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PEIJIAMEHT (EC) 2018/...
HA EBPOINEVICKHAS MAPJJAMEHT U HA CHBETA

oT ...

OTHOCHO BeTePUHAPHUTE JIEKAPCTBEHH MPOIYKTH

U 3a oTMsiHA Ha {upexTusa 2001/82/EO

(Texcr ot 3Hauenue 3a EMO)

EBPOITEMCKUAT ITAPJJAMEHT U ChbBETHT HA EBPOIIEMCKMSA CBIO3,

KaToO B3CXa IMPCABHUI HOFOBOpa 3a Q)YHKHI/IOHI/IpaHeTO Ha EBpOHCﬁCKHH CBIO3, U IIO-CIICIHAJIHO YJICH

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

KaTo B3€Xa MpeABUJ NPEMIOKEHUETO HAa EBponelickaTa KOMUCHs,

cieJl peAaBaHe Ha IPOEKTa Ha 3aKOHOAATEIIHUS aKT Ha HAIMOHAJIHUTE MapJIaMEHTH,

KaTo B3eXa IPeBU/I CTAHOBUIIETO Ha EBpOIEcKis MKOHOMUYECKH U COIMAIEH KOMUTET!,
cnen koHcynrauusa ¢ Komurera Ha pernoHuTe,

B CHOTBETCTBUE ¢ OOMKHOBEHATA 3aKOHO/IATENHA TIPOLIEypaZ,

1 OB C 242,23.7.2015 r., ctp. 54.

2 [To3umms Ha EBpornetickus mapaameHT oT 25 oktomBpu 2018 T. (Bce ore HenmyOIMKyBaHa B
Odunuanen BeCTHUK) U pemieHue Ha CbBeTa OT ... .
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KaTo uMart npcaBun, 4c:

(1

2)

3)

C Mupextusa 2001/82/EO na Esponeiickus napiament u Ha Coera! u Pernament (EO)
Ne 726/2004 na EBponeiickus napnament u Ha ChBeTa? 6e ch3aieHa peryaaTopHara
pamka Ha Chbr03a OTHOCHO ITyCKaHETO Ha Ma3apa, IPOU3BOJCTBOTO, BHOCA, U3HOCA,
JOCTaBKaTa, pa3pOCTPaHEHUETO, (hapMaKOIOrHYHaTa OJUTETHOCT, KOHTPOJIA U

ynotpebaTa Ha BEeTEpUHAPHH JIEKAPCTBEHU MPOIYKTH.

[IpenBun onurta u u3BbpuIeHaTa oT Komucusra oreHka Ha pyHKIIMOHUPAHETO Ha
BBTPEILIHUS N1a3ap Ha BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH ypekaaliara ' mpaBHa
ypenOa cnesBa aa Ob/ie MpUBeIeHa B ChOTBETCTBHE C HAYYHUTE JOCTIIKEHHUS, ChC
CBHBPEMEHHUTE Ma3apHH yCIOBUSA U C aKTyaJTHaTa MKOHOMHYECKa 00CTaHOBKA, KaTo B
CBILIOTO BpEeMeE MPOIBJKABA J1a C€ OCUTYPsIBa BUCOKO PaBHUIIIE Ha 3all[UTa HA 3[[paBeTO Ha
KUBOTHHUTE, HA XyMaHHOTO OTHOIICHHE KbM )KHBOTHUTE U Ha OKOJIHATA CPE/ia U Ce OrMa3Ba

00IIECTBEHOTO 3J/IpaBe.

Perynaropnara pamka Ha BETepUHApPHUTE JIEKAPCTBEHU MPOAYKTH CJIEJBA 1a OTYUTA
noTpeOHOCTUTE HA (PapMAIIeBTUYHUTE MPEANIPUATHS 32 BETCPHHAPHU IPOJIYKTH U HA
THProBUsITA C BETEPUHAPHU JIeKapCcTBEHU MpoAyKTU B Chro3a. T4 cienBa ChIlo Taka Jia €
ChOOpa3eHa ¢ OCHOBHUTE IICJIM HA TMOJMTHKATA, TOCOYCHH B ChoOIIeHneTo Ha KoMucusita
ot 3 mapt 2010 r., o3armaBeno ,,EBpona 2020 — CrpaTerus 3a UHTEIUTEHTEH, YCTOWYUB U

MpUOOIIaBaIll PacTex" .

Hupextusa 2001/82/EO na EBporneiickust mapnament u Ha CpBeta oT 6 HoemBpH 2001 T.
OTHOCHO Kojiekca Ha OOIIHOCTTa 3a BeTepuHapHuUTE JiekapcTBeHu npoayktu (OB L 311,
28.11.2001 r., cTp. 1).

Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeta oT 31 mapt 2004 r.
3a ycTaHOBsIBaHE Ha mpoleypy Ha OOLIHOCTTa 3a pa3peliaBaHe U KOHTPOJI Ha JIEKAPCTBEHU
MPOJYKTH 3a XyMaHHAa U BeTepruHapHa ynorpe0a u 3a cb3aBaHe Ha EBponeiicka arenuus mno
nekapcrBara (OB L 136, 30.4.2004 r., cTp. 1).
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OnuThT 1MOKa3Ba, ye 10 OTHOIICHUE HA JIEKAPCTBEHUTE MPOJYKTH MOTPEOHOCTUTE HA
BETEPUHAPHUS CEKTOP CE Pa3jInyaBaT ChUIECTBEHO OT HOTPEOHOCTUTE HA CEKTOpA 3a
JIeKapCTBEHH MPOIYKTH 3a XyMaHHa yrnorpeOa. [To-ciertmanto pasznuyau Gpakropu
00yCIaBsAT MHBECTUIIMUTE Ha Ma3apUTe HA JIGKAPCTBEHU MPOJIYKTH 32 XyMaHHAYNoTpeOa u
Ha Ma3apuTe Ha BETEPUHAPHU JIGKAPCTBEHU MPOIYKTH. BeTepuHApHUAT CEKTOp HAIpHMeEp
paboTH ¢ MHOTO U Pa3HOOOPA3HU )KUBOTHHCKU BUIOBE, a TOBA ()parMEHTUPA Na3apa U
M3UCKBA CEPUO3HU MHBECTHUIIHH, 32 J]a MOXKE Pa3pPEIICHUETO 32 BETCPHHAPHUTE
JIEKapCTBEHH MPOIYKTH, CHIECTBYBAIIIHN 32 €IMH )KUBOTUHCKH BUJ, J1a 00XBaHE U
yroTpebara My 3a Ipyr KHUBOTHHCKH BHJ. OCBEH TOBA JIOTHUKATA MIPU MEXaHU3MUTE 32
[IECHOOOpa3yBaHe BbB BETCPUHAPHUS CEKTOP € HAITBJIHO pa3iauyHa. Beneacrsue Ha ToBa
[ICHUTE Ha BETEPUHAPHUTE JICKAPCTBEHU MPOJYKTH OOMKHOBEHO Ca 3HAUYUTEIHO IO-HUCKH
OT LIEHUTE Ha JIEKapCTBEHUTE MPOAYKTHU 3a XyMaHHa yrnorpeba. Berepunapnara
(dapMarieBTHYHA MPOMUIIIJICHOCT UMa HUIIOKEH /i1 B CPaBHEHHUE C (hapMaleBTHYHOTO
IIPOMU3BOACTBO Ha JIEKAPCTBEHU IMPOIYKTH 3a XyMaHHa ynorpeba. Ilopaau ToBa e
1enech00pa3Ho Ja ce U3rOTBH PEryjiaTopHa paMKa, CboOpa3eHa ChC CreUPUYHHUTE
0COOCHOCTH Ha BETEPUHAPHHS CEKTOP, KOSTO HE MOXKE J1a C€ pa3riIekaa KaTo MOJIEI 3a

razapa Ha J€KapCTBEHHU IIPOJYKTH 3a XyMaHHa yrnoTpeoa.

HacrosmusT persiiaMeHT uma 3a 11ell 1a ¢ HamaJld aIMMHHUCTpaTUBHATA TEXECT, 1a ce
moA00pu GYHKIIMOHUPAHETO HAa BHTPEIIHUS T1a3ap U Ja C€ OCUTYPH MO-100p0 HATUYHE HA
BETEPUHAPHU JIEKAPCTBEHHU MPOJIYKTH, KaTO CHIIEBPEMEHHO CE FapaHTHpa ONTUMAIHA

3aluTa Ha O6H.I€CTBCHOTO 3ApAaBC U 3APABCTO HA ) KUBOTHUTEC, KAKTOU HA OKOJIHATA Cpca.
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(6) WnenTudukanusra Ha ONaKOBKUTE Ha BETEPUHAPHU JIEKAPCTBEHHU MPOIYKTH Upe3
UACHTU(UKAIIMOHHH KOJOBE € OOMYaiiHa MPaKTHKa B HAKOJIKO AbPKaBU WieHKU. Te3n
I'bP>KaBU YJIEHKH ca pa3paOOTUIM HHTETPUPAHU €JIEKTPOHHHU CUCTEMHU Ha HAI[MOHAIHO
paBHMILE 3a IPABUIHOTO (PYHKIIMOHUPAHE HA T€3U KOAOBE, CBbP3aHU C HALIMOHAIHUTE
0a3u JaHHU. BBBEe)KAaHeTo Ha XapMOHM3HUpaHa cucteMa 3a nenus Cpio3 He € 0110
MOJTO’KEHO HA HUKAKBA OICHKA [0 OTHOIIEHUE HA PAa3X0JUTe U aIMHUHUCTPATUBHHUTE
nocaenuy. BMecTo ToBagbpikaBUTe WICHKHU ClIeIBA J]a UMAT Bb3MOXKHOCT J1a pellaBaT Ha
HaIMOHAJIHO PABHHUILIE [y J1a IPUEMAT WM HE CUCTEMA 3a UJICHTU(DUKALIMOHHHU KOJIOBE,
KOSITO 1a ObJe Jo0aBeHa KbM HH(OpMaIUATa BbPXY BHHIITHATA OMTAaKOBKA HA

BETEPUHAPHUTE JICKAPCTBEHU IIPOIYKTH.

(7) OcBeH TOBa CHILECTBYBAIIUTE CUCTEMH 32 UICHTU(DUKALMOHHHU KOJIOBE, KOUTO
MOHACTOSIIEM C€ M3I0JI3BAT Ha HAIMOHATTHO PaBHUIIIE, CE PAa3IN4aBaT MOMEXKIY CH U HsIMa
crarnapteH popmar. CieBa a ce MpeaBUAN Bh3MOXKHOCT 3a pa3pabOTBaHEe Ha
XapMOHU3UPAH UICHTH(PHUKAITMOHEH KO/, OTHOCHO KoiTo KoMucusiTa cieaBa j1a mpueMe
eauHHU npaBuia. [IpueMaHeTo HapaBuiIa OTHOCHO TaKbB UACHTU(UKAIITMOHHEH KO OT
KomucusTa He Ou rmonpeunst Ha JbpXKaBUTE WICHKH Ja U30epaT Jaiu J1a U3T0JI3BaT TO3H

UICHTH()UKAITMOHEH KO/,
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(10)

(11)

BrIpexu MepkuTe, KOUTO 3eMEISIICKITE CTOIIAHU U IPYTU CTOMAHCKU CyOeKTH ca
3aJIbJKEHU /12 B3€MAT Bb3 OCHOBA Ha IIPaBUJIa, IPUETH Ha paBHUILETO Ha Cplo3a, 110
OTHOIIICHHE Ha 37]PaBETO Ha OTIIICKIAHUTE KUBOTHU, JOOPOTO OTIIICKIaHE Ha
KUBOTHUTE, 100paTa Xuruena, Gypaxure, ynpaBieHHUETO U OMOJIOTHYHATa CUTYPHOCT,
KUBOTHHUTE MOTAT Jla CTPaJar OT peauiia 00JIECTH, KOUTO MOXKE JIa CE MPEIOTBPATIBAT UITH
JIEKYBAT C BETEPUHAPHU JICKAPCTBEHHU MPOAYKTH KaKTO 3apaju 31paBETO HA KUBOTHUTE,
TakKa U 3apajii XyMaHHOTO OTHOIIIEHHE KbM TsX. bosecTuTe no )XKMBOTHUTE U
HeoOXoIMMUTE MEpKHU 3a 6opba ¢ TAX Morar Jja UMat KatacTpodaiHH MMOCIETUIH 32
OTJICTTHUTE KUBOTHH, 32 1IEJIM MOIYJIAlNH, 32 >)KUBOTHOBBJIUTE U 32 UKOHOMHKATA. boiectu
10 )KUBOTHHUTE, KOUTO CE€ MPe/iaBaT Ha XOpaTa, MOXKE Jla UMaT U CEPUO3HO OTPaKEHHUE
BBPXY 0o01ecTBeHOTO 3apase. C ornea Ha ToBa B Chro3a Clie[[Ba 1a C€ OCUTYPST
JOCTAaThUHU KOJIMYECTBA €PUKACHU BETEPUHAPHU JIEKAPCTBEHU MIPOJIYKTH, 32 J]a MOXKE J1a
Ce TapaHTHpaT BUCOKU CTAHJAPTH Ha OOIIECTBEHOTO 3/IpaBE U 3/IPABETO HA )KUBOTHUTE,

KaKTO U 3a pa3BUTUC HA CCIICKOTO CTOIMMAHCTBO U CCKTOPA HAa aKBAKYJITYPHUTC.

C HacToAIIuUs PETJIAMEHT CJIe/[Ba /1a C€ YCTaHOBST BUCOKH CTaHIApTH 32 KAYECTBOTO,
0e30MmacHOCTTa U €pUKACHOCTTA HA BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH B OTTOBOP Ha
LIMPOKO U3PA3EHHU OIACEHMsI OTHOCHO 3alllUTaTa Ha OOILECTBEHOTO 3ApaBe U 3IpaBETO Ha
YKUBOTHHUTE, KAKTO M HA OKOJIHATA cpea. B chIloTo BpeMe ¢ HacTOSIUS PETrJlaMeHT
ClIeJIBa J1a c€ XapMOHM3UPAT IpaBUiIaTa 3a pa3pellaBaHe Ha BETEPUHAPHUTE JIEKapCTBEHU

IMPOAYKTH U 34 MYCKAHCTO UM Ha I1a3apa B Cnblo3a.

Hacrosmusar pernaMeHT He ciieliBa J1a ce IIpuiara 3a BETepUHAPHU JICKapCTBEHU
MIPOIYKTH, KOUTO HE Ca MPEMHUHAIIN ITPE3 MMPOMMUIIUIEH IIPOIIEC, KATO HAIIpUMED

HenpepaboTeHa KPbB.

HpOTI/IBOHapaSI/ITHI/ITe CpeAcCTBa BKIIHOYUBAT U BEIIECCTBA, KOUTO JIEHCTBAT KaTo PCIICIICHT,

KOHUTO CC IIpeJjiarar 3a yHOTpe6a KaTO BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH.
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(12) K®M MoMeHTa HsIMa TOCTaThYHO WHGOPMAIUS OTHOCHO TPATUIIMOHHUTE PACTUTEIHA
MPOYKTH, U3MOJ3BAHU 32 JICUCHHUE HA KUBOTHH, 3a JIa CE TIO3BOJIM Ch3aBaHETO Ha
onpocteHa cuctema. CinegoBareniHo Komucusita ciensa ga pasriea Bb3MOKHOCTTA 3a
BBBEXK/IaHE Ha TaKaBa OMPOCTEHA CUCTEMa Bb3 OCHOBA Ha MH(GOPMAITUATA, IPEIOCTaBsIHA

OT AbPKABUTC YICHKHU, OTHOCHO MU3MOJ3BAHCTO HA TaAKHMBA NPOAYKTHU HaA TAXHA TCPUTOPHUA.

(13) Hacrosmusar pernameHT ce npuiiara 1o OTHOILICHWE Ha BETEPUHAPHUTE JICKAPCTBEHU
MPOAYKTH, BKITFOYUTEITHO TaKUBa MPOAYKTH, KouTo B Jlupextura 2001/82/EO ca mocoyeHn
Karo ,,[IPEMUKCU* U KOMTO B HACTOAIIMS PETJIaMEHT Ce CUUTAT 3a hapMalieBTUYHa opma
Ha BETEPHHAPEH JIEKAPCTBEH NPOAYKT, JOKATO TE3U MPOIYKTH HE OBbaT BKIIOUEHH B
MEINKaMEHTO3HH (ypasku WIIM MEXAUHHU MPOyKTH, ciiex koeto Permament (EC) 2018/...
na Esponeiickus napiaament u Ha ChBeralt ce mpuiara 10 U3KIKOYBAHETO HA HACTOALIMSA

pETJIaMEeHT.

Pernament (EC) 2018/... na EBponelickus napiameHT U Ha CbBeTa OT... OTHOCHO
MIPOU3BOJICTBOTO, MyCKaHETO Ha Ma3zapa u ynorpebdaTa Ha MEJMKaMEHTO3HH (ypaxu, 3a
n3menenue Ha Pernament (EO) Ne 183/2005 na EBpomneiickus napiameHT u Ha CbBeTa U 3a
otmsHa Ha J{upextua 90/167/EVO na CeBera (OB L ...).

OB: mous1, BBBE/IETE B TEKCTAa HOMEpPA, a B OeJIe)KKaTa IMo/1 JIMHUS — HOMEepa, AaraTa u
JaHHUTE 3a myOnukanusaTa Ha fokymeHnTa B COD 2014/0255.
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(14) 3a J1a ce rapaHTupa NpaBUIHOTO MPUIJIaraHe ¥ MIPaBUJIHOTO JO3UPAHE HA HAKOU
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH, KOUTO TPAOBA J1a c€ AaBaT Ha KUBOTHUTE MPE3
ycraTta BbB (Dypaku WM BOJIA 3a MEHE, 0COOEHO MPH JIeUeHHE Ha IPYIH KUBOTHH, TAKOBA
IpUjaraHe cjiejBa Jia ce omuile noJpodHo B MHpopmanusTa 3a npoaykra. Ciensa na
OBJaT NPeJOCTaBeHN JONBIHUTEIHA HHCTPYKLIMH 32 IIOYUCTBAHE HA 000PYIBaHETO,
M3II0JI3BAHO 3a MPUJIAraHeTo Ha TE€3H MPOIYKTH, 3a Jia c€ U304rBa KPbCTOCAHOTO
3aMBbpCSABAHE U 3a 1a C€ HaMaJld aHTUMUKpOOHaTa peaucteHTHocT. C 1en 1a ce nogoopu
eexTHBHATa M Oe30MacHa ynoTpeda Ha BEeTEpUHAPHUTE JIEKAPCTBEHU MPOIYKTH,
pa3pelIeHy U MPeIMUCBaHU 3a IpUIaraHe npe3 ycraTa 1o HaYWHU, Pa3IndHA OT
ynotpebara uMm noj popmara Ha MEIMKaMEHTO3HU (ypaku, KaTo HallpUMep CMECBaHE Ha
BOJIa 3a MIMEHE C BETEPUHAPHU JIEKAPCTBEHU MPOIYKTU I PbYHO CMECBaHE Ha
BETEpUHApPHU JIEKaPCTBEHH NMPOAYKTH C (hypaxka, KOMTO ce 1aBa OT )KUBOTHOBB/1a Ha
KUBOTHH, OTTJICKIAHH 3a TPOU3BOICTBO HA XpaHu, KoMucusTa, korato € Heo0X0auMo,
clie/iBa Jia IpreMa Jielierupanu akrose. Komucusra cieiBa ga B3emMa o] BHUMaHUE
Hay4YHMTE Npenopbku Ha EBponeiickara areHius o gekapcrBaTa, Cb3iazeHa ¢ Pernament
(EO) Ne 726/2004, (,,AreHiusaTa‘), HampuMep 1o OTHOIIEHHE Ha MEPKUTE 3a CBEXIIAHE J10
MUHHMYM Ha TPEI03UPAHETO WIH HEOCTaThUHOTO JJO3MPAHE, HEBOJIHOTO MpUIIaraHe
BBPXY BUJIOBE )KUBOTHH, 32 KOUTO HE € IPEAHAa3HAYCH NPOAYKTHT, PUCKA OT KPBCTOCAHO

3aMBbPCABAHC U Pa3IPOCTPAHCHUETO HA TE3U MMPOAYKTH B OKOJIHATA Cpeaa.

(15) C nen na ce XxapMOHU3Upa BETPEIIHUSAT NIa3ap Ha BETEPUHAPHUTE JIEKAPCTBEHU MTPOYKTH
B Cb1032a U J1a ce OCUTYPST MO-I00pHU YCIIOBHS 32 CBOOOHOTO UM JBM)KEHHE CIIE/Ba J1a ce
YCTaHOBSIT IIPaBUJIa OTHOCHO MPOLIEAYPUTE 3a pa3pelllaBaHe Ha Te€3U IMPOAYKTH, Taka ue J1a
ce o0e3neyar eIHaKBU yCIOBHUS 3a Pa3IIEkKIaHETO HA BCUUKH 3asBJICHHS U IIPO3padyHa

ypez[6a 3a BCUYKHU 3aMHTCPECOBAHU CTPAHU.

PE-CONS 45/18 RDY/rb 7
LIFE.2.B BG



(16)

(17)

(18)

(19)

OGXBaT"bT Ha 3aIbJDKUTCIIHOTO U3IMOJI3BAHC HA ICHTpAJIU3HpaHaTa Mpoucaypa 3a u3JiaBaHe
Ha pa3pelieHue, Mpy KOIATO pa3pelleHusITa ca BAIMIHN Ha Lsuiata Teputopus Ha Cbro3a,
clie[iBa J1a BKJIIOUBA, iner alia, MpOAYKTH, ChBbPKAIIM HOBU aKTUBHU BEIIECTBA, KAKTO U
MIPOJYKTH, MOJIYYEHHU Ype3 ThKaHHO UJIH KJIETHhYHO MHKEHEPCTBO, BKIIOUUTEITHO
BETEpUHAPHU JICKAPCTBEHU MPOJIYKTH 32 HOBATOPCKU METOAM Ha JICYEHUE, C U3KIIIOUCHHE
Ha KPbBHU CbCTABKH, KaTO I1JIa3Ma, TpOM6OI_[I/ITHI/I KOHICHTPATHU WJIN YCPBCHU KPbBHHU
kieTkd. ChIIeBpeMEHHO ¢ 11l Jja ce 00e31eur Bb3MOKHO HAal-TOJISIMO HAJIMYKe Ha
BETEpPUHAPHU JIEKAPCTBEHU NPOAYKTH B CbI03a, JOCTHII'BT HA MAJIIKUTE U CPETHUTE
npennpustas (MCII) no neHTpanu3upanara nporeaypa ciensa aa Obae yIecHsBaH 4pe3
BCHUYKHU MOJIXO/AIIM CPEICTBA U U3II0JI3BAHETO HA Ta3H MIPOLEAypa CIeiBa CE pa3LInpH,
TakKa 4e 1o Hes Jia MoraT Jia Ce MoJaBaT 3asBJICHHs 32 BCSIKaKBU BETEpPUHAPHU JIEKApPCTBEHU
MPOJYKTH, B TOBA YUCJIO 32 TEHEPUYHU MTPOJAYKTHU HA BETEPUHAPHU JIEKAPCTBEHH

MIPOJYKTH, 32 KOUTO € IIPEIOCTABEHO pa3pelIeHHE 110 HAllMOHAIIHA IPOLEAypa.

3amMsaHaTa UiIu I[O63.B$IHGTO Ha HOB aHTUI'CH WUJIM HAa HOB IIaM IIpH BCUC paspClICHA
HUMYHOJIOTUYHH BCTCPHUHAPHU JICKAPCTBCHU IPOAYKTH, KATO HAIIPUMEDP CPCINY I/IH(I)JIyeHLIa
110 OTHOUTEC, CMH C3UK, IIall UJIN I/IH(bJ'IyeHI_Ia IIO KOHCTEC, HC CJICZBA 1a CC pa3rjICKIaT KaTo

I[06aB$IH€ Ha HOBO aKTHBHO BCIICCTBO.

Hanuonannata mpornenypa 3a paspeliaBaHe Ha BETepUHAPHU JIEKAPCTBEHU NPOTYKTH
clle/iBa Jja ce 3amasy ¢ OIJIe]] Ha Pa3IMYHUTE HYKAU B PA3JIMYHU Teorpad)Cku 30HU Ha
Cn1o3a u ¢ orneq Ha ctonadckara crnenuguka Ha MCII. CrnenBa na ce rapanTtupa, ue

pas3pelIeHns 3a ThProBysl, IPEJOCTABeHU B €/1HA IbprKaBa WIEHKa, ce IPU3HaBaT B

OCTAHAJIMTEC AbPKaBU YJICHKH.

C 1en ga ce moanoMorHar 3asButenute u mno-crenuanio MCII ga u3nbiaHaT U3UCKBaHUATA
Ha HACTOSIIHS periaMeHT, IbPKAaBUTE UWICHKH CIIeBa J1a JaBaT KOHCYNITAIlMU Ha
3asiBUTENUTE . Te31 KOHCYJITAIMK ciie/iBa Ja ObAaT JaBaHU B JIOMBIHEHUE KbM
JIOKYMEHTAITUATA C OTIEPaTHUBHU HACOKHU M OCTaHajaTa HHGOpPMAIIUs U ChICHCTBHE, KOUTO

AreHnusTa npejjara.
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(22)

(23)

3a Ja Ccc n30erae HCHYXHA aIMUHHUCTPATHBHA U q)HHaHCOBa TCXKECT 3a 3a4BUTCIINTC U 3a
KOMIICTCHTHUTC OpraHu, IIbJIHA U 3a;[1>n60qua OILICHKA Ha 3asBJICHUCTO 3a pa3pClIaBaHC
Ha JaJA€H BETCPUHAPCH JICKAPCTBCH IIPOAYKT CJI€ABA J1a CC IIpaBU CaMO BEIHBIXK. Hopazu/l
TOBa € HGJ’IGC’LO6p33HO Ja C€ onpeAcIAT CliCHUaIHU IMTPOLUCAYPH 3a B3AUMHO IIPU3HABAHE

Ha paspCuICHUsA, IPCAOCTABCHU 110 HAIMOHAJIHATA IMpoucaypa.

CrenBa chIo Taka Jja ce ONMPEEIAT MpaBUia B paMKUTE Ha MPOLEAyparTa 3a B3aUMHO
MPHU3HABAHE, Ype3 KOUTO Bh3HUKHAIM PAa3HOTJIACHS MEXy KOMIETCHTHUTE OPTaHu Ha
IbP)KaBUTE WICHKH B KOOPJIUHAIIMOHHA TPyIa 32 B3aUMHOTO TIPU3HABAHE U
JeleHTpaIu3upaHaTa npoeaypa 3a BETepUHAPHU JIEKAPCTBEHH MPOTYKTH
(,,koopaMHALIMOHHATA Tpyma‘) 1a ce pa3pemaBaTr 6e3 HeHyKHO 3a0aBsiHe. C HacTOSIUs
pErIaMeHT ce ONPEEIIAT M HOBH 3aJ1a4d 332 KOOPIUHAIIMOHHATA IPYIIa, BKIOYUTEITHO
W3TOTBSHETO HA T'OJIMIIECH CITUCHK HA pe()epEHTHUTE BETCPHUHAPHH JICKAPCTBEHH MTPOIAYKTH,
YUUTO KPATKU XapaKTEPUCTUKU IIOJIEKAT HAa XapMOHU3HUPAHE, U31aBaHETO Ha IIPEIIOPHKU
3a (hapMaKoJIOTUYHA OIUTETHOCT M YYaCTHUETO M B MpoLeaAypaTa 3a 00paboTBane Ha

CHUI'HAJIN.

Koraro ciopen nppxaBa uieHka, Komucusra uim npuTexaress Ha pa3peieHrueTo 3a
THPrOBUS UMa OCHOBAHMS JIa CE CMSATA, Y€ JaJICH BETCPUHAPEH JICKAPCTBEH IMPOIYKT MOXKE
7la TIPEICTaBIIsIBA MIOTEHIIMAICH CEPUO3EH PHUCK 32 3[[paBETO HAa XOpaTa WX 37JpaBeTo Ha
KUBOTHHTE, WJTU 32 OKOJTHATA Cpe/a, CJIe/IBa Jia ce HallpaBH Hay4yHa OICHKA Ha MPOJIyKTa
Ha paBHHUIIETO HA ChI03a, BOJCIIA JI0 €IMHHO PEIICHUE IO MPEAU3BUKATINTE Pa3INUIus
BBIIPOCH, ChC 33aIBDKUTENICH XapaKTep 3a ChOTBETHUTE AbPIKaBH WICHKH M OCHOBAaHA Ha

IAI0CTHA MPEHCHKA HAa CbOTHOMICHUCTO MEXK Y IOJI3aTa U prUCKa.

He CJICABA J1a CC pa3pfuiaBaT IMyCKaHCTO Ha I1asapa B Cnblo3a Ha BETCPUHAPCH JICKAPCTBCH
MMPpOAYKT, 3a KOWTO HIMa npeaoCTAaBCHO pa3pCHICHUC U YUCTO KAYCCTBO, 0€30IMacHOCT U

e(l)I/IKaCHOCT HC Ca JOKa3aHH.
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(24)

(25)

(26)

Pazpemienune 3a ThbproBusi ¢ BETEpUHAPHU JIEKAPCTBEHHU MPOAYKTH, MPEIHA3HAUYCHH 32
KUBOTMHCKH BHJIOBE, KOUTO CE OTIJIEKIAT 3a IPOM3BOACTBO Ha XpaHH, CJIE/Ba 1A Ce
MIPEIOCTaBs caMo aKo (papMaKoJIOTMYHO aKTUBHUTE BEIIECTBA B ChbCTAaBa HA MPOAYKTA ca
paspenienu B chotBeTcTBUE ¢ Permament (EO) Ne 470/2009 na EBponeiickus mapjaaMeHT U
Ha CopBeral M ¢ BCHUKHM aKTOBE, IPUETH HA OCHOBATA HA TO3M PETJIAMEHT, 3a XKUBOTHHCKUTE

BHJIOBE, 32 KOUTO € IIPeIHa3HAYCH BETEPUHAPHHUS JIEKAPCTBEH MPOAYKT.

Bb3MoxkHO e o0ade mpu onpeiereHl 00CTOSTENICTBA Aa HE € HATMYEH MOAXOAAI U
paspellieH BeTepUHapeH JieKapcTBeH MpoaykT. [1o u3kitoueHue B TakuBa Ciiydau Ha
BETEpUHAPHUTE JICKAPH CJIeJ[BA J]a CE /1aJIe Bb3MOXKHOCT Ja MPEeNUCBaT Ipyru
JIEKApCTBEHH MPOAYKTH 32 )KUBOTHUTE, 32 KOUTO OTIOBAPAT, B ChOTBETCTBUE CHC CTPOTH
MpaBWJIa U €IMHCTBEHO B MHTEPEC Ha 3[[PaBETO HA )KUBOTHUTE WJIM XyMaHHOTO OTHOIICHHE
KbM TsX. [IpH )KUBOTHH, OTTJIEKIaHU 32 MPOU3BOICTBO HA XPAaHU, BETEPUHAPHUTE JICKapH
cjie/iBa Jia IPEeANUCBaT MOAXOISII KAPEHTEH CPOK, C IIeJT J]a CE TapaHTupa, ue B
XpaHHUTEJIHATA BepUra HsiMa Jia MOCTHIIAT BPEHU OCTAThYHU BEIIECTBA OT JICKAPCTBEHUTE
MIPOJYKTH, U CJIeJ[BA 1a c€ 00pbIa 0cOOeHO BHUMaHKE MPH yHoTpebara Ha aHTUMUKPOOHU

cpeacraa.

JIbpKaBUTE YWICHKH CIIE/BA Jla MOTAT Jla pa3peniar 1mo u3KIoYeHe yrnorpedbara Ha
BETEPUHAPHU JICKAPCTBEHU MPOIYKTH, 32 KOUTO HsIMA MPEJOCTABEHO pa3pelleHne 3a
THPTOBHS, aKO TOBA € HEOOXO0MMO 3a 6opOa ¢ OosiecTH, BKIIOYEHHU B CrUChIM Ha Chro3a,
WJIM ¢ HOBOBB3HHUKBAIIM OOJIECTH, U aKO 3[JpaBHAaTa 0OCTAHOBKA B IbpKaBarTa 4JeHKa

Hajaara ToBa.

Pernament (EO) Ne 470/2009 na EBponeiickust mapiament u Ha ChBeta oT 6 mait 2009 r.
OTHOCHO yCTaHOBSIBaHE Ha nporeypu Ha OOUIHOCTTa 3a oNpeessiHe Ha TOMYCTUMHTE
CTOMHOCTH Ha OCTaTh4YHU KOJUYECTBA OT (PaApMaKOJIOTMYHO aKTUBHH CyOCTaHLIMU B XpaHU
OT KUBOTUHCKH MPOM3X0/, 3a otMsiHa Ha Permament (EMO) Ne 2377/90 na ChBeTa u 3a
n3meHenue Ha [{upextusa 2001/82/EO na EBponelickus napnamenT u Ha CbBeTa M Ha
Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha Coeta (OB L 152,
16.6.2009 r., ctp. 11).

PE-CONS 45/18 RDY/rb 10

LIFE.2.B BG



(27) [Ipensua He0OXOAUMOCTTA OT MPOCTH MPABUJIA 32 U3MEHEHHE Ha pa3pelIeHHATa 3a
TBHProBUsI C BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH Hay4yHa OLIEHKA CJIE/IBA J]a CE N3HCKBa
caMmo 3a MPOMEHH, KOUTO MOTI'aT J1a UMaT OTPaKeHHE BbPXY OOIIECTBEHOTO 3/IpaBe WK

3ApaB€TO Ha ) KUBOTHUTE, NJIKM BbPXY OKOJIHATa Cpcaa.

(28) C upextusa 2010/63/EC na Eponeiickus mapnament u Ha ChBeral ce ycranosssar
pasnopendu 3a 3anMTa Ha KUBOTHUTE, U3MOI3BAHH 34 HAYYHH 1I€JIM, Bb3 OCHOBA Ha
MPUHIUIIATE Ha 3aMECTBaHe, HaMalsiBaHe U oOsiekyaBane. OT o0XBara Ha IOcoYeHaTa
JTMPEKTUBA ca U3KIFOUYCHU KIMHUYHUTE U3MMTBAHKS HA BETCPHUHAPHH JICKAPCTBCHU
npoayKkTH. Pa3paboTBaHETO U MPOBEKAAHETO HA KIMHUYHUTE U3MUTBAHMS, YPE3 KOUTO CE
Ha0aBs chllecTBeHA HH(POPMAIIHS OTHOCHO 0€301acHOCTTa U e(PUKACHOCTTA Ha
BETCPUHAPHUS JIEKAPCTBEH MPOJIYKT, CJIE/IBA J]a B3€MaT 110]] BHUMaHUE TE3U MPUHIIUITN Ha
3aMeCcTBaHe, HAMaJIsIBAHE U 00JIEKYaBaHe TPH TOJIaraHeTo Ha TPHIKU M U3IOJI3BAHETO Ha
’KMBOTHHU 32 HAYYHH LIEJIM U CJIE/BA Ja Ce ONTHMHU3UPAT, KaTo ce pa3paboTBaT u
M3BBPIIBAT [10 HAYMH, KOWTO 00e31eyaBa Hail-yI0BICTBOPUTEIIHU PE3YITaTH C Hall-MaJIKO
Ha Opoii s)xuBoTHU. [IponieypuTe 3a TakMBa KIMHUYHU U3MUTBAHUS CIIC/IBa Ja ca
pa3paboTeHH 10 TaKbB HAYKMH, Y€ Ja ce M304rBa MPUYMHSABAHETO HA OOJIKA, CTPAJaHUE HITH
CTpeC Ha )KUBOTHHUTE, U Ja ObJaT ChOOpA3ECHH C IPUHIUITUTE, YCTAHOBEHU B
Hupextusa 2010/63/EC, BKIIOYUTEITHO U3MIOI3BAHETO TP BCSIKA BH3MOKHOCT HA
aJITepHATHBHM TECTOBE M Ha HACOKHUTE Ha MEXIyHApOAHOTO ChTPYAHUYESCTBO 3a
XapMOHU3AIUS Ha TEXHUUECKUTE U3MCKBAHUS TIPU PETUCTPUPAHE Ha BETEpUHAPHU

JeKapcTBeHH MpoAyKTH (,, VICH®).

Hupextusa 2010/63/EC na EBponeiickus napiamenT u Ha CbBerta ot 22 centemBpu 2010 r.
OTHOCHO 3aIlldTaTa Ha >KUBOTHUTE, U3M0JI3BaHu 3a Hay4yHu 1emm (OB L 276, 20.10.2010 .,
cTp. 33).
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(29)

(30)

[To-moOpusT nocThil 10 H(GOPMAIIKS TOBHUIIIABAa OOIIECTBEHOTO Ch3HAHKE, 1aBa
BBH3MOKHOCT Ha OOIIIECTBEHOCTTA J]a U3pa3u CBOUTE CTAHOBUINA U € CPEICTBO
KOMIICTEHTHHTE OPTaHH HAJISKHO J1a B3€MAaT 0]l BHUMaHUE MPEICTABCHUTE BIDKIAHUS.
[Topanu TOBa OOIIECTBEHOCTTA CIIE/IBA J]a UM JIOCTHII 10 nH(popMaIus B 6a3ara JaHHH 3a
NPOAYKTHUTE, 6a3ara 1aHHH 3a (hapMaKOoIOTUYHA OMUTETHOCT U 0a3aTa JaHHU 32
MIPOU3BOJICTBO U THPTOBHS HA €1PO, CJIE]] KaTO KOMIIETEHTHHUAT OPraH € 3aJIM4YHII BCIKAKBa
noBeputenHa Tbproecka nHpopmarusa. C Pernmament (EO) Ne 1049/2001 na EBponerickus
napiaMenT 1 Ha ChBeTal ce JaBa BE3MOKHO Hal-roysiMa IJIacHOCT Ha IIPaBoTo Ha
myOJIMYeH JOCTHII A0 JTOKYMEHTH U CE ONMPEACIAT OOINTE MPUHIMIIN U OTPAaHUYCHUS 32
toBa. C oryiex Ha TOBa AreHIMATA CJIE/IBA J]a OCUTYPH Bh3MOKHO HAaH-IIUPOK JOCTBHII J10
JOKYMEHTHUTE, KaTO rapaHTHpa BHUMATEITHO OOMHUCIICH OallaHC MEXy ITPaBOTO Ha
UHGOPMAIIHS U CHIIECTBYBAIIMTE U3UCKBAHUS 32 3alIUTa Ha qaHHUTE. OnpeneneHu
OOIIECTBEHH M YaCTHH MHTEPECH KaTO JIMYHHUTE JaHHU U IOBEPUTEIHATA THPrOBCKA
nHbopManus cieaBa qa ObIaT 3alUTEHN TOCPEICTBOM H3KIIOUYEHUS B ChOTBETCTBHE C

Pernament (EO) Ne 1049/2001.

[IpennpusTusTa UMaT MO-MaTbK UHTEPEC Ja pa3paboTBaT BETEPUHAPHH JICKAPCTBEHH
MPOAYKTHU 3a orpanuyeH nazap. C 1ei Ja ce HaChbpyu HAJIMYKUETO Ha BETEPUHAPHU
JIeKapCTBEHU MPOoyKTH B Chr03a Ha TE3U Ma3apy, B HAKOU Cllydau CJIE[Ba Ja ce AaJie
BB3MOXHOCT J1a C€ MPEJOCTaBAT pa3pelleHus 32 ThProBUs, 32 KOUTO HE € MOAA/IEHO ITbIHO
JIOCHE TI0 3asiBJIEHUETO, Bb3 OCHOBA HA OIIEHKA HA I10J13aTa U PUCKA B KOHKPETHUTE
00CTOSITENICTBA U aKO € HEOOXOAMMO — KaTO ce MPEIBUIAT CIIeaTHu 3aabhkenus. [1o-
CIEIMaJIHO, TPEIOCTABIHETO HA TAKMBA Pa3pelIeHMsl 3a ThProBUs Clie/Ba 1a Oblie
BB3MOXKHO 32 BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, NIPEAHA3HAYEHHU 32 BTOPOCTETICHHU
BUJIOBE WJTU 32 JICUCHHUE WU MPO(PHIAKTUKA Ha OOJIECTH, KOUTO HE CE CPEeIlaT 4YeCTO UITU Ce

cpeuiar B OrpaHu4cHU FCOFpa(I)CKI/I obactu.

Pernament (EO) Ne 1049/2001 na EBponeiickus napaamenT u Ha CpBera ot 30 maii 2001 r.
OTHOCHO MyOJMYHUS JOCTBI 10 TOKyMEeHTU Ha EBponeiickus napiament, Ha ChBeTa U Ha
Komucwusita (OB L 145, 31.5.2001 r., ctp. 43).
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(31) 3a BCUUKM HOBHU 3asBJICHUS 3a pa3pelICHNE 32 ThProBUsl CIEABA 3aIbJDKUTEIHO Aa Ce
U3BBPIIBA OLEHKA HAa PUCKA 33 OKOJIHATA Cpela, KOATO Aa BKIIIOYBA JBa erana. Ha nepBus
eTall Clie/iBa Jja ce OLEHSAT CTEIeHTa Ha U3JlaraHe Ha OKOJIHATa cpeJa Ha Bb3JeHCTBUETO Ha
IIPOAYKTA, HErOBUTE aKTUBHU BEILLIECTBA U IPYTUTE MY ChCTaBKH, a HA BTOPUS eTaIl —

B’b3I[CﬁCTBH€TO OT OCTAaTh4YHHU KOJIMYCCTBA OT aKTUBHHU BCUICCTBA.

(32) Koraro nma onacenusi, ue najgeHo hapMareBTHYHO BEIIECTBO MOXKE J1a TIPECTABIISIBA
CEpUO3€EH PUCK 3a OKOJHATA Cpeia, MOXKeE J1a € 11eJIeChOo0pa3HO TOBABEIIECTBO J1a Ob/ie
IIPOBEPEHO B KOHTEKCTA Ha 3aKOHOaTesICTBOTO Ha Chio3a B 00J1aCTTa HA OKOJIHATA cpejia.
[To-cneunanno, ceraacuo Jupextusa Ne 2000/60/EO na EBponeiickust mapJaMeHT U Ha
CoBeral, MOXe 11a € Lenech00pasHo Jia Ce ONpPEIENH 1M TOBA BEIIECTBO € BEIIECTBO 3a
BKJIIOUBAHE B CIIUCHKA 32 HAOJIOJIeHHE Ha TOBbPXHOCTHUTE BOJM C IIEJ J]a c€ ChOUpar
JaHHU OT MOHUTOpPUHTA My. Moke Ja e 1enech00pa3Ho TOBa BEIIECTBO a 0b/ie BKIIFOUEHO
B CIIMCHKA HAa MPHOPUTETHUTE BEIIECTBA U J1a ObJIE ONPENEeNIeH CTaHIapT 32 €KOJIOTHYHO
KauyecTBO 3a TOBA BEIIECTBO, KAKTO U J1a ObAaT ONpeiesieHn MEPKH 3a HaMaJIsiBaHE Ha
HEroBHUTE EMHUCHH B OKOJIHATa cpefia. Te3n Mepku Ouxa MOTJIM Jja BKIFOYBAT MEPKH 3a
HaMaJsIBAaHE Ha EMUCUUTE OT MPOU3BOACTBOTO Upe3 U3MOI3BaHE HA Hal-100pUTE HATUYHU
texauku (HIHT) B crorBercTBHE ¢ JIupextuBa Ne 2010/75/EC na EBponeiickus
napyaMenT 1 Ha CbBeTa?, 0COOEHO aKO EMUCHUTE Ha aKTUBHU (h)apMalleBTHYHH ChCTABKU
ca OTpeJIeIeHN KaTo KIIFOYOB €KOJOTHUYEH BHITPOC 110 BpeMe Ha H3TOTBSIHETO WIIH
IpepasriekIaHeTo Ha ChOTBETHUTE pePEepeHTHHU TIOKYMEHTH 3a Haill-noOpuTe HaTMYHU

texHuku (BREF) u npuapyxasanure ru 3akmtodenus 3a HJIHT.

Hupextusa 2000/60/EO na EBponeiickus napaameHT 1 Ha CpBeta ot 23 oktoMBpu 2000 T.
3a yCTaHOBSIBaHE HA paMKa 3a gelcTBusTa Ha OOIIHOCTTA B 00JIaCTTa Ha MOJUTHKATA 32
Bogute (OB L 327, 22.12.2000 r., cTp. 1).

Hupextusa 2010/75/EC na EBponeiickus napiaamenT 1 Ha CbBeta oT 24 Hoemspu 2010 r.
OTHOCHO EMUCHUTE OT MPOMMIIIEHOCTTa (KOMIUIEKCHO MPEIOTBPATABAHE U KOHTPOJI Ha
3ambpcesBaneto) (OB L 334, 17.12.2010 r., ctp. 17).
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(33)

I/I3B'prHBaHeTO Ha TECTOBC, MNPCAKIMHUYHU U3CJICABAHUSA U KIIMHWUYHU U3IUTBAHUSA €
CBBP3aHO C TOJIEMHU PA3XOAH 32 MPEANPHUATHATA, 32 ]a MOTAT Ja MPEACTABIT
HEOOXOIMMUTE JJAaHHU TIPH MTOIaBaHETO Ha 3asBIICHHUE 32 Pa3peIlICHUE 32 ThPTOBUS HITH 32
OTIpeIeNIsTHE Ha MAKCUMAITHO JIOMYCTUMH CTOWHOCTH Ha OCTAThYHH KOJIMYECTBA OT
(hapMaKoJIOTUYHO aKTUBHU BEIIECTBA 32 BETCPUHAPHUS JICKaPCTBEH MpoaykT. Ciiensa na
CE OCUTYPH 3aIllMTa Ha Ta3W MHBECTHUIIUS C IIeJI 1a C€ HAaChpYaT HAyYHUTE U3CIICBAHUS U
WHOBAIIMUTE, TIO-CIICIMAIHO B cepaTa Ha BETCPUHAPHUTE JICKAPCTBEHU IPOIYKTH 32
BTOPOCTEIICHHUTE BHJIOBE U AHTUMUKPOOHUTE CPENICTBA, TaKa ue Jia ce o0e3nedn
HAJIMYMETO HAa HEOOXOJMMHUTE BETEPHUHAPHU JIEKapCTBEHU MpoaykTu B Crro3a. C oryien Ha
TOBA OJAHHUTC, NPCAOCTABCHU HAa KOMIICTCHTCH OpPraH UJIM Ha AI‘CHI_[I/ISITa, cjieaBa 1a 6'bI[aT
3alIUTEHH, TaKa Ye JIa He MOJXKE JIa CE YIIOTPeOsIBaT OT APYrH 3asBUTEIH. Ta3u 3ammura
obaue clie/iBa Jia ce OrpaHUYH 32 ONpPEICIICH CPOK, 32 Jia HE Bh3NPEISITCTBA
KOHKypeHnusaTa. [1loo0Ha 3anuTa Ha MHBECTUIIMHTE CJIC/(BA Ja CE IIPHUiIara u mo
OTHOIIICHHE Ha U3CJIeIBaHUS B MMOJKpENa Ha HOBa (papMmaneBTH4YHA (popMa, HOB HAYHWH Ha
MIPUIIOKCHUE MITM HOBA JIO3UPOBKA, C KOUTO CE HaMaJIsiBa aHTUMUKPOOHATA PE3UCTEHTHOCT
WJIA IPOTHBONIAPA3UTHATA PE3UCTCHTHOCT WK CE MOI00PSIBa ChOTHOIICHUETO MEXTY

ImoJi3aTa 1 pucka.

(34) Hsikon nanHM 1 JOKYMEHTH, KOUTO OOMKHOBEHO TPSOBA JIa Ce TI0JJaBaT ChC 3asBIICHUETO 3a
paspelleHue 3a TbproBUsl, CJIe/IBa Aa HE CE U3UCKBAT, aKO BETEPUHAPHUST JIEKApCTBEH
MPOAYKT € TeHEPUUEH MPOJYKT HAa BETEPUHAPEH JIEKAPCTBEH MPOIYKT, KOMTO € pa3penieH
WM e O paspelteH 3a ynorpeda B Cpro3a.
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(35)

(36)

OtunTa ce, 4ye NOTEHIIMAIHOTO BB3CHCTBHE HA MPOAYKTA BbPXY OKOJIHATA Cpe/ia MOXKeE J1a
3aBHUCHU OT HU3II0JI3BaHUA 066M 1 NOJIYUYCHHUTC BCICACTBUC HA TOBA KOJIMYECCTBA OT
(hapMaleBTUYHOTO BEIIECTBO, KOUTO MOXE J1a MOCTHIAT B OKOJHAaTa cpena. [1o ta3u
MIpUYMHA KOTAaTO ca HAJIMIIE I0KA3aTeJICTBA, Y€ Aa/ICHa ChCTAaBKa B JIEKAPCTBEH MPOAYKT, 3a
KOWTO € I0JIaJICHO 3asBJICHUE 3a pa3pelleHUe 32 ThPTOBUsI KATO T€HEPUYECH BETEPUHAPEH
JIEKapCTBEH MPOIYKT, € OTIaCHA 3a OKOJIHATA Cpefia, € 1efiechoOpa3Ho Aa ce U3UCKAT JaHHU
OTHOCHO IOTEHIIMAIIHOTO €KOJIOTMYHO BB3/IEUCTBUE C LIEJI Ja Ce MPEAIa3u OKOJIHATa cpe/a.
B takuBa ciyuyau 3asBUTENIHTE CIIE/[Ba Ja CE€ CTPEMST Jja O0CIUHAT YCUIUATA CH 3a
CbOMpPAHETO HAa TAaKMUBA JIAHHM, 32 J1a MOTaT Ja C€ HAMAJIAT Pa3XOJIUTE U JIa CE OTpaHnudaT
TECTOBETE BbPXY I'PbOHAUHU KUBOTHHU. Y CTAHOBSBAHETO HA €AMHHA OlleHKa Ha Chro3a Ha
€KOJIOTMYHUTE CBOMCTBA HAa aKTUBHUTE BEILIECTBA 3a BETEpUHApHA yroTpebda ype3 cucrema
3a mperjen Bb3 OCHOBA HA aKTUBHUTE BellecTBa (,,MoHOrpaduu‘) 6u Morio ia
IIpEACTABIISIBA Bb3MOKHA anTepHaruBa. Eto 3amo Komucusara cineasa 1a npeacrasu
nokiaa Ha EBponeiickus napiameHT U Ha CbBeTa, KOUTO Jia pa3riiexkaa OChIIECTBUMOCTTA
Ha TakaBa CHCTeMa Ha MOHOTpaduu U Ha JPYTU Bb3MOXKHH alTEPHATUBYU 32 OLICHKA Ha
pHUCKa 3a OKOJIHATA Cpe/ia PYU BETEPUHAPHUTE JICKAPCTBEHU IPOIYKTH, IPUIPYKEH OT

3aKOHOAATCIHO MPCAJIOKCHUEC, aKO TOBA € uene%06pa3Ho.

CrnenBa f1a ce OCUTYpH 3alllUTa Ha TEXHUYECKATa JOKYMEHTAIIUS 32 HOBU BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH U 3a JaHHH, pa3paO0OTeHH B MOJAKpENa Ha HHOBAIMH 32 TIPOJIYKTH,
3a KOUTO MMa JIEUCTBAILO pa3pelICHNE 3a ThPrOBUS UJIM 3a KOUTO CE€ IPAaBU MO30BABAHE HA
JIEMCTBAIIO pa3pelieHue . B TakuBa ciydan 3asBICHUETO 3a IPOMSIHA UJIIU ITPENOCTABIHE
Ha pa3pelieHue 3a ThProBUs MOKE OTYACTH J1a CE I1030BaBa HAa BEY€ NPEJOCTABEHU JaHHU
3a MPEAXO0IHO pa3pelIeHre 3a ThPTOBHS WX 3a 3asBJICHUE 3a IPOMSHA HA PA3PEIICHUETO U
cleaBa a ChAbpKa HOBU JaHHU, U3TOTBEHU CIELUAIHO B MOJKPENA HA KeJaHaTa

HHOBaNUA 3a CbIICCTBYBAIIHA ITPOAYKT.
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(37) Paznuuus B mpon3BOACTBEHUS MPOLIEC HA OMOJIOTUYHU MIPOAYKTH WM ITPOMSHA Ha
MIOMOILHOTO BELIECTBO MOXKE Ja JOBEAAT A0 Pa3Inyus B XapaKTepUCTUKATa Ha
reHepuyHuTe NpoaykTH. Cie10BaTeIHO NPH 3asiBICHUS 3a pa3pelleHus 3a ThProBUsl €
reHepUYHHU OMOJIOrMYHH BETEpPUHAPHU JIEKaPCTBEHU MPOJYKTH CJIE/IBA Ja Ce I0KaXe
TAXHATa OMOEKBUBAJIEHTHOCT, 32 J]Ja MOXE Bb3 OCHOBA HA CHILECTBYBAIIUTE [TO3HAHUS /1A

ce obe3neyar CX0HO KauecTBO M CXOIHA 0€30IacCHOCT M e(pUKACHOCT Ha IPOIYKTA.

(38) C uen na ce n3berHe U3NUIIHA AIMUHUCTPATUBHA U (PMHAHCOBA TEKECT KAKTO 32
KOMIIETEHTHUTE OpraHy, Taka U 3a (hapMalleBTUUHUS OTPAChII, B OOIINS CIydail
paspenieHus 3a ThProBUs C BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH CIIE/Ba Ja Ce
MPEAOCTaBAT C HEOTPAHUYEH CPOK Ha JCHCTBUE. Y CIOBHS 32 TOJAHOBSIBAHETO HA
0J100pEeHNETO Ha pa3pelieHre 3a ThPToBHsl CIE/IBa Jla Ce HajaraT camo Mo U3KII0YCHHE U

a ObJaT HaIEeKHO 0OOCHOBAHU.

(39) OtuuTa ce, 4ye B HAKOM CITydyaud €IMHCTBEHO HAy4YHATa OI[EHKA Ha PUCKAa HE MOXE J1a
OCUTYpH I1s1aTa HH(OpMAIHs, Ha KOSATO CJIeJBa JIa C€ OCHOBAaBA PEIICHUETO 3
yIpaBJICHUE HA PUCKA, U Y€ CJICJBA CHIIO TAaKa Ja CE B3eMaT 0]l BHUMAHUE U JPYTH
CBIIECTBEHU (PAKTOPH, BKIFOUUTEIHO COIMATHO-HKOHOMUYECKH, ETHYHH U €KOJIOTHYHU
ChOOpaXKeHMs, ChOOPaKCHHUS, CBBP3aHH C 0JIATOCHCTOSTHHETO HAa HACEIICHUETO, KAKTO U

CT)O6pa)KeHI/I$I OTHOCHO OCBHIICCTBMMOCTTA Ha KOHTPOJIA.

(40) [Tpu HsiKOU O0OCTOATENCTBA, TPU KOUTO Ca HAJUIIE CEPHO3HU OMACEHHS 3a 00IIECTBEHOTO
3/IpaBe WU 3[paBeTO Ha )KUBOTHHUTE, HO BCE OIIE HAMA CUTYPHU HAYYHH JAHHU, MOXKE Ja
ce mpuemar 1eJIecboOpa3sHi MEPKHU, KaTo C€ OTYMTA THIKYBAHETO Ha 4WieH 5, maparpad 7
ot Cnopazymenuero Ha CTO 0THOCHO MpHJIaraHeToO Ha CAaHUTapHU U GUTOCAHUTAPHU
MepkH, popmynupano 3a nenute Ha Chio3a B Crobmenuero Ha Komucusra ot 2 heBpyapu
2000 r. oTHOCHO TIpeAna3HuTe Mepku. B Te3u ciydan nppkaBute uieHkn win Komucusita
CclieqBa J1a MOJIOXKAT YCUITUS 32 HAMUPAHETO HA JOMBIHUTETHA HH(OopMalus, HeoOxoauma
3a M0-00CKTUBHA OIlEHKA Ha aCIIeKTUTE, KOUTO MPEIN3BUKBAT OIMACCHUS, U CIIe/IBA JIa

npepasrieiaT CbOTBETHATa MApPKa B Pa3yMHO OIPEIEIIeH CPOK.
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(41) Pa3BuTneTo Ha aHTUMUKPOOHA PE3UCTEHTHOCT KbM JIEKAPCTBEHU MPOIYKTH 32 XyMaHHA
ynorpe0a U BETEpUHAPHHU JIEKaPCTBEHU IIPOYKTH CE IPEBPBILA BB BCE MIO-TOJISIM 3[IpABEH
npo6sem B Cblo3a U B CBETOBEH IUTaH. [lopaau cioxHOCTTa Ha pobiiema, HeroBoTo
TPAHCIPAaHUYHO U3MEPEHUE U ToJIsIMaTa MKOHOMUYECKA TEXKECT, HErOBOTO Bb3/IEHCTBHE
HAJXBBpPJIsl CEPUO3HUTE NOCIEANIIN 3a 3/IpaBETO HA XOpaTa U Ha JKUBOTHUTE U CE €
IIPEBBPHAJIO B MPOoOIIeM 3a OOIIECTBEHOTO 3paBe B CBETOBEH MaIad, KOMTo 3acsra
LSU10TO OOIIECTBO M U3MCKBA CHEIIHU M KOOPAMHUPAHU MEXKAYCEKTOPHU JACHCTBUS B
ChOTBETCTBUE C MOJX01a ,,EnHO 3apaBe™. Te3u AeicTBHS BKIIOYBAT 3aCUJIBAaHE Ha
pasyMHaTa ynoTpeda Ha aHTUMHUKPOOHHU CpEeACTBa, M30ATBaHe HA TAXHOTO PYTHHHO
M3II0JI3BaHE 32 MPOPUIAKTHYHHN U META()UIAKTUYHH LIEJIH, IEHCTBHS 32 OTpaHUYaBaHe HA
ynoTpebara npH >KUBOTHUTE HA aHTUMHKPOOHU CpPE/ICTBA, KOUTO Ca OT pellaBallo
3Ha4yeHHUe 3a PeI0TBpaTsIBaHE WK JICUEHUE Ha )KMBOTO3acTpallaBaly MHOEKIUU Ipu
X0para, KaKTo ¥ HacChp4yaBaHEe M CTUMYJIMPAaHE Ha pa3padOTBaHETO HA HOBH aHTUMUKPOOHH
cpeactBa. Heobxoaumo e chlio Taka Aa ce rapaHTHpa, Y€ eTUKETUTE Ha BETEPUHAPHUTE
aHTUMUKPOOHM CPEJCTBA ChIbPXKAT MOIXOASIIM MTPETYPEKACHNUSA U YKa3aHUS.
VYnorpebara Ha HAKOM HOBU MJIM U3BBHPETHO BaXKHU 33 XOpaTa aHTUMUKPOOHU CpE/ICTBA B
cllydau, KOUTO HE ce 00XBallaT OT YCJIOBUATA HA pa3pelIeHUETO 3a ThProBuUs, ClIEBa J1a Ce
OrpaHMYM BbB BeTepuHapHUs cekTop. ClieqBa 1a ce BbBEIAT 0-CTPOrH MpaBuiia 3a
peksamara Ha BeTepUHApHUTE aHTUMUKPOOHU CPEJICTBA, a U3UCKBaHUATA Ha
pas3pelIeHneTo clieBa B JOCTaTh4HA CTEIEH J1a OTYUTAT PUCKOBETE U MOI3UTE OT

aHTHUMUKPOOHHUTE BETEPUHAPHU JIEKAPCTBEHU MPOILYKTH.
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(42) Heo6xoauMo e 1a ce orpaHu4y pUCKbBT OT Pa3BUTHE HA aHTUMUKPOOHA PE3UCTEHTHOCT
KBM JIEKapCTBEHU MPOIYKTH 32 XyMaHHA yHoTpeba 1 BeTepuHApHU JIEKaPCTBEHU
npoayktH. C orjien Ha TOBa B 3asBJICHUATA 32 aHTUMUKPOOHHU BETEPUHAPHU JIEKApCTBEHU
IIPOAYKTH CJIeJ(Ba /1a Ce TO0COYM MH(POPMALHUs OTHOCHO ITOTEHIIMAIHUTE PUCKOBE, e
yrnorpedara Ha TO3M JEKapCTBEH MIPOAYKT MOXKE Jja JOBEJE 10 Pa3BUTHE HA aHTUMHUKPOOHA
PE3UCTEHTHOCT IPU X0OpaTa, >KMBOTHUTE WIN CBBbpP3aHU ¢ TAX opranuzMu. C e na ce
rapaHTHpa BUCOKO PAaBHUILE Ha OOLIECTBEHOTO 3/IpaBe U 3[paBETO Ha KUBOTHUTE,
aHTUMUKPOOHMTE BETEPUHAPHU JIEKApCTBEHU IPOAYKTH CJIEJ[Ba 1a Ce pa3peliaBaT caMmo
Ccle]l IaTeIHa HayyHa OLIEHKa Ha IOJI3UTE U PUCKOBEeTe. AKO € HE0OXO0AUMO,
pa3pereHueTo 3a ThProBHs Clie/iBa 1a 0b/1e 00BBP3aHO C OIPEIENICHH YCIOBUS, LEIAIU
Jla ce OrpaHuyM ynorpebaTa Ha BETEpUHAPHUS JIEKAPCTBEH NPOAYKT. Te3u ycinoBus cieasa
Jla BKJIFOYBAT OTPaHUYEHHUs 3a ynoTpeda Ha BeTepUHApHUS JIEKapCTBEH MPOJYKT, KOSTO HE
€ B CbOTBETCTBHE C YCIOBUATA HA Pa3pEILIEHUETO 32 ThProOBUs U M10-CIIELIUATHO — C

KpaTKaTa XapaKTepUCTHUKA Ha IPOAYKTA.

(43) Oco0eHo roJsiM pUCK OT pa3BUTHE Ha aHTUMHUKPOOHA PE3UCTEHTHOCT MOKE J1a TIpeIn3BUKa
ChUETaBAHETO HA HIKOJIKO aKTHBHU BEUIECTBA C aHTUMUKPOOHO feiicTBue. ClieJoBaTeIHO
TaKOBa ChbUETaBaHE CJIE/[BA /1a C€ B3€Ma IIPEJIBUI, KOTaTO C€ IMPELEHsABA Jalu Ja Oble

pa3pellieH AaJIeH BEeTepUHAPEH JIEKapCTBEH MPOIYKT.
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(44)

Cp3naBaHeTo HA HOBM aHTUMHKPOOHU CpPE/ICTBA M30CTaBa OT TEMIIOBETE, C KOUTO Ce
yBEJINYaBa PE3UCTEHTHOCTTA CPELLy BeUE ChUIECTBYBAIUTE NPoaAyKTU. KaTo ce uma
IpEIBU/ OTPAHUYEHUAT MaIllad Ha MHOBALMUTE 3a pa3paboTBaHE HA HOBH aHTUMHUKPOOHHU
CpEeACTBa, U3BBHPEIHO BAXHO € e()UKACHOCTTA HA HAJIMYHUTE 33 MOMEHTA CPEJCTBA Ja
ObJe 3amazeHa Bb3MOXKHO Hal-IbJIro. Yorpedara Ha aHTUMUKPOOHH CPEJICTBA B
JIEKapCTBEHU MPOJIYKTH, U3MO0I3BAHU IIPU KUBOTHHU, MOXKE /1a YCKOPHU Pa3BUTHETO U
pa3snpOCTPaHEHUETO HAa PE3UCTEHTHU MUKPOOPIaHU3MHU U Jla 3acTpallu edukacHaTa
ynotpeba Ha 1 6e3 ToBa OrpaHMYEHMs HA0Op OT aHTUMUKPOOHU CPEJCTBA 32 JICUEHUE Ha
uHbekun mpu yoBeka. C ornen Ha ToBa He OMBa /1a ce J0IycKa HENPaBUIIHOTO
U3II0JI3BaHE HA aHTUMUKPOOHH CPECTBA. AHTUMUKPOOHUTE JEKAPCTBEHU IPOITYKTH
clie/iBa Jja He ObJaT U3M0I3BaHU 3a MPO(UIAKTHKA, OCBEH B CTPOTO ONPEENICHH CIydau 3a
[IpUjIaraHe KbM OIpeJIeJIEHO KHUBOTHO WM KbM OTpaHUYeH Opoil ’KUBOTHH, KOTaTO PUCKBT
OT 3apa3siBaHe € MHOTO BHCOK HJIM MMa BEPOSITHOCT MOCIIETUIIMTE OT TOBA J1a Obaat
cepro3HU. AHTUOMOTUYHU JIEKAPCTBEHH MPOAYKTH HE CiIe/iBa J1a Ce U3I0J3BaT 32
poUIAKTHKA, OCBEH B M3KIIFOYMTEIHU CIIy4au caMo 3a IIpUjIaraHe KbM OTIEITHO
AKHUBOTHO. AHTUMUKPOOHHUTE JICKAPCTBEHU MTPOAYKTH CJIE/IBA Ja CE€ U3I0JI3BAT 32
MeTaHIaKTHKa caMO KOTaTO PUCKBT OT pa3lpOCTpaHeHNE Ha WHPEKIHS WIH Ha
MH(EKIMO3HA OOJIECT B IPYyIa )KUBOTHH € BUCOK U KOTATO HE CHIECTBYBAT ITOAXOISIIN
anTepHaTUBH. Te3M OorpaHMuYEHUs CJIeBa /1a TO3BOJIIBAT HAMAJISIBAHETO Ha
npoduIakTHYHaTa U MeTauIakTUYHaTa yrnoTrpeda Mpu >KUBOTHUTE, C KOETO CE LIEIH
HamalsiBaHe Ha HeWHUs /1571 B oO1iara ynorpeda Ha aHTUMUKPOOHU CpesiCTBa MPH

JKHUBOTHUTE.

PE-CONS 45/18 RDY/rb 19

LIFE.2.B BG



(45) 3a na 6p1aT 3acHICHU HAIIMOHAHUTE TIOTUTHKY Ha IBPYKABUTE YICHKH 110 OTHOIICHHUE Ha
pazymHara ynorpeda Ha aHTUMHKPOOHH CPEJICTBA, 0COOCHO Ha aHTUMUKPOOHUTE
CpelICTBa, KOMTO Ca BYKHU 3a JICYCHUETO Ha MH(EKIIUU MPU XOpaTa, HO KOUTO ca
HEOOXOMMHU U 3a yroTpeda BbB BeTepUHApHATa MEIUIIMHA, MOXKE Ja C€ HAJIOXKH
ynotpebaTa UM J1a ce OrpaHuyu uin 3adpanu. ETo 3amo Ha abp:kaBUTE YICHKU CleABa JAa
Ce pa3pelliy, cieIBaliki HayYHUTE MPETNOPbKH, Aa ONPEACIAT OrPaHUYUTEIHU YCIOBUS 3a
TSXHOTO M3I0JI3BaHEe, HAIIPUMED Upe3 0OBbp3BaHE Ha MPEANMHUCBAHETO UM C
MpEABAPUTEITHO MTPOBEXKIaHE HA TECT HA aHTUMHUKPOOHATa YyBCTBUTEIIHOCT, 3a J1a C€
rapaHTupa, 4e HiIMa APYTU HATMYHU JOCTATHYHO €()EKTUBHU WIIH TTOIX O ISIITN

aHTI/IMI/IKpO6HI/I CpCACTBA 34 JICHCHHC HAa JUArHOCTUIIMPpAaHaTa Ooirecr.

(46) 3a 12 MOXke Bb3MOXKHO Half-JIBJITO Ja C€ ChXpaHH e(hUKACHOCTTA HA HAKOU aHTUMHKPOOHHU
CpeZcTBa 3a JiedeHHe Ha MHPEKIUH [TPU YOBEKa, MOXKE J1a Ce HAJI0KU TE3U CPEJICTBA Ja ce
3anassT caMo 3a ynorpebda 3a xopa. C orzen Ha TOBa 0 Hay4yHa Npenopbka Ha AreHuusATa
clle/iBa Jla MOJKE J1a Ce B3eMe PelIeHNEe HAKOW aHTUMUKPOOHH CPEJCTBA Ja HE ce
IIPEJOCTaBAT Ha Ma3apa BbB BeTepuHapHuUs cekTop. IIpu B3eMaHeTo Ha TakuBa pereHus
OTHOCHO aHTUMMKPOOHU cpeicTBa, KomucusTa cieiBa ChIo Taka Jla B3eMa MpeiBU/]
HaJIMYHUTE MPENopbKU MO BBIIpOca, IpeocTaBeHu oT EBponelickust opraH 3a
6e3omacHoct Ha Xpanute (EOBX) u npyru choTBeTHH areHIK Ha Chro3a, KOUTO OT CBOS
CTpaHa ChII0 TaKa B3eMaT MPeABHUI BCUUKH ChOTBETHHU MPEMOPHKU OT MEXAYHAPOIHH
opraHu3aiuu, kato Hanpumep CBeToBHaTa 3/1paBHa opranu3zanus (C30), CeeroBHaTta

opranuzanus mo 3apaseonaspane Ha xxuBoTHUTE (OIE) u Konekc anumenrtapuyec.
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(47)

(48)

HenpaBuiHOTO npuiiarane uiv U3MoI3BaHe Ha aHTUMUKPOOHU CPE/ICTBA MPE/ICTaBIISABA
PHCK 32 00IIIECTBEHOTO 3/IpaBe WM 3a 3[[paBeTo Ha kuBoTHUTE. C Oryeq Ha TOBa
aHTUMUKPOOHUTE BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH CJIE€JBA J1a CE JOCTaBAT CaMo
Cpelly BeTepHHapHa pelenTa. BeTepuHapHUTE J1eKapy UrpasT KIIOUOBA PO 3a
rapaHTHpaHe Ha pa3yMHaTa yrnoTpeda Ha aHTUMHKPOOHHU CPE/ICTBA M CIIEJOBATEIHO T
clie/iBa Jia MPeanICcBaT aHTUMUKPOOHH JICKAPCTBEHU MTPOAYKTH Bb3 OCHOBA HAa CBOUTE
MIO3HAHUs B 00JIACTTa HA AaHTUMUKPOOHATA PE3UCTEHTHOCT, HA CBOMTE €M IEMHOIOIHYHH
Y KJIMHUYHU [IO3HAHUS U Bb3 OCHOBA Ha pa30MpaHeTO Ha pPUCKOBUTE (PAaKTOPH 3a
OTJIEIIHOTO KUBOTHO WU Ipyma KUBOTHU. OCBEH TOBAa BETEPUHAPHUTE JIEKApH ClIe/iBa J1a
cras3Bar cBOsI Mpo(heCHOHANIEH KOJIEKC Ha OBECHHE. BeTepruHapHuTe IeKapu cieaBa 1a
rapaHTHpar, 4e He c€ HaMUpPaT B CUTYyalusl Ha KOHQIMKT Ha HHTEPECH, KOraTo IpenucBar
JIEKapCTBEHU MPOAYKTH, KaTO ChILEBPEMEHHO Ce IPH3HaBa TAXHATa 3aKOHHA ThProBCcKa
JEHOCT Ha IpeOHO B CHOTBETCTBHE C HAIMOHATHOTO MpaBo. [lo-cnennaino BepXy
BETEPUHAPHUTE JIEKApH HE Cie/IBa Jja ObJie OKa3BaHO BIUSHUE, IPSKO WK HENPSKO, Ype3
MKOHOMHYECKU CTUMYJIM, KOraTo MpeJnucBaT Te3H JeKapCTBEHU MPOAYKTH. B
JOI'bJIHEHHE KbM TOBA, JOCTABKUTE HA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH OT
BETEPUHAPHUTE JIEKApH ciie/iBa 1a ObJaT OrpaHUYEHHU [0 KOJIMYEeCTBaTa, HEOOX0IMMU 3a

JICHCHHUETO HA ) XUBOTHUTE, 3a KOUTO I10JIaraT rpuKu.

