JOKa3BalM (PapMaKOIOTHUHUTE TCUCTBUS;

6) TCCTOBC, A0OKa3Balllu (I)apMaKOI[I/IHaMI/I‘IHI/ITe MCXaHHU3MH, KOHTO Ca B OCHOBATa HaA

TepaneBTUYHUS €PEKT;

B) TECTOBE, JJOKA3Balll OCHOBHUS (papMaKOKHHETUYCH MPOQIIT;

F)TCCTOBC, JOKa3Balliu 0e30IMacHOCTTa Ha BuJa )KMBOTHO, 3a KOHTO € NpeaHa3Ha4YCH MPOAYKTHT,

21) TECTOBC 3a U3CJICABAHC HAa PC3NUCTCHTHOCTTA.

AKXO BB3HUKHAT HCOYAKBAaHU pe3yyITaTu IO BpPEMC Ha TCCTOBCETE, TOBa CJICABA Ja CC€ OIHUIIC

0IpoOHO.
,HOH'BJ'IHI/ITGHHO CC MPCAOCTABAT CJICAHUTE NJaHHU 3a BCUYKHU MMPECAKIMHUYHHA U3CJICIBAHUA:

a) pe3tome;
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0)moapoOEH TMPOTOKON OT EKCIEPUMEHTA, OIMKCBAIl W3MOJI3BAHUTE METO/AM, amaparypa u
MaTepuaiy, MoAPOOHOCTH KAaTo BHUIIOBE, B3PAaCT, TEIJIO, MOJI, OpOii, TOpOIa WM IIaM KHUBOTHH,

I/I,I[GHTI/I(i)I/IKaI_[I/IH Ha JKUBOTHHUTC, 1034, HAYMH U CXEMaA Ha IIPUIIOKCHHUE HA JICKaAPCTBOTO,

B) CTaTUCTUYECKHU aHAJIU3 HA PE3YyITATUTE, KOTaTO € YMECTHO;

F)O6€KTI/IBHO O6CT>)KI[aH€ Ha MOJYUYCHHUTC PE3YyJITATH, BOACHIO OO0 3aKIIFOUCHUS 3a e(i)I/IKaCHOCTTa n

0€e30I1aCHOCTTA Ha BCTCPUHAPHUS JICKAPCTBCH IIPOAYKT.

[TBIHOTO MM YACTUYHOTO MPOITYCKaHE Ha HAKOS OT T€3H JaHHU ce 00OCHOBaBA.

2. PGSyJ'ITaTI/I OT KIMHUYHUTE U3IIUTBAHUSA

Bcuuku gaHHM ce nNpeaoCTaBAT OT BCCKU U3CICHOBATCII HA MHAWBUAYAJIHA 6J'IaHKa, B cnyqaﬁ Ha

HHAUBUAYATIHO TPETUPAHE, U HAa KOJICKTUBHA 6J'IaHKa, B cnyqaﬁ Ha KOJICKTUBHO TPETUPAHC.
HpCZ[OCTaBeHI/ITe JaHHH UMaT CJIICAHUA BU:

a) ume, aapec, QyHKIUSA U KBaTM(PUKAIUA HAa OTTOBOPHHUS U3CIIE0BATEN;

6) MACTO U [1aTa HA TPETUPAHCTO; UMC U aApCC Ha MPUTECIKATCIIAA HA JKUBOTHHUTC,
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B)HOI[pO6HI/I AaHHU OT IIPOTOKOJIa 3a KIIMHUYHOTO H3MNHUTBAHC, OMHCBAILI HU3IOJI3BAHUTC MCETOIU,
BKJIFOUUTCIIHO MCTOAUTC 3a OCHUI'ypdBaHC Ha CTOXAaCTHUYHA H3BaAKa W CJAIl CKCIICPUMCHT,
HO,I[pO6HOCTI/I KaTO HA4YMH Ha IMPUIOKCHHUEC, CXEMa Ha IIpujiaraH€ Ha JICKapCTBOTO, /1034,
I/I,I[GHTI/I(i)I/IKaI_[I/IH Ha M3IMUTBAHUTC XUBOTHU, BUAOBEC, IIOPOAN WM IIAMOBE, BE3pacT, TEIJO, I1OJI,

(U3HUOTIOTHYHO CHCTOSIHHUE;

F)MeTOI[ Ha OTIVICKIAHC U XPAHCHC HaA KUBOTHHUTC, YKa3Balll CbCTaBa Ha cbypa;xa Hn €CTCCTBOTO U

KOJINYCCTBOTO HAa BCUYKH (I)ypa)KHI/I ,Z[O6aBKI/I;

J)XPOHOJIOTUSI Ha ciiyyas (KOJIKOTO € BBb3MOXKHO I10-M3YEpPIIaTEIHO), B TOBA YHUCIO M MOSIBA U

MPOTUYAHE HAa MEXIYBPEMEHHO IMOSBHIN ce 00JIeCTH;

e) JAWardHo3a U U3I0JI3BaHN HAYHWHU 34 ITIOCTaBAHETO I>I;

)K) KIIMHUYHU MPU3HAIU, IPHU Bb3MOXKHOCT B CbOTBETCTBHEC C KOHBCHIIMOHAJTHUTC KPUTCPUU;

3)HpCLII/I3Ha I/II[CHTI/I(I)I/IKaL[I/I}I Ha INPpUTOTBAHCTO Ha BETCPUHAPHUSA JICKAPCTBCH MMPOAYKT, U3IIOJI3BAH
B KIIMHUYHOTO HU3NWUTBAHEC, MW PE3yJITaTu OT (1)I/ISI/I‘IHI/ITG n XUMHYHHTE TCECTOBEC 3a

CchOTBETHaTa(UTE) MapTuaa(u);
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1)A03UpPOBKA HA BETEPUHAPHUS JIEKAPCTBEH IPOJYKT, METOJI, HAUMH U YECTOTA Ha MPUIIOKEHUE U
Ipeana3sHl MEpKH, aKo HMMa, B3€TH II0 BpEME Ha MpuiaraHero (IpOABLKUTEIHOCT Ha

HWHXXCKTHUPAHE U z[pym),

1) IPOIBJDKUTEIHOCT HA TPETUPAHE U IIEPHOJ Ha IIOCIIEABALO HAOIIOACHUE;

K)BCI/I‘IKI/I HO,Z[pO6HOCTI/I OTHOCHO Apyru BETCPUHAPHH JICKAPCTBCHU HNPOAYKTH, KOUTO Ca oumu
IIpujIaraHu 1o BpeMe Ha Mepuoga Ha U3CJIICABAHC, IPEAN WJIN 34C€JHO C TCCTBAHUSA NPOAYKT, U, B

MOCJICTHUS CITydaid, TOAPOOHOCTH 3a BCHUKU HAOIIOAaBaHU B3aUMOICUCTBUS;

JI)BCI/ILIKI/I PE3YITATU OT KIIMHUYHUTC U3IMUTBAHUA, C IIBJIHO OIIMCAHNUEC HA PE3YJITATUTC, OCHOBAHU HA
KPpUTCPUUTC 3a CCI)I/IKaCHOCT n KpaﬁHHTe TOYKH, OHNPCACICHU B IIPOTOKOJA OT KIMHHUYHOTO
HU3IHUTBAHC, B TOBA YHUCJIO U PEIYITATUTEC OT CTATUCTUYCCKHUTC aHAJIMU3U, KBACTO TOBa €

1eIecho0pasHo;

M)BCI/ILIKI/I JaHHW 3a HCHOPCABUIACHU SABJICHUA, BPECAHU WM HC, U OT BCHUYKU MCPKH, B3CTU

BIIOCJICACTBUC,; TPUYINHHO-CJICACTBCHATA BPBb3KaATa CC U3CJICABA, AKO € Bb3MOXKHO,
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H) e(heKT BbpXY MPOU3BOJUTEIHOCTTA HA )KUBOTHUTE, KBJIETO TOBA € 11€I€CHOOPA3HO;

O)e(beKTI/I BBbpPXY KAa4C€CTBOTO Ha XPAHUTE, IMOJYUCHHU OT TPETHUPAHUTE XUBOTHH, ITO-CIICHHUAIHO B
cnyqaﬁ Ha BETCPUHAPHU JICKAPCTBCHU MIPOAYKTH, ITPEAHAZHAYCHHA 3a U3IIOJI3BAHEC 34 YBCIMNYaBaHC

Ha IPOU3BOAUTCIIHOCTTA,

H)SaKJ'II-OLIeHI/Ie BbB BpPB3Ka C 0e30macHOCTTa U C(i)I/IKaCHOCTTa 3a BCCKH OTACIICH cnyqaﬁ U
PE3OMCE OT TJICHA TOYKA HA 9Y€CTOTAaTa WK APYIrU IMOAXOASAIIHN IIPOMCHIIMBU BEJIIMYNHHA B cnyqaﬁ

Ha KOHKPETHO MaCOBO JICUCHUC.

[TponyckaneTo Ha eHa WK TIOBEeYE OYKBH OT a) JI0 ) c€ 000CHOBaBA.

HpI/ITe)KaTCJ'ISIT Ha pa3pelICHUECTO 3a ThbProBUs B3EMa BCUUKU HeO6XOI[I/IMI/I MCPKH, 3a Aa rapaHTUpa,
Y€ OpUTHMHAJIHUTC JOKYMCEHTH, KOUTO NPCACTABIIABAT OCHOBATAa HA MMPEAOCTABCHUTC NAHHU, CC Ma34AT

MOHE TET TOANHHU, CJIe]] KaTO BETEPUHAPHHUSAT JICKAPCTBEH MPOIYKT BEUYE HE € pa3pelieH.

[To oTHOIIEHNE HA BCEKU KIMHUYHO M3MUTBAHE, KIMHUYHUTE HAOIIOIeHUs ce 00001I1aBaT B pe3tomMe

Ha U3IMMUTBAHCTO U PE3YJIITATUTC OT HCI'O, KaTO CC oTOeIsI3Ba Oo-CrICuaIHoO:

a)6p0171 KOHTPOJIMpAHU W TECTBAHU KUBOTHH, TPCTHUPAHU HHIAUBUAYAIHO WU KOJICKTUBHO, C

pasacsICHUE B 3aBUCUMOCT OT BU, TOPOJda WK IlaM, Bb3PacCT U IOJI;
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6)Opoii )KUBOTHU, OTIIAJHAIN MPEIBAPUTEIHO OT U3MUTBAHUATA U IPUYUHHUTE 32 TOBA OTIA/IaHE;

B)B CJIy4ail Ha KOHTPOJIHH KUBOTHH, JAJH:

— 1300110 HE ca OWIM TPETUPaHH, WIIH

— ca IpHeI Ianedo, uiu

—ca Mpuenu JIpYyr BETEepUHAPEH JIEKApCTBEH MPOAYKT, paspemieH B OOIIHOCTTa 32 CHIIUTE
MOKAa3aHUs 3a ynoTrpeda mpH ChINUTE BUIOBE )KUBOTHH, 32 KOUTO € MPEIHA3HAYCH MTPOIYKTHT,

nJIn

—Ca IIPpUCiIin CbIIOTO U3CJICABAHO AKTHUBHO BCHICCTBO B PA3JIMYHO MPUTOTBAHEC WJIHA 110 PA3JIMYCH

HAYHH,

I) 4YecToTa Ha HaOJII0JaBaHUTE HEXKEIIAHHU PEaKIINH;

13328/18 eik/IA/tg 430
IMTPUJIOXXEHUE GIP.2 BG



m)HaOmoaeHus 3a edekra BbPXY NPOU3BOIUTETHOCTTa HA JKMBOTHHTE, KBJIETO TOBAa €

1eaechbo0pa3Ho;

e),[[aHHI/I OTHOCHO TC€CTBAHM JKMBOTHH, 34 KOHUTO MOXKC Ja CBIICCTBYBa IIOBUIICH PHCK IIOpaaiud
TiaXHaTa Bb3pacCT, HAYWH Ha OTIVIC)KAAaHC W XPaHCHC WJIM LICJITa, 3a KOATO Ca MPECAHa3HAYCHU, U

JKHUBOTHH, HUCTO (1)I/I3I/IOJIOFI/I‘IHO HJIX MAaTOJIOTMYHO CbCTOSAHUC, U3UCKBA CIICHHUATIHO PA3ryICKAAHC,

)  CTaTMCTUYECKa OlLIEHKa Ha pe3yJTaTUTe.

Hakpas, uzcrnenoBarensaT mnpaBu OOIIM 3aKIIOYEHHs] OTHOCHO €(UKACHOCTTa U 0e30macHOCTTa Ha
BETEPUHAPHUS JIEKAPCTBEH MPOJIYKT MpPH MPEIOKEHUTE YCIOBUS Ha yrnoTpeba, U MO-CHEelHaTHO
BCAKaKBa WHQOpMAIUs, CBbp3aHa C IMOKAa3aHWS W IPOTHUBOIOKA3aHUWs, TO3UPOBKA W CpEIHA
MPOIBIKUTEIIHOCT HAa TPETUPAHE M, TPU HEOOXOAMMOCT, BCIKAKBU HAOJIIOJaBaHU B3aUMOJICHCTBUS
C JIpyrd BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH WM (PypakHH 100aBKH, a CbHIIO M BCSIKAKBU
CHeIHalHU MPEANa3Hu MEPKHU, KOUTO TPsAOBa J1a ce B3eMaT 10 BpeMe Ha TPETUPAHETO U KIMHUYHU

CUMIITOMMU IIPU CBPBXA034d, KOraTo €€ Ha6J'IIO,I[aBaT TaKHBa.

B cnyuait Ha mpoayktu ¢ ¢uKCHpaHa KOMOWHAIWSA, W3CIEAOBATENAT CHINO MpaBU 3aKIIOUCHHS
OTHOCHO 0€30I1acCHOCTTa U €(pUKACHOCTTA Ha MPOAYKTa B CPAaBHEHHUE C OTAEIHOTO MPEANNUCBAHE Ha

BKJIFOUCHUTC aKTHBHHU BCIICCTBA.

TSI 11

N3UNCKBAHUA 3A° HUMYHOJIOI'MYHU BETEPUHAPHU  JIEKAPCTBEHH
NPOAYKTH

be3 nma 3acsara coenuaiHUTe HU3UCKBAHHA, YCTAHOBCHU OT 3aKOHOJAATCIICTBOTO Ha O6H_IHOCTTa 3a
KOHTpOJIa W H3KOPCHABAHCTO Ha CHCI_II/I(I)I/I‘-IHI/I I/IH(I)CKI_II/IO3HI/I Oonectu Ipru KUBOTHHUTC, 3a
HMYHOJIOTUYHHUTC BETCPUHAPHU JICKAPCTBCHU MPOAYKTH CE€ MpHJIarat CJICIHUTEC U3UCKBAHWA, OCBCH
KOrato IMpOAYKTUTEC Ca IMPECAHA3HAYCHU 3a yHOTpe6a OT OHNpcAciIC€HU BHUAOBE HIM Ca CbC

CHCI_[I/I(bI/I‘-IHI/I IIOKa3aHus, KaKTO € ITIOCOYCHO B A1 III 1 B ChOTBETHUTE HACOKH.
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YACT 1: PE3IOME HA TOCHETO

13328/18 eik/IA/tg 432
IMTPUJIOXXEHUE GIP.2 BG



A. A IMUHUCTPATUBHA NTH®OPMALIUA

VIMyHONOTHYHUAT BETEPUHAPEH JIEKApCTBEH MPOIYKT, MPEAMET Ha 3asiBICHUETO, c€ UACHTUHUIIpA
Ype3 HEroBOTO HAaWMMEHOBAHHME W HAMMEHOBAaHUETO Ha aKTUBHOTO(MTE) BeIIecTBO(a), KAKTO U C
OMOJIOTMYHATA aKTUBHOCT, CHJIaTa WM TUTHpa, (hapManeBTUYHaTa oopMa, HAYMHA ¥ METOJa, aKO €
nenecb00pa3Ho, Ha MPWIOKEHHE M OMKMCAHME Ha KpalHUS BHUJA Ha MPOAYKTa, B TOBA YHUCIO
OIIaKOBAHETO, €THUKETa U JIMCTOBKaTa. Pa3TBopuTenuTe mMorar Aa ObJaT OMaKoBaHU C (pJIaKOHUTE

BaKCHHA UJIH OTACIHO OT TAX.

Wudopmanuara OTHOCHO pa3TBOPUTENUTE, HEOOXOIMMA 3a MPUTOTBSHETO HA KPalHWs BaKCHHEH
rpenapar, ce BKJIIOYBAa B JOCUETO. J[aneH MMYyHOJIOTMYEH BETEPUHAPEH JICKAPCTBEH IPOAYKT CE
CUMTa 3a €AMH INPOLYKT IOPH KOraro 3a IPUIOTBSHETO HAa Pa3jIM4HU IIpernapaTd Ha KpanHus
IIPOAYKT Ca HY’KHH II0BEYE OT €IMH PAa3TBOPUTEII, HAIIPUMEP 3a IPWIATAaHETO 10 PA3JIMYHU HAUWHU

nJIn METOOU.

ITocouBaTr ce UMETO U aJpechT Ha 3asBUTEJIA, 3a€AHO C UMETO M aJpeca Ha MPOU3BOJUTENS U Ha
MIOMEILEHUATA, KBAETO CE€ W3BBPIIBAT DPA3JIMYHUTE €TalM OT IPOU3BOJACTBOTO M KOHTpOJIA
(BKJIIOUMTESTHO MPOU3BOJIUTENSI Ha KpallHUS NPOAYKT U MPOU3BOAUTENSI(MTE) HAa aKTUBHOTO(UTE)

BEIeCTBO(a) U, aKO € HEOOXOMMO, UMETO U aJjpeca Ha BHOCUTETIS.

3asgBUTEIAT I/I)IeHTI/I(I)I/ILII/Ipa 6p0$[ W HAUMCHOBAHUATA HA TOMOBETC JOKYMCHTANMs, ITPEACTABCHA B

MOAKPCIIa Ha 3adBJICHUCTO, U ITIOCOYBA KaKBU HpO6I/I, AKO MMa TaKHBa, CbIIO Ca IPCAOCTABCHHU.

HpI/IJ'IO)KeHI/I KbM aJMHHHUCTpPATHBHATA I/IH(l)OpMaIII/Iﬂ Ca U KOoIlMdTa OT AOKYMCHTA, ITOKa3Ball, 4c
MPOU3BOJUTCIIAT € OTOPHU3HUpAH Ja IPOHU3BCKIAA HWMYHOJIIOTUYHU BETCPUHAPHU JICKAPCTBCHU
MMPOAYKTHU, KAKTO € ONPCACIICHO B YJICH 44. OcBeH ToBa ce npeaocTaBs CIIMCBHK HAa OPraHU3MHUTEC, C

KOUTO CC MaHUITYJIUpPA Ha ITIPOU3BOACTBECHOTO MACTO.

3asgBUTEIAT usnpama CIHUCbK Ha CTPAHUTE, B KOUTO € HU3AAJACHO pPaspClICHUE, W CIIMCHK Ha

CTpaHUTE, 10 KOHUTO € NIOAAJCHO UJIKM OTKAa3aHO 3adBJICHHUC.
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b. KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA, ETUKET U JINCTOBKA
3asBUTEIAT IIpeyiara KpaTka XapakTepUCTUKA Ha IPOAYKTa B CbOTBETCTBUE C WIEH 14.

IIpencraBs ce mIpemIoKEeHHWE 3a TEKCT HAa ETHKETa 3a I'bPBUYHATA M BBHINHATA OIIAKOBKA B
CBOTBETCTBHUE C 1 V OT HACTOSINATa AUPEKTUBA, 3a€AHO C JIMCTOBKA, KOTaTO C€ M3UCKBA TAaKaBa
1o cuiara Ha wieH 61. OcBeH ToBa 3asBUTEIAT MPEAOCTaBs €AUH WM [TOBeue 00pa3Liy WIK MOJEIN
Ha KpailHus BUJ Ha BETEpUHApPHUS JIEKApCTBEH IMPOAYKT Ha MOHE €MH OT O(PULMAIHUTE €3UIU Ha
EBpomneiickus cb03; MOJCIBT MOXKE Ja CE MPEACTABU B UEPHO-0sJ1 BUA U B €ICKTPOHEH (OpMaT, B

CiIy4ail 4e € MOJy4eHO MPEIBAPUTEITHO pa3pelieHue OT KOMIIETCHTHHS OpTaH.