Pa3yMHOTO u3non3BaHe Ha aHTUMUKPOOHU CPECTBa € KpallbI'bJIEH KaMbK B OopOaTa
Cpelly aHTUMHKPOOHAaTa pe3UCTEeHTHOCT. Bcuuku 3aMHTEpecOBaHM CTpaHM Cle/Ba Jia
HachbpyuaBaT ChbBMECTHO pa3yMHaTa ynorpeba Ha aHTUMUKpPOOHHM cpezcTBa. [lopaau ToBa e
BaYKHO HACOKUTE OTHOCHO pa3yMHaTa ynorpeda Ha aHTUMUKPOOHU CpeCTBA BbB
BETEpUHApHATa MEIUIMHA J1a ObJaT B3€MaHU NPEABU U Jopa3BuBaHU. ONpenensHeTo Ha
pHUCKOBUTE (PAKTOPU U pa3pabOTBAHETO HA KPUTEPHHU 3a 3all0OYBAHE HA MPUJIATaHeTO Ha
aHTUMUKPOOHU CPEJCTBA, KAKTO U ONPEENITHETO Ha ITEPHATUBHU MEPKH OMXa MOIJIH J1a
CIIOMOTHAT 32 N304rBaHe Ha HEHYKHOTO M3I0JI3BaHE HA aHTUMUKPOOHU JIEKAPCTBEHU
MIPOJYKTH, BKIIFOUUTEIHO Upe3 MeTaduiakTika. OCBeH TOBa HA JIbpKABUTE UICHKH CIIe[Ba
Ja ObJie pa3pelleHo J1a MpeArnprueMar JOITbIHUTEIHN OTPaHNYUTEIHA MEPKH 3a MpHJIaraHe
Ha HallMOHAJIHATA MOJIMTHKA OTHOCHO pa3yMHaTa ynorpeda Ha aHTUMUKPOOHH CPEJCTBa,
IIPH YCIIOBUE Y€ TE3W MEPKHU HE OrpaHNYaBAaT HEOCHOBATEIHO (PYHKIIMOHUPAHETO HA

BBTPCIIHUA I1a3ap.
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(49)

[Tpu oreHKaTa Ha CHOTHOIICHUETO MEXAY T0J3aTa U PUCKA OT HAKOU BETEpUHAPHU
aHTUMUKPOOHHM cpencTBa B ChI03a € BAXKHO Ja C€ OTYUTA MEXKITYHAPOJHOTO U3MEPEHUE Ha
Pa3BUTHETO HA AHTUMUKPOOHA PE3UCTEHTHOCT. Upe3 KOHCyMaIus Ha MPOYKTH OT
YKUBOTHUHCKH ITPOU3X0JI, BHeCeHN 0T ChI03a WM OT TPETH JbPIKABH, Upe3 MPSIK KOHTAKT C
JKUBOTHH WJIK XOpa , KaKTO U IO APYTH IbTUIA CPEA HACCICHUCTO U IIPU ) KUBOTHHUTC B
Cnplo3a € BB3MOXKHO J1a C€ Pa3NIPOCTPAHAT MUKPOOPTaHU3MH, PE3UCTCHTHU Ha
AaHTUMUKPOOHHM cpecTBa. [10 Ta3u npruunHa BhBEXKIAHETO HA MEPKH C IIeJI JIa C& OTPpaHUuyIU
yrnoTtpebara Ha BETEpUHAPHU aHTUMUKPOOHHU cpezicTBa B Chro3a Clie/iBa Ja c€ OCHOBaBa Ha
HAay4YHH KOHCYJITAllUU U a CC pa3ryICKJa B paMKUTC Ha CbTPYAHUYICCTBOTO C TPECTHU
IbPKABU ¥ MEKIYHAPOIHU Opranu3anuu. [lopaam Te3u NpuurHU Clie[[Ba CHIIO TaKa Ja ce
rapaHTHpa Mo HeAMCKPUMHHAIMOHEH W IPOTIOPIIMOHATICH HAYKH, Y€ CTOIIAHCKUTE CYOCKTH
B TPETH JIbPXKABH CIIa3BaT ONPEICICHH OCHOBHH YCIIOBHS, CBbP3aHU C aHTUMUKPOOHATa
PE3UCTCHTHOCT, 3a ) KUBOTHUTC U INIPOAYKTUTC OT ) XKUBOTHUHCKU IMPOM3XO0/J, U3HACAHU 3a
Cnro3a. Besiko TakoBa JeiicTBUE clie/iBa 1a 3a4nTa 3aabbKeHusATa Ha Chro3a ChIIacHO
CBhOTBETHUTE MEXKIYHAPOIHH criopa3yMeHusl. ToBa ciiesiBa ja JOpHHACS 32
MeXyHapoaHaTa 6opOa cpelry aHTUMUKPOOHATa Pe3UCTECHTHOCT, TIO-CIICIIUATHO B
choTBeTCTBUE ¢ [ moOanuus man 3a neiicteue Ha C30 u cbe crparerusra Ha OIE oTHOCHO

AHTUMUKPOOHATA PE3UCTEHTHOCT M PAa3yMHOTO M3IIOJI3BaHE HA AHTUMUKPOOHHU CpPE/ICTBA.
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(50)

(D

Ha paBHHUIICTO HA Cp103a Bce o HiAMa AOCTATBbYHO HOI[pO6HI/I U ChIIOCTABUMMU JaHHU 3a
YCTAaHOBABAHCTO HAa TCHACHIIMU U TOTCHIUAJIHU PUCKOBU q)aKTOpI/I, BBH3 OCHOBA Ha KOUTO
Jla ce MOATOTBAT MEPKH 32 OrpaHHYaBaHE HA PUCKA OT Pa3BUTHE Ha aHTUMUKPOOHA
PE3UCTEHTHOCT U Jla C€ M3BBPIIIBA MOHUTOPHHT Ha Be4e BhBeeHUTe Mepku. [lopanu ToBa
€ BaA)KHO C'b6I/IpaH€TO Ha TaKrMBa JaHHU Ja IIPOABLJIKKU U Ja CC pa3BHBa B CbOTBCTCTBUC C
€/IMH TI0eTareH MmoaAXxo 1. Te3u JaHHHU, KOraTo ca HaJM4YHH, Clie/Ba 1a ObJIaT aHaTM3UPaHH
3ae[HO C JAaHHUTE 3a YIoTpedara Ha aHTUMUKPOOHU CPENICTBA IPH YOBEKA, KAKTO U JJaHHU
3a OPraHU3MU C aHTUMHKPOOHA PE3UCTEHTHOCT, OTKPHUTH TP JKUBOTHUTE, TIPY YOBEKA U B
xpanuTte. C 11e71 1a ce ocurypu e(hukacHo M3IMO0J3BaHe Ha ChOpaHUTE IaHHU CIIe/BA JIa Ce
OIPCACIIAT MOAXOAIIN TEXHUYCCKHU IIpaBuJia 3a C’b6I/IpaHe u O6MGH Ha TaHHUTC.
JIbpkaBUTE WICHKHU CIIE/IBA J]a OTTOBAPSAT 32 ChOMPAHETO HA JIAHHK OTHOCHO MPOJAKOUTE
U ynorpebara Ha aHTUMUKPOOHHU CPEJICTBA, M3IOJI3BAHU 32 )KUBOTHH, 1O 0011aTa
KOOpAuHaluuvs Ha AFeHHI/IﬂTa. CJ'ICIIBa Aa € Bb3MOKHO Jia CC IMPaBAT JOII'bJIHUTCIIHA
KOPCKUHWH Ha 3abJIDKCHUATA 3a C"I)6I/IpaH€ Ha JaHHU, KOTraTO NpOUCAYPHUTEC B AbPIKABUTEC
YJICHKH 32 ChOMpaHe Ha JaHHH OTHOCHO MPOJaKOUTE U yroTpedara Ha aHTUMUKPOOHU

cpeacTBa €ca 10CTaTbYHO HAACIKIHU.

[loBeuero BeTepuHApHU JEKAPCTBEHU IIPOJYKTH Ha Ia3apa ca pa3pelieHu 0 HallMOHAIHU
npoueaypu. Jluncara Ha XapMOHU3aLMsI B KPaTKUTE XapaKTEPUCTUKHU Ha BETEpUHAPHU
JIEKapCTBEHM MPOJIYKTH, pa3pellieH 10 HallMOHAJIHA MPolie/lypa B IIOBEUYE OT e€Ha
J'bprKaBa YWICHKa, Ch3/1aBa JOIBJIHUTEIIHN U HEHYKHH MPEUYKHU 3a IBU>)KEHHETO Ha
BETepUHApHUTE JeKapcTBeHU MpoayKkTH B Chro3a. Ilopaau ToBa € HE0OX0AUMO KpaTKUTe
XapaKTepUCTHKHU Ha TaKUBa MPOJYKTH J1a C€ XapMOHU3HUpPAT IOHE 0 OTHOIIEHHE Ha

JIO3WPOBKATA, YIOTpedaTa v MpeaynpexaeHUsITa OTHOCHO BETEPUHAPHUTE JIEKAPCTBEHU

POAYKTH.
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(52)

(33)

(54)

(55)

C nen na ce HaManyu aAMUHUCTPAaTUBHATA TEKECT U J]a CE€ YBEJIINYM HATMYUETO HA
BETEPUHAPHU JICKAPCTBEHU IIPOJYKTH B IbP/KABUTE YJICHKH, CIEABA 1A CE YCTAHOBSAT
OIIPOCTEHM IPaBUJIA 33 IPEACTaBAHETO HA OMAKOBKUTE U eTHKeTUTe. MHpopmanusTa B
TEKCTOB BUJ] CJI€J(BA J1a CE€ HAaMaJI U 10 Bb3MOXKHOCT OMXa MOTJIM Jja ObJaT pa3padoTeHu U
M3I0JI3BaHU IIUKTOI'PAMM U CHKPAILEHUs KaTO aITEepPHATHBA HA TAKAaBAa TEKCTOBA
uHpopmanus. [IukTorpamure u ChbKpalieHusATa ciesiBa 1a ObaaT CTaHJapTU3UPAHU HA
nsnara repuropus Ha Crro3a. CrieqBa 1a ce HarnpaBu HEOOXOJMMOTO TE€3H IIpaBUiIa J1a HE
3acTpallaBar OOIIECTBEHOTO 3/IpaBe WIN 3[paBETO Ha KUBOTHUTE, WJIM ONIa3BAaHETO HA

OKOJIHaTa cpcaa.

JIbpkaBUTE WICHKH Clie/iBa ChIIO TakKa Ja MOrar Ja u3bepar e3uKa Ha TeKCTa, KOMTo aa ce
M3IO0JI3Ba B KpaTKaTa XapaKTepUCTUKA HA MPOAYKTa, IPU €TUKETUPAHETO U B JIUCTOBKATA

Ha BETCPUHAPHUTC JICKAPCTBCHU IMPOAYKTH, pA3PCHICHU HA TAXHA TCPUTOPUS.

C 1en 1a ce yBenM4M HAIMYMETO HA BETEPHHAPHHU JICKAPCTBEHU NPoayKTH B ChI03a clieqBa
Ha €UH U ChHII IPUTEXKATEN Ha pa3pelICHHE 32 THPTOBHS J1a MOXKE J1a CE MPEI0CTaBU
IIOBEYE OT €JJHO pa3pellieHe 3a ThProBUs C JJa/ileH BETEPUHAPEH JIEKAPCTBEH POAYKT B
€/lHa U ChILA IbprKaBa WieHKa. B To3u ciryyail BCUUKH XapaKTepUCTUKHU, CBP3aHU C
MPOAYKTA U JAHHUTE B MOJKPETIa Ha 3asiBIICHUATA 32 BETCPUHAPHUS JICKAPCTBEH MPOAYKT
crenBa na ObpnaT eqHakBu. [lomaBaHeToO HA HAKOJIKO 3asBJICHUS 32 JIaJICH BETEPUHAPECH
JIEKapCTBEH MPOAYKT 00aue He ClIeBa J1a ce U3IM0J3Ba, 32 J1a Ce 3a00UKaJAT MPUHITUIIATE
Ha B3aMMHOTO IpU3HAaBaHe, U 110 Ta3U NPUYMHA OA00HU 3asBICHUS B PA3IUUHU IbPKABH

WICHKU CJIeZiBa 1a CC€ Pa3rjIieKAaT B PAMKHUTEC Ha Ipoueaypara 3a B3AaUMHO IIPU3HABAHEC.

3a 3ammTa Ha OOIIECTBEHOTO 3/IpaBe U 3]JpaBETO Ha KMBOTHHUTE, KAKTO W HA OKOJTHATA
cpena e HeoOXOAMMO J1a ce TIpuJIaraT mpaBuiIa 3a ¢papMakoIoruyHa OTUTETHOCT.
Cwbupanero Ha uHGOpPMAIUS 3a IPENoaraeMy HeOJIaronpUsSTHU PEaKlMu ClIeJBa 1a

AOIPHUHECE 3a IIpaBUJIHATA y1'IOTp66a Ha BETCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH.
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(57)

(58)

(59)

ExonornunuTe HHIUACHTH, KOUTO c€ HaOII0/1aBaT ciie/l IpUjlaraHeTo Ha JaeH
BETEPHHAPEH JICKAapCTBEH MPOAYKT Ha )KUBOTHO, CHIIO CIIEBA Ja C€ ChOOIIABAT KaTo
npearnoiaaraeMyu HeOaaronpusaTHy peakuuu. [10100HM HHIUMAEHTH MOTaT J1a BKJIIOUBAT
HalpuMep 3HAYUTEJIHO yBEeJIMYaBaHE Ha 3aMbPCSIBAHETO HA IIOYBATA C J1aZIeHO BELECTBO
710 HUBA, KOUTO CE€ CUUTAT 3a BPEJHU 3a OKOJIHATa CPEJla, UJIM BUCOKU KOHIIEHTPAIMH Ha
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH BbB BOJIaTa 3a IIMEHE, [10JIy4€HA OT HOBBPXHOCTHU

BOJU.

KommerenTHHTE OopraHuy, AFCHHI/IﬂTa H IMIPUTECKATCIIMNTEC HA PA3PCIICHNA 34 ThPIrOBUA
CJIC/IBA Jia HAaCbp4iaBaT U yJICCHABAT C’bO6H_IaBaH€TO Ha npcarnojraracMu He6HaFOHpI/I$ITHI/I
pCaKkuuu, nmo-CriCcuaJIHoO OT BETCPUHAPHU JICKApU U APYTH CICHHUATINCTU B o0Onacrtra Ha
3APaBCOIIa3BaHCTO, KOT'aTO TAKHNBaA CHOMUTHSA BB3HUKBAT 110 BpCMC Ha U3IIBJIHCHUCTO Ha
TCXHUTC 3aAbJDKCHUS, KAKTO U a YJICCHABAT I10JIy4aBaHCTO OT BETCPUHAPHUTE JICKApU HA

o6paTHa BPb3Ka OTHOCHO HAIIPaBCHOTO JOKJIaJIBAHC.

OnuThT MOKa3Ba, ue € He0OXOAMMO JIa Ce MPEIIPpUeMaT MEPKH, 3a Jia ce oa00pH
paborara Ha cucTeMara 3a gapmakosoruyia oqutenHoct. C moMoITa Ha Ta3u CUcTeMa
crnenBa Jia ce o0eMHAT U HaOJII01aBaT JaHHUTE Ha paBHUIETO Ha Chro3a. B mHTEpec Ha
Cwlo3a € 12 ce TapaHTHpa MOCIEA0BATEITHOCT HA CUCTEMUTE 3a (JapMaKOJIOTHYHA
OMTETHOCT 332 BCUYKH pa3pelieH! BeTepUHAPHU JICKApCTBEHU MPOIYKTH. B chIIOTO
BpeMe CJIe/IBa JIa C€ OTYUTAT MPOMEHUTE BCIEACTBUE HA XapMOHHU3AIUATA Ha
oTpeeNeHUsITa, TEePMUHOJIOTHATA U TEXHOJIOTHYHOTO pa3BUTHE B 00JIacTTa HA

(l)apMaKOJ'IOI‘I/ILIHaTa 6,Z[I/ITCJ'IHOCT Ha MCKAYHApOJAHO paBHUIIIC.

[IputexxaTenure Ha pa3pelieHus 3a ThProBHs ClIeBa J1a HOCAT OTTOBOPHOCT 3a
OCBIIECTBSIBAHETO HA HEMPEKbCHATH IEHHOCTHU 1O (papMaKoIoruyHa OJUTEIHOCT, 3a Ja Ce
rapaHTHUpa HENPEKbCHATATa OLEHKA HA CbOTHOLIEHUETO MEXTy 110JI3aTa U PUCKA OT
BETEpUHAPHUTE JIEKapCTBEHU MPOAYKTH, KOUTO IyCcKaT Ha Ma3apa. Te ciesiBa aa cbOupar
ChOOILIEHNUS 3a MpeoiaraeMyu HeOIaronpusTHU peakliy, CBbP3aHU C TEXHU
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, BKIOUUTEIHO MPH yHoTpeda Ha MPOAYKTa, KOSTO

HC € B CbOTBCTCTBUC C YCIJIOBUATA HA IPEAOCTABCHOTO Pa3pCHICHUC 34 ThbPTrOBH.
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(61)

(62)

HeoOxomuMo € 1a ce yBeInyu ChbBMECTHOTO U3IOJI3BAHE HA PECYPCHUTE OT CTpaHa Ha
KOMITETEHTHHUTE OPTaHH U Ja C€ TOBUINU €()UKACHOCTTA HA CHCTeMaTa 3a (hapMaKoJIOTHIHA
omutenHoct. ChOpaHHUTE JaHHU CJIE/IBA /1a C€ BbBEXKIAT B €IMHHO 3BCHO 3a JIOKJIaJBaHe, 3a
Ja ce ocurypu oomMeH Ha uHpopmarusaTa. KommneTeHTHUTE OpraHu Cje/IBa 1a U3I0JI3BaT
TE3W JaHHM, 32 J]a 00e3edaBar MOCTOSTHHATA OI[EHKa Ha ChOTHOIICHUETO MEXIY MoJ3aTa

Y pUCKa OT MpeJIJIaraHUTe Ha Ma3apa BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH.

B cnienmannu ciy4an,0T cboOpakeHusl, CBbP3aHu ¢ OOIECTBEHOTO 3paBe WM 3/IpaBETO
Ha )KMBOTHUTE, UM C OKOJIHATA Cpefia, € HE0OXOUMO HATMYHUTE IaHHU 3a 0€3011acHOCTTa
1 e(UKacCHOCTTa KbM MOMEHTA Ha MPEAOCTaBsIHE HA Pa3pelICHUETO Ja Ce NOMBIHAT C OIIe
nH(pOpMaIH CIel MyCKaHEeTO Ha BETepUHAPHUS JICKApCTBEH MPOAYKT Ha ma3apa. [Topamu
TOBA clieBa J1a ObJle Bb3MOXKHO IPUTEKATEIUTE HA pa3pelieHus 3a ThproBus aa Obaat

3aAbJIXKaBaHU 1d ITPOBCKAAT U3CJICABAHMA CIIC ITPCAOCTABAHCTO HAa PA3pPCUICHUCTO.

CrnenBa na 0b1e ch3azeHa 0aza qaHHM 32 (papMaKoIOrHIHa OIUTEITHOCT Ha PABHUIIETO
Ha Cpro3a, B KOSTO J1a ce BIUCBA M 000011aBa nH(GOpMAIHS 33 IPEIoIaracMu
HeOJIaronpusITHA PEaKIUH, CBbP3aHU C BCUYKH pa3penicHu B Chi03a BETCPUHAPHH
JICKapCTBEHH NMPOAYKTH. ba3ara naHHM cienBa Jia ClIOMOTHE 3a M0-J00pOTO OTKPHBAaHE Ha
MIpeIoJIaracMu HeOJIaronmpUsTHU PEaKIUU U J1a yIIECHU HAOII0CHUETO B 00IacTTa Ha
(dhapmakoJoTHIHa OAUTEITHOCT, KAKTO M Pa3lpPEICIICHHETO Ha TPYAa MEKIY
KOMITETCHTHHUTE OpraHu. Ta3u 0a3a JTaHHU CJIe[[Ba J1a BKIIFOUBA MEXaHU3MUTE 32 OOMCH Ha

JaHHHU CBbC ChbIICCTBYBAIIUTC HAITUOHAIHA 0asu JaHHHU 3a q)apMaKOJ'IOFI/I‘lHa 6,I[I/ITCJ'IHOCT.
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[Ipouenypute, kKouTo e OBAAT MPUETH OT KOMIIETEHTHUTE OpraHu U ATCHIIHITA 32
OIICHKa Ha WH(OPMAIIUATA 32 TPEIoJIaraeMy HEOIArONPHUATHH PEAKIIUHU, KOSTO T€
0JIy4aBar, clie/[Ba J1a ChOTBETCTBAT HA MEPKUTE 3a Ao0parta apMaKoIornyHa
OIMTETHOCT, KOUTO cleBa aa Obpaar npuetu oT Komucusra, 1, koraTo e 1enecbo0pasHo,
Jla ce OCHOBaBaT Ha OO CTaHIAPT, MPOU3TUYAI OT HACTOALINTE HacoKku Ha Komucusra
OTHOCHO (hapMaKoJIoTUYHaTa OAUTEITHOCT 32 BETEPHHAPHUTE JICKAPCTBEHH MPOJTYKTH.
Onenkara, U3BbpIIEHA OT KOMIIETEHTHUS OPraH WM OT ATEHIUATA 110 TO3U HAaYHH, MOXKeE
na ObJe eJHO OT CPeICTBATA, Upe3 KOUTO Ce OIpeiess 1l UMa IPOMEHHU B
CHOTHOILIEHUETO MEX]1y 0J13aTa U PUCKA OT T€3U BETEPUHAPHU JICKAPCTBEHU MPOIYKTH.
[TomuepraBa ce obaue, 4e 3a Ta3u el ,,IpoleaypaTa 3a 00padoTBaHe HA CUTHAIH €
,»3JATHUST CTAaHAAPT U CJIe/IBa HAJJIEKHO Jla ce MMa IpeaBu. Tasu mpoieaypa 3a
00paboTBaHe HAa CUTHAJIU CE€ CHCTOU OT 3a/1a4M 3a OTKPUBaHE, BAIUIUPAHE,
IOTBBPXKAABAHE, aHAJTIU3 U ONIPCACIIAHC HAa IIPUOPUTETA HAa CUI'HAJIM, OLICHKA U IMTPCIIOPBKa

3a JeHCTBUE.

Heo6xoa1Mo e 1a ce n3BbpIlBa KOHTPOJ BBPXY IsJ1aTa BEpUra Ha pa3npoCcTpaHeHUe Ha
BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH — OT TAXHOTO IIPOU3BOJCTBOTO WJIK BHOC B
Cplo3a 10 1OCTaBSIHETO UM Ha KpalHuUs notpeduten. BerepunapHuTe ekapcTBeHU
IIPONYKTH OT TPETH IbPKABU CJIEABA Ja OTTOBAPST Ha CHIINUTE N3UCKBAHMS, KOUTO CE€
Ipuiarat 3a BETepUHApHU JIEKapCTBEHU NMPOAYKTH, pou3BeaeHu B Chro3a, WK Hall-

MaJIKO Ha IMPU3HATH 3a paBHOCTOﬁHH Ha TAX U3UCKBaHMA.
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[Tapanennara ThproBus ¢ BETEpUHAPHU JIEKAPCTBEHU MPOAYKTU C€ OTHACS 10
BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH, KOUTO C€ ThPI'yBaT OT €AHa AbprKaBa YICHKA B
Jpyra, ¥ ce pa3jnyaBa OT BHOCA I10 TOBA, Y€ BHECEHUTE MPOAYKTHU Ca MPOAYKTH, HJIBALIU
oT Tpetu abpxaBu B Chro3a. [lapanennara TbproBus ¢ BeTepuHAPHU JICKaPCTBEHU
IIPOJIYKTH, Pa3pellieH! ChIVIACHO HALMOHAJIHA, IEHEHTPAIU3MpaHa Uil B3auMHa
IpoLeaypa Ha IPU3HABaHE WK ChIJIACHO IOCIE/ABAIA IPOLIelypa 3a IPU3HABAHE, CIIe/iBa
na ObJe perJaMeHTHpaHa, 3a Jla ce rapaHTupa, 4ye MPUHIUIUTE Ha CBOOOAHOTO JBUKECHHE
Ha CTOKH ca OTPaHUYEHU CaMo C LieJI OMa3BaHe Ha OOLIECTBEHOTO 3/IpaBe U 37paBeTo Ha
YKUBOTHHUTE MO XapMOHU3MpPaH HAYMH U MPU 3a4UTaHe HA ChAcOHaTa npakTrka Ha Cblia Ha
EBponeiickus cpto3 (,,Chaa*). BbBexaanuTe aAIMUHUCTPATUBHU IPOLIEYPU B TO3U
KOHTEKCT He cJie/IBa Jla Ch3JaBar MpeKomMepHa TexxecT. [lo-cnernuanto, BCsko o100peHue

Ha JIMIOCH3 34 TaKaBa I1apajiCjiHa TbProBu:A CJICABA 1da CC OCHOBABa HA OIIPOCTCHA

nporenypa.

3a Ja C€ yJICCHHU ABUKCHHUETO HAa BCTCPUHAPHU JICKAPCTBCHUTC IPOAYKTH U A CC n3oerue
IIOBTOPCHUECTO Ha IIPOBCPKU, U3BBPIICHHU B €AHA AbpPiKaBa YJICHKA, B IPYI'U AbPiKaBU
YICHKH, CJICABA ia CC IIpujiaraT MUHUMAJIHU U3UMCKBAHHWA 110 OTHOIMCHUEC HA

BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH, ITPOU3BCACHU UJIM BHCCCHU OT TPCTU ABPIKABU.

KadectBoTo Ha npousBeaeHuTe B Chr03a BETEpUHAPHU JICKAPCTBEHU MPOIYKTH CJIE/IBA 1a
ce rapaHTupa, KaTo ce BbBeJle U3UCKBaHE J1a Ce Clia3BaT MPUHIUIINTE Ha J00paTa
MIPOU3BOJICTBEHA MMPAKTHUKA 32 JIEKAPCTBEHHU MPOJAYKTH HE3aBUCHUMO OT KPaitHOTO UM

MCECTOHA3HA4YCHUC.

3a OCJIMTC HAa HACTOAIIUSA PErIIaMCHT )106paTa IMPOM3BOJACTBCHA MPAKTHKA CJICABA O1a NMa
npeaBua CTaHAApTUTC HA Crro3a u MCKAYHAPOJHUTE CTAHAAPTH 34 XyMAaHHO OTHOIICHUEC
KbM KUBOTHHUTEC, KOI'aTO aKTUBHUTC BCUICCTBA CC IIPUT'OTBAT OT )KUBOTHH. CJ'ICI[Ba Ja Ccc
B3€MarT MpeaABHUI U MECPKUTEC 3a IIPEAOTBPATABAHC UJIU CBCKKAAHE 1O MUHUMYM Ha
HU3IIYCKAaHCTO Ha aKTUBHU BEIICCTBA B OKOJIHATa Cpcaa. Bcsakaksu HO}IO6HI/I MCPKHU CJICABa

Ja Cc€ mpueMar camMo CJIC OLCHKa Ha TAXHOTO B’B3}161710TBI/I€.
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(69) 3a 1a ce rapaHTHpa eIHAKBOTO MpUJIaraHe Ha MPUHIUIIKNTE Ha JJ0OpaTa MpOMU3BOICTBEHA
IpakTHKa U Ha 1o0para MpaKkTUKa Ha pa3IpocTpaHeHue, npoueaypure Ha Cbro3a 3a
MHCIIEKIIMY 1 0OMEH Ha MHpOpMaLus clie[Ba Jja CIyKaT 32 OCHOBA 32 KOMIIETEHTHUTE

OpraHuv IpH U3BHPIIBAHETO HA KOHTPOJ BbPXY MPOU3BOJUTCINTEC U THProBUUTEC HA €APO.

(70) Bbnpeku ye HHaKTUBHPAHUTE UMYHOJIOTUYHU BETEPUHAPHU JICKAPCTBEHU IIPOLYKTH,
MIOCOYEHHU B wiIeH 2, maparpad 3, cieasa 1a Ob1aT NPOU3BEKAAHN B CHOTBETCTBHE C
IPUHLUIINTE Ha J0OpaTa MPOU3BOJCTBEHA IPAKTHKA, 32 TE3U MPOLYKTHU clieABa Ja ObIaT
W3TOTBEHH CIEIMAITHO NOAPOOHU HACOKH 3a J00pa MPOU3BOJCTBEHA MPAKTHKA, Thil KaTo
T€ CE MMPOU3BEXK/AT 10 HAUMH, PA3JIMYEH OT TO3H HA IIPOMUIIIEHO [TPOU3BEIECHUTE
npoaykTy. ToBa Ou 3ama3uiio TAXHOTO KauecTBO, 0€3 Jja Bb3IPENSITCTBA TAXHOTO

IIpOU3BOACTBO U HAJIMYHOCT.

(71) C uen ga ce rapaHTupa MOAXOAAIIOTO ChbXPaHEHUE, TPAHCIIOPTHpaHe U 00paboTKa Ha
JIEKApCTBEHHUTE MPOAYKTH, IPY>KECTBATA CIEBa Ja MPUTEKABAT pa3pelieHre 3a ThPrOBHs
Ha eJ[po C BETEPUHAPHHU JIEKAPCTBEHH MPOYKTH U CJIE/IBA J1a CIIa3BaT MPUHIIUIIUTE HA
no0para mpakTHKa Ha pa3pocTpaHeHue. 3a Cra3BaHeTO Ha TE3U YCIOBUS ClIeBa Jia
OTroBapsAT AbprkKaBUTE WieHKH. ChOTBETHUTE pa3pelIeHus clie[Ba 1a ObJaT BAIUIHU HA
usnara repuropust Ha Cbro3a U Te ciieiBa 1a ObJIaT U3MCKBAHU ChILO TaKa B cliydail Ha

rapajiejIHa TbPrOBUs C BETEPUHAPHU JIEKAPCTBEHU IIPOIYKTH.

(72) 3a /1a ce OCUTYpH MPO3pavyHOCT, CIEABA JIa C€ Ch3/1ajie 0a3a JaHHU HA PABHUIIETO Ha
Cwlo3a ¢ 11en J1a ce myoauKyBa CIUCHK Ha THPTOBIMTE HA €IPO, 32 KOUTO MPH MHCIICKIIUS
OT KOMIIETEHTEH OpraH Ha JbprKaBa YiIeHKa € OUJI0 yCTaHOBEHO, Y€ CIa3BaT MPHIOKUMOTO

3akoHogaTeNncTBo Ha Chpro3a.
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VYcnoBusra, ypexxaaiy JoCTaBKaTa Ha BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH Ha
OOIIIECTBEHOCTTA, CIIE/IBA Ja C€ XapMOHM3HMpAT Ha IsaTa Teputopus Ha Cpro3a.
BerepruHapHuTe 1€KapCcTBEHU NMPOAYKTH CIIEABA Ja CE€ JOCTABAT CaMO OT JIMLA C HAJIEKHO
paspelnieHue 3a ToBa, IPeI0CTaBeHO OT IbpKaBaTa 4EHKa, B KOSITO Ca YCTAaHOBEHHU.
Cp11eBpEMEHHO € 1Ie1 1a CE OCUTYPHU 10-100Bp TOCTHII 10 BETEPUHAPHUTE JIEKAPCTBEHU
poaykTH B Chro3a ThProBIUTE Ha IPEOHO, KOUTO UMAT pa3pelleHue 3a J0CTaBKa Ha
BETEPUHAPHU JIEKAPCTBEHU MTPOIYKTH, IPETOCTABEHO OT KOMIIETEHTHUS OpraH B
I'bpPKaBaTa, B KOSITO €4 YCTAHOBEHH, CJIEJIBA J]a UMAT Bb3MOKHOCT J1a [IPO/IaBaT OT
pa3CcTosIHME BETEPUHAPHU JIEKAPCTBEHU IIPOAYKTH, 32 KOUTO HE CE M3MCKBA BETEpPUHApHA
pelenTa, Ha KylyBa4yM B Ipyrdl IbpkaBu wieHkH. Karo ce nma npensua odaue, ye B HAKOU
J'bPKaBU YJICHKH IMOHACTOSIIEM ChILECTBYBA MIPAKTHKA Ja CE MPOAABAT OT Pa3CTOSHUE U
BETEpUHAPHU JIEKAPCTBEHU MTPOJIYKTH, 32 KOUTO CE U3UCKBA PELENTa, Ha IbP>KABUTE
YJIEHKHU cJie/iBa Ja ObJie pa3pelieHo 1a IpoabiKaBaT Ta3| MPAKTUKA [IPU ONPECIICHU
YCIJIOBHUS U CaMO Ha TAXHa TepuTopusi. B TakbB cilyyail Te3u Abp>KaBU WICHKH clie/iBa J1a
MpearnpuemMar MmoaAXo I MEPKU 3a N30ArBaHe Ha HeXeJlaH! TOCTEANIIN OT TaKUBa

AOCTAaBKHU U [1a YCTAHOBAT IIpaBUJIa 3a MMOAXOAAIIN CAHKIINH.

BerepunapHuTe JIekapu clie/iBa BUHATH Ja W3/1aBaT BETEPHHAPHA PEIeNnTa, KOraTo
JOCTaBAT JaJIeH BETEPUHAPEH JIGKAPCTBEH MPOIYKT, KOHTO Ce OTITyCKa CaMo C
BEeTEpPHHAPHA peIleNnTa, KoraTo T CAaMHUTE He MpuiiaraT To3u MpoaykT. Korato camure
BETEpPUHAPHU JIEKapHU MpUjIarat TaKbB JIEKAPCTBEH MPOAYKT, HEOOXOJUMOCTTA OT U3JaBaHe
Ha BETepUHApHA peIlenTa cie/iBa Ja ce Oonpeesis OT ChOTBETHUTE HAI[MOHATHH
pasnopendu. Berepunapuure jgexkapu odaue ciie/iBa BUHATH J1a BOAST JOKYMEHTAIIHS 32

JICKApCTBCHUTC NPOAYKTH, KOUTO Ca IIpuiarajiu.
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He3zakonnara npojaxx6a Ha BETEpHHAPHH JICKAPCTBEHU MPOAYKTH OT Pa3CTOSHUE MOXKE J1a
MpEeJCTaBIsABA 3ariaxa 3a OOIIECTBEHOTO 3/paBe | 3a 3/[PaBETO HA )KUBOTHUTE, Thi KAaTO
10 TO3U HAUYMH JI0 TOTPEOUTETUTE MOXKE J1a CTUTHAT (PanmupuIpany IpOAYKTH UIH
MIPOJYKTH, KOUTO HE OTTOBapAT Ha HOpMHTE. HeoOxoaumo e 1a ce B3eMaT MEpKU Cperry
ToBa. Clie/iBa /1a ce B3eMe IIPEJIBU/I, ue Ha paBHUIIETO Ha Chbr03a HE Ca BbBEJICHU
XapMOHU3UPAaHU yCJIOBHS 32 JI0CTaBKa HAa BETEPUHAPHU JIEKAPCTBEHU ITPOJYKTH Ha
OOIIECTBEHOCTTA U C OIJIEe]l Ha TOBA AbP)KABUTE WICHKH MOXE J1a IPEIBUIAT YCIOBUS 32
JI0CTaBKaTa Ha TaKMBa MPOAYKTU B PAaMKHUTE Ha MpeaBuIeHOTO B JloroBopa 3a

¢bynkunonupanero Ha EBponeiickus cpro3 (ADPEC).

[Tpu pasriexmaaneTo Ha BhIIPOCa JOKOJIKO YCIOBHUSATA 3a JJOCTaBKa HA JIGKAPCTBEHU
MIPOJYKTH Ca CbBMECTHUMH ChC 3aKOHOAaTeICTBOTO Ha Chio3a, ChIbT MpU3HA — BBHB
BpB3Ka C JICKAPCTBCHUTE MPOYKTH 32 XyMaHHa ynorpeda — KpaiHO crieniuGuaHus
XapakTep Ha JIEKAPCTBEHUTE MPOAYKTH, YNUTO TEPANEBTHYCH €(PEKT CHIIIECTBEHO '
OoTJIM4aBa OT APYIUTC CTOKH. CLI[T)T IMOCTAaHOBH CBHIIO Taka, 4€ 3JpaB€TO U JXUBOTHT Ha
XOopara ce HapeXJIaT Ha ITbPBO MSCTO CPeJI ICHHOCTHTE U MHTEPECHUTE, 3aIlMTABAHH OT
J®DEC, 1 4e 1pprkaBUTE WICHKH TPsIOBa Jla peliaT B KAKBa CTEIICH Bh3HAMEPSIBAT Jia
OCHUTYPST 3aKpHIaTa Ha OOIIECTBEHOTO 3/IpaBe, KAKTO U MO KaKbB HAYMH TpsiOBa aa ObJie
IOCTUTHATO TOBA. T'bil KATO Ta3U CTEIICH MOXKE Ja C€ pasjindyaBa B OTACIIHUTEC AbpKaBU
YJICHKH, Ha JTbPKABUTE WICHKH TPsIOBA J1a ce Ja/ie Bh3MOXKHOCT JI0 U3BECTHA CTEIICH Ja
MPEIeHST YCIOBUSATA 32 IOCTaBKa Ha JIEKAPCTBEHU MPOJYKTH Ha TAXHA TEPUTOPHSL.
[Topaau ToBa O OTHOILIIEHHE HA JOCTaBKATa HA JIEKAPCTBEHU MPOAYKTH, MPEAJIaraHu 3a
Mpoiayk0a OT Pa3CTOSIHUE MTOCPEICTBOM YCIYTUTE HAa MH(OPMAITMOHHOTO OOIIECTBO,
ABPIKABUTEC YICHKU CJI€ABA Ja MOrar aa NpCABUAAT yCJIOBHs, OIIpaBdaHU OT C"I)O6pa)KeHI/I$[
3a 3aIluTa Ha OOIECTBEHOTO 3/paBe WM 3a 3/IpaBETO Ha )KMBOTHUTE. Te3u ycIoBuUs HE
clie[IBa Ia OrpaHNyYaBaT HEMPaBOMEPHO (HYHKIIMOHUPAHETO HA BHTPEIIHUS Mazap. B To3u
KOHTCKCT AbpPKAaBUTC YWICHKHU CJICABA Aa MOTaT Jia IPpECABUIAT MO-CTPOru yCJIOBHA 110
OTHOIICHHEC Ha NOCTaBKaTa Ha BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH, IPCAJIaraHu 3a
mpojaxxk0a, KOWTO J1a ca OMpaBAaHU OT ChOOPaKeHHUS 3a 3all1Ta Ha OOIIECTBEHOTO 3/paBe
WJIH 3/IpAaBETO Ha )KMBOTHUTE, UM HA OKOJIHATA Cpefa, MIPH MOJI0KEHHE Ye Te3H YCIOBUS
ca MpONOPIMOHAIHY Ha PUCKa U HE OrpaHUYaBaT HEMIPAaBOMEPHO (PYHKIIMOHMPAHETO Ha

BBTPCIIHUA I1a3ap.
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(77) C 1en 1a ce OCUTYPSIT BUCOKH CTaHAAPTH U 0€30MaCHOCT HA MPEeUIaraHuTe 3a Mpoaaxoa
OT pa3CTOsIHUE BETEpPUHAPHHU JIEKAPCTBEHU MPOAYKTH, OOIECTBEHOCTTA cie/Ba Ja Oble
MOJIIIOMOTHATA J1a pa3lo3HaBa yeOcalTOBETe, KOUTO 3aKOHHO TpeiaraT TakuBa
JekapcTBeHH npoaykTu. CienBa a ObJe ¢h3/1aA€HO 0010 JIOTO, Pa3[IO3HaBAEMO Ha
1su1aTa TepuTopust Ha Chlo3a, KOETO ChIEBPEMEHHO I03BOJISABA J1a CE MT03HAE IbprKaBaTa
YJICHKA, B KOSITO € YCTAHOBEHO JIMLETO, IPEAJIarao Ipoaxxoa oT pa3cTOsIHUE Ha
BETEPHHAPHU JIEKapCTBEHH MPoayKkTH. KomucusTa cinenBa 1a U3rotBu rpaduaHus qu3aiH
Ha 00mmoTo joro. CrenBa 1a ce€ OCUT'YpH €JeKTPOHHA Bpb3Ka MKy yeOcalToBeTe,
IpeJyIaraiy npoaaxxoa oT pa3cTOsIHUE Ha BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH Ha
0O0IIIECTBEHOCTTA, U yeOcaiiTa Ha ChOTBETHHS KOMIIETEHTEH OpraH. Y e0caliToBeTe Ha
KOMITETCHTHHUTE OPTaHU Ha IbP)KaBUTE WICHKU M yeOCaUThT Ha ATeHIUsATa CIeIBa 1a
ChIBpIKaT OOSICHEHHS 33 TOBA KaK CE M3I0JI3Ba 0OIIOTO JIoro. MeXay BCHYKH CaiiToBE
CIIe/IBa Jla ce M3TPAIST BPB3KH, 3a Ja Ce MPEe0CTaBs u3uepnaresHa HHPOopMaIus Ha

00IIIECTBEHOCTTA.

(78) B nbprxaBuTE YICHKH Clie[Ba 1a MPOABIKAT J]a Ce MpUIaraT CUCTEMU 3a CbOUpaHe U
o0e3Bpex/1aHe Ha OTHNAAbYHU BETEPUHAPHU JICKAPCTBEHU MIPOIYKTH C I Ja e
KOHTPOJIMPAT PUCKOBETE 3a 3[IpaBETO Ha XOpaTa U 3/IpaBeTO Ha )KMBOTHUTE WJIU 32

OKOJIHaTa cpcaa.

PE-CONS 45/18 RDY/rb 32
LIFE.2.B BG



(79)

(80)

(81)

Pexnamara, TopH Ha JIEKapCTBEHHU MPOJYKTH, 32 KOUTO HE € He00X0AUMa BETepHHAPHA
pelriernta, MOXKe J1a IMa OTPayKeHHE BhPXY OOIIECTBEHOTO 3/IpaBe U 3/IpaBeTO Ha
KMBOTHHUTE U MOXKE J1a HApyIIM KOHKypeHuusTa. [1o Ta3u npuunHa pexiiamara Ha
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH CJIE/IBA Aa OTTOBAPS HA ONpeNleIeH! KPUTEPHH.
JIunata, KOUTO UMAT HEOOXoAUMaTa KBaTH(pUKaus Aa IPEINICBAT MU J1a TOCTABAT
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH, MOTAT IMPABUIIHO J1a OLICHAT IpeACcTaBeHaTa B
peknamaTa nHpopmanus 6arogapeHrue Ha CBOUTE MO3HaHUs, 00pa30BaHUE U OIHUT B
o0J1acTTa Ha 3/]paBeona3BaHETO HA XKUBOTHHUTE. Pekiiamara Ha BeTepUHApHU JIEKAPCTBEHU
MPOAYKTH Ha JIUIA, KOUTO HE Ca B ChCTOSHUE HAIE)KHO J1a OLICHAT PUCKA, CBbP3aH C
TSIXHATa ynoTpeda, MOXKe J1a I0BeJIe 10 HeMPaBUIHA yroTpeda min CBpbXynoTpeda Ha
JIEKapCTBEH MPOYKT, @ TOBA MOKE J1a MMa BPEIHU MOCIIEANLIM 32 OOILECTBEHOTO 3/paBe
WIN 3paBeTO Ha )KUBOTHUTE, WIN 32 OKOJIHATa cpeja. Berpeku ToBa, ¢ 1iei 3arna3BaHe Ha
3[IpaBHUS CTATyC Ha JKUBOTHUTE HA TAXHA TEPUTOPHSL, IbP)KaBUTE WICHKHU CIIE/IBA a MOTAT
7la pa3pelraBar, pu OrpaHMYeHH YCIOBHUS, peKJIaMUpaHe Ha IMYHOJIOTUYHH BETEpUHAPHU

JICKApCTBCHU IIPOAYKTH U Ha HpO(i)GCI/IOHaJ'IHI/ITC KHUBOTHOBB/H.

[ITo ce oTHacs 10 pekiiamara Ha BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, OIUTHT Ha
IbPKABUTE YWICHKH ITOKa3Ba, Y€ € HEOOXOIUMO J1a CE IMOCTABS aKIIEHT BhPXY
pasrpaHUYeHUETO MEXKIY Pypaku U OMOLMIU, OT €THA CTPaHa, U BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH, OT APYTa, Thi KaTO YECTO TOBA pa3rpaHUUYeHNEe OMBA MIPEICTABsIHO

IOrpeIIHO B pCKIaMaTa.

HpaBI/IJ'IaTa 3a pCeKiIaMaTa B HACTOAMIUS PECIIIAaMCHT CJICABA [1a CC pA3TJIC)KAAT KAaTO
CHGIII/I(l)I/ILIHI/I IIpaBujia, KOUTO OOIIBJIBAT 06HII/IT€ ImpaBujia, CbAbpiKalu CC B I[I/IpeKTI/IBa

Ne 2006/114/EO na Esponetickust mapnament u Ha ChBeral.

Hupexktusa 2006/114/EO na EBponeiickus napiament u Ha CbBeta oT 12 nexkempu 2006 r.
OTHOCHO 3a0IyxJaBalaTa u cpaBHuTenHara pexkiaama (OB L 376, 27.12.2006 r., ctp. 21).
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(82)

(83)

(84)

Koraro manenu nekapcTBEHU MPOAYKTH Ca pa3pellieHd B AbprKaBa WICHKA U ca OUiu
IIPEIMCAaHU B ChIaTa IbpKaBa OT BETEPUHAPEH JIEKap 3a OTIEIIHO )KUBOTHO WM 3a rpyna
YKUBOTHH, IO IPUHIIUII O CIIEABAJIO J1a € Bb3MOXKHO ChlIaTa BETepUHApHA peLeriTa 1a
ObJie MpU3HATA U JIEKAPCTBEHUST MPOAYKT Ja ObJie Ja/ieH B Apyra AbprKaBa YiIeHKa.
[IpemaxBaHeTO Ha pETyIATOPHHUTE M AJMHUHUCTPATUBHH Oapuepu mpea moJo0Ho
MIpU3HABAHE HE CJIEBA Ja 3acsra HUKaKBO MPO(ECHOHATHO WM €TUYHO 33bJDKEHIE Ha

BCTCPUHAPHUTE JICKAPHU JIa OTKAXaT Aa AadgaT NpEeAInrucCaHus JCKapCTBEH IIPOAYKT.

[Tpunaranero Ha NPUHITKMIIA 32 TIPU3HABAHE HA BETCPHHAPHH PEIICTITH CJIe/BA JIa Ce
yJIECHHM, KaTO 3a IIeNITa ce mprueMe oopaser Ha (opMaT 3a BETepHHApHA peLenTa,
ChABpKAI OCHOBHATa He0OXoauMa nHpopMaIus, 3a a c€ OCUTypu O€301acHO U
e(prKaCHO M3I0JI3BaHE HA JIEKAPCTBEHUS MPOAYKT. He ciienBa 1a iMa NpevKu IbpKaBUTE
YJICHKH J1a BBEXKIAT JOIBIHUTEITHH €JIEMEHTH BbB BETCPUHAPHHUTE PEIENTH, CTUTA TOBA

Aa HE IMONpPEYHN Ha IPU3HABAHCTO HA BETCPUHAPHU PCUCIITH OT APYId AbpPKaBU YIICHKH.

OcurypsBaHeTo Ha UH(pOpMaLMs 3a BETEPUHAPHUTE JIEKAPCTBEHU IPOAYKTHU € OT
CBIIECTBEHO 3HaYEHHUE, 3a J]a MOTaT 3/[paBHUTE CIECLUAINCTH, KOMIETEHTHUTE OpPraHu U
Apy’KecTBara ja B3eMaT UH(opMupanu perieHus. ChlIeCTBEH €JIEMEHT 3a TOBA €
Ch3/laBaHeTO Ha 0a3a naHHM Ha Chr03a, Upe3 KOATO Jla ce ChIIOCTaBs HH(OpMALus 3a
IIPEJOCTaBEHUTE pa3peleHus 3a Tbproeus B Cbro3a. Ta3u 0a3za naHHM cielBa 1a OCUTYpU
[O-ToJIsIMa IPO3PavyHOCT, J]a ONTUMU3MpPA U yJIeCHU oOMeHa Ha UH(OpMaLHs MEeXIY
KOMIIETEHTHUTE OpTaHy U Jia IPEAOTBPaTH HaTPYIIBAHETO HA MHOYKECTBO N3MCKBAHUA 32

JOKJIaIBaHE.
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(85) IIpoBepkara Ha CBOTBETCTBUETO C IPABHUTE U3UCKBAHUS YPE3 OCBLICCTBABAHETO HA
KOHTPOJI € OT CHILIECTBEHO 3HAUCHHE, 32 JIa CE TapaHTHpa e(h)UKaCHOTO IMOCTUTAHE HA
LIEJINTE Ha HACTOSIIUS perjJaMeHT Ha Istata Tepuropus Ha Coro3a. C ories Ha ToBa
KOMIIETEHTHUTE OpPraHH Ha JIbPKaBUTE YWICHKH CJIE/Ba J1a UMAT IPAaBOMOILHUS A
M3BBPIIBAT MHCIEKIIMH HA BCUYKHU €TaId OT MPOU3BOACTBOTO, Pa3NPOCTPAHEHUETO U
yrnoTrpebaTta Ha BETEpUHAPHUTE JICKAPCTBEHU MPOAYKTH. 3a J1a ce 3ana3u e(heKThT OT
MHCIEKIUNTE, KOMIIETEHTHUTE OpPraHu CJe[Ba Jla MOrar Ja IpoBEeXJaT HHCIIEKIIMU 0e3

IpEeaAn3BCCTHUC.

(86) KomniereHTHUTE Opranu ciieiBa Ja OnpeielaT 4ecToTara Ha KOHTPOJa, KaTo B3€Mar
IpeaABUA OYaKBaHHA PHUCK U O4YaKBaHaTa CTCIICH HAa U3I'BJIHCHUC HAa U3MCKBAHUATA IIPU
pasnuuHu obcrosTencTBa. To3u MoaXo/ clieBa J1a MO3BOJIM HA Te3U KOMIIETEHTHU OpraHu
Jla pasnpeiensaT pecypcu TaM, KbJEeTO ChIIECTBYBa HAll-roMIsIM pHUCK. B Hikou ciyyan
o0ade KOHTPOIBT CIIE/IBA Ja CE OCHIIECTBIBA HE3aBUCHMO OT CTETIEHTA HA PUCK WIIH
HeCIa3BaHe Ha U3MCKBAHMITA, HAIPUMEDP Ha eTara Mpeay MpeI0CTaBsiHe Ha pa3pelieHue

3a IIPOU3BOJACTBO.
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(87) B HsKOM cilydan HaTM4MeTO Ha c1a00CTH B CUCTEMATa 3a KOHTPOJI B AbPKaBUTE WICHKH
MO’K€ CHILECTBEHO J1a BB3IPEMATCTBA IOCTUTAHETO HA IEJINTE HA HACTOSIINS PErJIaMEeHT U
7la TOBEJIE 10 Bb3HUKBAHETO HAa PUCKOBE 3a OOIECTBEHOTO 3/paBe U 3/[paBETO Ha
KUBOTHHTE, U 32 OKoJHAaTa cpenia. C 1en Ja ce OCUTYpU XapMOHU3UPAH MOAXO]l IPU
M3BBPUIBAHETO HA KOHTPOJIa Ha LsaaTa tepuropust Ha Cpro3a, Komucusra cieasa 1a Moxe
Jla U3BBPILIBA OJIUTHU B IBP’KABUTE WIECHKHU 3a IPOBEpPKA HA paboTaTa Ha HALlMOHAIHUTE
cucTeMHU 3a KOHTpoJl. Te3n oauTH cieBa a ce U3BbPLIBAT 10 TAKbB HAYMH, Y€ J1a Ce
n305rBa HEHY)KHaTa aJMUHUCTPATUBHA TEXKECT, U, IOKOJIKOTO € Bb3MOXKHO, /1a ObJaT
ChIJIACYBaHU C IbP’KaBUTE WIEHKH, KAKTO ¥ C BCUUKU Jpyru oautu Ha Komucusra, Kouto
TpsbBa na ce u3bpwmar cbriaacuo Pernament (EC) 2017/625 na EBponeiickust napaaMeHT

u Ha CobBeTal.

(88) C nen ia ce obe3neyar mpo3pavyHoOCT, OE3MPUCTPACTHOCT U TMOCIICAOBATEIHOCT HA
HeﬁHOCTHTe I10 IIpaBOIIpHJIarane B AbpKaBUTC YJICHKH, € HCO6XOI[I/IMO ABPIKABUTEC YIICHKU
Jla Ch3J1aJaT MOAXOAsIIa ypenoa 3a HaJlaraHeTo Ha e(hUKaCHU, BB3MHUPAIIH U
MPONOPIIMOHATHY CAaHKIUH [P HECIIa3BaHe Ha HACTOSIIMS PETJIAMEHT, Thi KaTo OT TOBa
MOJKE JIa IIPOU3TEKAT BPEIHH MOCIICIUITH 32 OOIIECTBEHOTO 3/IpaBe U 3]JpaBETO Ha

JKUBOTHHUTC, KAKTO M 3a OKOJIHATa Cpcaa.

Pernament (EC) 2017/625 na EBponeiickus napiaameHT 1 Ha CbBera ot 15 mapt 2017
TOZIMHA OTHOCHO O(UIIMATHUS KOHTPOJ U APYTUTE OPHUIIMATHU JEHHOCTH, U3BHPILIBAHU C
1eJT 1a ce rapaHTHpa MPUJIaraHeTo Ha 3aKOHO/IATEJICTBOTO B 00JIacTTa Ha XpaHUTE U
bypakuTe, mpaBUiIaTa OTHOCHO 3/IPaBEONa3BaHETO HA )KUBOTHUTE M XYMaHHOTO OTHOIICHUE
KBM TSIX, 3/[paBETO Ha PACTEHUATA U MPOAYKTUTE 332 PACTUTEIHA 3alUTa, 32 U3MEHEHHE Ha
permamenTn (EO) Ne 999/2001, (EO) Ne 396/2005, (EO) Ne 1069/2009, (EO) Ne 1107/2009,
(EC) Ne 1151/2012, (EC) Ne 652/2014, (EC) 2016/429 u (EC) 2016/2031 na EBponelickus
napiameHT 1 Ha CbBera, pernamenT (EO) Ne 1/2005 u (EO) Ne 1099/2009 na CbBeta u
mupextusu 98/58/EO, 1999/74/EO, 2007/43/EO, 2008/119/EO u 2008/120/EO na CnBerTa,
u 3a orMsiHa Ha pernaMmeHnTu (EO) Ne 854/2004 u (EO) Ne 882/2004 na EBponeiickus
napinameHT u Ha CbBeta, nupektuBu 89/608/ENO, 89/662/ENO, 90/425/EN0O, 91/496/EVO,
96/23/EQ, 96/93/EO u 97/78/EO na CnBera u Pemenne 92/438/EMO na CnBera
(Pernmament otHocHO opurmanaus koutpoia) (OB L 95, 7.4.2017 r., ctp. 1).
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(89) W Ha npeanpusTsaTa, U HA KOMIIETCHTHUTE OPTaHK YECTO CE Hajlara J1a IpaBsT
pasrpaHUyYCHHE MKy BETEPUHAPHHUTE JIEKAPCTBEHU MPOIYKTH, PypakHUTE JOOABKH,
OuonMIUTe U APYruTe NPOAYKTH. 3a 1a ce U30erHe Hemocueq0BaTeleH MOAX0 1 110
OTHOILICHHME Ha TaKUBa MPOJYKTH, /1a CE YBEJIUYU IIPaBHATA CUT'YPHOCT U JIa C€ YJIECHU
IIPOLIECHT HA B3€MaHE Ha PEIlIeHNs OT CTPaHa Ha JIbp)KaBUTE WICHKH, cIeBa Ja Oble
Ch3/a/leHa KOOpAMHALIMOHHA Ipyla Ha JbPKABUTE WIEHKH, KaTO €Ha OT 3a1a4nTe 1
cieziBa Jja ObJie MPEeIOCTaBIHETO Ha MPETOPBKU 32 BCEKM KOHKPETEH Cllydaii, Korato ce
II0CTaBs BBIIPOC JAAJIM Ja/ieH NPOAYKT Iomnaja B 00XBaTa Ha ONPEIEICHUETO 3a
BETepUHApeH JieKapcTBeH npoaykT. C 1en 1a ce rapaHTupa npasHa curypHoct Komucusra

MOKC Oa B3CMC PCUICHUC AaJiu JaJICH NPOAYKT € BETCPHUHAPCH JICKAPCTBCH IMTPOAYKT.

(90) Karo ce umat npensuj ciennuuuHUTE XapaKTEPUCTUKUA HA XOMEOIIaTUYHHUTE
BETEPUHAPHU JICKAPCTBEHU MPOAYKTHU U MO-CHEIHATHO TEXHUTE ChCTaBKHU, JKEJIaTeIHO € Ja
CE YCTaHOBH CIIE€L[MAJIHA ONPOCTEHA IPOLEAYpPaA 3a PErUCTpaLUs U J1a CE MPEABUAAT
CHEIHMAJIHU Pa3nopei0u 3a JINCTOBKUTE Ha HSIKOU XOMEONaTUYHU BETEPUHAPHU
JIEKapCTBEHH MPOJIYKTH, KOUTO c€ ITycKaT Ha ma3apa, 0e3 Ja ca IOCOYEeHU MOKa3aHus.
KauecTBOTO Ha XOMEONAaTUYHHUTE JIEKAPCTBEHU MPOJYKTH HE 3aBUCH OT yroTpedara um,
IIOpajJiy KOETO HE CJIe/iBa Jia Ce MpuiiaraT ClieUalHy pa3nopeady OTHOCHO T€3U MPOLYKTH
3a HE0OOXOIMMUTE U3UCKBAHUS U IIPABUJIa OTHOCHO KayecTBOTO. OCBEH TOBA, BBIIPEKU Y€
ynotpebara Ha XOMEONIaTUYHH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH, pa3pelieHn
CBIJIACHO HACTOSIUS PErJaMeHT, Ce PEryjMpa Mo ChIIKs HauuH, KAKTO U JPYTU
pa3pelleHn BETEpUHAPHU JIEKAPCTBEHH NIPOIYKTH, PETJIAMEHTHT HE PEryiIupa
M3MOJI3BaHETO HAa PETUCTPUPAHU XOMEONIaTUUHU BETEPUHAPHU JIEKAPCTBEHU MIPOTYKTH.
[Topaau ToBa U3MOI3BAHETO HA TAKMBA PETMCTPUPAHN XOMEONATUYHU BETEPUHAPHU
JIEKapCTBEHU NPOJYKTH € MPEAMET Ha HALIMOHAIHOTO IIPAaBO, KaTO CIy4asT € ChIIMAT U IO
OTHOIIIEHHE HAa XOMEONATUYHUTE JIEKAPCTBEHU NPOAYKTH, PETUCTPUPAHU B CHOTBETCTBHUE C

Jupextusa Ne 2001/83/EO na Esponeiickus napiaament u Ha Coeral.

Hupextusa 2001/83/EO na EBporneiickus napnamenTt u Ha CbBeta oT 6 HoemBpu 2001 . 3a
YTIBBp)KJaBaHe Ha KoJeKc Ha OOLIHOCTTa OTHOCHO JIEKapCTBEHH MPOAYKTH 32 XyMaHHa
ynotpeba (OB L 311, 28.11.2001 r., ctp. 67).
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(92)

C 1en 1a ce OCUTYpH 3alUTa Ha OOIIECTBEHOTO 3/IpaBe U 3PaBETO HA )KUBOTHUTE, U HA
OKOJIHATa cpejia, cieBa ja ce obe3neyar JoCTaThbyHu (PMHAHCOBH CPEJCTBA 32
U3IIBJIHEHUETO Ha IEHHOCTHUTE, YCIYTUTE U 3aJjaunTe, Bb3JI0KEHN Ha ATEHLUATA 10
CHJIaTa Ha HACTOALIMS periaMeHT. Te3u NeHHOCTH, yCIyTr U 3aa4uM cie/Ba /1a ce
¢buHaHCHpAT Ype3 TaKCH, 3aIUIAIaHu OT MpeanpuaTusaTa. Te3u Takcu obaue He clieBa Ja
3acArar MpaBOTO HA AbPIKaBUTE WICHKHU Ja CbOUPAT TaKCH 3a IEHHOCTUTE U 33/1a4HTE,

HU3BBPIICHU HA HAIMOHAJIHO paBHHUIIIC.

Karo 1s10 ce mpuema, 4e chliecTBYBalIUTE U3UCKBAHUSA M0 OTHOLICHHE HAa TEXHUYECKaTa
JOKYMEHTAITUs 32 Ka4eCTBOTO, 0€30MaCHOCTTa U e(hUKACHOCTTA HAa BETEPHUHAPHUTE
JIEKapCTBEHH MPOAYKTH, MPEJCTaBIHA MPU MOIaBaHE Ha 3asBJICHUE 3a pa3pelIeHue 3a
ThproBus, B npuioxenue [ koM Jupextusa 2001/82/EO, nocneaHo n3MeHeHa ¢
JHupextusa 2009/9/EO na Komucusral, paborar gocrarbuno 106pe Ha npaktuka. [Topaau
TOBa HSAMA CIICIIHA HYX/Ia OT ChIIIECTBEHO U3MEHEHUE Ha Te3U n3uckBaHus. HeoOxoaumo
e o0aye Te3u M3UCKBAHUS JIa CE aJanTupar, 3a Ja c€ OTTOBOPH Ha YCTAHOBEHUTE
HECHOTBETCTBUS C MEXKIYHAPOIHUTE HAYYHH MMOCTHKEHUS WIH MOCIEAHUTE TPOMEHH,
BKJItOUnTENHO ¢ HacokuTe oT VICH, C30, Opranuzanusta 3a MKOHOMHUYECKO
cerpyanndectBo u passurue (OMCP), u kato ce orynta 1 HEOOXOAUMOCTTA OT
pa3paboTBaHe Ha crieU(UIHN U3UCKBAHUS 32 HOBATOPCKUTE TEPANICBTUYHH BETEPHHAPHU
JIEKapCTBEHH MPOAYKTH, KaTO CHIIEBPEMEHHO CE€ M305TBa 3HAUUTEITHOTO MpepadoTBaHEe Ha

HaCTOAIINUTC pa3n0pen61/1, MMo-CrICIuaIHO 0e3 Ja €€ IPOMCHS TAXHATa CTPYKTYpaA.

Hupextusa 2009/9/EO na Komucusra ot 10 pepyapu 2009 r. 3a usmenenue Ha J{upekrusa
2001/82/EO na EBponeiickus napaameHT 1 Ha CbBeTa OTHOCHO Kojekca Ha OOIIHOCTTA 3a
BeTepuHapHuUTe JekapcTBenu npoaykt (OB L 44, 14.2.2009 r., ctp. 10).
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(93)

C 1en HaCTOSIIUAT perjiaMeHT, inter alia, 1a ce aganTupa KbM HAy4HOTO pa3BUTUE B TO3U
CEKTOp, /1a C€ YIPaKHAT HaA30pHUTE NpaBomouius Ha KoMucusira, 1a ce BbBenat
xapMoHU3upanu ctanaapTi B Cpro3a, Ha Komucusra ciensa aa ce aenerupa
MPaBOMOIIIMETO J1a MpueMa akToBe B choTBEeTCTBUE ¢ uieH 290 ot JIPEC 3a ycTaHOBsiBaHE
Ha KPUTEPUH 32 ONPEACISTHETO Ha aHTUMUKPOOHHUTE CPEICTBA, KOUTO TPSAOBA J1a ce 3amas3sT
3a JIeYeHHE Ha HAKOM MH(EKIUH MPH X0pPa; 32 YCTAaHOBSIBAHE HA M3MCKBAHUATA 32
cbOrpaHe Ha JaHHU OTHOCHO aHTUMUKPOOHUTE JIEKAPCTBEHU MPOAYKTH, IpaBUiaTa
OTHOCHO METOJIUTE 3a CbOMpPAHE Ha IaHHU U OCUTYpPSIBAHETO HA Ka4eCTBOTO; 32
yCTaHOBSIBaHE Ha MPaBUJIa 3a FapaHTHpaHe Ha eheKTHBHATA U Oe3omacHa ynorpebda Ha
BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH, pa3peIlIeHN U MPEANNCBaHM 3a IpUIaraHe 1npe3
ycTara o Ha4lHH, pa3jInyHu OT yrnoTpedaTta uM noja popmara Ha METUKAMEHTO3HU
bypaxu; 3a mpegocTaBsHe Ha OPOOHOCTH OTHOCHO ChIBPKAHUETO U popMaTa Ha
nH(OpMANHATA IO OTHOIICHHE HA €THOKONMTHUTE BUOBE B YHUKAIHHS JTOKUBOTEH
UACHTU(UKAIIMOHEH JOKYMEHT; 32 H3MEHEHUE Ha MIPpaBUjIaTa 3a KapeHTEeH CPOK, C OTJIe]] Ha
HOBU HAYYHHU JJOKA3aTEJICTBA; 32 OMpeesiHe Ha HEOOXOJUMHUTE MOAPOOHHU IpaBuiia
OTHOCHO TPHUJIATaHETO OT CTPaHa Ha CTOMAHCKUTE CYyOEeKTH B TPETH IbPKABU Ha
pasnopenoure 3a 3a0paHa 3a U3M0JI3BaHE HA AHTUMUKPOOHH JIEKapCTBEHU IPOAYKTHU 3a
YCKOpsIBaHE Ha pacTeka WM yBeJIu4aBaHe Ha J00MBa U 3a0paHaTa 3a U3I0JI3BaHe Ha
olpeziesieHd aHTUMUKPOOHHU CPEJICTBA; 3a ONpeesisHE Ha peia 3a HaJlaraHeTo Ha riioou
WJIHM TIEPUOUYHHA UMYIIECTBEHU CAHKINH, KAKTO U YCIOBUATA U pefia 3a TSIXHOTO
cbhOupane; U 3a U3MeHeHue Ha npuioxenue Il ¢ men 1) u3uckBaHUATa OTHOCHO
TEXHUYECKaTa JOKYMEHTAIHs 3a Ka4eCTBOTO, O€30MacHOCTTa U €()UKACHOCTTA Ha
BETEPUHAPHUTE JIEKAPCTBEHH MPOIYKTH /1a ObJIaT ChOOPA3EHU C HAYYHO-TEXHUUYECKUTE
JOCTHKEHHS U 11) Ja c€ TIOCTUTHE JOCTaThYHO HUBO HA MOJPOOHOCT, 3a Jla Ce rapaHTUpar

IIpaBHATA CUTYPHOCT U XapMOHU3alUATa, KAKTO U BCUYKU HCO6XOJII/IMI/I AKTyaJIn3alnuu.
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(94)

(95)

OT ocobeHa BaXHOCT € 110 BpeMe Ha MOATr0TBUTENHATa cu pabota Komucusra na nposene
MOAXOIALIN KOHCYJITAlluH, BKJIOUUTEIHO HA €KCIIEPTHO PABHULIE, U TE3U KOHCYJITALUHU Ja
ObJaT MPOBEACHU B CHOTBETCTBUE C MPUHIUINTE, 3aJI0’KEHU B
MeXIynHCTUTYITMOHATHOTO criopazymenue ot 13 ampun 2016 r. 3a mo-106po
3aKk0HOTBOpUeCTBO!. TTo-CrIenuasto, ¢ el OCUrypsiBaHE Ha PABHO y4acCTHE MPH
IIOITOTOBKATa Ha JIeJIETHpaHUTE akToBe, EBponeiickusaT napiaameHT u CbBETHT M10JIy4aBar
BCUYKHU JOKYMEHTH €IHOBPEMEHHO C EKCIIEPTUTE OT IbP>KaBUTE WICHKU KaTO TEXHUTE
€KCIIePTH IMOJIy4aBaT CUCTEMATUYHO JOCTBHII 0 3aCEaHUATa HA €KCIIEPTHUTE TPYIIN Ha

KOMI/ICI/ISITEI, 3aHUMaBaliu CC C MOoAroTOBKAaTa Ha ACJIICTUPAHUTC aKTOBC.

3a Ja C€ rapanTrupar ¢IHaAKBHU YCJIOBHA 3a U3IIBJIHCHUEC HA HACTOALIUA PEIJIaMCHT, HA
Komucusra CJICABa aa 6”[>I[aT npeaOCTaBCHH UBITBbJIHUTCIIHU IIPABOMOIIINA.
3nbaHuTEIHUTE IIpaBOMOIIMs CIICABA 1a 6T>I[aT YIIpaKHABaHHU B CbOTBETCTBUC C

Pernament (EC) Ne 182/2011 na EBponeiickus napiamMenT 1 Ha ChBeTa?,

Koraro npenocrasar ycinyru B Apyra AbpkaBa 4ieHKa, BETEPUHAPHUTE JIEKApU CIIEBA J1a
Cria3BaT BCUYKHU HAIIMOHAIHU MTPaBUIIa, KOUTO Ca YCTAHOBEHHU B IIpHeMaIliaTa Ibp>kaBa
yjenka ceriacHo JIupextusa Ne 2005/36/EO na Esponeiickus napiaament u Ha CbBera’ u

Jupextusa Ne 2006/123/EO na Esponeiickus napiaament u na Cheera®.

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

Pernament (EC) Ne 182/2011 na EBponeiickus napnamenT u Ha CrBeta oT 16 deBpyapu
2011 r. 3a ycTaHOBSIBaHE Ha OOIIMTE MPABUJIA U IPUHIIUIIN OTHOCHO peJia M YCIOBUSTA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE WIEHKU BbPXY YIPAXKHIBAHETO HA U3ITbIHUTEIHUTE
npaBoMoIus ot crpana Ha Komucusita (OB L 55, 28.2.2011 r., cTp. 13).

Hupextusa 2005/36/EO na EBporneiickust mapnament u Ha CpBeta oT 7 centemBpu 2005 T.
OTHOCHO IpHU3HaBaHETO Ha npodecronannure kpanudukamuu (OB L 255, 30.9.2005 r.,
cTp. 22).

Hupextusa 2006/123/EO na EBponeiickus napiament u Ha CbBeta oT 12 nekemspu 2006 T.
OTHOCHO yciyruTe Ha BpTpemHus naszap (OB L 376, 27.12.2006 r., ctp. 36).
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(96)

97

Kato ce B3emaT npeiBu OCHOBHUTE TPOMEHH, KOUTO CJI€/IBA J1a C€ BbBEAT B
JefCTBAIIMTE TIPaBUiIa, U C 1l Ja MoA00py (GYHKIIMOHUPAHETO HA BHTPEIIHUS 1a3ap,
MOAXOAIIHUAT IPAaBEH HHCTPYMEHT, KOWTO 1a 3ameHu Jupektua 2001/82/EO, e
perJiaMeHT, Upe3 KOHTO J1a ¢ YCTAHOBSAT SICHU, TOAPOOHH U MPSKO MPUIOKUMH ITPABHJIA.
PernameHTHT ChII0 Taka rapanTupa €AHOBPEMEHHOTO U XapMOHU3HPAHO NpUJlaraHe Ha

MpaBHUTE U3UCKBAHUS Ha Isu1aTa TepuTopust Ha Cbhro3a.

JIOKOJIKOTO LIEJIUTE HA HACTOALIMS PErIaMeHT, & MMEHHO — J1a ObaT YCTAaHOBEHH IIpaBHiIa
OTHOCHO BETEPUHAPHUTE JICKAPCTBEHU MTPOLYKTH, YpE3 KOUTO CE OCUTypsIBA 3alUTa HA
3/IpaBEeTO Ha XOpaTa U 3ApaBETO Ha )KMBOTHUTE, KAKTO M HA OKOJIHATA CPEla, U Ce
nojnomMara ()yHKIIMOHHPAHETO Ha BHTPEIIHUS 1a3ap — He MOKe J1a ObJaT MOCTUTHATH B
JO0CTaTh4HA CTEIEH OT IbPXKABUTE YICHKH, a IOPaau opaanu o0XBara v MOCIEIULUTE MY
Mo’Ke J1a ObaT Mo-100pe MOCTUTHATH Ha paBHUIIETO HAa Chro3a, ChIO3bT MOXKE Ja IpUeMe
MEpPKH B CHOTBETCTBHUE C MPHUHIIUIIA HA CYOCHAMAPHOCT, ypesieH B wieH 5 ot [loroBopa 3a
EBponeickus cpro3. B chOTBETCTBHE € MPUHLNIA HA IPOIIOPLUUOHAIHOCT, YPEAECH B CHIIUS
YJIeH, HACTOSIIUAT PerjaMeHT He HaJAXBbPisl HeOOXO0AUMOTO 3a IOCTUTAHETO Ha Te3U

LN,

I[TPUEXA HACTOAIMA PETJTAMEHT:
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I'nmaBal

IIpeaMeT, NPUJIOKHO 10JIE U ONpeae eHUusA

Ynen 1
Ilpeomem

C HAaCcTOAIINA PpErJIaMEHT C€ YCTAaHOBABAT IpaBHJIa 3a IIYCKaHCTO Ha I1a3apa, IIpou3BOACTBOTO,
BHOCA, U3HOCA, J0CTaBKaTa, pa3siipOCTPaHCHHUETO, (bapMaKonoquHaTa 6III/ITCJ'IHOCT, KOHTpOJIa 1

ynorpebaTta Ha BETEpUHAPHUTE JIEKAPCTBEHU MPOIYKTH.

Ynen 2

Ipunooicno none

1. HaCTOHH_[I/IHT PEriIaMCHT CC ITpuJiara 3a BETCPUHAPHUTEC JICKAPCTBCHU IPOAYKTHU, KOUTO Ca
IMPUIOTBCHU B IIPOMHUIIJICHU YCJIOBUA WK 110 METO, BKIIFOYBAIIl ITPOMUIIJICH ITPOLEC, U Ca

[Ipe/IHa3HAYeH! 3a IIyCKaHe Ha Masapa.

2. OcgeH 3a IpOAYKTUTE, TOCOUEHU B maparpad 1 ot HacTosus wieH, dieHose 94 u 95 ce
Mpujiarar ChIIO Taka 3a aKTUBHH BEIIECTBA, KOUTO CE M3MOJI3BAT KATO U3XOIHU MAaTEepUaIn

3a BETEpUHAPHHU JIEKAPCTBEHH MTPOIYKTH.
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3. OcBeH 3a IpOAYKTHTE, TOCOYeHHU B maparpad 1 oT HacTosAuus wieH, wieHose 94, 105,
108, 117, 120, 123 u 134 ce npunarar u 3a *HAKTUBUPAHU UMYHOJIOTMYHU BETEPUHAPHU
JIEKapCTBEHU MIPOAYKTH, KOUTO ca IPOU3BEACHU OT MATOr€HU U aHTUT'€HHU, ITOJIyY€HH OT
’KMBOTHO WJIM )KUBOTHHU B €MIUJIEMHUOJIOTUYHA €IMHUIIA U CE U3II0JI3BAT 3a JICYEHUE Ha TOBA
YKUBOTHO WJIM HA TE€3H KUBOTHU B ChIIAaTa ENUAEMHOIOIMYHA €AMHNLIA WIH 3a JICUEHUETO

Ha JXUBOTHO MJIK ) XUBOTHHU B CAMHUIIA, KOATO € IIOTBbpANIIA CIUACMHUOJIOTNYHA BPB3Ka.

4. Upes neporanwms ot naparpadu 1 u 2 oT HaCTOSIINS YiIEH SAMHCTBEHO YIeHOBE 55, 56, 94,
117, 119, 123, 134 u pa3aen 5 ot riaBa IV ce nmpunaraTt no OTHOIIEHUE HA BETEPUHAPHUTE

JIEKapCTBEHH MPOIYKTH, Pa3pelICH! B CbOTBETCTBUE € WwieH 5, naparpad 6.

5. Upes neporanus ot maparpad 1 ot HacTosmus wieH, wieHoBe 5S—15, 17—33, 35—54,
57—72, 82—84, 95, 98, 106, 107, 110, 112—116, 128, 130 u 136 He ce mpuiarart 3a
XOMEONATHYHU BETEPUHAPHU JIEKAPCTBEHH MPOTYKTH, KOUTO Ca PETUCTPUPAHU B

CBHOTBETCTBUE C WICH 86.

6. OcBeH 3a IPOAYKTHUTE, TOCOYCHHU B Taparpad 1 oT HaCTOSAIIMS WieH, pa3nopenonTe Ha

rinasa VII ce mpunarar cbio Taka 3a:

a) BCIICCTBA C aHa60J’IHO, aHTI/II/IH(l)eKI_II/IOSHO, IMPOTUBOIIAPA3UTHO,
IMPOTUBOBB3INAIUTCIIHO, XOPMOHAJIHO, HAPKOTHUYHO HUJIW IICUXOTPOITHO HeﬁCTBHG,

KOHUTO MOrar aa Cc€ U3I10JI3BaT 3a )KUBOTHH,

0) BeTepUHAPHU JIEKAPCTBEHU MPOAYKTH, IPUTOTBEHU B alTEKa WK OT JIMIIE, HA KOETO
€ pa3pelleHO Ja U3BBPIIBA TOBA CHIVIACHO HALIMOHATIHOTO IIPaBO, B CbOTBETCTBUE C
BETEpUHApHA PELIENTA, IPEAHA3HAYEHA 32 OTAEIIHO KUBOTHO WJIM 32 MaJIKa rpyma

KUBOTHH (,,MarucTpaiHa perenta‘);
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B)  BETEpUHApPHU JICKAPCTBEHU MPOAYKTH, IPUTOTBEHH B anTeka mo papmakoneitna
perenTypa u nmpeIHa3HauYeHH 3a MpsKa JOCTaBKa Ha KpaitHUsS mOTpeOuTeN
(,,bapmakomneiina pernenta‘““). Korato mpoaykTu mo takaBa (hapMakoreitHa perernra
ca IpeaHa3HaueHa 3a KHUBOTHH, OTTJICXK/IaHH 32 POU3BOICTBO HA XPaHH, 32 TAX €

HEoOX0/[MMa BETEpUHAPHA PeLeNTa.
7. Hacrosmusar pernameHT He ce npuiiara 3a:

a) BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, ChbAbPKAallll aBTOJIOXHHU W aJIOTCHHU

KJIICTKHU WJIN ThbKaHH, KOUTO HE Ca ounun IMOAJIOKCHHN Ha IMIPOMHIIJICHU ITPOLICCH,

0)  BeTepHHAPHHM JIEKAPCTBEHU NMPOIYKTH, TIOJTYYECHH Ha OCHOBATa Ha PaIMOAKTHBHU

H30TOIIH;

B)  (ypaxkuHu n006aBKU CHIIACHO ONpPEAEICHUETO B WieH 2, maparpad 2, 6ykBa a) OT

Pernament (EO) Ne 1831/2003 na Esponeiickus napiaament u Ha CbBeral;

I)  BETEpUHApPHU JIEKApPCTBEHU NPOAYKTH, IPEJHA3HAYEHH 3a HAyYHOM3CIIE10BaTENICKA U

pa3BOMHA JIEUHOCT;

)  MEIWKaMEHTO3HM (Ypak U MEXIHMHHU IPOAYKTH CHIIIACHO ONPEICICHUETO B YICH
3, maparpad 2, 6yksu a) u 6) ot Pernament (EC) Ne 2018/... na EBponelickus

napiameHT 1 Ha ChBeTa’t,

Pernament (EO) Ne 1831/2003 na EBpomneiickus mapaameHnT u Ha CbBeTa oT 22 cenTeMBpU
2003 r. oTHOCHO A00ABKH 32 W3MOJ3BaHe NpH XxpaHeHeTo Ha kuBoTHUTE (OB L 268,
18.10.2003 r., cTp. 29).

Pernament (EC) 2018/... na EBpornelickus napiameHT 1 Ha CbBeTa OTHOCHO
MIPOU3BOJICTBOTO, MyCKaHETO Ha aszapa u ynorpedaTa Ha MEJUKAaMEHTO3HU (pypaxH, 3a
n3menenue Ha Pernament (EO) Ne 183/2005 na EBpomneiickus napiameHT 1 Ha CbBeTa U 3a
otmsHa Ha J{upextua 90/167/EVO na CeBera (OB L ...).

OB: Mouis, BbBEZIETE B TEKCTa HOMEpA, a B OeliexKara Mo/ JINHUSI — HOMEpa, AaTrara u
JaHHWUTE 3a MyOnuKaiusaTa Ha pernmamerTa B JokymeHT PE-CONS 43/18 (2014/0255(COD)).
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8. HaCTOSIH_II/I}IT PEriIaMCHT HE 3aciara HAllUOHAJTHUTC pasnopeﬂGH OTHOCHO TaKCHUTEC, OCBCH I10

OTHOLICHME Ha LEHTpAJIM3UpaHaTa IpoLeaAypa 3a pa3pelleHts 3a ThPrOBUSL.

9. Humo B HacTOAUA pEriIaMCHT HE BB3INPCIIATCTBA AbPKaBa YICHKA A 3aliasu Uik Ja
BBHBCIC HA TCPUTOPHATA CH HALITMOHAJIHU MEPKH 3a KOHTPOJI, KOUTO CMCTHE 3a IMOAXOAAIIH,

10 OTHOICHUC Ha HAPKOTHUYHU U IICUXOTPOIIHU BCIICCTBA.

Ynen 3

CmuakHoBeHUe Ha 3AKOHU

1. Koraro BeTepuHapeH neKapcTBeH MPOIYKT, TOCOUYEH B ujieH 2, maparpad 1 oT HacTosmus
perJamMeHT, mormaia ChIo Taka B MPIIOKHOTO moJie Ha Permament (EC) Ne 528/2012 na
Esponeiickus nmapnament u Ha Cheera! mim na Permament (EO) Ne 1831/2003 u e Hanuue
MIPOTUBOpEUYNE MEKIy HacTosAwms persiamMeHT U Pernmament (EC) Ne 528/2012 wiu

Pernament (EO) Ne 1831/2003, npeAMMCTBO MMa HACTOSIIIUAT PETIAMEHT.

2. 3a nenute Ha maparpad 1 ot HacTosmms wieH KoMucusita Moxe upe3 akToBe 3a
U3IBJIHEHUE J1a IPUEMA PEIIeHU Jajld ONPEIesICH IPOAYKT MIIU IPyna NPOAYKTH J1a Ce
CUHUTAT 3a BETCPHHAPEH JICKApCTBEH MPOAYKT. Te3u akTOBE 3a U3IIBIHEHUE Ce IpHeMar B

CBhOTBETCTBHUE C IpOIle/lypaTa Mo pas3riexaaHe, ocoyeHa B uieH 145, naparpad 2.

Pernament (EC) Ne 528/2012 na EBponeiickus napaamenT u Ha CbBeta ot 22 mait 2012 r.
OTHOCHO TIPEIOCTAaBSIHETO Ha Tazapa u ynorpebdara va ouoruau (OB L 167, 27.6.2012 r.,
ctp. 1).
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Ynen 4

Onpeodenenus
3a 1enuTe Ha HACTOSIIIUS PETIIAMEHT Ce TIPUIIarat CICJHUTE ONPEICIICHUS:

1) ,,BETEpUHAPEH JIEKapCTBEH MPOJIYKT  03HaYaBa BCSAKO BEIIECTBO HJIM KOMOMHAILIUS OT

BCIICCTBA, KOCTO OTroBaps Ha IMOHE €AHO OT CJIICAHUTC YCJIOBH:

a)  3asBEHO e, Ye IPUTEKaBa CBOIMCTBA 3a JICYCHUE WIN PO(MIaKTHKA HA OOJIECTH 110

KHUBOTHHUTCEC,

06) mpeaHa3HA4yeHO € 3a ynorpeOa WM MpHIaraHe MpH >KUBOTHU C 1€l Bb3CTaHOBSIBaHE,
KOPEKLUs WIKM IPOMsiHA Ha PU3NOJIOTUYHUTE (PYHKLIUU IOCPEACTBOM

(hapMaKoJIIOTUYHO, UMYHOJIOTUYHO M METa0OJIMTHO JICHCTBHE ;

B) InpeaHa3Ha4YCHO € 3a yHOTpe6a IIpH ’)KUBOTHHU C LCJI ITIOCTABAHC HA MCAUIITHUHCKA

JIMarHo3a;
r)  MpeaHA3HAYCHO € 332 eBTaHA3Hs Ha )KHBOTHHU;

2) ,,BEIIIECTBO 0O3HAYaBa BCEKU MaTEpHaJl ChC CICIHUS MPOU3XO/:
a)  YOBEUIKU;
0)  KMBOTHHCKH;
B)  DACTHUTEIICH;

)  XUMHYECKH;
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3)

4)

5)

6)

7)

8)

8)

,,aKTUBHO BGIJ_IGCTBO“ O3Ha4daBa BCAKO BCUICCTBO UJIM CMCC OT BCUICCTBA, NPCAHA3SHAYCHU
3a U3II0JI3BAHC 3a IPOU3BOACTBO HAa BETCPUHAPHUSA JICKAPCTBCH NMPOAYKT, KOUTO, KOIaToO CC

H3I10JI3BAT B HETOBOTO IMPOMU3BOACTBO, CE€ MMPECBPHIIAT B aAKTUBHA CbCTABKAa HAa TO3U

MIPOJYKT;

,,JIOMOIIIHO BEIIECTBO* 03HAUaBa BCSAKA ChCTaBKa HA BETEPUHAPHMUSI JIEKAPCTBEH MIPOIYKT,

pasjindHa OT aKTUBHO BCUICCTBO WJIM OIIAKOBBYCH MATCPUAJI;

,,AMYHOJIOTUYEH BETEpUHAPEH JICKaPCTBEH MPOIYKT  O3HaYaBa BETEPUHAPEH JICKAPCTBEH
MIPOJYKT, IIpeIHa3HAYEH 3a Mpujlaraie Mpu KUBOTHU C LIEJ 1a MPeIM3BUKa aKTUBEH WU

MaCUBCH UMYHUTCT UJIK C LCII J1a C€ JUArHOCTUIIMPA UMYHUTCTHT HA )KUBOTHOTO,

,,OMOJIOTMYEH BETEPUHAPEH JIEKAPCTBEH MPOJYKT 03HaUaBa BETEPUHAPEH JIEKAPCTBEH

IIpOAYKT, B KOWTO aKTHBHO BCIICCTBO € OMOJIOTUYHO BCIICCTBO,

,,OMOJIOTHYHO BEIIECTBO 03HAYaBa BEIIECTBO, KOETO CE MPOM3BEXK/IA HITH U3BINYA OT
OMOJIOTHYEH U3TOYHHK U 33 YHUSITO XAapPaKTCPUCTHKA, KAKTO U 3a OIIPCACIAHCTO Ha
Ka4ecTBOTO MY, € HEOOX0IMMO Jia ce TMPOBee HAOOP OT (PU3HKO-XUMHUKO-ONMOTOTHYHH

TECTBAHUS, CbUCTAaHU C ITO3HAHUA 3a ITPOU3BOACTBCHUS IMTPOLEC U KOHTPOJIA BbPXY HETO;

,»peepeHTeH BeTepuHapeH JeKapCTBEH NPOAYKT * 03HAYaBa BETePUHAPEH JIEKapCTBEH
MPOJYKT, Pa3pelieH B CbOTBETCTBUE C uieH 44, 47,49, 52, 53 unu 54, KakTo € TOCOYEHO B

yiieH 5, naparpa¢ 1, Bb3 0CHOBa Ha 3asIBJICHHE, II0Ja/IEHO B CbOTBETCTBUE C WIEH &;

,,TEHEpUYEH BETepUHApPEH JIEKapCTBEH NMPOIYKT  O3HaYaBa BETEPUHAPEH JIEKAPCTBEH
MPOJIYKT, KOWTO UMa €/JHAKBB KaU€CTBEH U KOJMUYECTBEH ChCTaB HAa AKTHBHUTE BEILECTBA,
chiiara (hapmarieBTHuHa GpopMma Kato peepeHTHUS BETEpUHAPEH JIEKApCTBEH MPOIYKT U

YUSATO OMOEKBUBAICHTHOCT C peepeHTHUS BETEPUHAPEH JIEKAPCTBEH MPOJIYKT € I0OKA3aHa ;
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10)

11)

12)

13)

14)

,»XOMEOIIATUYEH BETEPUHAPEH JIEKApCTBEH NPOAYKT* 03Ha4aBa BETEpUHAPEH JIEKapCTBEH
IIPOJYKT, IPUTOTBEH OT XOMEONATUYEH U3TOYHHUK B CbOTBETCTBUE C XOMEOIIaTUUHA
MIPOM3BOJICTBEHA MpoIlelypa, onrcaHa B EBponeiickaTta gpapmakones, a ako HiMa TakaBa
— BbB (papmakonenTe, KOUTO KbM MOMEHTA €€ M3MO0JI3BaT O(QUIIUAIHO B IbPKaBUTE

YJICHKH;

,»AHTUMHKPOOHA PE3UCTEHTHOCT  03HaUaBa CIIOCOOHOCTTa HA MUKPOOPTaHU3MHUTE Ja
OIICJICAT WJIW J]a CE Pa3MHO’KaBaT MPU HATUYMETO HA aHTUMHUKPOOHO CPECTBO B
KOHIICHTpAIIUs, KOITO OOMKHOBEHO € JIOCTaThYHA J]a MHXUOUpa Wi J1a youe

MHUKPOOpPTraHru3MU OT CbIINA BU/;

,»AHTUMHKPOOHO CpECTBO  03Ha4YaBa BCSIKO BEILIECTBO C MPSKO JIEHCTBUE BBPXY
MHUKPOOPIaHU3MUTE, U3I0JI3BAHO 3a JICUCHUE WIN NPOPUIAKTHKA Ha NHPEKIIUU WIN
MHEKIMO3HN O0JIECTH, BKIOUUTEIHO aHTUONOTUIU, TPOTUBOBUPYCHH, IPOTUBOI'BOMYHU

Y aHTUIIPOTO30MHHU CPEICTBA;

,,[IPOTUBOIAPA3UTHO CPEICTBO " O3HAUABA BELIECTBO, KOETO YHUIII0’KAaBa WIIKA IIPEKbCBA
Pa3BUTHETO HA Mapa3uTH, U3MOI3BAHO 32 JICYEHHE WU NIPeloTBpaTsIBaHe Ha HH(pEKLus,
MHBa3us Ui 0oJiecT, NpUYMHEHa WK IIpeJaBaHa OT Napa3uTH, BKIIOYMTEIHO BEIECTBA C

PEIEIEHTHO IEHCTBUE;

,,AHTHONOTHK® 03HaYaBa BCSAKO BEIIECTBO C MPSAKO JEHCTBHE BbPXY OaKTepuH, U3MOI3BAHO

3a JIeueHue WK 3a Npo(dUIaKkTUKa Ha MTHPEKIMU WM UHPEKIHO03HU O0ecTu;
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15)

16)

17)

18)

19)

,MeTa(uIaKkTUKa 03HaYaBa MpHUaraHe Ha JIGKApCTBEH NPOAYKT BbPXY IpyIa KUBOTHH,

CclIe]l KaTo € OMia IoCTaBeHa JMarHo3a 3a KJIMHUYHO 3a00JIBaHe Ha 4acT OT Ipynara, ¢ 1el
JIeYeHHe Ha KIMHUYHO OOJHMTE )KMBOTHU M KOHTPOJI HaJl pa3lIpOCTPaHEHUETO Ha OoJiecTra
CpeA *KUBOTHUTE, KOUTO ca B OJM3bK KOHTAKT U ca U3JI0’KEHH HA PUCK, U KOUTO MOXE Bede

Ja ca CY6KJII/IHI/I‘-IHO 3apa3CHHU,

,,TIPOHIIAKTHKA  03HAYABa MPUJIaraHe Ha JICKApCTBEH MPOJAYKT BbPXY )KUBOTHO WJIM IPyIia
OT >KMBOTHHM IIPEM MPOsiBaTa HA KIMHUYHU IPU3HAIM Ha 3a00JIBaHe, ¢ 1iell /1a ce

IpcaoOTBpATH IIPpOsABaTa HA 3a00/1BaHe WK HA I/IH(i)eKHI/IH;

,»KIIMHUYHO M3IHUTBaHe* 03HayaBa U3CIJI€IBaHE, KOETO UMa 3a L€ J1a IPOBEPHU IIPH M0JIEBU
yCIoBHsI 0€30MacHOCTTa WM €(PUKACHOCTTA Ha BETEPUHAPEH JIEKAPCTBEH MPOIYKT IIPU
HOpMaJIHU YCIIOBHSI Ha OTIJICK/JaHE Ha )KUBOTHUTE MJIM KaTO 4acT OT oOuyaiiHara

BCTCPUHAPHA MMPAaKTHUKA C LICJI 1a CC IMOJIYYHN UJIN U3MCHU Pa3pCHICHUC 3a TbpTOBU;

,[IPEAKIMHUYHO U3CIIe/IBaHE  O3HaUaBa U3CJeIBaHe, KOETO HE Momnaja B 00XBara Ha
OTpEICTICHUETO 3a KIMHUYHO U3MUTBAHE U MMa 3a 11eJ1 Ja U3cjeaBa 0€30MacHOCTTa Uik
e(UKaCHOCTTa HA BETEPUHAPEH JIEKAPCTBEH MPOIYKT C LIeJ J1a CE MOIYYH UITH U3MEHHU

PaspCIICHUC 3a TbPIrOBH,

,,ChbOTHOILIEHUE MEK/y M0JI3aTa U pUCKa* 03HayaBa OLIEHKA Ha MOJIOKUTEITHOTO
BB3/ICHCTBUE OT ynoTpebaTa Ha JaJIeH BETEpUHAPEH JIEKaPCTBEH MPOIYKT CIIPSIMO

CJICIHUTE PUCKOBE, CBbpP3aHH C U3IIO0J3BAHCTO MY:

a) BCCKHU PUCK 3a 3JpaBCTO HA JXKUBOTHUTC UJIU XOpaTa, CBbpP3dH C Ka4€CTBOTO,

0e30MacHOCTTa U €UKACHOCTTA HA BETEPUHAPHHUSI IEKAPCTBEH MPOIYKT;
0)  BCEKM PUCK OT HEXEJIAHO BH3/ICHCTBUE BHPXY OKOJIHATA CPEJIA;

B)  BCEKH PUCK, CBbP3aH C Pa3BUTHUETO HA PE3UCTEHTHOCT;
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20)

,»BB3IIPUCTO HaMEHOBaHHE  03HaYaBa MCKAYHAPOAHOTO HCTTATCHTHO HAMMCHOBAHUC,
npenopbyaHo ot CeroBHaTa 31paBHa opranuzanus (C30) 3a 1aaeHo BemecTBo, Uiu —

aKo HsAMa TaKkoBa — OOHMYaiiHO M3II0JI3BAHOTO HanMCHOBAHHC,

21) ,,HAMMEHOBAaHUE Ha BeTEpUHAPHUS JICKAPCTBEH MPOAYKT  03HAa4aBa WJIK U3MHUCIIEHO
HAaMEHOBAHHE, KOETO HE € BEPOSATHO /1a Obae 00BPKAHO C BH3IMPUETOTO HAMMEHOBAHHE,
WM BB3IPUETO UM HAYYHO HAMMEHOBAaHUE, IPUAPYKEHO OT ThProOBCKa MapKa WX
HaMMEHOBAHMETO Ha MPHUTEXATeNsl HAa pa3pelICeHUETO 32 ThPrOBUS;

22) ,,KOHLIEHTpaIMs“ 03HauaBa ChAbP)KAHUETO Ha aKTUBHM BELIECTBA B ChCTABa Ha
BETEpPUHAPHUS JIEKApPCTBEH NPOAYKT, U3Pa3€HO KOJUYECTBEHO 3a €IMHULA 103, €AMHULIA
00eM WJIH €MHHUIIA TETJIO B 3aBUCUMOCT OT (papmareBTH4YHaTa Gpopma;

23) ,,KOMIIETEHTEH OpraH‘‘ 03HauaBa OpraHbT, ONPEEIICH OT IbpXKaBa YWIEHKA B CbOTBETCTBHE
c uieH 137;

24) ,»€THKET 03HauaBa MH(pOpMaIUATa BbpXY IbpBUYHATA ONIAKOBKA MJIM BbHIIHATA
OIIaKOBKa;

25) ,»[TbPBUYHA OIIAKOBKA“* 03HauaBa ChJ] UJIM BCEKU APYT BHJI ONIAKOBKA, KOATO BIIM3a B
HENOCPEACTBEH KOHTAKT C BETEpUHAPHHUS JIEKAPCTBEH MTPOIYKT;

26) ,,BBHIIIHA OMAaKOBKa'‘ 03Ha4aBa OMAKOBKa, B KOSITO € MOCTABEHA ITbPBUYHATA OMAKOBKA;

27) ,JIICTOBKA'* 03Ha4aBa JMCTOBKA ¢ MH(OpMalKs 3a BETEpUHAPHUS JIEKapCTBEH MPOAYKT,
KOSTO 0Oe3meyaBa Heropara 0e3onacHa u epukacHa ynorpeoa;
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28)

29)

30)

31)

32)

,, JINCMO 3a I[OCT’I:H“ O3Ha4YaBa OPUTMHAJICH JOKYMCHT, ITOAINKUCAH OT MPUTCIKATCIIA HA

AAHHHUTC WUJIK OT HCT'OB MPEACTABUTCII, B KOMHTO ce II0CO4YBa, Y€ JaHHUTEC MOrar Ja CcC

H3II0JI3BAT B I10JI13a Ha 3aABUTCIIA I10 OTHOMICHUE HA KOMIIECTCHTHUTE OpraHu, Ha

EBpomneiickara areHius 1o Jiekapcrara, cb3aaaeHa ¢ Permament (EO) Ne 726/2004

(,,Arenmusta®) win Ha KoMucusiTa 3a 1eiuTe Ha HaCTOSUIUS PETJIAMEHT;

,,OTPaHUYEH I1a3ap‘‘ 03Ha4aBa 1a3ap 3a €AUH OT CICIHUTE BUIOBE JIEKAPCTBEHU IIPOJYKTHU:

a)

6)

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, PEAHA3HAUCHU 32 JICUCHUE WU
npodunakTuka Ha 60JIeCTH, KOUTO Ce CpellaT pAIKO WIH B OTpaHHYEHHU reorpadcku

panoHu;

BETEPUHAPHU JICKAPCTBEHU IIPOYKTH, IIPEIHA3HAYCHU 34 )KUBOTUHCKH BHUJIOBE,
pa3iIMYHU OT rOBEZA, OBLE 3a IIPOU3BOACTBO Ha MECO, CBUHE, IIWJIETA, Ky4eTa U

KOTKHU,

,»(papMakosoruuHa 6IMTETHOCT® 03HaUaBa HayKaTa U JCHHOCTUTE, CBbP3aHH C

OTKpPUBAHCTO, OLICHKATA, pa361/1paHeTo " NIpCAOTBPATABAHCTO HA IPCAIIOIaracMmu

H66HaFOHpI/IHTHI/I pCaKkuuu Win Apyru HpO6HeMI/I, CBBbpP3aHH C JICKAPCTBCH IIPOAYKT;

,,OCHOBHA JOKYMCHTAIIUA B CUCTEMATA 34 q)apMaKOJ'IOFI/I‘{Ha 6,ZLI/ITGJ'IHOCT“ O3HadaBa

MOAPOOHO ONMMCAaHKE HA CUCTEMATa 3a (papMaKkoJIOrHuHa OUTEITHOCT, U3MOI3BaHa OT

MPUTEKATEIA Ha Ppa3pCUICHUEC 3a ThbPTOBHA IO OTHOMCHNWEC HA €IUH UJIW ITOBCYC PA3pCUICHU

JIEKApCTBEHU NMPOAYKTH;

,,KOHTpOJ’I“ O3Ha4vaBa BCAKa 3a/lada, OCBIICCTBABAHA OT KOMIICTCHTCH OpPraH 3a IIPOBEPKa

Ha CbOTBETCTBUCTO C U3UCKBAHUATA HA HACTOAIIUA PCTIIAMCHT,
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33)

34)

35)

36)

37)

38)

39)

,»,BETEpUHApHa pelenTa‘’ o3HayaBa JOKyMEHT, U3/1aJIcH OT BETEpUHAPEH JIeKap, 3a
BETEPUHAPEH JIEKAPCTBEH MPOAYKT WM 3a JIEKAPCTBEH MPOIYKT 3a XyMaHHA ynoTpeda 3a

Herosara yrnoTpeba npu KHUBOTHU;

,,KapEHTEH CPOK'* 03HaYaBa HEOOXOAUMUAT MUHUMAJICH UHTEPBaI MEX/y ITOCIEIHOTO
IIpUJIaraHe Ha BETEpUHAPEH JIEKaPCTBEH IPOAYKT BPXY )KMBOTHH IIPU HOPMAJIHU YCIIOBUS
Ha ynotpeba ¥ IPOM3BOJICTBOTO HA XPAHUTEIIHHU MPOJIYKTH OT TSX C LIEJ J]a C€ rapaHTupa,
4Ye XpaHUTEITHUTE IIPOLYKTH HE ChIABPKAT OCTAThYHHU KOJIMYECTBA B KOHLICHTPALIWH,

BpPEHU 32 00IIECTBEHOTO 3/IpaBe;

,IIyCKaHe Ha Mma3zapa‘ 03HayaBa Mpe/JIaraHeTo Ha BETCPUHAPCH JICKAPCTBEH MPOIYKT 32
IIbPBU IIBT HA LCIIUA I1a3ap Ha Cpr03a Wi B ¢AHa UJIK IMOBCYEC AbpKaBU YJICHKH, KAKTO €

IIPUITOKHUMO,

,, TBPTOBHI Ha €JIp0°*° 03Ha4aBa BCUUKU J€HHOCTH, KOUTO C€ ChCTOAT OT HabaBsHE,
ChbXpaHEHHeE, JTO0CTaBKa WM U3HOC HA BETEPHHAPHHU JIEKAPCTBEHU MPOITYKTH, OUIIO TO C LIeT
neyanba Wiu He, ¢ U3KII0YEHUE Ha JOCTABKUTE HA IPeOHO HA BETCpUHAPHU JIEKAPCTBECHU

IIPOAYKTH 3a O6H_[CCTB€HOCTT8.;

,,BOJTHU BUJIOBE* O3HAYaBa BUJOBETE, IOCOYCHH B WieH 4, Touka 3 ot Pernament (EO)

Ne 2016/429 na Esponeiickus napiaament u Ha Coeeral;

,»KHUBOTHH, OTTJICXK/TAaHU 32 TIPOU3BOJICTBO HA XPaHH * 03HAYaBa )KUBOTHUTE, OT KOUTO CE€
MIPOM3BEXK/IAT XPaHU CHITIACHO OMPEETICHUETO B uwieH 2, OykBa 0) ot Pernament (EO)

Ne 470/20009;

,,HpOMfIHa“ O3Ha4YaBa UBMCHCHHC B YCJIOBHUATA HA pA3pPCIICHUC 3a ThPIrOBUA C BETCPUHAPCH

JIEKapCTBEH MPOJYKT, KAKTO € IOCOYEHO B 4UJieH 36;

Pernament (EC) 2016/429 na EBponeiickus napiament u Ha CbBeTa oT 9 Mapt 2016 1. 3a
3apa3HUTe OOJIECTH 110 )KUBOTHUTE U 32 U3MEHEHHUE U OTMSHA Ha OIPEJICIIEHU aKTOBE B
o0yacTTa Ha 37paBeona3BaHETO Ha )KUBOTHUTE (3aKOHOJATEJICTBO 32 3paBEONa3BaHETO Ha
xuBotHute) (OB L 84, 31.3.2016 ., cTp. 1).
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40)

41)

42)

43)

44)

,»pEKJIaMa Ha BETEepUHAPHHU JICKAPCTBEHH MPOIYKTH  O3HaYaBa H3BHPILIBAHETO HA
MpEeJCTaBsHE MO KaKBaTo U Ja € (hjopMa BbB Bpb3Ka C BETEpUHAPHU JICKAPCTBEHH
MIPOJYKTH C eI J]a c€ MOMYJsipu3npa A0CTaBKaTa, pa3NpoCTpaHEHUETO, Mpoaaxodara,
MPENMCBAaHETO UM YHOoTpebaTa Ha BEeTEpUHAPHU JIEKAPCTBEHU MPOJYKTH, BKIFOUUTEITHO

" OpCAOoCTaBAHC HA MOCTPHU U CIIOHCOPCTBO,

,»IIpoleaypa 3a 00paboTBaHe Ha CHTHAJIM* 03HAYaBa MPOLeypa 32 aKTUBSH HAIA30p Ha
JTaHHHUTE OT (hapMaKoJOrMYHaTa OAUTEITHOCT 32 BETCPUHAPHUTE JICKAPCTBEHH MIPOYKTH C
IIeJT J1a ce OICHAT Te3U JIaHHU M Ja C€ YCTAHOBH Jajli ca HACTBIIMIM IPOMEHH B
CHOTHOLICHUETO MEX/Y I10JI3aTa U PUCKA OT TE3H BETEPHHAPHU JICKAPCTBEHH MTPOJIYKTH, C
orJie]] OTKpHBaHE Ha PUCKOBE 3a 3[PaBETO HA )KUBOTHUTE MM OOLIECTBEHOTO 3/(paBe, u 32

OIIa3BAHCTO Ha OKOJIHATa CpeJa,

,,TIOTEHIIMATICH CEPHO3EH PUCK 3a 3[PaBETO Ha XopaTa UM 3[paBeTo HA KUBOTHUTE, HIIU 32
OKOJIHATa cpesia‘ 03HauaBa CUTYallUs, IPU KOATO ChLIECTBYBa MHOT'O I'0JIIMa BEPOSATHOCT
CEepHO3HA OMACHOCT, MPOU3TUYAIIA OT yIOTpedaTa Ha BETepUHAPEH JICKAPCTBEH MPOIYKT,

Ja 3aCCrue 3IpaBC€TO Ha XOpaTa UJIN 3JpaBCTO HA ) KUBOTHUTC, UJIM OKOJIHATA CPEC/a,
,,HOBATOPCKHU BCTCPUHAPCH JICKAPCTBCH HpOIIYKT“ O3Ha4daBa.

a)  BETEPHHAPEH JIEKAPCTBEH MPOAYKT, CIICIIMAIHO MPeIHa3HAYCH 3a TeHHA Teparnus,
pereHepaTuBHa MEAUIIMHA, ThKAHHO MH)XEHEPCTBO, TEPAIHS C KPHbBHU MIPOTYKTH,

nedeHue ¢ Oakrepuodaru;
0)  BeTepHHAPEH JIEKAPCTBEH MPOAYKT, IPOU3X0XK/AIl OT HAHOTEXHOJIOTHH; WIIH

B) BCAKa JIpyra Tepaliusa, KOATO C€ CHHTA 34 3apaxJallla ce 00J1acT BbB BCTCPUHAPHATA

MEIUITNHA;

,,CIIUJICMHOJIOTHYHa CJII/IHI/IIIa“ O3HadaBa CIIuACMHOJIOrHYHara €JnHuna CbriiaCHO

onpexaeneHueTo B wieH 4, Touka 39 ot Pernament (EC) 2016/429.
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I'nasa Il
Pa3pemenusi 3a Tbprosus — 001K pasnopenon

H NpaBUJIa OTHOCHO 3asiBJICHUATA

PA3IET 1

OBIIU PA3IIOPEIBA

Ynen 5

Paspemeﬂuﬂ 3a mvpecosus

1. Berepunapen nekapcTBeH NPOIYKT ce IMycKa Ha Ia3apa caMo cjejl KaTo KOMIIETEHTEeH
opran i KoMucusTa, KakTo € MpuIoKUMO, € H3/1all/a pa3pelieHue 3a ThproBUs 3a TO3U

MPOAYKT B ChOTBETCTBUE C WwieH 44, 47,49, 52, 53 wnu 54.

2. Pa3perniennero 3a ThproBusi ¢ BETEpUHAPEH JIEKAPCTBEH MPOIYKT € C HEOTPaHUYEH CPOK Ha
TIENCTBUE.
3. Pemenusra 3a nmpenocraBsHe, 0TKa3, CIIMPaHE Ha JCHCTBUETO, OTMEHSIHE WM U3MEHEHUE

4pe3 IPOMsIHA Ha pa3pelleHne 3a ThProBHsl €€ ONOBECTABAT MTyOIHYHO.

4, Pa3pemeHHe 3a TbProBUsA C BETCPUHAPCH JICKAPCTBCH IIPOAYKT CC U3JlaBa CaMO Ha
3asABUTCII, KOITO € YCTAHOBCH B Cnbro3a. M3uckBaneTo Ja 6’L,Z[aT YCTAaHOBCHU B Cnro03a ce

Ipujiara 1 3a MpUuTeKATCINTE Ha pa3pClICHUA 3a TbPrOBUA.
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5. Pazperienne 3a ThproBusi ¢ BETEPUHAPEH JIEKAPCTBEH MPOAYKT, MPEAHA3HAYEH 32 €THO WIIH
MOBEYE >KUBOTHHCKU BHUJIOBE, OTTJICKIAaHH 32 IIPOM3BOJICTBO HA XPaHU, MOXKeE J1a Ob/1e
U3J1aJIeHO caMo, aKo (apMakOoJIOTMYHO aKTUBHOTO BEILIECTBO € Pa3pelIeHo ChIIIACHO
Pernament (EO) Ne 470/2009 u mpuetrTe Bb3 OCHOBA Ha HET'O aKTOBE OTHOCHO

CBOTBCTHUTC ) KUBOTHUHCKHU BHUI0BC.

6. B ciyuail Ha BeTeprHapHU JIEKApPCTBEHU MPOAYKTH, IPEJHA3HAUYEHHU 33 KUBOTHH, KOUTO CE€
OTIJVISKIAT CaMO KaTo JOMAIIHH JTIOOUMIM — B aKBapUYMH WM U3KYCTBEHHU €3€epa,
JeKOpaTUBHU puOH, Kade3HU NTHUIH, JOMAIITHHU I'bJILOU, TEPAPUYMHHU KUBOTHU, APEOHU
rpy3auy, IOPOBE U 3alilly, IbP/KaBUTE WIEHKHU MOTraT J1a pa3pelaT U3KIOYEHUs OT
HACTOAIMS YJIEH, IPU YCIOBUE Y€ TE€3U BETEPUHAPHU JIEKApCTBEHU IPOAYKTU HE
MOAJIeKAT HA BETEpUHAPHA PEIleNTa U Y€ B JbpKaBaTa YWICHKa ca B3€TH BCHUKH
He0oOXOIMMU MEPKH 3a MPEAOTBPATSIBaHE Ha HEPA3PEUICHOTO U3MOI3BaHE HA TE3U

BETEPUHAPHU JICKAPCTBEHU MPOIAYKTH 32 APYTH KUBOTHHU.
Ynen 6
Ilooasane na 3assnenus 3a paspewienuss 3a MmvpPo6us

1. 3asBIIeHHATA 32 pasp€uiCHus 3a TbProBusA CC roaaBaT 10 KOMIICTCHTHUA OpraH B

CJIY4auTEC, KOTraTO paspCUlICHUATA 3a ThProBus C€ NPEAOCTABAT IO HAKOSA OT CJICIHUTE

MPOIIEAYPH:
a)  HaIMOHAJIHATa MPOIleaypa, NpeABUIeHa B WieHoBe 46 u 47;

0) JeleHTpanu3UpaHaTa MpoIenypa, peaBuaeHa B wieHoBe 48 u 49;

B)  IpolleaypaTa 3a B3aMMHO NPU3HABaHe, MpeABUAcHa B WwieHoBe 51 u 52.

r)  Ipolexypara 3a MOCJIEABAIlO IPU3HABAHE, IPEIBUICHA B UJIeH 53.
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2. 3asiBIICHUATA 32 pa3pelleHus 3a ThProBUs ce N0JaBaT 10 ATeHUHUATa B CIIy4auTe, KOraTo
TE€ CE OTHACAT JI0 pa3pelleHus 3a ThPrOBUsl, IPEIOCTABSIHU 10 LIEHTpaJIU3UpaHaTa

npoueaypa, npeiBuacHa B ujieHoBe 42 — 45.

3. 3asBieHuATa, TOCOYEHH B rmaparpadu 1 u 2, ce mogaBaT 1o €JIEKTPOHEH BT U 1O

o0pa3iuTe, MPeI0CTaBeHN OT ATEHIUSATA.

4. 3asgBUTENAT HOCH OTTOBOPHOCT 32 TOYHOCTTA HA Mpe/ICTaBeHaTa HH(popMaIus u

AOKYMCEHTAIMA BbB BPb3Ka C HCIrOBOTO 3asBJICHUC.

5. B 15-gHeBeH cpok OT mosiydyaBaHe Ha 3asBJICHUETO KOMIIETEHTHHUST OpraH Ui ATeHIUsTA,
KaKTO € TIPUIIOKUMO, YBEIOMSIBAT 3asBUTEIS IaJIU € MPE/ICTaBeHa Is1ata HHQOpManus u

AOKYMCHTAaIUsA, U3UCKYEMaA ChIJIAaCHO YJICH 8, H aajyv 3aABJICHUCTO € BAJIMJHO.

6. Axo MNpCHCHAT, Y€ 3asBJICHUCTO € HCIIBJIHO, KOMIICTCHTHUAT OPrad HJIA AFCHI_II/IHTa, KaKTO
€ IIPUJIOKUMO, HAJJICIKHO YBCAOMABAT 3aABUTCIIAA U OIPCACIIAT CPOK, B KOWTO TOM Ja
MMpeaACTaBH JUIICBAIIaTa I/IH(l)OpMaHI/IFI M JOKYMCHTAaI1A. AXO 3agBUTEIIAT HE npeaocraBu
JIUIICBaNIaTa I/IH(l)OpMaIII/Iﬂ " JOKYMCHTAIMA B paMKUTC Ha OIMPCACIICHUA CPOK,

3as4BJICHUCTO CC CUUTA 3a OTTCIJICHO.

7. AKO 3aBHUTENAT HE NMPEACTABU IIBJICH MIPEBOJ] HA U3MCKBAaHATA JIOKYMEHTAIIUS B CPOK OT
IIECT MECeIa CJie]l oJiydaBaHe Ha uHpopmaiusiTa, mocoueHa B wieH 49, naparpad 7, danen

52, maparpa¢ 8 nnu wieH 53, naparpad 2, 3asiBJI€HHETO CE€ CUUTA 33 OTTETJICHO.
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Ynen 7
E3uyu

1. E3uKbT niM e3unure Ha KpaTkaTa XapaKTepUCTHKA Ha MPOJyKTa U Ha HHpOpManusaTa
BBPXY €THKETa U BBPXY JUCTOBKATa TPsiOBa, OCBEH aKO IbprKaBaTa WiICHKa HE pellid APYro,
¢ ouIMaIeH e3VK WIN 3UIM Ha IbpKaBara WiCHKa, B KOSTO BETEPHUHAPHUSAT JIEKAPCTBEH

HPOJIYKT CE IPEIOCTaBs Ha Ia3apa.

2. Etuxerure Ha BECTCPUHAPHUTEC JICKAPCTBCHU IIPOAYKTH MOXKE 1a CE€ CbCTABAT HAa HAKOJIKO

C3HKa.

PA3JET 2

M3 CKBAHUS KBM JJOCUETO

Ynen 8

Jannu, koumo ce nooasam cvc 3as61eHUemo
1. 3asiBJICHUETO 3a pPa3pelICHUE 3a ThProBUs ChAbPAKA CIECTHOTO:
a)  uHbOpMaIMATA, TOCOYCHA B MPUIIOKEHHE [;

0) TexXHMUYecKa JIOKyMEHTallusl, He0OX0uMa 3a JI0Ka3BaHe Ha KaueCTBOTO,
0e30MmacHOCTTa U €pUKACHOCTTA HA BETEPUHAPHUS JICKAPCTBEH MPOJIYKT, B

CbOTBETCTBUC C U3UCKBAHUATA, IOCOUCHU B ITPUIIOKCHUC H,

B) PE3KOMC Ha OCHOBHATAa JOKYMCHTAILIUA B CUCTEMATA 34 (bapMaKonoquHa 6):[I/ITCJ'IHOCT.
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2. Koraro 3asBneHneTo e 3a aHTUMHUKPOOEH BETEpUHAPEH JIEKapCTBEH MPOAYKT, OCBEH
nHpopManuATa, TEXHHYECKaTa TOKyMEHTAIU U pe3IOMEeTO, IOCOYeHH B naparpad 1, ce

OpeaAcCTaBAT CbIIO TaKa:

a) AOKYMCEHTAIUA OTHOCHO IIPEKU MJIW KOCBCHH PHUCKOBE 3a O6HI€CTB€HOTO 3ApaBC€ U1
3ApaBCTO HA )KUBOTHUTC, UJIX 3a OKOJIHATA CpClia, CBbP3aHHU C yHOTpe6aTa Ha

AHTUMUKPOOHMS BETEpUHAPEH JICKapPCTBEH MPOIYKT MPU )KUBOTHHTE,

06) wuH(bOpMalLKg OTHOCHO MEPKHUTE 3a HaMallsiBaHE Ha PUCKa C IIeJl a Ce OTPaHuyn
Pa3BUTHETO Ha aHTUMHUKPOOHA PE3UCTEHTHOCT, CBbP3aHO C ynoTpedara Ha

BETEPUHAPHUS JICKAPCTBEH MPOJYKT.

3. Koraro 3asBneHueTo € 3a BeTepuHapeH JEKapCTBEH MPOIYKT, IPEAHAa3HAuEH 3a )KUBOTHH,
OTIJISXKIAHU 32 IPOU3BOJICTBO HA XPaHU, U ChAbpKaIll (apMaKOJIOTUYHO aKTUBHU
BelIEeCTBa, KOUTO He ca pasperienu cbriaacHo Pernmament (EO) Ne 470/2009 u cbriiacHo
MIPUETUTE Bb3 OCHOBA HA HETO aKTOBE 3a CbOTBETHUTE )KUBOTUHCKHU BUIOBE, OCBEH
nH(pOpMaNKATa, TEXHUYECKAaTa JOKYMEHTAIUS ¥ PE3IOMETO, MocoueHU B maparpad 1 ot
HACTOAIIMS YJIEH, C€ MIPEJICTaBs ChIO TaKa JOKYMEHT, yIOCTOBEPsIBAIll, Y€ B ATEHIIUSATA €
M0/1aJICHO BaJIMIHO 3asBJICHUE 32 OIpeiesiHe Ha MAaKCUMAJIHO JOMYCTUMH CTOMHOCTH Ha

OCTAaThb4YHHU KOJIMYECTBA B CbOTBCTCTBUEC C ITOCOYCHUA PCTIIAMCHT.

4. [Taparpad 3 ot HacTOALMS YWIEH HE ce IpUJlara 3a BEeTepUHapHU JIEKapCTBEHU MPOAYKTH,
IpeHAa3HAuYCHHU 32 €JHOKOIIUTHU BHJIOBE, 32 KOMTO € 00SBEHO, Ue He ca MpeTHa3HAYCHH 3a
KJIaHE C 11eJ1 KOHCYMAIUsl OT YOBEKA B YHUKAJIHMS JJOKHBOTEH UJCHTU(UKAIIMOHEH
JOKYMEHT, oco4eH B OykBa uieH 114, naparpag 1, Oyksa B) ot Pernament (EC) 2016/429
U B IPUETUTE Bb3 OCHOBA HA HETO aKTOBE, U IMPU KOUTO aKTUBHUTE BEIIECTBA B ChCTaBa Ha
BETEpPUHAPHUS JIEKApCTBEH NMPOAYKT He ca pa3pelieHu cbriacHo Pernament (EO)

Ne 470/2009 nnu nmpueTuTe Bb3 OCHOBA HA HETO aKTOBE.
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5. Korato 3as1BieHHETO € 32 BETepUHAPEH JIEKAPCTBEH MPOJYKT, KOUTO ChIIbPKA UITU CE
CHhCTOM OT TEHETUYHO MOIU(UIIMPAHH OPTaHU3MH TI0 CMUCHIIA Ha WieH 2 oT J{upexTuBa
2001/18/EO na Epponelickus mapaament u Ha Cheeral, ocBen nHbopManusra,
TeXHHYECKaTa JOKYMEHTAIIU U PE3I0OMETO, TOCOYEHH B maparpad 1 oT HacTOSIIUS YJIeH,

KbM 3asBJICHUCTO CC IIpuJiarar:

a) KOIIHUEC OT MMCMCHOTO CBHITIACUC HA KOMIICTCHTHHUTC OPraHu 3a Cb3HATCIIHO
OCBO60}KI[aBaHC Ha TCHECTHYHO MO,Z[I/I(bI/IHI/IpaHI/I OpraHu3MHM B OKOJIHATA Cpcaa 3a
HAaYYHOHM3CJICAOBATCICKU U paBBOﬁHH eI CbriiaCHO MPEABUACHOTO B HaCT bor

Hupextusa 2001/18/EO;

0) mEIHATA TEXHUYECKA JOKYMEHTAIUs, ChAbpIKallla U3MCKBaHATa HHPOpMALUs

cbriacHo npunoxxenus II u IV xem Jupextuna 2001/18/EO;

B) OLICHKATa Ha PUCKa 3a OKOJIHATa CpClia B CbOTBCTCTBUC C IIPUHIUIIUTEC, U3JIOKCHHU B

npunoxenne Il kpm dupextusa 2001/18/EO; xakTo u

I)  pe3yJITaTUTE OT IPOYYBAHUATA, U3BBPIIECHU C HAYYHOU3CIIEI0BATEIICKA UITU

pa3BoOMHA IIeJI.

Hupextusa 2001/18/EO na EBpomneiickus napiameHT 1 Ha CbBeta ot 12 mapt 2001 r.
OTHOCHO Ch3HATEITHOTO OCBOOOK1aBaHEe HA TEHETUYHO MOAM(PUIIMPAHN OPraHU3MH B
oKoJiHaTa cpesa u 3a orMsiHa Ha Jlupextusa 90/220/EMO na Coeera (OB L 106,
17.4.2001 r., ctp. 1).
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6. Koraro 3asBneHueTO ce nojasa B CbOTBETCTBHE C HALlMOHAJIHATA MIPOLIEypa, IPEABUICHA
B wieHOBe 46 1 47, ocBeH nHpOpMAKATA, TEXHUIECKATa JOKYMEHTALNS U PE3IOMETO,
nocoueHu B naparpag 1 ot HacTOSIUSA YiIeH, 3aBUTEIAT MIPEJICTaBs IeKIapalysl, 4e He €
10J1aJ1 3as1BJICHUE 32 pa3pelleHHEe 3a ThPrOBUs 3a ChIUs BETEPUHAPEH JIEKapCTBEH
IPOAYKT B Ipyra AbpikaBa wieHka i B Cbi03a, M aKO € IPUII0KHUMO, Ye He € OHIII0

MpeaAOCTAaBCHO TaKOBa pa3pClICHUC 3a TbProBUsA B Ipyra AbpiKaBa 4JICHKA UJIU B Cn103a.

PA3IET 3

KJIMHNYHN N3N TBAHUSA

Ynen 9

Kaunuunu uznumeanus

1. 3asBieHue 3a OI[O6pCHI/I€ Ha KIIMHUYHO U3IUTBAHC CC I10JJaBa B CbOTBECTCTBUEC C
INPUITO0KHUMOTO HAIIMOHAJIHO IIpaBO A0 KOMIICTCHTHHA Opr'adH Ha AbpiKaBaTa YJICHKA, B

KOATO TpH6Ba Ja CC U3BHPIIN KIIMHUYHOTO U3IIUTBAHC.

2. Kinuunyau n3nutBanus ce oqo0psBaT, IPU YCIOBHUE Y€ yYacTBAILIUTE B TSIX KUBOTHH,
OTTJICK/IAHM 34 IIPOU3BOJACTBO HA XPAHM, UIIM IPOAYKTH OT TAX HE NOCTHIIBAT B
IIPOJIOBOJICTBEHATA BEPUTA , OCBEH aKO KOMIIETEHTHHAT OPraH € OIPEIeIII ITOAX O]

KapCHTCH CPOK.

3. KoMnerenTHUST OpTraH nu3aaBa pCUICHUC 3a O,Z[O6peHI/IC HJIM OTKa3 Ha KIIMHUYHOTO

m3nuTBaHe B 60-THEBEH CPOK OT MOJTyuyaBaHe Ha BAIMIHO 3asIBJICHUE.
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4. [Tpu n3BBPIIBAHETO HA KIIMHUYHUTE U3MMTBAHUS HAJUICKHO CE€ B3EMAT MPEIBU]
Me:x1yHapoIHUTE HACOKH 3a 100pa KIMHUYHA IPaKTUKa Ha MeXTyHapoJHOTO
ChTPYAHUYECTBO 32 XapMOHHU3ALUA HA TEXHUUYECKUTE U3UCKBAHUS IIPU PETUCTPUPAHE HA

BETEpUHAPHU JICKapCTBEHU NpoaykTH (,, VICH®).

5. I[aHHI/ITC, nponu3Thudamu OT KIMHUYHUTC U3IMUTBAHUA, CC IPCACTABAT 3a€AHO CbC
3asABJICHUCTO 3a pa3pClICHUC 3a TbProBUA KaTO 4aCT OT JOKYMCHTAalusATa, I0OCOYCHA B

yieH 8, maparpad 1, OykBa 0).

6. HpI/I OLICHKATa Ha 3ad4BJICHUC 3a pa3pClICHUC 3a THProBUA MOXKE a 6’b,I[aT B3€THU 11O
BHUMAaHHWEC JaHHU OT KIIMHUYHU U3IMUTBAHWA, U3BBPIICHHU U3BBH C”I)IO?;a, caMoO aKko
HU3NHUTBAHUATA Ca IOATOTBCHHA, ITPOBCACHU U OTYCTCHU B CbOTBCTCTBUC C

MesxyHapoIHUTE HACOKH 3a 100pa kinHuYHa npakTtuka Ha VICH.

PA3IET 4

ETUKETH U JIUCTOBKA

Ynen 10

Emuxemu na nvpeuUdHAMAa OnaKkoeKd Ha e6emepuHapHume j1eKapcmeeru npodykmu

1. Bbpxy mbpBUYHATA ONAKOBKA HAa BETEPUHAPHHUS JIEKApPCTBEH MPOAYKT CE TOCOUBA
cieaHara MHGopMaius u cbriacHo wieH 11, maparpad 4 He ce mocouyBa HUKAKBa Apyra

uHpopMaIus, OCBEH:

a)  HaMMEHOBAaHME Ha BETEPUHAPHMS JIEKAPCTBEH MPOYKT, KOHLIEHTPALUS U

(dapmarnieBTruHa (hopma;
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6)

1/136p051BaHe Ha aKTUBHHUTC BCHICCTBA C BB3NPHUECTOTO UM HAMMCHOBAHHUC, U3PA3CHU
Ka4€CTBCHO U KOJIMYCCTBCHO 3a CAMHHIIA WK B 3aBUCUMOCT OT HAYMHA Ha

IIPHUIIOXKCHUEC — 3a OIIPECACIICH 00eM win TETJIO0,

B)  TapTHJACH HOMEP, MpeJ KOWTO ce oTOesI3Ba 1ymarta ,,Lot™;

r)  uMe, pupmMa UM HAMMEHOBAHUE C JIOTO HA TIPUTEXKATEIS Ha pa3peIIeHUeTo 3a
ThPrOBHS;

1)  BHJIOBE )KUBOTHH, 32 KOUTO € MpeAHa3HaueH NPOAYKTHT;

€)  CpOK Ha TOJHOCT BbB (hopMaT: ,,MM/ITIT®, IpeJ] KOUTO ce 0TOeNA3Ba ChKPAIIEHUETO
»EXp.;

)  CHEIUaJIHU yCJIOBUS 32 ChbXpaHEHHUE, aKO MMa TaKWBa,

3)  HayuH Ha MPUJIOKEHUE; KAKTO U

M)  aKo e MPUJIOKUMO, KAPEHTEH CPOK, TOPU U TO3U CPOK Ja € Hylla JHH;

2. Nudopmanusra, mocodeHa B nmaparpad 1 oT HaCTOSIIMS WICH, C€ OTOCISA3BA C JICCHU H

SICHHM 3a YCTCHC U BB3NIPpUEMAHC CUMBOJIM UJIM CHC CHbKPAIICHUA WU ITUKTOI'paMu,

PasIpoOCTpaHCHU Ha Lidj1aTa TEPUTOPUS HA C’bIO3a, KaKTO Ca I/136p06HI/I B CbOTBETCTBHC C

uneH 17, maparpad 2.

3. HezaBucumo ot naparpad 1, 1bpkaBa uieHKa MOKE Ja pelliy, Y€ BbpXY IbpBUYHATA

OIIaKOBKa Ha BETEPUHAPEH JIEKApCTBEH NPOAYKT, Ipelarad Ha HeHa TEPUTOPUS, KbM

nH(popmanuaTa, U3UCKBaHa ChIiaacHo naparpad 1, ce 1o6aBs UACHTUPUKATMOHEH KOJ.
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Ynen 11

Emuxemu na évHuwHama onaxkoska Ha eemepuHapHume j1eKapcmeernu npodykmu

1. B’Bpr BBbHIIIHATA OIIAKOBKA Ha BETCPHUHAPHUA JICKAPCTBCH ITPOAYKT CC IIOCOYBA CII€AHATa

nH(pOpMaLIKA U HE ce TOCOYBA HUKAKBa Apyra nH(OpMalus, OCBEH:

a)  uH(popmarusTa, mocouena B wieH 10, maparpad 1;

0)  ChIBPIKAHUETO B TEIJI0, 00EM MM OpOil MbPBUYHM OIIAKOBKU HAa BETEPUHAPHUS
JIEKapCTBEH MPOAYKT;

B)  IpeaynpexeHue, 4ye BeTepUHApHUSAT JeKapCTBEH MPOAYKT TPsOBa Jja ce ChXpaHsiBa
Janed oT TOTJIeIa U Ha HeIOCTBHITHH 32 Jella MeCTa;

r)  TpeaynpexIeHHe, 4ye BEeTepUHAPHUSAT JEKapCTBEH MPOAYKT € MpeaHa3HaueH ,,caMo
3a BeTepUHApHOMEAMILIMHCKA yroTpeba“;

o)  0e3 ;a ce 3acsra uieH 14, maparpad 4, npernopbKa J1a ce mpoyeTe JUCTOBKATa;

€)  IpU XOMEOIIATUYHU BETCPUHAPHH JICKAPCTBEHH MPOAYKTH — 0003HAUCHHETO
,»XOMEOITaTUYEH BETEPUHAPEH JIEKAPCTBEH NPOAYKT";

) B CIy4yail Ha BeTepHUHAPHM JEKapCTBEHU MPOAYKTH, 32 KOMTO HE CE U3UCKBA
BETepUHapHa pelenta — 0003HaueHue UM WHAWKALUY;

3)  HOMEp Ha pa3penieHUuEeTo 3a ThPrOBUSI.
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2. JIbpkaBa 4iI€HKa MOXE J1a PEILH, Y€ BbpXY BbHIIHATA ONIaKOBKA HA BETEPUHAPEH
JIEKapCTBEH MPOIYKT, IpeAaral Ha HeiiHa TepUTOPUA, KbM HH(GOpMAIHTA, U3UCKBAHA
cbIlacHo naparpad 1, ce 106aBs uaeHTU(UKAMOHEH KO TakbB KO MOXe /1a ObJe

M3IOJI3BaH BMECTO HOMEpa Ha pa3pelleHrueTo 3a ThproBus, ocoueH B naparpad 1, 6yksa

3).

3. WNudopmanusra, mocoueHa B naparpad 1 or HacTOsImuUS YiIeH, ce 0TOeIsA3BA C JIECHH U
SICHU 32 YETEHE U BB3IPHUEMaHe CUMBOJIU WM ChC ChKPALCHUS WM TUKTOTPAMU,
pasnpocTpaHeHHu Ha Iisu1ata Teputopus Ha Chio3a, KaKTo ca U30pOEHH B ChOTBETCTBUE C

uiien 17, maparpad 2.
4. AKO MPOAYKTHT HAMa BBHIITHA OMAKOBKA, Isu1aTa nHpopMarlus, ocoucHa B naparpadu 1 u
2, ce oTOesI3Ba Ha TBPBUYHATA OTIAKOBKA.
Ynen 12

Emuxemu na manxu NbpPBUYHU ONAKOBKU HA 6emMeEPUHAPHUME 1eKAPpCMEEHU npodykmu

1. Upes neporanus ot wieH 10 Manku mbpBUYHHM ONAKOBKH, KOMTO Ca MPEKAJICHO MaJIKH, 3a
Jla ChABPKAT B 4eTUM (GopmaTr HHPOpMaLUATa, IOCOUSHA B HACTOSILUS YJI€H, ChbpiKAT

cieqHaTa UH(GOpMaIKs U HE ChIBbPKAT HUKaKBa Apyra uHGOpMaIius, OCBEH:
a)  HaMMEHOBaHWE HA BETEPUHAPHUS JEKAPCTBEH MPOJIYKT;

0) KOJMYECTBEHM JIaHHM 3a AaKTUBHHTE BEIIECTBA;

B)  TapTHJAECH HOMEP, MpeJ KOUTO ce 0TOesI3Ba 1ymarta ,,Lot™;

I)  CpOK Ha TOAHOCT BBB (hopMart: ,,MM/TTTT", IpeJ] KOWTO ce 0TOeNsI3Ba ChKPaIEHHUETO

13

»EXP.©.
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2. [IbpBUYHKTE ONTAKOBKH, TOCOYEHH B naparpad | oT HacTosmus 4iieH, TpsaOBa J1a uMaT
BBHIIIHA OMAKOBKA, KOSATO ChbpiKa HHPOPMaLUATa, M3UCKBaHa 1o wieH 11, maparpadwu 1,

2u3.

Ynen 13
Honvinumenna ungopmayusi 6bpxy NvpeUYHAMA ONAKOBKA UIU GbHULHAMA ONAKOBKA

Ha emepuHapHume 1eKapcmeeHu npooyKmu

Upes neporanms ot wien 10, maparpad 1, unen 11, maparpad 1 u unen 12, naparpad 1, nbpxaBute
YJIGHKH MOTaT, Ha CBOSITA TEPUTOPHS U 110 MCKAHE Ha 3asBUTEIIA, Aa pa3pellaT Ha TO3U 3asBUTEN J1a
BKJIIOYHM BBPXY ITbPBUYHATA OMAKOBKA WJIM BHHIIIHATA OMAKOBKA HA BETEPUHAPHHUS JICKAPCTBEH
MPOJYKT JOIBIHUTEITHA TI0JIe3Ha HHPOPMAITHUs, KOATO J1a € ChBMECTUMA C KpaTKaTa

XapPaKTCPUCTHKA Ha MTPOAYKTA U KOATO HE € PCKJIaMa Ha BETCPUHAPCH JICKAPCTBCH IIPOAYKT.

Ynen 14

Jlucmoska na éemepunaprume iexapcmeenu npooyKmu

1. [IputexxaTenar Ha pa3pelIeHUETO 3a ThPrOBUS IIPEIOCTABsI JUCTOBKA 3a BCEKU
BETEpUHApEH JIEKapCTBEH NMPOAYKT. Ta3u JMCTOBKA ChABPKA HA-MAJIKO ClIeHATa

uHpopMaLHs:

a)  uMe Wwid upma U MOCTOSHEH a/IpeC UM PETUCTPUPAHO MSCTO HA CTONAHCKA
JEHOCT Ha MPUTEKATENsI Ha Pa3pelIeHUEeTO 32 ThPrOBUs U HA MPOU3BOAUTEIS,
KAaKTO U — KOTaTo € MPUJIOKUMO, Ha IIPEJICTABUTENSI HA MPUTEXKATENs Ha

Pa3spCICHUCTO 3a ThbPTOBUA;

6) HAaNUMCHOBAHUC Ha BETCPUHAPHUSA JICKAPCTBCH NPOAYKT, KOHICHTPALIUA U

(dapmaneBTHYHA QopMma;
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B) Ka4CCTBCH U KOJIMYCCTBCH ChCTAaB Ha aKTUBHOTO BCIICCTBO UJIN BCIICCTBA,

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

IpUJIaraHe Ha MPOAYKTa;
1)  TOKa3aHWs 3a ynorpeoda;
€)  TMPOTUBOMOKA3aHUS M HEOJArONPHUSATHU PEAKLIUH ;
K)  aKo e IPUIIOKMMO, KapeHTEH CPOK, JIOPH U TO3HU CPOK J1a € HyJIa JIHU;
3)  CHeNMalHU YCJIOBUS 3a ChbXPaHEHHUE, aKO UMa TaKHBa;

¥) uH(OPMAIH OT CHIIECTBEHO 3HAUYCHHE 3a 0€30IIaCHOCTTA U 3a 3aIlUTa Ha 3][PaBETO,

B TOBA YUCJIO CHELMAIIHYU NPEAa3Hu MEPKH OTHOCHO yroTpedara u Ipyru

NpeaAYyHpCIKACHUS

i)  uHpOpMalMs OTHOCHO CUCTEMUTE 3a ChOMpaHe, MocoueHu B wieH 117, mpunoxxumu

KbM CBhOTBETHHSI BETEPUHAPEH JIEKAPCTBEH IIPOIYKT;
K)  HOMEp Ha pa3pelIeHUETO 3a ThbPrOBHUS;

J'I) JAaHHU 3a BPB3Ka C MPUTCIKATECII HA pa3pCIICHUC 3a ThPIroBUA UJIN C HCTOBUS
MMpEACTAaBUTCII, KAKTO € I_ICJ'ICC’E>O6p33HO, 3a C’[>06H_IaBaHe Ha npeaArojiaracMmu

HeOJIaronpusITHH peaKiuy;

M)  KiIacuduKalys Ha BETepUHAPHUS JIEKapCTBEH MPOAYKT, IOCOUEHA B uiieH 34.
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2. JIucroBKaTa MOXeE J1a ChIAbPrKa JOMBIHUTEIHA HHPOPMALIUS OTHOCHO PAa3NpOCTPaHEHHUETO,
COOCTBEHOCTTA MJIH IPYTH HEOOXOIMMHU Ipea3Hi MEPKH ChITIACHO Pa3pelIeHUeTo 3a
THProBUSs, PU YCIOBUE Ye HH(POpMaLMITA HAMA PeKJIaMeH XapakTep. Ta3u JOMbIHUTEIHA

HH(bOpMaI_[I/IH B JINCTOBKATA SICHO ce 000c00sBa OT I/IH(bOpMaI_II/IHTa, II0COYCHA B

naparpad 1.

3. JIucroBkarta ce u3nucBa U 0(opMs YETIUBO, SICHO U pa30HpaeMo, 1o HaYHH, TOHSATEH 32
00I1IeCTBEHOCTTA. [IbpaKaBUTe YJICHKH MOTaT Jla pelaT JMCTOBKaTa J1a Obje Ha

Pa3NOJ0KEHUEC HA XapTUCH HOCUTEI UK B CIICKTPOHCH (bOpMaT, WJIN U IBCTC.

4. Upes neporanus ot naparpad 1, n3uckBaHara ChbrilaCHO HACTOSAIIUS YieH HHPOpMAIus

MOKE BMECTO TOBaA J1a 6’[),[[6 MpeaocCTaBcHa Ha OIIaKOBKATAa Ha BETCPHUHAPHUA JICKAPCTBCH

MIPOJIYKT.
Ynen 15
O6wo usuckeane no OMmHoweHUe Ha UHGoOpMayuIma 3a npooyKma

Nudopmanusra, mocodeHa B wieHoBe 10—14 chOTBETCTBa Ha KpaTKaTa XapaKTEPUCTUKA Ha

MMPpOAYKTA, KAKTO € IMOCOYUCHO B HJICH 35.
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Ynen 16

Jlucmoska na pecucmpuparu XoMeonamuiuHy 6emepuUHapHiL 1eKapcmeeHu npooyKmu

Upes neporanus ot wieH 14, naparpad 1, 1ucToBKaTa Ha XOMEONMATUYHU BETepUHAPHU

JICKApCTBCHU IIPOAYKTH, PCTUCTPUPAHU B CbOTBECTCTBUE C YICH 86 , CbAbpKa IIOHE CJI€aHaTa

uHpOpMaLHs:

a)

HayYHO HAUMCHOBAHHEC HA U3TOYHUKA WJIM U3TOYHUIHUTC U CTCIICH HAa Pa3spCiKaAaHC, KaTO CC
n310J13BaT CHUMBOJIUTE OT EBpOHCﬁCKaTa (bapMaKOHCH, a aKO HsMa TaKuBa — OT

(bapMaKOHCI/ITe, KOHTO CC HU3I10JI3BAT O(bI/II_[I/IaJ'IHO B IbPKABUTC YICHKU;

0) uMe Win (pupMa U MOCTOSTHEH aJIPeC WU PETUCTPUPAHO MICTO Ha CTOTIAHCKA JICHHOCT Ha
MIPUTEXKATENS HA PETUCTPAIMATA U — KOTaTo € [esechoOpa3Ho, Ha MPOU3BOIUTEIS;

B) METOJI Ha TPUJIOKEHUE U aKO € HEOOXO0IMMO — HAYMH Ha MPUIIOKEHUE,

T) (dhapmarnieBTruHa hopma;

1) CICIIMAITHU YCIIOBHS 32 ChbXPAaHEHUE, aKO NMa TaKUBa;

e) BUJIOBE )KHBOTHH, 32 KOUTO € TPeTHAa3HAYEH NPOAYKTHT U, KOTaTo € IeJIecho0pas3Ho,
J03UPOBKATa 32 BCEKH OT TE€3H BHUJIOBE;

x) aKo € HeoOXO0IMMO — CIIEIUATHO TPEIYNPEKICHUE 32 XOMEOIaTUYHHSI BETepUHAPEH
JIEKapCTBEH MPOJIYKT,

3) PErucTpaliiOHEH HOMED;

n) KapeHTEH CPOK, aKO € TPUII0KUMO;

i) 0003HAYEHHETO ,,XOMEOATHYEH BETEPUHAPEH JIEKAPCTBEH MPOIYKT .
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Ynen 17

H3nvanumennu npasomowus no OMHOULEHUE Ha HACMOoAWus pa3()efz

Koraro e nenecbo6pasno, upe3 akToBe 3a U3nbjiHeHue, Komucusara ycTaHOBsIBAa €IMHHU
MpaBujia OTHOCHO WACHTH(UKAIIMOHHUS KOJI, TocoueH B wieH 10, maparpad 3 u wien 11,
naparpad 2. Te3u akToBe 3a U3MMBIHEHHE CE TIPUEMAT B CHOTBETCTBUE C MPOIIeypaTa 1mo

pasriexaane, mocoyena B wieH 145, maparpad 2.

Upes akToBe 32 n3nbiIHeHNE KoMucusaTa mpremMa CriuchK Ha ChKPAICHUATA U
MUKTOTPaMUTE, PA3POCTPAHEHH Ha Iis1aTa Teputopus Ha Chro3a, KOUTO J1a Obaat
W3MOI3BaHy 3a 1enute Ha wieH 10, maparpad 2 u wien 11, maparpad 3. Te3u akroBe 3a
U3ITBJIHEHHE CE PHEMAaT B ChOTBETCTBHE C MPOLIEYpaTa 10 pasriiexkIaHe, MocoueHa B

uyieH 145, naparpad 2.