B. IIOAPOBHU 1 KPUTUYHU PE3IOMETA

Besko noapoOHO ¥ KpUTUYHO pe3toMe, TOCOUeHO B ujieH 12, maparpad 3, BTopa ajvHes, Ce U3TOTBs
B CBETJIMHATA HAa HAYYHUTE MO3HAHUS KbM MOMEHTa Ha IMOJaBaHE Ha 3asABJICHUETO. TO ChIBpKa
OlLICHKa Ha pa3jIM4YHUTE TECTOBE U M3MUTBAHUS, KOMTO CHCTABISABAT JOCHETO 3a pa3pelleHue 3a
THPrOBUS, U pa3riiexk/J1a BCUUYKU BBHIIPOCH, BaXKHU 3a OIEHKAaTa Ha KaueCTBOTO, 0€30MacHOCTTa U
e(UKaCHOCTTa Ha WMYHOJOTHYHUS BETEPHUHAPEH JIEKApPCTBEH MPOAYKT. To BKIIOYBA MOAPOOHUTE

pe3yJITaTH OT TECTOBETE M U3MUTBAHUATA U TOUHU OMOIMOrpadCK CIIpaBKHU.

Benuky BakHM JaHHU ce 0000IIaBaT B JOMBIHEHHE KbM MOJPOOHUTE M KPUTHUHU PE3IOMETA,
KOraTo € BB3MOXXHO B TabnuuHa u rpaduyHa ¢opma. [loapoOHHTE M KPUTHYHU pe3rOMeTa
ChIbpPKAT TOYHM B3aUMHHU I[I030BaBaHUS Ha HMHPOpPMaLUATa, ChAbP)KAIla CE€ B OCHOBHATa

JOKYMEHTAIU.

Ha nonpoOGHuTE M KpUTHYHHM pe3lOMETa c€ IMOCTaBsl MOJNUC U Jara, a MHPopManusiTa OTHOCHO
o0pa3oBaHHeTO, KBaTM(UKANMATA M NPOPEecCHOHATHHS ONUT Ha aBTOpa ce mnpubaBs Karo

MMPUIIOKCHUC. ITocouBa ce HpO(bCCI/IOHaJ'IHaTa BPb3Ka MCKAY aBTOpa U 3adBUTCIIA.
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YACT 2: XUMHNYHA, PAPMALHE®PTUYHA n
BUOJOI'MYHA/MUKPOBUOJIOT'MYHA HHPOPMALIUA (KAYECTBO)

Benuku mpornenypu 3a TeCTBaHE M3IBIHSABAT HEOOXOIUMHTE KPUTEPUH 33 aHAIM3 U KOHTPOJ Ha
KauecTBOTO HA H3XOJHUTE MaTepUadd W KpalHUsA MPOAYKT M IOMJIEKAT HA BaJUJUPAHE.
IIpenocraBaT ce pe3yiaTatuTe OT M3CIEABAHUATA 3a BaIUUpaHe. BcMuky crienualiny anapaTypyu U
obopy/JBaHe, KOMTO MOraT Ja C€ H3IO0J3BaT, C€ ONUCBAT B MOAXOIAIIM HOAPOOHOCTH, NPHU
BB3MOXHOCT IPUIPYKEHU ChC cxeMa. DopMynuTe Ha J1abOpaTOPHUTE PEAKTUBHU CE JIOIIBJIBAT, aKO €

HCO6XOI[I/IMO, " OT MMPOU3BOACTBCHUSA MCTOM.

[Tpu nponenypu 3a TecTBaHe, BKIIOUEHU B Egponetickama gapmaxoness Win BbB (hapMakoresTa Ha
IbpXKaBa YJIEHKa, TOBA ONMCAHUE MOXE Ja Ce€ 3aMEeHH C MOAPOOHO MO30BaBaHE HA BBIIPOCHATA

dapmakorres.

AKO ce pas3mojara C TakMBa, CE€ HW3IOJI3BAT CIPABOYHU XUMHUYHU M OHOJOTHYHH pedepeHTHH
Matepuanu ot Eeponelickama ¢papmakones. AXo ca U3MON3BaHU APYrd pedepeHTHH MpenapaTH U

CTaHAapTH, TC CC I/IJICHTI/I(l)I/II_II/IpaT " OIIucCBaT HOI[pO6HO.

A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE

1. KauyecTBeH cbCTaB

Iloxg ,,KAUCCTBCH CbCTaB*“ Ha BCHYKH CHCTAaBKH Ha HUMYHOJIOTHYHHUSA BETCPUHAPCH JICKApPCTBCH

IMPOAYKT CC pa361/1pa ITOCOYBAHCTO HUJIK OIIMCAHHUECTO Ha:

— aKTUBHOTO BELIECTBO(a),
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— CbCTABKUTC HA A’)KYBAHTHUTC,

—C’BCTaBKaTa(I/ITe) Ha IIOMOIIHHUTE BE€IICCTBA, HE3aBUCUMO OT TAXHOTO €CTCCTBO HJIX U3ITI0JI3BAHOTO
KOJIMYECTBO, BKIIFOUHUTCIIHO KOHCCPBaHTH, CTa6I/IJ'II/I33T0pI/I, EMYJIraTopu, OLBETHUTCIIN,

OBKYCHUTEJIHM, apOMaTU3aTOPU, MapKEPU U JAPYTH,

— CBbCTAaBKHMTC Ha Q)apMaI_IeBTI/I‘IHaTa (I)OpMa, [npujiaraHa Ha >KUBOTHH.

Te3u naHHU ce HONBJIBAT OT CHOTBETHH JIAHHU, OTHACSIIM CE J]O OIIaKOBKATa, U, aKo € HE00X0UMO,
JI0 HauMHa Ha 3aTBapsiHEe, 3a€AHO C MOAPOOHOCTH OTHOCHO NPHUCIOCOOJIIEHUSTA, C KOUTO
MMYHOJIOTHYHUSAT BETEPUHAPEH JIEKApPCTBEH MPOJAYKT CE M3MO0JI3Ba UM Mpuiara, KOUTO ¢€ JOCTaBAT
C JIGKapCTBEHMs MPOIYKT. AKO NPUCHOCOOJIEHHETO HE € JOCTaBeHO 3a€JHO C MMYHOJOTHMUYHUS
BETepUHApEH JIEKapCTBEH MPOAYKT, ChOTBETHATa MH(OPMAIIH 32 HETO Ce NPEAO0CTaBsl, KOraro ToBa

€ HeoOXOIMMO 32 OIeHKaTa Ha MPOJIYKTa.

2. ,,O0uyaitHa TEpMHUHOJIOTHS

,,O6H‘-Ial>iHaTa TepMI/IHOJ'IOl"I/IH“, KOATO CJICABa Jla C€ U3II0JI3BA IIPHU ONHMCBAHC HA CHCTABKUTC Ha
HUMYHOJIOTUYHHUTC BCTCPUHAPHU JICKAPCTBCHU NPOAYKTHU, O3HA4YaBa CJIICAHOTO, HC3aBUCHMO OT

MIpUJIaraHeTo Ha JAPyruTe pasnopeadu Ha wieH 12, maparpad 3, 6yksa B):

—II0 OTHOIICHHUEC HA BCIICCTBATAa, KOUTO Ca BKJIIFOUYCHH B Eeponeﬁcmma qbapmakoneﬂ UIH, ako HE
Cca, BbB (I)apMaKOHGSITa Ha €AHa OT AbPXKABUTC YJICHKH, OCHOBHOTO 3arjlaBu¢ Ha BBIIPOCHATA
MOHOFpa(I)I/ISI, KOATO € 3aABJDKUTCIIHA 34 BCUMYKH TaKHMBa BCIICCTBA, C IIO30BABAHC HA CbOTBCTHATa

¢bapmakores,
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—II0 OTHOIIEHWE Ha JpYrM BELIECTBA, MEXIYHAPOJHOTO HENAaTEHTHO HaMMEHOBaHUE,
npenopbyaHo oT CBeTOBHATa 3[paBHAa OpPraHM3alMs, KOETO MOXE Ja ce MpUApykaBa OT JPYro
HEMaTeHTHO HAaWMEHOBAaHHE WM, B TMPOTUBEH CIllyyail, OT TOYHOTO HAy4YHO OOO3HAuUCHUE;
BELIECTBA, KOWUTO HSAMAT MEXIYyHApOJHO HENMAaTeHTHO HaWMEHOBaHHE WM TOYHO HAYYHO
0003HAYCHHE CE OMHCBAT, KaTO C€ IMOCOYBA MO KAaKbB HAYMH U OT KAKBO Ca MPUTOTBEHU, MPHU

HE00XO0IMMOCT, Ta3u HHPOPMAIIHUS CE JOMMBIBA OT ChOTBETHU MOAPOOHOCTH,

—I10 OTHOIICHHUEC HAa OLBCTHUTCIIUTC, o0o3HayaBaHe C OIIPpCACIICHUSA 3a TAX ,,E“ KOO B [[I/IpeKTI/IBa

78/25/ENO.

3. KommuecTBeH chCcTaB

3a 5ma ce Mmoco4d ,,KOJWYECTBEHUST CBHCTAaB Ha AaKTHBHUTE BEIIECTBA HA HWMYHOJIOTHYEH
BETEpUHAPEH JIEKAPCTBEH MPOAYKT, € HE0OXOJAMMO Ja C€ OMpeessi BUHATH KOTaTo € BB3MOXKHO,
OpOosIT Ha OpraHu3MUTe, CICHU(PUIHOTO ChABPKAHKUE HA MPOTEHHH, Macata, Oposi MEXIyHAPOIHU
equauIy (IU) wim equHAIIMTE OMOJOTUYHA aKTUBHOCT, WIIH 33 €IMHHUIIA-T03UPOBKA HIIH 32 00eM, H
C OrJIe/I Ha aJDKyBaHTA U ChCTAaBKUTE HA MOMOITHUTE BEIIECTBA, MacaTa Ui o0eMa Ha BCsIKa OT THX,

KaTo HaJJIC’)KHO CC€ B3E€MAT 110J] BHUMAHHUEC JAaHHUTE, IMPEAOCTABCHHU B pa3aci b.

Koraro ¢ OIIpeaciicHa MC)K,ZLYHapOI[Ha ¢InHUIIa 3a OnoJIornyHa AaKTUBHOCT, T4 CJcJBa aa CC

H3I10JI13BA.

EI[I/IHI/IHI/ITC OHoJIoruyHa AKTUBHOCT, 3a KOUTO HsJIMa Hy6J'II/IKYBaHI/I JaHHH, CC U3pasdBaT 110 TaKbB
Ha4YuvH, Y€ Ja MNIpeaoCTaBiAT HCIABYCMHUCIICHA I/IH(i)OpMaIH/ISI 3a AaKTHBHOCTTa Ha CBbCTaBKUTC,
HalmpuMep KaTo €€ NoCOYU NUMYHOJIOTUIHUAT e(l)eKT, Ha KOWTO C€ OCHOBaBa MCTOABT 3a OIIPCACIIAHEC

Ha go3ara.

4. PazpaboTBaHe Ha MPOJIYKTa

HpeHOCTaBﬂ ce 00siICHEHHE OTHOCHO CbCTaBa, KOMIIOHCHTHUTEC U OITAKOBKHUTEC, IOAKPCIICHO C HAYYHHU

JaHHU 3a pa3paboTBaHeTo Ha npojaykTa. [locouBa ce npeno3upaneTo ¢ 0OsICHEHUE 3a HEro.
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b. OIIMCAHHME HA IMTPOU3BOACTBEHUMA METO/

OnucaHueTo Ha IPOU3BOJACTBEHMsI METOJ, IPHUJIPYKABalO 3asiBICHUETO 3a pa3pelleHue 3a
TBProBUsi ChINIacHO wieH 12, maparpad 3, OykBa T), ce W3rOTBA MO TAKbB HAYMH, Y€ Ja JaBa

moAXOoA41IO OIMMMCAHUC Ha ECTCCTBOTO HA U3IOJI3BAHUTC OIICPALINH.
3a Ta3u 1ea ONMMCaHueTO BKIFOYBA Hal-MaJIKOTO:

—pa3IMYHUTE €Taly Ha MPOU3BOJCTBO (BKIIOYMTEIHO IPOM3BOJICTBO HA aHTUTEH U NPOLESYPH 32
[IPEYMCTBAaHE), 3a Ja MOXKE Ja C€ HalpaBU OLEHKAa Ha Bb3IPOU3BOJAUMOCTTA HA
IIPOM3BOJICTBEHATA MPOLIEYypa U HA PUCKOBETE OT HEXKEJIaHU €PEKTU BbPXY KpallHUTE MPOAYKTH,
KaTo MHUKpPOOHMOJIOIMYHO 3aMbpCSBaHE; JOKa3BaT C€ BAJUAMPAHETO HA KIIOYOBHM €Talu OT
IIPOM3BOJICTBEHMSI MPOLIEC U BAIMUJUPAHETO Ha MPOM3BOJCTBEHHUS IPOLEC KAaTO LAJIO KAaTo ce

MNpeaACTaBAT PE3YJITATUTEC OT 3 IMMOCJICAOBATCIIHN MapTUAU, IPOU3BCACHHA 110 OIMUCAHUA MCTOM,

—B CJIyT-Iaf/'I Ha HCIIPCKBCHATO MPOU3BOJACTBO, IIBJIHU HOI{pO6HOCTI/I OTHOCHO IPCANa3sHUTC MCPKH,

B3C€TH 3a rapaHTUpPAHC Ha XOMOI'CHHOCTTAa U IOBTOPACMOCTTA HaA BCsAKa IMapTua OT KpaﬁHHH

MIPOJYKT,
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—H36pOHBaHe Ha BCHUYKH BCIICCTBA, C ITIOCOYBAHC HAa CbOTBCTHHUTC €TAlld, B KOUTO Ca MU3II0J3BaHU,
B TOBa 4YHCJIO BfOIECCTBaAra, KOWTO HEC MOIrar Jaa 6’bIIaT BB3CTAHOBCHU II0 BpPEMC Ha

IIpOU3BOACTBOTO,

—HOI[pO6HO OIIMCaHuC Ha CMCCBAHECTO C KOJIMYCCTBCHU JAaHHU 3a BCUYKH M3II0JI3BAaHU BCIICCTBA,

—IIOCOYBAaHC Ha CTAIIMTC Ha IIPOU3BOJACTBO, HAa KOUTO CC H3BBPIIBA B3CMAHCTO Ha HpO6I/I 3a

KOHTPOJIHUTC U3IIUTBAHUA 110 BPEME Ha ITPOU3BOACTBOTO.

B. IMPOU3BOACTBO U KOHTPOJI HA U3XOJHUTE MATEPUAJIN

3a menuTe Ha HaAcToOSIIMS Taparpad ,U3XOAHH MaTepUaIH O3HayaBa BCHUYKH KOMIIOHEHTH,
M3M0JI3BaHU B MPOU3BOJICTBOTO HA UMYHOJIOTUYHHUS BETEPUHAPEH JieKapcTBeH NpoaykT. Cpeau 3a
KYJITUBUPAHE, CBCTOSIIA CE€ OT HAKOJIKO KOMIIOHEHTa, W3IOJI3BAaHM 3a IPOU3BOACTBOTO HA
aKTUBHOTO BEIIECTBO, C€ CYMTAT 3a €IUH OTIEJIEH H3XO0JeH Marepuan. HesaBucumo oT TOBa,
KAueCTBCHUAT M KOJIMYECTBEHMSIT ChCTaB Ha BCSIKa Cpela 3a KYyJITHBUpPAHE CE€ TPEICTaBsT,
JOKOJIKOTO OPTaHHUTE CMATAT, ue Ta3u MHopMaIus € OT 3HaYCHHE 3a OIpeeIsiHe Ha KaueCTBOTO
Ha KpailHUs MPOAYKT U HA PUCKOBETE, O KOUTO TOM OM MOT'BJ Aa JoBeae. AKO 3a MPUTOTBSHETO Ha
TE3U CPEe/IM 3a KYJITHBHUPAHE Ca M3MOJI3BAaHU MaTE€pUAIM OT KMBOTHHCKU MPOU3XOJ], TPsOBa /1a ce

BKJIFOYAT ) KUBOTHHCKUTEC BUJOBEC U U3II0JI3BAHUTEC ThKaHU.

I[OCI/ICTO BKJIIOYBa CHCL[I/I(I)I/IKEU_[I/II/ITG, I/IH(I)OpMaI_II/ISITa OTHOCHO TCCTOBCTC, KOUTO Tpﬂ6Ba Ja 6’5,[[3.T
MMPOBCACHU C OIJICA Ka4Y€CTBCH KOHTPOJI Ha BCUYKU MAPTUAN C U3XOAHHU MATCPUAIIN, U PCIYITATUTC
3a BCUYKH HU3IOJ3BAaHU KOMIIOHCHTH IO OTHOHICHUEC Ha €/IHa MapThuaa U CC 1rmoJgaBa B CbOTBETCTBUC

C M3JI0KEHUTE MO-J10JTy pa3nopeaoHn.

13328/18 eik/IA/tg 439
IMTPUJIOXXEHUE GIP.2 BG



1. H3xoxnu martepuau, n30poeHn BbB apmakoneure

Mouorpacduute ot Esponetickama ¢apmaxones ca NPUIOKUMH 32 BCUUKU U3XOJHU MaTEepUAIH,

IIOCOYCHH B HEHI.

Ilo oTHomeHue Ha APYruTe BCHICCTBA BCAKA AbpPiKaBa YICHKA MOXE [da HM3MCKBa CIIa3BaHC Ha

HelfHaTa coOCTBEHA HAIlMOHATHA (apMakoIies 3a MPOAYKTUTE, IPOU3BEKIaHN HAa HEIfHA TEPUTOPHSL.

3a CbCTaBKUTE, OTroBapsAlIM Ha UW3UCKBaHUATa Ha Eeponelickama ¢apmakones WIM Ha
dapmakornesTa Ha eHa OT AbP>KABUTE WICHKHU, CE CUMTA, Y€ CHhOTBETCTBAT B JOCTAThYHA CTEIICH Ha
uiieH 12, maparpag 3, Oyksa u). B To3u ciiydail onucaHueTo Ha aHAJTUTUYHUTE METOIU MOXKE J1a ce

3aMEHH C MOoJIpoOHO M030BaBaHE Ha BHIIPOCHATA (hapMaKoIesl.
Ougerurenar TpsAOBa BUHATU Ja ChbOTBETCTBA Ha M3UCKBaHUATa Ha JlupekTuna 78/25/ENO.

PyrunHuTe TecToBe, NPOBEXAAHU Ha BCSAKA MapTUIa U3XOJHU MaTepuaiu, TpsOBa Ja ca KaKTo €
IIOCOYEHO B 3asBJICHUETO 3a Pa3peIlCHUE 3a ThProBUsA. AKO CE€ M3IOI3BAaT TECTOBE, Pa3IM4YHHU OT
Te3W IOCOYEHU BBB (apMakonesra, TpsAOBa Ja € HU3IPAaTEHO [0Ka3aTeJCTBO, Y€ H3XOJHHUTE

MaTepHraI OTTrOBApPAT HA U3UCKBAHHUATA 3a KAUCCTBO HA TA3U (I)apMaKOHeH.

B cnywaute, xoraro crneuuduKkamnus WM APYTU pa3nopendu, ChIbpKalmu ce B MOHOTpadus OT
Eeponeiickama ¢papmaxoness nnv BbB (papMakoriesTa Ha Ibp’kaBa YiIeHKa, ca HEJOCTaThb4HH, 3a Ja
rapaHTHpaT KayeCTBOTO HA BEHIECTBOTO, KOMIETEHTHUTE OPraHU MOraT J1a M3UCKBAT OT 3asgBUTENS
3a pa3pelleHue 3a ThProBus Mo-MoAXoAsmy crnenudukanuu. [Ipeamnonaraemara HeQOCTaTHYHOCT CE

JIOKJIa/IBA HA OPTAaHHTE, OTTOBOPHU 3a BBIIpOCcHaTa (apmakores.

B cnywaure, korato M3XOJIHUAT MaTepHall HE € ONKCaH HUTO B Esponeiickama gapmaxones, HATO
BBB (hapMaKormesTa Ha JAbpiKaBa WieHKa, CbOTBETCTBUE ¢ MOHOrpadus oT papmakomnesiTa Ha Tpera
CTpaHa MOXe Ja ObJe MPHEeTO; B TE3W CIydaW 3asBUTENAT M3Mpalla KOmue OT MOHorpadusira,
MPUAPYKEHO, KOraTo € He0OX0AUMO, OT BAIMIMPAHE HA MPOIIEypUTE 3a TECTBAHE, ChIbPKAIIU CE

B MOHOTpadusTa, ¥ OT IPEBO, MIPU HEOOXOAUMOCT.
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Koraro ce u3nos3BaT WM3XOJHM MaTepUald OT >KMBOTMHCKU MPOMU3XOJ, T€ CE€ ChOOpassiBaT ChC
CbOTBETHUTE MOHOrpa(uM, BKIIOUUTEIHO C 0OmuUTe MOHOrpaguu u OOHMTEe TJIaBU Ha
Esponeiickama ¢ghapmaxones. IIpoBexx1aHUTE TECTOBE M KOHTPOJ Ca aAANTUPAHU KbM H3XOIHUTE

MaTepHuaH.