Upes akToBe 3a uznbiHeHne KoMucusita ycTaHOBSIBa €IUHHU MPaBUjia OTHOCHO pa3Mepa
Ha MaJIKi TbPBUYHU OMAKOBKH, MOCOYECHH B ujieH 12. Te3u akToBe 3a U3MBIHEHUE Ce
IIpUeMar B CbOTBETCTBHUE C MPOIIelypaTa Mo pasriexaaHe, IocoueHa B uieH 145,

naparpad 2.
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PA3AET S
CHEIM®UYHU U3UCKBAHUSA KbM JOCHUETO ITPU 3ASIBJEHUS
3A TEHEPUYHU, XUBPUJIHU U KOMBUHUPAHU
BETEPUHAPHU JIEKAPCTBEHHU ITPOJYKTH
M IIPH 3ASIBJIEHUS Bb3 OCHOBA HA HH®OPMHUPAHO CBHI'JIACUE

U BUBJINOI'PA®CKA CITPABKA

Ynen 18

['enepuunu eemepunapHu nexapcmeenu npooyKmu

1. Upes neporauus ot wieH §, maparpad 1, 6ykBa 0) He ce U3UCKBA 3asBJIICHUETO 32
paspelicHre 3a ThProBHs C TEHEPUYCH BETEPHUHAPCH JICKAPCTBEH MPOAYKT Jia ChbpiKa
JOKYMEHTAIMsI OTHOCHO 0€30IacHOCTTa M e(PMKACHOCTTA, aKO Ca M3ITbJIHCHU BCHUKU

IIOCOYCHH I10-10J1y YCIIOBHA:

a)  W3CIeABaHUATA 32 OMOHAIMYHOCT Ca MOKa3aJid OMOCKBUBAJICHTHOCT HA TCHEPUUHUS
BETEpPHHAPEH JIEKAPCTBEH MPOAYKT C peepeHTHHs BETepUHAPEH JIEKapCTBEH
MIPOJYKT WUJIH € Mpe/icTaBeHa 000CHOBKA 3alll0 TAKMBA M3CJIEIBaHUS HE ca OMIH

U3BBPILICHY;
0)  3asBJIEHHETO OTroBaps Ha M3MCKBAHUATA, yCTAaHOBEHU B npuioxxenue I1;

B)  3asABUTENAT JOKaXKe, Y€ 3asBJICHUETO C€ OTHACS 32 TEHEPUUEH BETEpUHAPEH
JIEKapCTBEH MPOAYKT Ha peepeHTeH BETEepUHAPEH JIEKapCTBEH MPOIYKT, 3a KOUTO
CPOKBT 3a 3alllUTa Ha TEXHUYECKaTa JOKyMEHTalus , IpeBUcH B wieHoBe 39 u 40,

€ U3TCKDBJI WKW NPEACTOU Aa U3TCUC CJIC ITO-MaJIKO OT JABC I'OJAWHH ;
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2. Koraro akTUBHOTO BEIIECTBO Ha TEHEPUYEH BETEPUHAPEH JIEKAPCTBEH MIPOAYKT CE€ CbCTOU
OT COJIU, ECTEPH, ETEPU, U30MEPHU U CMECH OT U30MEPH, KOMIUIEKCH WM ITPOU3BOJIHH,
pa3IMYHU OT aKTUBHOTO BEUIECTBO B ChCTaBa Ha peepeHTHHUS BETEPUHAPEH JIEKAPCTBEH
MIPOJYKT, 32 HETO CE CUMTA, Y€ € ChUIOTO KaTO aKTUBHOTO BEILIECTBO B ChCTaBa HA
pedepeHTHUsI BETepUHAPEH JIEKApCTBEH MPOAYKT, OCBEH KOT'aTO CHIECTBEHO CE pa3nyaBa
10 OTHOILIEHHE HA XapaKTEPUCTUKUTE 3a 0€30MacHOCT UIH e(hUKACHOCT. AKO TE3H
XapaKTePUCTUKU CHIIECTBEHO CE pa3InyaBar, 3asiBUTEIAT IPEICTaBs JONBJIHUTEIHA
uHpopmalus, 3a Aa JoKake 6€30MacHOCTTa UM e(PUKACHOCTTA Ha COJIUTE, €CTEPUTE UITU
MIPOU3BOIHUTE HA PA3pELICHOTO aKTUBHO BEIIECTBO B ChCTaBa Ha pe)epeHTHUS

BETEpUHAPEH JICKAPCTBEH MPOIYKT.

3. Koraro ca npeacraBeHr HAKOJIKO NepopaiHu (hapManeBTHUHU (HOPMHU C HEOCPEICTBEHO
0CBOOOKaBaHe Ha TeHEPUYCH BEeTEPUHAPEH JIEKAPCTBEH MPOAYKT, T€ CE€ CUUTAT 3a €HA U

china ¢apmameBTuyHa Gpopma.

4. AKO pedepeHTHHAT BETEPHHAPEH JIEKAPCTBEH MPOAYKT HE € pa3pelieH B AbpiKaBaTa
YJIeHKa, B KOSITO CE€ M0/1aBa 3asBICHUETO 32 TCHEPUYHHSI BETEPUHAPEH JICKApPCTBEH
MIPOJYKT, WM 3asBJICHHUETO C€ M0JIaBa B ChOTBETCTBUE C WieH 42, maparpad 4 u
peepeHTHUAT BETEPHHAPEH JICKAPCTBEH MPOAYKT € Pa3pellieH B IaJieHa JbpikaBa WICHKA,
3asIBUTEIIAT II0COYBA B 3asIBJICHUETO JIbPKaBaTa YjeHKa, B KOSITO € MPEJOCTaBEHO

paspenieHue 3a pe)epeHTHHSI BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

5. KoMmneTeHTHUAT opraH uiau AreHuusTa, KakTo € IPUIOKUMO, MOXKE J1a IIOUCKAT
nHpopManus OTHOCHO peepeHTHHS BeTepuHApEH JIEKapCTBEH MPOAYKT OT KOMIIETEHTHHUS
OpraH B JbprkaBaTa WI€HKa, B KOSITO € MpeAocTaBeHo paspeiieHuero. Mupopmarusira ce

npeaocCTaBs Ha MOUCKaJIaTa g CTpaHa B 30-gHEeBeH CpPOK OT IMOoJIlydaBaHC Ha UCKAHCTO.
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Kpatkara xapakTepucTuka Ha IpOAYKTa 32 FTEHEPUYHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT
€ 10 CHIIECTBO MOJ00HA HA KpaTKaTa XapaKTepUCTHKA Ha pehepeHTHUS BETepUHAPEH
JeKapcTBeH NpoAyKT. ToBa u3KnckBaHe o0aye He ce Mpuilara 3a 4acTH OT KpaTKaTa
XapaKTepUCTHKA Ha peepEeHTHHsI BETEpUHAPEH JIEKaPCTBEH MPOIYKT, CBBP3aHU C
noka3aHus Wwin papManeBTHYHU (POpMH, 32 KOUTO KbM MOMEHTA Ha MPEJOCTaBsIHE Ha
pa3pelIeHUeTo 3a FTEHEPUYHUS BETEPUHAPEH JIEKaPCTBEH MIPOIYKT BCE OILE CE€ Mpujarar

pasnopendu Ha NaTEHTHOTO IPABO.

KomnieTeHTHUST oprad uiu ATeHIuUsATa, KaKTO € MPHJIOKUMO, MOXKE J1a U3UCKAT OT
3asBUTEIA Ja MPEICTaBU JAHHU OTHOCHO OE30MaCHOCTTA C OTJie] Ha MOTEHINATHH
PHCKOBE 3a OKOJIHATa CpeJia, CBhP3aHu ¢ YIOoTpeOdaTa Ha TeHEpUIHUS BETEPHUHAPECH
JIEKapCTBEH MPOJIYKT, aKO Pa3peleHUETO 3a ThProBUsl ¢ peepeHTHUS BeTEpUHAPEH

JIEKapCTBEH MPOJYKT € Omio mpenoctaBeHo npeau 1 okromepu 2005 T.

Ynen 19

XubpuoHu éemepunapHu 1ekapcmeenu npooyKmu

Upes neporanus ot wieH 18, maparpad 1 ce uzuckBa n1a Ob1aT NpeCTaBEHH PE3yJITaTUTE
OT MOAXOJISAUIN MPEAKITMHUYHHI U3CIICIBAHUS WIN KIMHUYHU U3UTBAHUS B CIIy4auTe,
KOTaTO BETEPUHAPHUST JIEKAPCTBEH MPOAYKT HE OTrOBaps Ha BCUUKH XapaKTEPUCTUKH 32
T€HEPHUYCH BETEPHUHAPEH JICKAPCTBEH MPOJIYKT MOPAIN €IHA WIIH ITOBEYE OT CIETHUTE

MIPUYUHMU:

a)  ¥MMa IpOMsHA B aKTUBHOTO BEIIECTBO MJIM BEIIECTBA, B TOKa3aHMsTa 3a ynoTpeoa,
KOHIIEHTpaLuATa, (hapMalieBTHUHaTa (hopMa UM B HAUMHA Ha IPUJIOKEHUE Ha
TFeHEpUYHMSI BETEPUHAPEH JIEKapCTBEH MPOAYKT CIPSIMO peepeHTHUSI BETEpUHAPEH

JIEKapCTBEH MPOJYKT;
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6) HC Morar ga CC M3I10J3BaT U3CJICIBaAHHA 3a OMOHATIUYHOCT 3a JOKa3BaHEC Ha

OMOEKBUBAJICHTHOCT C pepepeHTHNUS BETEPHUHAPEH JIEKAPCTBEH MPOAYKT; HITH

B)  CYpPOBHUHUTE WJIM IPOU3BOACTBEHUTE IPOLECH MPU OUOIOTMYHUS BETEpUHAPEH

JIEKapCTBEH MPOJIYKT CE pa3inyaBar CIpsMo pedepeHTHUS BEeTepUHAPEH JIeKapCTBEH

IIPOJYKT.

2. [IpenkIMHUYHUTE U3CTICABAHNS WM KJIMHAYHUTE H3MUTBAHKS Ha XUOPUJICH BETCpUHAPCH
JIEKapCTBEHH MPOJIYKT MOXKE Jla C€ U3BBPILUBAT C MAPTUAU OT peepeHTHUS BEeTEPUHAPEH

JIEKapCTBEH MPOJIYKT, pa3pelieH B Chio3a WK B TpeTa IbpKaBa.

3agBUTENAT JOKA3Ba, Y€ pehepeHTHUAT BETEpUHAPEH JIEKAPCTBEH MPOIYKT, pa3peleH B
TpeTa IbpXkKaBa, € OMII pa3pellieH B CbOTBETCTBUE C M3UCKBAHUS, KOUTO Ca PAaBHOCTOMHU Ha
ycraHoBeHuTe B Chlo3a 3a pehepeHTHUS BETEpUHAPEH JIEKAPCTBEH IPOAYKT U €a TOJIKOBA

HO,[[O6HI/I, 4qC€ Morar aa ¢ca B3auMHO3aMCHIACMH B KIIMHNYHUTC U3IIUTBAaHUA.

Ynen 20

Kombunupanu éemepunapnu nexapcmeenu npooykmu

Upes neporanus oT wieH 8§, naparpad 1, Oyksa 0), B ciy4ail Ha BeTepUHAPHU JIEKAPCTBEHU
MPOAYKTH, ChIbpPKAIlld aKTUBHU BEIIECTBA, M3II0JI3BAHU B ChCTaBa HA pa3pellieHH BETepUHAPHU
JIEKapCTBEHM MPOJIYKTH, HE C€ U3UCKBA MIPEIOCTABSIHE HA JJaHHU 3a 0€30I1aCHOCTTa M €(pUKaCHOCTTa

Ha BCAKO OTACIHO aKTUBHO BCHICCTBO.
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Ynen 21

3asenenue 6v3 0CHOBA HA qubopmupaHo cvejiacue

Upes neporauus oT wieH 8, naparpad 1, Oyksa 6) He ce U3UCKBA MPe/ICTaBsIHE HAa TEXHUYECKA
JOKYMEHTAIMsl OTHOCHO Ka4eCTBOTO, O€30MacHOCTTa U e(h)UKACHOCTTA, aKO C MHCMO 32 JOCThII
3asBUTEIIAT 32 pa3pelieHue 3a ThProBUs ¢ BETEPUHAPEH JIEKAPCTBEH MPOIYKT JOKaXe, e uMa
pa3pellieHue /1a [10J13Ba TaKaBa JJOKyMEHTallUs, IPEICTaBEHa BbB BPb3Ka C BEUE pa3pelIeHUs

pedepeHTeH BeTepuHapeH JIEKapCTBEH MPOIYKT.

Ynen 22

3asenenue 6v3 ochosa na bubauoepagcka cnpaska

1. Upes neporanus ot wieH 8, maparpad 1, OykBa 0) He ce H3UCKBA MPEICTABSIHE HA

AOKYMCEHTaluATa OTHOCHO 0€e30I1acHOCTTa U e(i)I/IKaCHOCTTa, adKO 3aj4BHUTCIIAT JOKaXE, U

AKTUBHUTC BCIICCTBA B CbCTABA Ha BETCPUHAPCH JICKAPCTBCH IIPOAYKT Ca C YTBbPACHA

BETEpUHAPHOMEAUIIMHCKA yrioTpeba B Chr03a Hall-MaJIKoO OT JIeCET TOJUHU, Y€

e(UKacHOCTTa UM € JOKYMEHTHPaHa U 4e Te ca C IPUEeMJINBA CTeTeH Ha 0€30M1acHOCT.

2. 3asBJICHUETO OTTOBaps HA U3UCKBAHUATA, YCTAHOBCHHU B IIPHUJIOKCHUC II.
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PA3JET 6
PA3PEHIEHUS 3A THPI'OBHUS 3A OTPAHUYEH ITA3AP

U 1IPU U3K/IIOYUTEJHU OBCTOATEJICTBA

Ynen 23

3asenenus 3a Ocparu4dern nasap

1. Upes neporanus ot wieH 8, nmaparpad 1, OykBa 0) oT 3asBUTENS HE CE U3UCKBA Ja
npejcTaBu 00CTOMHA TOKYMEHTAIUS OTHOCHO 0€30MacHOCTTa WM e(hUKACHOCTTa
CBHIUIACHO M3MCKBaHUATA B puitokeHue 11, ako ca U3MbJIHEHU BCHYKH TTOCOYCHH M10-T0TY

YCIIOBUSL:

a) ImoJi3aTa 3a 3JpaBCOIIa3BaHCTO HA ) XKUBOTHUTC U 34 O6IH€CTB€HOTO 3ApaBc OT
IpeaAOCTAaBAHCTO HAa BETCPUHAPHUSA JICKAPCTBEH IMPOAYKT Ha I1a3dapa IIpCBUIllaBa

pHUCKa, CBbpP3aH C JIUIICAaTa Ha OIIPCACJICHA NOKYMCHTAI s,

0)  3aABUTENAT MPEICTABH JOKA3aTEICTBA, Ye BETEPUHAPHHUSAT JIEKAPCTBEH MPOIYKT €

IIpelHa3HayeH 3a OrpaHUYEH Iasap.

2. Koraro Pa3pCUICHUCTO 3a ThPTOBUA C BETCPUHAPCH JICKAPCTBCH MIPOAYKT € IPCAOCTABEHO
B CBOTBCTCTBHUC C HACTOALINA YJICH, B KPATKATAa XapaKTCPUCTUKA HA IIPOAYKTa SICHO CC
IMOoCO4Ba, Y€ U3BbpPUICHATA OLICHKA Ha 0e30IacCHOCTTAa HIIN C(l)I/IKaCHOCTTa € OrpaHn4cHa

Mopajy Jurcara Ha 0OCTOMHM JaHHM 3a 0€30IaCHOCTTA UM €(pUKACHOCTTA Ha MPOIYKTa.
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Ynen 24
Banuonocm na paspewenuemo 3a mvpeosus

3a 02panuyen nazap u npoyeoypa 3a He2080Mo NPepasiedHcoane

1. Upes neporanus oT wieH 5, naparpad 2 pa3peuieHue 3a ThproBus 3a OrpaHHueH Ma3ap €

BaJIMAHO 3a CPOK OT IICT TOAUHHU.

2. [Ipenu n3TYaHeTO HA CPOKA HA BAJTMIHOCT OT MET FOJIMHU, TOcoUYeH B maparpad 1 ot
HACTOSILIMSA WIEH, pa3pelIeHUsATa 32 ThProBUs 3a OTPAaHUYEH I1a3ap, IPEIOCTaBEHH 110 pela
Ha WieH 23, ce mpepasriiekaaT Bb3 OCHOBA Ha 3asBJICHUE OT IIPUTEKATENS HA TOBA
paspenieHue 3a Tbproeus. ToBa 3asBICHUE BKIIIOYBA AKTyAJIN3UPAaHa OLIEHKA HA

CbOTHOLICHUCTO MCKAY I10JI3aTa U pHUCKaA.

3. [Ipurexarenar Ha pa3pelIeHueTo 3a ThProBHsl 32 OTPaHUYEH Ia3ap MojaBa 3asBICHHE 3a
IpepasriexiaHe 10 KOMIIETeHTHUS OpraH, 3JaJl pa3peleHueTo, Wik 10 ATeHIUATa,
KaKTO € IPUII0KUMO, Hall-MaJIKO IIECT MeCella IPeiu N3THYAHETO Ha CPOKa HA BAJIUAHOCT
OT TIeT TOAMHH, IOCOYEH B maparpad 1 oT HacTosAmMs WieH. 3asBICHHETO 3a
IpepasriexiaHe ce orpaHuyana J1o J0Ka3BaHe, e YCIOBUATA, IOCOYCHHU B WiieH 23,

naparpad 1, mpoawmkaBar Aa ca U3IMIBIHECHU.

4, CJ'IGI[ MMOoAaBaHECTO Ha 3asBJICHUC 3a NPCPA3ITICKAAHC pa3pCIICHUCTO 3a TbProBuA 3a
OrpaHH4CH I1a3ap OoCTaBa B CUJIa, JOKATO KOMIICTCHTHUAT OpraH WA KOMI/ICI/ISITa, KaKToO €

MIPHUIIOKUMO, MpUEMAT PECIICHHUEC OTHOCHO 3asABJICHUCTO.

5. KoMnereHnTHUST OopTraH Wi AFCHI_II/ISITa, KaKTO € MIPUJIOKUMO, OLICHABA 3a4BJICHUATA 3a

MpEepas3rICKAAHE U 3a YABJKABAHC Ha CPOKA HAa BAJIMJHOCT Ha pa3pClICHUCTO 3a ThbpPproOBUs.
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B3 ocHOBa Ha Ta3u OIICHKA, aKO CbOTHOIICHUCTO MCIKAY I10JI3aTa U pUCKa OCTaBa
IMOJIOKHUTCIIHO, KOMIICTCHTHUAT OPraH UJIn KOMI/ICI/ISITa, KaKTO € IIPUJIOKUMO, YAbJ’KaBa

BAJIMAHOCTTA Ha pa3pClICHUETO 3a ThbPTOBHA C JOIIBJIHUTCIHNU CPOKOBE OT IIE€T 'OAWHU..

6. Komnerentaust opran uinu Komucusra, KakTo € IpuaokKUMO, MOKE IO BCSIKO BpeMe J1a
IIPEIOCTaBU 0€3CPOUYHO pa3pellIeHUE 32 THPIOBUsI [10 OTHOILLIEHUE Ha BETEPUHAPEH
JIEKapCTBEH MPOJYKT 3@ OrPAaHUYEH I1a3ap, IPU YCIOBHUE Y€ MPUTEKATEIAT HA
pa3peleHneTo 3a ThProBUs 3a OTPaHUYEH Ma3ap MPeACTaBy JIUIICBALIUTE JaHHH OTHOCHO

0e30MmacHOCTTa WK e(pUKaCHOCTTa, MOCOYeHH B wieH 23, maparpad 1.

Ynen 25

Basenenusn npu UKJH04YumesHu obcmoamencmea

Upes neporanus oT wieH 8§, naparpad 1, OykBa 0) npu U3KIIOYUTETHU OOCTOATEICTBA, CBHP3aHU
ChC 3/IpaBETO Ha )KMBOTHUTE HJIM OOIIECTBEHOTO 3/IpaBe, 3asIBUTEIAT MOKE Ja MoAajie 3asBICHHE,
KOETO HE OTroBapsi Ha BCUUYKHM U3UCKBaHUs OT [TOCOYEHATa OyKBa, U 3a KOETO I10J13aTa OT
He3a0aBHOTO MPEAOCTaBSHE Ha Ma3apa Ha ChOTBETHHS BETEPUHAPEH JIGKAPCTBEH MPOIYKT 3a
3/IpaBETO Ha )KUBOTHUTE WU OOIIECTBEHOTO 3/IpaBe HAIXBBPJIS PUCKA, CBBP3aH C JHUIcaTa Ha
orpezenieHa TIOKyMEHTAalHs 3a KaueCTBOTO, Oe30MacHoCTTa Win epukacHOCTTa. B TakbB cinyyaii oT
3asiBUTENISI C€ U3UCKBA J]a JIOKaXe, Ye 10 OOEKTUBHU U MOJJIekKAIlX Ha IPOBEpKa MPUIHHU
orpezeneHaTa JOKyMEHTallls 3a KaueCTBOTO, 0€30M1acCHOCTTa WK €()UKACHOCTTA ChIJIACHO

M3MCKBaHUsATA OT npuioxenue 1l He Moxxe 1a ObAe MpenocTaBeHa.
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Ynen 26

Ycnosus 3a paspewierue 3a mvpcoeus npu USKIIOYUmeHu obcmosmencmea

1. [Ipu u3KITIOYUTETHUTE 0OCTOSATENICTBA, IOCOUYEHHU B WIEH 25, pa3pelieHue 3a ThproBHs
MO3Ke Ja Ob/Ie MPeI0CTaBeHO, MPU YCIOBHE Y€ Ca U3MBIHEHH €THO WUJIH ITOBEYE OT

CJICOHUTC U3UCKBAHUS 34 IPUTCIKATCIIA HAa pa3pClICHUC 3a ThbPIrOBUA:

a) HU3UCKBAHC a CC BbBCAAT YCJIOBUA UJIM OI'PAHUYCHUS, ITO-KOHKPCTHO BBB BPb3Ka C

0e30macHOCTTa Ha BETCPUHAPHUS JICKAPCTBCH IIPOAYKT,

0) W3UCKBaHE KOMIICTCHTHHUTE OPTraHH WM ATCHIUATA, KAKTO € MPUIIOKUMO, Ja Ce
YBEIOMSIBAT 3a BCSIKO HEXEJIaHO ChOUTHE, CBBP3aHO C yroTpedara Ha BeTepUHAPEH

JIEKapCTBEH MPOJYKT;
B)  M3UCKBaHE 3a IIPOBEXKJIaHE Ha U3CJICABAHUS CIIE]] IPEIOCTABIHETO Ha pa3peLIeHue.

2. Koraro Pa3pCUICHUCTO 3a ThPTOBUA C BETCPUHAPCH JICKAPCTBCH INPOAYKT € IPCAOCTABEHO
B CbOTBCTCTBHUC C HACTOALIUA YJICH, B KpATKAaTa XapaKTCPHUCTHUKA HAa IPOAYKTaA ACHO CC
IIOCOYBAa, Y€ U3BbPUICHATA OLICHKA HAa Ka4CCTBOTO, 0€3011aCHOCTTA HIIN e(bI/IKaCHOCTTa €
OrpaHHMYCHA I1OPaJv JIUIICaTa Ha 00CTONMHU JaHHH 3a Ka4CCTBOTO, 0€30I1aCHOCTTAa HIIU

e(l)I/IKaCHOCTTa Ha IIpOAYKTa.

Ynen 27
Banuonocm na paspewenuemo 3a movpeosus npu u3KIOYUMenIHu 00Cmosmencmsd

u npoyedypa 3a He2080MmMo npepasnecoane

1. Upes neporauus ot 4ieH 5, naparpad 2 pazpeleHue 3a TbproBus NpH U3KIIOUYUTETHH

00CTOSITEIICTBA € BaJIMAHO 34 CPOK OT €AHa I'0OAHNHA.
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2. [Ipenu u3TryaHeTo HA CPOKA HA BAJIMAHOCT OT €/IHA FOJIMHA, TocoueH B naparpag 1 ot
HACTOALLMS YJIEH, pa3pEIICHUATA 32 ThPIOBUSI, IPEIOCTABEHU CHITIACHO WIEHOBE 25 U 26,
Cce IpepasriekaaT Bb3 OCHOBA Ha 3asBICHUETO OT IPUTEXKATEIS Ha Pa3pelIeHUETo 3a
ThproBus. ToBa 3asiBIeHUE BKIIOUBA aKTyaIM3UPaHa OIICHKA Ha CHOTHOLICHUETO MEXIY

IoJi3aTa u pucka.

3. [Tpu U3KITIOYUTETHUTE 0OCTOATEICTBA MPUTEKATEINAT HA PAa3pEIICHUETO 3a ThPrOBUS
I10/1aBa 3asBJICHUETO 3a NIPEPa3IIeKIaHe 10 KOMIIETEHTHUS OPIaH, U3l Pa3pelICHUETO,
WM 10 AreHuusTa, KakTo € MPUI0KUMO, Hall-MaJIKO TPU Mecela IPeau U3THYaHETO Ha
CpOKa Ha BAIMIHOCT OT €JJHa OJIMHA, TocoyeH B maparpad 1. Cbc 3asBiIeHHETO 32
npepasriexaane ce JoKa3Ba, Y€ U3KIIIOYUTEITHUTE 00CTOSITEIICTBA, CBbP3aHH ChC 3/IPABETO

Ha ) XMBOTHHUTC HUJIN O6H_I€CTBCHOTO 3ApaBC, MMPOAbJIXKABAT Ja Ca HAJIUIIC.

4, CJ'IG,I[ IMOAAaBaHCTO Ha 3as4BJICHUC 3a IIPCPA3IIICIKAAHE PA3PCIICHUCTO 3a ThbproBUA OCTaBa B
CHJia, 10KaTO KOMIICTCHTHUAT OPraH UJin KOMI/ICI/IﬂTa, KaKTO € MIPHUJIOKHUMO, ITPUCMAT

PEIICHUC OTHOCHO 3asBJICHUCTO.

5. KommereHTHHAT OpraH ujin AreHI_[I/IHTa, KaKTO € IIPUJIOKUMO, OLICHABA 3a4BJICHUCTO. Bb3
OCHOBA HA Ta3W OLICHKA, dAKO CbOTHOIICHUCTO MCKAY I10JI3aTa U pUCKa OCTaBa
IMOJIOKHUTCIIHO, KOMIICTCHTHUAT OPraH UJIn KOMI/ICI/ISITa, KaKTO € IIPUJIOKUMO, YAbJI’)KaBa

CpOKa Ha BAJIMJHOCT Ha Pa3pCIICHUCTO 3a TbpProBUA C €AHA rOAWHA.

6. KommereHTHHAT oprad ujin KOMI/ICI/ISITa, KaKTO € MMPHUIIOKHUMO, MOXKE 1O BCAKO BpEME J1a
npeaocTraBu 6C3Cp0‘{HO pa3pClICHUC 3a ThbProBUA 110 OTHOIICHUC Ha BETCPUHAPCH
JICKApCTBCH MPOAYKT, Pa3pCUICH B CbOTBCTCTBHUEC C YJICHOBC 25u 26, IIpHU YCJIOBHUC Y€
MPUTEKATCIIAT HAa pa3pCIICHUCTO 3a ThProBuUs NpPCACTaBU JIMIICBAIIUTE JAHHU OTHOCHO

Ka4eCcTBOTO, 0€30MacHOCTTa WU €(UKACHOCTTA, TOCOYEHH B WIEH 25.

PE-CONS 45/18 RDY/rb 79
LIFE.2.B BG



PA3AEd 7
PA3IJIEXKTAHE HA 3ASIBJIEHUSITA

N OCHOBAHHUE 3A TIPEJOCTABSIHE HA PA3PEHIEHHU A 3A ThbPI'OBUA

Ynen 28

Pasenesicoane na 3asenenusma

1. KomnereHTHHAT OopraH Wjir AI‘GHL{I/IHTa, KaKTO € MMPUIIOKUMO, 1O KOUTO € IMMOAaACHO

3asIBJICHHETO B CHOTBETCTBHE C YJIcH 6:

a) IMpoOBEPABAT AaJIX IIPEACTABECHUTE JAaHHU OTTOBApAT HA U3UCKBAHUATA, YCTAHOBCHU B

yJieH 8 ;

0) W3BBPIIBAT OLIEHKA HA BETEPUHAPHUS JIEKAPCTBEH MPOIYKT C OTJIe] Ha
IIpeJCTaBeHaTa JOKYMEHTALUsl OTHOCHO HErOBOTO KaYeCcTBO, O€30MacHOCT U

e(hUKacHOCT;

B) IMPaBAT 3aKIHOYCHUEC OTHOCHO CbOTHOCHUCTO MEXK Y I10JI3aTa U PUCKa OT

BETEPUHAPHUS JIEKAPCTBEH ITPOIYKT.

2. B nponieca Ha pasriexaaHe Ha 3asBJICHUS 3a Pa3pELICHMs 3a THPIOBUsS C BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH, ChIABPIKAIM MU ChCTOAIIN C€ OT FTeHETUYHO MOAUDUIIUPaHU
OpraHU3MH, KaKTO € TOCOYEHO B WiieH &, maparpad 5 OoT HACTOSIIMS pErjiaMeHT,
AreHuusTa MPoBEkKaa HEOOXOAUMHUTE KOHCYJITALIUU C OPTaHuTe, yupeaeHu oT Cbro3a nin

OT ABbpKaBUTE WIEHKU B choTBeTCTBHE ¢ Jupektuna 2001/18/EO.
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Ynen 29

Omnpae}me HA UCKAHUSL 00 ﬂa6opam0puu 6 npoyeca Ha paseﬂeofcdaHe Ha 3axeierusama

1. KomnereHTHHAT OpraH Wik ATSHIIUATA, KAKTO € MIPUII0OKHMO, KOUTO PasTiIekKIaT
3asBIICHHETO, MOXE JIa M3UCKAT OT 3asBUTEIIS J1a IPEACTaBU Ha pedepeHTHaTa
naboparopust Ha EBpornetickusi Cbio3, Ha 1TabopaTtopusTa 3a opHIMaIeH KOHTPOJI Ha
JICKapCTBEHH MPOJYKTH HJIHM Ha Ja00paTopusTa, ONpe/elicHa 3a LieJiTa OT AbpiKaBa YICHKA,

MOCTpPH, KOUTO Ca HCO6XOI[I/IMI/I 3a.

a) Ja C€ INPOBCAC TECT HA BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT, HETOBUTEC, U3XOAHU
MaTepurajn U ako € HGO6XOI[I/IMO — MCXKIUWHHUTEC NPOAYKTHU WK APYIrd CbCTABKH, 34
Aa c€ yA0CTOBCPH, Y€ MCTOAUTEC 3a KOHTPOJI, U3IIOJI3BAHN OT IIPOU3BOJUTECIIA U

OIMMCAHU B JOKYMCHTHUTE I10 3a5BJICHUCTO, Ca YAOBJIICTBOPHUTCIIHHA,

0) 1ace mpoBepu — B clyuyail HA BETEpUHAPHU JIEKAPCTBEHU MPOTYKTH,
IIpeIHa3HAYEeHU 3a )KUBOTHH, OTIJIEK/IaHU 32 IPOM3BOACTBO HA XpaHU — JIaJIH
MIPEJIOKEHUAT OT 3asBUTENSI METO/L 3a AaHAJTUTUYHO ONPEJEIISIHE 3a LIEJIUTE Ha
TECTOBETE 32 OCTATHYHH KOJIUYECTBA € yIOBIECTBOPUTEINEH U MOAXO/ISAIL, 32 J1a Ce
YCTaHOBHU HAJIMYMETO Ha OCTAThUHU KOJIUYECTBA, MMO-CIELIUATHO B KOJIHYECTBA,
MPEBUILIABAIIY MAKCUMAIIHO JIOYCTUMUTE CTOMHOCTH 32 (hapMaKoJIOTUYHO
aKTUBHOTO BEIIECTBO, ycTaHOBeHM OT Komucusra B croTBeTcTBUE ¢ Pernament (EO)
Ne 470/2009, u 3a uenure Ha opUIIMATHUSA KOHTPOJI Ha )KUBOTHUTE U IPOAYKTUTE OT

KUBOTHHCKH npousxoj ceriaacHo Permament (EC) 2017/625.

2. Cpoxkosere, npenBuaeHH B uiieHoBe 44, 47,49, 52 u 53, cniupat 1a Tekat 10
MPEAOCTaBSIHETO HA MOCTPUTE, U3UCKAHH B CHOTBETCTBHE C maparpad 1 oT HacTosAmus

YJICH.
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Ynen 30

Hnpopmayus omnocno npouzeooumenume 8 mpemu 0bpicasu

KoMmnereHTHUST opraH uiu ATeHIusATa, KaKTO € MPHII0KUMO, 10 KOUTO € M0/IaJICHO 3asiBICHUETO
CBIVIACHO 4JIEH 6, ce yBepsiBa, HOCPEICTBOM IPOIEAypaTa, yCTaHOBEHA B ujieHOBe 88, 89 u 90, ue
MIPOU3BOIUTEIINTE HA BETEPUHAPHU JICKAPCTBEHU MTPOIYKTU OT TPETH IPKABH Ca B ChbCTOSIHUE J1a
MIPOU3BEKIAT CHOTBETHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT WK J]a POBEKIAT KOHTPOIHU
U3MUTBAHUA B ChOTBETCTBUE C METOAMTE, ONMCAHU B IIpe/ICTaBEHATa JOKYMEHTALUS,
MpHUApYXKaBallla 3asiBJICHUETO B ChOTBETCTBHE ¢ wieH 8, maparpad 1. Komnerenten opran wiu
AreHuusTa, KaKTO € MPUIOKUMO, MOXKE J1a TOMCKA OT CbOTBETHHSI OPTaH Jia MPEJICTaBU
nH(OpMAIH, KOSTO TOTBBPK/IaBa, Y€ MIPOU3BOIUTEIINTE HA BETCPUHAPHU JICKAPCTBEHU IPOAYKTH

Ca B CbCTOAHUC Ja U3BHPIIBAT HeﬁHOCTHTC, II0COYCHHU B HACTOAIIIMA YJICH.

Ynen 31

ﬂOl’l'leHume]ZHa qubopmauuﬂ om 3asaeumelisi

KOMHGTCHTHI/DIT opraH NN AFCHIII/IHTa, KaKTO € HpI/IJIO)KI/IMO, 10 KOUTO € IOoJaACHO 3asIBJICHUECTO B
CHOTBETCTBUE C WICH 6, yBEIOMSBAT 3asIBUTENS, aKO MPEACTaBeHATa JOKYMEHTAIIHS,
npuapyKaBalia 3asBJICHUETO, € He0CTaThuHa. KOMIETEHTHUAT opraH Wik AreHlusTa, KakTo €
HpI/IJ'IO)KI/IMO, HM3UCKBAT OT 3asABUTCJIIA OAa HpeI[CTaBI/I JOITBJIHUTCIIHA I/IH(i)OpMaHI/ISI B OHpC)IGJ'IeH CpOK.
B te3u cimyyaum cpokoBere, npeaBuaeHN B wieHoBe 4, 47, 49, 52 u 53, cniupar 1a Tekat 10

NpeaOCTaBAHCTO HA JOMIBJIIHUTEIHATA I/IH(l)OpMaIII/ISI.
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Ynen 32

Ommeznsane na 3asa61eHus

1. 3asgBUTEIAT MOKE Ja OTTETJIX 3adBJICHHUC 3a pa3pClICHUC 3a THProBusd, oJaacHO 10
KOMIICTCHTCH OpraH WUJIA 110 AFGHHI/IﬂTa, KaKTO € IMMPHUII0XKHUMO, ITI0 BCAKO BpEME IIPEAN

B3E€MaHETO Ha peuieHue no uiaeHose 44, 47, 49, 52 unu 53.

2. AKo0 oTTernm 3asBJICHHUE 3a paspCiCHuC 3a TbProBusd, MoAaACHO 10 KOMIICTCHTHUA OpraH
Uk 10 AFGHHI/IHTa, KaKTO € IIPUIIOKUMO, IIPEAN Aa € 3aBbPIINIIO IIPOYYBAHETO HA
3as4ABJICHUCTO CHIIaCHO MPECABUACHOTO B YJICH 28, 3asABUTCIIAT CT_>06H_IaBa IIPUYHUHHUTE 3a
TOBAa HAa KOMIICTCHTHHA OpTraH WJIK Ha AFGHIII/I?[T&, KaKTO € IMPUII0KUMO, 10 KOUTO €

moaaacHoO 3asaBJICHUCTO B CbOTBETCTBUC C YJICH 6.

3. KommereHTHHAT OpraH Wjin Ar CHIMATA, KaKTO € IIPHUJIOKHUMO, OITIOBECTABAT HY6J'II/IIIHO
PIH(bOpMaI_[I/IHTa, ye 3asgBJIECHUETO € OHIIO OTTCIJICHO, 3a€AHO C JOKIaaAa WM CTaAaHOBHUIICTO,
KaKTO € IMMPHUJIOKUMO, aKO TC BEYC Ca U3TOTBCHU, CIICA KAaTO 3aJIM4aT MOBCPpUTCIIHATA

THProBCKa HHPOPMAITHSI.
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Ynen 33

Pe3yﬂmam ont oyeHkama

1. KommereHTHHAT OpraH Uin AFCHHI/IHTa, KaKTO € MPHUJIOXKHUMO, ITPU pa3rjiCKaaHe Ha
3asABJICHUCTO B CbOTBECTCTBUEC C YICH 28, HU3TrOTBsSA ChbOTBETHO A0KJIa[d 3a OLICHKA WJIH
CTaHOBHUIIIE. HpI/I IIOJIOKHUTCIIHA OLICHKA, JOKJIAAbT 3a OLICHKA WJIHM CTAHOBHUIIICTO BKIKOYBA

CIIEHOTO :
a)  KpaTKa XapaKTepHCTHKa Ha MPOJYyKTa ¢ HHPOpMaIusiTa, peABUAeHa B WieH 35;

06) mnoapoOHa MH(pOPMAIUS OTHOCHO YCIOBHSTA WM OTPAaHUYEHHUATA, KOUTO J1a ObJaT
HAJIOKCHH BBB BPB3Ka C JOCTABSIHETO WU Oe3omacHaTa u e)eKTHBHA yroTpeda Ha
BETEPUHAPHUS JICKAPCTBEH MPOAYKT, B TOBA YHCIIO KATETOPUATA HA BETCPUHAPHHUS

JIEKapCTBEH MPOJYKT B CbOTBETCTBUE C WieH 34;
B) TEKCTa Ha €TUKETAa M Ha JIMCTOBKATA, II0OCOYEHH B wieHoBe 10—14.

2. [Tpu oTpumarenHa OneHKa JOKJIAIbT 32 OLEHKA WM CTAHOBHUIIETO, TTOCOYeH(0) B maparpad

1, CbAbpiKa MOTUBUTEC 3a TC3U 3aKJIFOUCHUA.
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Ynen 34

Knacuguxayus na éemepunapnume nexapcmeenu npooyKmu

1. KommereHTHHAT OpraH Uin KOMI/ICI/IﬂTa, KaKTO € IMMPHUJIOXKHUMO, IIPU U31aBaHCTO Ha

paspelleHue 3a TbproBus, IOCOUYEHO B WieH 5, maparpad 1, BKIIoUBaT B KaTeropusTa

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, 3a KOUTO 3aAbJDKUTCIIHO CC U3/1aBa BETCpUHApHA

peLenTa, CIeIHUTE MPOITYKTH:

a)

6)

1)

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KOUTO ChIbPXKAT YHOWBAILN WIH
MICUXOTPOITHU BEIIECTBA, WM BEUIECTBA, U3MOI3BaHU YECTO MPU HE3AKOHHOTO
MIPOM3BOJICTBO Ha TE€3W BEILIECTBA, B TOBA YKCJIO MOMAIANIMTE B 00XBaTa Ha
Enunnara konsenuus Ha OOH no ynoiiBamute BeniectBa ot 1961 r., u3ameHena c
[Iporokona ot 1972 r., KonBenuusita Ha OOH 3a ICUXOTPOIMHUTE BEIIECTBA OT
1971 r., Konennusata na OOH 3a 60p0a cpeliry He3akOHHUS TpauK Ha yHoMBaIn
U IICUXOTPOIHHU BeliecTBa oT 1988 r. miu 3akoHogarencTBoTo Ha Chro3a OTHOCHO

IIPEKYPCOPUTE HA HAPKOTUYHUTE BEILIECTBA;

BCTCPUHAPHU JICKAPCTBCHU IMMPOAYKTH 3a )KUBOTHHU, OTIIIC)KAAHU 3a IIPOU3BOACTBO HA

XpaHy;
AHTUMHKPOOHH BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH;

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, MPCAHA3HAYCHHA 3a JICUCHUC HA MATOJOTUYHU
Imponecu, 3a KOUTOo € H€06XO)II/IMO Ja C€ IOCTaBU TOYHA MpeABApPUTEIIHA JUAlrHO3a,
WA 9UATO yHOTpe6a MOKC 1a TpCAU3BUKA ITOCICANULIN, KOUTO 3aTPYAHABAT UJIU

BJIMAAT BbPXY NOCICABAIIN NUATHOCTUYHU UJIN TCPAINICBTUYHHA ﬂeﬁCTBHH;

BETCPUHAPHU JICKAPCTBCHU MMPOAYKTH, U3IIOJI3BAHU 34 CBTaHA3UA HA )KUBOTHU,
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€)  BETEpPUHAPHU JIEKAPCTBEHU MPOAYKTH, ChBbPIKAIIN AKTUBHO BEIIECTBO, KOETO €

pazpeiieHo B Cbro3a Ipeu I0-MajKo OT ET FOJUHHU;
) HMMYHOJOTHYHU BETEPHUHAPHU JIEKAPCTBEHU MPOAYKTH;

3)  0e3 za ce 3acarar pasnopenoute Ha Jupextusa 96/22/EO! na ChBera, BeTepuHapHu
JIEKapCTBEHH MPOJIYKTH, ChABPIKAIIN aKTUBHU BEIIECTBA C XOPMOHAITHO WIIH

TUPCOCTATUYHO HCﬁCTBHC uau 0eTa-arOHUCTH.

2. Komnerentaust opran unu Komucusra, KakTo € NpuiaokKuMo, He3aBUCUMO OT naparpad 1
OT HACTOAIIUS YJIEH, MOXKE J1a BKIIIOYAT JaJIeH MPOIYKT B KATETOPUSATA BETEPUHAPHU
JIEKapCTBEHU MPOJIYKTH, 3@ KOUTO 3aAbJDKUTEIHO CE U3/aBa BETEpUHAPHA PELIENTa, KOraTo
TO3H MPOJYKT Ce KIaCH(PHUIMPa KaTo YIIOHBAIIO BEIIECTBO B ChOTBETCTBHE C
HAI[MOHAJTHOTO MPaBO WM KOTAaTO B KpaTKaTa XapaKTepUCTHKA Ha MPOJIyKTa, U3TOTBEHA B

CBbOTBCTCTBHUEC C YJICH 35, Ca IIOCOYCHH CIICHHAJIHU IMPECAIIa3HU MCPKH .

3. Upes neporanus oT maparpad 1 KOMIeTeHTHHIT oprad wiu Komucusra, KakTo ¢
MIPHIOKUMO, MOXE, C U3KIIFOUCHUE Ha BETCPUHAPHUTE JICKAPCTBEHU MPOITYKTH, IIOCOUCHU
B OyKBHU a), B), ) 4 3) OT naparpad 1, 1a He BKIIIOYAT JaJIeH MPOIYKT B KaTeropusara
BETCPUHAPHU JIEKAPCTBEHU MPOJIYKTH, 32 KOUTO 33IbJDKUTEITHO CE M3/1aBa BETEPHUHAPHA

PELCIITA, aKO Ca U3IIBJIHECHU BCUYKHU ITOCOYCHHU ITO-A0JYy YCIIOBUA:

a)  IpWIAaraHeTo Ha BETEPUHAPHUS JIEKApCTBEH MPOAYKT € OTPAHUUYEHO 0
¢dapmaineBTHUHU (HOPMHU, KOUTO HE U3UCKBAT CIELIMAIHYU IO3HAHUS UM YMEHUS 3a

H3II0JI3BAHC HA IMIPOAYKTUTE,

HupextuBa 96/22/EC na CnBera ot 29 anpun 1996 r. otHOCHO 3a0paHa Ha ynorpebaTa Ha
OTIpeieNieH! CYOCTaHIIUU C XOPMOHAITHO WIIM THPEOCTATUYHO JeHCTBHE U HA OeTa-arOHUCTH
B JKHBOTHOBBJICTBOTO U 3a oTMsiHA Ha [lupextuBu §1/602/ENO, 88/146/EMO u 88/299/ENO
(OB L 125, 23.5.1996 r., ctp. 3).
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6)

1)

J0pH aKko Ob/Ie MPUIIOXKEH HETIPaBUIIHO, BETEPUHAPHUST JIEKAPCTBEH MPOAYKT HE
IIPEACTABIISIBA IIPSIK UIIM KOCBEH PUCK 32 )KMBOTHOTO WJIM )KUBOTHUTE, KOUTO CE
JIEKyBaT, UM 3a PYI'Y )KUBOTHM, 3a JIMLIETO, IIPUJIAralllo IPOLYKTa, WM 3a OKOJIHATA

cpena;

KpaTKaTa XapaKTCPUCTHKA Ha MIPOAYKTA HC CbAbpiKa MPCAYINPCIKICHHUA 3a
IMOTCHIUAJIHU CCPUO3HU He6HaFOHpI/ISITHI/I pCaKkuuu npu nNpaBUIHO U3IIOJI3BAHC HA

BETEPUHAPHUS JIEKAPCTBEH MPOAYKT;

IIpeau ToOBa HE Ca JOKJIaJIBaAHU Y€CTO HEXKCIIaHU cHOMTHSA 32 BETCPUHAPHUA
JICKApCTBCH MPOAYKT, HUTO 3a APYT IPOAYKT, CbAbPiKall CbIIOTO aKTUBHO

BEIECTBO;

B KpaTKaTa XapaKTEpUCTHKA Ha POIYKTa HE CE II0COYBAT MPOTHBOIIOKA3aHHS,
CBBP3aHH C U3MOJI3BAHETO HA CHOTBETHHS NPOIYKT B ChUETAHUE C IPYTU
BETEPUHAPHU JIEKAPCTBEHU MPOJYKTH, KOUTO OOMKHOBEHO C€ M3IONI3BaT 0e3

pelenra;

HC CBIICCTBYBA PUCK 3a O6H.I€CTB€HOTO 3ApaBC OT OCTAaTbYHU KOJIMYCCTBA B
XPAaHUTCIIHU IIPOAYKTH, IMOJTYYCHHU OT TPETUPAHUTEC  KUBOTHHU, IOPU AKO

BETEPUHAPHUSAT JIEKAPCTBEH MPOAYKT CE€ M3M0JI3Ba HEMIPABUIIHO;

HC CHIICCTBYBA PUCK 3a O6HICCTBCHOTO 3ApaBC UK 3a 3JpaBCTO HA JKUBOTHUTEC OT
Pa3BUTHUEC HAa PE3UCTCHTHOCT KbM BCHICCTBA NOPU aKO ChbAbpPKAIIUA ' BETCPUHAPCH

JICKApCTBCH MPOAYKT CC U3IIOJI3BA HEIIPABUIIHO.
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Ynen 35

Kpamka xapakmepucmuka na npooykma

1. Kparkara xapaktepucTrka Ha MpoAyKTa, mocoueHa B wieH 33, maparpad 1, Oykpa a),

ChAbpiKa B p€aa IMOCOYCH I10-40JY CII€aHaTa I/IH(l)OpMaHI/Iﬂi

a)  HaMMEHOBAHME HA BETEPHUHAPHMS JIEKAPCTBEH MPOIYKT, KOHLIEHTPALMS U
¢bapmaneBTuHa hopMa, M KOTaTo € MPUIIOKUMO, CIIUCHK C HANMEHOBAHUSATA, C
KOUTO BETEPUHAPHUSAT JIEKAPCTBEH NPOAYKT € Pa3pelIcH B Pa3IU4YHU JbpPKaBU

YJICHKH;

6) Ka4C€CTBCH N KOJIMYCCTBCH CbCTAaB HA aKTHUBHOTO BCUICCTBO HMJIM BEIICCTBA U
KauCCTBCH CHCTAaB HAa ITIOMOIIHUTEC BEIICCTBA U APYI'UTC CbCTAaBKU, IIOCOYCHU C
BB3IIPUCTOTO UM HAMMCHOBAHNUC HUJIK C OIIMCAHUCTO HA XUMUYHUA UM CbCTaB, U
TEXHUA KOJIMYCCTBCH ChCTAaB, aKO Ta3u I/IH(I)OpMaI_II/IH € Ba’XHa C OI'JIC Ha

IIPAaBUJIHOTO IIPUJIAraHe HA BETEPUHAPHUS JIEKAPCTBEH IIPOIYKT;
B)  KIMHWYHA HHPOPMALIUS:
1) BHJIOBE KUBOTHH, 32 KOUTO € IIPEHAa3HAYEH IIPOAYKTHT;

11) IIOKa3aHusd 3a yrIOTpe6a 3a BCCKU BU]J )XUBOTHH, 34 KOHTO € MMpeaHa3sHa4YCH

HNPOJYKTHT;
111) MPOTHBONOKA3aHUS;

1V)  CIELUaHU MPEeNyNpPexICHUS ;
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V)  CHEUMalHHU NpeANa3Hu MepKU Ipu yrnorpeda, B TOBA YUCIIO MO-CHEUATHO
CHELMATHU NPEANa3Hu MepKHU 3a 6e30macHa yrnorpeda npu BUIOBETE )KUBOTHH,
3a KOUTO € IIPEeHa3HAa4YCH NIPOLYKTHT, CIIEUAIHU IIPEAIIa3HU MEPKH, KOUTO
Tpsi0Ba J1a B3eMe JIMIIETO, IPUJIArailo BeTepUHAPHUS JIEKAPCTBEH MPOIYKT Ha
YKUBOTHMTE, KAKTO U CIIELUAIHU [IPENIa3HU MEPKH 3a 3alllUTa Ha OKOJHAaTa

cpena;
vi)  dYecToTa Ha MPOSBJICHUE M CEPUO3HOCT Ha HEOJIArONPHUSITHUTE PEAKIIHH;
vil) ymorpeba 1mo BpeMe Ha OPEeMEHHOCT, JaKTallusl I SUIIEHOCEHE;

viil) B3auMoOJIEHCTBHE C IPYTH BETCPUHAPHU JICKAPCTBEHH MPOAYKTH U JPYTH

(dbopMu Ha B3aUMOJIEHCTBUE;
1X) HAaYMH Ha MPUWIOKEHUE U T03UPOBKA;

X) CUMIITOMH Ha MMPEAO3HUPAHE U KOT'aTO € MMPUTTOKUMO — IIPOLCAYPH Ha

HeﬁCTBHG IIpH CIICHIHA CJIydad U aHTUAOTH IIPHU NPCAO03UPAHEC,
Xi) cIenuasHu OrpaHUYCHHUS 32 YIoTpeoa;

Xil) CHelMaNTHU yCIOBUS 3a ynoTpeOa, BKIFOUUTEIHO OrpaHUYEHH 3a yroTpedara
Ha aHTUMHMKPOOHU Cpe/ICTBA U MIPOTHBONAPA3UTHU BETEPUHAPHU JIEKAPCTBEHU
INPOAYKTH, C IIeJI 1a C€ OTPaHUyYU PUCKBT OT pa3BUTHE HA AHTUMUKPOOHA

PE3UCTEHTHOCT;

X1il) aKo € MPUJI0KUMO, KAPEHTHHU CPOKOBE, IOPU U T€3U CPOKOBE Ja ca HyJia JIHH;
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r)  ¢apMakoIornyHa HHPOpPMaLHU:
1)  BeTepHHApEH JeKapcTBeH aHaToMo-TepaneBTuyeH ko (,,ATCvet Code®);
1)  dapmMakogUHAMUKA;
i)  ¢dapMaKOKMHETHKA.

B ciyyail Ha IMyHOJIOIMYEH BETEPUHAPEH JIEKAPCTBEH MPOAYKT, BMECTO IIOCOYEHOTO

B IOJTOYKH 1), i1) ¥ 1ii), IMyHOJIOTHYHA UH(POPMALIUS;
n)  GdapMalneBTHYHU JTaHHU:
1) OCHOBHH HECHBMECTUMOCTH;

il)  CpOK Ha TOAHOCT, KOTaTO € MPHJIOKUMO, CIIe]l pa3pekIaHe Ha BETCPHHAPHUS

JICKapCTBEH MPOIYKT WIIU CIIE]] ITbPBOTO OTBAPSHE HA MbPBUYHATA OIAKOBKAQ,
ill)  CIeHUaNHU YCIOBHS 32 CbXPAHEHUE;
V)  BUJ M ChCTaB Ha ITbPBUYHATA OTIAKOBKA;

V)  HM3UCKBaHE Jla Ce U3I0JI3BaT IPOrpaMu 3a BPBILAHE HA BETEPHUHAPHU
JIEKapCTBEHU MPOIYKTH 3@ YHUIIOKABAHETO HA HEU3MOJI3BaHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH MM OCTATBIM OT TAX, U — KOTaTo € 11eJIecho0pa3Ho
— JOI'BJIHUTETHH MTpea3Hu MEepKH 32 00e3BpeKaHe Ha OMAacHU OTHAIbIH
OT HEU3IOJI3BaHU BETEPUHAPHU JIEKAPCTBEHH MTPOJYKTH WU OTHAAbYHU

MaTepuaiy, MOJIy4eHU IIPU TAXHATa yrnoTpeoa;
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€)  HauMMEHOBAaHME Ha IPUTEXKATENs Ha pa3pEIICHUETO 3a ThProBuUs;

) HOMEp WJIM HOMEPA Ha Pa3peLICHUETO 3a ThPIOBUS;

3)  Jara Ha U3JjaBaHe Ha I'bPBOTO pa3pelIeHHE 3a ThProBHUS;

M)  Jara Ha IocjiegHaTa peJakius Ha KpaTKara XapakTepUCTHKa Ha IIPOAYKTa;

)  aKo e NPUJI0KUMO — 3a BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH, IIOCOUYEHH B UjieH 23

WY 4ieH 26 — 0003HaYeHHUeE:;

1)  ,,pa3pelieHueTo 3a ThProBHsl € MPEIOCTaBEHO 3a OTPaHUUEH Ma3ap U Nopaau
TOBA OLIEHKATa € U3BbPIIEHA Bb3 OCHOBA HA CIIEI[UAIHUA U3UCKBAHUS OTHOCHO

JIOKYMEHTalusITa ; Uin

il)  ,,pa3pemeHneTo 3a ThProBus € MPEIOCTABEHO MPU U3KIFOUNTEIHN
00CTOATENICTBA U IOPAJI TOBA OLIEHKATa € U3BbpIIECHA Bb3 OCHOBA HA

CliICoaaHu U3MCKBAHUA OTHOCHO ,Z[OKYMGHTaI_II/IHTa“;

K)  MHQOpPMAaLUs OTHOCHO CHCTEMUTE 33 ChbOMpaHe, MocoueHH B wieH 117, mpuinoxxumu

3a CbOTBETHHSI BETEPUHAPEH JIEKAPCTBEH MIPOIYKT;

a)  KjacuduKkanus Ha BETEpUHAPHUS JIEKApCTBEH MPOJIYKT, IOCOYEHA B UjieH 34, 3a

BCAKa AbprKaBa YICHKA, B KOATO € Pa3pClICH.

2. IIpu renepryHNTE BETEPUHAPHU JICKAPCTBEHU IIPOJYKTH MOKE J1a C€ IPOITYCHAT YaCTUTE
OT KpaTKaTa XapakTepUCTUKa Ha peepeHTHHs BETEpUHAPEH JIEKapCTBEH MPOAYKT,
CBBp3aHU C MMOKa3aHus WK (papManeBTUYHU (HOpMHU, KOUTO KbM MOMEHTA Ha MyCKaHE Ha
rasapa Ha FeHEpUYHHS BETCPUHAPEH JICKAPCTBEH MPOAYKT €a 3alUTEHH OT IIATEHTHO

IIpaBO B AbpPiKaBa YJICHKA.
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Ynen 36

Pewenus 3a npedocmawme Ha paspewuerus 3a mvpcosus

1. PemenusiTa 3a npenocraBsiHe Ha pa3pellieHHs 3a ThPrOBUs, IOCOYEHHU B WieH 5, naparpad
1, ce B3emMar Bb3 OCHOBA Ha JOKYMEHTUTE, U3TOTBEHU B ChOTBETCTBHE C WieH 33, nmaparpad
1, 1 B TAX ce OCOYBAT BCUYKHU YCJIOBHS 3a IIYCKAHETO HA 1a3apa Ha BETEpUHAPHUS
JIEKapCTBEH MPOJYKT U KpaTKaTa XapaKTepUCTHKa Ha MIPOIYKTa (,,yCIOBHS HA

pa3penieHueTo 3a ThProBus ).

2. Koraro 3asBiaeHneTo ce oTHacs a0 aHTI/IMI/IKp06eH BETCPUHAPCH JICKAPCTBCH IIPOAYKT,
KOMIICTCHTHUAT OpraH Ujin KOMI/ICI/IﬂTa, KaKTO € MMPUIIOKUMO, MOKE J1a U3HUCKaA OT
MMPUTEKATECIIA Ha pa3pCUICHUCTO 3a TbProBUA Aa NPOBCAC U3CICABAHUSA CIICA
MMpEAOCTABAHCTO HA pa3pCICHUCTO € LI J1a C€ rapaHTupa, 4€ CbOTHOICHUCTO MCKIY
IoJi3aTa 1 pucCKa OCTaBa IMOJIOKUTCIIHO C OIJIC Ha €BEHTYAJIHO PAa3BUTHUC HA

AHTUMHKPOOHA PE3UCTEHTHOCT.
Ynen 37
Pewenus 3a omkaz 0a ce npedocmassam paspewieHus 3a mvp2ous

I. Pemenusra 3a oTKa3 ga ce NpeaoCcTaBAT pa3peLIeHUs 32 ThProBUsl, IOCOYEHU B YJIEH J,
naparpad 1, ce B3emar Bb3 OCHOBA Ha JIOKYMEHTHUTE, U3TOTBEHU B CHOTBETCTBUE C WIEH 33,

naparpad 1 u ce 000CcHOBaBaT HAJJIEKHO, M BKJIIOUBAT MPUYHNHUTE 32 OTKAa3a.
2. Paspemienne 3a TBproBus ce 0TKa3Ba, ako € HAJUIIE KOETO U JIa € OT CJICAHHUTE YCIOBUS:
a)  3asBJICHHUETO HE ChOTBETCTBA HAa HACTOSIIATA TJIaBa;

6) CbOTHOLICHUCTO MCIKAY I10JI13aTa U pUCKA OT BETCPUHAPHUS JICKAPCTBCH MIPOAYKT €

OTPHULATEIHO;
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1)

3asABUTCIIAT HC € IPCAOCTABUII 1OCTAThUHA I/IH(l)OpMaI_[I/IH 3a Ka4CCTBOTO,

0e30macHOCTTa M €(hPUKACHOCTTA HA BETEPHUHAPHHUS JIEKAPCTBEH MPOAYKT;

BETEPUHAPHUSAT JIEKAPCTBEH MPOAYKT € aHTUMUKPOOEH BETEpUHAPEH JIEKAPCTBEH
MIPOJYKT, KOWTO Ce MPECTaBs 3a yrnoTpeda KaTo CPe/ICTBO 3a MOBUILIABAHE HA
MIPOU3BOIUTEITHOCTTA C 1€ JIa C€ 3aCUJIM PACTEXbT Ha TPETUPAHUTE KUBOTHU WU

Jla Cc€ MOBMIIM TOOUBBT OT THX;

IPCATTOKECHUAT KAPCHTEH CPOK HE € NOCTATBhUCH, 3a J1a C€ rapaHTHupa 0€e30I1aCHOCT Ha

XpaHUTE, U1K HE € 3a10BOJIUTECIIHO O6OCHOBaH;

PHUCKBT 3a OOIIECTBEHOTO 3/IpaBE MPHU PA3BUTHE HA AHTUMHUKPOOHA PE3UCTEHTHOCT
WJTY TIPOTUBOIIAPA3UTHA PE3UCTEHTHOCT MIPEBUIIIABA MTOJI3UTE OT BETEPUHAPHUS

JICKApCTBCH MPOAYKT 3a 3JpaB€TO HA  KUBOTHUTC,

3aABUTCIIAT HC € IIPCACTAaBUII JOCTATBbYHO JOKA3aTCJICTBA 3a e(i)I/IKaCHOCT Ipu

BUOBECTC )KMBOTHHU, 34 KOUTO € MMPCAHA3HAUCH ITPOAYKTDHT,

KauCCTBCHHUAT UJIM KOJIMYCCTBCHUAT CbCTAB HA BETCPHUHAPHUA JICKAPCTBCH IMTPOAYKT

HC OTroBaps Ha IIOCOYCHH:A B 3asABJICHUCTO ;

PUCKOBCTC 34 O6H.[CCTB€HOT0 3ApaBC UJIN 3a 3IPaB€TO HA ) XKUBOTHUTC, NJIA 34

OKOJIHaTa cpc€aa HE Ca B3CTH JOCTATBbYHO 110 BHUMAHUEC, U

aKTUBHOTO BELIECTBO BbB BETEPUHAPHUS JIEKAPCTBEH MPOAYKT OTTOBaps Ha
KPUTEPHUHTE, 3a J1a CE€ CUNTA 3a YCTOMUMBO, OMOaKyMyJIUpPaLI0 U TOKCUYHO BELIECTBO
WJIM MHOTO YCTOHYMBO M OMOAaKyMYJIMpAIO BEIIECTBO U BETEPUHAPHUSAT JIEKapCTBEH
IPOAYKT € MpeJHa3HaueH 3a ynoTpeda MpH *KUBOTHH, OTIJICKIAHH 3a TPOU3BOJICTBO
Ha XPaHHU, OCBEH aKO € JOKa3aHO, Y€ aKTUBHOTO BELIECTBO € OT CHIIECTBEHO
3Ha4YeHHUe 3a IPEIOTBPATSIBAHE WM KOHTPOJ HA CEPHO3€EH PUCK 32 3[PaBETO HA

KHUBOTHHTC.
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Pazpemienne 3a TbproBusi ¢ aHTUMUKpPOOEH BETEPUHAPEH JIEKAPCTBEH MPOIYKT CE OTKA3Ba,
aKo aHTUMHUKPOOHOTO CPEJCTBO € 3ara3eHo 3a JeueHHe Ha HAKOM MH(EKIMu npu xopa,

KaKTO € IpeBUIeHO B maparpad 5.

Komucusta npuema enerupany akToBe B CbOTBETCTBUE C uiieH 147 ¢ 1el ga ce 10IbJIHI
HACTOSIIMS PETJIAMEHT YpE3 YCTAHOBSIBAHETO HA KPUTEPUUTE 32 ONPEAEISHETO Ha
AHTUMHUKPOOHHTE CPEJICTBA, KOMTO TPOBa Ja Ce 3amassT 3a JICUCHNE Ha HIKOW WH(EKIINH

IIpHu X0pa, 3a Ja CC 3aIl1a3u C(l)I/IKaCHOCTTa Ha TE3HU aHTI/IMI/IKp06HI/I cpeacTBa.

Upes akToBe 3a u3nbiaHeHne KomucusTa onpenesnst aHTAMUKPOOHUTE CPEICTBA UIH
IpyIHUTE aHTUMUKPOOHU CPEZCTBa, 3al1a3€HU 3a JICYCHUE Ha HAKOM UH(EKIUH IIPU XOpa.
Te3n akTOBE 3a U3IIBIHEHUE CE IPUEMAT B CbOTBETCTBUE C MPOLEAypaTa 10 pas3rieKIaHe,

rmocoueHa B wieH 145, maparpad 2.

[Ipu npuemaHeTo Ha akTOBeTe, MocoueHu B naparpadu 4 u 5, Komucusra B3ema mpeaBu

HayyHuTe craHoBuIla HAa AreHuusara, EOBX u npyru crorBeTHH areHuuu Ha Chio3a.

PE-CONS 45/18 RDY/rb 94

LIFE.2.B BG



PA3JET 8

3ALIUTA HA TEXHUUECKATA JOKYMEHTALIUS

Ynen 38

3au;uma Ha mexHudyeckama OOKyMeHmaL;u}z

1. be3 na ce 3acsaraTt n3McKBaHUATA U 3ab/DKEHUATA, onpeenenn B Jlupektura 2010/63/EC,
JPYTH 3aABUTENH 32 Pa3peILICHUE 3a ThPTOBUS C BETEPUHAPEH JIEKAPCTBEH MPOAYKT UITU 32
MPOMSIHA B YCIIOBUATA HA Pa3pelICHUETO HE MOraT Jia ce 030BaBaT Ha TEXHUYECKATa
JOKYMEHTAIMsl OTHOCHO Ka4yecTBOTO, 0€30MacHOCTTa U e(hUKACHOCTTA, MoAaJieHa

II'bpBOHAYAJIHO 34a ITOJIy4aBaHC UJIU IIPOMSIHA HAa PA3PCHICHUC 3a ThPIroBUsA, OCBCH aKO:

a)  CPOKBT 3a 3allUTa Ha TEXHUYECKaTa JOKyMEHTAIus, TpeaBuAcH B wieHoBe 39 u 40
OT HaCTOALIMUS PETJIAMEHT, € U3TEKbJI WIN MIPEJICTOU J]a U3TEeUe CIIE]] I0-MaJIKO OT JIBE

T'OJWHHU,

6) 3asABUTCIIUTE Ca IMOJIYYHJIU MMCMEHO CBIJIACUC IO (bopMaTa Ha IMMUCMO 3a JOCTBII

OTHOCHO ITOCOYCHAaTa JOKYyMCHTAI .

2. 3amuTaTa Ha TEXHUYECKaTa JTIOKyMEHTAallMs, KaKTo € yCTaHOBeHa B naparpad 1 (,,3amura
Ha TeXHUYecKa JOKYMEHTalus ‘), ce mpujiara 1 B bpKaBU WICHKH, B KOUTO

BCTCPUHAPHUAT JICKAPCTBCH MMPOAYKT HE € PA3PCIICH UJIK BEYC HE € pA3PCIICH.
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3. 3a LenuTe Ha IPUJIAaraHeTo Ha IIpaBWlaTa OTHOCHO 3alllUTaTa Ha TEXHUYEeCcKaTa
JOKYMEHTALUs pa3pelleHe 3a ThProBUs UM IIPOMSIHA B YCIIOBHSATA Ha pa3pelleHue 3a
TBPIOBHs, KOUTO C€ Pa3aIn4aBaT OT IIPEAOCTaBEHOTO IIPEAH TOBA pa3pelICHUE Ha ChIIUs
IIpUTEXKATEN Ha pa3pelIeHre camo 110 OTHOLIEHUE Ha BUJOBETE JKUBOTHH, 3a KOUTO €
npeaHasHaueH NPOAYKThT, KOHIIEHTpauusaTa, (hapManeBTHyHaTa (hopma, HaunHA HA
IIPUJIOKEHUE U MPEJICTABSIHETO, CE€ CUUTAT 3a CHILIOTO pa3pelIeHue 32 ThPrOBUs KaTo

IpeaoCTaBCHOTO MPECAU TOBA HAa CHINUA ITPUTEKATEIT HA Pa3pCUICHUEC 3a ThPIrOBUs.

Ynen 39

Cpokose 3a 3awuma Ha mexHuuecKkama OOKYMeHmMAayusl
1. CpoKbT 3a 3a1lMTa Ha TEXHUYECKaTa JOKYMEHTALUs €:

a) 10 TOAWHU 3a BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH 3a roBEAa, OBUC, OTTJICIKAAHU 34

IMPpOU3BOJACTBO HAa MECO, CBUHC, ITUJICTA, KYUCTa U KOTKU;

6) 14 roguHM 32 aHTUMUKPOOHH BETEPUHAPHU JIEKAPCTBEHH MPOAYKTH 32 TOBE/A, OBIIC,
OTIVIEXKIaHU 3a IPOU3BOJICTBO HA MECO, CBUHE, MMUJIETA, Ky4eTa U KOTKHU, ChJIbPKALIU
aHTHMUKPOOHO aKTMBHO BEIECTBO, KOETO KbM JlaTaTa Ha [10JIaBaHe Ha 3asBICHUETO
He € OMJI0 aKTUBHO BEIIECTBO BbB BETEPUHAPEH JIEKApCTBEH MPOAYKT, pa3pelleH 3a

ynotpeba B Cbio3a;
B) 18 roauHu 3a BeTepUHAPEH JIEKAPCTBEH MPOIYKT 3a MUEIH;

r) 14 roguHu 3a BeTepUHAPEH JIEKaPCTBEH NMPOIYKT 32 )KMBOTUHCKU BUJIOBE, Pa3IMuHU

OT MTOCOYEHHUTE B OYKBH a) U B).
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2. 3aH_[I/ITaTa Ha TCXHUYCCKATa JOKYMCHTALUA CC Mpujiara OT JaTaTa Ha IPCAO0CTABAHEC HA
PaspCICHUC 3a TbProBus C BETCPUHAPHUA JICKAPCTBCH IMTPOAYKT B CbOTBETCTBUC C YJICH 5,

naparpad 1.

Ynen 40

Yownowcasane u oonvanumennu CPOKoOge 3a 3awuma Ha mexHuveckama ()OKyMeHmaI/;M}Z

1. Koraro mbpBOTO paspemnieHne 3a ThProBus € IPeIOCTaBEHO 3a MTOBEYE OT EIUH OT
YKUBOTHHCKHUTE BUOBE, TIOCOYCHHU B wieH 39, maparpad 1, OykBa a) wiu 0), wim naaeHa
MpoMsiHa € 0JI00peHa B ChOTBETCTBHE C WICH 67 3a pa3mupsBaHe Ha 00XBaTa Ha
pa3perieHrueTo 3a ThProBHs 3a APYrd )KUBOTUHCKU BUOBE, TOCOYCHH B WieH 39,
naparpad 1, OykBa a) unu 0), CpOKBT 3a 3alIKTa, TPEABUACH B ujieH 39, ce yabibKaBa ¢
€/IHa TOJIMHA 32 BCEKHU CJICBAII] BH]I )KUBOTHH, 32 KOWTO € IPEJHA3HAYCH IPOAYKTHT, IIPU
yCJIOBHE Y€ B CIIy4yail Ha IPOMsIHA 3asBJICHUETO € OWJIO O3 ICHO Hali-MaJIKO TPU TOJIUHU

MIpeAu J1a U3Teue CPOKBT 3a 3alluTa, IpeaBuAcH B uieH 39, naparpad 1, OykBa a) unu 0).

2. Korarto mppBOTO paspemnieHne 3a ThProBHs € IPEIOCTaBEHO 3a IMOBEYE OT €IUH OT
’KMBOTHHCKHTE BHJIOBE, IOCOYCHHU B WwieH 39, maparpad 1, OykBa r), uiu JajieHa IpoMsHa
e o100peHa B ChOTBETCTBHUE C WIEH 67 3a pa3mupsiBaHe HAa 00XBaTa Ha Pa3pelICHUETO 3a
THProBUS 3a APYTU )KUBOTUHCKU BUJIOBE, KOUTO HE ca OCOoYeHU B uieH 39, nmaparpad 1,
OyKkBa a), CPOKBT 32 3alllUTa, MPEABUCH B WieH 39, ce yIbhkaBa C YeTUPHU TOJUHU, TIPU
YCIIOBHE Y€ B CIIydail Ha IPOMSIHA 3asBJICHUETO € OMII0 TOaIeHO Hali-MaJIKO TPU TOJTUHH

Ipeay J1a u3Tede CPOKBT 3a 3alluTa, IpeaABHIeH B wieH 39, naparpad 1, OykBar).
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3. IIpenBunenusT B uieH 39 cpok 3a 3alMTa Ha TEXHUYECKaTa JOKYMEHTAIUs Ha TbPBOTO
pa3pelleHue 3a ThProBUs, YIBJDKEH C JTOMBJIHUTEIHN CPOKOBE 32 3alUTa [I0paJy IPOMEHU
WA HOBU Pa3pellieHus], Ca/lallld KbM ChIIOTO pa3pellieHHe 32 ThProBUs , HE MOXeE /1a

HaaBuIIaBa 18 roguHu.

4. Korato 3asiBuTeNnAT 32 paspeunieHue 3a ThproBUsl C BETEPUHAPEH JICKAPCTBEH MPOIYKT MU
3a MPOMSIHA B YCJIOBHSITA Ha pa3pellieHUE 3a ThPrOBUS 0/1a]1€ 3asIBJICHUE B CbOTBETCTBUE C
Pernament (EO) Ne 470/2009 3a onpenensiHe Ha MAaKCUMAITHO JIOMYCTUMHU CTOMHOCTH Ha
OCTaThYHU KOJIMUYECTBA U 110 BpeMe Ha Mpolieaypara 3a o00paboTBaHe Ha 3asIBICHUETO Ce
MIPOBEKIAT TECTOBE 32 0€30MACHOCT M 32 OCTAThUHU KOJMYECTBA U MPEAKINHUIHH
W3CIIC/IBAHMS , KAKTO ¥ KJIMHUYHU U3MUTBAHUS, IPYTU 3asIBUTEIN HE MOXKE JIa Ce
M030BaBaT HA PE3yJNTATUTE OT T€3U TECTOBE, U3CICABAHUS 1 U3MUTBAHUS 32 CPOK OT IET
TOJMHU OT JIaTaTa Ha MPEI0CTaBsSHE Ha Pa3pelIeHUueTo 3a ThProBus, 3a KOETO Te ca
U3BbpLICHU. 3a0paHara 3a U3IM0JI3BaHe Ha PE3YJITaTUTE HE ce Mpujara, ako Jpyrure

3asABUTCIIN Ca MOJYUYHUIN THUCMO 3a JOCTBII A0 TC3HU TCCTOBC, U3CIICABAHNA U U3ITUTBAHUS.

5. AKO IpoMsiHATa B YCJIOBUATA HA Pa3pelIeHUETO 3a ThProBusi, 0J00peHa B ChOTBETCTBUE C
4JieH 65, BKJII0YBA MPOMsHA BbB (papMarieBTUYHaTa (hopMa, HauMHa Ha MPUIIOKEHHUE UITU
JO3UPOBKATA, KOATO ATCHIIUATA WM KOMIIETCHTHUTE OPTaHH, IOCOYCHH B WJieH 66, cunTa,

€ aokKa3sBa CJICIHOTO:

a) HaMaJIsIBaHC Ha aHTI/IMI/IKp06HaTa PE3UCTCHTHOCT HUJIM ITPOTHUBOIIApA3UTHATA

PE3UCTCHTHOCT, UJIN

6) HOI[O6p$IBaHe Ha CbOTHOHICHUCTO MCKY I10JI3aTa U pHUCKa 3a BETCPUHAPHUA

JIEKApCTBEH MPOAYKT,

PEIYIATATUTE OT CbOTBECTHUTC NPCAKIMHUYHU U3CJIICABAHUS WKW KIIMHUYHU U3IUTBAHUA

cjacaBa ga CC Ioja3Bart OT 4—FOI[I/II_H6H CpOK Ha 3aliuTa.
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3abpaHaTa 3a U3I0JI3BaHE HA PE3YJITaTUTE HE CE Mpuiara, ako IpyruTe 3asiBUTEIH ca

MOJIYYHJIM TUCMO 3a JOCTHII 4O TC3U U3CJICABAHUA U U3ITUTBAHUS.

Ynen 41

Hpaea, C6bpP3AHU C namermu

Cunra CC, 4C U3BBPUIBAHCTO HA HCO6XOIII/IMI/ITC TCCTOBEC, U3CJICABAHUA W U3IIMTBAHUA C LICJI
moaaBaHC Ha 3a4BJICHHUC 3a pa3pClICHUC 3a THbProBUsA B CbOTBCTCTBUEC C YJICH 18 He BIM3a B
IIPOTHUBOPECUUC C IIpaBa, CBbP3aHU C IIATCHTH, UJIN CepTI/I(i)I/IKaTI/I 3ad JOITbJIHUTCIIHA 3aKpHJIia Ha

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH WM JIEKAPCTBEHU MPOIYKTH 32 XyMaHHA yroTpeoda.

I'nmasa 111

Ipoueaypu 3a paspeiieHus 3a TbProBus

PA3AE 1
PA3PEIIEHMS 3A THhPIOBUSI,
BAJIMJHU HA ISIJIATA TEPUTOPUS HA CBIO3A

(,PABPEHIEHUSA 3A THPTOBUS 1O LIEHTPAJIM3UPAHATA MPOLIETYPA)

Ynen 42

Obxeam Ha yenmpanuzupanama npoyeoypa 3a paspeuteHus 3a mvpeous

1. PaSPCHleHI/ISITa 3a TbPIrOBHA 110 HCHTpAJIU3HUPAHATA MIPpOLCAYpa Ca BaJIMLIHU HA Lj1aTa

teputopus Ha Cpro3a.
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IlenTpanu3upaHnara npoueaypa 3a pa3pelieHus 3a ThProBus Ce Npuiiara 3a CICIHUTE

BETEPUHAPHU JICKAPCTBEHHU IIPOYKTHU:

a)

6)

1)

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, MOTYUCHH Upe3 HIKOU OT CIEeAHUTE

OMOTEXHOJIOTMYHH ITPOLIECH:
1)  pexomOunantna JJHK-texnomnorus;

il)  KOHTpOJMpaHa EKCIPECHUs Ha TeHU, KOJUPAIIX OMOJIOTUYHO AKTUBHU MPOTECHHH
B MIPOKAPHOTHU M €yKapUOTH, BKIFOUUTEITHO TPAHC(HOPMUPAHU KIETKH OT

0o3aliHuIN;
iil) XuOpMAOMHA TEXHWKA M METOJIH 32 MOJIy4aBaHEe Ha MOHOKJIOHAJTHH aHTHUTEINA;

BETEPUHAPHU JICKAPCTBEHU IIPOIYKTH, IPEIHAZHAYECHH IIPEIUMHO 32 IIPUJIaraHe KaTto
CPEICTBA 3a IIOBULIABAHE HA IIPOU3BOAUTEIIHOCTTA C LICJI A CE 3aCUIIU PACTEKBT HA

TPCTUPAHUTC )KUBOTHHU WUJIH [1d CC IIOBUIIIH I[O6I/IB’[>T OT THAX,

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, CbAbPiKAIU aKTUBHO BEIICCTBO, KOCTO KbM
JaraTa Ha 11oJgaBaHEC Ha 3asABJICHHUCTO HEC € ouiio PaspCiCHO KaTO BETCPUHAPHU

JICKApCTBCHU IIPOAYKT B Cmosa;

OHOJIOTUYHH BCTCPUHAPHU JICKAPCTBCHU ITPOAYKTH, CbAbPIKAIIU HIIN CHCTOSANIIU CE

OT CII€HaJIHO Ch3aAaJCHU aJIOTCHHH ThbKaHH MJIN KJICTKH,

HOBaTOPCKU BETEPUHAPHU JIEKAPCTBEHU IIPOIYKTH.
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3. PasnopenOute Ha maparpad 2 , OykBu I') U 1) HE ce puiaraT 3a BeTepuHapHU

JICKApCTBCHU MMPOAYKTH, KOUTO CC CHCTOAT U3KIIFOYHUTCIIHO OT KPbBHU CHCTABKH.

4. 3a BeTepUHApHU JIEKapCTBEHU MPOAYKTH, PA3IMYHU OT OCOUYEHHUTE B maparpad 2,
paszpelilieHue 3a ThproBUs 10 LIEHTpaJIM3upaHaTa npoleaypa MOXKe Jia ce MpeoCTaBu, ako
3a BETEpUHAPHUS JIEKApPCTBEH NPOAYKT HAMA IIPEIOCTABEHO APYTO pa3pelIeHHe 3a

Thprosus B Cpro3a.

Ynen 43

3asenenus 3a paspewieHus 3a Mvp2o8Usl NO YEHMPATUSUPAHAMA NPoyedypa

1. 3asiBJICHUE 32 pa3peUICHUs 32 ThPTrOBHS 110 IICHTPAIM3UpaHara nporeaypa ce noasa o
Arennusta. [1pu nosaBane Ha 3asBICHHETO CE 3arlialla Jb/DKUMaTa Ha ATCHIIUsATA TaKca

3a pasrIC)KaalHc Ha 3ajdBJICHUCTO.

2. B 3asBaenuero 3a pa3peuiCHuC 3a TbProBUs 110 HCHTPAJIM3UpPAHATA IMpoueaAypa c€ nmoco4Ba
CAHO-CAMHCTBCHO HAMMCHOBAHUC HAa BETCPUHAPHUS JICKAPCTBCH MIPOAYKT, KOCTO IIC CC

M3M0JI3Ba Ha Is1aTa Teputopust Ha Chio3a.
Ynen 44
Peo 3a npedocmassne na pazpewienus 3a mvpeosusi N0 YeHMpAIUIUPaAHama npoyeoypa

1. AreHuMsITa OIIEHsIBA 3asBJICHUETO, IOCOUEHO B WwieH 43. B pe3ynTar oT olieHKaTa

ATeHIUATA U3TOTBS CTAHOBHUIIE, ChABPKAIIO0 HH(POpMaIUsATa, TOocoueHa B WieH 33.
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2. AreHnusATa U3/1aBa CTAaHOBUIIIETO, TOCOYEHO B naparpad 1, B cpok ot 210 gum ot
[I0JIy4aBaHEe Ha BaJIMIHO 3asBieHHe. [1o n3kiroueHue, Korato € HeOOXOUM CHELUAICH

€KCIIEPTEH OIUT, CPOKBT MOJXKE J1a ObJie YABIKEH C HE moBeue oT 90 nHH.

3. Koraro IMoAaACHOTO 3ad4BJICHHUC 3a pa3pCIICHUC 3a THProBUA € 3a BETCPUHAPHU
JICKApCTBCHU MMPOAYKTH C 0COOEHO roIsIMO 3HA4YCHUEC, MTO-KOHKPCETHO C OIJICA Ha 3APaBCTO
Ha JXUBOTHUTC U TCPAINICBTUYHU HOBOBBBCACHUS, 3AABUTCIIAT MOKC Ia TOMCKAa YCKOPCHA
mnpoucaypa 3a OICHKA. Hckanero HaAJICKHO CC o0ocHOBaBa. AKO AFCHHI/IHT& IIpuemMe

HUCKaHETO, CPOKBT ce HamasiBa oT 210 Ha 150 auum.

4. AreHIuATa U3Mpallla CTAaHOBUIIIETO Ha 3asBUTENs. B 15-1HEBEH CpOK OT MmojyyaBaHe Ha
CTAaHOBUIIETO 3asBUTEIISAT MOXKE MUCMEHO JIa YBEIOMU ATEHIIUATA, Ye JKellae

Ipepa3ricikKiadne Ha CTAHOBUIIICTO. B taksB cnyqaﬁ CC IIpujiara 4JICH 45.

5. Koraro 3asBurenar He e npeacTaBui MMCMCHO U3BECTUC B CbOTBCTCTBUEC C naparpacb 4,

Arenuusta, 6e3 HEHYKHO 3a0aBsiHe, U3IIpallla cTaHoBULIeTO cu Ha KoMucusa.

6. Komucusara moxe Aa IMMOrCKa pa3siCHCHUA OT AFGHHI/IHTa OTHOCHO CBbABPKAHHUECTO HA

CTaHOBHUIIICTO, KATO AFGHHI/IHTa peacTaBs OTToBOpa CU B 90—IIH6BCH CpPOK.

7. 3asBUTENAT MPEIOCTaBs HA ATSHIMITa HEOOXOIUMUTE MMPEBOIU HA KpaTKaTa
XapaKTEePUCTHKA Ha MPOJIYKTA, JIUCTOBKATA U €TUKETA B ChOTBETCTBUE C WICH 7, B PAMKHUTE
Ha CpOKa, OIpesiesieH OT ATeHIusATa, HO He MO-KbCHO OT JaTaTa, Ha KOSITO
MIPOEKTOPEIIEHUETO € U3MPATEeHO Ha KOMIIETEHTHUTE OPTaHH B CbOTBETCTBHE C maparpad 8

OT HACTOAIIHUA YJICH.
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8. B 15-gHeBeH OT nojayyaBaHEe Ha CTAHOBMILETO Ha AreHuuATa, KomucusaTa n3rorssi NpoeKkT
3a PEeLICHUE OTHOCHO 3asBICHUETO. AKO B IIPOEKTA 3a PELICHUE CE MIPEIBUKIA
IIPEJOCTaBsIHE Ha pa3pelleHHe 3a ThPrOBUs, B HETO € BKJIFOUBA CTAHOBUILETO HA
AreH1usTa, U3rOTBEHO B ChOTBETCTBHE C maparpad 1. B ciiyuante, B KOUTO IPOEKTHT 32
peleHre He ChOTBETCTBA HA CTAHOBHIIETO Ha AreHiusaTa, Komucusita npunara mogpoOHo
o0sICHEeHME 3a IPUUYMHUTE 32 IOJIyYHIIOTO ce pa3Horiacue. Komucusra nsmnparia npoexra

Ha pCIICHHUEC Ha KOMIICTCHTHUTE OPraHd Ha AbPXKABUTEC YICHKHU U HA 3asiBUTCIIA.

9. Upes akToBe 3a uznbiHeHne Komucusta B3eMa pelieHue 3a npeocTaBsHe WK 32 0TKa3 3a
MpEeA0CTaBsIHE Ha pa3pellICeHNE 3a ThProBUS O LIEHTPaIU3UpaHaTa mpoleaypa B
CbOTBETCTBUE C Pa3NoOpeIOUTE Ha HACTOSALIMS pa3/iel U Bb3 OCHOBA HAa CTAHOBUIIETO Ha
Arennusrta. Te3u akToBe 3a U3MBIIHEHUE CE MTPHUEMAaT B ChOTBETCTBUE C MPOIleaypara 1o

pasriexaane, mocoueHa B wieH 145, maparpad 2.

10. AreHuMsTa ONOBECTSABA MTyOJIMYHO CTAHOBUIIETO CH, CJIE/ KaTO 3aJIMYM IIOBEpUTEIIHATA

THProBCKa HHPOPMAITHSI.

Ynen 45

Hpepa32ﬂe:)fc0aHe HAa cmaHosuuiemo Ha AeeHuuﬂma

1. AKO moMcka npepasriex/JjaHe Ha CTAaHOBUILETO Ha ATEHIIUATA B ChOTBETCTBUE C WiEH 44,
naparpad 4, B 60-1HeBEH CpOK OT MOJy4aBaHE HA CTAHOBUIIETO 3assBUTEIAT U3Mpallia Ha

AreHuusTa nmoapoOHa 000CHOBKA C MOTUBUTE 33 TOBA HCKAHE.
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2. AreHnusTa pepasriex/a ctaHoBUIIETO B 90-1HEBEH CPOK OT MoJyyaBaHe Ha MOAPOOHATa
000CHOBKA C MOTHBHTE 3a UCKaHETO. KbM CTaHOBUILETO CU KaTO HEpa3/elHa 4acT OT HEro

CC IMpujiaraT HaIlrpaBC€HUTE 3aKIOUCHUA U OCHOBAHHUATA 3a TAX.

3. B 15-gHeBeH cpok OT mpepas3riiexaaHeTo Ha CTAHOBUILIETO CH, ATEHIIUATA IO U3Mpalia Ha

Komucusara n Ha 3asgBUTENA.

4. Crnen npouienypara, u3iiokeHa B naparpad 3 oT HaCTOSIIHS YiICH, Ce Tpujarat

pasnopeadurte Ha wieH 44, maparpadu 6 — 10.

PA3AET 2
PA3PEIIEHMS 3A THPTOBUSI,
BAJIMJIHU CAMO B EJJHA JTbPKABA YWIEHKA

(,»PA3PEHIEHUSA 3A ThPTOBUS 11O HAIIMOHAJHATA IMPOIEJIYPA*)

Ynen 46

Obxsam Ha paspeulenusma 3a mvpeosus N0 HAYUOHATHAMA NPoyeoypa

1. 3asBIeHME 32 U3/1aBaHE HA Pa3pelIeHUe 3a ThProBUs 0 HAllMOHATIHATA IPOLEeypa ce
10/1aBa JI0 KOMIIETEHTHHSI OpraH Ha JbpKaBaTa YJIeHKa, 3a KOSITO € IIOMCKAaHO
pazpemieHneTo. KoMneTeHTHUST opraH NpeaocTaBs pa3pelieHre 3a ThproBus 1o
HallMOHAJIHATA MPOLIeypa B CbOTBETCTBUE C HACTOSILUSA pa3Aes U MPUIOKUMUTE
HaIMOHAJIHU pa3nopenou. PazpemeHrero 3a ThproBus Mo HallMOHAJIHATA MPOLEAYpa €
BaJIMJTHO €IMHCTBEHO B JIbpKaBaTa 4jeHKa Ha KOMIIETEHTHUS OpraH, KOHTO ro e

HPEIOCTaBHUIL.
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2. Pa3pemenust 3a TeproBus Mo HalMOHAJIHA MIPOLIEypa HE €€ IPEJOCTABAT 3a BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH, KOUTO MOMAAaT B 00XBaTa Ha ujeH 42, maparpad 2 uin 3a KOUTO €
IIPEJOCTAaBEHO pa3pelleHHe 3a ThPrOBUS 110 HAllMOHAJIHA MPOLEAYpPa, UM 33 KOUTO € B
IIPOLIEC Ha pa3rilekIaHe 3asBICHHE 3a U3aBaHE HA Pa3pelIeHue 3a ThProBUs 110

HallMOHAJIHA MPOoLEeaypa B Apyra IbpKaBa WICHKAa KbM MOMEHTA Ha 3asBJIICHUETO.

Ynen 47

Peo 3a npedocmasane na paspeuwienus 3a mvpeosus no HAYUOHAIHamMa npoyeoypa

1. [Ipouenypara 3a npeaocTaBsHEe WIK 32 OTKa3 3a MPEIOCTaBsIHE Ha pa3pelIeHue 3a
THProBUS C BETEPUHAPEH JIEKAPCTBEH MPOAYKT 10 HAlIMOHAJIHATA IPOLEAYypa IPUKII0YBA

Haii-KkbCHO 210 OHU OT MOJaBaHETO HA BAJUIHOTO 3asABIICHUE.

2. KommeTeHTHUAT opraH M3roTBs JOKJIAJ 32 OIIEHKA, ChABpIKaIl HHPOpMAIHUATA, ITOCOYCHA
B wicH 33.
3. KommnereHTHUAT OpraH oroBecTsBa MyOIMYHO JOKIa/1a 3a OLIEHKA, CJIe]] KaTo 3aJIuIu

[IOBEpUTEIHATA ThProBcKa HHPOpMAIIHSL.
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PA3JET 3
PA3PEIIEHMS 3A THhPIOBUSI,
BAJIMJIHU B HSIKOJIKO IbPKABHU YIEHKH

(,»PA3PELIEHUSA 3A THPT'OBUS 1O JEHEHTPAJIM3UPAHATA MTPOLIEAYPA)

Ynen 48

Obxsam na pazpeuieHusama 3a mvp2o8us no 0eYyeHmpaiu3upanama npoyeoypa

1. Paspemienus 3a TbproBus 10 JA€UEHTPAIM3UPAHATA IPOLEAYPa CE IPEJOCTABAT OT
KOMIIETEHTHUTE OpraHy B IbPKABUTE UICHKHU, B KOUTO 3aBUTEIIST UCKA J1a MOIY4H
paspelieHne 3a Tbprobus (,,3aCerHaTy AbP’KaBU WICHKH ) B CbOTBETCTBHE C HACTOSLIMS
pa3zaen. TakuBa pa3zpelieHus 3a ThProBUs 110 JCLEHTpaTU3UpaHaTa MpoLeaypa ca BaluHH

B TC3U AbPIKABU YJIICHKH.

2. Pa3penienust 3a ThproBus 1Mo JAeliEHTpaIU3UpaHaTa Ipoleypa He ce IPeIoCTaBsT 3a
BETEPUHAPHU JICKAPCTBEHU MPOAYKTH, 32 KOUTO KbM MOMEHTA Ha MOjaBaHe Ha
3asIBJICHUETO 32 pa3pellieHre 3a ThProBHsl M0 JICLEHTpaIu3upanara mpoueaypa e
[IPEIOCTABEHO Pa3peLICHHE 3a ThPTrOBUS 110 HAllMOHAIHA MIPOLIEIypa UK 3a KOETO € B
MIpOLIEC Ha pa3rIeXkAaHe 3asiBICHUE 3a pa3pellieHue 3a ThProBus, WJIM KOUTO NONajaaT B

oOxBaTa Ha wieH 42, naparpad 2.
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Ynen 49

Peo 3a npedocmassne na paspewienus 3a mvpeosusi no 0eyenmparusupanama npoyeoypa

1. 3asBJICHUETO 3a pa3pelIeHne 3a ThProBHsl 10 JCLEHTPATU3UpaHara MmpoLeaypa ce mojiaBa
710 KOMIIETEHTHHSI OpraH B M30paHa OT 3asBUTENS AbprKaBa WICHKA J1a U3rOTBU JOKJIA] 3a
OLIEHKA M JIa IpelipueMe ICHCTBHS B ChOTBETCTBUE C HACTOSIINA pa3nien (,,pedepeHTHa

IbpKaBa WICHKa ‘), KaKTO U 10 KOMIIETEHTHUTE OPTaHU B APYTUTE 3aCETHATU AbpKaBU

YJICHKH.
2. B 3asgBienneTo ce mocouBaTt 3acerHaTUTE ABPIKABH YICHKHU .
3. AKo 3asBUTEIAT YKaxKe, 4€ €aHa UJIU MMOBEYC OT 3aCCTHATUTEC AbpPKaBU YJIICHKH HE CC

CUMTaT MMOBCYC 3a TAKMBA, KOMIICTCHTHUTC OPraHd B TC3U AbpKaBU YJICHKU MIPEAOCTABAT
Ha KOMIICTCHTHHA OpI'aH B pecbepeHTHaTa AbpiKaBa YICHKA U HAa KOMIICTCHTHHUTC OpralHu B
APYTUTE 3aCCTHATU ABPrKaBU YICHKH BCAKA I/IH(bOpMaI_II/IH, KOATO CUHUTAT 3a OTHOCHMA BB

BPb3Ka C OTTCIIAHCTO HA 3ad4BJICHUCTO.

4. B cpox ot 120 n1Hu OT nosydyaBaHe Ha BAIMIHO 3asBJICHHE KOMIETEHTHUAT OpraH B
pedepeHTHaTa IbpKaBa WieHKa U3TOTBS JOKJIAJ 3a OIICHKA, ChIbpKalll HHGOpMaIUsITa,
MIOCOY€HA B WieH 33, U ro mnpernpainia Ha KOMIETEHTHUTE OPraHu B 3aCETHATUTE JbpPKaBU

YJICHKHW U Ha 3asABHUTCIIA .
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5. B 90-n1HeBeH cpok OT mojiydaBaHe Ha JJOKJIA/Ia 3a OLIEHKa, TOCOYEH B maparpad 4,
KOMIIETEHTHUTE OPTaHH B 3aCETHATUTE AbPKaBU YWICHKH Pa3riekIaT A0KIana u
yBEJIOMSIBaT KOMIIETCHTHHS OpPraH B pe)epeHTHaTa IbpKaBa WICHKA Al HMaT
BB3PaKEHUS 10 JOKJIaJa, OCHOBABAIIH CE HA TOBA Y€ BETEPUHAPHUST JIEKAPCTBEH MPOIYKT
Ou ch31al MOTEHIMAJIEH CEPUO3EH PUCK 3a 3/[PaBETO Ha XOpaTa WM 3paBeTo Ha
KUBOTHHTE, HJIU 32 OKOJTHATa cpeaa. KoMreTeHTHUAT oprad B peepeHTHaTa JbprKaBa
YJIeHKA Ipernpania JoKJIaaa 3a OLeHKa, IPOU3THYAIll OT TO3H Iperje/, Ha KOMIIETCHTHUTE

OpraHu B 3aCCTHATHUTC ABbPIKAaBU YJICHKHW U Ha 3aABUTCIIA.

6. [Tpu nouckBaHe OT KOMIIETEHTHUS OpraH B peepeHTHaTa IbprKaBa WICHKA UIIH OT
KOMIIETEHTHMS OpraH B KOs Jia € OT 3aCErHaTUTE AbPKABU WICHKHA KOOPAMHALIMOHHATA
rpyla ce CBUKBA, 3a Jja pas3riie/ia J0KJIaa 3a OLEHKAa B PAMKUTE Ha CPOKa, IOCOYEH B

naparpad 5.

7. B ciyuaute, korato 10KJIaabT € MOJOKHUTEIEH U HUTO €IMH KOMIIETEHTEH OpraH He €
YBEIOMHJI KOMIIETEHTHUS OpraH B pepepeHTHaTa JbprKaBa WICHKA 32 Bb3paKEHUE CPEIy
JIOKJIaJa, KaKTo € MOCOYEHO B maparpad 5, KOMIETEHTHUAT opraH B pedepeHTHaTa
IbprKaBa YiICHKa BIIUCBA, Y€ € HAJUIIE ChIIIacue, MPUKIIIOUBA MpoleaypaTa u 6€3 HeHY)KHO
3a0aBsiHEe HAJIC)KHO YBEIOMSIBA 3asIBUTENSI U KOMIIETEHTHUTE OPTraHH BB BCHUKH
IbpXKaBy 4iIeHKU. KOMIETEeHTHUTE OpraHu B 3aC€rHATUTE AbP)KABH YWICHKH MPEAOCTaBAT
paspelleHue 3a TbproBUs B ChOTBETCTBUE C JIOKJIa/1a 3a OL[eHKa B CpoK OoT 30 JHU OT
[oJTyyaBaHe Ha YBEIOMJIEHHETO OT KOMIIETEHTHHsI OpraH B pe)epeHTHaTa AbpkaBa
YJIeHKA 32 ChITIACHETO 3a€THO C IIBJIHUTE MPEBOAM Ha KpaTKaTa XapakTepUCTUKA Ha

MMpoaAYyKTa, €TUKETA U JIMCTOBKATA OT 3adBUTCIIA.
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8. B ciayyauTe, korato JOKIaabT 3a OIICHKA € OTPUIATENICH U HUTO €IMH OT KOMIICTCHTHHUTE
OpraHH B 3aCETHATHUTE JbPKABU WICHKU HE € YBEIOMUJI KOMIIETEHTHHS OpPraH Ha
pedepeHTHaTa IbpKaBa WICHKA 3a Bb3PaKEHUE CPEIly 10KJIa/1a, ChbIIIaCHO IOCOYEHOTO B
naparpad 5, KOMIIETEHTHUST OpTraH B peepeHTHaTa IbpKaBa YICHKa BIUCBA, Y€ € HATUIE
OTKa3 3a MPEeJ0CTaBsHEe Ha pa3pelIeHue 3a ThPTrOBUs, IPUKIIIOYBA MIPOLeaypaTa u 6e3
HEHYKHO 320aBsiHE HAJUIC)KHO YBEAOMSIBA 3asIBUTEINS U KOMIIETCHTHUTE OPT'aHH BHB

BCHUYKH OBPKABU YICHKH.

9. B ciydaunTe, Korato KOMIETEHTEH OpIaH B 3acerHaTa AbpKaBa WICHKA yBEJIOMU
KOMIIETEHTHHS OpraH B peepeHTHATa AbpKaBa WICHKA 33 Bb3paXKEHUE 110 J0KIaaa 3a
OLICHKA B ChOTBETCTBUE C Maparpad 5 oT HACTOSIIIHS WICH, Ce IpUiIara nporeypara,

IOCOYeHa B WieH 54.

10. AKXO Ha JIaJicH eTar OT JeIIeHTpaIu3paHara nporeaypa 3a pa3pelieHue 3a ThproBus
KOMIICTCHTHUAT OPraH B 3aC€ruara AbpiKaBa YJICHKA U3THKHC IPUYUHHUTEC, ITIOCOYCHU B
wiren 110, maparpad 1, kaTo ocHOBaHUE 3a 3a0paHa Ha BETCPUHAPHHUS JIEKAPCTBCH

IPOAYKT, Ta3u AbpiKaBa YJICHKA BEYC HC CC CUUTA 3a 3aCCTHATa AbprKaBa YICHKA.

11. KommereHTHHAT OopraH B pe(I)epeHTHaTa AbpiKaBa YJICHKA OIIOBCCTsABA HY6HI/I‘IHO JOKJIaaa

3a OIICHKa, CJIe]] KaTo 3aJIM4YM TOBEPUTEIIHATA ThPrOBCKAa HHPOPMAIIHSL.
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Ynen 50

Hckane om 3as6umens 3a npepas'ZJzeOfcc)aHe Ha doknaoda 3a OYEHKAa

1. B 15-n1HeBeH cpok OT moJsiydaBaHe Ha JIOKJIaJia 3a OIleHKa, IOCOYeH B wieH 49, maparpad 5,
3asIBUTEIIAT MOKE MMCMEHO J1a YBEIOMHU KOMIIETEHTHHUS OpraH B pedepeHTHaTa AbpKaBa
YJIeHKa, Ye UCKa J1a ObJie U3BBPIIECH Mperje]] Ha JOKJIaaa 3a oleHKa. B TakbB ciyyaii B 60-
JTHEBEH CPOK OT II0Jy4yaBaHE Ha JIOKJa/la 3a OLIEHKA 3asBUTEIIAT U3IIpalla Ha
KOMITIETEHTHHSI OpraH B pedepeHTHATa AbprKaBa YWieHKa MoApoOHa 000CHOBKA C MOTHUBUTE
3a TakoBa UcKaHe. KoMmeTeHTHUAT opran B peepeHTHaTa IbpkaBa WieHKa He3a0aBHO

IIpernpala UCKaHeTo U oApoOHaTa 000CHOBKA ¢ MOTUBUTE JJO KOOPAMHALIMOHHATA TPYyIIA.

2. B cpox ot 60 1HUM OT mosydaBaHe Ha 0OOCHOBKA C MOTHBHTE 332 UICKAHETO 32
npepasrieXaane Ha TOKJIa/Ia 3a OlleHKa, KOOPIMHALMOHHATA IPyIia pepasriexia
JOKJIaja 3a oleHka. KbM /10KIa/ia 3a OlleHKa KaTo Hepa3ZeHa 4acT OT HEero ce IMpuiiaraT

HAITPpaBCHUTEC 3aKJIIOYCHUA OT KOOPAHMHAIMOHHATA I'pyria 1 OCHOBAHUATA 3a TAX.

3. B 15-gHeBeH cpok OT mpepasiiekAaHeTo Ha JOKIJIAAa 3a OLEHKA, KOMIETEHTHUST OpraH B

pe(bepeHTHaTa ABbpiKaBa YWICHKA IIpCIIpallla A0KJIaaa Ha 3asdBUTCIIA.

4, CJ'IGI[ nponeaypara, u3JIoOK€Ha B r[aparpa(b 3or HAaCTOAIIUA YICH, CC ITpUujiarat

pasnopeadurte Ha wieH 49, maparpadu 7, 8, 10 u 11.
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PA3IET 4
B3AMMHO NPU3HABAHE

HA PA3ZPEHIEHUS 3A ThPI'OBUS 110 HAIMOHAJIHATA ITPOUHEYPA

Ynen 51
Obxeam Ha npoyedypama 3a 63aUMHO NPUSHABAHE HA PA3PEULeHUs] 3d MbP2OBUS

no HayuoHantHama npoyeoypa

Pa3pernienue 3a ThproBus ¢ BETepHUHAPEH JIEKAPCTBEH NPOAYKT MO HAIlMOHAIIHATA IPOLEAypa,
MIPEIOCTaBeHO B CHOTBETCTBUE C WieH 47, ce MpU3HaBa OT IPYTUTE IbpPKABU WICHKU IO pe/ia Ha

e 52.

Ynen 52

Peo 3a ezaummno npuzHaeane Ha paspeulerusl 3a mvpco6usl no0 Hayuornajinama npouedypa

1. 3asBiieHHE 32 B3aMMHO PU3HABAHE Ha Pa3pelIeHHe 3a ThPTOBUs M0 HAllMOHATTHATA
IpoLeypa ce 1o/1aBa 0 KOMIIETEHTHHS OpraH B Ibp)KaBaTa WieHKa, IPeJ0CTaBuiIa
pa3pelleHneTo 3a ThProBUs 0 HAI[MOHAJIHATa IPOLEAYypa B CbOTBETCTBUE C ujieH 47
(,,pedepeHTHa ObpKaBa WICHKA ") U 1O KOMIETEHTHUTE OPTaHU Ha AbP)KaBUTE YICHKH, B
KOUTO 3asBUTENAT UCKa Ja ObJie MPU3HATO pa3pelieHUeTo 3a ThproBus (,,3acerHaTH

JTbP>KaBH YJICHKU ).

2. B 3asgBienuneTo 3a B3auUMHO IpHU3HaBaHE CC MMOCOYBAT 3aCCrHATUTC AbpPKAaBU YJICHKH.
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3. 3asiBJieHUE 32 B3aMMHO IIPU3HABaHE Ce M0JjaBa Hali-MaJiKo IIECT Mecella Clie]l JaTaTa Ha

PEIICHUCTO, C KOCTO CC IMPEAOCTAaBsA pa3pCIICHUCTO 3a ThbPTOBHA. 110 HAIMOHAIHATA

npoueaypa

4. AKO 3aABUTEIAT YKaXKe, Y€ €IHA WIK [1I0BEYE OT 3aCETHATUTE IbPKAaBU WICHKH HE CE
CUMTAT [10BEYE 3a TAKUBA, KOMIICTCHTHUTE OPTaHU B T€3U AbPKABU YICHKU IIPEIOCTABST
Ha KOMIIETEHTHUS OpraH B pepepeHTHaTa JbprkaBa WieHKAa U Ha KOMIETEHTHUTE OPTaH! B
JPYTUTE 3aCEerHaTH IbPXKABHU WICHKU BCsIKAa MH(OpMAIHs, KOSTO CUNTAT 33 OTHOCHMA BbHB

BPB3Ka C OTTCIIIHETO Ha 3adBJICHUCTO.

5. B 90-gHeBeH cpok OT mojiyyaBaHe Ha BaJIMJHO 3asBJIEHUE 32 B3aMMHO IIPU3HABaHE
KOMIIETEHTHHAT OpTaH B peepeHTHATA IbpKaBa WICHKA U3TOTBS aKTyaJIM3UpaH JOKIa 3a
OLIEHKA, ChAbpIKalll HHPOPMALIUATA, TIOCOUEHA B WwieH 33, Ha BeTepUHAPHHUS JIEKAPCTBEH
IPOAYKT U IO Ipernpalia Ha KOMIETEeHTHUTE OPraHu B 3aCETHATUTE JIbPXKABU WICHKU U Ha

3asABUTCIIA.

6. B 90-nHeBeH cpok OT moJiydaBaHe Ha aKTyaJIM3UpaHus JOKJIAJl 3a OlEHKa, [IOCOYEH B
naparpad 5, KOMIETCHTHUTE OPT'aHU B 3aCETHATUTE IbPKABH WICHKHU I'0 Pa3TICKIAT U
YBEIIOMSIBAT KOMIIETEHTHHS OPTaH B pe)epeHTHATA JIbpKaBa WICHKA Al UMaT
BB3paKCHHUSI 110 JIOKJIa/1a, OCHOBABAIIM CE HA TOBA Y€ BETCPUHAPHUSAT JICKAPCTBEH MPOIYKT
Ou ch3/1aJ1 MOTEHIIMAJICH CEPHO3€H PUCK 32 3APABETO HA XOpaTa MU 3/IPaBeTO Ha
YKUBOTHUTE, WJIH 32 OKOJIHATa cpena. KoMreTeHTHUAT oprad B pepepeHTHaTa JbpKaBa
YJIeHKa Mpemnpalia J0KIa/ia 3a OlleHKa, MPOU3THYAIl OT TOBa pa3TiekIaHe, Ha

KOMIIECTCHTHUTC OpraHu B 3aCCTHATUTC AbPrKaBHU YJICHKU U HA 3aABUTCIIA.
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7. ITpu nouckBaHe OT KOMIIETEHTHUS OPTraH B peepeHTHATA IbpKaBa WICHKA HITH
KOMIIETEHTHMS OpraH B KOSITO U J1a € OT 3aCETHATUTE IbPKAaBU YJICHKH KOOPAVMHALMOHHATA
rpyla ce CBUKBA, 3a Jia pasriie/la akTyallu3upaHus JOKIal 3a OLEHKA B PAMKUTE Ha CPOKa,

MocoYeH B naparpad 6.

8. AKO HUTO €JUH KOMIIETEHTEH OpraH Ha 3acerHaTa JIbpKaBa WIECHKa HE € YBEJOMMUJI
KOMIIETEHTHHS OpraH B pe)epeHTHATa AbpKaBa WICHKA 33 Bb3PAKEHHUE CPEILy
aKTyalu3upaHMsl JOKJIaJ 32 OLIEHKA, KaKTO € IIOCOYEHOTO B naparpad 6, KOMIETEHTHUAT
opraH B ped)epeHTHaTa IbpXKaBa WIEHKa BIKCBA, Y€ € HAIMLIE ChIVIACHe, IPUKIII0YBA
nporenypara u 6e3 HeHy»HO 3a0aBsiHE HaJUIEKHO yYBEJOMSIBA 3asSBUTEIISI U KOMIICTCHTHUTE
OpraHU BbB BCUYKHU JAbp:KaBH WieHKU. KOMIIETEHTHUTE OpraHu B 3aCErHATUTE IbPKaBU
YJICHKH MPEI0CTABAT pa3pelleHe 32 ThProBUs B CbOTBETCTBHE C AKTYyaJIM3UPaHUs JOKIIa
3a olleHKa B cpok oT 30 JHM OT AaraTa Ha MOJTy4aBaHE HAa YBEJJOMJIEHUETO OT
KOMIIETEHTHHMSI OpraH Ha pe)epeHTHaTa IbpKaBa WIEHKA 3a ChIJIACUETO, 3a€HO C
II'BJIHATE IPEBOJM HAa KpaTKaTa XapaKTEpUCTUKA HA MPOAYKTa, €ETUKETA U JIMCTOBKATA OT

3as1BUTCIIA.

0. B ciayyauTte, korato KOMIETEHTEH OpraH Ha 3acerHara JbpKaBa WICHKa YBEIOMHU
KOMIIETEHTHHS OpTraH B pe)epeHTHATa AbpKaBa WICHKA 33 BB3PAKEHHUE CPEILY
aKTyaJu3UpaHus JO0KJIaJ 3a OLEHKa B CbOTBETCTBUE C maparpad 6 oT HaCTOSIIUS YJIEH, Ce

Ipujara npoueaypara, ocoueHa B wieH 54.

10. AKO Ha lafieH erall OoT IIpoLeAypaTa 3a B3aMMHO ITPU3HABaHE KOMIIETEHTHUAT OPTaH B
3acerHata JIbp)KaBa WieHKa U3ThKHE MPUYMHUTE, HocoueHu B wieH 110, maparpad 1, kato
OCHOBaHUeE 3a 3a0paHa Ha BETepUHAPHUS JE€KapCTBEH MPOAYKT, Ta3U AbprKaBa YICHKa Beue

HC CC€ CUMTa 3a 3aCCTrHaTa AbprKaBa YJICHKaA.

11. KomnereHTHUAT opraH B peepeHTHaTa IbpXKaBa YWIEHKa OMOBECTsBA MYOJINYHO JTOKIaga

3a OLICHKA, CJIC KAaTO 3aJIMYU IIOBCPUTEIIHATA ThbPTOBCKaA HH(bOpMaHHH.
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PA3IET S
ITOCJIEABAIIIO IPU3HABAHE ITPU ITPOLIEJYPATA 3A B3AUMHO TIPU3HABAHE

N IIPU JEHEHTPAJIM3UPAHATA ITPOLEAYPA 3A PASPEHIEHUSA 3A ThPI'OBUS

Ynen 53
Tocneosawo npuznasamne Ha paspeuteHus 3a MvpPeosus.

OMm OONBAHUMETHO 3ACecHAMU dbpofcaeu YJl€HKU

1. Crnen npukiIro4YBaHe Ha JClIEHTpaIU3UpaHa Ipoleaypa o peaa Ha wieH 49 wiu Ha
IpolLeaypa 3a B3aMMHO MPU3HABAHE M0 pe/ia Ha WiieH 52 3a mpefocTaBsHe Ha pa3pelieHne
3a ThProBUs, IPUTEKATEIST HAa PA3PELICHUETO 32 THPrOBUs MOXKE Jia I0a /i€ 3asBJICHUE 3a
paspelnieHue 3a ThProBUsl 3a BETEPUHAPHHUS JICKAPCTBEH MPOIYKT MPE]l KOMIIETCHTHHUTE
OpraHd B JOMBIHUTEIHO 3aCETHATH JbPKABU YJICHKHU U 10 KOMIIETEHTHUS OpraH B
pedepeHTHaTa AbpKaBa WieHKa, MOCOYEH B WwieH 49 uin 52, KakTo € NpujIokKuMo, B
CBHOTBETCTBHUE C MPOLIEypaTa, MOCOUEHA B HACTOAMs WieH. OCBeH TaHHUTE, TOCOYCHU B

YJICH 8, 3adABJICHUCTO BKJIOYBa CJICIHOTO:

a) CIIMCBK Ha BCUUYKHU PCIICHUS 3a IIPECAOCTABAHC, CIIMPAHC HA HeﬁCTBHeTO WK OTMsHA

Ha pa3pClICHU: 34 TbPIrOBHA, KOUTO 3aCAraT TO3W BETCPHUHAPCH JICKAPCTBCH

MPOAYKT;

0) wuHbOpMAIUs OTHOCHO IPOMEHUTE, BHBEJICHH CIie]] PEIOCTaBIHETO Ha
pa3penIeHueTo 3a ThProBus MO CLEHTpaIN3upaHaTa npoueaypa, HocoueHa B
unieH 49, maparpad 7, wid 1o mpoiieaypara 3a B3aMMHO MPU3HAaBaHe, TOCOYEHA B

wieH 52, maparpad §;

B)  00001IeH 10K 32 JAHHUTE OTHOCHO (papMaKoJIOTHYHATa OTUTETHOCT.
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2. KomnereHTHUAT opraH B pedepeHTHaTa IbpKaBa YWICHKa, IOCOYEH B WieH 49 i uieH
52, KaKTO € MPUJI0KKUMO, U3Mpalia B Cpok oT 60 THU HA KOMIETEHTHUTE OpraHu B
JOI'BJIHUTETHO 3aCETHATUTE IbPKaBU WIEHKU PELICHUETO 3a MPEeA0CTaBsIHE Ha
paspelieHre 3a ThProBUs U BCHUKH HETOBH IIPOMEHHM, KaTO B PAMKUTE Ha TO3U CPOK
W3rOTBS U U3Mpallla aKTyalIu3UupaH JOKJIAJ 3a OLlEHKAa OTHOCHO TOBA pa3pellieHue 3a

THProBus U IPOMCHUTEC, KaKTO € IIPHUIIOKUMO, U YBEAOMSIBA HAJICI)KHO 3adBUTCIIA 3a TOBA.

3. KomnereHTHHAT OpraH BbB BCSKA JOMIBIIHUTEITHO 3aCeTHATA Jbp)KaBa WICHKA MPEIOCTaBs
paspelicHre 3a ThProBHs B CbOTBETCTBUE C aKTyaJM3UPaHUs JTOKJIA] 32 OIICHKA, IIOCOYCH B
naparpad 2, B cpok ot 60 qHH cieq Jarara Ha MoTyJYaBaHe HA JAaHHUTE U HA
nHpopManuaATa, Moco4eHu B naparpad 1, 3ae1HO ¢ IBIHUTE NPEBOIN Ha KpaTKaTa

XapaKTCPUCTHKA Ha MTPOAYKTA, CTUKECTA U JIMCTOBKATA.

4. Upes neporauus ot naparpad 3 oT HaCTOSALIMS WIEH, aKO KOMIIETEHTHUSAT OpraH B
JOIBJIHATEIIHO 3aCErHaTa IbPKaBa YICHKA UMa IPUYMHU J]a OTKaXXe J1a IIPETOCTaBH
paspelleHue 3a TbproBUsl Ha OCHOBAaHUE, Y€ BETEPUHAPHHUAT JIEKApCTBEH MPOAYKT O1
Ch3aJ1 HIOTEHLIUAJIEH CEPHO3EH PUCK 3a 3[[PABETO HAa XOpaTa WU 34PABETO HA )KUBOTHUTE,
WM 3a OKOJIHATA CpeJa, TO3U OpraH, Hal-KbCHO B CPOK OT 60 JHU OT MOJy4yaBaHETO Ha
JaHHUTE U Ha WH(POPMAIHATA, TOCOUYEHH B maparpad 1, KakTo U Ha aKTyaaTu3upaHus
JIOKJIaJ| 32 OLIEHKa, IOCOYEH B maparpad 2 oT HaCTOSALIUS YJIEH, IPEACTaBs Bb3paXKEHUITA
CH U 1OAPOOHO U3JI0KEHNE HA MPUYMHUTE MIpe]l KOMIETEHTHUS OpraH B pedepeHTHaTa
IbpKaBa YICHKA, I0COUYEH B 4iieH 49 uinm 52, KakTo € IPUII0KUMO, ITPE KOMIIETEHTHUTE

OpraHu B 3aCC€THATHUTC AbPiKABU YJIICHKH, IOCOYCHU B TC3U YJICHOBE, U MPC 3asABUTCIIA.
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5. B ciyuaii Ha BB3paKeHUS, TOBIUTHATH OT KOMIIETEHTEH OPraH B JIOIBJIHUTEIIHO 3aCErHaTa
IbprKaBa WICHKA B CHOTBETCTBUE ¢ naparpad 4, KOMIIETCHTHUAT OPTaH B peepeHTHaTa
J'bpKaBa WieHKa MpeAnprueMa BCUYKU MOJIXOASAIIM CTHIIKHU C 1] TOCTUTaHEe Ha ChIjlacue
110 OTHOIIICHUE HAa HANPaBEHUTE Bbh3paxkeHus1. KoMmrereHTHUTE opranu B pedepeHTHATa
J'bp>KaBa YWiIEHKa U B JOIIBJIHUTEIHO 3aCerHaTa JbprKaBa WICHKA MojaraT BCHUYKU
Bb3MOKHH YCUJIWS, 3@ Ja IOCTUTHAT ChIJIaCUe OTHOCHO JEHMCTBUETO, KOETO CIIE/IBA J1a CE

npearpueme.

6. KommeTeHTHHAT OpraH B pe(bepeHTHaTa AbpiKaBa YICHKA JaBa Bb3MOXHOCT Ha 3asdBUTECIIA
YCTHO HJIM MMCMECHO [la IIPCACTaBU CBOsATA I'NICAHA TOYKA IO OTHOIICHHUEC HA Bb3PaKCHUATA,
IMOBAWIHATHU OT KOMIICTCHTHHA OpraH B CbOTBETHATA AOIIBJIHUTCIIHO 3aCCruaTa AbpiKaBa

YJICHKA.

7. Axo BCJICACTBUC HA NPCAIIPHUCTUTC CTBIIKKU OT KOMIICTCHTHHUSA OpIraH B pe(bepeHTHaTa
AbpiKaBa YJICHKA, C€ ITIOCTUIHE ChITIACUC MCKAY KOMIICTCHTHUTC OpraHy B IbpP>KaBUTC
YICHKH, KOUTO BE€YC Ca MPCAOCTAaBUIIN PASPCIICHUEC 3a ThProBus, 1 KOMIICTCHTHUTC OpraHu
B JOII'BJIHUTCIIHO 3aCCTHATUTC ABbPIKABH YJICHKHU, KOMIICTCHTHUTC OPraHd B AOIIbJIHUTCIHO
3aCCTHATHUTC AbPiKaBU YICHKH IIPCAOCTABAT PA3PCHICHHUC 3a ThbPIrOBUSA B CbOTBETCTBUC C

naparpad 3.
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8. AKO KOMIIETEHTHUSAT OpraH B pepepeHTHaTa JbprkaBa WICHKA HE € YCIIUI 1a IOCTUTHE
CBIJIACHE C KOMIIETEHTHUTE OPraHU B 3aCETHATUTE IbP>KABU WICHKHU U B JOIIBIIHUTEIIHO
3acerHaTuTe Abp)KaBU YIEHKH Hall-kbcHO 60 AHM OT jaTaTa, Ha KOATO ca Omin
MOBJIMTHATH Bb3paKEHUATA, IOCOUEHH B naparpad 4 oT HacTOSILUS YWIEH, TOH NperaBa
3asBJIGHUETO 3a€/IHO C aKTyaJIM3UPaHuUs JIOKJIAJ 3a OLIEHKa, I0COUYEH B maparpad 2 ot
HACTOSILIUSA YWICH, U Bb3PAXKEHUATA OT CTPAHA Ha KOMIIETEHTHUTE OPTaHU B JOI'BJIHUTEIIHO
3aCETHATUTE IbPKAaBU YICHKHU HAa KOOPAUHALMOHHATA IPYIa B CbOTBETCTBUE C

MpoLeaypara 3a npepasriexaHe, ocoueHa B wieH 54.

PA3JIET 6

ITPOLIETYPA 3A TIPEPA3IJIEKIAHE

Ynen 54
IIpoyeoypa 3a npepazenexcoare

1. AKO KOMITIETEHTHHSAT OpraH B 3acerHaTa AbpKaBa WICHKA MOBIWIHE, B ChOTBETCTBHE C
uiieH 49, maparpad 5, wien 52, maparpad 6, wieH 53, maparpad 8 wim wieH 66, maparpad
8, Bb3paXKCHHUE, TOCOYCHO B TE3H WICHOBE, ChOTBETHO OTHOCHO JIOKJIaJIa 3a OI[CHKA WU
aKTyaJM3UpaHusl JOKJIAJ 33 OLIEHKa, TOM He3a0aBHO MPEI0CTaBs MOPOOHO U3JIOKEHHUE HA
MOTHBHTE 3a MMOI00HO Bh3paKEHHE MPE]] KOMIIETCHTHUS OpraH B peepeHTHATA IbpKaBa
YJIeHKA, KOMIICTCHTHUTE OPTaHU B 3aCETHATUTE IbPYKABU WICHKHU M 3asBUTEIIS WIH
MIPUTEKATEIS Ha Pa3peLIeHUETO 3a Thbproeus. KoMneTeHTHUAT opraH B pedepeHTHaTa

JbpKaBa YiIeHKa He3a0aBHO OTHACS BBIIPOCUTE /10 KOOPAMHALMOHHATA TpyTia.
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2. KomnereHTHHAT opraH B pedepeHTHaTa IbpKaBa WieHKa npeanpueMa B 90-1HeBeH CpoK
OT I10JIy4aBaHE Ha Bb3PAKEHUETO BCUYKU MOAXOSIIM CTHIKHU C 1I€J1 IOCTUTaHE Ha

ChIIaCH€ 11O OTHOLICHHE Ha ITIOBAUTHATOTO BB3PAXKCHUC.

3. KommeTeHTHHAT OpraH B pe@epeHTHaTa ABbpiKaBa YICHKA JaBa Bb3MOXHOCT Ha 3asdBUTCIIA
HJIA MIPUTEKATCIIA HA Ppa3pCUICHUCTO 3a TbProBuA YCTHO WJIM MMCMECHO J1a IIPCACTaABU

CBOsTaA I'VICAHA TOYKA 110 OTHOIICHUEC HA ITOBJAUTHATOTO BB3PAKCHUC.

4. B citydaii ue Ob1e TOCTUTHATO CIIOPa3yMEHHE MEX/y KOMIIETEHTHUTE OPTraHu, TIOCOYCHH B
yieH 49, maparpad 1, wien 52, maparpad 1, unen 53, maparpad 1 u unen 66, naparpad 1,
KOMITETSHTHHSIT OpraH B pe)epeHTHATA JbPrKaBa WICHKA MPUKITIOYBA MPOIeayparTa u
YBEIOMSIBA 3asIBUTEIIS UJIH MPUTEIKATENSI HA Pa3pelIeHUEeTo 3a Thpropus. KomneTeHTHHTE
OpraHu B 3aCETHATUTE IbPKABU WICHKH MPEIOCTABAT WIIU IIPOMEHST pa3peuicHue 3a

TbProBHA .

S. B citydaii ue Ob1€ TOCTUTHATO CIIOPa3yMEHHE Ype3 KOHCEHCYC MEKAY KOMIIETEHTHUTE
opranu, oco4ycHu B wieH 49, maparpad 1, wien 52, maparpad 1, wien 53, maparpad 1 u
yiieH 66, naparpad 1, 3a oTka3 1a Obae IPEJOCTaBEHO pa3pelieHne 3a ThProBUs WM 32
OTKa3 3a U3BBPILIBAHE HA POMSHA, KOMIETEHTHUAT OpraH B peepeHTHaTa AbpKaBa
YWICHKA MPHUKIIIOYBA IIpoucaypara U yBea0MsBa 3a TOBA 3a4BUTCIIA WM HNPUTCKATEIIA HA
pa3peleHneTo 3a ThproBus, KaTo Ha/JIe)KHO 00OCHOBaBa 0TKa3a WM OTXBBPIISHETO.
KomnerenTaure OpraHu B 3aCCTHATHUTEC AbPKAaBU YJICHKHW OTKAa3BaT TOraBa nNpcaoCTaBIHETO

Ha pa3spClICHUC 3a ThPTOBUA UJIIK OTXBBPJIAT IIPOMSIHATA MY.
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6. B ciyyaii ue He MOke J1a ObJIe TOCTUTHATO CIIOPa3yMEHUE Ype3 KOHCEHCYC MEXY
KOMITETEHTHHUTE OpTaHu, Moco4YeHH B WwieH 49, maparpad 1, wien 52, maparpad 1, aien 53,
naparpad 1 u wien 66, naparpad 1, koopauHaIMOHHATA TpyMa npeaocTaBs Ha Komucusita
JIOKJIa/1a 3a OILIEHKa, Toco4eH B wieH 49, maparpad 5, unen 52, maparpad 6, dieH 53,
naparpad 2 u wien 66, naparpad 3 cbOTBETHO, 3a¢JHO ¢ MHGOPMAIUS OTHOCHO CIIOPHUTE
TOYKHU HAal-KBCHO B CPOK OT 90 qHU OT JaTaTa Ha MOBAMIaHE HA Bb3PAXKEHUETO, TOCOYECHO

B naparpad 1 ot HaCTOSALIUS YJIeH.

7. B cpox 10 30 nHM OT AaTara Ha Mojy4aBaHe Ha JOKJIaaa U MHPOpMAaLUTA, TOCOUYCHHU B
naparpad 6, Komucusta u3rorssi mpoeKT HA PEIlIeHUE BHB BPb3Ka ChC 3asIBICHUETO.
Komucusita usmnpaiia npoekta Ha peIeHHEeTO Ha KOMIIETEHTHUTE OPTaHy U Ha 3asBUTEIS

WA IIPUTCIHKATCIIA Ha Pa3pClICHUCTO 3a ThbPrOBHA.

8. Komucusara moxe Ja U3UCKBaA Pa3siCHCHUA OT KOMIICTCHTHUTC OpIraHu HJIN AFCHI_II/IHTa.

CpoxksbT, peaBuaeH B maparpad 7, cupa 1a Tede 10 IpeoCTaBsiHe Ha pa3siCHEHHUATA.

0. 3a 1enuTe Ha MpoleayparTa 3a CroiesiHe Ha paboTaTa 1o OTHOIICHHE HAa POMEHHU, 32
KOUTO CE U3MCKBA OLICHKA B ChOTBETCTBHE C WICH 60, 030BaBaHUATA B HACTOSIIHS YWICH
Ha KOMIIETEHTEH OpraH B pepepeHTHaTa IbpiKaBa WICHKA ce pa30upaT KaTo I030BaBaHMSI
Ha KOMIICTCHTHUS OpPTaH, 32 KOWTO € MMOCTUTHATO ChIVIACHE B ChOTBETCTBUE C WiCH 65,
naparpad 3, a mo3oBaBaHUSATA HA 3aCETHATUTE JIbP’KaBH YJICHKH KATO MMO30BaBaHUs Ha

CBbOTBCTHUTEC AbpPKaBU YICHKHU.

10. ‘lpe3 aKToBe 3a m3nbiaHeHHe Komucusra B3ema pelCeHUC 3a IMPEAOCTaBAHE, [TPOMAHA,
0TKa3 3a NpCAOCTABAHEC NJIIN OTMAHA Ha PA3PCIICHUEC 34 ThbPTOBUA UK OTKA3 3a
HU3BBPUHIBAHE HA ITPOMsAHATaA. Te3n akTOBE 3a N3NBIHECHUE CE npueMart B CbOTBETCTBUC C

IpoLeaypara 1o pasriexkiaHe, mocoyeHa B wieH 145, naparpad 2.
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I'naBa IV
Mepku cJjieg npeaocTaBsiHe

Ha pa3pelnieHue 3a TbProBusi

PA3IET 1

BA3A JAHHM HA CBIO3A OTHOCHO MPOAYKTUTE

Ynen 55

basza oannu na Cvro3a omHOCHO 6emepunaprume i1eKapcmeeHu npooyKmu

1. AFGHHI/IHTa CbCTaBA U B CbTPYAHUYUCCTBO C AbPIKABUTEC YICHKU MMOAABPIKA baza JaHHH Ha

Cp103a OTHOCHO BETEPUHAPHUTE JICKAPCTBEHU MPOIYKTH (,,0a3a JaHHU 32 IPOTYKTUTE™).
2. bazara nanHu 3a MpOIYKTUTE ChABPIKA HA-MAJIKO ClieIHaTa HH(opMaIus :

a)  3a BeTepUHAPHUTE JIEKAPCTBEHU MPOAYKTH, pa3pelleHn Ha Teputopusita Ha Cpro3a

ot KoMucusita 1 OT KOMIIETEHTHUTE OPraHu:
1) HAaVMEHOBAHHMETO HA BETEPUHAPHUS JIEKAPCTBEH IIPOIYKT;

11)  aKTHBHOTO BEILECTBO WUJIM BEILIECTBA U KOHIIEHTpALUATa Ha BETEpUHAPHUS

JIeKapCTBEH MPOIYKT;
1il) KpaTkara XapakTepHCTHKa Ha MPOAYKTa;
V)  JTHCTOBKarTa,

V)  JOKJajJa 3a OlleHKa;
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vi) CHHCBK Ha 0OEKTUTE, B KOMTO CE POM3BEX 1A BETEPUHAPHUSAT JIEKAPCTBEH

HPOAYKT; U

vil) J1aTUTe Ha ITyCKaHEeTO Ha BETepUHAPHUS JIEKAPCTBEH MPOIYKT Ha Ma3apa B

AbprKaBa 4YJICHKA,

0) 32 XOMEONATUYHUTE BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH, PETUCTPUPAHU B

CHOTBETCTBHE C I1aBa V Ha Tepuropusara Ha Chio3a OT KOMIIETEHTHUTE OPTaHH:
1)  HaMMEHOBAHWETO HAa PETUCTPHPAHUS BETEPUHAPECH JICKAPCTBEH NPOIYKT,
il)  JIMCTOBKaTa, U

ill) cnHuCBHK Ha 0OEKTUTE, B KOMTO C€ MPOMU3BEK/IA XOMEOIIATHUHUAT BETEPUHAPEH

JIEKApCTBEH NPOAYKT,

B) BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH, YHUATO yHOTpe6a CC NOITyCKa B JaZICHA

IbpKaBa YWiICHKAa B CbOTBETCTBUE C WieH 5, maparpad 6;

r)  roaumIHHuA 00eM Ha mpoaaxOuTe W MHPOPMALUS 32 HATMYHOCTTA HA BCEKH

BETEpUHAPEH JICKAPCTBEH MPOJIYKT.

3. KOMI/ICI/IHTa, MOCPCACTBOM aKTOBC 3a U3IIBJIHCHHUE, [IpUCMaA HGO6XO)II/IMI/ITC MCPKHU U

MPAKTUICCKUTEC YCIIOBUA OTHOCHO!

a) TEXHUYECKUTE criennpuKany Ha 0azara TaHHU 32 MPOAYKTUTE, BKIIOUUTEITHO
€JICKTPOHHATA CUCTEeMa 3a OOMEH Ha JJaHHU ChC ChIIECTBYBAIIMTE HAIIMOHATHU

CUCTCMH U (bopMaTa 3a MOJJaBaHC 110 CJICKTPOHCH BT,

PE-CONS 45/18 RDY/rb 121
LIFE.2.B BG



0) mpakTHUYECKUTE YCIOBHA 3a (YHKIIMOHHpAHETO Ha O6a3ara JaHHH 3a MPOAYKTHUTE, TO-
CIELIMAIHO 32 FapaHTHpaHe Ha 3alMTaTa Ha MOBEpUTEIHA ThProBCKa HHPOPMAIUS 1

Ha CUTYpHOCTTa Ha oOMeHa Ha uHpopmanus;

B)  1oapoOHHM crienuduKauy 3a HHGOpMAITUATA, KOSTO TPsOBa 1a Ob/Ie BKIIOYCHA,

aKTyaliudupaHa U ClIoJCJICHA B Oazara AaHHU 3a MPOAYKTUTEC, U OT KOT'O;

r)  JOTrOBOPEHOCTHU IIPU M3BBHPEIHHU CUTYallMH, KOUTO CE MpuiaraT, B ciydai 4e HAKOs

oT (byHKHI/II/ITe Ha 0a3aTa JaHHU 3a ITPOAYKTHUTEC HEC € HAJIMYHA,

1)  TI0 [eJecho0pa3HoCT, JaHHUTE, KOUTO TPsOBa Ja Ob/IaT BKIFOYCHHU B Oa3aTa JaHHHU
3a MPOJYKTHUTE B JOIBIHCHUE KbM WH(OpMANUATA, ITOCOYeHa B maparpad 2 ot

HACTOSIIIHS YJICH.
Te3u akTOBE 32 U3MBIIHEHUE CE MTPHEMAT B ChOTBETCTBUE C MPOIIeAypaTa Mo pasriiexaane,
rmocoueHa B wieH 145, maparpad 2.
Ynen 56

Jlocmwvn 0o 6azama danuu 3a npodykmume

1. KoMmnerentaute OpraHu, AFGHHI/IHTa u Komucusita umat mmelieH JOCTBII 10 I/IH(I)OpMaI_[I/IHTa

B Oa3zara JAaHHU 3a ITPOAYKTUTE.

2. [IputexxaTenure Ha pa3pelieHns 3a ThProBUs UMaT II'bJIEH JOCTBI 10 MHPOpMAaLHTA B

0as3aTa JaHHU 3a NPOAYKTUTE, CBbpP3aHa C TEXHUTE pa3pellieHus 3a ThProBHsl.

PE-CONS 45/18 RDY/rb 122
LIFE.2.B BG



3. OOmecTBeHOCTTa UM JIOCTHII 10 0a3aTa JaHHU 32 MPOIYKTUTE, O€3 Bb3MOKHOCT 3a
npoMsiHa Ha HH(opMaIusITa B Ta3u 0a3a JaHHH OTHOCHO CIIMCHKA HAa BETEPUHAPHUTE
JIEKapCTBEHH MPOIYKTH, KpaTKaTa XapakTepUCTHKA Ha IPOIYKTa U JINCTOBKATA, KAaKTO
TOKJIAJUTE 32 OLIEHKA CJIe]] 3aJIMYaBaHeTO Ha BCSAKA MOBEPUTENTHA ThProBcka HH(opManus

OT CTpaHa Ha KOMIICTCHTHHA OpTaH..

PA3JIE 2
CBHbBUPAHE HA JJAHHU OT IbPKABUTE YWIEHKHU
U OTTOBOPHOCTH

HA ITPUTEXATEJIMTE HA PASPEIIIEHUSA 3A ThPI'OBUA

Ynen 57
Cvbdupane na 0anHu OMHOCHO AHMUMUKPOOHU TeKAPCMBEEHU NPOOYKMIL,

U3noJI36aHU npu cueomuume

1. H"bp)KaBI/ITC YJIICHKHU C"[>6I/IpaT NOAXOJAIIN U CPABHUMHU JTaHHH 3a obeMa u 3a y1'IOTp66aTa Ha
aHTI/IMI/IKpO6HI/I JICKApCTBCHU IIPOAYKTH, U3II0JI3BAHU ITPU KUBOTHUTEC, C LICJI Aa CC AalC
BB3MOKHOCT ITO-CIICHUATHO 3a IIpsAKaTa WM HECIIPsAKATa OLICHKA Ha YHOTpC6aTa Ha TaKuBa
IMPOAYKTH IIPU KUBOTHH, OTTJICIKIAHU 3a IIPOU3BOJACTBO HA XPpaHU B ) KUBOTHOBBAHUTE
O6€KTI/I, B CbOTBETCTBUCE C pa3H0pC}16I/IT€ Ha HACTOANIUA YJICH U B paMKUTC Ha CPOKOBCTE,

MOoCcOouYeHH B naparpad 5.

2. JIbprkaBuTe WIEHKH U3IpaIiaT 0000IIeH! TaHHH 32 o0eMa Ha MpoJaxOuTe u 3a
ynorpebara 1o KUBOTUHCKH BHJIOBE U 110 BUAOBE aHTUMUKPOOHU JIEKAPCTBEHH MPOIYKTH,
W3IMOJI3BaHU NPY KUBOTHUTE, HA ATEHIIMSTA, B CbOTBETCTBUE C Maparpad 5 u B paMKHUTe
Ha IPEJBUICHUTE B HETO CPOKOBE. AT€HIUATA CH ChTPYAHUYH C IbP/KABUTE YJICHKU U C
npyru areHnuu Ha Cbro3a, 3a J1a aHaJIu3upa JaHHUTE, U MyOJIMKyBa TOAUIIEH JOKIaI.
AreHnuATa B3eMa IpeABUJ TE3U JaHHHU, KOTaToO IpHeMa BCIKAKBH CBbP3aHU HACOKU U

MIPENOPBHKH.
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3. Komucusita nprema ieerupanu akToBe B CbOTBETCTBHE C WieH 147 3a A0MbJIBaHE Ha

HACTOAIINA WICH, KATO YCTAHOBSABA U3UCKBAHUATA OTHOCHO!

a) BUJOBETC aHTI/IMI/IKpO6HI/I JICKApCTBCHU IIPOAYKTH, U3II0JI3BAHU IIPU ) KUBOTHHUTC, 3a

KOHTO CC C’b6I/IpaT JaHHUTEC,

0)  ocurypsiBaHETO Ha Ka4YeCTBOTO, KOETO JbP)KaBUTE WICHKU U ATEHIIMATA MPUIIAaratr B

HeﬁCTBHe, 3a 1a CC rapaHTupar Ka4€CTBOTO U CHIIOCTABUMOCTTA HA JAHHUTC, KaKTO U

B) IIpaBrjiaTa OTHOCHO MECTOAUTE 3a CT_»6I/IpaHe Ha JaHHHU 3a yHOTpe6aTa Ha
aHTI/IMI/IKpO6HI/ITe JICKApCTBCHU MPOAYKTH, U3II0JI3BAHU IIPU ) KUBOTHUTEC, X 3@ METOJa

3a MpeJaBaHe Ha TE3W JIaHHU Ha ATEHIUATA.

4. Upes aktoBe 3a u3nbiHeHne Komucusita onpenens popmara 3a JaHHUTE, KOUTO C€
cbOUpaT B ChOTBETCTBHE C HACTOSIINS WieH. Te3u akTOBE 3a U3IIBJIHEHUE Ce IPUEMAT B

CHOTBETCTBUE C MPolLIeypaTa 1o pa3riexaaHe, nocoueHa B uieH 145, maparpad 2.

5. I["I)p)KaBI/ITe YICHKHU UMAT MpaBo Aa InpujiaraT moCTarcH moaxo/ 110 OTHOIICHUE Ha

3aABbJDKCHUATA, IIOCOYCHHU B HACTOAIIMA YJICH, TaKa 4€:

a) B CpPOK OT JIB€ TOJUHHU OT ...[/1aTaTa Ha MMpUJIaraHe Ha HACTOSIMS periiaMeHT],
JTAHHHUTE ce ChbOMpAT Half-Mallko 3a BUJIOBETE U KaTErOpHHTE, BKIIOUEHH B Pemenue
3a naneiaHenne Ne 2013/652/EC na Komucusra! BbB BepcusTa oT ... [1arara Ha

MpueMaHe Ha HACTOSIIHS PErJIaMeHT];

Pemenue 3a nu3neianenue 2013/652/EC na Komucusta ot 12 HoemBpu 2013 r. OTHOCHO
MOHHTOPHUHTA H JIOKJIAJIBAHETO HA aHTUMHUKPOOHATA PE3UCTEHTHOCT Ha 300HO3HUTE U
komeHcanuute 6akrepun (OB L 303, 14.11.2013 r., cTp. 26).
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0) B CpOK OT IeT TOJUHM OT...[1aTaTa Ha MpUJIaraHe Ha HACTOSIIUS PErIaMeHT],
JTAHHWUTE Ce ChbOMPAT 32 BCUYKU KUBOTUHCKH BHJIOBE, OTTJICIKIAHH 32 TIPOU3BOICTBO

Ha XpaHH,

B) B CPOK OT OCEM I'OAMHHM OT...[/1aTaTa Ha MMpHJIaraHe Ha HACTOSALIUS PETJIaMEeHT |,

JTAHHWUTE Ce ChOMPAT 32 IPYTH Pa3BbKIAAHU WIH OTTICKIAHU )KUBOTHHU.

6. Huto enna ot pasnopenoute B maparpad S5, Oyksa B) He TpsiOBa ja ce pa3bupa KaTo
BKJIFOYBAIIIA 3/IbJDKEHHE 32 ChOUPaHE Ha TAaHHU OT (PU3NYECKH JIUIIA, OTTIICHKIAIITH

JOMalIH1 J'IIO6I/IMI_[I/I.

Ynen 58

OmeoeopHocmu Ha npumesicamenume Ha paspeuerust 3a mvpcoeus

1. [Ipurexaresnar Ha pa3pelIeHueTo 3a ThProBHsl € OTTOBOPEH 3a IpeJIaraHeTo Ha
BETEpUHAPHUS CU JIEKAPCTBEH IPOAYKT Ha Ma3apa. AKO IPUTEKATENAT Ha Pa3peIIeHUETO
3a ThPIrOBUS OIPEJEIIU CBOH MPEICTABUTEN, TOBA HE IO OCBOO0XK/1aBa OT IIpaBHA

OTIOBOPHOCT.

2. HpI/ITC)KaTeJ'IHT Ha pa3spCIICHHUECTO 3a TbPIroBUsA, B PaMKHUTC Ha CBOUTC OTTOBOPHOCTH,
ocurypsBa noaxoadamo u HENpEeKbCHATO CHa6I[$IBaHe CbC CBOUTC BCTCPHUHAPHU

JIEKAPCTBEHU MPOIYKTH.