3asgBUTENAT MPEACTaBsl JOKYMEHTAIMs, C KOATO YIOCTOBEPSiBAa CHOTBETCTBHETO HAa H3XOIHHUTE
MaTepuaal W TPOU3BOJICTBOTO HA BETEPUHAPHHS JIEKApPCTBEH MPOAYKT C H3UCKBAHUSITA B
OOsicauTeTHUTE OCNIEKKH KbM PBHKOBOJCTBOTO 3a HaMajsBaHE Ha pHUCKa OT MpelaBaHe Ha
KUBOTHMHCKHM areHTH, MPEIU3BUKBANIM CHOHTU(OpMHA eHIedanomatus Ype3 BETCPUHAPHUTE
JIEKapCTBEHH MPOJIYKTH, KAKTO U C U3UCKBaHHATA HA CbOTBETHaTa MOHOrpadus ot Eeponelickama
¢apmaronesn. CeptudukaTbT 3a TOTHOCT, U3AaJeH OT EBponeiickaTa TupeKIus Mo KaueCTBOTO Ha
JIeKapcTBaTa M 3J[paBeoOla3BaHETO, C MO30BaBaHE HA CHOTBETHATa MOHorpadust ot Eeponetickama

gapmakones, MOXe 1a C€ M3MOJI3BA 32 YIOCTOBEPSIBAHE HA CHOTBETCTBUETO.

2. W3xoaHu matepuajim, Hem30poeHn BbB apmakones

2.1. H3xoaHm MaTepHaJM OT OMOJIOTHYEH MPOU3XO0]
Onwucanuero ce naBa noJ popmaTta Ha MOHOTrpadus.

Korato ¢ BB3MOXHO, MNPOU3BOACTBOTO HAa BAKCHUHH CC OCHOBaBa Ha CHCTEMa OT 3apOAWIITHU
napTuvd U Ha YCTAHOBCHHU KJICThbYHHU CCMCHA. 3a MMPOU3BOJACTBOTO HA UMYHOJIOTUYHU BCTCPHUHAPHU
JICKApCTBCHU IIPOAYKTH, CBABPIKAIIHU CEPpYMH, CC€ IIOCOYBAT IPOU3XOABT, O6IJ_II/151T 3ApaBCH U
HMYHOJIOTMYCH CTAaTyC Ha MPOM3BCKAANIUTE I'M XXMUBOTHHU, M CC H3IOJI3BAT 0aHKH C HN3XOOAHHU

MaTepHaIH.

[Tpou3xoabT, B TOBa YMUCIO U reorpadCkusi paiioH, ¥ UCTOpUATA HA U3XOIHHUTE MaTepHalld ce
OIMUCBAT U JOKYMEHTUPAT. 32 TEHHOMHXEHEPHU U3XOJHM MaTepHallu Ta3u MH(OpMAIHs ChAbpKa
JAHHU KaTO OIMCAaHHMETO Ha H3XOJHUTE KIETKM WIM IIAMOBE, KOHCTPYKLHATAa Ha BEKTOpa Ha
excrpecusi (HauMEHOBaHME, MPOU3XO0J], (QYHKIMS Ha PEIUIMKOHA, PEryjJaTopy Ha MPOMOTopa M
JPYTH perylaTOpHHU €JIEMEHTH), KOHTpOJa Ha JEHCTBUTEIHO BMecTeHara cekBeHIms Ha JJHK nmm

PHK, OJIMTOHYKJICOTUAHUTE CCKBCHIHWU Ha IIJIASMUIACH BCKTOP B KICTKUTC, IUIA3MUANUTE,
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HU3II0JI3BaHU 3a KOHTpa(I)eKI_[I/ISI, Il06aBCHI/IT€ HJIN IPpCMAaXHATUTC T'CHHU, OMOJOTHYHNATE CBOMCTBA HA

OKOHYAaTEJIHATa KOHCTPYKIIMS U Ha EKCIIPECUPaHUTE TeHH, OpOosi Ha KOMUATA U TeHHaTa CTa0MIIHOCT.
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3apOI[I/IH_IHI/ITC Mar€puaii, BKIOYUTCIHO KICTHBYHUTE CEMEHA W HU3XOAHUAT CEPpYyM 3a

IIPOU3BOJACTBOTO HA aHTUCEPYM, C€ TECCTBAT 3a NACHTUYHOCT XM BHbHIIHHN arc¢HTH.

[IpenocraBs ce wuHPOpPMAaNUs 32 BCUYKM M3MOJI3BAaHM BEIIECTBA OT OHOJOTHYEH IPOU3XO,

M3IOJI3BaHU BBB BCEKHU €Tal OT MPOU3BOICTBEHATA Mpolieaypa. MHbopMarusaTa BKIIOYBA:

— nonp06Ha I/IH(bOpMaI_[I/IH 3d U3TOYHHUKA HA MAaTCPUAIIUTC,

—roapoOHa WHpOpMANUs 332 MPWIOKEHa 00paboTKa, MPEYNCTBAHE W WHAKTUBAIWS, C JIAaHHU 3a

BAJIMAVPAHCTO HA TC3U NPOLUECHU U KOHTPOJIHHUTC MEPKH 110 BPEMEC Ha IPOU3BOJACTBOTO,

—HOI[pO6HOCTI/I 3a BCAKAaKBU TCCTOBC 3a KOHTaMHUHallMA, IIPOBCACHHM C BCiAKa IapTHaa OT

BCIICCTBOTO.

AKO € OTKpUTO WIM C€ Mpearnoiara HAIMYMETO Ha BBHIIHU areHTH, ChbOTBETHHUST Marepuall ce
OTCTpaHsiBa WJIM M3MO0JI3Ba B MHOTO H3KJIIOYUTETHH OOCTOATEICTBA CaMO KOTaTo IMOCie/Baiia
o0paboTka Ha MPOAYKTA TapaHTHpa TAXHOTO MPEMaxXBaHE W/WIM WHAKTHBAIUA, MPEMaXBaHETO

/M HWHaKTHUBallysiTa Ha TaKMBAa BBHITHU ar¢HTHU CEC JOKa3Ba.

Koraro ce m3non3Bar KIeThbYHU CCMCHA, CC MOKAa3Ba, U€ KICTBYHUTC XAPAKTCPHUCTHUKU Ca OCTaHAIN

HCIIPOMCHCHH 110 Hal-BUCOKOTO MPpEXOAHO HUBO, U3IIOJI3BAHO B IMIPOU3BOACTBOTO.

3a XKuBH ATCHIOMPAHU BAaKCUHU TpSI6Ba Ja Cc€ MIpEACTaBU OOKA3aTCICTBO 3a ATCHIOWPAUINTC

XapaKTepUCTUKHU Ha 3apOAMILIA.
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Llenecbo0pa3Ho € /Ja ce MpencTaBH JOKYMEHTAlusl, B KOATO C€ YAOCTOBEPS] ChOTBETCTBHETO Ha
CEMEHHHUTE MaTepHalld, KJIEThbYHUTE CEMEHAa, CepYMHUTE MapTUIU U OCTaHAJIUTE MaTepuaaud OT
KUBOTHHCKH IPOU3XOJ, KOUTO y4yacTBaT B IpEAAaBaHETO Ha TpPaHCMHCHBHATa CHOHTU(OpMHA
eanedanonarus (TCE), ¢ O0scauTennuTe 6eneXk KbM PHKOBOJICTBOTO 32 HaMallsiBaHE HA PHCKa
OT TpeJaBaHe HAa XUBOTHMHCKH arceHTH, MPEIU3BUKBAIIM CHOHTU(OpMHA eHiedanomnarus upe3
XyYMaHHU W BETEPUHAPHU JIEKAPCTBEHM MPOAYKTH, KaKTO U ChC ChOTBETHaTa MOHOrpadus or
Eeponeiickama ¢apmaronesn. CeprudukarsT 3a TOIHOCT, U3aJeH 0T EBponeiickaTa TUPEKIHs Mo
Ka4yecTBOTO Ha JIEKApCTBATa W 3/IPaBEONa3BaHETO, C MO30BaBaHE HA ChOTBETHATa MOHOTpadus OT

Esponetickama ¢papmakones, MOXe Ja ce M3MOI3BA 32 YIOCTOBEPSBAaHE HA CHOTBETCTBUETO.

Korato ce HU3HCKBA, CC IMPCIAOCTABAT HpO6I/I OT M3II0JI3BaHUsg OHMOIOTHYEH HU3XOJCH MaTCpurajl HIIN
pearcHTu, U3MO0J3BaHU B IPOUCAYPUTE 34 TECTBAHE, 3a Aa C€ NOAIIOMOIHC KOMIICTCHTHUAT OpraH Ja

OopraHnu3vpa U3BbPHIBAHCTO HA ITPOBCPOBBHUHU TCCTOBC.

2.2. H3xoaHuM MaTepHaJM OT HeOMOJIOTHYEH NPOU3XO0]
OnucaHueTo ce AaBa BbB BUJL Ha MOHOTpadusi ChC CIEIHUTE 3arJIaBUs:

—HAUMCHOBAHUECTO Ha HU3XOAHHUA MATCPpUAJl, CBOTBCTCTBAILIO Ha H3UCKBAHHUATA Ha TOYKa 2 or

pasaci A, CC OOIIbJIBAa C TBPrOBCKH WJIM HAYYHHU CUHOHUMHU,

—OIMMCAHUCTO Ha U3XOJHHA MATCPUAl BHB CI)OpMa, HO,Z[06Ha Ha H3II0JI3BaHaTa B OIMHCATCIHHUTC

TOUKU B Eeponeitickama ¢apmaxones,

—  (yHKUMATa HA U3XOAHMS MaTepHal,

— MCTOJH 3a I/IILCHTI/I(I)I/IKaI_II/IH,
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—BCAKaKBU CICHUAJIHHU MPCAlIa3HU MCPKHU, KOHUTO MOXKCE JIa Ca HGO6XOI{I/IMI/I o BpEMC Ha

CbXpPaHCHUCTO HAa U3XOAHUA MAaTCPpUAIl U, aKO € H€06XOI[I/IMO, CC IMOCOYBA CPOKA HAa CbXpPAaHCHUC.
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I'' KOHTPOJIHA U3IIUTBAHUA 110 BPEME HA TIPOU3BOJACTBEHUSA ITPOLEC

I.I[OCI/IGTO BKJIFOYBa JaHHU 3a KOHTPOJIIHUTC U3IMUTBAHUA, KOUTO CC IMPOBCIKAAT BbPXY MCKIWHHU

IMPOAYKTHU C OTJIE ITPOBEPKA HA IMMOCICAOBATCIIHOCTTA HAa IIPOU3BOACTBCHUA IIPOLEC U HA KpaﬁHPIH

MPOIYKT.

2.3a MHAKTHBHUPAHHU WU JETOKCU(PHUIMPAHU BAaKCMHHU MHAKTUBAILMATA WU JACTOKCH(PHUKAIMATA Ce
M3IIATBA [10 BPEME Ha BCAKA IIPOU3BOACTBEHA CEPHsl, BB3MOKHO HAM-CKOPO CJIEH Kpas Ha Ipoueca
Ha MHAKTHUBALUS WIM JACTOKCU(PHUKALMS U ClIe] HeyTpalu3alus, ako TakaBa HACTbIIM, HO MpPeIu

cacaBamuys IMporu3BOACTBCH CTall.

JI. KOHTPOJIHU M3IIUTBAHUS HA KPAMHUS ITPOJYKT

3a BCHYKH H3IUTBAHMS OIMCAHMETO HA TCXHHKHTC 3a aHAIU3 Ha KpafIHHﬂ MMPpOAYKT C€ OpCAcCIIAT

JO0CTaThb4YHO TOYHO U HOI[p06HO, 3a 1a MOXKE [1a CC U3BBPIIMU OLICHKA HAa KaUCCTBOTO.

JlocueTo BKJIIOYBA JIaHHHM, CBBP3aHM C KOHTPOJIHUTE M3MMTBAHUS Ha KpaiHus npoaykt. Ilpu
HaJIMYME Ha MOJXOASIIM MOHOrpadHH, ako c€ M3MOJ3BAT MpPOLEIypH Ha M3MHUTBAHE U I'PaHMIIH,
pa3IMYHU OT IOCOYEHUTE B MOHOrpapuute oT Eeponeiickama ¢apmaxones, WIM B TPOTHUBEH
ciydaidl, oT (apmakornesTa Ha Jbp)KaBa 4I€HKa, TpsOBa Ja ce MpeACcTaBH J0Ka3aTeJCTBO, 4e
KpallHUAT NPOAYKT, AaKO C€ H3MHUTBA B CHOTBETCTBHE C Te3W MOHOrpaduu, Ie 3ama0BOJIU
M3MCKBAaHUATA 3a KauyecTBO Ha Ta3M (Qapmakores 3a CbOTBeTHaTa ¢apmareBTHyHa ¢opma. B
3asIBJIGHUETO 3a Pa3pelIeHHE 3a ThProBHs c€ M30pOsIBAT T€3M M3MUTBAHUS, KOUTO CE€ M3BBHPILBAT
BbPXY NPEICTaBUTENHU MpoOM OT BCsKa maprtuiaa kKpaeH mnpoaykT. Ilocousa ce udecrorara Ha
U3MUTBAaHMUATA, KOUTO HE C€ M3BBpIIBAT Ha Bcska mnaptuaa. IlocouBar ce rpaHMLUTE OpU

0CBOOOXK IaBaHE.

AKO ce pa3mojlara ¢ TakuBa, C€ HM3IIOJI3BAT CIPAaBOYHM XMMHUYHHM U OHOJIIOTUYHU MaTepuaid OT
Esponetickama gpapmaxones. Axo ca U3NOI3BaHU APYrd peepeHTHH IpenapaTy U CTaHAAPTH, Te

CC OMPCACIIAT U OIMUCBAT HO,Z[pO6HO.

13328/18 eik/IA/tg 446
IMTPUJIOXXEHUE GIP.2 BG



1. OOGmm XapakTepUCTUKH HA KPAaHUS IPOTYKT

HUsnurBanusaTa Ha O6H_[I/IT6 XapaKTCPUCTHUKHU, KOraTo € IPUIOKHUMO, CC OTHACAT A0 KOHTPOJIa Ha
CpCAHUTEC MACH W MAKCUMAJIHUTC OTKIIOHCHUSA, MCXAHUYHHTC, (1)I/I3I/I‘IHI/IT€ Wi XUMHUYHUTC
N3N TBAHUA, (1)I/ISI/I‘I€CKI/ITG XapaKTCPUCTUKHN KAaTO IIIBTHOCT, pH, BHUCKO3UTCT U OAPYTH. 3a Bcgka oOT
TE3UW XapPaKTCPUCTHKU 3asdBUTCIIAT YCTAaHOBsBA CHeLII/I(bI/IKaHI/II/I C MOAXOIAIINTEC TI'paHUIKM Ha

AOBEPHUEC, 3a BCCKU OTACIICH cnyqal?l.

2. Wnentuduxanus Ha akTHBHOTO(MTE) BEIIECTBO(A)

AKO e He00X0JMMO, Ce MPOBEKIA CIIELIUATHO U3NUTBAHE 32 UACHTHU(PUKALUS.

3. Turwp unm cuna Ha napTuaaTta

KomnyectBenoro OIIpCACIIIHC Ha AaKTHUBHOTO BCHICCTBO CC M3BHPIIBA 34 BCAKA IMApPpTHAA, 3a Aa CC
AOKaXKE, Y€ BCAKA €AHA NPUTCIKABa CbOTBCTHATA CHUJIa UJIK TUTBHP, 3a Aa OCUTYPH XAPAKTCPHUTC 3a

Hest 0€30MacHOCT U €PUKACHOCT.

4. Wnentudukanus v aHaJIU3 Ha aJPKyBaHTH

B 3aBUCHMMOCT OT HaJIMYHETO Ha npoucaypu Ha H3NHUTBAHE, CC€ IPOBEPABAT KOJIUYCCTBOTO U

€CTCCTBOTO HA a/PKyBaHTa U HCTOBUTC KOMIIOHCHTU B KpafIHHﬂ IIPOAYKT.

5. I/II[CHTI/I(l)I/IKaIII/Iﬂ 1 aHaJIM3 Ha KOMIIOHCHTHUTEC HA IIOMOIITHOTO BE€HICCTBO

JIOKOJKOTO € HeoOX0auMO, TIOMOIIHOTO(MTE) BellecTBO(a) MoajIeku(aT) MTOHEe Ha WM3MHUTBAHUS 32

UACHTHPUKAIHS.

W3nurBane 3a TOpHa 1 J0JHA IrpaHrlia € 3aJbJIDKUTCIIHO 3a KOHCCPBUPAIUTE arCHTH. N3nurBane 3a
ropsa rpaHuna 3a BCHYKM JPYrd KOMIIOHCHTH Ha ITOMOIIHOTO BEHIECTBO, KOWTO MOratr naa

MNpEAU3BUKAT HCIKCIIAHA PCaKIUA, € 3aABJIKUTCIIHO.
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6. UsnurBanwus 3a 0€300aCHOCT

OcBeH pe3yaTaTuTe OT U3NUTBAHUATA, IPEICTABEHH B CHOTBETCTBUE C YAacT 3 OT HACTOSIIMS ST
(m3nuTBaHUS 3a OE30MaCHOCT), C€ MPEACTaBAT JaHHMU 3a W3MHTBAHHUATA 3a OCE30MACHOCT Ha
MapTuanTe. 3a OpCANOYUTAHE € TC3U U3NUTBAHUA Ja INPCACTABIABAT U3CJICABAHNA IIPU CBPHX1034a,
MIPOBEJICHU TMOHE C €AWH OT Ha-uyBCTBUTEIHUTE BUIOBE >XMBOTHHU, 32 KOUTO € NpeaHa3HAYeH
MPOJAYKTHT, U TMOHE IO MPEenopbyaHusl HAUMH Ha MPHJIOKEHUE, MPEACTaBIsABaIl HAl-TOJISIM PHUCK.
PyTuHHOTO H3BBpIIBaHE HA W3MUTBAHETO 3a OE30MACHOCT Ha MapTHAAaTa MOXE Ja He Objae
IIOMCKAaHO C OrJIcd Ha XYMAHHOTO OTHOIOCHHUE KbM JKHBOTHHUTC, aKO Ca omm IMPOU3BCACHU
JocTaTbhbueH Opoil mocienoBaTeHW MapTUIU, 32 KOUTO € OWUIJI0 YCTAaHOBEHO, Y€ OTroBapsT Ha

HM3MCKBAaHUATA HAa U3IIMTBAHCTO.

7. M3nuTBaHe 3a CTEPUIHOCT U YUCTOTA

Ioaxo s H3NWUTBAaHUA, KOUTO Oa JOKaXaT JIMIICaTa Ha 3aMbpCABAHC C BBHIIHU Ar¢HTU HWJIA
ApYyru BEeUIECTBA, CE€ NPOBCIKAAT CIIOpE] CCTCCTBOTO Ha MMYHOJIOTUYHHA BETCPUHAPCH JICKAPCTBCH
MNpOAYKT, METOAa H YCJIOBHATA Ha IMPOU3BOACTBO. Axo 6pO}IT Ha PYTUHHUTC HUIIUTBAHUA,
HU3BLPIIBAHMU 3a BCAKA MapTuaa, € IO-MaJlbK OT TO3HU, M3UCKBAH I1I0 CHOTBETHATA Eeponeﬁczca
qbapmakoneﬂ, MMPOBCKAAHUTC H3NHUTBAHUA Ca pellaBalld 3a YCTAHOBABAHC CBHLOTBETCTBUC C
MOHOFpa(I)I/I}ITa. HGO6XO)II/IMO € 1a CC MPEACTAaBAT JOKa3aTCJICTBA 34 TOB4, Y€, aKO 6’5,[[6 IOOJIOKEH
Ha II'bJIHO U3IIUTBAHC B CbOTBCTCTBUC C MOHOFpa(l)I/IHTa, HMYHOJIOTUYHHUAT BETCPUHAPCH JICKAPCTBCH

MPOAYKT 1€ U3ITBbJIHHU BCAKO €AHO M3HMCKBAHC.

8. OcrarpyHa BIAKHOCT
Beska maptuaa anodunuszupad NpoayKT ce U3MHTBA

3a OCTaTb4Ha BJIAXXHOCT.

9. Wuaktusanus
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3a MHAKTUBUPAHUTE BAaKCHHU, BbPXY MPOJYKTa B KpaifHaTa OMAKOBKa CE MPOBEXJa M3MUTBAHE 32
MpOBEpKa HA MHAKTHUBALUATA, OCBEH aKO TAaKOBA M3MHMTBAaHE HE € OWUJIO M3BBPIICHO HAa HANpPEIHAT

€Tall 110 BpEME Ha IMPOU3BOACTBCHUSA IIPOLEC.
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E. IIOBTOPAEMOCT HA ITAPTU/UTE

3a Ja C€ rapaHTvupa IIOCTOAHHO KadY€CTBO Ha IPOAYKTa OT €JHa IapTuia A0 JApyra M 3a ga CC
JOKaKE€ CBOTBCTCTBUC CBHC CHGLII/I(I)I/IKaI_[I/II/ITe, CC MIpCACTaBd IbJICH IMPOTOKOJI, U3IOTBCH 3a TPU
MOCJICAOBATCIIHU ITapTUJU, B KOMWTO ce m3Jjarat PEIYATATUTEC OT BCUYKU U3BBPIICHU U3NNUTBAHUSA 10

BpEME Ha MIPOU3BOJICTBOTO U BbPXY KpailHUS MPOAYKT.