3. Crnen npenocTaBsiHE Ha pa3pellieHue 3a ThPrOBUsl, IPUTEKATENAT HA pa3peIICHUETO 3a
THProBUs B3eMa IPEJIBU/I, BbB Bpb3Ka C METOJIMTE Ha MPOU3BOJICTBEHUS IIPOLIEC U HA
KOHTPOJI, TIOCOYEHHU B 3asIBJICHUETO 3a TOBA Pa3peLICHHE 3a ThPrOBUS , HAYYHO-
TEXHUYECKHUTE JTOCTHKEHUS U BbBEXk1a BCHUKH [TPOMEHH, HEOOXOUMH J1a C€ TapaHTupa,
4ye BETEPUHAPHUSAT JIEKapCTBEH MPOAYKT € MPOU3BEXKa U ITPOBEPSIBA C IIOMOIIITA Ha
oOuionpueTy HayuyHu Metoau. [Ipu BbBEX1aHETO HA T€3U MPOMEHH Ce Cra3BaT

npoucaypure, nNpCABUACHU B Pa31€iI 3or HaCTOsIIaTa riiaBa.
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4. [Tpurexarenar Ha pa3pelIeHueTo 3a ThProBHsI rapaHTHpa, Ye KpaTKaTra XapakTepuCcTUKa
Ha IPOAYKTA, JINCTOBKATA U €TUKETA C€ aKTyaJIu3upar ¢ Orjie]l Ha HACTOSIIIUTE HAyYHU

IIO3HAaHMA.

5. 1o ce oTHacs 10 TeHEPUYHH BETEPUHAPHU JIEKAPCTBEHU MPOAYKTU U XUOPUTHU
BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH, TPUTEKATEIAT HA PA3PEUICHUETO 32 ThProBUs HE
IycKa Te3M MPOAYKTH Ha na3apa Ha Cbro3a, JOKATO HE U3TEUe CPOKBT 3a 3allMUTa Ha
TEeXHHYEecKaTa JOKyMEHTAIHs 3a pehepeHTHHs BEeTepHUHAPEH JIEKApCTBEH MPOAYKT,

onpezesneH B wieHoBe 39 u 40.

6. [IputexxaTenar Ha pa3pelIeHUETO 3a ThProBUs BIIMCBA B 0a3aTa JaHHU 3a IPOAYKTUTE
JaTUTE, HAa KOMTO pa3pelIeHUTE BETEPUHAPHM JIEKAPCTBEHU NMPOAYKTH Ca IIyCHATH Ha
naszapa, MH(GpOpMaIuaTa 32 HATMYUETO Ha BCEKU BETEpUHAPEH JIEKapCTBEH NMPOJYKT BbB
BCsKa CbOTBETHA JbprKaBa WICHKA, U, KAKTO € IPUIOKUMO, JaTUTE Ha IPEKPATSABAHETO Ha

I[GflCTBI/IGTO NI OTMCHAHCTO Ha CbOTBCTHUTC pa3pClICHUS 3a ThPIroBUs.

7. Ilo nckane Ha KOMIIETEHTHUTE OPraHU MPUTEKATEIUTE HA PAa3PELICHU 3a THPIrOBUSI UM
MIPEAOCTABAT NOCTaThYHU KOJIMYECTBA MOCTPH, 3a Ja MOXKE Ja CE U3BBPILUMA KOHTPOJI HA

CbOTBCTHHA BETCPUHAPCH JICKAPCTBCH IIPOAYKT, IIYCHAT Ha I1a3apa Ha Cnro3a.

8. ITo uckane Ha KOMIETEHTEH OpraH MPUTEXKATENAT Ha Pa3pEIICHUETO 32 ThPTOBUS
MIPEIOCTaBs TEXHUYECKH EKCIIEPTHU 3HAHUS C LIEJ J1a Ce YJIECHM MPHIaraHeTo Ha
AHAJIMTUYHMS METOJI 32 OTKPUBAHE HAa OCTaTh4YHU KOJIMYECTBA OT BETEPUHAPHUTE
JIeKapCTBEHU MPOAYKTH B pedepeHTHaTa Jadbopatopust B EBponeiickus cbro3, onpeeneHa

coriacHo Pernament (EC) 2017/625.
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9. Ilo uckaHe Ha KOMIETEHTHHSI OpraH WM Ha ATeHIUATa IPUTEKATEIAT HAa Pa3peLICHUETO
3a ThPrOBUS IIPEIOCTaBs, B IOCOYCHHS B TOBA UCKAHE CPOK, JAHHU, KOUTO JOKa3BaT, 4e

CHOTHOIICHUETO MECXKAY I10JI13aTa U pUCKa OCTaBa IMO3UTHUBHO.

10. [Ipurexarenar Ha pa3pelIeHueTo 3a ThProBHsl yBeIOMsIBa HE3a0aBHO KOMIIETEHTHUS
Opra, Ipel0CTaBUJI Pa3pELIEHUETO 3a ThbproBusl, wiu KoMucusra, KakTo € IpujIoKUMo, 3a
BCsKa 3a0paHa WM OTPaHUUYEHUE, HAJIOKEHO OT KOMIIETEHTEH OpraH WM OT OpraH Ha
TpeTa JAbprKaBa, U 3a BCSIKaKBa JIpyra HoBa HH(GOpMaLKs, KOSITO MOXKE /1a OKa)Ke BIUSHUE
BBpPXY OLIEHKAaTa Ha IOJI3UTE U PUCKOBETE OT yroTpedaTa Ha ChOTBETHUS BETEPUHAPEH
JIEKapCTBEH MPOAYKT, BKIFOUUTEIHO OTHOCHO PE3yITaTUTE OT IIPOLEAypaTa 3a

00paboTBaHe Ha CUTHAJIM, U3BBPIIECHA B ChOTBETCTBHE C WieH 81.

11. [IputexxaTenar Ha pa3pelIeHHEeTo 3a ThProBUs MIPEIOCTaBs HA KOMIIETEHTHHSI OPraH,
Komucusita unm AreHuusra, KakTo € MPHIOKUMO, B pAMKHUTE Ha TIOCOYEHHUS CPOK, BCUUKU
JaHHH, ¢ KOMTO pa3roJjara, OTHOCHO o0eMa Ha Mpo1axOUTe Ha CbOTBETHHS BETEpUHAPEH

JIEKapCTBEH MPOJYKT.

12. HpI/ITC)KaTeJ'IHT Ha paspCHICHHUCTO 3a TbPIrOBUsA BIIMCBA B Oa3ata AAaHHU 3a MIPOAYKTUTC

TroauniHusA 00eM Ha HpO)Ia)K6I/ITe 3a BCEKH CBOH BCTCPUHAPCH JICKAPCTBCH IIPOAYKT.

13. [TpuTexaTensT Ha pa3penIeHUETo 3a ThProBUs He3a0aBHO YBEIOMSIBA KOMIIETEHTHUS
opras, MpeI0CTaBUII Pa3peIICHUETO 32 ThProBusi, uiau KoMucusra, KakTo € MpuaokumMo, 3a
BCSIKO JICCTBHUE, KOETO MPUTEKATENISAT Bb3HAMEPsIBA J1a TIPEANpPUEME 3a IPEeKpaTsIBaHe Ha
THPIrOBUSTA C BETEPUHAPEH JIEKAPCTBEH MPOAYKT, IPEAH MPEAIPUEMAHETO HA ChOTBETHOTO

ﬂeﬁCTBHe, 3aeJHO C MOTUBHTE 3a TaKOBa ACHCTBUE.
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Ynen 59

Manku u cpednu npeonpuamust

B croTBeTCTBHE C HAallMOHAJTHOTO IIpaBO ABPKABUTE YICHKHU B3€MAT MOAXOAAIN MCPKHU 3a
NpeaoCTaBAHC HA I/IHq)OpMaHI/Iﬂ Ha MAJIKUTC U CPEAHUTE IIPEANIPHUATHA OTHOCHO CIIa3BAHETO Ha

HU3UCKBAHHWATA HA HACTOAIIWA PCTIIAMCHT.

PA3JET 3

ITPOMEHHU B YCJIOBUSITA HA PA3PEIIEHUSATA 3A ThPTOBUSA

Ynen 60

Iipomenu

1. Upes akToBe 3a n3nbiiHeHUEe KomucusTa ycTaHOBsIBa CIUCHK HA IPOMEHHUTE , 38 KOUTO HE
€ HeoOxo/1MMa OlleHKa . Te3 aKTOBe 3a U3IBJIHEHHE CE ITPUEMaT B ChOTBETCTBUE C

mpolLeayparta o pasriexkaaHe, mocoyeHa B wieH 145, maparpad 2.

2. HpI/I MMPUEMAHCTO Ha aKTOBCTC 3a U3IIBJIHCHUC, IIOCOYCHU B naparpa(b 1, Komucusra Bzema

npeaBua CJICAHUTE KPUTCPUU:

a) HGO6XOHI/IMOCTT3 OT Hay4YHa OLCHKA Ha MPOMCHUTE C LCJI Aa C€ YCTAHOBH PUCKDBT 3a

O6H.ICCTBCHOTO 3ApaBC WIIN3APABCTO HA JXKUBOTHUTEC, UJIK 3a OKOJIHATa CPEaa,

6) AaJii MPOMCHUTE 1€ C€ OTPA3AT BbPXY Ka4CCTBOTO, 0e30IMmacHOCTTa UIn

e(l)I/IKaCHOCTTa Ha BCTCPHUHAPHUS JICKAPCTBCH MIPOAYKT,
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B) AaJii MIPOMCHUTC HAJIaraT CaMO HC3HAUYUTCIIHU UBMCHCHH B KpaTKaTa

XapaKTCPUCTHKA HA ITPOAYKTA.

F) Jajii IPOMCHHUTE Ca OT aAMHUHHUCTPATHUBHO €CTECTBO.

Ynen 61

HpOM@HH , 3d KOounio He e Heobxoouma OYEHKA

1. Korato nanena mpomMsiHa € BKJIIOUEHA B CIIMCHKA, U3TOTBEH B ChOTBETCTBUE C uieH 60,
naparpad 1, mpurexarensT Ha pa3pelIeHUETO 32 ThPTOBUS OTpa3siBa Ta3u MPOMSHA,
BKJIFOUMTETHO KaKTO € MPIIOKUMO, KpaTkaTa XapaKTepUCTHKA Ha MPOJIyKTa, €TUKETa WIN
JIMCTOBKATa Ha €3UIUTE, IOCOUYCHH B WiieH 7, B 0a3aTa JaHHH 3a MPOJIYKTUTE, B CPOK OT 30

AHU CJICA MPUJIAraHeTo Ha MMOCOYCHATa IMpOMsIHaA.

2. HpI/I H606XOI[I/IMOCT KOMIICTCHTHHUTC OPraHd UJIM — KOI'aTO pa3pClICHUCTO 3a TbPIOBUSA C
BCTCPUHAPHUS JICKAPCTBCH IMMPOAYKT € IIPEAOCTABCHO 110 HCHTPAJIN3HUPAHATA ITpOoLECAYpa —
KOMI/ICI/IﬂTa, Ype3 aKTOBC 3a UBIMIBJIHCHUC, UI3MCHA PAa3pPCIICHHUECTO 34 THPIrOBHA B
CbOTBCTCTBHUC C IIPOMsAHATA, BIIMCAHA, KAKTO € IIOCOYCHO B Haparpa(b 1ot HaCTOAIINA
yjieH. Te3u akToBe 3a U3ITbIIHEHHE CE npuemMar B CbOTBECTCTBUC C ITpoLecaAypara 110

pasriexaane, mocoueHa B uieH 145, nmaparpad 2.

3. KomnereHTHHST opraH B pedepeHTHATa AbpikaBa YWiICHKa, UM B ClIydail Ha IPOMSIHA B
YCJIOBHSATA Ha pa3pelICHUE 3a ThPrOBUs 110 HAIMOHAJIHATA IPOLEypa KOMIIETEHTHHST
OpraH Ha CbOTBETHATA JIbpKaBa 4ieHKa, niau KoMucusTa, KakTo € IprIoK1uMo,
uH(pOpMHpa NPUTEkKATENS Ha pa3pellieHHETO 3a ThPrOBUS M KOMIIETEHTHUTE OPTaHU B
CBbOTBETHUTE JIbPKABH WICHKH 3a TOBa JaJId POMsHATa € 0JJ00peHa WM OTXBbpJIEHa Ype3

BMHCBaHE Ha Ta3u uHQopmalus B 0a3aTa TaHHH 3a MPOTYKTHUTE.
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Ynen 62

3asenenus 3a NpPpOMEHU, 3d KOUmo e Heobxoouma OUYEHKAa

1. Koraro JaacHa IpoMsaHa HE € BKIIFOUCHA B CIIMCBKA, U3IOTBEH B CbOTBECTCTBUE C YIICH 60,

naparpa(b 1, IMPUTECKATCIIAT Ha Pa3pCUICHUCTO 3a THProBUA 1oaaBa 3asABJICHUC 3a IIPOMsIHA,

3a KOSITO € Heo0X0AUMa OIEHKA, 1O KOMIIETEHTHHUS OPTaH, KOWTO € MPeI0CTaBUII

pa3peleHnueTo 3a ThProBUs WK 10 ATEHLHUATA, KAKTO € MPUIIOKUMO. 3asBIICHUSATA CE

moagaBat 110 CJICKTPOHCH ITBT.

2. 3asBIEeHUETO, MOCOYCHO B maparpad 1, chabpxka:
a)  ONMCAHHE Ha MPOMSHATA;
0) JaHHWTE, TOCOYCHU B WICH 8, OTHACSIIY CE JI0 IPOMSHATA;
B)  moapoOHa uHbopMaIus 3a pa3peuIeHusITa 3a ThProBUs, 32 KOUTO C€ OTHACS
3asIBJICHUETO;
r)  aKo mpoMsiHaTa BOJHU JI0 IPYTH MOCJIEBAIIY TPOMEHH B YCIOBUATA HA CHIIIOTO
paspelnieHue 3a ThProBUsl — ONMKMCAHKUE Ha MOCIEABAIINTE IPOMEHU;
1)  aKo IMpoMsIHATa 3acsira pa3pelleHus 3a ThProBUsl, MPEIOCTaBeHH IO MPoIlelypaTa 3a
B3aMMHO IIPU3HABAHE WJIM T10 JICLIEHTPaJIu3UpaHara mpoieaypa — CIUChK Ha
JBP’KaBUTE YICHKH, IPEAOCTABIIIA ChOTBETHUTE PA3PEIICHUS 32 THhPTOBUSL.
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Ynen 63

Tocnedsawu npomenu 6 ungopmayusama 3a npooyKkma

Koraro JaacHa IIpoMsHa HaJiara mocjacaBalin IIPOMCHH B KpaTKaTa XapaKTCpUCTUKa Ha IIPOAYKTa,
CTHUKCTa WK JIUCTOBKATA, IIPU Ppa3rjICKAaHCTO Ha 3asABJICHUCTO 3a ITPOMsHA TE3U IIPOMCHU CC

cyuTar 3a 4aCT OT NpoMsHaTa.

Ynen 64

Obeounssane Ha npomerume

Koraro npurexarensat Ha pa3pelIeHUETO 3a ThbProBUs MOJAaJE 3asiBICHUE 33 HAKOJIKO IPOMEHH,
KOHUTO HE Ca BKJIFOUCHH B CIIMCHKA, M3TOTBEH B CHOTBETCTBUE C wieH 60, maparpad 1, BbB Bpb3Ka ¢
€IHO ¥ CBUIO PA3pELICHHUE 3a THPTrOBUS, WM 33 €HA IPOMSAHA, KOSITO HE € BKJIIFOYEHA B IIOCOYCHHUS
CIIMCBK 10 OTHOLICHUE HA HAKOJIKO PAa3IMYHU Pa3pelIeHUs 32 TbPrOBHs, TO3U IIPUTEXKATEI HA

Pa3pCICHUCTO 3a ThbPIOBUs MOKE Ja IOAaZl€ €AHO 3asABJICHHUC 3a BCUUKU IIPOMCHHU.
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Ynen 65

Ilpoyedypa no cnooensine na pabomama

1. Korarto mpurexaresar Ha pa3pelieHueTo 3a ThProBUs 110/J1a/1€ 3asBJICHUE 3a €/IHA UIIH
HSIKOJIKO IIPOMEHH, KOUTO Ca UACHTUYHU BbB BCUUKU ChOTBETHU IbPKABU WICHKU U KOUTO
HE ca BKJIIOUYEHH B CIIMCHKA, U3TOTBEH B ChOTBETCTBHE C WwieH 60, maparpad 1, BbB Bpb3Ka
C HSIKOJIKO pa3pelleHUs 3a ThPTrOBUs, IPUTEKABAHU OT €IUH U ChLI IPUTEKATEN, U KOUTO
ca OMJIM MPEOCTaBEHU OT pa3IMYHU KOMIETEHTHH opraHu win ot Komucusra,
IIOCOYEHUAT MIPUTEXKATEN HA pa3pelleHHsITa 3a ThProBUsl [10/1aBa UJICHTUYHO 3asBJICHUE J10
KOMIIETEHTHUTE OpraHi BbB BCUUKU ChOTBETHU JAbP>KABH WIEHKH U, KOraTo € BKJIIOYEHA
IIPOMSIHA IO OTHOLIEHHE HA BETEPUHAPEH JIEKAPCTBEH MPOIYKT, pa3pelleH 10

LHCHTpaJIn3nupaHaTta npoueaypa — a0 AFCHL{I/IHTa.

2. Koraro Hsikoe OT pa3pelieHusTa 3a ThproBus, IOCOYeHH B maparpad 1 oT HacTosIIus
4JIEH, € NIPEJ0CTaBEHO M0 LIEHTpaIu3upaHaTa npoueaypa, AreHiusaTa npaBu olleHKa Ha

3asIBJICHUETO B ChOTBETCTBUE C MPOIIEypaTa, yCTAHOBEHA B WiEH 66.

3. Koraro auto CIHO OT pa3pClICHUATA 3a TbPTOBUS, IIOCOUCHU B r[aparpaq) 1 or HaCTOAIIUA
YWICH, HC € MTPEAOCTABCHO 10 HCHTPpAJIN3HUPpaHaTa IIPOLUCAYpPa, KOOpANHAIUOHHATA I'pyIia
IMoCTUTa CHIJIACHUEC U OIIPCALCIIA €AUH OT KOMIICTCHTHUTE OpraH, mpe€aoCTaBuIn
paspfiicHuATa 3a TbProBus, KOHTO Ja HarpaBy OLCHKA Ha 3a4BJICHUCTO B CbOTBETCTBHUEC C

IpoLeaypara, ycTaHOBEHa B UieH 606.

4, ‘{pe3 aKTOBe 3a m3nbiIHeHHe KoMucusara moxe Aa npruema HCO6XOI[I/IMI/IT6 pa3nopen61/1 BLB
BpPb3Ka C (bYHKI_[I/IOHI/IpaHeTO Ha npoueaypara 1o CrioacjigIHe Ha pa60TaTa. Te3u akTOBE 3a
HU3I'BJIHCHUEC CC MTPUCMAT B CbOTBCTCTBUE C ITpoH€aAypaTa 1o pasrickKaade, mocoycHa B

yien 145, naparpad 2.
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Ynen 66

Ilpoyedypa 3a npomenu, 3a KOumo e HeobX00UMa OYeHKa

1. AKO 3asBJIEHUETO 32 IPOMSAHA OTTOBaps HAa U3NCKBAHMATA, yCTAHOBEHU B WICH 62,
KOMIIETEHTHMSAT OpraH, ATr€HIMATA UM KOMIIETEHTHUAT OPraH, OIPEIEICH B
CBHOTBETCTBUE C WieH 65, maparpad 3, nin KOMIETEHTHHUAT OpTraH B pedepeHTHaTa
JbpKaBa YICHKa, KOraTo € IPUII0KUMO, TIOTBbPXKAABAT B paMKUTE Ha 15 qHU

IIOJIy4aBaHETO Ha BAJIMAHO 3asBJICHHUC.

2. AKO 3asBJIGHUETO € HeMbJIHO, KOMIIETEHTHUAT OpraH, ATeHIIUATa, KOMIETEeHTHUAT OpraH,
OTIpesielicH B ChOTBETCTBHUE € WIEH 65, maparpad 3, uiv KOMIIETEHTHHUAT OpraH B
pedepeHTHaTa IbpiKaBa WICHKA, KAKTO € TPUII0KUMO, U3UCKBAT OT MPUTESKATEISI HA
pa3peleHrueTo 3a ThProBUsl J1a MPEICTaBH JIMIICBaaTa HH(GOpPMAaLUA U JOKYMEHTAIIUS B

pa3yMeH CpOK.

3. KomnereHTHUST opraH, AreHIusITa Uil KOMIIETEHTHUST OpraH, OlpeieeH B
CBHOTBETCTBUE C WieH 65, maparpad 3, nin KOMIETEHTHHUAT OpTaH B pedepeHTHaTa
I'bpKaBa 4JeHKa, KaKTO € IPUI0KHUMO, IIPABST OLIEHKA Ha 3asBJICHUETO U U3TOTBSIT
CBhOTBETHO JIOKJIAJ 32 OLIEHKA WJIM CTAHOBHILE OTHOCHO IPOMSIHATA, B ChOTBETCTBUE C WIECH
33. JlokiaasT 3a OLIEHKA WM CTAHOBUIIIETO CE€ U3TOTBSAT B CPOK OT 60 JHU OT MoJydaBaHe
Ha BAJIUJIHO 3asBiIeHUE. B cityuail ue onjeHKara Ha 3asBJIEHHE N3UCKBA [I0OBEYE BpEME
nmopaau HErosaTa CJI0XKHOCT, CbOTBETHHUAT KOMIICTCHTCH OpraH UJIN AFGHHI/IﬂTa morart ga
YIBJKAT TO3H CpoK 10 90 HU, aKO € IPUII0KUMO B TakbB ciyuyail CbOTBETHUAT
KOMIIETEHTEH OpraH WK ATreHIMATa, KaKTO € MPUII0KUMO, MH(POpMUpPAT MpUTEKaTeNs] Ha

Pa3pCICHUCTO 3a ThbpPT'OBUSA 3a TOBA.
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4. B cpoka, nocouen B maparpad 3, CbOTBETHHUAT KOMIIETEHTEH OpraH WM ATEHIHTA, KAaKTO
€ MPUII0KUMO, MOKE Ja MOMCKAT OT IPUTEkATENs Ha pa3peIIeHUETo 3a ThProBus /1a
IIPEJCTaBU AOI'BJIHUTEIHA HHPOPMALIUs B OlIpeaeieH cpok. Jlo npencTaBsHETo Ha

JOMBIHUTETHATA HH(OPMaLIKA [TpoLieypaTa ce CIupa.

S. Korato cranoBuiero no naparpad 3 ce u3rorssi oT AreHiusTa, AreHIusaTa ro mperparia

Ha KoMucusTa 1 Ha mpuTexaTelns Ha pa3pelieHueTo 3a TbProBUs.

6. Koraro cranoBumiero, nocoueHo B naparpad 3 oT HaCTOSIIHUS WIEH, € U3TOTBEHO OT
AreHIuATa B ChOTBETCTBHE C WiIEH 65, maparpad 2, AreHIusATa ro npernpaiia Ha BCHUKH
KOMIIETEHTHH OPTaHH B CbOTBETHUTE IbPKaBH WieHKH, Ha Komucusita u Ha mpuTexaTess

Ha pa3pelieHNeTo 3a ThProBHsl.

7. Koraro noknaasT 3a olieHKa, Ioco4yeH B naparpad 3 oT HacTOSIIUS YiIEH, € U3TOTBEH OT
KOMIIETEHTHHMSI OpraH, 3a KOWTO € IOCTUTHATO ChITIACUE B CbOTBETCTBHE C WiIEH 65,
naparpad 3, UM € U3rOTBEH OT KOMIIETEHTHHSI OpraH Ha peepeHTHATa IbpKaBa YWICHKA,
TOM Cce u3Ipania Ha KOMIETEHTHUTE OpraHu BbB BCUYKU CHOTBETHH JIbPKABU YJICHKHU U HA

IMPpUTECIKATCIIA Ha paspClICHUCTO 3a TbPTOBUSI.

8. Koraro Hs1K0#1 KOMIIETEHTEH OpraH He € ChIIIACeH C OllEHKaTa, ocoueHa B maparpad 7 ot
HACTOAIIMS YJIEH, KOSTO € MOJIy4nJI, Ce IpuUiiara rmpoleaypara 3a npepasriex/iaHe,

Mpe/iBUJIEHA B UJieH 54.

0. B 3aBucumocT oT pe3ynTata oT npoiieaypara, npeasujeHa B naparpad 8, ako e
MIPUJIOKUMO, CTAHOBHUIIIETO WM JOKIAAbT 32 OIIEHKA, TIOCOYeHH B maparpad 3, ce

usnpamar He3a0aBHO Ha MPUTEIKATECIIA Ha Pa3pCUICHUCTO 3a ThPIrOBUA.
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10.

1.

B 15-nHeBeH cpok OT mojiyyaBaHe Ha CTAHOBHUIIETO MJIH JOKJIA/Ia 32 OLEHKA MPUTEKATEIAT
Ha pa3pelIeHueTo 3a ThPrOBUS MOXKE /12 TI0/1a/1e TMCMEHO MCKAHE 10 KOMIETEHTHHS
opras, AreHIusTa, KOMIETEeHTHUS OpraH, 3a KOWTO € IOCTUTHATO ChIJIacue B
CHOTBETCTBUE C WieH 65, maparpad 3 uin 10 KOMIETEHTHUS OpraH Ha peepeHTHaTa
IbpKaBa YiICHKA, B 3aBUCUMOCT OT MPHIJIOKUMOTO, 32 MPEPasTIIekKIaHe Ha CTAHOBHILETO
WM JOKJIa/1a 3 OL[CHKA. 3asBUTEINAT IPEeACTaBs MopoOHa 0O0CHOBKA C MOTHUBUTE 32
npepasriiekaHe Ha CTAHOBUILETO HA KOMIIETEHTHUS OpraH, ATeHIUATa WK
KOMITETEHTHHSI OpraH, 3a KOMTO € MOCTUTHATO ChIJIacHe B ChOTBETCTBUE C UJieH 65,
naparpad 3 WiIu 10 KOMIETEHTHHUS OpraH Ha pedepeHTHaTa AbpKaBa WICHKa, KaKTo €

IMPpHUII0KUMO, B 60-IIH€BCH CPOK OT IIOJIyd4aBaHC Ha CTAHOBHUIICTO UJIM AOKJIaAa 3a OLCHKA.

B 60-gHeBeH cpok OT moiydyaBaHe Ha 0OOCHOBKA C MOTHBHTE 32 UCKAHETO 3a
npepasriekaHe KOMIIETEHTHUST OpraH, AreHusTa, KOMIIETEHTHUAT OpraH, 3a KOHTo €
MIOCTUTHATO CHIVIACKE B CHOTBETCTBHE C WiIeH 65, maparpad 3, Wi KOMIETEHTHHUT OpraH
Ha pepepeHTHaTa JbpiKaBa WICHKA, KAKTO € MPUIIOKHUMO, IPEPA3TICKIAT €IEMEHTUTE OT
CTaHOBHUIIETO WJIM JTOKJIAJa 3a OLIEHKA, TOCOYCHH B UCKAHETO 3a MpepasriexkiaHe oT
MIPUTEKATENS Ha Pa3pelICHUETO 3a ThPrOBUSI, U IIpUEMaT Mpepas3rieaH0 CTAHOBUILE HIIN
JIOKJIaJ 3a olleHKa. KbM npepasriie1aHoTo CTaHOBUIIE UJIU KBbM JIOKJIa/1a 3a OLIEHKa ce

Inpujiarat OCHOBAaHHATA 3a HAIIPABCHUTC 3aKJIHOUCHUA.
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Ynen 67

Mepxku 3a npuknioueare Ha npoyedypume 3a NPOMeHU, 3a KOUMo e Heobxoo0uma oyenKa

1. B 30-gHeBeH cpok OT NPUKIIIOYBAHE HA MpolieaypaTa, IpeaBuieHa B WieH 66, u
MoJIy4yaBaHe Ha MBbJIHUTE NMPEBOJIM HAa KpaTKaTa XapaKTepUCTHKA Ha MPOJIYKTa, €TUKETa U
JIMCTOBKATa OT MPUTEKATENSI HA Pa3pPEIICHUETO 32 ThPrOBUs, KOMIETEHTHUST OpTraH,
Komucusita uiim KOMIETEHTHUTE OPTaHU B JbPIKABUTE WICHKH, U30POCHU B CHOTBETCTBHE
c wieH 62, naparpad 2, OykBa 1), KaKTO € MPUI0KUMO, U3MEHAT Pa3pelIeHUeTo 3a
THProBUS WK OTXBBHPIIAT MPOMSHATA, B ChOTBETCTBUE ChC CTAHOBHILIETO MJIM JIOKJIa/1a 3a
OIICHKA, TOCOYEH B WICH 66 U YBEIOMSBAT MPUTEKATEIS HA Pa3pEIICHUETO 32 ThPTrOBUS 32

OCHOBaHUsATA 3a OTXBBPJLAHETO.

2. B ciyuyaii Ha pa3penieHue 3a ThproBus Mo LEHTpalM3upaHaTa npouenypa, Komucusra
M3TOTBS MPOEKT 3a PelIeHHE BbB BPh3Ka ¢ MPOMsHATa. AKO MPOEKTHT 3a PEUICHHE HE € B
CHOTBETCTBUE ChC CTAHOBUIIETO Ha AreHiusTa, Komucusara npegocrass moapoOHO
00sICHEHHE C MOTHUBHUTE, ITOPAIN KOUTO HE CE € ChoOpa3miia ChC CTAaHOBHIIETO HA
Arennusta. Komucusita upes akToBe 3a U3MbJIHEHUE PUEMa PEIICHHUE 32 U3MEHEHHE Ha
pa3peleHreTo 3a ThProBUs WK 32 OTXBBPIISHE Ha MPOMsIHATa,. Te3u akToBe 3a
U3IIBJIHEHHE Ce IIPUEMaT B CbOTBETCTBHE C MIPOLIEAypaTa Mo pasriekiaHe, I0COYeHa B

yien 145, naparpad 2.

3. KomnereHTHUAT opraH Win KOMI/ICI/ISITa, KaKTO € IIPUJI0KUMO, He3a0aBHO yBCAOMABAT

MPUTEIKATCIIA Ha PAa3pCHICHUCTO 3a ThProBUA 34 USMCHCHHUETO HA PA3PCILICHUCTO.
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4. Komnerentausr opran, Komucusra, AreHnusra Win KOMIETEHTHUTE OPTaHU B JbpKaBUTE
YJICHKH, BKJIIOUYEHH B CIIHCHKA B CHOTBETCTBHE € WieH 62, maparpad 2, OykBa 1), KakTo €

IIPHUIIOKHUMO, AKTyaJIu3upaT CHOTBETHO Oasata JaHHH 3a IIPOAYKTHUTE.

Ynen 68

przazane HA NPpOMEHU, 3 KOUmo e Heobxoouma OUYEHKA

1. [IputexxaTenar Ha pa3pelIeHUETO 3a ThPIOBUS MOKE Ja IIPUIIOKH ITPOMSIHA, 32 KOSATO €
Heo0X0/1MMa OLIEHKA, CaMO CJIe/l KaTO KOMIIETEHTHHAT opraH win KoMmucusra, kakro e
MIPUIIOKHUMO, U3MEHSAT PEIICHUETO 3a NIPEI0OCTaBIHE Ha Pa3pelIeHue 3a ThProBUs
Cb0Opa3HO C MPOMSHATA, OTIPENEIAT CPOK 32 MPUIIATAHETO U YBEAOMST IIPUTEKATENS Ha

pa3pelIeHneTo 3a ThPTrOBHSI 32 TOBA, B ChOTBETCTBHE C WieH 67, maparpad 3.

2. ITo nckane Ha KOMIIETEHTECH OpraH WJIK Ha Komucwusira IMPUTCIKATCIIAT Ha pa3pCIICHUCTO 3a
TbProBu:Aa He3a0aBHO npeaoCTaBsd BCIKaKBa I/IH(bOpMaI_[I/IH, CBbp3daHa C IpUJIarane€To Ha

JlajieHa IPOMSHA .
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PA3IET 4
XAPMOHU3UPAHE HA KPATKUTE XAPAKTEPUCTUKHA
HA IIPOJIYKTH, 3A KOUTO CA ITPEJJIOCTABEHM PA3PEIIEHUSA

3A ThPI'OBUS ITIO HAIIUOHAJIHA ITPOLHEAYPA

Ynen 69
Obxeam Ha XapMOHUBUPAHEMO HA KPAMKUMe XapaKmepucmuKku

Ha 6emepuHapen 1ekapcmeen npooyKm

B cproTBeTcTBUHE C Mpolieaypara, npeaBuacHa B wieHoBe 70 u 71, ce U3roTBd XapMOHU3UpaHa

KpaTKa XapaKTCpUCTHUKA Ha IIPOAYKTa 3a:

a) pedepeHTHH BeTepUHAPHU JIEKAPCTBEHH MPOIYKTH, KOUTO UMAT €HAKHB KAUECTBEH U
KOJIMYECTBEH ChCTAB HA aKTUBHUTE BEIIECTBA U €IHAKBA (hapMalieBTH4IHa Gopma u 3a
KOUTO Ca MPEIOCTAaBEHU pa3pelieHus 32 ThPTOBUsI B CbOTBETCTBHE C WieH 47 B pa3IuyHu

ABbpPiKaBH YJICHKHU 3a CIMH U CBII ITPHUTCIKATCII Ha PA3PCUHICHHUC 3a ThPIOBUSI;

0) TeHEpUYHH U XUOPHUIHU BETEPUHAPHH JIEKAPCTBEHH MPOTYKTH.
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Ynen 70
Ilpoyedypa 3a xapmoHuzupare Ha Kpamxume XapaKxmepucmuky Ha npooyKmume

3a pegpepenmmuume eemepuHapHu 1eKapcmeenu npooyKmu

1. KomnereHTHUTE OpraHu MpeiocTaBsAT €KeroHO Ha KOOpIMHAIIMOHHATA IPyNa CHUChLU HA
pedepeHTHH BETEepUHAPHH JICKAPCTBEHH MPOAYKTH, KAKTO U KPAaTKH XapaKTePUCTHKH Ha
IIPOJYKTUTE, 32 KOUTO €a MPEJOCTABEHU PAa3pELIEHUS 3a ThPIOBUS B CbOTBETCTBUE C
yJieH 47, ako criopel KOMIIETEHTHHUSI OpraH Te ciie/iBa Ja ObJaT NpeAMeT Ha mpolieypara

3d XapMOHU3UPAHC HAa TCXHUTC KPATKU XapPAKTCPHUCTUKHU.

2. [Ipurexarenar Ha pa3pelIeHUETO 3a ThProBHs MOKE J1a IOAA/IE 3asiBIICHUE 3a IIPOoLeaypa
3a XapMOHU3MPaHE Ha KpaTKaTa XapaKTepHCTHUKa Ha peepeHTeH BeTePHHAPEH JIEKapCTBEH
IPOAYKT, KaTo MpeICTaBH Ha KOOPIUHALIMOHHATA IPyIa CIMChKA C pa3IMyHUTE
HaMEHOBAHMS Ha TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT U PA3IUUHUTE KPATKU
XapaKTepUCTUKU Ha MMPOIYKTH, 3a KOUTO € U3/IaJICHO pa3pelIeHHe 3a ThProBHs B pa3IMYHU

JbPKaBH YJICHKH B CbOTBETCTBHE C 4jieH 47.

3. Karo B3eMe npeBu/ CIUCHUUTE, IPEAOCTABEHH OT IBP>KABUTE WIEHKHU B CbOTBETCTBUE C
naparpad 1, UM eBeHTya HO 3asBJIEHUE, [TOJYYEHO OT MPUTEKATE Ha pa3pelieHue 3a
THProBUs B CbOTBETCTBUE € Maparpad 2, KOOpAUHALMOHHATA IPyTNa €XeroJHo U3roTBs U
yOJIMKyBa CIUCHK HAa pepepeHTHUTE BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, YUHTO KPATKU
XapaKTePUCTHUKU MOJUIekKAT Ha XapMOHU3UpaHe, U orpeness peepeHTHa JbpiKaBa UIeHKa

3a BCEKU ChOTBETEH peepeHTEH BeTepUHAPEH JIEKapCTBEH MPOIYKT.
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4. [Tpu U3roTBAHETO HA CHMCHKA HA peEePEeHTHUTE BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH,
YUUTO KPATKU XapaKTEPUCTUKH IOJIEKAT HA XapMOHU3HUpaHe, KOOpAMHALMOHHATA TpyIa
MOJKe J1a B3eMe pellieHHe 3a JaBaHe Ha IPUOPUTET Ha paboTarta I BbB Bpb3Ka €
XapMOHHU3UPAHETO HA KPATKUTE XapaKTEPUCTUKH HA IPOAYKTUTE, KATO B3e€Ma NIPEABU
NPENOPBHKUTE HAa ATCHIMATA 32 KJIAC UIIH Ipylna peepeHTHN BeTepHHAPHU JIEKAPCTBEHU
MPOAYKTH, KOUTO TPsAOBa Jja ObIaT XapMOHU3UPAHHU C IIeJ 3allUTa Ha 3PaBETO Ha Xopara
WM 3/1paBETO HA )KMBOTHUTE, MJIM HA OKOJIHATA CPeZa, BKIIFOUUTEIIHO MEPKH 3a

CMCKYaBaHE C LCJI MPECAOTBpATABAHC HAa pPUCKa 3a OKOJIHATa Ccpcaa.

5. [Tpu mouckBaHe OT KOMIIETEHTHUS OpraH B peepeHTHaTa JbprKaBa YWICHKA, T0OCOYEHA B
naparpad 3, npuTexaTesaT Ha pa3peleHueTo 32 ThProBUsI IPEAOCTaBs Ha
KOOp/AMHAIIMOHHATA TpyIa pe3loMe, B KOETO C€ YTOUHSABAT PA3IUKUTE MEXy KPaTKUTE
XapaKTepUCTUKH Ha MPOIYKTa, HETOBOTO MPEAJIOKEHHUE 32 XapMOHU3UpPaHa KpaTKa
XapaKTepUCTHKA Ha MPOJIyKTa, JUCTOBKATA U €TUKETa B ChOTBETCTBHE C WIEH 7,
MIOJIKPETIEHO OT ChOTBETHUTE CHILECTBYBAIIN JaHHU, [IPEICTABEHU B CbOTBETCTBUE C

YJIeH 8§ ¥ KOMTO UMAaT OTHOIIEHHE KbM CHOTBETHOTO IMPCIJIOKCHUC 3a XapMOHU3HUPAHC.

6. B cpok ot 180 nuu oT nonyyaBaHe Ha nH(OpManUATa, TOCOUYEHa B maparpad 5,
KOMITETCHTHHSIT OpraH Ha pedepeHTHATa IbpKaBa WICHKA IPOBEPSBa CJIe]] KOHCYJITAIUN C
MIPUTEKATEIS HA Pa3pEIICHUETO 3a ThProBUs JOKYMEHTHUTE, MPEJICTAaBEHNU B ChOTBETCTBUE
¢ maparpad 5, U3roTBsI IOKJIAJ ¥ TO TIPEICTaBs Ha KOOpJAUHAIMOHHATA TpyMa U Ha

MPUTEIKATECIIA Ha Pa3pCUICHUCTO 3a ThbPrOBUA.

7. Cren moy4aBaHETO Ha JJOKJIA/Ia, ako KOOPAWHAIIMOHHATA TPYIa MOCTUTHE KOHCEHCYC
OTHOCHO XapMOHHU3HWpaHaTa KpaTKa XapaKTCPHUCTHUKA Ha MTPOAYKTA, KOMIICTCHTHUAT OpPraH
Ha pepepeHTHATA JbpKaBa WICHKA OTOCISI3BA, Y€ € HAUIIE CIIOpa3yMeHHe, TPUKITI0OYBa
nporenypara, HHQOpMHpa MPUTEKATENS HA pa3pEIICHUETO 32 THPrOBUS 3a TOBA U Tpe/iaBa
Ha CBIIUS MPUTESKATEIN Ha pa3pelIeHue 3a ThPrOBHUs XapMOHU3UPaHaTa KpaTKa

XapaKTCPUCTHKA Ha IMTPOAYKTA.
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10.

1.

12.

[IpuTexaTenaT Ha pa3pelIEHUETO 3a ThProBUs IIPENOCTaBs HA KOMIIETCHTHUTE OpraHu Ha
BCSKa ChOTBETHA JbPKaBa YJICHKA HEOOXOJUMHUS IIPEBOJL HA KpaTKaTa XapaKTEepUCTHKA Ha
IIPOJYKTA, TUCTOBKATA U €TUKETUTE B CbOTBETCTBHE C YJICH 7, B PAMKUTE Ha CPOKa,

OIIPECACIICH OT KOOpAMHAIMOHHATa rpyia.

B pesynrar Ha ciopasyMeHHe B ChOTBETCTBHUE C naparpad 7 KOMIIETEHTHUTE OpPraHud BbB
BCSAKa ChOTBETHA JbpKaBa YJICHKA IIPOMEHST Pa3peIICHUETO 3a ThPrOBUS B CbOTBETCTBUE
ChC CIOPAa3yMEHHETO B CPOK OT 30 1HU OT MMOJIy4aBaHETO HA IIPEBO/A, [IOCOYEH B

naparpad 8.

KomnereHTHHAT OpraH B pedepeHTHATA IbpKaBa YWICHKA MpeANprHeMa BCHUKH
MOAXOSAIIN CTHIIKY C LI€JI IOCTUTaHE Ha CIIOPa3yMEHUE B PAMKHUTE Ha KOOPAMHALMOHHATA

rpymna npeayu Ha4yaloTo Ha MpollelypaTa, nocoueHa B naparpad 11.

Koraro He e mocTUrHaTo copasyMeHue nopajiu JIMIcara Ha KOHCEHCYC 3a IOCTUTaHeTo Ha
XapMOHHU3MpaHa KpaTKa XapakTepUCTHKA Ha MPOIYKTa e/ mocoueHuTe B maparpad 10 ot
HACTOSIIHMS WICH YCUJIHSI, Ce MpHJIara mpoleaypara 3a o3oBaBaHe Ha nHTepeca Ha Chro3a

B CHOTBETCTBUE C WicHOBE 83 u 84.

3a Jla CC MoAAbpiKa PaBHUIICTO HA XapMOHU3UPAHC Ha KpaTKaTa XapaKTCPpUCTHKA Ha
IMpOAYKTA, BCAKA 6’I>I[6HIa IIpoMsAHa Ha CbOTBETHUTEC PA3pPCIICHM 3a ThbprOoBHA CJIICABA J1a

6’[3}16 B CBbOTBCTCTBHE C IpoLCcaypaTa 3a B3aUMHO IIPU3HABaHC.
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Ynen 71
Ilpoyedypa 3a xapmoHuzupare Ha Kpamxume XapaKxmepucmuky Ha npooyKmume

3a 2eHepudHU U XUOPUOHU 8eMEePUHAPHU TIeKapCmMEeHU NPOOYKmu

1. Koraro nponenypara, nocouena B ujeH 70, € NPUKIIOYWIIA U € IOCTUTHATO CIIOpa3yMEHUe
3a XapMOHU3MPaHa KpaTKa XapaKTepUCTUKA 3a 1aJieH pepepeHTeH BeTepHHapEH
JIEKapCTBEH MPOJYKT, IPUTEKATEIUTE HA Pa3pELICHUs 3a ThPrOBUS C TEHEPUYHU
BETEpUHAPHU JIEKaPCTBEHH NPOJYKTH MPUCTHIIBAT, B CPOK OT 60 THU OT B3eMaHETO Ha
pELIEHUETO OT KOMIETEHTHUTE OPraHU BbB BCAKA Jbp)KaBa UJIEHKA U B CbOTBETCTBUE C
yjieH 62, KbM XapMOHHU3HUPAHE Ha CIEIHUTE pa3Jied Ha KPAaTKUTE XapaKTEPUCTUKU Ha
IIPOJYKTUTE 32 CbOTBETHUTE T€HEPUUHU BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH, CIIOPEL]

ciryJasi:

a)  BHJIOBE XMBOTHH, 32 KOUTO € IIPEIHA3HAUCH MPOIYKThHT;

0) kiIuHUYHA HH(OpPMANHS ChIIAacHO WieH 35, maparpad 1, Oyksa B);
B)  KapeHTEH CpOK.

2. Upes neporanus ot nmaparpad 1, B ciydaii Ha pa3penieHue 3a ThpProBus ¢ XuOpuaeH
BETEPUHAPEH JICKAPCTBEH MPOIYKT, MOJKPENIEH OT AOBIHUTEIHH NPEIKIUHUYHI
W3CJIE/IBAHMS WA KIMHUYHU W3MUTBAHUSA, ChOTBETHUTE pa3/Ie/id HAa KpaTKaTa
XapaKTepUCTHKA Ha MMPOJIyKTa, MocoYeHa B naparpad 1, He ce cuuTar 3a nojasexKaly Ha

XapMOHHU3UPAHE.

3. [Tpurexxarenurte Ha pa3pelieHus 3a ThProBUs ¢ TEHEPUYHU M XUOPHUIHU BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH rapaHTHpAT, Y€ KPAaTKUTE XapaKTEepUCTUKU Ha TEXHUTE MPOTyKTH

ca CXOJIHU IO CBIIECTBO C T€3U Ha pepepeHTHUTE BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH.
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Ynen 72
Jokymenmayus 3a onaseane Ha OKOIHAMA CPedd U OYeHKA HA PUCKA 3d OKOJHAMA Cpeda

3a HAKOU 8emMepUHAPHU NeKAPCMBEHU NPOOYKMU

CrnuchkbT, nocodeH B wieH 70, maparpad 1, He chabpka peepeHTHH BeTepUHAPHU JICKApCTBEHU
NPOAYKTH, pasperienu npean 1 okromepu 2005 T., KOUTO ca UACHTU(UIMPAHH KATO MOTSHIIUATHO

BpPCIHU 3a OKOJIHATa CpcJia U HC Ca onnmn npeaAMCT Ha OIICHKA Ha pUCKa 3a OKOJIHATa cpcaa.

Koraro pedepeHTHUAT BeTeprHapeH JIeKapCTBEH NPOAYKT € pa3pelleH 3a ThbproBus npeau 1
okToMBpH 2005 1. U € uaeHTUGHUIMPaH KaTo MOTEHIIMATHO BPEACH 3a OKOJIHATA Cpefia U He € Oul
MpeAMET Ha OLIEHKA Ha pUCKa 3a OKOJIHATA Cpea, KOMIIETCHTHHUSAT OpraH U3UCKBA OT MPUTEKATEIS
Ha pa3pelieHye 3a ThProBys J1a akTyallu3upa CbOTBETHATA JOKYMEHTAIUs 32 OKOJIHATa cpeaa,
nmocoveHa B wieH 8, naparpad 1, 6yksa 6), kaTo B3eMa IpeBU/I Mperiiea, ocoyeH B wieH 156, u,
aKo € MPHJIOKUMO, OLIEHKaTa Ha pUCKa 332 OKOJIHATA CPe/ia HAa TeHEPUYHUTE BETePUHAPHU

JIEKapCTBEHH MPOAYKTH Ha TaKUBa peepEeHTHH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH.

PA3IEJ S

DAPMAKOJIOTTYHA BAUTEJHOCT

Ynen 73

Cucmema 3a ¢papmaxonoeuuna 6oumennocm na Cvioza

1. JbpxaBute wieHkd, KoMmucusita, AreHusTa 1 npuTexareauTe Ha pa3perieHus 3a
TBHPTOBUA CU CBTPYAHHUYAT IIPU CH31aBAHETO U IMOANBPIKAHETO HA CUCTEMA 3a
¢dapmaxonornyna oaurenHocT Ha Cbio3a 3a U3MBIHEHUETO Ha CBbP3aHu C
(apmakosiornyHaTa OJUTEITHOCT 33aJjauu 110 OTHOIIEHHE Ha 0€30MacHOCTTa U
e(pUKaCHOCTTA Ha pa3pelIeHUTe BETEPUHAPHHU JIEKAPCTBEHHU MPOJIYKTH, C OTJIe]

rapaHTUPAHETO Ha IMOCTOSHHATA OICHKA Ha CbOTHOIICHUETO MCXKIY I10JI3aTa U PUCKA.
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2. KomniereHTHUTE Oprany, AT€HIMATA U IPUTEXKATEIUTE HAa Pa3pellieHus 3a ThPrOBUs

npeanpuemMar HeoOX0IMMHUTE MEPKH, 32 J1a OCUTYPAT CPEACTBA 3a ChOOIIaBaHe U

HacbpyaBaHC Ha CT>O6H_[aBaHCTO Ha CJICAHUTE IIpearnojaracMu He6HaFOHpI/IHTHI/I pE€aKkuuu :

a)

0)

n)

BCAKa OTpHULIATCIIHA U HCIIPCABHUACHA PCAKIIUA HAa ) KUBOTHO KbM BETCPUHAPHUA

JIEKapCTBEH MPOIYKT ;

BCAKa KOHCTaTUpaHa JIMIICa Ha e(bI/IKaCHOCT Ha JaJICH BETCPHUHAPCH JICKAPCTBCH
IPOAYKT CIEA IpUIaraHe€To My Ha )XKMBOTHO, HE3aBUCHUMO JaJId € UK HE B

CHOTBETCTBUEC C KpaTKaTa XapaKTCPUCTHKA Ha ITPOAYKTaA,

BCAKaKBH €CKOJOTMYHW MHIIUACHTH, Ha6JIIOZIaBaHI/I CJICH IpHUJIaraHeTo Ha

BETEPUHAPEH JIEKAPCTBEH IIPOAYKT BBPXY KUBOTHO;

BCsKa Bp€aHa pCaKu:A IIpHU XO0pa, U3JI0KCHH Ha JaJICH BETCPUHAPCH JICKAPCTBCH

IIPOAYKT,

BCHYKH CIIy4aH, P KOUTO B MPOIYKT OT KUBOTUHCKH MPOU3XOJI, € YCTAHOBEHO
Hajn4ure Ha PapMaKkoIOrHYHO AKTHBHO BEIIECTBO MJIM MAPKEPHO OCTATHYHO
BEIIECTBO, IPEBUIIABAII0 MAKCUMAIHUTE CTOMHOCTH Ha OCTAaThYHH KOJIUYECTBA,
onpexaeneHu B cboTBeTcTBHE ¢ Pernament (EO) Ne 470/2009, cnexn cria3BaHe Ha

OIPECACIICHUS KAapCHTCH CPOK;

BCHYKH IIpeAIIojJaracMu Ciiydau Ha IpCaaBaHC Ha I/IH(i)eKIII/IO'?uCH arcHT 4Ype3

BETEPUHAPEH JIEKAPCTBEH MPOAYKT;

BCAKa OTpHULIATCIIHA U HCTIPCABUACHA PCAKIIUSA HA ) KUBOTHO KbM JICKAPCTBCH IIPOAYKT

3a XyMaHHa ynotpeoa.

PE-CONS 45/18 RDY/rb 144

LIFE.2.B BG



Ynen 74

basza oannu na Cwio3a 3a ghapmaronocuunama 6OUmeIHocm

AreHuusTa, B CbTPYAHUYECTBO C AbP/KABUTE WIEHKHU, Ch3/1aBa U MOJAbprKa 0a3a JaHHU HA
Cnbro3a 3a papMakosoruyHa OJJUTETHOCT 3a JOKJIa/IBaHe U 3alIMCBaHE Ha MpeaIoaraeMu
HeOJIaronpusATHUA PeakLny, TOCOUYEHH B wieH 73, nmaparpad 2 (,,0a3a naHHu 3a
(apmakosoruyHa OTUTETHOCT "), KOATO BKJIIOYBA CHIIIO Taka HH(POPMALKs OTHOCHO
KBAJIM(HULHUPAHOTO JIMLE, OTTOBAPSILO 3a (PapMaKoJIOruyHaTa OJUTETHOCT, KAKTO €
II0COUYEHO B ujieH 77, maparpad 8, pedpepeHTHUTE HOMEpa Ha OCHOBHATa JOKYMEHTALUs B
cucremara 3a (apMakoJIOTH4Ha OJUTEITHOCT, PE3YITATUTE U IIOCIEICTBUATA OT
npoleaypara 3a 00paboTBaHE Ha CUTHAJIUTE, KAKTO U PE3YJITaTUTE OT UHCIIEKLIUUTE 32

(dapmakonornyHa OAUTETHOCT B ChOTBETCTBUE C WieH 126.

bazara nannu 3a q)apMaKonoquHa 6,Z[I/ITCJ'IHOCT € CBbp3aHa C 0a3ata JaHHH 3a

IIPOYKTUTE, IIOCOYEHA B WIEH 55.

AFCHIII/ISITa H3TOTBA B CbTPYAHHUYCCTBO C AbPIKABUTE YJICHKU U C Komucwusara

(GbyHKIIMOHATHUTE crienupuKauy Ha 6a3aTa JaHHH 32 papMaKkoJIOrH4YHa OUTETHOCT.

AFCHI_II/ISITa B3€Ma MCPKH I/IH(i)OpMaI_II/IHTa, KOATO CC C’LO6I_I_[aBa, Ja C€ BbBCXK/Ia B Oa3ara

JaHHU 32 (papMakoJIorMuHa OAUTEIHOCT U J1a € JOCThITHA B CbOTBETCTBHE C 4JieH 75.

Cucremara Ha 0a3zata JaHHH 3a (papMaKOJIOTHYHA OTUTEITHOCT CE Ch3/1aBa KaTo Mpeka 3a
o6pa60TKa Ha JaHHU, KOATO IMO3BOJIABA IPEAAaBaHC HA JaHHU MCKAY AbPKABUTC YJICHKH,
Komucusita, AreHiusTa v MpUTEKaTENUTE Ha pa3pelIeHus 3a ThproBus, 3a Jia ce
rapaHTUpa, 4e B CIy4ail Ha CUTHAJ, CBbP3aH C JJaHHUTE 3a (hapMaKoJIOTUYHA OJUTEITHOCT,
MoOTaT Ji1a ObJIaT pas3riielaHd BapUAHTH 32 YIIPABICHUE HA PUCKA M BCIKAKBH ITOIX OJISIIN

MEpKH, KaKTO € Moco4YeHo B uieHose 129, 130 u 134.
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Ynen 75

Jocmwvn 0o bazama dannu 3a papmaxonrocuyHa OOUMeIHoCm

1. KoMIieTeHTHHTE OpraHk UMaT II'bJICH JOCTHIT 10 0a3aTa JJaHHU 3a (hapMaKoJIOrnIHa
OIMTEIHOCT.
2. [TputexxaTenure Ha pa3pelIeHUs 32 THPTrOBUS UMAT JOCTHII 10 06a3ara JaHHH 32

(dapmakosornyHa OIUTETHOCT 110 OTHOIICHUE HA IaHHUTE, CBbP3aHH C BETCPUHAPHUTE
JIEKapCTBEHU MIPOAYKTH, 32 KOUTO MPUTEkKABAT Pa3peLICHUE 3a ThProBUs, KAKTO U 10
JPyTY HEMTOBEPUTEIHHU JaHHU, OTHACAIIM C€ 10 BETePUHAPHHU JIEKAPCTBEHU MPOJYKTH, 32
KOUTO HE IPUTEkKaBaT pa3pelieHre 3a ThProBUsl, JOTOJIKOBA, JOKOJIKOTO TOBA €
HEOOXO0JMMO 3a CIla3BaHe Ha TEXHUTE OTTOBOPHOCTH 3a (hapMaKoIOTH4HA OAUTEITHOCT,

KaKToO € IT0cCOoYeHO B ujaeHoBe 77 , 78 u §1.

3. OO0mecTBEHOCTTa UMa JIOCTHII /10 Oa3ara JaHHU 3a (hapMaKoJOTHUYHA OUTEITHOCT, 0e3 /1a
MOJKE J]a HaHACs IPOMEHU B ChIIbpIKaIlaTa ce TaM WH(OpMAIIHs, CaMO 10 OTHOIIICHUE Ha

cieqHaTa nHpoOpMaIms:

a)  Opoil u, Hali-KbCHO B PAMKHUTE Ha JIBE TOAWHHU OT ...[[laTaTa Ha IpUJlaraHe Ha
HACTOSIIHUS PErJIaMEHT ], pa3pOCTPaHEHUETO Ha ChOOILIEHUTE MPEAToIaraeMu
HeOJIaronpHusATHY peakluy Npe3 rojluHaTa ¢ pa30MBKa 110 BETEPUHAPHU JIEKAPCTBEHU
MIPOJYKTH, ’KUBOTUHCKH BUJIOBE U BHJI Ha MpeJrojaraeMara HeOaaronpusaTHa

peaKius;

0)  pesynaTaTuUTe M MMOCIEACTBUATA, HOCOUEHH B wieH 81, maparpad 1, KOuTo mpousTHyaT
OT Tpoleaypara 3a 00paboTBaHe HAa CUTHAJIM, U3BBPILIBAHA OT MIPUTEXATENs Ha
pa3peleHneTo 3a ThProBUs 3a BETEPUHAPHU JIEKAPCTBEHU MPOYKTH UM TPYIN

BETEPUHAPHU JIEKAPCTBEHU IIPOYKTH.
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Ynen 76

C‘bO6WCl@CIH€ u 3anuceare Ha npeOnOﬂaeaeMu He6fza20npwzmHu peakyuu

1. Komnerentaure opranu BnucBar B 6a3aTta 1aHHU 3a (apMaKoJIOTHYHA OAUTETHOCT BCUUKU
CHOOILIEHU UM Tpe/ojaaraeéMu HeOJaronpusTHU peakiii, HACTHIIIIN Ha TEPUTOPUSITA Ha
ChOTBETHATA IbpPKaBa WieHKa, B 30-7HEBEH CPOK OT MOJIy4aBaHETO HA ChOOIICHUE 32

IpeArnoaraeMaTa HeOJIaronpusITHa PeakLus.

2. [TpurexarennTe Ha pa3pelieHus 3a ThproBUs BIKMCBAT B 0a3aTa JaHHU 32
(bapMakoJIornyHa OIUTETHOCT BCUYKU ChOOIIEHN UM IIpeaIogaraeMyu HeOaaronpusTH
peaxkuuu, HaCThIIWIN Ha TepuTopusiTa Ha Chro3a WIK B TPETa AbprKaBa, UM KOUTO ca
myOJIMKYBaHH B HAyYHATA JINTEPATypa, KOUTO ca CBBP3aHU C TEXEH pa3pelicH
BETEpUHApEH JIEKapCTBEH NMPOIYKT, Oe3 3a0aBsiHe U He 0-KbCHO oT 30 1HU OT

MOJIY4aBaHCTO Ha C"bO6H_IeHI/Ie 3a MpcamojaracMara He6nar0anﬂTHa peaKnusi.

3. AreHnpATa MOXKE 12 U3UCKA OT IPUTEKATEI HA PA3PEILICHUETO 3a ThPIOBUS C
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH, PAa3pEIICHH 0 HEHTPAIM3UpaHaTa MpoLeaypa, i
NPOJyKTH, Pa3pelIeHN TI0 HAI[OHAJIHA IIPOLIeAypa, B CIIydan KOraTo Te IomaaaT B 00XBaTta
Ha [1030BaBaHe Ha MHTepeca Ha ChI03a, MOCOYEH B WieH 82, 1a crOepe crenupuyHn JaHHA
3a (papMaKoJIOrHYHaTa OJJUTETHOCT B IOMBJIHEHHE KbM JTAHHUTE, U30POEHHU B WieH 73,
naparpad 2, v a npoBeje u3cieaBaHus 3a HaOII0AeHHE cie]l TyCKaHeTo Ha rasapa.
AreHnusTa U3nara moApoOHO MPUIMHUTE 38 UCKaHETO, ONPEIeIIs TIOAXO IS CPOK U

YBEAOMABA 3a TOBA KOMIICTCHTHUTE OPraHU.

4. KoMmieTeHTHUTE OpraHy MOXKe JJa U3UCKAT OT IPUTEXKATEN Ha Pa3pEIICHUETO 3a ThPrOBUs
C BETEpUHAPHHU JIEKaPCTBEHU MPOIYKTH, pa3pellieH! 0 Hal[MOHAaIHa MpoLeaypa, 1a
cbOurpa crienraiHi JaHHU OTHOCHO (papMaKOJIOTrM4HaTa OIUTENHOCT , B JOBIHEHUE KbM
JaHHUTE, U30poeHH B WieH 73, maparpad 2, 1 J1a MpoBeXkaa U3CIeIBaHus 3a HabItoAeHne
Clie/l MyCKaHeTo Ha naszapa. KoMneTeHTHUAT opran nopoOHO MOcoYBa MPUIMHUTE 3a
MCKaHETO, OTPEEIs MOAXO0IAI] CPOK M YBEIOMSBA 3a TOBA OCTAHAINTE KOMIETEHTHH

OpraHul 1 ATeHuusITa.

PE-CONS 45/18 RDY/rb 147
LIFE.2.B BG



Ynen 77
3aovadcenus Ha npumedxcameis Ha pa3peUleHUemo 3a MvpPeosust

c 02neo Ha papmakonocuuHama HOUMeIHoCm

1. IIputexaTennre Ha pa3pelleHns 3a ThProBUs Ch3/1aBaT U MOAABPKAT CUCTEMA 3a
cbOUpaHe, CHIIOCTABSIHE U OLIEHKA Ha MHPOPMALUATa OTHOCHO MPEAINOIaracMHUTe
HEOJIaronpusATHNA PEaKLUH, CBbP3aHU C TEXHU Pa3pelIeHH BETEPUHAPHU JIEKAPCTBEHU
IPOAYKTH, KOSITO UM I103BOJISIBA J1a U3IBJIHABAT CBOUTE 3abJKEHH 32 (DapMaKoIOruYHa

OuTeNHOCT (,,cucTeMa 3a hapMakoJOorHyHa OTUTEITHOCT ).

2. [IputexxaTenar Ha pa3pelieHe 3a ThProBUs pasloara ¢ €uH Wiu IoBeue Habopu
OCHOBHA JOKYMEHTAIIHs B CHCTeMaTa 3a (papMaKoJoruyHa OAUTEITHOCT, B KOUTO C€ OMUCBA
noapoOHO cucTeMaTa 3a (papMakoJIOrHYHa OAUTETHOCT MO OTHOIICHHE Ha pa3pelIeHUTe 3a
yrnotpeba BeTepUHaApHH JIEKaPCTBEHH MPOIYKTH. 3a BCEKU BETEPUHAPEH JIEKaPCTBEH
MPOJYKT MPUTEKATEIAT Ha pa3pellieHUE 3a ThPTrOBUS pas3Iojara ¢ He oBe4e OT €IUH

Ha0Op OCHOBHA JIOKYMEHTAIIUS B CUCTeMara 3a (papMakosornyHa OTMTEITHOCT.

3. [Ipurexarensat Ha pa3pelIeHUETO 32 THPrOBUs OIIPEIEIS MECTEH WIH PETHOHAIICH
MIpPeICTaBUTEI 3a LIEJUTE Ha TIoJyyaBaHe Ha ChOOIIEHUS 3a Ipe/oiaraeMu
HEOIaronpusiTHU PEaKIuy, KOWTO MMa BH3MOXKHOCT Jia 00IIlyBa HAa €3UIIUTE Ha

CBbOTBCTHUTEC AbpPKaBU YICHKHU.

4. [IputexxaTenar Ha pa3pelIeHHETO 3a ThProBUs OTToBaps 3a (hapMaKoJIoTUyHaTa
OJIUTETHOCT 110 OTHOLIEHUE Ha BeTepUHAPHUS JIEKApCTBEH MPOYKT, 32 KOMTO NMa
paspelleHne 3a ThProBUsl, U U3BBPILBA CbC CHOTBETHUTE CPEJICTBA IIOCTOSIHHA OLIEHKA Ha
CHOTHOILIEHUETO MEX/1y M0JI3aTa U pUCKa Ha TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT U,

aKo € Heo0XO0AMMO, TIPEANPUEMa MOIXOSIIN MEPKH.

5. HpI/ITC)KaTCJ'IHT Ha paspCHlICHUCTO 3a TbProBUs CC c1,06pa35113a C 1106paTa IIpaKTHUKa 3a

(bapMaKOJ'IOF MYHa 6,[[I/ITCJ'IHOCT 3a BCTCPUHAPHU JICKAPCTBCHU NPOJAYKTHU.
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6. ITocpencTBoM akToBe 3a U3MbIHEHHE KomucusTa npremMa He0OX0IMMHUTE MEPKH 3a 100pa
MPaKTHUKA B 00J1acTTa HA (papMaKoJIOTrHYHATa OUTETHOCT 110 OTHOLICHUE Ha
BETEpUHAPHUTE JIEKAPCTBEHU MIPOAYKTH, KAKTO U OTHOCHO (pOopMara U ChIAbPKAHUETO Ha
OCHOBHATa JIOKyMEHTAallUs B crucTeMara 3a papMakoJIOrnyHa OIUTETHOCT U HEHHOTO
pestoMme. Te3u akToBe 3a U3IBIHEHUE CE IIPUEMAT B CbOTBETCTBUE C IIPOLEypaTa o

pasriexane, mocoyena B wieH 145, maparpag 2.

7. Koraro IIPUTECHKATCIIAT Ha PaspCUICHUCTO 3a THProBUA € BB3JIOKHUII 3aJa4l 110 OTHOIICHHUE
Ha (bapMaKonoquHaTa 6,Z[I/ITCJ'IHOCT Ha Tpe€Ta CTpaHa, CbOTBETHUTE JOIOBOPCHOCTHU
HOl[pO6HO CC OIMHUCBAT B OCHOBHATA NOKYMCHTALUA B CUCTCMATA 3a (papMaKonoqua

O TEITHOCT.

8. [Ipurexarensat Ha pa3pelIeHUETO 32 THPrOBUs [10COYBA €IHO UJIU HAKOJIKO
KBaJIM(pULIMpaHH JTUIA, OTTOBApSIILHU 32 (hapMaKoJIoruyHaTa OAUTEITHOCT , KOUTO J1a
W3ITBIHABAT 3aa4nTe, MpeABUAeHU B wieH 78. Te3n kBammduupanu JIuma >KuBesT u
pabotsT Ha TeputopusiTa Ha Chi03a, UMAT MOIXOIIATa KBATU(PUKALINS U Ca IIOCTOSTHHO
Ha pa3NoJIOKEHUE Ha IIPUTEXKATEIIS HA paspelieHue 3a Tbprosus. IIpurexarenar Ha
pa3peleHneTo 3a ThProBUs OIpeiess eIHO-eIMHCTBEHO TaKOBa KBaNU(UILIMPAHO JIULIE 32

BCiAKa OCHOBHA JOKYMCHTAaIUA B CUCTEMATA 3a q)apMaKOJIOFI/I‘IHa 6III/ITCJIHOCT.

9. [Tocouenure B wieH 78 3a7aun Ha KBaIU(PUIMPAHOTO JIULIE, OTTOBAPSIIO 32
(hapmakooruyHaTa OIUTETHOCT, IOCOYEHO B Maparpad OT HACTOSIIIHS YJIeH, MOTaT Ja
ObJaT BH3J0XKEHU Ha TPeTa CTpaHa, NpH Clla3BaHe HAa TOCOUEHUTE B ChIIMS naparpad
ycioBusA . B TakuBa ciiyuyau cbOTBETHUTE JJOTOBOPEHOCTH MOAPOOHO CE OMUCBAT B
JIOTOBOpA M C€ BKJIFOUBAT B OCHOBHATA JOKYMEHTAIMS B CHCTEMATa 3a papMaKoJIOTHIHA

OIMTETHOCT.

10. HpI/I HGO6XOI[I/IMOCT Bb3 OCHOBA Ha OIICHKATa HAa JaHHHUTC OTHOCHO (I)apMalconoquaTa
6I[I/ITCJ'IHOCT MPUTEKATCIIAT HA PA3pCHICHUCTO 3a ThbProBUs I1OJaBa 0e3 HCHYXKHO 3a0aBsSHE
3a4BJICHUC 34 IIPOMsAHA B YCJIOBUATA HAa pa3pCIICHUETO 3a TbProOBUA B CbOTBECTCTBUE C

e 62.
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11. [Tpurexxarenar Ha pa3pelIeHueTo 3a ThProOBHsl HE MPaBH MyOIMYHN ChOOIIEHUS OTHOCHO
(apmakosiornyHaTa OUTEITHOCT BbB BPBh3Ka C BETEPUHAPHUS CH JIGKAPCTBEH MPOIYKT, O€3
IIPEIBAPUTEIIHO WM €IHOBPEMEHHO J1a YBEIOMH 33 HAMEPEHUETO CU KOMIIETEHTHUS
Opras, KOMTO € IPEJOCTaBUJI Pa3pELICHUETO 3a ThPrOBUs, WK ATCHIHATA, KAKTO €

IIPUIIOKHUMO.

[Tpurexarenar Ha pa3pelIeHueTo 3a THProOBHs FrapaHTUPa, Y€ OJ00HO MyOINYHO

C’LO6H_I€HI/IG CC Mpe€acTaBsa O0OEKTUBHO U HE € noABCXKIAaIlo.

Ynen 78

Kesanuguyuparno nuye, omeosapawo 3a ghapmaxorocuunama OOUmMerHocm

1. [TocouenoTo B wieH 77, naparpad 8 kBaaupUIIUpPaHO JIUIE, OTTOBAPSIIO 32

q)apMaKOJ'IOI‘I/ILIHaTa 6,Z[I/ITCJ'IHOCT, rapaHTupa U3IbJIHCHUCTO HAa CICAHUTC 3alavuu:

a) HU3TOTBAT U NOAABPIKAT OCHOBHATA JOKYMCHTALIUA B CUCTCMATA 34 (I)apMaKonoquHa

OUTEIHOCT;

0)  nmaBaT pedepeHTHH HOMEpa Ha OCHOBHATA JJOKYMEHTAIUs B CHCTEMATa 3a
(hapmakooruyHa OIUTEITHOCT M ChOOIIaBaT TO3M pedepeHTeH Homep B O6a3aTa

JaHHHU 3a (l)apMaKOJ'IOFI/ILIHa 6III/ITCJ'IHOCT 3a BCCKU MMPOAYKT ;

B) YBCAOMABAT KOMIICTCHTHUTE OPraHu U AFCHHI/ISITa, KaKTO € MMPHUIIOKUMO, 3a MACTOTO

Ha JIEHHOCT ;

F) Cb3JaBaT U NMoAABPIKAT CUCTEMA, YPE3 KOATO CC rapaHThpa, 4€ BCUIKU
npeamnojaaracMmn HC6HaFOHpI/I5{THI/I pcaKkuuu, C’bO6H_IeHI/I Ha INPUTCIKATCIIA Ha
Pa3speiCHUECTO 3a ThpPrOBHUsA, CC C’b6I/Ip8.T H 3aIliuCBaT, Taka 4c I/IHCI)OpMaI_[I/IHTa Ja

6’[3]16 AOCTBIIHA B ITOHE €IUH ITYHKT Ha TCPUTOPUATA HA Cmosa;
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o)  cbOupaT choOIICHUATA 3a MpearoIaraeMyu HeOIaronpusITHA PeakLuH, TOCOUYCHH B
qieH 76, maparpad 2, npu HeoOX0IMMOCT U3BBPIIBAT OIIEHKA HA T€3U CHOOIIECHUS 1

I'Y BIIKCBAT B Oa3ara JaHHH 3a (bapMaKOJ'IOFI/I‘IHa 6III/IT6J'IHOCT;

e) oOe3mneuaBaT M3yepriaTesieH U ObP3 OTTOBOP HA BCSIKO MCKAaHE OT CTpaHa Ha
KOMITETCHTHUTE OPTaHH UM Ha ATCHIUSTA 32 JOMBIHUTETHA HHpOpMAaIIHs,
Heo0X0/1MMa 3a OIIeHKaTa Ha ChOTHOLICHUETO MEX/Ty 10JI3aTa U PUCKA OT JaJICH

BETEpPUHAPEH JIEKAPCTBEH MPOAYKT ;

}K) IpeaoCTaBAT Ha KOMIICTCHTHUTE OpraHyd UK Ha AFGHHI/IﬂTa, KaKTO € IIPUJI0KHUMO,
BCAKa apyra I/IH(l)OpMaHI/DI, KOATO € OT 3HAYCHHUC 3a YCTAHOBABAHCTO HA IIPOMAHA B
CbOTHOICHUCTO MCKAY I10JI3aTa U pUCKa OT Aa/ICH BETCPHUHAPCH JICKAPCTBCH
IMPpOAYKT, B TOBA YHUCJIO I_ICJIGC’[>O6paSHa I/IH(1)OpMaI_II/I${ OTHOCHO HU3CJICABAaHHA 3a

Ha6J'IIOI[eHI/Ie CJICH ITYCKAHCTO Ha I1a3apa,

3)  mpwiaraT mpoleaypara 3a 00padoTBaHe HAa CUTHAJIMTE, MOCOYEHA B WwieH 81, u
rapaHTupaTr HAJIMYUCTO HAa BCUYKU JOTOBOPCHOCTH 3a U3IIbJIHCHUEC Ha

OTTOBOPHOCTHUTE, IOCOYEHU B wieH 77, maparpad 4;

I/I) YIIpaKHABAT HAA30P Ha CUCTECMATA 34 (bapMaKonoquHa 6,Z[I/ITCJIHOCT U rapaHnTupar,
4cC IMpH HYy>XJ1a CC U3TOTBA U IMpUjIara noaAxXoasall IjIaH 3a IPEBAaHTHBHU WA
KOPCKTHBHHA )ICI\/'ICTBI/ISI, a aKo € HCO6XOI[I/IMO, rapaHTUpPaT BbBCIKAAHCTO HA IPOMECHU

B OCHOBHATa JIOKyYMEHTAIlMs B cUcTeMaTa 3a (papMaKoJOTrH4Ha OAUTEITHOCT;

fI) oCUrypsBaT HCIPCKbCHATO o6yquI/Ie Ha BCUYKU CIIYKUTCIIN HA IIPUTECKATCIIA HA
Pa3spCICHUCTO 3a ThbpPpTrOBHUA, YIACTBAIIIX B U3BbPIIBAHCTO Ha JIEHHOCTUTE TI0

(hapmakosoruyHa OAUTEITHOCT;

K)  ChOOIIaBaT HAa KOMIIETEHTHUTE OPTaHU U Ha ATEHIMATA 3a BCSIKA PETryIaTopHa
MspKa, IPEIpUeTa B TPETa IbpKaBa U CBbp3aHa C IaHHU OTHOCHO
(bapmakonornyHa OAUTETHOCT, B 21-IHEBEH CPOK OT MOIY4aBaHETO HA TaKaBa

nHpopmanus.
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2. KBanuduuupanoTo nuiie, mocoueHo B uieH 77, maparpad 8, e TuIeTo 3a KOHTaKT 3a
IIPUTEKATEIIS Ha Pa3peLICHHE 3a ThPTrOBUS 110 OTHOIIEHUE HA MHCIIEKIUUTE 3a

(dhapmakogoruyHa OUTEITHOCT.