XK. TECTOBE 3A CTABUJIHOCT

I[aHHI/ITe U JOKYMCHTUTC, MPpHIAPYKaBalllk 3asdABJICHHUCTO 3a PA3pClICHHUC 3a TbProBUs, CbIJIACHO

uiieH 12, maparpad 3, OyKBH €) U 1), C€ TPEJCTABAT ChIVIACHO H3JI0KCHHUTE MO-/10JTy H3UCKBAHU.

IIpaBu ce onucaHue Ha MPOBEJCHUTE TECTOBE, B MOJKPENa Ha MPEJUIOKEHUS OT 3asBUTENS CPOK Ha
cbXxpaHeHHe. Te3u TecToBe BUHAIM MPEICTaBIIABAT U3CIIEIBAaHUS B PEATHO BPEME; T€ CE MPOBEXKIAT
BBPXY JOCTaTbueH Opoi MapTU/Y, IPOU3BEAECHU ChIVIACHO ONMMCAHUTE MPOU3BOJICTBEHU MIPOLIECH U
BbpPXY TNPOAYKTH, CBbXpaHSBaHM B KpaiHaTa(uTe) OMNakoBKa(M); TE3M TECTOBE BKIIIOYBAT

OHOJIOTUYHHU H (I)I/ISI/IKO-XI/IMI/ILIHI/I TECTOBE 3a CTAOMITHOCT.

3aKkIroucHUITa CbhbAbpIKAT PE3YITATUTEC OT AHAJIU3UTE, O6OCHOBaBaH_II/I MNPpEIJIOKCHUA CPOK Ha

CbXpaHCHUC ITPU NPCIIOKCHUTE YCIIOBHA 3a ChbXPAaHCHUC.

3a MpoayKTH, IpHUJIaraHu BBB (Pypaxku, IpH HEOOXOIUMOCT ce J1aBa MH(OpMAaIMsa U 3a CpoKa Ha
ChbXpaHEHHE Ha MPOAYKTa HAa PA3JIMYHUTE €Talld Ha CMECBAaHE, KaTO CMECBAaHETO C€ M3BbPIIBA

ChIIACHO NPCIOPBUYUTCIIHUTC HHCTPYKIIUU.

Koraro KpaﬁHHﬂT MNPOAYKT HM3UCKBA BB3CTAHOBABAHC IPCAU MPHUIIAraHeTo WKW CC IIpujiara BbHB
BOoAara 3a IMEHE, C€ U3HCKBa HO)IpO6Ha I/IHCbOpMaHI/ISI 3a MPCAJIOKCHUA CPOK Ha CBbXPAHCHUC 3a
BB3CTAHOBCHUSA MPOAYKT, KAKTO € INPCIIOPBHYAHO. ITogaBaT ce maHHU B MMoAKpeIIa Ha MPEAJIOKCHUA

CPOK Ha CbXPAHCHUC 3a Bb3CTAHOBCHUSA IIPOAYKT.
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,HaHHI/ITC OTHOCHO CTa6I/IJ'IHOCTTa, IIOJIY4YCHHU IIpH KOM6I/IHI/IpaHI/ITe IIPOAYKTH, Morar Jpga c¢€
H3II0JI3BAT KAaTO IIPCABAPUTCIHU AAHHW 3a IMPOU3BOJHHU IIPOAYKTH, KOUTO CBALPIKAT CIHA HIIU

MOBEYE OT CHIIUTE ChCTABKH.
[TpeIoKeHUAT CPOK Ha ChXpaHEHUE ce 00OCHOBABA.
EduxacHocTTa Ha BCsiKa ccTeMa 3a KOHCEpBUPAHE Ce J0Ka3Ba.

I/IH(bOpMaI_[I/IH OTHOCHO e(i)I/IKaCHOCTTa Ha KOHCCPBAHTHUTC B JApPYrd CXOAHHW HUMYHOJIOTHYHU

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH OT ChILUS IPOU3BOIUTEN MOXKE Jja ObJe JOCTaThYHA.

3. APYT'A UHOOPMALIMA

B nocuero MoXe da ce BKIIOYU HH(bOpMaI_II/IH OTHOCHO Ka4eCTBOTO HA HWMYHOJIOTHYHUA

BCTCPUHAPCH JICKAPCTBCH IMMPOAYKT, KOATO HE € o0xBaHaTa B MNpCAXOIHUTEC pa3aciiu.

YACT 3: TECTOBE 3A BE3OITACHOCT

A. BBBEJAEHUME 1 ObIIIU U3MCKBAHUA

TecroBere 3a 0OE30MACHOCT IOKa3BaT MNOTCHIHUAIIHUTE PHUCKOBC OT HMYHOJIOTHUYCH BETCPUHAPCH
JICKApPCTBCH IMPOAYKT, KOUTO MOTaT Aa CC€ MPOABAT IPU MPCAJIOKCHUTE YCIIOBUSA 3a y1'IOTp66a Ipu

JKUBOTHHU: TC CC OLICHABAT BbHB BPBb3Ka C MOTCHIIHAIIHUTE U3Ir0AN OT IMMPOAYKTA.

IIpy IMyHOJIOTMYHM BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KOUTO CE ChCTOAT OT KMBU OPTraHU3MH,
MO-CHEeNMaTHO Te3U, KOUTO MOrar jga ObAaT pasnpoCTpaHsBaHW OT BAKCMHHMPAHUTE KUBOTHH,
MIOTCHIMATHUAT PUCK 32 HEBAKCUHUPAHWU XUBOTHU OT CBHIIUA WM HAKAKBB IPYTr IMOTEHIUAIHO

H3JI0KEH BHU/[, CJICABA 1a CC MPCICHU.
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I/ISCJ'ICI[BaHI/IHTa 3a 0€30macHOCT ce HU3BBpHIBAT C BUAOBETC JXUBOTHH, 34 KOUTO € INPCAHA3SHAYCH
INPOAYKTBT. I[03aTa, KOATO cClieBa Oa CE€ HU3II0JI3BA, € KOJIHUYCCTBOTO IMPOAYKT, INPCIOPHYAHO 3a
H3I0J3BAHC, a IIapTuJaTra, H3IO0J3BaHa 3a TECTa 3a 6C3OHaCHOCT, CC B3CMa OT HapTuga WJiIn

napTuav, Iporu3BCACHU CbITIACHO MPOU3BOACTBCHUSA ITPOLEC, OIMMCAH B 4aCT 2 Ha 3asIBJICHHUETO.

B ciyuaii Ha UMYHOJIOTUYHHM BETEpUHAPHU JICKAPCTBEHU MPOIYKTH, ChABPIKAILIU KUB OPTaHU3bM,
7103aTa, KOsITO TpsiOBa J1a ce U3MO0JI3Ba 3a JIaDOpaTOPHUTE TECTOBe, onucanu B pazaenu b.1 u b.2, e
KOJIMYECTBOTO MPOAYKT, ChIBPHKAIIO MAKCUMYM TUTHP. [Ipr HE0OX0IMMOCT, KOHLIEHTpAIUATa Ha
aHTUTEHAa MOXeE J1a ObJle KOpUrMpaHa 10 Hy)KHaTa J03a. 3a MHAKTUBUPAHUTE BAKCUHU J103aTa,
KOSATO TpsiOBa J1a Ce M3IMOJ3Ba, € KOJIUYECTBOTO, MPEMOPHYAHO 3a H3IMOJI3BAHE, C MAKCHMAaJIHO

CbABPKAHUEC Ha aHTUT'CH, OCBCH aKO HC € 000CHOBAHO ApYyro.

HOK}’MGHTaHIfIﬂTa OTHOCHO 0€30IaCHOCTTa Ce M3MOJI3Ba 3a OIICHKAa Ha MOTCHLUUAJIHUTC PHUCKOBE,
KOWTO MOrar Jga BBb3HHUKHAT IIPHU H3JIaraHe Ha Xopa I10A4 BB3JCHCTBHETO Ha BCTCPUHAPHUA

JICKApPCTBCH IMMPOAYKT, HAIIPUMCED 110 BpEME HA HETOBOTO IIPUJIAraHC HA JKUBOTHO.

b. JIABOPATOPHU TECTOBE

1. besomacHocT Ha IMpUIaraHeTo Ha €JHa J03a

VIMyHONOTMYHUAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT C€ Mpuiara Mo MnpernopbyaHaTa J103a U IO
BCHUYKH MPENOPBYAHN HAYMHU 3a IIPUIIOKEHUE HA )KUBOTHHU OT BCEKU BHUJ M KaTEropHs, 3a KOUTO €
npeJHa3HaueH, BKIOYHUTEIHO XHBOTHM HAa MUHUMAajHaTa Bb3pacT 3a npuiarane. JKUBOTHHUTE ce
HaOMoaBaT W Mperiexiar 3a NpU3HAlM Ha OpPraHUYeckd U JIOKAIHM peakuuu. llpu
HEOOXOJIMMOCT, T€3M H3CIEABaHMS BKJIIOYBAT MOJPOOHM MAKPOCKONMMYHU WU MHUKPOCKOIMYHH
U3CIEBAaHUS HAa MHXEKTHPAHOTO MSCTO CJeJ CMBPTTa Ha >KMBOTHOTO. Jlpyrm OOEKTHBHHU
KpUTEPUH, KaTO pPEKTaJIHA TEMIEpAaTypa U U3MEPBaHUs HA IPOU3BOJUTEIHOCTTA HA )KUBOTHUTE, CE

3allucCBar.
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JKuBoTHHTE ce HaOMIOAABAT M MPETJISKAAT 10 MOMEHTA, B KOMTO MOBEYE PEAKIMU HE CE OYaKBar,
HO TIpM BCHYKHM CiIy4yau, Iepuojaa 3a HaOMJeHHe W Tperjen € Hal-manko 14 neHa crien

IIPEICBAHETO.

ToBa wm3cieaBaHe MOXKe Ja 6'bI[e JacT OT HM3CICABAHCTO IIPU IMOBTOPHO IMPUEMAHC Ha O034,
H3HMCKBAHO IIO CHJIaTa Ha TOYKa 3, WJIM MOXKE Ja 6”[;,[[6 IIPOIyCHATO, aKO PpE3YyJITATUTC OT
H3CJICABAHCTO 3a CBPBXO03d, U3UCKBAHO II0 CWJIaTa HAa TOYKa 2, HE Ca IIOKasaJik IIpU3HalOKW Ha

CUCTCMATHUYHU HUJIN JIOKAJIHU PCAKIUU.

2. be3omacHOCT mpu €THOKPATHO MPUIIaraHe Ha CBPBHX/1032

Ha Tect 3a CBpBbX03a CC nmoajiarat CAMHCTBCHO KNUBUTC UMYHOJIOTUYHU BETCPUHAPHU JICKAPCTBCHU

IIPOAYKTH.

CBpbXJ1032 OT UMYHOJIOTHYEH BETCPUHAPEH JICKAPCTBEH MPOAYKT C€ Mpujara Mo MpernopbyaHus
HA4YUH 3a HpI/IJ'IO)KeHI/Ie HpH JKUBOTHHU OT Haﬁ-HYBCTBI/ITeJIHaTa KaTeI‘OpI/Iﬂ BHUJIOBC XHMBOTHH, 3a
KOUTO € TpEIHAa3HAYCH IMPOIYKTHT, OCBEH aKO H300pbhT HAa HAW-YYBCTBHTCIHUAT OT HSIKOJKO
CXOOHM HA4YMHA Ha TpPUIOXKEeHHWEe He Obae 000CHOBaH. 3a HMMYHOJIIOTUYHUTE BETEPUHAPHU
JIEKapCTBEHU MPOJIYKTH, IPUJIAraHu Ype3 MHKEKTUpaHe, TO3UTE U HAUMHBT(UTE) Ha MPUIIOKEHHUE Ce
n30MUpar C Orjie]] Ha MaKCUMaldHUs o0eM, KOWTO MOxke Ja ObJe MPUIIOKEH Ha €IHO MSCTO 3a
uHxkekTupane. JKuBoTHUTE ce HAOMIOIaBaT U MperjiexaaT Hail-Malko B MPOIbbKeHUEe Ha 14 aHu
clie]] TpUjIaraHeTo 3a MPHU3HAIM Ha CUCTEMAaTHYHU W JIOKATHH peakuuu. J[pyru Kputepuu, Kato

PEKTAIHA TEMIICPATypa U UBMCPBaHHWA HAa ITPOU3BOAUTCIHOCTTA HA )KUBOTHUTE, CC 3aIIMCBAaT.

[Ipn HeoOXoaUMOCT TE3W H3CIEeABaHMS BKJIIOYBAT MOAPOOHM MAKPOCKONWYHU U MHUKPOCKOIMYHU
U3CIEBAaHUs Ha WH)KEKTUPAHOTO MSCTO CJeJ CMBpPTTa Ha >KHBOTHOTO, aKkO TOBa He € Ouio

HaIpaBCHO IO TOYKa 1.

3. be3omacHOCT mpu MOBTOPHO MpWJIAraHe Ha €AHa J03a

3a HMYHOJIOTUYHUTEC BCTCPHUHAPHU JICKAPCTBCHU MPOAYKTH, KOUTO Tpf[6Ba Ja C€ Impujiarat 1mmoBeUc
OT BCIHBK, KaTO 4aCT OT OCHOBHA CXCMa 3a BAKCUHUPAHEC, U3CIICABAHC HAa ITOBTOPHOTO IIpHJIaraHe

Ha €JHa J03a MOXC JJa € HGO6XOI[I/IMO 34 OTKpHBAHC Ha He6J'IaFOHpI/IHTHI/I pCaknuu, NpeAn3BUKaHN
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OT TakoBa MpHWJIaraHe. Te€3uW TECTOBE CE€ MPOBEXKAAT C HAW-YYBCTBUTEIHUTE KAaTErOPUU BUJIOBE
KUBOTHH, 3a KOUTO € IPeJIHa3HAYEeH MPOAYKTHT (KaTO HAKOM MOPOJH, Bb3PACTOBU I'PYIH), KaTO CE€

H3I10JI3Ba BCEKHU MPCTIOPBHUYUTEIICH HAYWMH Ha IIPHUIJIOKCHHUC.
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JKuBoTHuTe ce HaOmOmaBaT W TpEryiekKAaT HaW-Majgko B TNPOAbDKEHHE Ha 14 1gHU chep
MPUJIaraHeTo Ha MPOJIYKTa 3a MpHU3HAIlM HAa CHCTEMAaTUYHU U JIOKAJTHU peaknuu. pyru oOeKTHBHH
KPUTEpUH, KaTO PEKTaJHA TeMIlepaTypa U U3MEPBAHUS HA MIPOU3BOJUTEIIHOCTTA HA KUBOTHUTE, CE

3aliucCBar.

4. W3cnenBaHe Ha pepOIyKTUBHUTE CIIOCOOHOCTH

W3cnenBane Ha pempoOAYKTUBHUTE CIIOCOOHOCTH C€ M3BBPIIBA, KOraTo JaHHUTE MOKa3BaT, 4ye
M3XOJHHUAT MaTepHai, OT KOWTO € HalpaBeH MPOAYKTHT, MOXKE J1a € TIOTCHIIHAJICH PUCKOB (PaKTOP.
PenpoaykTBHHTE CIIOCOOHOCTH Ha MBKKH M HEOpEeMEHHU W OpEeMEHHU KEHCKH Ce M3CIeIBaT C
[pENopbYaHUTE JO3W M 10 HAW-YYBCTBUTEIIHUS HA4YUH 3a IpuilokeHue. B nombiHeHue ce
[pOYy4YBaT BPEAHUTE MOCIECIULN BbPXY IOTOMCTBOTO, CHIIIO U TEPATOJIOTUYHHU MMOCIECIULIU U TAKUBA,

MIPUYMHSABALIY a00PT.

Te3u u3caeaBaHus MoraT aa ObJIaT 4acT OT M3CISABaHUATA 32 0€30IIaCHOCT, OIMCAHU B TOYKH 1, 2

n 3, HJIA OT TCPCHHUTC U3CJICABAHWA, IPCABUACHU B pa3iCiI B.

5. HW3cnenBaHe Ha UMYHOJOTHYHUTE (DYHKIIUU

Koraro HMYHOJIOTUYCH BETCPUHAPCH JICKAPCTBCH NPOAYKT OM MOI'BJI HC6J'IaFOHpI/I$ITHO Ja IIOBJIMSAC
Ha MMYHHaTa pCaKknus Ha BAKCUHHPAHOTO XUBOTHO HJIM HAa HCTOBOTO ITOTOMCTBO, CC€ IpPaBAT

MoAXOAAIIN TECTOBE 3@ UMYHOJIOTUYHHUTC q)YHKI_II/II/I

6. CHGI_II/IaJ'IHI/I HN3HUCKBAaHUA 3a )KNBH BAKCUHU

6.1. PasmpocTtpaHeHue Ha IaMa Ha BaKCHMHATa

PasnpocTtpanennero Ha IaMa Ha BaKCHMHAaTa OT BAaKCMHUPAHM KbM HEBAKCMHUPAHU BUJOBE
KUBOTHH, 3a KOMTO € IIPEIHAa3HAUYEH MPOAYKTHT, CE€ MU3CIEABa, KaTO CE M3I0JI3Ba MPENOPHYAHMSIT
HAa4YMH Ha NPWIOKEHUE, KOMUTO Hail-BEpOSATHO BOAM 10 pasnpocTpaHeHrne. OCBEH TOBa, MOXKE Ja €
HEOoOXOIMMO Jla ce MPOYy4YH Pa3NpOCTPAHEHHUETO KbM BHJIOBETE€ J>KMBOTHHM, 3a KOHTO HE €
Mpe/Ha3HaYeH IPOAYKTHT, KOUTO MOXKE J1a ca U3KIIOUYUTEIHO BH3IPUEMUNBY KbM Il[aMa Ha jKHUBaTa

BaKCHHAa.
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6.2. PaznpocTpaHeHHE BbB BAKCUHUPAHUTE )KUBOTHU

W3npaxuHenusi, ypuHa, MIISIKO, sii[a, YCTHU, HOCHU M JIPYTH CEKPETU CE€ TECTBAT 3a HAJIMYMETO Ha
opranuszMma, mo 1enecboOpasHocT. OcBeH TOBa MoraT Ja ObJaT HM3UCKAHH H3CIEABAaHHUA 32
pPasnpOCTPaHEHUETO Ha I1aMa Ha BAaKCHMHATa B TSUIOTO, KaTO ce OOBbpHE CHENHMaTHO BHUMAaHHME HA
MPEINOYUTAaHUTE MECTa 3a BB3MPOU3BEXKIaHE HAa opraHui3ma. [Ipu >KMBHM BaKCHHU 3a 300HO3U IO
cmuchia Ha Jupektnsa 2003/99/EO Ha EBponeiickus mapnamenT u Ha ChBeta’®!, kouto Tpsa6Ba 1a
Ce M3II0JI3BAT 3a >)KMBOTHHU, OT KOUTO C€ IPOMU3BEXKIa XpaHa, IPU TE€3U U3CJIEeIBaHUs TpsOBa Ja ce

00BbpHE 0COOCHO BHUMAaHUE HA YCTOWYMBOCTTA HA OPraHU3Ma Ha MACTOTO HA HHXKEKTHUPAHE.

6.3. PeBepCI/IH KbM BUPYJICHTHOCTTA HA aTCHYUPAHU BAKCHUHU

PeBepcusita KbM BHPYJICHTHOCTTA CE U3CJIC/IBA BPXY OCHOBHATA TMOCSABKA. AKO OCHOBHATA IMOCSIBKA
HE € B JIOCTaThUHO KOJMYECTBO, C€ M3CIIE/IBA M3IOJI3BaHATA 3a MPOU3BOACTBOTO BAKCHHA, KOATO €
Ouia ¢ Hall-HUCHK MPOLIEC Ha MPEBPBIIaHe. AKO e M3IM0J3Ba APYT MPOLEC Ha MPEBPBIIAHE, TOBA CE
obocHoBaBa. [IbpBOHAuUalHATA BAaKCHHAIUS CE€ W3BBPIIBA, KAaTO C€ U3IMO0J3Ba HaYMHA Ha
NPUIIOKEHHUE, KOMTO Hail-BepOsATHO BOAM JIO pPEBEpcHs KbM BHpYyJIEHTHOCTTa. M3Bbpmiar ce
CepUITHH TPOIleCH Ha TpPEBpBIIaHE B ITET TPYNU BHUJIOBE JKMBOTHH, 33 KOWTO € TpEJIHa3HAYCH
MPOAYKTHT, OCBEH aKO HE CHIIECTBYBA MPUYMHA 32 MTOBEYe HA OpOil mpolrlecu Ha MpeBpbHIIaHEe WU
OpPraHu3MbT HE U3YE3HE MO-PaHO OT TECTBAHUTE KUBOTHHU. Koraro opraHusmMbT He ce peruiMKupa
aJIeKBaTHO, BbB BUJOBETE JKUBOTHHU, 32 KOWUTO € NpPEJHA3HAYEH IMPOJYKTHT, CE€ OCBIIECTBSABAT

KOJIKOTO € Bb3MOKHO ITOBCYC MMPOLECHU HA TPCBPBIIAHE.

6.4. buosornyHm cBOMCTBA HA II[aMa HA BaKCHHATA

I[pyrn TECTOBEC MOrar ga ca HCO6XO,Z[I/IMI/I, 3a J1a CC OomnpcACIAT KOJKOTO € BB3MOXKXHO ITO-TOYHO

MNPpUCHIIUTC OMOJIOTMYHU CBOMCTBA HA miaMa Ha BaKCuHaTa (Haan/IMep HCBPOTpOHI/B’bM).

6.5. PexomMOuMHAaIMs UM T€HOMHO MPECOPTUPAHE HA I11aMOBE

S OB L 325, 12.12.2003 r., ctp. 31.
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OOcwxaa ce BepOsSTHOCTTa OT PEKOMOMHALIMS WJIM TE€HOMHO MPECOPTUPAHE C TEPEHHU WU APYTH

miaMoOBCE.
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7. be3omacHOCT Ha MOTPEOUTETUTE

To3u pasmen BkimouBa OOCHXkJAaHE HAa YCTAHOBEHHMTE B IPEIXOJHUTE pas3ieiu e(peKTH, KOUTO
CBbp3BaT Te3M e(eKkTH ¢ BHUAAa M pa3Mepa Ha 4YOBEIIKO HU3JIaraHe Ha IPOAYKTa, C OIJe[
dbopMynHpaHeTO Ha MOAXOJINM TPENyNPEeKACHUS 3a IMOTPEeOWTENUTe W JAPYIM MEpKd 3a

yIpaBlieHUE HA PUCKA.

8. W3cnenBaHe HA OCTATHYHUTE KOJIUUECTBA

3a UMYHOJIOTMYHUTE BETEPUHAPHU JIEKAPCTBEHU IMPOJYKTH OOMKHOBEHO HE € HEeoOXOauMO Ja ce
MIpaBAT U3CIEABAHUS 32 OCTaThYHU KosnyecTBa. OT Apyra cTpaHa, KOraTo Ipu NpOU3BOACTBOTO Ha
MMYHOJIOTHYHU BETEPUHAPHHU JICKAPCTBEHU TMPOAYKTH C€ U3MOJI3BAT aPKYBaHTH W/HIU
KOHCEPBAHTH, TPSAOBa Ja ce B3eMe MpPEeaBU] BB3MOKHOCTTA OCTaThYHM KOJIWYECTBA J1a OCTaHAT B

xpanute. [Ipu HE0OXOMMOCT ce h3cnenBaT ePeKTHTE OT TE3H OCTATHUHU KOJIHMUYECTBA.

[TpaBu ce mpeioxKeHne 3a KapEHTEH CPOK U ce 00CHIK/Ia HEroBaTa aJIckBaTHOCT MO OTHOIICHUE HA

BCAKO U3CJICABAHC 3a OCTATHhYHU KOJIMICCTBA, KOCTO € IIPABCHO.

9. BizaumoneiicTBus

AKO B KpaTKaTa XapaKTepHUCTHKa Ha MPOAYKTa € 00sSBEHa ChbBMECTHUMOCT C JIPYI'M BETEpUHAPHU
UMYHOJIOTUYHU MPOAYKTH, B TaKkbB Clydail ce pasciieiBa 0€30MaCHOCTTa Ha acOLHUAIMATA.

Ot0ens3Ba ce BCIAKO APYyro u3BECTHO B3aHMOJICHCTBHUE C BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH.

B. TEPEHHMU MU3CJIE/IBAHUA

OcBeH ako He € 000CHOBAaHO, PE3YJITaTUTE OT JIAOOPATOPHUTE M3CIICBAHUS CE€ JOMBJBAT C JIaHHU
OT TEpPEHHUTE W3CIEABAHUSA, KAaTO CE€ M3MOJI3BAT MAPTHUIWTE, TPOU3BEIACHHM B CHOTBETCTBHE C
MPOU3BOJCTBEHUS TMPOIEC, OMUCAaH B 3asBICHUETO 3a pa3pelieHue 3a Thproeus. Kakrto
0€30MacHOCTTa, Taka U e(hUKACHOCTTa MOTAaT Ja ObJaT M3CIEBaHU MO0 BPEME Ha CHIIUTE TEPEHHU

n3CJICaABaHUs.
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I OLEHKA HA PUCKA 3A OKOJIHATA CPEJA

IlenTa Ha oleHKaTa Ha PHCKa 3a OKOJIHATA Cpefla € /1a Ce OLEHAT MOTCHIMATHUTE BpeaHH e(eKTH,
KOHUTO yroTpedaTta Ha MPOJYKTa MOXKE /1a IPUYMHH HAa OKOJTHATA Cpea U J1a Habenexar npennazHu

MCPKH, KOUTO MOT'aT Ia ca HGO6XOI[I/IMI/I 34 HAaMAJIXIBAHC HA TaKHMBa PUCKOBC.

Ta3u onenka oOMKHOBEHO ce MpoBexkaa Ha aBe (asu. [IbpBara ¢aza oT oleHKaTa ce MPOBEXIA
BuHaru. [IpencraBaT ce moapoOHU [aHHU OTHOCHO OIICHKaTa B CHOTBETCTBHUE C YCTaHOBEHOTO
pbKOBOJICTBO. O1ieHKaTa [M0Ka3Ba MOTEHIMATHOTO M3JIaraHe Ha OKOJIHATa Cpe/ia Ha Bb3JIEHCTBUETO
Ha MPOJYKTAa W HUBOTO HA CBBP3aHUSA C TMOJO0HO H3JIaraHE PHUCK, KaTO OTYUTA I10-CHEIHAITHO

CIICAHUTC aCIICKTH.

—BHJOBCTC ’)KUBOTHH, 3da KOUTO € NMPCAHA3ZHAYCH IIPOAYKTHT, U IPCIJIOKCHUA HAYUH Ha yHOTpe6a,

—MCTOJIa Ha MPUIIOKCHUC, IMO-CIICHUATIHO BCPOsATHATA CTCICH, A0 KOATO HNPOAYKTHT IIC BJIM3a

AUPCKTHO B CUCTEMATAa HA OKOJIHATA Cpela,

—BB3MOXHOTO OTACIAHEC Ha IPOAYKTA, HECTOBHUTC AKTHMBHU BCHICCTBA B OKOJIHATa Cpc€aa 4Ype3

TPETUPAHU )KMBOTHHU, 3alla3BAHC B TAKMBA CKCKPETH,

— HU3XBBPJJIAHC Ha HCUBIIOJI3BAH UJIN OTIIaABYCH IIPOAYKT.
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HpI/I JKMBH IIaMOB€ HAa BaAKCHMHATa, KOUTO MOTIaT Ja 6'bI[aT 300TUYHHU, CC U3BBPIIBA OLICHKA HA pHUCKa

3a YOBCKa.

Koraro 3akmroueHusiTa oT mbpBara (pa3a mokaxar MOTEHIMAIHO M3JlaraHe Ha OKOJIHATa cpeia Ha
IPOAYKTa, 3asABUTEIAT NPOABIKaBa ¢ BropaTa (a3za M OLEHsBAa NOTEHLUUANIHUsA(UTE) pUCK(OBE),
KONTO(KOUTO) BETEPUHAPHUSAT JIEKAPCTBEH MPOAYKT MOXKE J1a IPUYMHU Ha OKosHaTta cpena. Koraro
€ He0OXO0JMMO, C€ U3BBPIIBAT JOIIBJIHUTEIIHU U3CIEIBAHUS 32 BH3ACHCTBUETO HAa MPOAYKTA (IIOYBa,

BOJa, Bb31yX, BOOAHU CUCTEMH, BUJOBECTC OPIraHU3MU, 3d KOUTO HC € IIPEAHA3HAYCH HpO,ZLYKT'LT).

. OLEHKA, USBNCKBAHA 3A BETEPMHAPHUTE JIEKAPCTBEHU ITPOAYKTHU, KOUTO
CBhABPXAT WU CE CbCTOAT OT 'TEHETUYHO MOJUOULITNPAHU OPI"TAHU3MU

B citydail Ha BeTepuHapHU JIEKaPCTBEHU MPOAYKTH, KOUTO ChIABPKAT UIIU CE CHCTOST OT T€HETUYHO
MOTUGUIMPAHA OPTraHU3MH, 3aSBICHUETO C€ MPHIPY)KaBa M OT JOKYMEHTHUTE, M3UCKBAHH IIO

cwiara Ha wieH 2 u yact B ot {upextura 2001/18/EQ.

YACT 4: TECTOBE 3A EOUKACHOCT

I''TABA I

1. OO6umwm npUHIKUITHI

Ilenta Ha M3NUTBAHUATA, ONMCAHU B TA3U YaCT, € Jla c€ JOKa)Xe WM MOTBbPAU €(PUKACHOCTTA Ha
MMYHOJIOTMYEH BETEPUHAPEH JIEKAPCTBEH NPOIYKT. BCUUKM NpETEHIIMM Ha 3asBUTENS, OTHACSILIHN Ce
710 CBOMCTBaTa, e(heKTUTE U yrnoTpedaTa Ha MPOAYKTa, C€ MOJKPENSAT HAIbJIHO OT PE3YJITaTUTE OT

CIICHUAIHU U3IMMUTBAHUA, CbABPKAIIN C€ B 3asABJICHUCTO 3a pa3pCICHUC 3a TbPTrOBUs.

2. HpOBC)K,I[aHC Ha U3IHNTBaHUA

Benuku m3nuTBaHUA 3a C(I)I/IKaCHOCT CC IMpaBiAT B CBOTBCTCTBUEC C U3LAIO oOMucaeH HOI[pO6eH
IMPOTOKOJI, KOHWTO C€ H3TOTBSI B ITMCMEH BUJ IpEAWd HAYaJIOTO HA H3INHUTBAHCTO. XYMaHHOTO

OTHOIICHHUEC KBbM H3IHUTBAHUTC XKMBOTHHU € MPEAMET HAa BECTCPHHAPCH KOHTPOJI U C€ B3E€MaA HU3LAIO
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noa BHHUMAHUC IO BpCMC Ha CHCTABAHCTO Ha BCCKU IPOTOKOJ 3a HU3MNUTBAHC U 10 BPCMC Ha

IMPOBCIKKAAHCTO HA U3IIUTBAHCTO.
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W3ucksar ce npeaBapuTEIIHO YCTAHOBCHU CHUCTCMATHU4YHU IMHCMCHU IPOUCAYPU 34 OpraHu3anuAaTa,
IIPOBECKIAAHETO, C"b6I/IpaHCTO Ha AJaHHHM, OJOKYMCHTHUPAHCTO M IIPpOBE€pKaTa Ha H3IWTBaHUATA 3a

e(pUKACHOCT.

OcBeH ako He ¢ 0OOCHOBaHO APyro, TCPCHHUTC H3MNHUTBAHUA CC H3BHPIIBAT B CHOTBCTCTBUC C

YCTAaHOBCHUTC IIPUHIUIIN 3a z[o6pa KIIMHUYHA IIPpaKTHUKaA.

HpeI[I/I HA4YaJIOTO Ha BCCKHU TCPCHHO H3IIMTBAHC CE II0JIydaBa W AOKYMCEHTHPA I/IH(l)OpMI/IpaHOTO
CchIJIacHE Ha COOCTBEHHMKA Ha JKHUBOTHHUTEC, KOHUTO IIC 6"I>I[3.T H3M00JI3BaHA B M3muTBaHeTo. Ilo-
CII€uaiio, COOCTBEHUKHT Ha JXKMBOTHHUTEC CE€ I/IH(bOpMI/Ipa B IIMCMCH BHJ 34 IIOCICAUIUTE OT
Y4aCTHUECTO B M3IUTBAHCTO BBHPXY MNOCICABALIOTO IMPEMAXBAHC HA TPECTUPAHUTEC KUBOTHU HIIN 34
MMOJIY4aBaHCTO Ha XpaHU OT TPECTHPAHH KUBOTHH. Komnue ot ToBa HU3BCCTHUC, C IIOAIIMC M AJaTa OT

COOCTBEHMKA Ha JKUBOTHOTO, CC ITpHJiara KbM JOKYMCHTALIUATA 34 U3IIUTBAHCTO.

OcBeH ako TEPEHHOTO M3IMUTBAHE HE CE MPOBEXK/A Ha CIISMO, pa3nopeaduTe Ha uieHose 55, 56 u 57
ce mpuJiarar 1o aHajorus 3a eTHKeTa Ha IperapaTa, mpeJHa3HavyeH 3a ynorpeda npu BeTepuHApHU
TePeHHH H3MUTBaHUS. BBB BCHUKM cllyyan 00O3HAYEHHUETO ,,caMO 3a yrnorpeba Mpu TEpPEeHHU
BCTCPUHAPHU U3IUTBAHUS Tpf[6Ba Ja 6’BI[C IMOCTaB€HO MO BUAWM W HCU3TPUBACM HAYUH BLHPXY

CTHKETA.

I''TABA 11

A. OOy U3UCKBaHUS

1.1300pbT Ha 1I1aMa aHTUTEHHU WM BaKCMHA c€ 000CHOBaBa Bh3 OCHOBA HA €MU300JIOTUYHH JIAaHHHU.
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2.M3nuTBaHuATa 32 €(PUKACHOCT, MPOBEACHU B J1A0OPATOpHs, Ca KOHTPOJHU HW3MUTBAHHS, MpPU
KOUTO C€ M3II0JI3BAT HETPETUPAHU KOHTPOJIHU >KMBOTHHM, OCBEH aKO NPEABHUJ XYMAaHHUTAPHOTO
OTHOILEHHE KbM HMBOTHHTE HE CE€ B3€ME JPYro pelleHue M eukacHOCcTTa Moxe Ja Obie

JI0Ka3aHa 110 Apyr HA4YH1H.

ITo IIPpUHIMII, TC3U na60paT0pHI/1 HU3NUTBAHUA CC MOAKPCHIAT OT U3MNUTBAHHA, U3BBPUICHU IIPU

TCPCHHU YCJIOBUS, KATO CC U3IIOJ3BAT HCTPCTUPAHU KOHTPOJIHU KUBOTHHU.

Bcuukm u3nuTBaHUs c€ ONMUCBAT JOCTATHYHO HOI[pO6HO, 3a 1a € Bb3MOXKHO ITOBTApPAHCTO UM KAaTO
KOHTPOJIMPAHU H3IUTBAHUA, IMPOBCKAAHU IIO0O HMCKAHC OT CTpaHa Ha KOMIICTCHTHUTC OpPIraHH.

H3CH€I{OB3T€H$IT JOKa3Ba BaJIMJJHOCTTA Ha BCUYKH U3II0JI3BAHU TCXHUKH.

,Z[OKJI&Z[B&T CC BCHUYKHU IIOJYUYCHU PE3YITATU HC3aBHUCHMO OT TOBA AAJIM Ca 6JIaFOHpI/I$ITHI/I U

HEeOJIarONpPUSITHHU.

3.EpukacHOCTTa Ha HMMYHOJIOTWUYEH BETEpUMHApEeH JIEKapCTBEH IMPOAYKT C€ Jl0Ka3Ba 3a BCsKa
KaTeropusi BUJIOBE JKMBOTHH, 3a KOUTO € IPEIHa3HAYeH NPOLYKTHT, KOUTO CE€ MPENOpbUBaT 3a
BaKCHHAlIMA, 110 BCEKU MPENOPHbUUTENIEH HAaUYMH Ha MPUJIOKEHUE M M3IO0JI3BalKU MpesioKeHaTa
CcXeMma 3a Ipujarase. AJIEKBaTHO C€ OLEHSBA BIMSHHUETO BBPXY €(PUKACHOCTTa HA IMAacCUBHO
NOJYy4eHH M MpHUAOOMTH OT MaiikaTa aHTWTeNla, KbAETO ToBa € ymecTHo. Hawamoro u
POABIDKUTETHOCTTa Ha UMYHHUTETA C€ YCTAHOBSIBAT M MOJKPENAT C JaHHU OT HM3MMTBAHUATA,

OCBEH aKo He € 000CHOBAHO JPYToO.
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4.Jloka3Ba ce e(uKacHOCTTa HAa BCEKM OT KOMIIOHEHTHUTE Ha MHOTOBAJCHTHH M KOMOWMHUPAHU
MMYHOJIOTMUHU BETEPUHAPHU JIEKAPCTBEHU IPOAYKTU. AKO MPOAYKTHT C€ IpenopbyBa 3a
npuiaraHe B KOMOMHAIMS WM €JHOBPEMEHHO C JPYr BETEPHHAPEH JIEKapPCTBEH IMPOAYKT, CE

JOKa3Ba, 4€ IPOAYKTHUTE Ca CbBMCCTUMMU.

5.Koraro MMPOAYKT NPCACTaBJIABa 4acCT OT CXEMa 3a BAKCHMHHUPAHC, MPCIIOpbYaHa OT 3adBUTCIIA, CC
JOKa3Ba IbPBOHAYAIHUAT HUJIM YCHUJIBAILL G(I)GKT WX NPUHOCHT HAa BETCPUHAPHUA UMYHOJIOTHYCH

MMPOAYKT 3a G(I)I/IKaCHOCTTa Ha cXéMmaTa KaTo LJI0.

6.I[038.Ta, KOATO CJIeABa J1a C€ U3II0JI3Ba, € KOJIUYCCTBOTO IIPOAYKT, KOCTO CJICZBA [1a CC IpCIopbya
3a U3IIOJI3BaHC, a IIapTujaTra, U3IMO0J3BaHa 3a TECTa 3a C(i)I/IKaCHOCT, CC B3C€Ma OT HnapTuja HJIn

napTuan, NMporu3BCACHU ChITIACHO NPOU3BOACTBCHU IMPOLECC, OIMMCAaH B 4aCT 2 Ha 3asIBJICHUETO.

7.Axo0 B KpaTKaTa XapaKTCpUCTUKa Ha INPOAYKTa € 3aABCHA CbBMECTUMOCT C APYTH UMYHOJIOTMYHU
NPOJYKTH, B TaKbB Cydail ce pasciieBa Oe3omacHOCTTa Ha acouuanusata. OTdens3Ba ce BCSIKO
JIPYTO U3BECTHO B3aMMOJICHCTBHE C IPYTU BETEPUHAPHU JIEKApCTBEHU MPOAyKTH. ChBMECTHA UITU
eHOBpeMEeHHa yroTpeba Moxke aa Obae paspeleHa, ako ObJe MOJKperneHa OT CHOTBETHHU

H3CJICABaHNsI.
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8.3a MarHOCTMYHM HMYHOJOTMYHM BETEPUHAPHU JIEKAPCTBEHU IMPOAYKTH, NPUIOKEHU Ha

YKUBOTHH, 3aIBUTEIIST OTOCIS3BA KaK TPsIOBA J]a c€ THJIKYBAT PEAKIIUUTE OT MPOIYKTA.

9.3a BAKCUHHUTEC, KOUTO UMAT 3a LI Jia pasrpaHrudaT BaKCHHUPAHUTE OT I/IH(i)eKTI/IpaHI/ITe JKNBOTHH
(MapKepHI/I BaKCI/IHI/I) H IIpU KOUTO TBHBPACHUCTO 3a e(bI/IKaCHOCTTa IIo4rMBa Ha AHMArHOCTHYHH
TECTOBE in Vitl’O, € HaJIuiec H€06XOIII/IMOCT OT MpPEAOCTaBAHC Ha AOOCTATBYHO CBCACHUA 3a
AUArHOCTUYHUTC TCCTOBC, KOCTO Ja IMO3BOJIM Aa CC HallpaBU aICKBATHA OLICHKA Ha TBBPACHUATA

BbB BPpb3Ka C MAPKCPHUTC CBOICTBA.

b. JlaGopaTopHu M3NMTBAHMS

1.Ilo mpuHmMI, neMOHCTpHpaHe Ha e(HUKACHOCTTAa Ce NPOBEXKIAa NPU J00pe KOHTPOIUpPAHU
7a00paTOpHU YCJIOBUS 4Ype3 MPOBOKAIMS CieJ MpuiaraHe Ha HMMYHOJOTMYHHSI BETEPUHAPEH
JIEKapCTBEH IMPOJIYKT BBPXY BHJA >KMBOTHO, 3a KOWTO € MpeJHa3Haue€H HNpPOAYKTHT, IpU
MPETNOPHbYUTEIIHUTE YCIOBUA 3a yrnoTpeda. JIOKOJIKOTO € BBb3MOXKHO, YCJOBHSTA, IIPU KOUTO Ce
U3BBPIIBA MTPOBOKAIIMATA, B3MPOU3BEKAAT €CTECTBEHUTE ycioBus 3a uHdekuus. [IpenoctaBsat

CC IaHHW OTHOCHO IIIaMa Ha IMPOBOKaluATa 1 HEHHOTO CHOTBETCTBHE.