Ynen 79
3aovadxcenus na KomnemenmHuume opeanu U Ha Aeenyusama

¢ 02neo Ha apmaronocuunama 6duUmMenHocm

1. KomnerenTHUTE Opranu onpeAessT HeoOXOAUMUTE MPOLEAYPH 3a OLEHKA Ha PE3yJITaTUTE
U TOCJIEAICTBUATA OT MpoLeaAypaTa 3a 00paboTBaHe Ha CUTHAINTE, BIIUCAHU B Oa3aTa JaHHU
3a (hapMaKoJIOTHYHA OIUTEITHOCT B ChOTBETCTBHE C WieH 81, maparpad 2, KakTo u 3a
CHOOIICHN UM TIPEAIIoNIaracMu HeOJIarONpUsATHH PEAKIMH, PA3TIIeKIaT BAPUAHTH 32
yIIpaBJIeHUE HAa PUCKOBETE U MPEANPHUEMAaT BCUUKU MOAXOIAIIN MEPKH, IPEBUIECHH B

yineHoBe 129, 130 u 134, no oTHOIIIEHHE HA pa3pelICHUsTa 32 ThProBUsL.

2. KommnerenTHUTE Opranu MOXe Ja HaJIoKaT CIeIHAIHA U3UCKBAHUS HA BETEPUHAPHUTE
JIEKapy U Ha JAPYTUTE 3[ApaBHU CHELUAINCTH 3a ChOOIIaBaHEe Ha MpeAroIaraeMu
HEOJIaronpusATHH peakluu. ATeHIUATa MOXKE J1a OpraHU3Mpa CPELd UM MpeXka 3a TpyIu
BETEPUHAPHU JIEKapHU WK APYTU 3APABHU CIEIUATUCTH, aKO ChIIIECTBYBa KOHKPETHA
HEO0OXOMMOCT 3a ChOMpaHe, ChIIOCTABSIHE U aHAIN3 HA KOHKPETHU JaHHU, CBBP3aHU C

(hapmakooruyHaTa OAUTEITHOCT.

3. KomnerenTHuTe opranu 1 AreHuusTa npaBsT 00IIECTBEHO JOCTHITHA IsIaTa ChLIECTBEHA
uHpopManus 3a HeOIaronpHUsITHU PeaKkiuy, CBbP3aHU C YIIoTpedaTa Ha BeTepUHapeH
JIeKapCTBEH MPOAYKT. ToBa ce U3BBPIIBA CBOEBPEMEHHO Upe3 BCIKAKBU OOIIECTBEHO
JOCTBHITHYU CPEACTBA 3a KOMYHHUKAIUS C MPEABAPUTEITHO WIHM €JHOBPEMEHHO YBEIOMIICHHE

Ha [IPUTEXKATels] Ha pa3pelieHUe 3a ThProBUs.
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4. KoMniereHTHHTE OpraHu poOBEPsIBAT CIIA3BAHETO OT CTpaHa HA MIPUTEKATENNTE Ha
pas3pelieHus 3a ThProBHs Ha M3UCKBAHHATA BBB BPb3Ka ¢ (papMaKoJOoruuHaTa OAUTEIHOCT,
OINPEJEICHU B HACTOSAILMS pa3/iell, Ype3 KOHTPOJI U MHCIIEKIUU CBhIJIACHO IPEIBUICHOTO B

yieHoBe 123 u 126.

5. AreHnusTa onpeseins He0OOXOIUMUTE MPOLETYPHU 3 OLICHKA HAa ChOOIIEHH I
npeamnojaaracMmn He6HaI‘OHpI/I$ITHI/I PCaKkiu BbB BPb3Ka C BETCPUHAPHU JICKAPCTBCHU
IIPOAYKTH, pa3pelIeHu 10 [eHTpaTu3upaHaTa npolenypa, u npenopbusa Ha Komucusita
MEpKH 32 yIpaBlieHHe Ha puckosere. Komucusra npeanpuemMa BCHUKH HEOOXO0AUMU
MEpKH, npeaBuacHU B wieHoBe 129, 130 u 134, no oTHoLIEHUE HA pa3pelleHusTa 3a

THPIOBHSL.

6. KomnieTeHTHUAT opran uiu AreHuusTa, Crope] cilydas, MOKe I10 BCAKO BpEME J1a IIOUCKa
OT IIPUTEXKATEI Ha pa3peLIEHUETO 3a ThProBUs Ja IPEICTaBU KOIKE OT OCHOBHATA
JOKYMEHTAIMs B cucTeMara 3a (papmakosoruyna oaurennoct. [lpurexxaTenst Ha
pa3peleHneTo 3a ThProBus IIPEA0CTaBs TOBA KOMKE HE IMO-KbCHO OT CEIEM JTHU OT

IMOJIy4aBaHC Ha UCKAHECTO.

Ynen 80

ﬂeﬂezupane Ha 3a0a4u om KOMNemeHmeH opean

I. KomnerenTen opran Moxe 1a ejerupa Besaka OT Bb3JI0KEHUTE MYy 3aJ1a4H, [IOCOYCHU B
yjieH 79, Ha KOMIIETEHTEH OpraH B pyra JIbpKaBa WIEHKa, TP YCIOBUE Y€ MOJIyUn

MUCMEHOTO MY CbIJIaCHUC.

2. JlenerupamusaT KOMIETEHTEH OpraH NucMeHo yBenoMsaBa Komucusra, AreHuusra u
JIPYTUTE KOMIIETEHTHU OPTaHu 3a JIeJIETUPaHeTo, MOCOYEeHO B maparpad 1, u myOaukyBa

Ta3u uHpopmanus.
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Ynen 81

Ilpoyedypa 3a obpabomeane na cuenanu

1. [IputexxaTenure Ha pa3pelieHus 3a ThbProBuUs MpuiaraT npoieaypa 3a oopadoTBane Ha
CUTHAJIM 32 CBOUTE BETEPUHAPHHU JIEKAPCTBEHH MPOIYKTH, aKO € HE0OX0AUMO, KaTO B3eMat
NpeIBU/I JAaHHUTE 3a MPOAAKOUTE U APYTrH OTHOCUMH JaHHHU, CBP3aHU C
(dapmakoornyHaTa OAUTEIHOCT, 32 KOUTO Pa3yMHO MOXE Jla CE OYaKBa, U ca UM
M3BECTHU U KOMTO MOTaT J1a ObJIaT MOJIe3HU 3a Ta3u Mpolieaypa 3a o0paboTBaHe Ha
curHaiy. Te3u JaHHM MOTaT Ja BKJIIOYBAT HayyHa HHGOpMaIus, MOJdydeHa OT Mperieau

Ha Hay4yHaTa JuTepaTypa.

2. Korato B pe3ynTaT ot nporieaypara 3a o00paboTBaHe Ha CUTHAJIUTE C€ YCTAHOBH MPOMSIHA B
CHOTHOIIICHUETO MEX/Iy 110JI3aTa U PUCKA UM HOB PHUCK, IPUTEKATEIUTE HA Pa3pEIICHUS
3a THPrOBUS YBEJIOMSBAT 3a ToBa Oe3 3a0aBsHE M HE MO-KBCHO OT 30 THH KOMIICTEHTHHUTE
OpraHy WM AreHIusTa, CIOpe] ciyJasi, U peArnpueMaT Heo0X0AUMHUTE AEUCTBUS B

CHOTBETCTBUE C wieH 77, maparpad 10.

HpI/ITC)KaTeJIHT Ha pa3spClICHUECTO 3a TbPTOBUS BIIMCBA, HaM-MaJiKO BEIHBX I'OJUIIHO,
BCHUYKHU PE3YJITATH U IIOCICACTBUA OT IIpOLCAYypaTa 3a O6pa6OTBaH€ Ha CUTHAJIUTC,
BKIIFOYUTCIIHO 3aKJIIOYCHUECTO 3a CbOTHOMICHUCTO MCXKY MOJI3aTa U pUCKa, U aKO €
IMPHUIIOKUMO, ITO30BaBAHC HA CbOTBCTHATA HAyYHA JIMTEpATypa B Oazara JaHHH 3a

(hapmakosoruyHa OAUTEITHOCT.

B cnydaii Ha BeTepuHapHU JIEKapCTBEHH MPOJYKTH, TIOCOUYEHU B WwieH 42, maparpad 2,
OyKBa B), IPUTEXKATENIAT HA Pa3pelIeHNeTo 3a ThProBHsl BIMCBA B 0a3aTa JJaHHM 32
(dapmakosornyHa OAUTETHOCT BCUUKHU PE3Y/ITATU U MOCIEICTBUS OT MpoLeaypaTa 3a
00paboTBaHe Ha CUTHAJIUTE, BKIFOUUTEIHO 3aKJIFOYEHNUE OTHOCHO ChbOTHOILIEHUETO MEXTY
1oJI3aTa U PUCKa, M aKo € MPUII0KHUMO, T030BABaHE HAa ChOTBETHATA Hay4yHa JIUTepaTypa B

CbOTBCTCTBUC C HCCTOTATA, ONIPCACIICHA B PA3PCIICHUCTO 3a ThPrOBUs.
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KomnierenTHuTE Opranu 1 AreHuusITa MOraT /1a pelaT /1a U3BbpIIBaT LiejeBa npoleaypa
3a 00pa0OTBaHE Ha CUTHAIUTE 3a JIa/IeH BETEPHUHAPEH JICKapCTBEH MPOAYKT UM Ipyma OT

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH.

3a nenute Ha naparpad 3 AreHuusTa U KOOpIMHAIIMOHHATA TPYIa CIOJCIAT 3a/1a4uTe,
CBBP3aHHU C IIeJIeBaTa Mpoleaypa 3a 00paboTBaHe Ha CUTHAJINTE, M ChbBMECTHO M30MpaT 3a
BCEKH BETEPUHAPEH JIEKApPCTBEH NPOAYKT WM IpyIa BETEPUHAPHU JIEKAPCTBEHU ITPOYKTH
Jalid KOMIETEeHTEeH OpraH Wi ATreHIusATa 1a OTToBaps 3a Takasa LiejeBa mpolieaypa 3a

o0paboTBaHe Ha CUTHAIUTE (,,BOJCII OpraH-).

[Ipu uzbopa Ha Bojen] opran AreHuusTa ¥ KOOpJAUHAIIMOHHATA TPyIa B3eMaT PEIBHU

CIIPaBENINBOTO Pa3IpeeICHUE Ha 3aJauuTe U n30sreaT Ayoaupane Ha paboTara.

KoraTo komnerenTHUTE Opranu win KomMucusaTa, KakTo € IPHIOKUMO, CYUTAT, Y€ ca
HEOOXOUMHU TIOCJICIBAIIN JCHCTBHUS, TE IPEANPUEMAT MOAXOSAIIN MEPKHU ChIIIaCHO

npenBuIeHoTO B uiaeHose 129, 130 u 134.
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PA3JET 6

IIO30BABAHE HA HHTEPECA HA CBIO3A

Ynen 82

Obxeam na nozoeasanemo Ha unmepeca Ha Cwio3a

1. Koraro ce 3acsra uatepechT Ha Cbio3a — U IO-CHEIMAIIHO UHTEPECUTE HA OOIIECTBEHOTO
3/lpaBe WU 3paBETO Ha )KUBOTHUTE, WIIK HA OKOJIHATa CPella BbB BPb3Ka C KAYECTBOTO,
0€30MacHOCTTa WK e(PUKACHOCTTA Ha BETEPUHAPHH JICKAPCTBEHH MTPOAYKTH,
MIPUTEKATENAT HA Pa3pEIICHUETO 3a ThPrOBUSA, €AUH WM [TOBEYE OT KOMIIETEHTHUTE
OpraHU B €JlHa UJIU MOBEYE Ibp>KaBU WieHKH nin KoMmucusara Moxe 1a u3noxar
OIIaceHUsATa CU Npea ATeHIMATA 3a IpUIaraHe Ha npoleaypara, IpeBuieHa B uwieH §3.

SIcHOo ce mocouBa BBIIPOCHT, KOHTO MMpCAU3BUKBA OIIACCHMUA.

2. HpI/ITC)KaTeJ'IHT Ha paspCHICHHUECTO 3a TbProBUA, CbOTBECTHUAT KOMIICTCHTCH OpraH UJIN

Komucusra HH(bOpMI/Ipa 3a TOBA CbOTBCTHO OCTAHAJIUTC 3aMHTCPCCOBAHU CTPAHU.

3. Komnerentaure OpraHu B AbP7KaBHUTC YICHKH U NPUTCKATCIUTC HA Pa3pCUICHUCTO 3a
ThpPTOBHA U3IIpaIIaT Ha AFGHHI/ISITa 10 HEMHO HCKaHEe osjiaTa HaJIM4Ha I/IH(l)OpMaIII/Iﬂ 1o

BBIIPOCA, 110 KOHTO ce IIpaBH IO30BABAHC HA UHTCPECA HA Cnro3a.

4, AFCHI_II/ISITa MOZKC da OTpaHN4H IIO30BABAHCTO HA UHTCPECA HA Cnro3a A0 KOHKPCTHHU 9aCTHU

OT YCJIOBUSATA HA pa3pCIICHUCTO 3a ThbpTOBUL.
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Ynen 83

IIpoyeoypa 3a nozoeasarne nHa unmepeca na Cvroza

1. AreHuusTa nmyOJaMKyBa Ha CBOsI yeOcallT uHpopMaIys, ye € HallpaBeHo M030BaBaHe B
CHOTBETCTBUE C WIEH 82, U MPUKAHBA 3aMHTEPECOBAHNUTE CTPAHU J1a U3PA3AT CTAHOBUIATA

CH.

2. AreHIUATa OTIPaBs UCKaHE KbM KOMHUTETA, TOCoYeH B wieH 139, na pasrieaa nocraBeHus
BbIIpoc. KOMUTETHT MpecTaBs MOTUBUPAHO CTaHOBHIIE B 120-THEBEH CPOK 110 BBIIPOCA,
MpeACTaBeH Ha BHUMAaHUETO My. KOMHTETHT MOXe a2 YABJDKU TO3U CPOK C HE IMIOBEUE OT
60 1HM, KaTo B3eMe MPEBU CTAHOBUILATA HA IPUTEKATEIUTE HA PA3PELICHUS 3a

THProBUs, 3aCETHATH OT IPOLEAYpATa.

3. IIpenu na npencTaBu CTAHOBULIETO CH, KOMUTETHT J1aBa Bb3MOXKHOCT Ha ChOTBETHUS
IIPUTEXKATEN HA Pa3pelIeHUETO 3a ThPTroOBUs J1a MPE/ICTaBH 0OSICHEHHsSI B ONPEIEIEH CPOK.
KoMmuteTbT MOXE Ja cripe cpoka, nocouyeH B naparpad 2, 3a 1a MOXKE CbOTBETHUST

MIPUTEKATEN HA PAa3pEUICHUETO 33 THPTOBUS JIa IIOATOTBU OOSICHEHUSATA CH.

4, 3a PpasriICxKAaHeTO Ha BBIIPOCAa KOMUTCTHT OIIPCACIIA CANH OT CBOUTC YICHOBC 3a
JOKJIaI4YHK. KoMuteTsT MOXKE Ja onpeacin HE3aBUCUMU CKCIICPTU, KOUTO Aa MPEAOCTABAT
KOHCYJITAallUX IO KOHKPETHU BHITPOCH. HpI/I OMpeaAcCIIHECTO Ha CKCIICPTU KOMUTCTHT

OIpEaAcid 3a1a4UTE UM U CPOKOBCTE 3a TAXHOTO U3II'BJIHCHUC.

5. B 15-1HeBeH cpok OT IpUEMaHETO My OT KOMUTETa ATEHIMATA U3Mpallia CTAaHOBUILETO Ha
KOMUTETA Ha JbpKaBUTE WICHKH, Ha KoMucusaTa 1 Ha CbOTBETHUS IIPUTEXKATEN HA
pa3pelIeHUeTo 3a ThProBUs 3a€IHO C JOKJIAJa 3a OLEHKA Ha €IUH UJIU 10BEYe

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH U C OCHOBAHUATA 3a HAIIPABCHUTC 3aKIIIOYCHHA.
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6. B 15-aHEBEH CpoK OT MOJy4yaBaHETO HA CTAHOBUIIETO HA KOMUTETA, IPUTEKATEIAT HA
pa3peleHUeTo 3a ThProBUS MOXKE J1a YBEIOMH MMCMEHO AreHIUATa 32 HAMEPEHUETO CH J1a
IIOMCKA OBTOPHO PA3IiIeKAaHe Ha CTaHOBUILETO. B To3u cityuail, B 60-1HEBeH Cpok OT
II0Jy4aBaHETO Ha CTAHOBUIIETO, IPUTEKATEINIAT HA PA3PEIICHUETO 3a ThProBUs U3IIpala

10 ATeHIHsITa MOAPOOHN MOTHBH 32 HCKAHETO CH 32 MIOBTOPHO Pa3IICkKIAHE.

7. B cpox ot 60 1HU OT MoslyyaBaHETO HA MCKaHETO, TOCOUEHO B maparpad 6, KOMUTETHT
pasriiex/ia MOBTOPHO CTAHOBHUINETO CcU. [IpHYMHUTE 32 MOCTUTHATOTO 3aKIIIOYEHHE Ce

Impujiarat KbM O0KJIaaa 3a OLICHKA, TIOCOYCH B napar‘pa(b 5.

Ynen 84

Pewenue cneo nozosasane na unmepeca Ha Cuwio3a

1. B 15-aHeBeH cpok OT moJyyaBaHETO HA CTAHOBUIIETO, IOCOUEHO B wieH §3, maparpad 5, u
MIpH MpUJIaraHe Ha MpoLeAypHUTe, TOCOUYeHHU B uieH 83, maparpadu 6 u 7, Komucusta
W3rOTBS MPOEKT Ha pelieHrne. AKO MPOEKTHT HA PELICHUE HE € B CbOTBETCTBUE ChC
CTaHOBHILETO Ha AreHuusTa, Komucusra npencrass u moIpoOHO 00SICHEHHE C MOTHBHUTE

3a pas3jin4yuATa.
2. Komucusra H3Mpaliia MpoeKTa Ha pCHICHUC HAa AbPKABUTC YJICHKU.

3. Upes akToBe 3a m3nbiIHeHne KoMucusaTa B3emMa perieHrne OTHOCHO IT030BaBaHETO Ha
nHTepeca Ha Cpro3a. Te3u akToBe 3a M3ITBIHEHUE Ce TIPUEMAT B ChOTBETCTBUE C
MpoIrieAypara 1o pasriexjane, mocoueHa B wieH 145, maparpad 2. OcBeH ako B
YBEIOMJICHHETO 32 MI030BaBaHe Ha MHTepeca Ha Cbhi03a B CHOTBETCTBUE C WieH 82 e
MOCOYEHO APYTo, pemennero Ha KomucusTa ce mpuiara 3a BeTepHHAPHUTE JIEKaPCTBEHH

MPOJYKTH, TOCOYEHU B [1030BABAHETO.
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4. AKO pa3peleHUETO 32 BETEPUHAPHUTE JIEKAPCTBEHH NPOTYKTH, IOCOYEHHU B
II030BAaBaHETO, € IPEJOCTABEHO 10 HALIMOHAIHA NIPOLIEypa, 110 IPOoLelypa 3a B3aUMHO
IIPU3HABAHE WM M0 JIeLIEHTpaIu3UupaHa MpoLeaypa, alpecaTH Ha PELIeHUeTo Ha
Komucusra, nocoueno B naparpad 3, ca BCUUKH Jbp>KaBU YJICHKH, KaTO PELIEHUETO ce

C'bO6H.IaBa 3a CBCACHHUC HAa CbOTBCTHUS NPUTCIKATECII HA PASPCIICHUCTO 34 ThbpPTOBHA.

S. KomMneTeHTHUTE OpraHy U CbOTBETHUTE MIPUTEXKATENIN HA PA3pPEIICHUETO 3a ThPrOBUs
B3eMaT BCUUKU HEOOXOJMMH MEPKH pa3pelIeHusATa 3a ThProBUs CbC CbOTBETHUTE
BETEpUHAPHU JIEKAPCTBEHH MPOAYKTH J1a CE IPUBEAT B CbOTBETCTBUE C PELLICHUETO HA
Komucusra, mocoueno B naparpag 3 ot HacTosmus wieH, B 30-AHEBEH CPOK OT HETOBOTO
cboOIIaBaHe, OCBEH aKO B PEIICHUETO € ONPEICIICH Pa3InyeH CpOoK. TakuBa IeHCTBHS
BKJIFOYBAT, KOTaTo € L1eJ1ech0o0pa3Ho, HCKAaHE JI0 IPUTEKATEII Ha pa3peLIeHUEeTo 3a

TbProBH: Ja Ioaaac 3ad4BJICHUC 3a ITPOMAHA, KAKTO € ITIOCOYCHO B YWICH 62, naparpa(p 1.

6. 3a BeTepuHApHUTE JIEKAPCTBEHN POAYKTH, 32 KOMTO € PEJOCTABEHO pa3pelieHne 1o
[EHTpaJIM3UpaHaTa Mpoleaypa ¥ KOUTO ca MOCOYEHH B 1mo3oBaBaneTo, Komucusita
U3IIpaila CBOETO PEIIeHUe, MOCOUEHO B maparpad 3, Ha MpUTEKaATEIs Ha Pa3pelIeHUEeTO 3a

TbProBHs, KaTO ChIIO TaKa I'o C’bO6H_[aBa Ha ABPKABUTC YJICHKHU. €

7. BerepunapHuTe JieKapcTBEHU MPOAYKTH, 32 KOUTO € MPEAOCTAaBEHO pa3pelleHue 1o
HaIlMOHAJIHA MPOIie/lypa U KOUTO ca OMJIM MpeIMET Ha Mpolie/lypa 3a I030BaBaHe, ce

MPEXBBPJIAT KbM IPOLEAYpa 32 B3aUMHO IIPU3HABAHE.
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I'nmaBa 'V

XOoMeOonaTUYHU BETEPUHAPHU JIEKAPCTBEHHU MPOAYKTH

Ynen 85

Xomeonamuunu eemepunapnu 1eKapcmeeHu nPpooyKmu

1. XOoMeOoImaTHYHUTE BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, KOUTO OTTOBApPAT Ha YCIIOBUATA,

MOCOYEHU B 4jieH 86 , Ce perucTpupar B CbOTBETCTBUE C WIeH 87.

2. 3a XOMeonaTUYHUTE BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, KOUTO HE OTTOBApAT Ha

YCIJIOBUSATA, [IOCOUEHU B WjieH 86, ce mpujiara 4wieH 5.

Ynen 86

Peeucmpauuﬂ HA xomeonamu4dHu 6emepurapHu leKapcmeeHu npodykmu

1. Ha perucrpanus noyuiesxu XoMeonaTuueH BETEpUHAPEH JIEKAPCTBEH IPOLYKT, KOUTO

OTTOBaps Ha BCUYKH ITOCOYCHU I10-01Y U3HUCKBAHUA:

a) IIpujiara €€ 1o Ha4uH, OIIMCaH B EBpOHeﬁCKaTa Q)apMaKonesl, a aKO HsJIMa TaKbB —

BBB (bapMaKoneI/ITe, KOHTO CC MU3II0JI3BAaT Oq)HLII/IaJ'IHO B IBPIKABUTC YJIICHKH,

0)  CTemeHTa Ha pa3pexIaHeTo My € JOCTaThuHa, 3a J]a Ce rapaHTUpa Heropara
0€30MMacHOCT U MO-CHEIUATHO TOH ChIbpiKa HE TIOBEUE OT e/IHA ICCETOXHMIISITHA YacT

OT THHKTypaTa MaiKa;
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B)  Ha €THKEeTa My WIH B Apyra MH(OpMAIIHs 3a HETO HE ca MOCOUYEHH TePareBTUYHU

IIOKa3aHus.

2. H'Bp}I(aBI/ITe YICHKHU MOraT aa YCTaAaHOBAT IIPOLCAYPHU 3a pErucTpanusd Ha XOMCOIMATUYHHNUTE

BETCPUHAPHU JICKAPCTBCHU IPOAYKTH B JOIIBJIHCHHUEC KbM IIPEABUACHUTE B HACTOAIATa

rjaBa.
Ynen 87
IIpunaeane u npoyedypa 3a pecucmpayusi
HA XOMeOnamuyHu 6emepuHapHu 1eKapCmeeHu npooyKmu
1. KbM 3asiBIIeHHETO 32 perucTparys Ha XOMEOaTHYeH BETCPUHAPEH JICKAPCTBEH MPOTYKT

CC Mnpujarar CJICAHUTC JOKYMCHTHU:

a) HAay4YHO UJIK APpYTO Q)apMaKOHeI‘/'IHO HAaMMCHOBAHHUC HAa XOMCOIIaTHYHHUA U3TOYHUK
WJIA U3TOYHHUIIH, 3aC€AHO C HAYMH Ha IIPUIIOKCHHUC, (I)apMaI_ICBTI/I‘IHaTa Q)opMa n

CTEIEHTA Ha pa3peKAaHe, KOUTO Ja ObaT pErUCTPUPAHY;

6) AOCHUEC, B KOCTO CC OIMMUCBAT METOAUTE 3a IMOJIydaBaHC U KOHTPOJI Ha XOMCOIIaTUIHHA
HU3TOYHHUK MJIM U3TOYHHUIIH, U ITOAXOAAIIa 6I/I6J'II/IOFpa(1)CKa CIIpaBKa, C KOATO CC
000CHOBaBa XOMEOIIaTHYHATA UM YHOTpe6a; 3a XOMCOIIaTUYHU BETCPUHAPHU
JICKApCTBCHU MMPOAYKTH, KOUTO CbAbpKAT OUOJIOTHYHHU BCIICCTBA — OITMCAHUEC Ha

MCPKHUTC 3a HCAOITYCKAHC Ha IMAaTOTCHU,

B)  JIOCH€ 3a IIPOU3BOJICTBOTO M KOHTPOJIA 32 BCsKa (hapmalieBTHUHA (opMa U ONKUCaHUE

Ha HaAYMHA Ha Pa3peKAaHC U TIOTCHUHUPAHEC Ha HeﬁCTBHCTO;
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I)  pa3pelieHue 3a IPOU3BOACTBO 32 CbOTBETHUTE XOMEOIIATUYHH BETEPUHAPHU

JIEKAPCTBEHU NPOAYKTH;

,Z[) KOITIHA OT PErUCTpalru , IMOJYUCHHU 3a ChIUA XOMCOIIAaTUYUCH BETCPUHAPECH

JIEKapCTBEH MPOJYKT B IPYTH IbPKaBU YICHKH;

e) TCKCT Ha JIMCTOBKATA, HA BbHIIHATA U HA [IbPBUYHATA OIIAKOBKA HA XOMCOIIATUYHUTC

BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KOUTO Ca 3asIBEHU 32 PErUCTPUPAHE;

}K) JaHHHU OTHOCHO CcTaOMIIHOCTTA Ha XOMEOIIaTHYHHUS BETCPUHAPCH JICKAPCTBCH

MPOIYKT,

3) 32 XOMEOINATHUYHUTE BETEPUHAPHU JICKAPCTBEHU MPOIYKTH, IPEIHAZHAYCHH 32
YKUBOTHMHCKH BUIOBE, OTIJICKIAHU 32 MPOU3BOJICTBO HA XpaHU, aKTUBHH BEIIIECTBA ca
(hapMaKoIOTMYHO aKTUBHUTE BEIIECTBA, pa3pelieHu cbriiacHo Pernament (EO)

470/2009 u akTOBETE MPHETH BH3 OCHOBA HA HETO.

2. 3asiBICHUETO 3a perucTpaius Moxe J1a 00XBallla perlia XOMeonaTuyH! BETepUHAPHU
JIEKapCTBEHH MPOAYKTH B €JHA U ChIIa (hapManeBTHYHA GOpMa U TOTYIEHHU OT eIUH U

ChIl XOMCOIIAaTNYCH N3TOYHUK HNJIN N3TOYHMIIN.

3. KoMnerenTHUST OpraH MOXKE J1a OIIPEACIIN YCIOBUATA, IIPU KOUTO PECTUCTPUPAHUAT

XOMCEOIMATHUYCH BETCPUHAPCH JICKAPCTBCH MMPOAYKT MOXKE 1d 6’[))16 npeajaras .

4. [Ipouenypara 3a perucrpaiiyisi Ha XOMeONaTHUeH BETEPUHAPEH JIEKAPCTBEH MPOIYKT Ce

MPUKJII0YBA B CPOK OT 90 1HU OT Mo/1aBaHe Ha BAJIUJIHO 3asiBICHHUE.
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S. IIpuTexaTensaT Ha perucTpanys Ha XOMEOIaTUYHU BETCPUHAPHHU JIEKAPCTBEHU IIPOAYKTH
MMa CBUIUTE 3abJDKEHUS KaTO IIPUTEXKATENS] HA pa3pellieHUe 32 TbPIOBHsl, B CbOTBETCTBHE

¢ wieH 2, maparpad 5.

6. Perucrpanus Ha BeTepuHApEH JICKAPCTBEH MPOJYKT CE MPEIOCTABs CaMO Ha 3asBUTEI,
KOiiTO ¢ ycraHoBeH B Chro3a. M3uckBanero 3a ycraHoBsiBaHe B Chro3a ce mpuiiara u 3a

IMPUTECIKATCIINTC HA PECrUCTpaLH.

I'naBa VI

IIpou3BoacTBO, BHOC ¥ M3HOC

Ynen 88

Paspewenus 3a npouzeoocmeo

1. PaspemeHHe 3a IPOU3BOJACTBO CC M3UCKBA 3a U3BBPIIBAHCTO HA BCAKA OT CJICIHUTC

JNIEUHOCTY :

a) IMPOU3BOJACTBO HA BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, JOPU U AKO Ca

npeaHa3sHa4YCHU CaMO 3a U3HOC;

0)  ydacTue B KOMTO U Jia € eTall OT IIPOLeC Ha IPOU3BOICTBO Ha BETEPUHAPEH
JIEKapCTBEH MPOJYKT UM OT 3aBbPIIBAHETO HA NMPOJYKTa B OKOHYATEITHUS MY BUJ,
BKJIIOYMTEIHO Y4acTHe B IpepaboTKaTa, CMECBAHETO, TAKETUPAHETO U
IIPEMAKETUPAHETO, ETUKETUPAHETO U IPEETUKETUPAHETO, ChXPAaHEHUETO,
CTepPHIIN3ALUATA, TECTBAHETO MJIM OCBOOOKIABAHETO Ha MPOJYKTA 3a I0CTaBKaTa

KaTo 4acCT OT TO3H IpoueC,; UiIn

B)  BHOC Ha BETEpUHApPHU JIEKAPCTBEHU MPOJYKTH;
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2. HeszaBucumo ot pasnopendute Ha maparpad 1 oT HaCTOSAIMIMA WICH IbPKABUTE YICHKH
MOJKE J]a B3€MaT PELICHHE, CIIOPE KOETO pa3pelleHne 3a IPOU3BOJACTBO Ja HE CE€ U3HCKBA
3a IPUTOTBsIHE, pa3(acoBaHe, IpenaKeTUpaHe WK IPOMEHHU B IIPEACTaBIHETO HA
BETEPUHAPHU JICKAPCTBEHU IIPOJYKTH, KOraTO TE€3H IPOLECU C€ U3BBPIIBAT CaMO 3a

THProBUs Ha APEOHO TUPEKTHO HA TPAXKAAHUTE B ChOTBETCTBUE ¢ wieHoBe 103 u 104.

3. Koraro ce npunara naparpad 2, TMCTOBKaTa ce /1aBa C BCAKa OTJIEJIeHA YacT U HapTHAHUST

HOMCEp M JaTaTa Ha U3THYAaHE CE€ IIOCOYBAT SCHO.

4. KomMmmieTeHTHHTE OpraHu perucTpupaT NpeJOCTaBeHUTE OT TAX pa3pellieHus 3a
MIPOM3BOJICTBO B 0a3ara JaHHU 3a MIPOU3BOJICTBO U ThPIOBHSI HA PO, Ch3/1aJICHA B

CBHOTBETCTBHE C WieH 91.
5. Pa3pemennsiTa 3a mpor3BOACTBO ca BAJIMIHU Ha Is1aTa Teputopus Ha Chio3a.
Ynenu 89
3asenenue 3a paspeuienue 3a nPouU3BOOCHEO

1. 3asiBIIeHHE 32 pa3pelleHue 3a IPOU3BOACTBO CE MoaBa 10 KOMIIETEHTEH OpraH B

AbpiKaBaTa YWICHKA, B KOATO CC HaMHUpa ITPOU3BOACTBCHUAT 00EKT.

2. B 3asgBnenuero 3a pa3peuieHue 3a Mporu3BOACTBO CC IMOCOYBA Hali-MaJIKo clieqHaTa

nHpopmanus:
a)  BETEPUHAPHUTE JIEKAPCTBEHH MPOJYKTH, KOUTO I1I€ CE MPOU3BEXKAT UM BHACAT;

06) uMe WM pupma U MOCTOSHEH a/IpeC UM PETUCTPUPAHO MSCTO HA CTOMAHCKA

JIETHOCT Ha 3asABUTCIIA,
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B)  ¢apmareBTHYHHUTE (OPMH HA BETEPUHAPHUTE JIEKAPCTBEHHU MPOTYKTH, KOUTO IIE Ce

IMPOU3BCIKIAAT UJIKM BHACAT,

r)  noapoOHa uHbopMalus 3a IPOU3BOJCTBEHHS OOCKT, B KOMTO I1I€ Ce MPOU3BEXKIAT

HJIM BHACAT BETCPUHAPHUTE JICKAPCTBCHU ITPOAYKTHU,

l[) ACKJIapanus, 4€ 3adBUTCIIAT U3ITbJIHABA U3UCKBAHUATA, OIIPCACIICHA B YJICHOBC 9 u

97.

Ynen 90

Ilpoyedypa 3a npedocmassaHe Ha pazpeuienus 3a NPOU3800CME0

[Ipean na nmpegoctaBu pa3pelieHue 3a MPOU3BOICTBO, KOMIIETEHTHUSAT OPTraH U3BBPILBA

HMHCIICKOWA Ha IPOU3BOJCTBCHUA 00€KT .

KoMIieTeHTHUAT opraH MOXe J1a IIOUCKA OT 3asBUTEIIA Jja IPEACTaBU JOIIbIHUTEIHA
uH(opMalMs OCBEH Beue IOCOUYCHATA B 3as1BIIEHUETO chrilacHO wieH 89. Koraro
KOMIIETEHTHMSIT OpraH YIpa)KHU TOBa [IPaBo, CPOKBT, IOCOUEH B naparpad 4 ot
HACTOSILIMSA YIEH, CIIMpa J1a Te4Ye WIH Ce IPEKPaTABA, JOKATO 3asBUTEIAT HE IIPEAOCTAaBH

IIOMCKaHaTa JOIIBJIHUTCIIHA I/IH(bOpMaI_[I/IH.

PaSPGHleHI/ICTO 34 IPOU3BOJACTBO CC IpUjiara €caMo 3a IMponu3BOACTBCHUA 00€KT U

(dapmaneBTUUHUTE POPMH, TOCOUYEHH B WieH §9.

JIbprkaBUTE YICHKH YTBBPKIABAT MPOIEAYPUTE 3a MPEAOCTABSIHE WIIM OTKA3 Ha
paspenieHus 3a Mpou3BoJCTBO. Te3u mpoienypu He HAIXBHPIST 90 THU OT MOTy4aBaHETO

Ha 3a4BJICHHUC 3a pa3pCIICHUC 3a ITPOU3BOACTBO OT KOMIICTCHTHUS OPIraH.
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5. Pazpemienue 3a mpon3BOJICTBO MOXKe Ja ObJie MPEAOCTABEHO YCIOBHO, C M3UCKBAHE KbM
3asiBUTENIS B ONPEEIIEH CPOK Ja MpEeANpUeMe IeHCTBUS WIN J1a BbBE/IE CIICLUAIHU
npouenypu. Koraro pasperieHneTo 3a npou3BOJCTBO € IPEJOCTaBEHO YCIOBHO, HETOBOTO
JeWCTBUE ce CMpa UK Pa3peLIeHueTo ce OTMEHS, B Cy4ail 4e U3MCKBaHUATA HE ObaaT

U3ITBJIHCHHU.

Ynen 91

basza oannu 3a paspewenuama 3a npou3go0Cmeomo u mvp2osusama Ha eopo

1. AFCHHI/IHTa Cbhb3aBa U IOJAAbpPiKa baza JaHHU 3a IIPOU3BOJCTBOTO, BHOCA U ThbPI'OBUATA HA

enpo (,,0a3a TaHHU 332 IPOU3BOJICTBOTO M THPTOBHTA Ha €APO°).

2. basara nanHM 3a MPOU3BOJICTBOTO U THPTOBUATA HA €PO ChABPKa HHPOPMAITUS OTHOCHO
IIPEIOCTABSIHETO, CIIMPAHETO HA IEHCTBUETO UM OTMSAHATA OT CTPaHA HA KOMIIETEHTHUTE
OpraHM Ha BCSAKO €IHO pa3pelIeHHE 3a IPOU3BOJICTBO, Pa3pelliCHUs 3a ThProOBUs Ha €/1po,
cepTH(HKATH 3a J0Opa MPOU3BOACTBEHA MPAKTHKA U PETHCTPALNU HA TPOU3BOIUTEIH,

BHOCHUTCIIN U PA3IIPOCTPAHUTCIIN HAa AKTHUBHU BCUICCTBA.

3. KomnerenTHHTE Opranu BIUCBaT B 0a3aTa JaHHU 3a MPOU3BOJICTBO M ThPTOBUS HA €IPO
nH(OpMaIKg OTHOCHO pa3pelIeHusITa 3a MPOU3BOICTBO U THPTOBHUS Ha €IpO U
cepTuduKaTUTe, MPEAOCTaBeHN B ChOTBETCTBUE ¢ WieHoBe 90, 94 u 100, 3aeqH0 €
BHOCHUTCIIUTEC, ITPOU3BOAUTCIUTEC U PASHPOCTPAHUTCIIUTC HA aKTUBHU BEIICCTBA,

pEerucTpupaHu B CbOTBETCTBUE C WIEH 95.
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4. AreHnusATa U3TOTBS B CHTPYIHUYECTBO C IbpKaBUTE ieHKU U ¢ Komucusra
(GYHKIMOHATHHUTE CeUM(UKAINH, BKIIOYUTEIHO (POpMATa 32 €JIEKTPOHHO M10/IaBaHE Ha

JaHHH, Ha Oasarta JaHHH 3a ITPOU3BOACTBO U ThPIOBHA Ha €PO.

5. AreHuMsITa rapaHTUpa, 4e nH(OpMaLuATa, KOsTO ce chollaBa B 6a3ara JaHHU 32

MPOU3BOJACTBOTO U THProBusATa Ha €APO, € CbIIOCTaAaBUMAa U JOCTHIIHA U CC CITIOCIIA.

6. KomnerenTuute OpraHv uMart II'bJICH JOCTBII 10 Oa3ara JaHHU 3a MPOHU3BOACTBOTO U

TbProBHATa Ha CAPO.

7. OO6mecTBEHOCTTa UMa TOCTHII 10 HH(MOpMaIUs B 0a3ara JaHHU 32 MPOU3BOJICTBOTO U

THProOBHsTA Ha €]Ip0, 0€3 Bb3MOXKHOCTTA J]a MPOMEHS Ta3u HHPOpMAIIHSTA. .

Ynen 92

HpOMeHu 6 paspeuieHuiama 3a np0u36000m80 no UCKAaHe Ha npumesicameiisl Ha paspeernuenio

1. Axo MNPUTECIKATCIIAT HAa Pa3pCIICHUCTO 3a IIPOU3BOJACTBO ITOMCKaA IIPOMSHA B TOBA
PaspCiCHUE 3a MMPOMU3BOACTBO, CPOKBT 3a HNPUKIIIOUBAHEC HA IIpOoUCAypara 1o pas3rjicxKaaHe
Ha UCKAHCTO HC HAAXBBPJIA 30 AHU OT JaTaTa, Ha KOATO KOMIICTCHTHUAT OPrad € MOJIy4UnJI
Hckanero. B o6ocHoBaHu CJIydau, BKIFOUUTCIIHO IIPpU HCO6XO,Z[I/IMOCT OT MHCIICKI M,

KOMIICTCHTHUAT OPraH MOKE a YABJIKU TO3U CPOK JO 90 JHH.

2. B uckanero, mocoueHo B naparpad 1, ce onrcBa MCKaHaTa MPOMsHA .
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3. B cpoxka, nmocouen B maparpad 1, KOMIOETEHTHHAT OpraH MOXeE Ja MOUCKA OT IPUTEKATEIs
Ha pa3pelIeHneTo 3a MPOU3BOJICTBO Aa MPEACTaBU JONBIHUTEIHA HHPOPMALUS B
OIIpeJIeJIEH CPOK U MOJKE J1a B3€ME pPELICHHE 3a U3BbpLIBaHE Ha HHCHeKus. Jlo

npeaACTaBAHCTO HA ITIOMCKAHATA JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ mnmponcaypara ce crupa.

4. KomnereHTHHAT OpraH mpaBH OIIeHKa Ha HCKaHETO, TOCOYEeHO B maparpad 1, yBemomssa
IIPUTEXKATEI Ha Pa3pEeLICHUETO 3a IPOU3BOJCTBO 3a pe3yJITara OT OLIEHKATa U KOraTo €
1eJ1eChOOpa3HO, U3MEHS Pa3peLIeHNeTO 3a IPOU3BOJCTBO U aKTyaIu3upa HHPOPMALIUATA B

Oasata JaHHHU 3a IIPOU3BOJCTBO U ThPIOBUA Ha €IAPO.

Ynen 93

3aowaoicenus na npumesicamelisl Ha paspeutenue sa np0u360()cmeo
1. HpI/ITC)KaTeJ'IHT Ha pa3spCIICHHUECTO 3a ITPOU3BOACTBO € IJIBLXKCH Ja:

a) pasioJiara ¢ HoAXo4AmHru U A0CTATbYHHN ITOMCIICHNA, TCXHUYCCKO 06opyﬂBaHe u
CpCAcCTBa 3a TCCTBAHC 3a I[CleOCTPITG, IMOCOYCHHU B HETOBOTO PA3pCIICHHUC 3a

IIPOU3BO/ICTBO;

0) paszmoiara ¢ ycayruTe Ha MMOHE eHO KBATU(DUIIMPAHO JIHIIE, TOCOUYEHO B WieH 97, u
Jla TapaHTHpa, Y€ KBATH(PHUIIMPAHOTO JIUIIE ACHCTBA B CHOTBETCTBUE C MOCOUCHUS

YJIeH;

B)  OCUT'YpU Ha KBaJU(UIUPAHOTO JHIIE IO WieH 97 HeoOXOJMMUTE YCIIOBUS 32
M3ITBJIHEHHE Ha 3aIBJDKCHHUATA CH, TIO-CIIEIMAIHO KaTO MY MPEIOCTABH TOCTBHII JI0
BCHUYKH HEOOXOAMMHU TOKYMEHTH U TIOMEIIEHUS U JI0 ISUI0TO HEOOXOJMMO

TEXHUYCCKO o60pyﬂBaHe " CPEACTBA 3a TCCTBAHC,
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1)

nazne Hal-maniko 30-THEBHO MPEAU3BECTHE HA KOMIIETEHTHUS OpraH mpeau
3aMeCTBAaHETO Ha KBAIM(UIIMPAHOTO JUIIE 110 YieH 97 Win, aKko He € Bb3MOKHO
MpEeM3BECTUE, Thil KATO 3aMsHATa € HEOYaKBaHa, Ja YBEJOMHU KOMIIETEHTHHS OpraH

He3a0aBHO;

pasIosiara ¢ yciIyruTe Ha IepcoHai, OTTOBapsIlll Ha IeHCTBAILUTE 3aKOHOBU

HU3HUCKBAHHWA B CbOTBCTHATA AbpiKaBa YWICHKA, 3a IIPOU3BOACTBO U KOHTPOJIL;

ocurypsiBa Ha Mp€AaACTaBUTCINTC HAa KOMIICTCHTHHUS OpraH AJOCTHII A0 IIOMCIICHHUATA

I10 BCAKO BPEME;

BOJIM IOJpOOHA TOKYMEHTAIIMS 32 BCHYKH BETEpUHAPHU JIEKAPCTBEHU MPOIYKTH,
KOWUTO IIPUTEKATEIAT HA PA3PEIICHUETO 3a IPOU3BOJCTBO JOCTaBsl, B CbOTBETCTBUE C

yiieH 96 u 1a chXpaHsaBa Mpodu OT BCsIKa MapTUA;

AO0CTaBA BECTCPHUHAPHHU JICKAPCTBCHU MPOAYKTHU CaMO Ha ThbPrOBHUTC HA €APO Ha

BETEPUHAPHU JICKAPCTBEHU IIPOIYKTH;

nHpopMIpa He3a0aBHO KOMIIETEHTHHUSI OPTaH | MIPUTEKATENS HA pa3pelIeHUETO 3a
TBHPrOBHUS, AKO IPUTEKATEIAT HAa Pa3peIIEHUETO 3a IPOU3BOICTBO MOTYUYH
uHpopMalys, 4e BETepUHAPHUTE JIEKAPCTBEHU MPOJYKTH, KOUTO MOMaaaT B o0XBara
Ha HErOBOTO pa3pelIeHHe 3a MPOU3BOICTBO, ca (anmndUuIMpaHu WK ChIIECTBYBAT
CbMHEHHSI, ye ca ounu panuuduuupaiy, HE3aBUCUMO OT TOBA, AU TE3U
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH Ca OMITM pa3NpoCTpaHsIBaHHU B PAMKUTE Ha
3aKOHHaTa BEpUra Ha JIOCTaBKa WJIM M0 HE3aKOHEH HAYMH, BKIIOYUTEIHO
MIOCPEJICTBOM HEe3aKOHHA Mpoiax0a upe3 yclyruTe Ha HHPOPMaIllMOHHOTO

0O0IIIECTBO;
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i)  cma3Ba qoOparta MPOU3BOACTBEHA MPAKTUKA 32 BETEPUHAPHHU JIEKAPCTBEHU MPOTYKTH
U J1a M310J13Ba KaTO U3XO/IHU MaTepHajIl caMO aKTUBHH BEUIECTBA, KOUTO ca OMIIn
IIPOU3BEJCHU B ChOTBETCTBHE € 100paTa NpOU3BOJICTBEHA IPAKTUKA 32 AKTUBHU
BEIIECTBA U ca OMJIM Pa3NpOCTPaHEHH B ChOTBETCTBUE C J00OpaTa MpaKkTHKa 3a

pasnpocTpaHEHUE HAa aKTUBHU BEILIECTBA;

K)  IpOBepsiBa JaJIi BCEKU ITPOU3BOJIUTEIN, PA3IPOCTPAHUTEN U BHOCUTE B PAMKUTE Ha
Cpl03a, OT KOTOTO IPUTEKATEIAT HA Pa3pEeLICHUETO 3a IIPOU3BOJCTBO MOIy4aBa
AaKTHBHU BELICCTBA, € PETUCTPUPAH B KOMIIETCHTHUSA OpraH Ha Abp)KaBara YICHKa, B
KOATO Ca YCTAHOBEHM IPOU3BOIUTENAT, Pa3IIPOCTPAHUTENAT U BHOCUTEIIAT , B

CBOTBETCTBHE C 4jieH 95;

J'I) HU3BbpHIBA OJUTH Bb3 OCHOBA HA OIICHKA Ha PUCKa 34 ITPOU3BOJUTCIIUTC,
PA3MPOCTPAHUTCIINTC U BHOCUTCIIUTC, OT KOUTO IIPUTCKATCIIAT HA PA3PCHICHHUCTO 3a

IMPOMU3BOJACTBO INOJTYy4YaBa aKTUBHU BCIICCTBA.

2. Upes aktoBe 3a uznbiHeHne Komucusta npuema Mepku 3a 1o0pa Mpou3BOJICTBEHA
MIPaKTUKa 32 BETEPUHAPHU JIEKAPCTBEHH MPOJYKTH M aKTHBHU BEILIECTBA, U3MOJI3BAHU KATO
W3XOJIHU MaTepuaiu, mocoyeHu B naparpad 1, Oyksa i) oT HacTosMs wieH. Te3n akToBe
3a U3MbJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MpOLieypaTa 110 pas3riexjaHe, 10CoYeHa B

wieH 145, naparpad 2.
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Ynen 94

Cepmughuxamu 3a 006pa npouz800cmeena NPaKmuxa

1. B 90-I[H€BGH CpPOK OT U3BHPIIBAHETO HA MHCIICKIWA KOMIICTCHTHUAT OpPrad u3jgaBa
CepTI/I(bI/IKaT 3a z[06pa IMPOU3BOACTBCHA IIPAKTUKA HA ITPOU3BOAUTECIIA 3a CbOTBECTHHUA
IMPONU3BOJACTBCH O6€KT, AKO ITPpU MHCIICKIUATA 61:,[[6 YCTAaHOBCHO, Y€ BBIIPOCHHUAT
MMPOU3BOJUTCII CIIa3Ba U3UCKBAHHUATA, OIIPCACIICHH B HACTOAIUA PETJIAMCHT, U aKTa 3a

M3IBJIHEHHE, TTOCOUYEH B WwieH 93, maparpad 2.

2. AKO B pe3yaTar OT MHCIIEKIMTA, TOcO4YeHa B naparpad 1 ot HacTosAmus 4jeH, ce
YCTaHOBH, Y€ MPOU3BOIUTENAT HE Cra3Ba J00paTa Mpou3BOACTBEHA ITPAKTUKA, Ta3H
nH(popManUs ce BbBEXK/1a B 0a3aTa JaHHU 3a MPOU3BOACTBOTO U ThPTOBHSITA HA €MIPO,

rocoueHa B rmaparpad 91.

3. KOHCTaTaI_II/II/ITC OT U3BbpPHICHA MHCIICKIMA HAa IIPOU3BOJUTECII Ca BAJIMIHU HA LAJ1aTa

teputopus Ha Cbro3a.

4, KommereHTHHAT opras, Komucusara nimm AreHmusaTa MOKe J1a IIOUCKaT IMPOU3BOJUTCII,
YCTAHOBCH B TPE€TAa AbprKaBa, 1a 6’5,[[6 IIOAJIOKCH Ha MHCIICKIIHUA CBhIJIACHO naparpa(b 1, oe3
Jda CC 3aciraT KakKBUTO U J1a ounio AOTrOBOPEHOCTH, CKIIFOUCHU MCIKIY Cpbro3a u TpETa

JTbpIKaBa.

5. BHocuTenuTe Ha BETepUHAPHU JIEKapCTBEHU POAYKTH, IPEIN T€3H NMPOIYKTH J1a ObJaaT
nocraBeHu B Cblo3a, rapaHTUpar, 4e MPOU3BOIUTENAT, YCTAHOBEH B TPETa IbpPKaBa,
IpUTEXKaBa CepTUHKAT 3a J00pa MPOU3BOJCTBEHA MPAKTUKA, U3/1aJIeH OT KOMIIETEHTEH
OpraH, WiH, B CIIy4ail 4e TpeTaTa JbpKaBa € cTpaHa I10 J0rOBOPEHOCT, CKIIIOUEHA MEXKIY

Cnro3a u TpE€TaTa AbpKaBa, CbIIICCTBYBA CKBUBAJICHTHO INOTBHPKIACHUC.
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Ynen 95

Buocumenu, np0u3600umeﬂu u pasnpocmparumenu Ha akKmueHu eewyecmaeda, YCnaHo6eHU 6 Cuwio3a

1. BHocutenure, Npou3BOAUTENNTE U PA3NPOCTPAHUTENINTE HA AKTUBHU BEILIECTBA,
U3MOJI3BaHU KaTO U3XOJHU MaTepuall BbB BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTU, KOUTO
ca ycranoBeHH B Cbl03a, pETUCTPUPAT CBOSATA JEHHOCT Mpe]] KOMIIETEHTHUS OpPraH Ha
IbprKaBaTa YWICHKA, B KOATO Ca YCTAHOBEHH, U CIIa3BaT qo0paTa Mpou3BOICTBEHA MPAKTHKA

K 1o0paTa MpakTUKa 3a pa3npoCTpaHEHUE, CIIOpe] CiIydasl.

2. DopMyJIApBT 32 PETUCTPALIUA HA ACHHOCTTA Mpe]l KOMIETEHTHHS OpraH BKJIIOYBA Haii-

MAaJIKO CJIeIHaTa HHPOpMAITUs:

a)  uMe wiu pupma U MOCTOSHEH a/IpeC UM PETUCTPUPAHO MSICTO HA CTONAHCKA

JIEHHOCT;
0) AaKTHUBHHTE BEIIECTBA, KOMTO M€ CE BHACAT, IPOU3BEKAAT WIIK PA3NIPOCTPAHSIBAT;
B)  JaHHU 32 MIOMEIICHUATA U TEXHUUYECKOTO 000pYIBaHE.

3. BHocuTenure, MpOU3BOAUTEINTE U PA3MPOCTPAHUTEIINTE HA AKTHBHY BEIIECTBA, IIOCOUYCHU
B naparpad 1, mogasat Gpopmymnsipa 3a peructparus 10 KOMIIETEHTHHUS OpraH Hal-MaJIKo
60 1HM TIpenu MpeIBUICHOTO 3all0YBaHe Ha JieifHoCTTa ci. BHocuTenure,
MMPOU3BOJUTCIIMTE U PA3IMPOCTPAHUTCIIMTC HA aKTUBHU BCIICCTBA, KOUTO U3BHPIIBAT
JIEWHOCT TIPEJIH ... [/1aTaTa Ha MpHUJIaraHe Ha HACTOSIIUS PeriiaMeHT ], moxasat GopMysipa
3a pEerucTpalys 10 KOMIIETEHTHHSI OpPTaH 0 ... [60 AHU clieq AaTaTta Ha Mpujiarale Ha

HaCTOAIINA pernaMeHT] .
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4. KoMneTeHTHUST opraH MOXe, Bb3 OCHOBA Ha OLIEHKa Ha PUCKa, 1a PEeLIH J1a U3BbPIIN
MHCHEKUHUA. AKO KOMIIETEHTHUST OpraH yBeJIOMH B CpOK OT 60 JHM OT IOJIy4aBaHETO HA
(bopmyssipa 3a perucTpanus, ye e 0b/1e U3BbpIIeHa MHCIEKIH, JeHHOCTTa HE 3all0YBa
IIpeJy KOMIETEHTHHT OpIaH /1a € YBeIOMMUJI, Ye IEHHOCTTa MOXKe Ja 3aro4He. B TakbB
Cllydail KOMIETEHTHUST OpraH U3BbpILIBAa HHCIEKIUATA U ChOOLIaBa pe3yJITaTUTE OT
MHCIEKLHUATA HA BHOCUTEIINTE, IPOU3BOAUTEINTE U PA3IPOCTPAHUTEINTE HA AKTUBHU
BEIIECTBA, T0ocoYeHU B naparpad 1, B cpok ot 60 JHH ciel KaTo € yBeIOMMII 3a
HaMEpPEHHUETO CH J1a U3BBPUIM HHCIEKIMATA. AKO B CpoK OT 60 AHM OT IOJTy4aBaHETO Ha
(dbopmyssipa 3a perucTpaus KOMIETCHTHUAT OpraH HEe € YBEJJOMIUII 32 U3BBPIIBAHETO HA

MHCHEKIIMS, IEHHOCTTa MOXKE Jia 3all04HE.

3. Brocurenure, npoU3BOAUTEINTE U PA3IIPOCTPAHUTEIUTE HA AKTUBHU BEILIECTBA, [I0COYCHU
B naparpad 1, exerosHo npeJacTaBsT Ha KOMIETEHTHUS OpraH BCUYKH HACThIIWIN
IPOMEHH B HHPOPMALIUATA, TPEJOCTaBeHA BBB (JOPMYIIsIpa 3a peructpanus. Beuuku
IIPOMEHH, KOMUTO MOTaT JIa MOBJIUAAT HA KAYECTBOTO MJIM HAa O€30MaCHOCTTA HAa aKTUBHUTE
BEIIECTBA, KOUTO CE MIPOU3BEXK/IAT, BHACAT UM pa3poOCTpaHsBar, ce ChboOIaBar

He3a0aBHO.

6. KomnerenTHuTe Opranu BbBeXAaT HHPOPMALIUITA, IPEJOCTaBEHA B CHOTBETCTBUE C
naparpad 2 ot HacTOsIIMS WieH U ¢ WwieH 132, B 6a3zara JaHHU 3a MPOU3BOJCTBOTO U

THProBUsiTa HA €O, IOCOYEeHa B wieH 91.
7. HacrosmusT uieH He 3acara pa3nopenoure Ha wieH 94.

8. Komucusra npuema upe3 akToBe 3a U3IMBbIHEHUE MEPKU 3a 100pa MMpakTHKa Ha
pa3npOCTpPAHEHUE 32 AKTUBHU BELIECTBA, U3IIOI3BAHN KAaTO U3XOHN MAaTepUaId BbB
BETEpUHAPHUTE JIEKAPCTBEHU ITPOIYKTH. T€3M aKTOBE 3a U3IIBIHEHUE CE IpUeMaT B

CBhOTBETCTBHUE C IpOIle/lypaTa Mo pas3riexaaHe, ocoyeHa B uieH 145, naparpad 2.
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Ynen 96

Booene na ookymenmayus

1. HpI/ITC}KaTeJ'IHT Ha paspCuICHUETO 3a ITPOU3BOACTBO BIIMCBA CJI€AHATA I/IH(i)OpMaHI/IH 110

OTHOIICHHEC HAa BCUYKH BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, KOUTO JOCTaBs:

a)  JlaTa Ha TPaHCAKLMITA;

0) HauMEHOBAHHMETO HA BETEPUHAPHUS JICKAPCTBEH MPOAYKT U HOMEpa Ha
pa3peleHneTo 3a ThProBUs, aKo € MPUII0KUMO, KaKTo U ¢apmalieBTUYHaTa hopma u
KOHIEHTPALUs, KaKTO € MOAXO0/IAIII0;

B)  JIOCTaBEHO KOJINYECTBO;

r)  uMe win GupMa U MOCTOSHEH a/IpeC WM PETUCTPUPAHO MSCTO HA CTOMAHCKA
JEHHOCT Ha MOIy4aTers;

1)  MapTHIEH HOMEp;

€)  CpOK Ha rOJIHOCT.

2. JlokyMeHTanusTa, mocoyeHa B naparpad 1, ce cbxpaHsBa 3a HUHCIEKIUS OT

KOMIIECTCHTHUTC OpraHu €JHa I'0JuHa CJICA NU3TUYAaHCTO Ha CPOKA Ha TOAHOCT Ha IMMapTUAaTa

WM Hal-MaJjKo II€T TOAUHU OT JAOKYMCHTUPAHECTO, KOWTO OT JABaTa CpOKa € MO-ABbJIbI.
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Ynen 97

Keanuguyupano nuye, omeosapawo 3a npouze00cmeomo u 3a 0c6060#c0a6anemo Ha napmuou

1. HpI/ITe}KaTeJ'IHT Ha paspCuICHUETO 3a IIPOU3BOACTBO pasiiojiara IoCTOAHHO C YCIYIUTE Hal-
MaJIKO Ha €IHO KBaJ'II/I(bI/II_[I/IpaHO JIMIE, KOETO OTroBapA Ha MPEABUACHHUTE B HACTOSAII A
YWICH YCJIOBHUA U NO-CIICHHUAIIHO OTrOBapA 3a U3IMIBJIHCHUCTO HA 3aAbJDKCHUATA,

MNpCABUACHU B HACTOAIIHSA YJICH .

2. Kpanudunupanoro nure, nocoyeHo B naparpad 1, npurexaBa yHUBEpPCUTETCKA AUIIIOMA
B €/lHa UJIM TMIOBEYE OT CJICAHUTE HayUYHU AUCLUIIIMHU: GapMalus, XyMaHHa MEIUIHA,

BCTCpHUHApHA MCAUIINHA, XUMUA, q)apMaHGBTI/I‘-IHa XUMHS M TEXHOJIOTHS U OMOIOTHs.

3. KpamudumupanoTo nuie, mocodeHo B naparpad 1, nmMa npuaoOuT NpakKTUIECKH OMUT OT
IIOHE JIBE€ TOJAMHHU, B €JHO WJIM ITOBEYE NPEANPUATHS, KOUTO ca OTOPU3UPAHU
IIPOU3BOIUTEIH, B IEMHOCTH KaTO aHAJIM3 Ha KAYeCTBOTO HA JIEKAPCTBEHU IPOAYKTH,
KOJIMYECTBEH aHaJIM3 Ha aKTUBHUTE BEILECTBA U MPOBEPKUTE, HEOOXOAMMH 3a FapaHTHUPaHE

Ha Ka4eCTBOTO Ha BETEPUHAPHUTE JIEKAPCTBEHU IPOAYKTH.

H606XOI[I/IMaTa MNPOABJLDKUTCIIHOCT Ha ITPAKTUYCCKHA OIIUT, H3MCKBAHA ChIJIACHO IIbpPBa
AJIMHCA, MOXKE Ia 6’[:,[[6 HaMaJICHa € €¢JHA I'OJJuHA, KOIraTO YHUBCPCUTCTCKUAT KypC
InpoabJIKaBa Hal-MaJIKo IeT TOAWHU, U C TOAHWHA W ITOJIOBHHA, AKO YHUBCPCUTCTCKUAT

KYpC IPOJBJIKABA HAM-MAJIKO IIECT TOJUHMU.

4. [Tpurexarenar Ha pa3pelIeHUeTo 3a IPOU3BOJCTBO, aKO € (PU3UYECKO JINLE, MOKE CaM /1a
1oeMe OTTOBOPHOCTHTE, TOCOYEHHU B naparpad 1, ako caMusT TOM WM camara Ts OTroBaps

Ha MMocoYeHuTe B naparpacu 2 u 3 ycnoBusl.
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S. KoMIeTeHTHUST opraH MOXe J1a yCTaHOBH IMOAXOASIIN aAMUHUCTPAaTUBHU MTPOLIEYPH 32
MpOBEpKa HAa TOBA JJAJIM KBATH(PHUIMPAHO JHUIIE, TOCOYEeHO B naparpad 1, orroBaps Ha

nmoco4yeHure B naparpadu 2 u 3 yciaoBusl.

6. KBanuduuupanoro nune, nocoueHo B naparpad 1, rapanrupa, uye Bcsika napTuja
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH € IPOU3BEEHA B ChOTBETCTBUE C 100paTa
IIPOM3BOJICTBEHA MPAKTHKA U TECTBaHA B CbOTBETCTBUE C YCIOBUTA HA PA3PELICHUETO 3a
ThproBusi. ToBa KBanmuUIUPAHO JIMLIE U3TOTBS JOKIAJl 32 U3BBPIICHUS KOHTPOJ C Ta3u

nci. To3u AOKIad 3a U3BBPIICH KOHTPOJ € BAJIMACH Ha IAJIaTa TEPUTOPHA HA Cnro3a.

7. Koraro BeTepuHapHUTE JEKapCTBEHN MPOAYKTH C€ BHACAT , KBATM(UIIMPAHOTO JIHIIE,
1oco4eHo B naparpad 1, rapantupa, 4e BCsika BHECEHA IPOU3BE/IeHa MapTH/Ia €
npemuHana B Cbro3a Mpe3 IIbJICH KAa4eCTBEH U KOJIMYECTBEH aHAIN3 Hall-MaJIKO Ha BCUYKU
aKTHBHM BELIECTBA, KAKTO U HAa BCUUKU JAPYr'M TECTOBE, HEOOXOUMH, 3a J1a CE OCUT'YPH
Ka4yeCTBOTO Ha BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTH B CbOTBETCTBUE C U3UCKBAHUATA HA
pa3pelleHneTo 3a ThProBUs U Ye MapTUAaTa € Ipou3BeeHa B ChOTBETCTBHE ¢ J00para

IIpOU3BOJACTBCHA IIPpAKTHUKA.

8. KBanudunupanoro nure, nocoyeHo B naparpad 1, Boau J0KyMeHTaIHs 32 BCSIKa
0CBO0O/ICHA MPON3BOACTBEHA MAPTH/IA. Ta3u JOKYMEHTAIUs Ce aKTyalIn3upa YCIIOPEIHO C
OCBITICCTBSIBAHETO Ha IEHHOCTHTE U OCTaBa Ha Pa3IOJIOKCHHE HA KOMIICTCHTHUTE OPTaHU
3a eJ[Ha rOJIMHA CJIe]] H3TUYAHETO Ha CPOKA Ha TOAHOCT Ha MapTHIaTa WIX 33 Hall-MaJIKo

IeT roAuHU OT JOKYMCHTUPAHCTO, KOWTO OT JBaTa CpOKa € MO-ABbJIbT.

9. Koraro npousBenenu B Chio3a BeTepUHAPHU JIEKAPCTBEHU MPOAYKTU CE U3HACAT U
BIIOCJIEAICTBHUE C€ BHACAT 00paTHO B CbhI03a OT TpeTa JbprKaBa, ce Mpuiarat pasrnopenonre

Ha naparpad 6.
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10. Koraro BeTeprHapHUTE JEKapCTBEHU IPOAYKTH C€ BHACAT OT TPETU ABP>KABH, C KOUTO
Cpro3bT MMa IOTOBOPEHOCTH 3a IIPUJIaraHe Ha HOPMHU 3a 00pa IIPOU3BOACTBEHA
IIPAKTHKA, Hali-MaJIKO €KBUBAJICHTHU Ha YCTAHOBEHUTE B ChOTBETCTBHE C WiIeH 93,
naparpad 2 ¥ ca HaJIMIe JOKa3aTelICcTBa, e B IbpaKaBaTa M3HOCUTEI ca OMIIM MPOBEICHU
TECTOBETE, TIOCOYCHHU B maparpad 6 OT HaCTOSALIMS WieH, KBATU(UIIMPAHOTO JHIIE MOXKE Ja
M3TOTBY MOCOYECHHA B aparpad 6 OT HaCTOSIIMS WIEH JOKJIA]] 32 U3BBPIICHUS KOHTPOJI
0€e3 IMPOBEXIaHETO HAa TECTOBETE, IOCOYEHHU B Iaparpad 7 OT HACTOALIMS YWIEH, OCBEH aKo

KOMIICTCHTHHUAT OPraH Ha Abp>KaBaTa YJICHKA — BHOCHUTEII HE PEIIU APYTO.

Ynen 98

Cepmughuxamu 3a éemepunapHu nekapcmeenu npooyKmu

1. ITo uckane Ha MMPOU3BOAUTEIT UJIIK U3HOCUTECII HA BETCPHUHAPHU JICKAPCTBCHU MPOAYKTH WU
10 HCKAHC Ha KOMIICTCHTHUTC OPraHr Ha TPETa AbpKaBd — BHOCHUTCII, KOMIICTCHTHUAT

Opras WM AreHuusitTa u3jiaBa cepTUQUKAT, ye :
a)  NPOU3BOJUTEIAT MIPUTEXKABA PA3PEILICHUE 3a IPOU3BOJICTBO;

0) IPOM3BOIUTENAT MpUTEkKaBa cepTUPUKAT 3a JOOPA MPOU3BOJICTBEHA MPAKTHUKA B

CHOTBETCTBUE C WiIeH 94; unun

B)  CBHOTBETHMST BETEPUHAPEH JIEKAPCTBEH MPOAYKT € MOJIYUHII pa3peleHue 3a
THProBUS B Ta3u JbpKaBa WIEHKA WM, B CIy4yail Ha HCKaHe 10 ATEHLIUTa, 4e My €

OWJI0 M3M1aJICHO pa3pelieHre 3a ThProBUs M0 [CHTPAIN3UpaHaTa IPoIeypa.
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2. [Tpu n3naBaHeTo HA TaKUBA CEPTU(PHUKATH KOMIETEHTHHUST OpTaH MM ATEHIINATA, KAKTO €
MPUIIOKUMO, B3€MAT IPEABH]I OTHOCUMHUTE IIpeolaaBaiy aIMUHICTPATUBHI

pasnopedu 1o OTHOILIEHUE Ha ChABPKAHUETO U (hopMaTa Ha T€3U CepTU(PHUKATH.

I'naBa VII

JocraBka u ynorpeoda

PA3aE 1

TBHProOBUs HA EJIPO

Ynen 99

Paspewenus 3a mvpzosus na eopo

1. 3a ThpProBUsd HA CAPO HA BETCPHUHAPCH JICKAPCTBCH MMPOAYKT CC N3UCKBA PA3PCIICHUC 34

TbProBu:A Ha €ApPoO.