3a KUBUTE BAaKCUHHU, OCBEH aKo He ObJe 0OOCHOBAHO JAPYro, c€ M3MOJ3BAT MapTUIUTE, KOUTO
ChIBPKAT MUHUMYM TUTBP WM CUJIA. 3a OCTAHAJIMTE NMPOJYKTH, OCBEH aKO He ObJile 000CHOBAHO

ApPyro, €€ U3Mo0J3BaT NapTUuANTC C MUHUMAJIHO dKTUBHO ChABPIKAHUC.

2.AKO € Bb3MOXKHO, UMYHHHUST MEXaHU3bM (MEXAYKIETHUHU/XYMOPAIHH, JOKAIHN/OOIIM KIacoBe
UMYHOIJIOOYJIMH), KOWTO 3amouyBa cjeja MpWIaraHeTo Ha MMYHOJIOTUYHUS BETEpUHApEH
JIEKapCTBEH NPOAYKT BBPXY BHUAOBETE JKUBOTHHM, 32 KOWTO € IPEAHA3HAYEH HNPOLYKTHT, IO

npenopbUYaHus HAUYWH Ha IMPUITIOKCHUC, CC ONPCACIIA U JOKYMCHTHPA.
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B. TepenHu u3anuTBaHUA

1.0cBeH ako He € 000CHOBAHO, PE3yJATATUTE OT J1A0OPATOPHUTE M3MUTBAHUS CE JION'BJIBAT C JAHHU
OT TePEHHUTE U3MMUTBAHUS, KaTO C€ M3I0I3BaT NApTUANTE, IPEICTABUTEIHM 3a IPOU3BOJICTBEHUS
Ipollec, ONMCAH B 3asBICHUETO 3a pa3pelieHue 3a TbproBus. Kakro Oe3omacHOCTTa, Taka U

e(l)I/IKaCHOCTTa Mmorar aga 6’bHaT H3CJICABAHU 110 BPpEMEC Ha ChIIOTO TCPCHHO HU3CJICABAHC.

2.Koraro nabopatopHUTE U3NUTBAHUS HE MOTAT Ja MOAKPENAT €PUKACHOCTTA, MOXKE J1a C€ MPHEMe

CaMO IMPOBCKIAAHC HA TCPCHHUTC U3IIMTBAHMA.

YACT 5: JAHHU 1 JOKYMEHTH

A. BBBE/JEHHUE

HocueTo OT m3cieABaHUATA 3a 0E30MACHOCT M €(UKACHOCT BKJIIOYBA BBBEICHUE, OIPEICIISIIO
IpeaMeTa U MO0COYBAI0 HAIPABEHUTE TECTOBE, CBIVIACHO 4YacTH 3 M 4, a ChIIO U pPE3IOME C
oJIpoOHM MO030BaBaHMs Ha MyOynKanuu. ToBa pe3toMe ChAbpika OOEKTUBHO OOCHKAaHE HAa BCUUKHU
MOJy4eHW pe3ylITaTd M BOAM JI0 3aK/IOueHHe 3a 0e30MacHOCTTa U e(pHUKAaCHOCTTa Ha
MMYHOJIOTMYHHSI BETEPUHAPEH JIEKAPCTBEH MNPOAYKT. lIpomyckaHeTo Ha HSAKOM OT IOCOYEHHTE

TECTOBE WJIU U3IIUTBAHUS c€ OTOEIA3Ba M 00CHKIA.

b. JTABOPATOPHMU N3CJIEJIBAHUA
3a BCUUKH HU3CIIEABaHUS CE IIPENOCTABT:

1. pe3ome;

2. HaMMCHOBaHHE Ha opraHa, U3BbPIINII U3CIICABAHUATA,
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3.moapoOeH TPOTOKON 3a EKCIEPUMEHTa, C ONMUCAHWE Ha W3MOJI3BAHUTE METOMH, amaparypa u
MaTepHualiu, JaHHU KaTo BUJ WM MOPOJA HA JKUBOTHHUTE, KATETOPUH KUBOTHH, OT KbJE Ca B3ETH,
TAXHATa UACHTU(UKAIMS U HOMEp, YCIOBHUS, NPU KOUTO Ca TJI€JaHW U XPAHEHU >KMBOTHUTE
(mocouBane, inter alia, Ha TOBa Jalu ca CBOOOJAHHU OT ONpPEEICHU MATOTEHU U/UIU OIpele]IeHH
AHTHUTEIIA, €CTECTBOTO U KOJMYECTBOTO Ha JOOABKHUTE, ChABPIKAIIMN CE BBB (ypaxa), 1032, HaYMH,

CXE€Ma U JaTu Ha pujiaralne, OrmucCaHue u 000CHOBKA Ha M3IIOJI3BAHUS CTATUCTUYCCKU MCETOM;

4.8 cnyqaﬁ Ha KOHTPOJIHU KUBOTHH, AaJIU Ca MOJYIHUIIN Hnaue6o WJIA He ca OnIH TPECTUPAHU,

5.B ciyyail Ha TPETUPAHU KUBOTHU U TPHU LENECHOOPA3HOCT, AN Ca TPUEIIA TECTBAHHUS MPOIYKT

WIH IpYT MPOIYKT, pa3pelieH B OOIIHOCTTa;

6.BCUYKU OOIY M MHIWBUIYaTHU HAOTIOACHHS U MOJYUYEHU PE3yATaTH (ChC CPEAHH CTOMHOCTH U
CTaHJAPTHU OTKJIOHEHHs), HE3aBHCHUMO OT TOBa JaJid ca OJIArOMPUSITHU WJIM HEOJIArONpHUSTHU.
Jlannute TpsiOBa Ja ce ONMMUCBAT C TOCTATHYHO MOJPOOHOCTH, KOETO Ja MO3BOJIM pEe3yJITaTUTE Ja
ObJlaT KPUTHYHO OIEHEHH, HE3aBHUCHMO OT THJIKYBAaHETO MM OT aBTopa. M3XxomHuTe NaHHU ca
MpeICcTaBeHu B TabnuueH BHUA. 3a OOsSCHEHHWE W WJIIOCTpalus pe3yaTaTHTe MoraT Ja ca

CBIPOBOJIEHU OT PENPOAYKIIMHU Ha 3alHucH, HoTOMUKporpaduu 1 Ipyry;
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7. €CTCCTBO, HCCTOTA U NPOABJDKUTCIHOCT Ha HaGJIIOI[aBaHI/ITe HCXCIIaHU e(l)eKTI/I;

8. 6p0171 KUBOTHH, HIPCKIACBPEMCHHO OTIIAAHAIN OT U3CJICABAHETO, U IIPUYUHUTE 3a TOBA,

9.cTaTUCTHYECKHU aHAJIN3 Ha PE3YITATUTE, KOI'aTO TaKbBB CC M3UCKBA OT IIporpamMara 3a TCCTBAHE, U

OTKJIOHCHUA B JAHHUTC,

10. mosBa u MMPOTH4YaHC HA MCIKAYBPEMCHHO IIOSABUJIA CC 60J'IeCTI/I;

11.Bcruku MOAPOOHOCTH, OTHACAIIN CE JO BETEPHUHAPHUTE JICKAPCTBEHU MPOAYKTH (Pa3TUYHHU OT
IPOAYKTa Ha U3CJIEABaHE), NPUJIAraHeT0 Ha KOUTO € OmiIo HeoOXOAMMO IO BpeMe Ha

N3CIICABAHCTO,

12.00eKkTHBHO 00CHXk/IaHE Ha MOITYYEHUTE PE3yJITaTH, BOJAELIO /10 3aKJIIOUEHUS 3a 0€3011acHOCTTa U

e(UKaCHOCTTa Ha POAYKTA.
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B. TEPEHHU N3CJIEJIBAHUSA

ﬂaHHI/ITe, OTHaCAIMr C€ N0 TCPCHHUTEC U3CJICABAHUA, Ca NOCTATHYHO HOZ[pO6HI/I, 3a Ja IIO3BOJIAT Ja

CC HallpaBH 00EKTHBHA OILICHKaA. Te BKIIOYBAT CJIICAHOTO:

1. pe3IoMe;

2. ume, aapec, QyHKIUSA 1 KBaTH(PHUKAIHUI HA OTTOBOPHUS U3CIIEIOBATET;

3.MCTO U JaTa Ha IIpuJIaralne, I/I,I[GHTI/IQ)I/IKaI_[I/IOHCH KOn, KOMTO MOXE Ja 6’5,[[6 CBBbp3aH C UMCTO U

ajzipeca Ha COOCTBEHMKA HA KUBOTHOTO(UTE);

4.HOI[p06HOCTI/I OT MOPOTOKOJIA OT HU3IMUTBAHCTO, OIMMCBAIL HM3IOJ3BAHUTC MCTOAM, araparypa u
MaTcpHraliu, HO,[[pO6HOCTI/I KaTO HAaYWH Ha IMPUIIOKCHHUEC, CXEMa Ha IIpUJIaralHe, 1034, KaTeropmuu
JKUBOTHH, NPOABILZKHUTCIHOCT Ha Ha6J'IIOI[eHI/Ie, CCPOJIOTHUYCH OTIrOBOp U APYrd U3CJICABAHUA,

HaIlpaBC€HU HA JKUBOTHHUTC CJIC/ MMPHUJIAraHeTo,

5.B cnyqaﬁ Ha KOHTPOJIHU KUBOTHH, AAJIU CA MOJYUUIN Hnaue6o WJIU HEe ca Ouin TPETHUPAHU,

6.uneHTUPUKANS HA TPETUPAHUTE M KOHTPOJIHUTE >KMBOTHH (KOJIEKTUBHO WJIM WHIWBHIYATHO,
KaKTO € TMOJXOJAII0), KaTO BUIOBE, MOPOJIU WJIU IaMOBE, Bb3PacT, TETJI0, MOJI, (PU3UO0IOTHIHO

CbCTOSAHUC,
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7.KpaTKO OIMMCAHMUC Ha MCTOAAa Ha OTIIIC)KAAHC M XPAHCHC, KAaTO CC CIIOMCHABAT €CTCCTBOTO H

KOJIMYECTBOTO Ha BCHUKH JOOABKH, ChIBPIKAIIM Ce BEB (pypaxka;

8.BCHUKH JaHHHM OT Ha6JIIO,I[€HI/I$ITa, IMPEACTAaBAHCTO U PE3YITATUTEC (C’BC CpE€aHU CTOMHOCTH H
CTaHdapTHU OTKJIOHCHI/ISI); WHAUBUAYAJTHUTC JaHHU CC OT6€JISI3BaT, KOraro C€ nmpoBCxKaaT TCCTOBC

" U3MCPBAaHUA HA OTACITHU HHIAUBUIH,

9.BCUYKH Ha6JHO,Z[CHI/I$I " pE3ylITaTu OT HU3CJICABAHUATA, 6HaFOHpI/I${THI/I niin HC6J'IaFOHpI/I$ITHI/I, C
II'BJIHO OIIMCAaHMEC Ha H3.6JIIOI[CHI/I$ITa U pE3YJITATUTC OT O0OEKTHBHUTE TECTOBE Ha ﬂeﬁHOCTTa,
H€06XOI[I/IMI/I 3a OLUCHABAHCTO HAa NPOAYKTA, U3IOJI3BAHUTC TCXHUKHU Tpi[6Ba Aa ca onpeaciCcHU U

Ba)XHOCTTA Ha BCAKO OTKJIOHEHHE B PE3yJITaTHTE Aa ObJe 00SICHEHA,

10. edexTH BpXy NPOU3BOIUTETHOCTTA HA )KUBOTHUTE;

11. Opoii KUBOTHHU, IPEKAECBPEMEHHO OTHAJHAIN OT U3CJIEIBAHETO, U IPUUMHHUTE 3a TOBA;

12. €CTCCTBO, U€CTOTA U MPOABIJLKUTCIHOCT HA Ha6J'IIOI[aBaHI/ITe HCXCIIaHU C(I)CKTI/I;

13. mosiBa M MpOTHYaHE Ha MEXTYBPEMEHHO MOSIBIIIN ce O0JIEeCTH;
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14.Bcuuku  MOAPOOHOCTH OTHOCHO BETEPUHAPHU JIEKAPCTBEHW NTPOAYKTH (pa3ivdHUA OT
W3CJIe/IBAHUS TIPOJIYKT), KOUTO Ca MPUIIOKEHH MIPEAU WIH YCIIOPEAHO C TECTBAHUS MPOJIYKT WU
o BpeMe Ha Imepuoja Ha HaOMIOAEHUE; TMOAPOOHOCTH 3a BCHUYKM HaOJIOaBaHU

B3aHMOHCﬁCTBHH;

15.00eKTHBHO 00CHKAaHE HA TIOJTYYCHUTE PE3yJITaTH, BOACUIO O 3aKIIOYSHHS 32 0€30I1acCHOCTTa U

e(i)I/IKaCHOCTTa Ha IIpOAYyKTa.

Yact 6: BUBJIMOI'PA®CKA CITPABKA

[IpaBu ce noapoOHO U3N0XKEeHUE HA OubIMorpadusATa, IUTUPAHA B PE3IOMETO, IOCOYEHO B 4acT 1, u

CC MPECACTABAT KOIIHUAA.
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TUSLT TIT

N3NCKBAHUA 3A CIIEHNUO®UYHU 3AABJIEHUSA 3A PASPEIIEHUA 3A THBPI'OBUSA

1. I'eHepn4yHUM BeTepHMHAPHM JIEKAPCTBEHH MPOJYKTH

3asiBIeHUATA, OCHOBaHU Ha 4ieH 13 (reHepu4HM BETEpUHAPHU JIEKAPCTBEHU MPOIYKTH) ChIbPKAT
JAHHUTE, TOCOYeHH B s I, yactu 1 1 2 0T HACTOALIOTO MPUJIOKEHHE, Hape/l C OLIEHKA Ha pUCKa 3a
OKOJIHaTa cpesia M CBEJCHMs, JOKa3BallH, Y€ MPOAYKTHT MMa ChILUSA KAYeCTBEH U KOJINYECTBEH
CbCTaB B aKTUBHHU BEIECTBA M ChIlata QapmareBTHyHa (Gopma KaTto pedepeHTHHs JIEKapCTBEH
MPOAYKT, KaKTO M JaHHH, MOKa3BaIld OMOCKBHUBAJIECHTHOCT C pedepeHTHHs JIEKAPCTBEH MPOIYKT.
AKO pedepeHTHUAT BeTepUHApeH JIEKAPCTBEH MPOJAYKT € OMOJIOTHYEH JIEKapCTBEH MPOIYKT, ce
U3IIBJIHABAT W3MCKBAHUATA 32 JOKYMEHTALUATAa, MOCOYEHM B pas3zen 2 3a CXOJHM OMOJIOTMYHHU

BETEPUHAPHU JIEKAPCTBEHU ITPOYKTH.

3a reHepUYHUTE BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH MOJPOOHUTE M KPUTUYHHM pPE3IOMETA
OTHOCHO 0€30MacHOCTTa M e(pUKACHOCTTa OTAEIAT MO-CHEIMaTHO BHHMMAHUE Ha CIETHHUTE

CICMCHTU!

— OCHOBaHUATA Ia C€ TBHpANU CXOJACTBO MO CHUIECTBO,

—o0000111eHre Ha PUMECUTE B MApPTUIUTE HA aKTUBHOTO(MTE) BEIIECTBO(a), KAKTO M HAa TOTOBHS
JIEKapCTBEH MPOAYKT (M, KbJETO € MPUIOKIMO, Ha MIPOIYKTHTE OT pa3rpaxaaHeTo, ModyJdaBaliu
ce 10 BpeMe Ha ChbXPAaHEHHUETO), MPEUIOKEHH 3a U3IOJI3BaHe B MPOAYKTA, KOWTO IIIE Ce ITyCKa Ha

masapa, 3a€aAHO € OI€CHKa Ha TE3HU MMPHUMECH,;

—OICHKa Ha H3CJICABAaHUATA Ha OMOCKBUBAJICHTHOCTTA WJIM OOOCHOBKAa Ha OPpUYUHHUTEC, ITOpaan

KOHTO U3CJICIBaHUATA HE Ca oun IMPOBCACHU B CHLOTBETCTBUC C YCTAHOBECHUTE PHbKOBOACTBA,
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—aKO0 € TNPHIIOKHUMO, 3asdABUTCIAT TMPEACTaBA MHOMNBIHUTCIHU JaHHHU, C HOCJI Ja IIOKaXe
C€KBHUBAJICHTHOCTTA Ha OC30MaCHOTO MU e(beKTI/IBHO I[CflCTBHG Ha pa3jiviyHu COJIM, CCTCpHU HIIN
IIPOMU3BOJHHN Ha pa3pC€UICHO aKTMBHO BEIICCTBO, TE3M AJaHHM BKIIFOYBAT JOKA3aTCJICTBO 3a TOBA,
4uc HsiIMa IIpOMsIHa BbBHB q)apMaKOKI/IHeTI/I‘{HI/ITe U1 (bapMaKOI[I/IHaMI/I‘lHI/ITe CBOMCTBa Ha
TCPAINICBTUYHATA YaCT W/unm B TOKCHUYHOCTTA, KOUTO Ouxa MOTJIH Aa Jaaar OTpaKCHUC BBPXY

npoduia Ha 6e30MacHOCTTa/e(hUKACHOCTTA.

Bcesiko TBbpACHNE B KpaTKaTa XapaKTepPUCTHKA Ha MPOIYKTa, KOETO HE € U3BECTHO MJIM 332 KOETO He
MOJXKE Jla CE HalpaBU 3aKIIOUEHHE OT CBOWCTBATa Ha JIEKAPCTBEHHUS TNMPOIYKT W/WIM HEroBara
TepareBTUYHA TPYIa, CJIEABA J]a CE pas3Iiea B HEKIMHUIHNTE/KIMHUIHUTE 0030pu/pe3toMeTa u 1a

ce JIOKaXKe upe3 MyOJIMKAIMH W/WUTH TOTbITHUTCITHN H3CIICIBAHUS.

3a FCHECPUYHUTC BCETCPUHAPHHU JICKAPCTBCHU INPOAYKTHU, KOHTO TpH6Ba Ja 6LI[8.T IMPHUIIOKCHU

MYCKYJIHO, IIOAKOXHO HUJIM TPAHCACPMAIIHO, CC TIPCAOCTABAT CICAHUTE NOIIBJIHUTCIIHU JAHHU!:

—/0Ka3aTCJICTBO 3a CKBUBAJICHTHO HJIM PA3JIMYHO H3YCPIBAHC HAa OCTATBYHUTEC KOJIMYCCTBA OT
MACTOTO Ha IIpHJIaraHe, KOC€TO MOXKE [a 61)[[6 MNOAKPCIICHO OT CBHOTBETHH M3CJICABAHUA 3a

HU3YCPIIBAHC HA OCTATHYHUTC KOJINYCCTBA,

—J0Ka3aTCJICTBO 3a ITIOHOCUMOCTTA Ha BHJ4 JXUBOTHOTO, 34 KOHTO € npeaAHa3HauYCH IMPOAYKTHT, HA
MACTOTO Ha IIpHJIaraHe, KOC€TO MOXKE [a 61)[[6 MNOAKPCIICHO OT CBHOTBETHH M3CJICABAHUA 3a

IIOHOCHUMOCT Ha BHU A )KUBOTHO, 3a KOCTO € NPCAHASHAYCH IPOAYKTHT.

2. CxonHu OMOIOTMYHM BeTEPHHAPHH JICKAPCTBEHH NPOAYKTH

B cwvorBercTBHe ¢ uieH 13, maparpad 4, koraTo GMOJOrMYEH BETEPUHAPEH JIEKApCTBEH MPOIYKT,
CXOZeH ¢ pedepeHTEeH OMOJOTHYEH BETEPUHAPEH JIEKApCTBEH MPOIYKT, HE U3IBJHABA YCIOBUSATA,
¢burypupaiiy B OnpeaeIeHUeTo 3a TeHepUUeH JeKapCTBeH NPOAYKT, HH(pOpManusTa, KOSITO TpsiOBa
Ja ce TpeacTaBH, HE c€ OorpaHuYaBa camo a0 yactd | u 2 ((papmaneBTUUYHH, XUMHYHU HU

OHOJIOTUYHHU I[aHHI/I), a TpH6Ba Ja 6’5,[[6 JOIIbJIHEHA C JAHHHU OTHOCHO OMOCKBUBAJICHTHOCTTA U
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OnonanuyHocTTa. B HO[[06HI/I cliydan €€ mpCAoCTaBAT AOMBIHUTCIHU HJaHHU, U IMO-CIICHUATHO

OTHOCHO 0€301acHOCTTa U €(PUKACHOCTTA Ha MPOIYKTA.
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—BI/II[LT N KOJINMYECCTBOTO AOIIBJIHUTCIHNW AaHHU (T.e. TOKCHKOJIOTHYHU W APYTrH HU3CJICABAHUA 3a
0€30IacHOCT U noAXOoJ4 KINHUYHHA I/ISCJ'IeI[BaHI/IH) CC OIIPEACIIAT Ha 0a3zaTa Ha BCEKU OTACICH

cnyqaﬁ CbI'NIACHO CbOTBCTHUTC HAYYHHU HACOKH.

—Ilopagu  pa3HooOpasuero Ha OHOJOTHYHUTE BETEPUHAPHH  JICKAPCTBEHH  MPOAYKTH,
KOMIICTCHTHUTE OPraHd ONPEICIAT HYXHUTE HM3CICABaHMs, NMPEABUACHH B 4acTH 3 u 4, Karo
B3EMaT NPEBH] CHCHU(PUIHNUTE XapaKTEPUCTUKU Ha BCEKU OTJENICH OMOJIOrWYeH BETCPHHAPCH

JIEKapCTBEH MPOJYKT.

OOMmuMTe MPUHITUITN, KOUTO TPIOBa Ja ce MPIIIOXKAT, Ca Pas3riielaHd B HACOKU, KOUTO CE IMPUEMAT OT
areHuuaATa, cboOpPa3HO XapaKTEPUCTUKUTE HA CHOTBETHHSI OMOJIOTMYEH BETEPUHAPEH JIEKapCTBEH
MPOAYKT. AKO pedepeHTHUAT OMOJIOTHYEH BETEpUHAPEH JIEKAPCTBEH MPOAYKT MMa MOBEYE OT €IHO
MOoKa3zaHue, ePUKACHOCTTa M 0€301acCHOCTTa HAa OMOJIOTUYHHS BETCPUHAPEH JICKAPCTBEH MPOAYKT,
3a KOHTO Ce TBBP/IH, Y€ € CXOJICH, c& 000OCHOBABA, WJIM aKO € HEOOXOAMMO, IMOKA3aHUATA, 32 YUETO

HaJIM4YHC CC IIPETCHAUPA, CC JOKA3BaAT IIOOTACIHO.

3. YTBBpACHA BeTepHHAPHOMEIMIMHCKA YyIIOTpeda

3a BeTepUHAPHU JIEKAPCTBEHH MPOIYKTH, YMETO(MTO) akTUBHO(HM) BellecTBo(a) uMa(T) ,,yTBbp/eHa
BETEPUHAPHOMEIUIIMHCKA YyNoTpeda™, KakTo € Moco4eHO B wieH 13a, mpusHaTa e(UKACHOCT U

MMpUEMIIMBO HUBO Ha 6C3OHaCHOCT, CC MpujiaraT U3J0XCHUTC MTO-A0TY CHCI_[I/I(I)I/ILIHI/I IpaBujia.
3asgBUTEIAT npeaAcTaBsa 4aCTu lu?2 TaKa, KaKTO € OIMKMCAaHO B JI5JI I oT HacToOsIIOTO IMPUIIOKCHUC.

3a vactu 3 u 4, noapobHa HayyHa OubnIMorpadus pasriexaa BCHUKU aclIeKTH Ha 0€301acHOCTTa U

e(uKacHOCTTA.
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C men na ce JOKake YTBBpJEHATa BETEPUHAPHOMEIMIIMHCKA YNOTpeda, ce Impujarar ClIeAHHUTE

crenu(puIHU MpaBuiIa;

3.1 C umen ycraHoBsiBaHE Ha yTBBPJCHA BETEPUHAPHOMEAMIIMHCKA YyMOTpeda Ha CHCTABKUTE Ha

BETEpUHAPHUTE JICKAPCTBEHU MPOAYKTH C€ B3eMaT MPeIBU CIeTHUTE (haKTOPH:

a) BpPEMCTO, ITPE3 KOCTO € U3IIOJI3BBAHO OaJICHO aKTUBHO BCIICCTBO,

6) KOJINYCCTBCHUTC ACIICKTH Ha yHOTpe6aTa Ha aKTUBHOTO BCIICCTBO,

B)CTEIEHTa HA HAay4HUs HUHTEpPEC, NMPEAU3BUKAH OT YNoTpedaTa Ha AKTUBHOTO BEIIECTBO

(oTpaseH B myOJIUKyBaHATa HaAy4YHA JUTEpaTypa);

l") CAHO3HAYHOCTTA HA HAYYHHUTEC OLICHKU.

BB3MokHO € na ca HeoOXOAMMH pAa3IMYHM MHEpUOJU OT BpEME 3a YCTAHOBSIBAHETO Ha
yTBBpJIeHaTa BETEPUHAPHOMEIUIMHCKA yrnoTpeba Ha pa3iMyHUTE BellecTBa. BbB Bceku
cilyuail obaue mepuogbT OT BpeMe, KOHTO C€ M3HMCKBAa 3a YCTAHOBSBAaHETO HAa YTBBpJAEHATa
BETEpPUHAPHOMEMIIMHCKA YIIOTpeOda Ha ChCTaBKa HA JAJCH JIEKAPCTBEH IPOAYKT, HE MOXKE J1a
ObJie MO-MaIbK OT JIeCeT TOAMHU OT IIbpBaTa CUCTEMHA M JJOKYMEHTHpaHa ynorpeda Ha TOBa

BCIICCTBO KATO BETCPUHAPCH JICKAPCTBCH IIPOAYKT B O6H_[HOCTT8..
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3.2

33

3.4

Hpe;[CTaBeHaTa OT 3adBHUTCIIA AOKYMCHTAIlMd BKJIIHOYBAa BCHUYKH ACIICKTW Ha OLCHKATa Ha
0e30MmacHOCTTa W/Wiu €(PUKACHOCTTA HA MPOJIYKTA 32 MPEI0KEHOTO MMOKa3aHUEe MPU BUOBETE
KHBOTHH, 32 KOUTO € TpeJHa3HaYCH MPOAYKTHT, KATO CE M3IOJI3BAT MPEUIOKEHUS HAYMH Ha
MPUJIOKCHNUE M PEKUM Ha JI03upoBKa. Ts TpsOBa /1a BKIIFOYBA WM HACOYBA KbM CHOTBETHATa
JIUTCpaTrypHa CIIpaBKa, B3E€MaMKu npeaBua H3CJICABAHWATA, HNPOBCACHU HNpPCAU U CICH
MyCKaHETO Ha Ta3apa, KAKTO U HayYHUTE MyOJUKAIMN BHPXY HATPyHaHUS OMUT Mo (Gopmara
Ha CMHJIEMHOJIOTHMYHH, U TO-CHEIMATHO, Ha CPABHUTEIHH CMUIACMUOJIOTHYHU W3CIICBAHMS.
[Ipencras ce msuiaTa JOKYMEHTAIUs, KAKTO OJIaronpusiTHaTa, Taka U HeOnaronpustHara. [lo
OTHOIIICHHE HA pa3nopeaOuTe BbB BPb3Ka C YTBBP/CHATA BETCPUHAPHOMEIMIIMHCKA yHOTpeOa
0T 0cOOEeHa BaYKHOCT € Jla Ce U3SICHM, 4e Oubauorpadcekara cripaBka, B KOSITO UMa MPENpPaTKU
KbM JIDYTH U3TOYHUIIM HA JIOKA3aTeJCTBa (M3CIICABAHMS, TPOBEICHH CIIe/ IyCKaHe Ha JaJicH
JICKApCTBEH MPOAYKT Ha I1a3apa, CmuIeMHOJIOTMYHH U3CJICABAHUS U T.H.), @ HE CaMO JIaHHUTE,
CBBpP3aHU C TECTOBETEC M W3IUTBAHUATA, MOXE Ja CIYXH KaTO BAJIUIHO JOKa3aTEJICTBO 3a
0e30MacHOCTTa U e(PUKACHOCTTA Ha JaJIeH MPOAYKT, aKO B 3aSBJICHUETO MO 3aJ0BOJIUTEIICH

Ha4MH ce 00sICHSBA U ApryMCHTHPA U3II0JI3BAHCTO HA TC3W U3TOYHUIU HA I/IH(i)OpMaIII/ISI.

CHGI_II/IaJ'IHO BHHUMAHUC TpH6Ba Ja CC O6’pre Ha BCAKAKBHU JIMIICBAIIIM CBCIACHUA, KATO TpH6Ba Ja
ce o0ocHOBAT MNPpUYIUHHUTE, IMOpPaAXW KOHUTO MOKC Ja C€ IMOAKPCHH IIPUCMIIMBO HHBO Ha

0€30MacHOCT U/UIU €PUKACHOCT BBIIPEKH JIUIICaTa Ha HAKOU U3CIIEIBaHUS.

B nonpoOHuTE M KPUTUYHU pe3IOMETa OTHOCHO 0€30I1acHOCTTa U e(hUKacCHOCTTa TpsiOBa aa ce
005ICHM 3HAUEHUETO Ha BCUYKH MPEJCTABEHU JJaHHM, UMAIH OTHOLIEHUE KbM JIaJIeH MPOIYKT,
KONTO ce pa3nuyaBa OT MPOJYKTa, NPEABHIEH 3a ThproBus. TpsOBa aa ce mpeleHd Janu
MPOYYBAHUAT MIPOIYKT MOJKE JIa CE CUMTA WJIM HE 3a CXOJEH C MPOIYKTa, 3a KOUTO € MOAaeHO

3a4BJICHUC 3a Pa3pCUICHUEC 3a ThPIroBUsd, HE3AaBUCHUMO OT CHIICCTBYBAIIUTE pa3JINdKs.
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3.5 OnureT, NpUAOOHT Cle MYCKAaHETO Ha IMa3apa Ha JPYTd MPOJYKTH, KOUTO ChIBPIKAT CHIIUTE
CBCTAaBKH, € OT OCOOCHO 3HAYEHUE U 3asBUTENUTE OOPBINAT CHELUMAIHO BHHUMAaHHE Ha TO3U

ACIICKT.

4. KomOuHMpaHH BETEpUHAPHU JIEKAPCTBEHU MPOAYKTU

B cnyuas Ha 3asBiieHUs, OCHOBaHM Ha wWieH130, 3a KOMOWHHMpaHUS BETEPUHAPEH JIEKAPCTBEH
IPOJYKT C€ MPEACTaBsl 10CUE, ChabpkKallo yactu 1, 2, 3 u 4. Hama He0OX0IMMOCT OT Ipe/ICTaBsHE
Ha M3CJeJBaHUs OTHOCHO Oe30MacHOCTTa M €(PUKAaCHOCTTa Ha BCSAKO €IHO AaKTHBHO BEIIECTBO.
HezaBucumo OT TOBa, B 3asBI€HHETO 3a (PUKCHpaHa KOMOHMHAIMS € BB3MOXKHO Jla C€ BKIIOYHU
nHpOpMaNKs OTHOCHO OTJICIIHUTE BellecTBa. [IpencTaBsiHeTo Ha JaHHU 32 BCAKO OTJIEIHO aKTHBHO
BEIIECTBO, BBHB BpPB3Ka C HEOOXOAMMHUTE H3CIEABAaHHS 3a O€30IMacHOCT Ha TOTPEOHTENHTE, C
U3cleIBaHUATa HA W3YEPIBAHETO HA OCTAThUYHUTE KOJMYECTBA U C KIMHUYHUTE WU3CIICABAHUS Ha
¢bukcupanuss KOMOMHHMpaH TPOAYKT, MOXKE Jla C€ CYeTe 3a JOCTaTbyHa NpPUYMHA JAHHUTE I10
OTHOIIIEHHE Ha KOMOMHHpAHUS MPOAYKT Ja OBJAT MPOIMYCHATH OT CHOOPAKEHHUS 32 XYMaHHO
OTHOIIEHHWE KbM JKUBOTHHUTE U IPEABUJ HEHYXHOTO TECTBAHE BbPXY JKUBOTHH, OCBEH aKO HsMa
M0JI03PEHKE 3a B3aMMOJIEHCTBUE, BOJIEIIO A0 MOBHIIEHAa TokcHM4HOCT. Koraro e mpuioxumo, ce
npeacTaBs MHPOpPMALUs OTHOCHO MPOU3BOJCTBEHUTE NMPEANPUATHS U OlIeHKaTa Ha 0e30MacHOCTTa

Ha BbHINIHUTC ar¢HTHU.

5. 3asBneHus 3a ”HHOPMUPAHO ChITIACHE

3asBIEeHUATA, OCHOBAHU Ha WwieH 13B, ChabpKAT JAaHHUTE, OMTUCAHU B U1 1, yacT 1 OT HACTOSIIOTO
MPUJIOKEHUE, MPU YCIOBUE Y€ MPUTEKATEIAT HA Pa3pelIeHUETO 3a ThProBUS HAa OPUTHMHAIHUSA
BETEPUHAPEH JIEKAPCTBEH MPOAYKT € JIajl Ha 3asBUTEIISI CBOETO ChIJIACKE J]a Ce MI030BE Ha YacTH 2, 3
1 4 OT TOCHETO Ha TO3W MPOAYKT. B TO3M ciydail He € Halnile HeOOXOAUMOCT OT MPEJCTaBIHE Ha

MOJIPOOHU M KPUTHYHU PE3IOMETa OTHOCHO Ka4eCTBOTO, O€30IIaCHOCTTA U €(PUKACHOCTTA.

6. I[OKYMCHTaLII/ISI 34 3a4BJICHUATA B U3KIIIOYUTCIIHU CIIydYan

PaBpCI_HCHI/ICTO 3a THProBUsS MOKC Ja 6’5)16 HU3JaICHO, IPU YCIOBHUC YC 6’L,Z[aT CIIa3€CHN HAKOU

CHeIII/I(i)I/I‘-IHI/I 3aABbJIDKCHHUSA, CBIJIACHO KOUTO 3asaBUTCIAT BBBEKA CHeIII/I(i)I/I‘-IHI/I mnpoucaypu, 1mo-
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CMELMAIIHO TI0 OTHOIIEHHE Ha Oe30MacHOCTTa M e(UKacCHOCTTAa Ha BETEpUHAPHUS JIEKAPCTBEH
MPOAYKT, B CIIy4auTe, KaKTO € MPEeABHICHO B wieH 26, maparpad 3 OT HacTosIIaTa JUPEKTHBA,
3asBUTENIAT MOXeE Ja JOKa)e, 4e He € B ChbCTOSIHME J1a MPEJAOCTaBU U3YEpIaTEIHU JaHHU OTHOCHO

edukacHOCTTa U 6€30MaCHOCTTa IPU HOPMAJIHH YCIOBUS Ha ynoTpeoa.
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HpI/I OIpECACIIHETO Ha OCHOBHUTEC H3KMCKBAHHA 3a BCUYKH 3aABJICHUA, IIOCOUYCHHU B HACTOAIIUSA

pasaci, cii€aBa aa Cria3BaTt MpPHUETUTEC OT arcHUUATa HACOKH.

7. KomOuHMpaHU 3asBJICHUS 32 pa3pELICHUS 32 ThPTOBUS

KoMOuHMpanuTe 3asBIICHUs 3a Pa3pelIeHUS 3a THPTOBUS IPEACTABIISABAT 3asBICHUS, B KOUTO
yacT(n) 3 w/uiaum 4 OT JOCHETO C€ CBhCTOSAT OT IPOBEACHUTE OT 3asBUTENS HM3CICABAHHUS 32
0e30macHOCT M e(PUKAacCHOCT, KakTo W OT OuOnmorpadcka crnpaBka. Bcuuku ocTaHanmw YacTu
OTrOBapsT Ha CTPYKTypara, onucana B 15t I, wact [ ot HacTosmoTo npunoxenue. KoMneTeHTHUAT
opraH ImpueMa IpeIoKeHus: (opMaT, TpeAcTaBeH OT 3asBUTENs Ha 0a3aTa Ha BCEKH OTIENICH

CIIy4au.

TS IV

N3NCKBAHUA 3A 3ASABJIEHUA 3A PA3PEIIEHUA 3A THPIOBHUA HA KOHKPETHU
BETEPUHAPHU JIEKAPCTBEHU [TPOJIYKTU

B Hacrosmiata yacT ca H3J0KEHH CIEIUAIHUTE H3MCKBAaHHMSA II0 OTHOIIEHHE Ha OIIpCACIICHU
BETCPUHAPHU JICKAPCTBCHU IMPOAYKTH, CBbpP3aHHU C €CTECCTBOTO Ha ChbABPKAMIUTE CC B TAX aKTUBHU

BCIIICCTBA.

1. UMYHOJIOTMYHU BETEPUHAPHU JIEKAPCTBEHU ITPOAYKTU

A. OCHOBHO NOCHE HA BAKCUMHHUA AHTUT'EH

3a ompelereHd HMMYHOJIOTMYHM BETEPUHAPHU JIEKAPCTBEHU MNPOAYKTH W Ype3 Jeporauus OT
pasnopeadurte Ha a5 II, gacT 2, pazaen B 0OTHOCHO akTUBHUTE BEIIECTBA, CE BHBEXK/1a TOHSATHUETO

3a OCHOBHO JOCHUEC HAa BAKCUHHHA aHTHUTCH.
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3a 1menuTe Ha HACTOALIOTO NPUIIOKEHUE ,,0CHOBHO JOCHE HA BAaKCHHHHUS AHTUIeH O3Ha4aBa
OTJIeJIHA YacT OT JJOCHETO Ha 3asBJIICHUETO 3a pa3pelleHNe 32 ThPrOBUs Ha BAKCHHA, KOATO ChABPKa
sU1aTa Heo0xoauMa HHPOPMALUs OTHOCHO Ka4yeCTBOTO HAa BCAKO OT aKTHMBHUTE BEIIECTBA, YACT OT
TO3H BETCPUHAPEH JIEKapPCTBEH MPOAYKT. OTaenHAaTa acT MOXKe Ja ObJe 00I11a 3a eHa WU [10BeUe
MOHOBQJICHTHM W/WIM KOMOMHHPAHU BaKCHUHH, IPEICTABEHU OT €IUH M ChIl 3asABUTE] HIU

IIPUTEKATEII HAa pa3pCIICHUCTO 3a ThProBus.

HaquI/ITC HaCOKHM 3a 1IogaBaHC M OLICHKA Ha JaJ€HO OCHOBHO JOCHC Ha BAKCHMHHHUSA AHTHUICH CC
nmpueMar OT arcHuusATa. HpoueaypaTa IO IMmoJaBaHC M OICHKa Ha JaJ€HO OCHOBHO J0OCHE Ha
BAaKCHHCH QaHTUICH CJICIBa PBKOBOACTBOTO, HY6J'II/IKYB21HO or Komwmcusita B ,,Hpaeuﬂa 3a

nexapcmeenume npooykmu 6 Eeponetickus cvios3*, Tom 6b, YkazaHus KbM 3asBUTEINTE.

b. MHOI'OIIAMOBO JJOCHE

3a ompeneneHW WMYHOJOTHYHH BETCPUHAPHH JICKAPCTBEHU MPOIYKTH (3a OoyiecTUTE IIar,
uH(pIyeHIa M0 NTUIUTE U CHH €3UK) U upe3 Jeporaius oT paznopeadure Ha as I, wacrt 2, pa3gen

B 0THOCHO aKTHBHHTE BCIICCTBA, C€ BHBCKAA ITIOHATUCTO 3a ITOJI3BAHC HaAa MHOIoIjaMOoOBO OJOCHC.

MHoromaMoBO J0CHE O3HadyaBa CAHO-CAUHCTBCHO JOCHEC, CHAbpKAIIO JAaHHUTEC, H€O6XO}II/IMI/I 3a
HU3BBPIIBAHETO HA €AMHHA U 3am)n60qua Hay4YHa OLICHKA Ha PAa3JIMYHUTC HIaMOBe/KOM6I/IHaHI/II/I oT
ITaMOBC, KOATO JAa IIO3BOJIM H3JABAHCTO Ha PAa3pClIUTCIIHU 34 BAKCUHH CpPCIlY AHTHUI'CHHO

IMPOMCHIIMBUTC BUPYCH.

Hayynure Hacoku 3a mojaBaHe M OLEHKA Ha JaJEHO MHOIOIIAMOBO JOCHE €€ INpHUEMar OT
areHuusra. Ilpoueaypara o mojaBaHe UM OIEHKAa Ha MHOIOLIAMOBU JIOCHETa Cle[Ba
PBKOBOJCTBOTO, NyOnukyBaHo oT Komucusta B ,[Ipasuna 3a nexkapcmeenume npooOyKmu 8

Eeponeiickus cvi03*, Tom 6b, Ykazanus KbM 3asiBUTEITUTE.
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2. XOMEOITATNYHHU BETEPUHAPHU JIEKAPCTBEHU ITPOJAYKTHU

B Hacrosamms pasznen ca M310)KEHU KOHKPETHUTE pa3lopendu, OTHACSIM ce J0 MPUJIaraHeTo Ha
1t I, yact 2 1 3 10 OTHOLIEHUE Ha XOMEONaTUYHUTE BETEPUHAPHU JIEKAPCTBEHU MTPOIYKTH, KAKTO

ca omucaHH B WwieH 1, maparpad 8.

Yact 2

PasnopenOute Ha yact 2 ce nmpuiarat KbM IPEJICTABEHUTE JOKYMEHTH B CbOTBETCTBUE C WieH 18 B
ONpOCTEHAaTa IMpOoLEeAYypa 3a PErHCTpalrs Ha XOMEONAaTUYHWUTE BETEPUHAPHU JIEKAPCTBEHU
NPOAYKTH, TocoueHH B wieH 17, maparpad 1, KakTo M KbM JIOKyMEHTHTE 3a H3/aBaHE Ha
paspelInTENHM 3a JPYTH XOMEONATUYHU BETEPUHAPHHU JIEKAPCTBEHU NPOAYKTH, IOCOYEHHU B WICH

19, naparpa(b 1, KaTO C€ B3€MarT NpCABUI U3JIOKCHUTC MO-A0JTYy U3MCHCHUS.

a) TepmuHosOTHsS

JlaTUHCKOTO HaMMEHOBaHWE HAa XOMEOIMATUYHHUS IOK, OMHCAaH B JOCHETO Ha 3asBJICHUETO 3a
pa3penieHue 3a THProBHUS, CHOTBETCTBA HA JIATUHCKOTO HAauWMEHOBaHUE B FEgponelckama
¢apmaxones v TIpU JTUICA HA TaKOBa, B opummanHa papmakones Ha IbpkaBa uieHka. Korato e
MOAXOSAIIO0, C€ MPEACTaBI M TPAJAUIIMOHHOTO(MTE) HaMMEeHOBaHUE(s), U3MOI3BaHO(M) BBB BCAKA

JTbprKaBa YJICHKA.

6) KoHTpon BbpXy U3XOIHUTE MaTepHaU

JlaHHUTE M JOKYMEHTUTE II0 H3XOJHUTE MaTepHalM, T.€. BCUYKU H3IOI3BAaHU MaTepHUad,
BKJIFOYUTEIIHO CYpPOBHHHTE W MEXIVNHHUTE MAaTepHaNd A0 KPAaWHOTO pa3TBapsHE, BIM3AIlHA B
CbCTaBa Ha KpallHUs XOMEONATHYEH BETEPHHAPEH JIEKAPCTBEH IPOIYKT, KOUTO MPUIAPYXkKaBaT

3asABJICHUCTO, Ca MPUAPYKCHHU C NOBJIHUTCIIHA JaHHU OTHOCHO XOMCOITaTUYHHA IIOK.
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OO01uTe M3UCKBAHUS 10 OTHOIICHHWE HAa KAUeCTBOTO C€ MpuUjlaraT KbM BCHYKH U3XOJIHU MaTepHau
1 CYpOBHHHM, BKJIIOUUTEIHO U KbM MEXKJIMHHUTE €Talld OT IMPOU3BOJICTBEHMS MPOLEC A0 KPAWHOTO
pasTBapsiHE, KOUTO BJIM3AaT B ChCTaBa HA KpaWHUS XOMEONMATHYEH MPOAYKT. AKO B ChCTaBa BIM3a U
TOKCUYEH €JIEMEHT, TOM CJIEABAa Ja C€ IOJIOKH, IPU BH3MOKHOCT, Ha KOHTPOJ IO BPEME Ha
KpalHOTO pa3TBapsiHe. Bblpeku ToBa, ako MOpagu BHCOKAaTa CTENEH Ha pa3TBapsiHE, TOBA HE €
BB3MOXHO, TOKCHMYHATa ChCTaBKa Ce€ MOJylara Ha KOHTPOJ Ha Mo-paHeH eramn. Bceska ¢dasza Ha
MPOU3BOACTBEHUS MPOLEC — OT H3XOJHUTE MATEPUAIM JO KpaWHHS Pa3TBOpP, KOWTO BJIM3a B

CbCTaBa HAa I'OTOBUA NPOAYKT — C€ OIIKMCBA U3LAJIO.

B cnyuail ye B mpon3BOACTBEHMSI IIPOLIEC CHIIECTBYBA (pa3a pa3TBapsiHE, CTHIKUTE, BKIIOUEHH BbB
¢da3zaTta Ha paszTBapsiHE, C€ HU3BBPIIBAT B CBOTBETCTBUE C XOMEONATHMYHUTE METOAU Ha
IPOU3BOCTBO, U3JIOKEHH B ChOTBETHAaTa MOHorpadus ot Eeponelickama ¢apmaxones Wi, TIpH

JMIICa Ha TaKaBa, B OpHUIMaIHa (hapMakores Ha IbpKaBa YWICHKA.

B) KoHTpomHM M3NUTBaHUS Ha KpallHUS JIEKApCTBEH MPOAYKT

O6H_II/ITC HN3UCKBAHUA 3a Ka4eCTBO CC€ IIpujaraT 3a KpaﬁHHTe XOMCOIIATUYHU BCTCPUHAPHU

JICKApCTBCHU IMPOAYKTH. Besxko n3karodeHne ce 000CHOBaBa HaAJICKHO OT 3asABHUTCIIA.
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ITpoBexxnar ce uAeHTHU(UKALMA W aHaJIM3 HA BCUYKM CBHCTABKM, KOMTO Ca OT 3HAa4Y€HUE OT
TOKCUKOJIOTMYHA IVIeIHA TOYKa. AKO MOraT J1a C€ MPEACTaBAT apIyMEHTH, Y€ 3a BCUYKU CHCTaBKH,
KOUTO Ca OT 3HA4YCHME OT TOKCHUKOJIOIMYHA IJIeJHA TOYKAa, HE € BB3MOXKHO Ja CE IpOBEIE
UACHTU(DUKAIMS W/WIN aHaJIu3, HaPUMEp TOpaIy CTETIeHTa Ha pa3TBapsHE B KpailHUS JIeKapCTBEH
IIPOAYKT, KAYECTBOTO CE€ JOKa3Ba IIOCPEACTBOM IIBJIIHO BaJIUAUPAaHE HA IPOU3BOACTBEHUS IIPOLIEC U

mpoleca Ha pa3TBapsiHe.

r) TecroBe 3a cTaOUIHOCT

Jloka3Ba ce CTaOWMITHOCTTa HAa KpaHUS NPOAYKT. JlaHHHWTE 3a CTaOWUIHOCTTA, MOJYYEHU IIPH
W3CIE/IBAHETO HAa XOMEOMAaTHYHHUTE IIOKOBE, OOMKHOBEHO MoraT Ja ce OTHecaT U KbM
pa3TBOPUTE/TIO-CUITHUTE MPOAYKTH, TIOTYyYEHH OT TAX. AKO, MOpaau CTEIEHTa Ha pa3TBapsHE, HE B
BB3MOXKXHO Ja CC€ IMPOBCAC I/I[[GHTI/I(l)I/IKaHI/ISI WM a”HaJIu3 Ha aKTUBHOTO BCIICCTBO, TOraBa Morart aa

ce B3eMar MpeABH/I JaHHUTE 33 CTAOMIIHOCTTA 110 OTHOIICHHE Ha (apMareBTHIHaTa hopma.

Yact 3

Pasmopen6ute Ha uacT 3 ce mpuiaraT 3a ONpPOCTeHATa WpPOIEAypa IO pErucTpamus Ha
XOMEOIATUYHUTE BETEPUHAPHU JICKAPCTBEHU MPOJYKTH, MOCOYeHW B uieH 17, maparpad 1 ot
HacTofIlaTa JAUPEKTUBA ChC CleHATa cnenudukanus, 0e3 Ja ce HaKbpHABAT pa3NopenduTe Ha
Pernament (EMO) Ne 2377/90 oTHOCHO BemiecTBaTa, BIW3AIlM B ChCTaBa Ha XOMEOTATHYHHUTE
IIOKOBE, MPEJHA3HAUYCHHU 3a TMpUJIaraHe BbpPXY *XKUBOTMHCKH BHUJOBE, OT KOMTO CE€ MPOU3BEXKIA

XpaHa.

Jluncara Ha xakBaTO U Ja Ouio uHopmalus TpsOBa 1a Obae 000CHOBaHA; Taka HampuMmep TpsaOBa
na ce 000CHOBAT MPUYMHUTE, MOPAIM KOUTO NMPHEMIIMBO HUBO Ha 0€30MAaCHOCT MOXe aa Obie

MMOAKPCIICHO, BBIIPCKHU JIMIICATA HAa HAKOU U3CJICABAHU.
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HPHUJIOKEHUE 111

Cnucvk na 3a0v1xcenuama, nocouenu 6 4aen 136, napazpag 1

(1) 3a0vHCeHUCM 0, KAMO 3aA6Umell, 3a NPe0oCmagsane Ha moYHa UHopmayus u

O0OKyMeHmauyus, KAKmo e noco4eHo ¢ uien 6, napazpagh 4;

2) 3a0bHCEHUCM O 3a NPEOOCMABAHE 6 3aA6/1eHUe, NO0A0EHO 8 Cbomeencmaue ¢ uieH 62,

Ha 0aHHume, nocoYyeHu 6 napazpag 2, oykea 6) om couiusa 4ieH;

3) 3a0bCEHUECMO 30 CRA36aHE HA YC106UAMA, NOCOUEHU 6 unenoge 23 u 25;

(4) 3a0bIMHCCHUCMO 30 CNA36aAHE HA yciaosuama, 6KJII04€HU 6 paA3peienuemo 3a muvpecosus ¢

6éemepuHapHu 1eKapcmeenus npooyKn, KAKmo e nocoyeno 6 uiern 36, napazpag 1;

5) 3A0b1)HCEHUEMO 3A 6BEHCOAHE HA 6CUUKU HEOOXO00UMU NPOMEHU 8 YC/I06UAMA HA
paspewieHuemo 3a muvp2oeusl, 3a 0a ce g3emam nPeodsud HAyYHO-mexHu4ecKume
00CMUIICEHUA U 30 0 MOIHCE 6eMEPUHAPHU JIEKAPCMEEHUAM NPOOYKM 0a 0bOe
npOU36€HCOAH U NPOBEPABAH C NOMOWIMA HA OOUONPUEmMUmMeE HAYYHU MEM 00U, KAKNO

e npedsuoeno 6 unen 58, napazpagh 3;

(6) 3a0bJCeHUEemMO 3a AKMYANU3UPane Ha KPAmKama XapaKmepucmuka Ha npooyKkma,
JUCMOGKAMA U eMmUKema ¢ 02710 HaA HACMOAWUME HAYYHU NOZHAHUA, KAKMO e

npeosuoeno 6 unen 58, napazpadgh 4;
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(7) 3a0vbCEHUCMO 3a 6RUCEAHE 6 Da3zama OAHHU 3a NPOOYKmMume Ha oamume, Ha KOUo
paspeuwienume eemepuHapHu 1eKapcmeeHu npoOyKmu ca nyCHamu Ha na3apa, KaKmo u
Ha UHOpMayUAmMA 3a HATUYHOCHMA HA 6CEKU 6eMEPUHAPHU J1eKAPCMEEHU NPOOYKM
618 6CAKA CLOMBEMHA 0bPIHCABA YIEHKA, U KAKMO € RPUTIONHCUMO, damume Ha
NPeKpamsa6aHemo Ha Oeicmeuemo uiu OMmMeHAHemo Ha CLOMeEeMHUMe Pa3peuteHus
3a mvp2o6us, KAKMO U OAHHUNE OMHOCHO 00ema Ha npooaxcoume Ha NPOOyKma,

KaKmo e npeogudenHo cbomeemnuo 6 unen 58, napazpagu 6 u napazpagh 11;

(8) 3a0bJICCHUCMO 34 npedcmas;me 6 onpe()eﬂeH CPOK nO UCKAHE HA KOMnemeHmeH Op2an
uiu AZ@Hlﬂlﬂma Ha écCU4KuU 0aHHu, Koumo couam, ue CoomHouienuemo

MeofCOynomama U pucka ocmaea noJjiorycumeslHo, KaAKkmo e npedaudeno 6 UJ1eH 58,

napazpagh 9;

9) 3A0bHCEHUCM O 30 NPEOOCMABAHE HA 6CAKA HOBONOABUNA C€ UHPoOpMauus, KOAmMo
Modice 0a cv30aoe HeoOX00UMOCH O GHACAHEMO HA RPOMEHU 6 YC108UAMA HA
paspeuteHuemo 3a mvp2osust, UHGOPMUPaHe 3a 6CAKA 3a0paAHA UNU 0ZPAHUYECHUE,
HA10J1CEHU OM KOMNEMeHMHUMe OP2AHU HA HAKOA OM ObpHCcaAGUme Y1eHKU, 8 KOANO
ce mup2ysa éemepuHapHu 1eKapcmeeHusm npooyKm, uiu npedocmassane Ha 6CAKAKEa
UHGoOpmayus, Koamo modxce 0a OKad ce eIUAHUE 8bPXY OUCHKAMA HA NOA3AMA U PUCKA

om npooyKma, KaKkmo e npeodeudeHo 6 unen 58, napazpag 10;

(10) 3a0b1)CeHUEmO 3a NYCKAHe HA 6eMEePUHAPHU J1IEKAPCMEEeHUs NPOOYKm HA na3apa 6
CbOmeemcmeue CoC CoObPHCAHUEMO HA KPAMKAMA XapaKmepucmuKka Ha npooyKkma u

emuxKkema u jqjucmoeKkama, KAKmo ca noCo4ernu 6 paspeuieHuemo 3a movspecoeus,
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(11)

(12)

(13)

(14)

(15)

(16)

3A0DNCCHUEMO 30 3ANUCEAHE U Cboﬁmaeane Ha npe()nwzazaemume Heﬁﬂazonpuﬂmﬂu
peakuuu, npuduHeHu om 6emepuHapHu JieKkapcmeernu npodyxmu, 6 coomeemcmeue C

unen 76, napazpagh 2;

3a0b1XCEHUEMO 3d CHOUPAHe HA CheyUaIHU OAGHHU OMHOCHO (hapmakonozuunama
00umennocm ¢ 0OnvIHEHUe KbM OaGHHUMmMe, u3zopoenu 6 uien 73, napazpagh 2, u 3a
npoeedcoane Ha U3C1e06aAHUA 3a HADIIOOEHUE C/1e0 NYCKAHEemo Ha na3apa 6

cvomeemcmeue c unen 76, napazpag 3;

3a0b1HCEHUEMO 0a ce 2apaAHMUpa, 4e CbOOueHUAMA 3a 00UeCMEEeHOCIMa 6b6 6Pb3KA
¢ uHghopmayus OMHOCHO nPodIeMume Ha apmakonocuyHama 60umenHocm ce
npeocmaesam 00EKMUGHO U He Ca NO0GeHcOaui, KAKMo u 0a ce yeeoomasa Azenyuama

3a max, KaKmo e npeosudeno 6 unen 77, napazpagh 11;

3a0bJICCHUCMO 34 npujiazane Ha cucmema 3a ([)apmakwlozulma Ooumennocm 3a
U3NBIAHEHUemo Ha 3aoauume no ¢apMﬂKOJl02u‘lHa 60umeJ1Hocm, BKJlII0UUumeJino
noddbpofcanemo Ha OCHOB6HA 00Kymeumauu;l Ha cucmemama 3a ([)apmakwwzuqna

O0umennocm 6 coomeemcmeue c Wiern 77;

3a0bHCEHUCM O 34 NPeOCMagsaHe No UCKAHe Ha A2eHYuAma Ha KOnue oM OCHOGHAmMA
OOKYMeHmayus Ha CUCmeMama 3a hapmaxkoaocuina 60umeanocm, KaKkmo e

npedsudeno 6 unen 79, napazpagh 6;

3a0b1MHCEHUEMO 3 U36BPUIBAHE HA NPOUeOYypama 3a 00padomeane Ha CUCHAIU U
enuceane Ha pe3yimamume U nOCAE0CMEUAMA Om ma3u nPoOUeoypa 6 CbOMmeenicmeue
c unen 81, napazpagpu 1 u 2;(17) 3a0baMHCEHUCMO 34 NPedoCcmasane Ha Azenyuama
Ha yanama HAIUYHA UHGOpMayus, cevp3ana c nozosasane na unmepeca na Cviosa,

Kakmo e nocoueno 6 unen 82, napazpag 3.
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HPUJIOXKXEHUE 1V

TABJINIIA HA CBOTBETCTBHUETO

Hupextusa 2001/82/EO

Hacrosmusar pernamest

Yien 1

Ynen 4

Unen 2, maparpad 1
Unen 2, nmaparpad 2

Uinen 2, maparpad 3

Unen 2, maparpad 1
Unen 3

Unen 2, maparpadu 2, 3 u 4

Yien 3

Unen 2, naparpad 4

Uinen 4, maparpad 2

Usnen 5, maparpad 6

Ynen 5

Ynen 5

Unen 5, maparpad 1, BTOopo
U3pEUYCHHE

Unen 38, maparpad 3

Unen 5, maparpad 2

Unen 58, maparpad 1

Unen 6, naparpad ul u 2

Unen 8, naparpad 3

Unen 6, maparpad 3

Unen 8, maparpad 4

Unen 7 Unen 116

Usnen 8 Unen 116

Unen 8, TpeTo uzpedyeHue

Unen 9 Usen 9

Unen 10 Unen 112

Unen 11 Unenose 113,114 u 115
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Yien 12

Ynen 8

Unen 13, maparpad 1
Uinen 13, maparpad 2
Unen 13, maparpadu 3 u 4

Unen 13, maparpad 5

Usen 18
Usnen 4, maparpadu 8 u 9
Uien 19

Ynenose 38, 39 u 40

Uinen 13, maparpad 6 Unen 41

Usnen 13a Unen 22

Unen 136 Unen 20

Uinen 138 Unen 21

Uinen 14 Uinen 35

Uinen 16 Unen 85

Unen 17 Unen 86

Uinen 18 Unen 87

Uinen 19 Unen 85

Unen 20 Unen 85

Unen 21, maparpad 1 Unen 47

Unen 21, maparpad 2 Unen 46

Unen 22 Urnen 48

Unen 23 Unenose 28 u 29

Unen 24 Uien 30

Unen 25 Unen 33

Unen 26, maparpad 3 Usnen 25 u 26

Unen 27 Uien 58
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Unen 27a Unen 58, maparpad 6
Unen 276 Ynen 60

Uien 28 Usen 5, maparpad 2
Usnen 30 Unen 37

Uinen 31 Unen 142 n 143
Uinen 32 Unenose 49 u 52
Unen 33 Unen 54

Uinen 35 Unen 82

Unen 36 Unen 83

Unen 37 Uinen 84

Unen 38 Unen 84

Uinen 39 Uien 60

Uinen 40 Unen 129

Unen 44 Unen 88

Unen 45 Usnen 89

Unen 46 Uien 90

Unen 47 Uinen 90

Unen 48 Unen 92

Unen 50 Unen 93 u 96

Uinen 50a Unen 95

Unen 51 Unen 89

Unen 52 Unen 97

Unen 53 Unen 97
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Uinen 55 Uinen 97

Usnen 56 Unen 97

Ymen 58 Ynenose 10, 11
Uinen 59 Unen 12

Uien 60 Unen 11, maparpad 4
Uien 61 Uien 14

Uinen 64 Uien 16

Uinen 65 Unenose 99 u 100
Usnen 66 Unen 103

Uinen 67 Uinen 34

Unen 68 Unen 103

Uinen 69 Uinen 108

Unen 70 Unen 111

Unen 71 Uinen 110

Unen 72 Unen 73

Unen 73 Unen 73 u 74

Unen 74 Urnen 78

Unen 75 Uien 77

Unen 76 Unen 79

Unewn 78, maparpad 2 Unen 130

Uinen 80 Unen 123

Unen 81 Unen 127

Unen 83 Unen 129 u 130
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Yinen 84

YUnen 134

Unen 85, maparpacdu 1 u 2

Ynen 133

Uinen 85, maparpad 3

Unenose 119 u 120

Unen 87 Unen 79, maparpad 2

Uien 88 Uinen 146

Uinen 89 Unen 145

Usnen 90 Unen 137

Uinen 93 Uinen 98

Unen 95 Unen 9, maparpad 2

Uinen 95a Unen 117
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