2. IIpurexarennre Ha pa3pelieHUe 3a TbProBUs Ha €1po ca ycTaHOBeHU B Cblo3a.
3. Paspemienusra 3a TproBust Ha €Ipo ca BAJIMJHM Ha Lisu1aTa Teputopus Ha Cpro3a.
4. JIbpkaBUTE WIEHKH MOXeE J]a pelaT, 4e JOCTABKM Ha MAJIKM KOJIMYEeCTBA BETepUHAPHU

JICKApCTBCHU IMPOAYKTH MCKAY ThbpTrOBIU HA z(pe6H0 B €JHA U Cbllla AbprKaBa YJICHKA HEC

MOAJIC)KAT HAa USUCKBAHCTO 3a IPUTCIKABAHE Ha pa3pClICHUC 3a THProBuA Ha €APO.
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5. Upes neporanus ot naparpad 1, mpurexarenar Ha pa3pelieHueTo 3a MPOU3BOJICTBO HE €
JUTBXKEH J1a TIPUTEXkKaBa pa3pelieHre 3a ThProBHsl Ha €1p0 Ha BETEPUHAPHUTE JIEKAPCTBEHU

IIPOAYKTH, BKIIFOYCHH B PA3PCIICHUECTO 3a IIPOU3BOACTBO.

6. Upes akToBe 3a usnbiHeHne Komucusita npuema Mepku 3a Jo0pa npakTuka Ha
pa3npocTpaHeHUE 32 BETEPUHAPHUTE JIEKAPCTBEHU NPOAYKTH. Te3u akToBe 3a U3ITbIHEHUE
ce MpueMaT B CbOTBETCTBHE € IIPOLIEAYpaTa [0 pasriiekaaHe, I0coYeHa B wieH 145,

naparpad 2.

Ynen 100

Ilooasane na 3assnenue u npoyedypu 3a NPeoocmassane Ha paspeueHus 3a Mmvp2o8us Ha eopo

1. 3asiBIEHHE 32 pa3pelleHue 3a ThProBUs Ha €/Ipo Ce M0jaBa 10 KOMIIETEHTHHUS OpraH B

AbpiKaBaTa YWICHKA, B KOATO CC HAMHUPAT 00EKTHT WK OOEKTUTE HA Thproeeua Ha €Apo.
2. B 3asBienuneTo 3assBUTEAT JOKa3Ba, 4€ CJICIHUTC U3NCKBAaHUA Ca CIIa3CHU:

a) 3aABUTCIIAT pas3niojara ¢ TCXHUYCCKH KOMIICTCHTCH IICPCOHAJI, U TO-CIICHHUAIHO C
IMOHE €AHO JIUIEC, ONPCACIICHO KaTO OTTOBOPHO JIMIEC, KOCTO OTIroBaps Ha yCJIIOBUATA,

ONpCABUACHU B HAIITMOHAJIHOTO IIPaBO;

6) 3asABUTCIEAT pa3niojara ¢ moaAXo4au U JOCTATbYHU ITOMCIICHUA, KOUTO OTTOBApsAT
Ha YCTAHOBCHUTC MU3MCKBAHHUA B CbOTBETHATA AbprKaBa YICHKA 3a CbXPAaHCHUC U

paboTa ¢ BeTeprUHApHU JIEKApCTBEHU IPOAYKTHU;

PE-CONS 45/18 RDY/rb 179
LIFE.2.B BG



B)  3asdBUTENAT pa3mojiara ¢ IUIaH 3a JeHCTBHE , C KOWTO ce obe3mneuaBa ehpuKacHOTO
M3TETJITHE WM U33€MBaHe OT Ma3apa Ha MPOIYKTH MO PA3IMOpexIaHe Ha
KOMIIETEHTHUTE OpraHu uiau Ha KoMucusita mim B CbTPyTHUYECTBO C
MIPOU3BOIUTEIS UITH TIPUTEKATENSI Ha Pa3pelIeHUEeTO 32 ThPrOBHsI HA ChOTBETHUS

BETEPUHAPEH JIEKAPCTBEH IPOAYKT;

F) 3asABUTCIEAT pas3nojara ¢ moaxoJdaila CucTeMa 3a BOACHC Ha JOKYMCHTAaIMA, C KOSATO

ce oOe3IeuaBa Cua3BaHETO Ha HU3HUCKBaHHUATA, IIOCOYCHU B YJICH 101,

,Z[) 3asABUTCILIT pasniojara ¢ ACKapanus, 4€ OTToBaps Ha U3MCKBAHUATA, IOCOUCHU B

wied 101.

3. JIbpKaBUTE WICHKH YCTaHOBSIBAT MPOLIETYPUTE 3a MPEAOCTaBsAHE, OTKA3, CIMpaHe Ha

ﬂeﬁCTBHGTO, OTMsIHA WUJIM U3MCHCHHUC Ha Pa3pCIlICHUA 3a TbPIrOBUsA Ha €APO.

4. [Ipouenypute, mocoyenu B naparpad 3, He HAAXBBPAAT 90 THU, CYUTAHO, AKO €
MIPUIIOKKUMO, OT JaTaTa, Ha KOSITO KOMIIETEHTHHUSAT OPTaH € IMOJIy4YuI 3asBJICHUETO B

CbOTBETCTBUE C HALIMOHAIIHOTO IIPABO.
5. KomnereHTHusT opras:
a)  yBeIOMsBa 3asgBHUTENs 3a pe3yiTaTa OT OlleHKaTa,
0) mpemocTaBs, OTKa3Ba WIM U3MEHS pa3pelleHne 3a ThPrOBUsI Ha €1Ipo; U

B)  BBBEXJa CbOTBETHAaTa MH(pOpPMallKs OTHOCHO pa3pellieHUeTo B 6a3aTa JaHHU 3a

MIPOU3BOJICTBO U THPrOBUSTA Ha €p0, TOCOYEHA B WieH 91.
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Ynen 101

3aovaoicenusn na mvpeosyume Ha eopo

1. TobproBuute Ha epo MOSyyaBaT BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH CaAMO OT
MIPUTEKATENN HA pa3pelieHHe 3a MPOU3BOJICTBO WU OT APYTU MpUTEKATEIU HA

paspeleHne 3a ThProBHs Ha e/Ipo.

2. TbproBerbT Ha €1PO 1OCTABS BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH CaMO Ha JIUIa, Ha
KOUTO € MIPEIOCTaBeHO pa3pelleHne a U3BbPIIBAT ThProBUs Ha APEOHO B AbprKaBara
YJICHKa B ChOTBETCTBUE ¢ WwieH 103, maparpad 1, Ha Ipyru ThProBIy Ha €ApO Ha
BETEpUHAPHU JICKAPCTBEHU MPOYKTH U HA APYTH JIUIA WIH MPEINPUSATUS B ChOTBETCTBUE

C HAIMOHAJIHOTO ITpaBo.

3. HpI/ITC)KaTeJ'IHT Ha pa3pClICHUECTO 3a ThbProBUA Ha €APO pa3noara HOCTOSIHHO € YCIIYTUTEC

Ha IIOHC €AHO OTIOBOPHO JIUIC 3a TbPIroBUA HA CPO.

4. TbproBunte Ha €Ipo rapaHTUPAT, B PAMKUTE Ha CBOATAa KOMIETEHTHOCT, OAXOASIIU U
HENPEeKbCHATH JOCTAaBKU HA BETEPUHAPHU JIEKAPCTBEHU MPOIYKT HA JIUIIa, KOUTO
IIPUTEXKABAT pa3pelleHHe 32 ThProBUs Ha APEOHO ¢ BETEpUHAPHU JICKAPCTBEHH MTPOAYKTH
B cboTBeTcTBUE ¢ wieH 103, maparpa¢ 1, Taka 4e 1a ce OTTOBOPH Ha HOTPEOHOCTUTE BbB

BPb3Ka CHC 3IPAaBCTO HA ) KUBOTHUTE B CHbOTBETHATA AbprKaBa YJICHKA.

5. TbproeeusT Ha e1po cna3Ba Ao0OpaTa MPaKTUKA HA Pa3lpOCTPAHEHNUE HA BETEpUHAPHUTE

JIEKapCTBEHU MPOJIYKTH, TOCOYEHH B WwieH 99, maparpad 6.

6. Teprosuure Ha eapo He3a6aBHO MHHOPMUPAT KOMIIETEHTHUTE OPraHU U, KOTaTo €
MIPUJIOKUMO, IIPUTEKATENSA HA PA3PELICHUETO 32 ThPrOBHUs, 34 BETCPUHAPHUTE
JIEKApCTBEHU NMPOAYKTH, KOUTO MOIy4YaBaT UM KOUTO UM C€ IpeyIarat, 3a KOUTOo ca

YCTaHOBUJIM, Y€ ca (pammuuurpaHu Wid ©UMaT CbMHEHUS, ye ca pammuduimpanu.
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7. TeproBeusT Ha €ApO BOAU MOAPOOHA TOKYMEHTALIMS 32 BCSIKA TPAHCAKLIKS, ChAbPIKaIla

Hal-Malko ciieqHaTa uHpopmanms:
a)  JaTa Ha TPAHCAKIIMATA;

6) HAanMCHOBAHUC HA BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT, BKIIFOUMUTEIIHO, AKO €

nenecbobpazHo, papMareBTHYHaTa My (opMa U KOHIIEHTPALHS;
B)  IapTHUJIEH HOMED;
I)  CpOK Ha TOXHOCT HA BETCPUHAPHUS JIEKAPCTBEH MPOIYKT;

I[) MOJIYYCHO HUJIM NOCTAaBCHO KOJIMYECTBO, 3a€IHO C pa3MEpa Ha OIIAKOBKUTEC U 6p05{ Ha

OITAKOBKHUTE;

€) uMe WM pupMa B MOCTOSTHEH aJIpec WIN PETHCTPUPAHO MSICTO HA CTOTIAHCKA

HeﬁHOCT Ha JOCTaBUYMKaA — IIPH IOKYIIKA, HJIN Ha ITOJy4aTeIIsl — IIPU r[pozla>K6a.

8. Haii-manko BeIHBX rOAUIIHO IPUTEKATEIAT HA Pa3pPELLICHUETO 3a THPrOBUS Ha €1pO
MPOBEXK/IA MOAPOOHA UHBEHTAPU3AIIMS U CHIIOCTABS ONMUCAHUTE MOCTHITUIN U U3HECEHU OT
CKJIaJIa BETEPUHAPHHU JICKAPCTBEHHU MPOJYKTH CIPSMO CKJIAJIOBUTE HAJTMYHOCTU. Benuku
YCTAHOBEHU HECHOTBETCTBHUS CE 3alIMCBAT. [JoKyMeHTalMsITa CE ChXpaHsABa HAal-MaJIKO MET

TOAWHU 3a UHCIICKIUSA OT KOMIICTCHTHUTEC OPraHU.
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Ynen 102

Ilapanenna mvpeogus ¢ semepurHapHu 1eKapcmeeHu npooyKmu

1. 3a nenuTe Ha mapajeliHaTa ThProBUs ¢ BETEpUHAPHU JIEKAPCTBEHH MPOIYKTH ThPrOBELbT
Ha e/Ipo rapaHTupa, 4Ye BETePUHAPHUSAT JIEKapCTBEH NPOAYKT, KONTO Bh3HaMepsiBa Ja
MOJIy4YH OT JbprKaBa YieHKa (,,bpKaBa YWICHKa MO MPOU3X0/) U Pa3lpOCTPaHU B Ipyra
ITbprKaBa 4ieHKa (,,AbprKaBa WIEHKa 0 MECTOHa3HAYCHHE ) UMa 001l POU3XO0/1 C
BETEPUHAPHUS JICKAPCTBEH MPOAYKT, KOMTO Bede € pa3pelleH B IbpKaBara WieHKa Mo
MecToHa3HaueHue. Cunra ce, ye BeTepUHAPHUTE JIEKApPCTBEHU MPOAYKTH UMAT 001

MMPOU3X0J, aKO OTTOBapAT HAa BCUUKUTC CIICAHH YCIIOBUA:

a) nMat €JHaKbB KaYCCTBCH U KOJIMYCCTBCH CHCTAB 110 OTHOILICHUEC HA aKTUBHUTC

BEIIECTBA M MOMOIIIHUTE BEIIECTBA;
0) wumaT enHakBa (hapManeBTHYHA PopMma;

B) nuMart €JHakKBa KJIMHUYHa I/IH(bOpMaIII/Iﬂ H, aKO € IIPUJIIOKUMO, CTHAKBB KAapCHTCH

CPOK; KaKTO U

r) IIPOU3BCACHU Ca OT CAUMH U CbLI ITPOU3BOAUTECI UIJIK OT IIPOU3BOJUTCII, KOMTO pa6OTI/I

C JIMIICH3 1 U3I10JI3Ba ChllaTa q)OpMy.]'Ia.

2. BereprHapHUAT 1€KapCTBEH NMPOAYKT, MTOIYYEH OT IbPKaBa YIEHKA 110 MPOU3XO,
OTroBapsl Ha U3UCKBAHUATA 3a €TUKETUPAHE U €3UKOBUTE U3UCKBAHU Ha JbpKaBara

YJICHKA IT0 MCCTOHA3HA4YCHUC.

3. KoMmnerentaute OpraHu OonpeaAciAT aAMUHUCTPATUBHUTC MIPOLCAYPU 3a ITapaJiejiHa
ThPTOBHA C BETCPUHAPHU JICKAPCTBCHU NPOAYKTHU U AIMUHUCTPATHBHATA IIPOLICAYpa 3a

0J100psIBaHE Ha 3asBICHUETO 3a NapajelHa ThProBUs C TAKUBA IPOILYKTH.

PE-CONS 45/18 RDY/rb 183
LIFE.2.B BG



4. KommnerenTHuTE Opranu Ha IbpkaBaTa YiCHKA [0 MECTOHA3HAYEHUE PABAT JOCTHIICH 3a
00IIIeCTBEHOCTTA, B 0a3aTa JaHHM 32 IPOAYKTHTE, IOCOYEHA B WICH 55, CIIUCHKA Ha
BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH, KOUTO CE€ ThPryBaT MapajeiHo B Ta3u AbprKaBa

YJICHKA.

S. Twprosen Ha eApo, KOMTO HE € IPUTEXKATEII HA PA3PEILICHUETO 32 ThPTOBHsI, YBEIOMSBA
MPUTEIKATCIIA Ha Pa3pCUICHUCTO 3a ThbProBUA U KOMIICTCHTHUS OPraH Ha JbprKaBaTa
YJIEHKA 10 POU3XO0/] 32 HAMEPEHHUETO CH J]a OCBLIECTBSABA MapaJie]IHa ThPTrOBUS C

BCTCPUHAPHUA JICKAPCTBCH ITPOAYKT B AbpiKaBa YJICHKA 110 MECTOHA3HAUYCHUC.

6. Bceku Tpproser Ha epo, KOMTO Bb3HAMEPsBA J1a OCBIIECTBSIBA [1apajiejIHa ThProOBUs C
JlaJIeH BETEpUHAPEH JIEKAPCTBEH MPOAYKT B IbprKaBa WICHKA [10 MECTOHA3HAYEHHE, CIIa3Ba

Hal-MaJjKo CICIHUTE 3abIIKCHUS:

a) Jda IIPpeACTaBH ACKJIapalnAa J0 KOMIICTCHTHHA Oprad B AbpiKaBaTa YJICHKA I10
MCCTOHA3HAYCHUEC U Aa MPCAIPUEMC IOAXOAIIN MEPKH, 3a J1a rapaHTHpa, Uc
THPTOBCUBT HA €APO B AbprKaBaTa YICHKA HAa IMPOU3X0d € I'0 AbPKU B TCUHCHUC T10

BCAKAKBH BBIIPOCH, CBBP3aHU C (I)apMaKOJ'IOFI/I‘IHaTa 6,I[I/ITCJ'IHOCT;

0) 71a yBeIOMHU MPHUTEXKATEN Ha Pa3pElICHUETO 3a THPrOBUs B AbprKaBaTa WICHKA 110
MECTOHa3Hau€HUE 3a BETEPUHAPHMUS JIEKAPCTBEH MPOJYKT, KOWTO 111e ObJIe MOIyUYeH
OT JbprKaBaTa WICHKa 110 MPOU3XO0/l, 3a /1a ObJie MyCHAT Ha Ma3apa B Abp)KaBara
YJICHKA IO MECTOHAa3HAYCHHE, Hall-MaJIKO €/TMH Mecell TIPE/IM J1a IPEJICTaBy Ha
KOMIIETEHTHHS OpraH 3asBJICHUETO 32 MapajeliHa ThPrOBUsl C TO3U BETEPUHAPEH

JIEKapCTBEH NPOJYKT;
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1)

Jla IIPEACTAaBU NMCMEHA JAEKIIapalys 10 KOMIIETCHTHUS OPTaH Ha Jbp)KaBaTa YieHKa
10 MECTOHA3HAYCHUE, Y€ MPUTEKATENAT HA PA3PELICHUETO 32 ThPrOBUA B IbpKaBaTa
YJICHKA 10 MECTOHAa3HAYCHHE € YBEJIOMEH B ChOTBETCTBUE C OyKBa 0), 3a€1HO C

KOIIME€ Ha TOBA YBECAOMJICHUC,

71a He ThPTyBa C BETEPHHAPEH JICKApCTBEH NMPOAYKT, KOMTO € OMI U3TErJIeH OT Ias3apa
Ha JbpKaBaTa WIEHKa 10 MPOU3XO0 UM Ha JbpKaBaTa WICHKa [10 MECTOHA3HAYCHHE

nopaauv nNpuinHu, CBbp3aHu C KA4C€CTBOTO, 0€30I1aCHOCTTAa MIIU C(bI/IKaCHOCTTa;

Ja C’B6I/Ipa npearojaracMu He6HaFOHpI/IHTHI/I PCaKIun U aa ru C’BO6H_[aBa Ha
MMPUTEKATECIA Ha Pa3pCUICHUCTO 3a ThbProBUs € apajJlCJIHO TbpryBaHHd BETCPUHAPCH

JIEKapCTBEH MPOJYKT.

7. KoM nmocovenust B maparpad 4 cnuchbk ce npuiara cieanara nHhopMaius o OTHOLICHHE

Ha BCUYKHU BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH:

a) HaMMCHOBAHHEC HA BETCPUHAPHHTE JICKAPCTBEHU MPOIYKTH;

0) aKTHUBHHU BEUICCTBA,

B)  ¢apmaneBTuuHU Hopmu;

r)  kiacuduKamnus Ha BeTEpUHAPHUTE JIEKAPCTBEHH MPOIYKTH B IbpKaBaTa 4ieHKa Mo
MECTOHa3HAUCHUE;

1)  HOMEp Ha pa3penIcHUETO 3a ThPTOBUS C BETCPUHAPHUTE JICKAPCTBEHH MTPOIYKTH B
JbprKaBaTa WICHKA 110 TIPOU3XO/T;
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€)  HOMEp Ha pa3pelIeHUETO 3a ThPrOBUs C BETEPUHAPHUTE JIEKAPCTBEHU IIPOAYKTHU B

AbpiKaBaTa YWICHKA 110 MECTOHA3HAYCHUC,

k) UMe WK pupMa U MOCTOSHEH apec WM PETUCTPUPAHO MSCTO HA CTOIMAHCKA
JEHHOCT Ha THProBela Ha epo B IbpKaBaTa WiICHKA M0 MPOU3XOJ U Ha ThpProBena

Ha SApoO B AbprKaBaTa YJICHKA 10 MCCTOHA3HAYCHHC.

8. HacTosamusT uneH He ce npuiiara 3a BETepUHAPHUTE JIEKAPCTBEHU NIPOIYKTH, pa3pelieHn

IO LIEHTpaJIu3upaHaTa npoueaypa.

PA3OEJ 2

TBHProBUs HA JIPEGHO

Ynen 103

Tvpeosus Ha OpebHO ¢ emepuUHapHU IeKAPCMEeHU NPOOYKMU U 00€He HA OOKYMEHMAayus

1. [IpaBuiara 3a THproBusiTa Ha APEOHO C BETEPUHAPHHU JICKAPCTBEHU MIPOIYKTH CE

OIpCACIIAT OT HAIUMOHAIIHOTO IIPAaBO, OCBCH dAKO B HACTOAIIWA PCTIIAMCHT HE € IIPCABUICHO

ZpYTO.

2. be3 na ce 3acsira unen 99, naparpad 4, ThpropiuTe Ha IpeOHO HAa BETEpUHAPHU
JIEKapCTBEHH MPOJIYKTH C€ CHAOIABAT C BETEPUHAPHU JIEKAPCTBEHH MPOTYKTH CaAMO OT

MPUTEIKATCIIUTC HA PA3PCHICHUC 3a ThbPrOBUA Ha CAPO.

3. Teprosuure Ha JpeOHO C BeTepUHAPHU JIEKAPCTBEHH MPOAYKTH BOJAT MOIPOOHA
AOKYMCHTAIUA, KaTO 3a BCAKA TPpaHCAKIHA C BETCPUHAPHU JICKAPCTBECHU MMPOAYKTH, 3a
KOUTO C€ U3MCKBA BETEpUHApPHA PELIETITa ChIVIACHO WieH 34, oT0ens3Bar cieqHaTa

uHpOpMaLHUs:

a) AaTa Ha TPpaHCAKIHATA,
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6)

HaVMEHOBAHNE HA BETCPUHAPHUS JIEKAPCTBEH NIPOAYKT, BKIIFOYUTEIIHO, aKO €

nenecboopasHo, papMareBTHYHaTa My (opMa U KOHIIEHTPALHS;

B)  MapTHJEH HOMED;

r)  MOJY4YE€HO WU JOCTAaBEHO KOJUYECTBO;

o)  uMe WK (upMa U MOCTOSHEH aIpeC WM PETUCTPUPAHO MSICTO HA CTOMAHCKa
JEWHOCT Ha OCTaBYMKa — P MOKYIIKa, WK Ha MOJIydaTelss — MPH MpoJaxoa;

€)  UMe M JIJaHHU 32 Bpb3Ka Ha MpeAnucaInsg NpoayKTa BEeTepUHapeH JIeKap U eK3eMIULIp
OT BETEpHHApHATAa pelenTara, Koraro € 1neinecho0pa3Ho;

) HOMEp Ha pa3pelIeHUETO 3a ThPIOBHUSL.

4. AKO Abp:KaBUTE WIEHKH CUETAT TOBA 3@ HEOOXOAMMO, T€ MOTaT /1a U3UCKBAT OT

THProBIUTE Ha APeOHO Ja BOJAT MOAPOOHA TOKYMEHTAIUS 32 BCsKA TPAHCAKIIUS C

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, 3a KOUTO HE CC U3UCKBA BETCPUHAPHA PCUCIITA.

S. Haii-mManko BeIHBX TOJHIITHO THPrOBEIbT HAa JPEOHO MPOBEXKAA MOAPOOHA

HWHBCHTapH3alys U CbIIOCTABA OIIMCAHUTC IMMOCTBIININ U U3HCCCHU BCTCPHUHAPHU

JICKApCTBCHU IIPOAYKTH CIIPAMO CKIAJOBHUTC HAJIMIHOCTH. Bceuuku YCTAaHOBCHU

HCCHOTBCTCTBHA CC 3aIIMCBAT. PeBy.]'ITaTI/ITe oT noz[po6HaTa HWHBCHTAapU3alusid U

JOKYMEHTAIUsATa, I0COYeHa B rnaparpag 3 oT HacTOSIIUS YWIEH, CE ChXpaHsABaT Hall-Mallko

IET rOAVHHU 3a UHCIICKIUA OT KOMIICTCHTHUTE OpraH B CbOTBETCTBUC C YJICH 123.
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6. JIbpkaBUTE WIEHKH MOTaT Ja HaJlarat yCiIoBuUs,, 000CHOBAaHHU OT ChOOPaXEHHUS 32 3aIlINUTa
Ha OOLECTBEHOTO 3/PaBE U 34PaBETO HAa JKUBOTHUTE WM HA OKOJIHATA CPeJa, 110
OTHOILIEHHME Ha ThPrOBUATA HA IPeOHO Ha TAXHA TEPUTOPHS C BETEpUHAPHU JIEKAPCTBEHU
IIPOAYKTH, IIPU MOJIOKEHHUE Y€ TE3H YCIOBHsI ca cboOpa3eHHu ¢ npaBoTo Ha Chro3a U ca

MMpOoNnopuuOHaJIH 1 HCAUCKPUMUHAIITUOHHU.

Ynen 104

Ilpooasicoa om pazcmosinue Ha OpeOHO HA GeMEPUHAPHU TeKAPCMBEHU NPOOYKMU

1. JIunara, Ha KOUTO € pa3pellieHo Ja I0CTaBsIT BETepUHAPHU JICKAPCTBEHU MTPOJYKTH B
cpeoTtBeTcTBHUE ¢ WwieH 103, maparpad 1 oT HacTOSIIIUS perJaMeHT, MoTaT Jia peaaraT
BETEpUHAPHU JIEKAPCTBEHH MPOJYKTH, KATO M3MOI3BAT YCIYTUTE HA HH)OPMAIIHOHHOTO
obmiectBo o cMuchiia Ha Jupextusa (EC) 2015/1535 na EBpornelickust mapiaMeHT U Ha
Coeeral, Ha GU3HYECKU M FOPHIAMYECKH JIMIA, ycTaHOBeHU B ChI03a, IPU YCIIOBHUE Y€E 32
Te3U BETCPUHAPHH JICKAPCTBEHH MPOAYKTH HE CE M3MCKBA BETEpUHAPHA PEIIENTa ChITIACHO
qiieH 34 OT HACTOSIIMUS PErJIaMEHT M Y€ T€ OTrOBapAT Ha M3UCKBAHUATA HA HACTOSIIUS
pEerJamMeHT U MPUJIOKUMOTO MTPAaBO Ha AbP)KaBaTa WiCHKa, B KOSTO BETEPUHAPHUTE

JICKApCTBCHU IIPOAYKTH CC IIPOJaBaT HA z[pe6H0.

Hupextusa (EC) 2015/1535 na EBponeiickus napiament u Ha CbBeTa oT 9 centeMBpu
2015 r., ycraHoBsiBala npoueaypa 3a npeaocTaBsiHeTo Ha HH(opmMarus B chepara Ha
TEXHUUYECKUTE PETJIAMEHTH U MpaBUja OTHOCHO YCIYTHTe Ha MHPOPMAIIMOHHOTO OOIIECTBO
(OB L 241,17.9.2015 ., c1p. 1).
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2. Upes neporanus ot nmaparpad 1 oT HaCTOSIIUS WIeH, TbP>KaBUTE WICHKHA MOXKE /1a
paspelar Ha JIM1a, KOUTO NMPUTEXKABAT pa3pelleHUe /1a JOCTaBAT BETEPUHAPHU
JIEKapCTBEHU MPOJYKTH B ChOTBeTCTBHE ¢ wieH 103, maparpad 1, na npegnarat
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, 32 KOUTO CE U3UCKBA BETEpUHAPHA pEeleNTa B
CBHOTBETCTBUE C WieH 34, TOCPEICTBOM YCIYTH Ha HH(OPMAIIMOHHOTO OOIIECTBO, IPH
YCIIOBUE Y€ JbpKaBaTa WICHKA € OCUTypHJla CUTYpHA CUCTEMA 3a TAKUBA JOCTAaBKH.
TaxoBa pa3pelieHue ce 1aBa caMo Ha JIMIA, yCTAaHOBEHH HAa TEPUTOPUATA HA ChOTBETHATA

AbpiKaBa WICHKA U JOCTaBKaTa CC U3BbPIIBA CaMO Ha HeliHa TCPpUTOpUA.

3. JIbprkaBaTa 4ieHKa, Ioco4YeHa B maparpad 2, ocurypsiBa BbBEXK/IaHETO Ha aAalTUPAHU
MEpKH, KOUTO J1a TapaHTUPAT, Y€ U3UCKBAHUATA, CBbP3aHU C HAJMYHUETO HAa BETEpUHApHa
pelenTa, ce cra3Bar Ipu JOCTaBKUTE Ype3 YCIyTU Ha HH(OPMAILIMOHHOTO OOIIECTBO, U
yBenomsaBa Komucusta u Jpyrure abpKaBu WICHKH, aKO U3II0JI3BA Ieporanusra,
nocodeHa B naparpad 2, u mpu Heo0OX0AUMOCT CH ChTpyaHNYM ¢ Komucusra u qpyrute
IbpKaBU YJICHKH, C L€ U30sIrBaHe Ha BCSIKAKBU HEXEJIAaHU MOCIEANIIN OT TaKUBa
JOCTaBKU. /IbpKaBUTE WICHKH YCTAHOBSBAT IIpaBUIla 3a MOAXOASAIIM CAaHKIUH, 3a 1
rapaHTUpPAT CIa3BaHETO HA IPUETUTE HALIMOHAIHU [TPaBUJIA, BKJIIOUUTEIIHO IIpaBuiia 3a

OTHEMAHC Ha TaKMBa paspClICHUA.

4. Jlunara u AeMHOCTHUTE, IOCOYEHH B naparpadu 1 u 2 oT HACTOALIUS YJIEH, TOAJIEKAT Ha
KOHTpOJIa, TOCOYEH B WwieH 123, OT KOMIETEHTHUS OPTraH Ha Abp)KaBaTa WIEHKa, B KOSTO €

YCTAHOBCH ThpProBE€UbBT HA szeGHo.
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S. OcBeH nHpopManuaTa B ChOTBETCTBHE C M3UCKBAHUATA Ha wieH 6 oT J(upekTuBa
2000/31/EO na Esponeiickus napaament u Ha CbBeral Thpropuure Ha ApeOHO, KOUTO
IpeJularat BeTepuHApHU JIEKapCTBEHU IPOAYKTH IMIOCPEACTBOM YCIyTUTE Ha

MH(OPMALIMOHHOTO OOIIECTBO, MIPEIOCTABAT HAM-MaJIKO clieHaTa HHGOpMaLus:

a) JaHHH 3a BPBb3Ka C KOMIICTCHTHUS OpraH B AbpiKaBaTa YJICHKA, B KOATO € YCTaHOBCH

THProOBEIbT Ha IPEeOHO, Mpe yIarainl BeTepHHAPHH JEKapCTBEHU IPOIYKTH;

0)  elexkTpoHHa Mpemnparka KbM yeOcaiiTa Ha IbpKaBaTa YWiICHKA, B KOSTO € YCTaHOBEH

ThpTroB€UBT, Cb3AaJ€H B CbOTBETCTBUEC C naparpa(b 8 or HaCTOsSIINA YJICH,

B)  0OIIOTO JIOTO, Ch3/IaJICHO B CHOTBETCTBHUE C rmaparpad 6 OT HACTOSIIUS WICH, SICHO
n300pa3eHo Ha BCsAKA CTpaHMIIA OT yeOcaiiTa, CBbp3aHa C MpeajaraHeTo Ha
npoaax0a OT pa3CTOSIHUE Ha BETEPUHAPHU JIEKAPCTBEHH MPOJIYKTH U €JICKTPOHHA
nperparka KbM BIIHCBaHETO Ha ThProBella B CIUCHKA HA ThProBIUTE HA APeOHO, HA
KOHTO € MPEIOCTAaBEHO pa3pelieHne, IocoueH B maparpad 8, OykBa B) OT HACTOSIIUS

YJICH.

6. Komucusra ch3naBa 001110 J10r0, ChIiacHo maparpad 7, pa3nmo3HaBaeMo Ha IisjiaTa
teputopusi Ha Chr03a, KOETO ChIEBPEMEHHO TI03BOJISIBA JIa CE IMO3HAE JIbpKaBaTa WiICHKA,
B KOSITO € YCTAaHOBEHO JIUIIETO, MPEIaralio mpojaaxoa oT pa3cTosHIE Ha BETCPHUHAPHU
JIeKapCTBEHH NMPOIYKTH . JIOroTo sicHO ce n300pa3siBa Ha yeOcalTOBETe, Mpearaiiu

npojax0a OT pa3CTOSHNE HAa BETEPUHAPHU JIEKAPCTBEHU MTPOTYKTH.

1 Hupextusa 2000/31/EO na EBponeiickusa napiameHT u Ha CpBeta ot 8 ronu 2000 r. 3a
HSIKOM MIPaBHU aCIEeKTH Ha yCIyrUTe Ha HH(OOPMAIIMOHHOTO OOIIECTBO, U MO-CIIEHATHO Ha
€JIEKTPOHHATa ThProBUs Ha BTpelIHus na3ap ([upextrBa 3a exexkTpoHHaTa Thprosus) (OB
L 178, 17.7.2000 r., ctp. 1).
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7. Upes akToBe 3a u3nbiaHeHne Komucusta npuema rpaguyHust poekT Ha 00IIO0TO JIOTO,
ocoueHo B naparpad 6 ot HacTosAuMs wieH. Te3n akToBe 3a U3MBbIHEHNE CEe IPUEMaT B

CHOTBETCTBUE C MpolieypaTa 1o pa3riexiaHe, nocoueHa B uieH 145, maparpad 2.

8. Besika npprkaBa wieHka ch3iaBa yeOcaiT 3a nponax0a oT pa3cTosIHIE Ha BETEpUHAPHU

JIEKApCTBEHU MPOAYKTH, HA KOUTO C€ II0OCOYBA HA-MAJIKO CJIIEIHOTO:

a)  uH(pOpMaIUs 3a NPHIOKUMOTO HAIIMOHATHO IPABO OTHOCHO MpEAJIaraHeTo Ha
npojaxk0a OT Pa3CTOSHNE HA BETEPUHAPHHU JIEKAPCTBEHU MIPOIYKTH IOCPEICTBOM
yCIIyTuTe Ha MHPOPMAIIMOHHOTO OOIIECTBO B CHOTBETCTBUE € maparpadu 1 u 2,
BKJTIOYUTETHO HH(OPMAIHS, Y€ MEXTy OTACITHUTE AbPKaBU YWICHKH € BH3MOXHO /12
CBIIECTBYBAT PA3IMYMsI OTHOCHO KJIaCU(UKAIMITA Ha BETEpUHAPHUTE JICKAPCTBEHU

MPOAYKTH 3a LIEIUTE HA JOCTaBKATa;
0) wuHpoOpMaIMs 32 00IIOTO JIOTO;

B)  CIIHMCBHK Ha ThPrOBLUTE HA JPeOHO B ChOTBETHATA JbP)KaBa WIEHKA, HA KOUTO €
IIPEIOCTABEHO pa3pelIeHHe J1a IpeyIaraT npoiaxoa oT pa3CTOsIHUE Ha BETEPUHAPHU
JIEKapCTBEHH MPOYKTH MOCPEICTBOM YCIYTUTe HAa HHPOPMAITMOHHOTO OOIIECTBO B

ChOTBETCTBUE C maparpadu 1 u 2, u azpecute Ha TEXHUTE yeOCcalTOBE.

0. AreHnusaTa ch3aBa yeocaiT ¢ uHpopmarius 3a 001oTo joro. Ha yebcaiita Ha AreHnusita
U3PUYHO C€ I0COYBa, Y€ yeOCcalTOBETE Ha IbP)KaBUTE WIEHKH ChAbPKAT HH(POpMaIUs
OTHOCHO JIMIIaTa B ChOTBETHATA JbPKaBa WICHKA, HA KOUTO € TMPEI0CTaBEHO pa3pelIeHne
Jla pesiarat mpojaxk0a oT pa3cTOsHUE HA BETEPUHAPHHU JICKAPCTBEHU MPOAYKTU

oCpeACTBOM YCIYIUTC Ha I/IH(I)OpMaLII/IOHHOTO O6H.I€CTBO.
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10. OT choOpaxkeHus 3a 3aIIKTa Ha OOIIECTBEHOTO 3/[paBe AbP)KAaBUTE WICHKU MOXeE Ja
HaJlarat ycJIOBUSl OTHOCHO ThPrOBUsATA Ha APeOHO HA TAXHA TEPUTOPHS C BETCPUHAPHU
JIEKapCTBEHH MPOIYKTH, KOUTO CE MpeIaraT 3a NpoJak0a OT pa3CTOsIHUE TOCPEICTBOM

yCIIyrute Ha HHPOPMAIMOHHOTO O0OIIECTBO.

1. VYebcaiitoBeTe, Chb3aACHU OT IbPKABUTE YJICHKHU, ChbpXKAT €JIEKTPOHHA IperpaTka KbM

yeOcaiiTa Ha ATSHIHATA, Ch3a/ICH B ChOTBETCTBUE C maparpad 9.

Ynen 105

Bemepunapnu peyenmu

1. Berepunapha penenta 3a aHTUMUKPOOHHU JIEKaPCTBEHU MTPOIYKTH 3a MeTa(UIaKTUKa ce

M3/1aBa caMo CJIe/l AUArHOCTUIIMPaHe Ha MHPEKIMO3Ha O0JIECT OT BETEPUHAPEH JIeKap.

2. Berepunapuust ekap TpsaOBa Aa MOXke 1a 000CHOBE M3/]aBaHETO HA BETEpUHAPHA pellernTa

3a aHTI/IMI/IKpO6eH JICKApCTBCH IMPOAYKT, 0co0eHO 3a MCTa(bI/IHaKTI/IKa H 3a HpO(i)I/IJ'IaKTI/IKa.

3. Berepunapha perenta ce n3iaBa caMo cie/l KIMHUYEH MPETJe Wik Ipyra Moaxoasiia

OLICHKA Ha 3/IpaBHHUs CTATyC Ha JKUBOTHOTO WJIH I'PyIIaTa )KUBOTHU OT BETEPUHAPEH JIEKap.

4. Upes neporauus ot uieH 4, naparpad 33 u naparpad 3 oT HaCTOSIIMSA YJIEH, Abp)KaBa
YJIeHKa MOKE Ja pa3pelln U3/JaBaHeTO Ha BETepUHApHA pelenTa oT NpopecuOHAIUCT,
pa3iauyeH OT BETEpUHAPEH JieKap, KBaIU(UIMPaH Ja U3/1aBa PELENTH B ChOTBETCTBUE C
MPWIOKUMOTO HAIlMOHAJHO MTPaBO KbM MOMEHTA Ha BJIM3aHE B CUJIAa HA HACTOSIIUS
pernameHT. TakuBa pelienTy ca BAIUIHU CaMO B ChIlaTa IbPKaBa WIEHKA U C TSIX HE MOXKE
Jla ce MpeANnucBaT aHTUMUKPOOHU JIEKapCTBEHU NMPOJYKTH U JPYTU BETEPUHAPHU

JICKApCTBCHU IMPOAYKTH, 3da KOUTO € HeO6XO,I[I/IMa AWar’Ho3a OT BETCPUHAPCH JICKap.
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Berepunaphu perentu, u31azeHu oT NpOoPEeCHOHAINCT, pa3IMueH OT BETEpUHap, ce

npuiaraT mutatis mutandis 3a maparpadu 5, 6, 8, 9 u 11 oT HacTOAIIMA YIEH .

5. Betepunapnara perenra chabpka Hali-MaJIKO CICJHUTE CIIEMEHTH :

a)  uaeHTH(UKAIM HA TPETHPAHOTO KUBOTHO MM TPETUPAHUTE TPYIH )KUBOTHHU;

0) mBIHO MMEe Ha COOCTBEHMKA HA )KUBOTHOTO WMJIM JKUBOTHOBB/IA U JJAHHU 32 BPH3Ka;

B)  JaTa Ha U3/aBaHE;

I)  IIBJIHO MME U JaHHH 33 Bpb3Ka HAa BETEPUHAPHHS JIEKap, BKIIOYUTEIHO
npodecuoHaTHUS HOMED, aKO € HaJHMYCH;

)  TOJMHC WIM €KBUBAJICHTHA EIEKTPOHHA (OpMa HAa UICHTU(UKAIUS HA
BETEpUHAPHUS JIeKap;

€)  HauMEHOBAaHME Ha MPEANMCAHUS JEKapCTBEH MPOAYKT, BKIIOYUTEIHO HAa HETOBUTE
aKTHBHU BELIECTBA;

K)  ¢apmarneBTHuHa popMa M KOHIICHTPAIIHS;

3)  TPEANHCAHOTO KOJMYECTBO WIIM OpOsi Ha OTIAKOBKUTE, BKIFOYUTEIHO pa3Mepa Ha
OIIaKOBKATa;

M)  pPEeXHUM Ha JI03UPOBKA;

i) 32 KMBOTHHCKH BUOBE, OTTJICXK/IaHU 32 MPOU3BOCTBO HA XPaHH, KAPEHTHHAT CPOK,
JIOPH ¥ TO3U CPOK JIa € HyJIa JTHU;

K)  BCHYKH IPEIYNpPEXICHUS, KOUTO ca HeOOXOANMH, 32 Jla Ce TapaHTHUpa IPaBUITHATA
yrnoTpeoa, BKIFOUUTEIIHO, KOTaTo € YMECTHO, Jia C€ rapaHTHpa pazyMHara ynorpeda
Ha AaHTUMHUKPOOHU CpPEJ/ICTBA;
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10.

J)  aKo JEKapCTBEHMAT MPOIAYKT CE IPEANUCBA B CbOTBETCTBUE C wieHoBe 112, 113 u

114, nosicHeHHE, B KOCTO TOBA CC 3a5IBIBA;

M)  aKoO JIEKapCTBEHUSAT IPOAYKT ce MpenucBa choTBeTcTBHE ¢ wieH 107, maparpadu 3

n 4, IIOSICHEHHE, B KOETO TOBa CC 3asiBsABA.

[IpeanucanoTo KOJUYECTBO HA JIEKAPCTBEHH MPOAYKTH CE OrpaHHyaBa J10 KOJIUYECTBOTO,
HE00X0IMMO 32 CHOTBETHHSI KypC Ha jiedeHue i tepanus. 1o ce otHacs 1o
AHTUMHUKPOOHUTE JICKaPCTBEHU MPOIYKTH 3a MeTadUIaKTUKa WK MPo(UIaKTUKa, Te ce

npeanncBar camo 3a OrpaHu4cH CpoK, KOMTO IIOKpHUBAa IICPHO/Jda Ha PUCK.

BerepunapHuTe penenTH, U3IaeHu B ChOTBETCTBHE ¢ aparpad 3, ce mpu3HaBaT Ha

msuiata Teputopus Ha Chro3a.

qpe3 aKTOBe 3a u3NbiIHeHHue KoMmucusara Moxke Ja onpecacin o6pa3eu Ha (1)OpMaT 3a
HU3HUCKBAHUATA, OIIPCIACIICHU B r[aparpaq) 5 OT HACTOSIIHSA YJICH, KOHWTO ChINO MOXKE aa CC
npeaocTaBsa B CJICKTPOHCH BU. Te3u akTOBE 3a H3NBIHCHHE CE npueMart B CbOTBCTCTBHUEC C

mporeypara mo pasriekaane, mocoyeHa B wieH 145, maparpad 2.

Hpe,[[HI/IcaHI/IHT JICKAPCTBCH IMMPOAYKT CC NOCTABA B CbOTBETCTBUC C IIPUITOKUMOTO

HaIlMOHAJIHO ITpaBo.

Berepunapha perenta 3a JiekKapCTBEHU MPOAYKTH C aHTUMUKPOOHO JIeHiCTBHE € BAJIUHA

eT IHU OT JaTaTa Ha HEMHOTO U3JaBaHe.
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11. B JOM'BJIHCHUC KbM H3UCKBAHHUATA, IOCOUCHU B HACTOAIIHNA YJICH, AbPKABUTC YICHKHA
MOTart aa onpeacyAT IpaBuiia 3a BOACHCTO HAa JOKYMCHTAILIUA 3a BETCPUHAPHUTC JICKAPpU

IIpH N3JaBAHCTO HAa BETCPUHAPHU PCUCIITH.

12. HeszaBucumo ot wiien 34, BeTepuHapeH JICKapCTBEH MPOAYKT, 32 KOMTO Ce U3UCKBa
BETEpUHAPHA PEeLIeNTa ChIVIACHO MOCOYEHHUSI YIEH, MOXKE Jla CE MPUIIOKH OT CaMusl
BETepUHApEH JIeKap JIMYHO Oe3 BeTepUHApHA PELeNTa, OCBEH aKO MPUIOKUMOTO
HAI[MOHAJIHO MPaBO HE NMPEBMKAa APYyro. BerepuHapHUAT jgekap BOAM TOKyMEHTAIUs Ha

TaKOBa JIMYHO IIpUWJIaraHe oe3 peuciiTa B CbOTBETCTBUC C IMTPHUIOKHUMOTO HAIMOHAIIHO

1paBo.
PA3IE 3
YTHOTPEBA
Ynen 106
Ynompeba na nexapcmeenu npooykmu
1. BerepruHapHuTE J1€KapCTBEHU TPOAYKTH C€ U3MO0JI3BAT B CbOTBETCTBUE C YCIOBUATA HA

pa3peIeHUEeTO 3a ThPTrOBHSI.

2. YHOTpe6aTa Ha BCTCPHUHAPHU JICKAPCTBCHU ITPOAYKTHU B CbOTBETCTBUC C HACTOAIIUA

paznen He 3acsra wieHoBe 46 u 47 ot Pernament (EC) 2016/429.

3. Z[Lp)KaBI/ITC YICHKH MOXKE J1a OIIPEACIIAT MTPOUCAYPUTE, KOUTO CUUTAT 3a HCO6XO,I[I/IMI/I 3a

m3mbiIHeHneTo Ha wienose 110-114 u 116.

4. JIbpKaBUTE WICHKH MOXKeE, aKO TOBA € Ha/IJIe)KHO 00OCHOBAHO, J1a B3€MaT pELICHHE 3a

IpujiaraHe Ha BETCPpUHAPHU JICKAPCTBCHU MTPOAYKT CaMO OT BETCPHUHAPCH JICKap.
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S. WNHakTUBHpaHUTE UMYHOJIOTUYHU BETEPUHAPHU JICKAPCTBEHU IIPOLYKTH, IOCOYEHU B
yiieH 2, naparpag 3, ce u3noy3Bar npu )KUBOTHUTE, TOCOUYEHH B CHIIUS YJICH, CAMO IPU
U3KIIFOYUTEIHU OOCTOSATENCTBA, B CbOTBETCTBUE C BETEpUHAPHA PELIeNTa, U aKo HAMa
paspelieH UMYyHOJIOTHYEH BETEPUHAPEH JIEKAPCTBEH IIPOAYKT 32 BUIOBETE JKUBOTHH, 32

KOUTO € MPCAHA3HAYCH NPOAYKTHT, U 3a IIOKA3aHUCTO.

6. KoMucusita npuema aenerupaHu akToBe, 3a Jja JOMbJIHN HACTOSIINS WIEH, KOTaTo €
He00X0IMMO, B ChOTBETCTBUE C WieH 147, KOMTO KaTo yCTaHOBSIBA MIPaBUJIa OTHOCHO
MOAXOIAUINTE MEPKH 3a TapaHTHpaHe Ha eeKTUBHATa U Oe30macHa ynoTpeda Ha
BETEPUHAPHUTE JIEKAPCTBEHU MPOIYKTH, pa3pellIeH! U MPEANNCBaHM 3a IpUIaraHe 1npe3
ycTaTa 1o Ha4iHH, pa3JIMdHU OT ynoTpedara UM o ¢popmara Ha MEAMKAMEHTO3HH
bypaxu, KaTo HaIpUMep CMECBaHe Ha BOJIa 3a TUEHE ¢ BETEPUHAPHUS JIEKAPCTBEH
MIPOJYKT UM CMECBAHE HA pbKa Ha BETEPUHAPEH JIEKAPCTBEH MPOAYKT C Pypaxka, u
JTaBaHETO MY OT )KUBOTHOBB/IA HAa )KUBOTHUTE, OTIJIEKIAHU 3a IPOU3BOICTBO HA XPAHHU.
[Ipu npuemaHneTo Ha Te3u Jenerupanu akroBe Komucusra B3ema npeaBua HaydHOTO

CTaHOBHUIIIC HaA AFGHHI/IHTa.

Ynen 107

Ynompeba na anmumuxpobru nekapcmeenu npooyKmu

1. AHTUMUKPOOHUTE JIEKAPCTBEHH MPOJYKTH HE C€ MpUlaraT pyTUHHO U HE ce U3IO0I3BarT 3a
KOMITEHCHpPAHE Ha JIOIlla XUTMeHa WM Ha HEMOAX OIS0 OTIJIeKIaHe, JTUICa Ha TPUKH UITH

JIOHIO YIIPABJICHUEC HA CTOITAaHCTBOTO.

2. AHTI/IMI/IKpO6HI/ITe JICKApPCTBCHU IMPOAYKTH HC CC U3IIOJI3BAT 3a YCKOPABAHC HA pacCTEKa

WM yBeIM4YaBaHe Ha 100uBa.
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3. AHTUMHKPOOHUTE JIEKApCTBEHU MPOAYKTH HE CE U3IOJI3BAT 33 MPO(PHUIAKTHKA, OCBEH B
M3KJIFOUUTEIHU Cy4au, 3a IpUlaraHe Ha OTJEIHO )KMBOTHO WJIM HAa OTpaHUueH Opoit
KHUBOTHH, KOTaTO PUCKBT OT MH(DEKIUs WK UH(EKIHo3Ha 00JIeCT € MHOTO BUCOK M UMa

BCPOATHOCT MOCICAUIUTE aa 6”b,Z[aT CCPUO3HHU.

B TakuBa ciny4yan ynotpe6ara Ha aHTHOMOTHUYHU JIEKAPCTBEHH MPOJIYKTH 32 MPO(PUIAKTHKA
ce OrpaHMyYaBa JI0 IPUIaraHeTo UM CaMo Ha OTJENIHU KUBOTHH, TIPH YCIOBHSTA, TIOCOYCHU

B maparpad 1.

4. AHTUMHUKpPOOHHTE JIEKAPCTBEHU IIPOAYKTH C€ M3MOI3BAT 3a MeTa(pUIaKTHKa caMO KOTraTo
PHUCKBT OT Pa3NpOoCTpaHeHHE Ha MH(EKIUS MM Ha MHPEKIHO3Ha 00JIECT B TpyIia )KUBOTHH
€ BUCOK M KOraTO HE ChUIECTBYBAT APYIH MOAXOIAIIMN AITEPHATUBY. J[bpKaBUTE WICHKU
MOrar Jia IpeaoCcTaBiAT HACOKU OTHOCHO TAKUBA APYI'U MOAXOASIIN aITCPHATUBU U
aKTUBHO MOJKPEIAT pa3pabOTBaHETO U MPUJIAraHETO Ha HACOKU, KOUTO JONPUHACHT 32
pa3dupaHeTo Ha pUCKOBHUTE (PAaKTOPH, CBBP3aHU C META(PHUIAKTHKA, U BKIFOUYBAT KPUTEPUU

32 HEMHOTO 3aIl0YBaHE.

5. HeKapCTBeHI/ITe MMPOAYKTH, ChbABbPIKAIIU OIIPCACICHUTC aHTI/IMI/IKp06HI/I CpeacTBa,

IOCOYCHH B wieH 37, maparpad 5, He ce U3MOJ3BaT B ChOTBETCTBHUE C uieHoBe 112, 113 u

114.

6. Upes akToBe 3a U3IIBIHEHNUE U B3€MalKM MPEeIBHUl HAyYHOOOOCHOBaHAaTa MpenopbKa Ha

Arennusara, Komucusita onpezens aHTUMHUKPOOHUTE CPEICTBA, KOUTO:
a)  HE ce M3MOoJI3BAT B ChOTBETCTBUE ¢ wieHoBe 112, 113 u 114; nim

06)  ce u3MoOa3BaT B ChOTBETCTBHE ¢ ujeHoBe 112, 113 u 114 camo npu omnpeneneHu

YCIIOBUS.
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HpI/I MMPUCMAHCTO HA TaKMBA AKTOBC 3a U3IIBJIHCHUC Komucusra Bzema npeaBua CJICIHUTC

KpUTEPUH:

a) PUCKOBETE 3a 3APaBETO HA ) KUBOTHUTE UJIN 06I_HeCTBeHOTO 3ApaB€ OT yHOTpe6aTa Ha

AHTUMUKPOOHU CPEJICTBA B ChOTBETCTBHE C WwieHoBe 112, 113 u 114;

6) PUCKOBCTE 3a 3APABCTO HA ) KUBOTHUTC WJIN OGH.ICCTBGHOTO 3paBc, akKO CC pa3Buc

aHTI/IMI/IKpO6Ha PE3UCTCHTHOCT,
B) HaJIN4YUEC Ha APYTrd METOJU HA JICUCHNEC Ha ) KUBOTHUTE,
r) HaJIMYUC HA APYTrU CPpCACTBA 34 aHTI/IMI/IKpO6HO JICYCHUC IIPU YOBCKA,

)  OTpa)k€HUE BHPXY aKBAKYJITYPUTE U CEJICKOTO CTOMAHCTBO, aKO 3aCErHATOTO

KUBOTHO HE OBJIC JICKYBaHO.

Te3u akToBe 3a U3IMBJIHEHHUE CE npuemMar B CbOTBCTCTBHUC C IpoHcAypaTa 110 pa3ryIeKAaHe,

rmocoueHa B wieH 145, maparpad 2.

7. JIppraBa 4iIeHKa MOXKE TOIBJIHUTEIHO Ja OTPaHIYH WK 1a 3a0paHu ynorpebara Ha
HSIKOU aHTUMHKPOOHH CPE/ICTBA IPU KUBOTHU HA CBOSITA TEPUTOPHUS, aKO IPUIIATAaHETO HA
TaKMBa aHTUMUKPOOHHU CPEJCTBA HA KUBOTHU IMPOTUBOPEYN Ha HAI[MOHAIHATA MOJUTHKA

3a pa3yMHa ynotpeba Ha aHTUMUKPOOHHU CPECTBA.

8. MepkuTe, IpUETH OT IbPKABUTE YWICHKU Bb3 OCHOBA Ha naparpad 7, TpsaOBa ga Obaat

MPOIOPLIMOHAIIHU U 0OOCHOBAHHU.

9. IbpxaBute wieHkd nHGopmupaT Komucusra 3a BCHUKH MEPKH, IPUETH OT TSIX Bb3

OCHOBa Ha maparpad 7.

PE-CONS 45/18 RDY/rb 198
LIFE.2.B BG



Ynen 108
Booene na doxymenmayus om coocmeeHuyume Ha HCUBOMHU,

OM2NeANCOAHU 34 np0u3600cm60 Ha Xparnu, u AHCUBOMHOBBOUME

1. C06CTB6HI/IHI/ITG Ha )XUBOTHH, OTIJIC)KAAHHU 3a IIPOMU3BOJACTBO Ha XpaHU, UJIM — B

CJIY4auTeC, KOIraTo ) KUBOTHUTC HC CC OTIJICKAAT OT TAX — JKMBOTHOBBIUTEC BOAAT

AOKYMCHTAaIUA 3a U3IOJI3BAHUTEC OT TAX JICKAPCTBCHU NPOAYKTHU U aKO € IMIPHUIJIOKHUMO,

ChbXpaHsaBaT CK3EMILIAP OT BETCpUHApHATa PCUCIITA.

2. JlokymeHTanusTa, mocoueHa B naparpad 1, BKItouBa:
a)  JaTa Ha I'bPBOTO IPHJIAraHe Ha JIEKApCTBEHUS NPOAYKT HA )KUBOTHUTE;
0) HauMEHOBaHHWE Ha JIGKAPCTBEHUS MPOJIYKT;
B)  MPHIOKEHO KOJIUYECTBO OT JICKAPCTBEHUS MIPOIYKT;
r)  uUMe Wik pupMa 1 MOCTOSHEH aJpec WM MSCTO Ha CTOMAHCKa ASHHOCT Ha
JIOCTaBUMKA;
1)  JI0Ka3aTeJCTBO 3a NpUI00MBAaHE HA JIEKAPCTBEHUS MPOAYKT, KOMTO U3I10JI3BAT;
€)  UIACHTH(HKAIUSI Ha TPETHPAHOTO >KUBOTHO WUJIM TPYIa )KUBOTHHU;
’K) MMe U JIaHHU 32 BPH3Ka Ha MU3JANIUA pellenTara BeTepuHapeH JeKap , ako €
MIPUIIOKHUMO;
3)  KapeHTEH CPOK, I0pU U TO3H CPOK Jia € HyJja JTHU;
1)  [POJBJKUTEIHOCT HA JIEUYEHUETO;
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3. Ako nH(pOpMaIuATa, 3a KoATO TpsiOBa Ja ce BOAU JOKYMEHTAIHsI B ChOTBETCTBUE C
naparpad 2 OT HACTOSIIHS YWICH, Beue € HAJIMYHA B eK3EMIUIApa OT BeTepUHApHATa
penenra, B JOKyMEHTAIUATa, BOACHA B CTOIIAHCTBOTO MJIM — KOI'aTO CTaBa BBIIPOC 32
€IHOKOIIUTHH XUBOTHH — € 3allMCaHa B YHUKAIHUA JOKHUBOTEH UIACHTU(DUKALIMOHEH
JOKYMEHT, IIOCOYeH B wieH §, naparpad 4, He € He0OX0IUMO TSI J1a c€ JOKyMEHTHpa

OTACIHO.

4. H'Bp}I(aBI/ITe YICHKHU MOorat aa onpeaciisaAT JOIMbJIHUTCIIHN H3MCKBAHUA 3a BOACHETO Ha
JOKYMCHTAIUsA OT CO6CTB€HI/II_II/IT6 " CTOIIAaHUTEC Ha > XUBOTHHU, OTIJIC)KJaHHU 3a

IMPOU3BOJACTBO HA XPaHHU.

5. WNudopmanusara B Ta3u JOKYMEHTAIHS C€ ChXpaHIBa Hal-MaJIKO TET TOJIUHU 33 MHCTICKITUS

OT KOMIICTCHTHUTEC OpraHu B CbOTBCTCTBUC C YICH 123.

Ynen 109

3aovascenus 3a 600ene Ha OOKYMeHmayus Npyu eOHOKONUMHUME HCUBOMHU

1. Komucusita npuema aenerupaHu akToBe B CbOTBETCTBUE C WiieH 147, 3a ga 1onbiaHU
HACTOSIIHUS PErJIaMEHT, 110 OTHOLIEHHE Ha ChIAbPKAHUETO U (popMarTa Ha HHPOpMaLUATa,
Heo0Xo/1Ma 3a npuiiaraseTo Ha wieH 112, naparpag 4 u uien 115, naparpad 5 u, kosTo
TpsIOBa J1a ce ChAbpKa B YHUKATHUS JI0)KMBOTEH UIEHTU(UKAIIMOHEH IOKYMEHT, TIOCOYEH

B wieH &, maparpad 4.

2. KomMucusita upe3 akToBe 3a U3I'bJIHEHUE YCTAaHOBSIBA GOPMYJISipH 00pa3liy 3a BbBEKIaHe
Ha uH(popMaruITa, He0OX0AMMa 3a IpuiaraHeTo Ha wieH 112, nmaparpad 4 u wien 115,
naparpad 5, KoaTo TpsiOBa /1a ce ChAbpKa B YHUKAJIHUS JT0’KUBOTEH MIEHTH(PUKALIMOHEH
JIOKYMEHT, MOCOYEH B WiieH §, maparpad 4. Te3u akToBe 3a U3IBIHEHUE CE TTPUEMAT B

CBHOTBETCTBHUE C MPOLIEypaTa Mo pa3riexaaHe, mocoyeHa B wieH 145, maparpad 2.
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Ynen 110

Ynompeba na umynonoeuunu eemepunapru 1ekapcmeenu npooyKmu

1. B cboTBeTCTBHE C MPUIIOKUMOTO HALIMOHATHO IIPABO KOMIIETEHTHUTE OPTaHU MOXKeE 12
3a0paHAT IPOU3BOACTBOTO, BHOCA, PA3IIPOCTPAHEHUETO, IPUTEKAHUETO, ITpoAaxoara,
JOCTaBKaTa WIK yrnoTpedara Ha UMYHOJIOTHYHU BETEPHUHAPHU JICKAPCTBEHU POAYKTH Ha
TEPUTOPUSITA HA CBOATA AbprKaBa UM HA YacT OT HEsl, aKO € U3I'bJIHEHO Hall-MaJIKO €HO

OT CJICOHUTE YCIIOBHUSI:

a) IIpUIaraHeTo Ha IpOAYKTa MOXKE [a IMOBJIMAC BbPXY U3IIBJIHCHUCTO HAa HAllMOHAJIHA

mporpama 3a JMariHoCTuKa, KOHTPOJI WK JIUKBUIUPAHC HA 0oJecT 1o KHUBOTHHUTEC,

0) mpWIAraHeTo Ha MPOJYKTA IMPHU JKUBOTHUTE MOXKE JIa 3aTPYAHH MIPEIOCTABIHETO HA
ceptuuUKar 3a qurca Ha 3a00JIBaHe MIPH KUBU KUBOTHHU WM MOKE Ja IPUYUHU
3aMbpCSABaHE HA XPAaHUTEIHU IPOAYKTU U IPYTU NPOIYKTH, IIOJYyYEHU OT

TPETUPAHUTEC )KUBOTHU

B)  IIAMOBETE Ha 00JIECTOTBOPHUTE areHTH, CPEIly KOUTO € MpeAHa3HAuEeH /1a u3rpaau
UMYHUTET IPOAYKTHT, 10 TOJIIMA CTEINEH HE C€ Cpellar, OT IJieJJHa TOUYKa Ha

l"eOl"pa(l)CKOTO UM pa3snpoOCTpaHCHUEC, HAa CbOTBETHATA TCPUTOPUA.

2. Upes neporanus ot wied 106, maparpad 1 oT HacTOSIINS pEerJaMeHT, U MPU JIUTICa Ha
BETEpPUHAPEH JIEKAPCTBEH MPOAYKT, IOCOUEH B ujieH 116, B citydail Ha mosiBa Ha OOJIECT OT
cnuchKa, mocoueH B wieHd 5 ot Pernament (EC) 2016/429, wiin Ha HOBOBB3HHUKBAIIIA
00JIECT CBITIACHO WIEH 6 OT CHILUS PEriaMeHT, KOMIETEHTHUAT OpraH MOKe Jla pa3pern
U3I0JI3BaHETO HA UMYHOJIOTUUYEH BETEPUHAPEH JIEKaPCTBEH MTPOLYKT, KOWTO HE €

paszpeieH B paMmkuTe Ha Chlo3a.
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3. Upes neporauus ot uieH 106, naparpad 1 oT HaCTOALIMS periIaMeHT, KOrato
MMYHOJIOTHYEH BETEPHHAPEH JIEKAPCTBEH MPOAYKT € pa3pelieH, HO Beue He € HaJTM4eH B
Crpro3a 3a Oonect, KoSTo He € mocodyeHa B wieH S5 win 6 ot Pernmament (EC) 2016/429, Ho
KOsITO Beue ce cpemia B Chro3a, KOMIIETEHTHUSAT OpraH MOXKe, B HHTEPEC Ha 3[[paBeTo Ha
KUBOTHHUTE, XyMaHHOTO OTHOIIEHUE KbM TSIX M OOILIECTBEHOTO 3/IpaBe, J1a pa3peiiu
yrnoTpebara Ha UMYHOJIOTHYEH BETEPHHAPEH JIEKAPCTBEH MPOAYKT, 32 KOMTO HiIMa

PaspCiiCcHUE B paMKUTEC HA CLIOSa, KaToO pa3riexkia BCCKU cnyqaﬁ IHOOTACIIHO.

4. KomnerenTure opranu napopmupar HezabaBHo Komucusita, Korato ce npuiarar
naparpadu 1, 2 u 3, kaTo chOOIIABAT U 32 HAJIOKEHHUTE YCIOBHS B Ipolieca Ha

M3ITBITHCHUETO Ha IOCOYCHUTE Maparpadu.

5. AKO eIHO )KMBOTHO TpsIOBa J1a ce U3Hece 3a TPeTa JbpKaBa U ChOTBETHO TOJICKHU Ha
CHEIHATHUTE 3ab/DKUTEITHH 3/[paBHU IIPAaBUJIA HAa Ta3H TPETA IbpPiKaBa, KOMIIETEHTHUST
OpraH MOXe Jia pa3pelin camo 3a ChIIOTO )XKUBOTHO yroTpedaTa Ha HIMYHOJIOTHUYCH
BETepUHApEH JIEKapCTBEH MPOJYKT, 32 KOWTO HAMA pa3pelieHne 3a ThPTOBHS B
ChOTBETHATA JIbP>KaBa WiIEHKa, HO YUATO yroTpeda e pa3pellieHa B TperaTa IbpKapa, 3a

KOATO XMBOTHOTO CC M3HACH.
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Ynen 111
Ynompeba na semepunapnu nexapcmeenu npooOyKmu om eemepuHapHu 1ekapu,

KOumo npeoocmassam yciyeu 6 Opyeu Obpircau UieHKU

1. Berepunaphu Jiekapy, KOUTO NPEIOCTaBAT YCIYTH B IbpKaBa WIEHKa, pa3jiuyHa OT Ta3u, B
KOSITO BETEpPUHAPHUSAT JIEKap € YCTAaHOBEH (,,AbprkaBa WICHKA JIOMaKUH ), MOXeE J1a
IIPUTEKABAT U J1a IPEIIUCBAT BETEPUHAPHHU JIEKaPCTBEHU ITPOJYKTH, 32 KOUTO HAMA
paspelieHre B IbpKaBaTa 4JeHKa JOMaKHUH, Ha )KMBOTHH WM I'PyIa )KUBOTHHU, 3a2 KOUTO
BETEpUHAPAT I10J1ara rpuXkHu, B KOJIMYECTBO, KOETO HE HAJ[BUIIIaBa HEOOXOIUMOTO 32

JICYCHHUETO, NPCAINUCAHO OT BETCPHUHAPHUA JICKAP, aKO Ca U3IIBJIHCHU CIICAHUTC YCIIOBUA:

a)  paspelleHHE 3a ThPrOBUs C BETEPUHAPHMSI JIEKAPCTBEH MPOJIYKT, KOWTO CcE Ipuiiara
Ha JKUBOTHUTE, € NMPEI0CTaBEHO OT KOMIIETEHTHUTE OPraHy B JbprKaBaTa WICHKA, B

KOATO € YCTAaHOBCH BECTCPUHAPHHUAT JICKAP, UJIH OT KOMI/ICI/IﬂTa;

0)  BETEPHHAPHHMAT JIEKAP TPAHCIIOPTHPA CHOTBETHUTE BETCPUHAPHH JICKAPCTBEHH

IIPOAYKTHU B OpUT'MHAJIHATA UM OITaKOBKA,

B)  BETEPUHAPHUAT JieKap cra3pa Jo0para BeTepUHapHA MPAKTHKA, KOATO ce mpujiara B

AbpiKaBaTa YWICHKA TOMAKHH;

I)  BETEPUHApPHUAT JIeKap ONpezesis KapeHTHHS CPOK, TIOCOUYEH HAa €TUKETA WIH B

JIMCTOBKAaTa Ha U3IOJI3BAaHUS BETEPUHAPEH JIEKaPCTBEH MPOIYKT;

1)  BETEPUHAPHUSAT JIEKap He Mpo/aBa Ha APeOHO HUKAKBU BETEPUHAPHHU JIEKAPCTBEHU
MPOAYKTH Ha COOCTBEHHUIM HAa TPETUPAHH KUBOTHH WM KUBOTHOBBAU B AbpKaBaTa
YJICHKa JOMAKWH, OCBEH aKO TOBA HE € JOIIyCTUMO CBIJIACHO IIpaBuiaTa B

AbpiKaBaTa YICHKAa TOMAaKHH.
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2. [Taparpad 1 He ce mpuiara 3a UMyHOJIOTHYHHU BETEPHUHAPHU JIEKAPCTBEHU IPOIYKTH,

OCBCH KOraTo cTaBa BbIIPOC 3a TOKCUHH U CCPYMHU.

Ynen 112
Ynompeba na nexapcmeenu npooykmu
6 cyuau, KOUumo He ca NOCOYeHU 8 YCI08UAMA HA PA3PEUEHUEmMO 3a MbP2OBUs,

npu J44CUOMUHCKU eu()oee,Koumo He ce omaexcoam 3a np0u3eodcm60 Ha Xparnu

1. Upes neporamnums ot wied 106, maparpad 1, korato B AajieHa IbpikaBa WieHKa HiIMa
paspellieH BeTepUHapeH JIEKapCTBEH MPOIYKT 3a MOKa3aHUs MTPU KUBOTHHCKH BHUJIOBE,
KOUTO HE CE OTIVICKAT 3a MPOU3BOJICTBO HA XPaHHU, BETEPUHAPHUAT JIeKap, Ha CBOsI MpsiKa
OTTOBOPHOCT U MO-CHEIHUAIHO, 32 J]a c€ U30erHe HeJOMyCTUMO CTpaJaHKe 3a )KUBOTHOTO,

MOZKC 10 U3KIIFOYCHHUC [1a JICKYBA ) KUBOTHOTO CBHC CIICAHUA JICKAPCTBCH ITPOAYKT:

a)  BETEepPHHAPEH JIEKAPCTBEH MIPOAYKT, Pa3pelleH ChIIIACHO HACTOSIIHUS PErJIaMEeHT B
ChOTBETHATAa JIbpKaBa WIECHKA WIM B JIpyra JbpKaBa 4IeHKa 3a yrnoTpeda npu chlus

WJIM IIPU APYT ) KUBOTUHCKHU BUA IIPU CHIIUTC UK IPHU APYIrU IIOKA3aAHUSA,;

0)  aKo JMIICBA BETEPUHAPEH JIEKAPCTBEH MPOAYKT, TOCOUYEH B OyKBa a) OT HACTOSILIUS
naparpad, JeKapcTBEH MPOJYKT 32 XyMaHHa yroTpe0a, pa3pelieH B CbOTBETCTBUE C

Hupextura 2001/83/EO unu Pernament (EO) Ne 726/2004;

B)  aKo JIMIICBA JIEKAPCTBEH MPOJYKT, TOCOYEH B OyKBa a) wiu 0), BeTepUHapeH
JIEKapCTBEH MPOJIYKT, IPUTOTBEH HEMOCPEACTBEHO MPeaH yHoTpeda B ChOTBETCTBHE

C YKa3aHUsATA Ha BETCpUHApPHA pCICIITA.
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C u3KiroueHne Ha UMYHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHHU MPOAYKTH, KOTaTO HAMA
HAJIMYEH JICKAPCTBEH MPOAYKT, KAKTO € ITOCOUEHO B maparpad 1, oTToBOpHUAT
BETEpUHApEH JIeKap MOKe, Ha CBOs IPsAKa OTTOBOPHOCT U MO-CIIELHUAIIHO, 32 J1a ce n30erHe
IIPUYMHSABAHETO HA HEAOIYCTUMO CTPaJlaHue, 110 U3KIIIOUYEHNUE 1A JIEKyBa )KUBOTHO, KOETO
HE CE OTIJICK/1a 3a IIPOU3BOJACTBO HA XpaHH, C BETEPUHAPEH JIEKAPCTBEH MPOIYKT,

PpaspClicH B TPCTa CTpaHa 3a CbIIUsA ) KUBOTUHCKU BUJ U IPHU CHIIUTC ITOKA3aHUA.

BeTepI/IHapHI/IHT JICKAp MOXKE JIMYHO Aa IMPHUJI0XKHU JICKaAPCTBCHHUA ITPOAYKT HMJIKM HA CBOA
OTTOBOPHOCT Aa pa3pCilir TOBa Ha APYTO JIMIE, B CbOTBETCTBUEC C HAIIUOHAJTHUTE

pasmnopenou.

HaCTOﬂIIII/IHT YJICH CC IMpuJjiara Cbuio Taka npu JICUCHHUEC Ha CJTHOKOIMUMTHHU BUOBE OT
BCTCPUHAPCH JICKApP, aKo € O6${BCHO, 4C TC HEC Ca MPCAHA3HAYCHU 3a KJIAHC 3a KOHCYMallus
OT YOBCKa B YHUKAJIHUS JOXKUBOTCH I/II[GHTI/I(I)I/IKaI_[I/IOHCH JOKYMCHT, IIOCOYCH B YJICH 8,

naparpad 4.

HacrosmusT 4iieH ce mpuiara u Korato pa3perieH BeTepHUHApeH JIEKapCTBEH MPOAYKT HE €

HaJIM4YCH B CbOTBCTHATA AbprKaBa YJICHKA.
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Ynen 113
Ynompeba na nexapcmeenu npodykmu 6 ciyyau, Koumo He ca NOCO4eHU 8 YCl08UIma
HA paspeuenHuemo 3a mvpeosusi, NPU CYX03eMHU HCUBOMUHCKU 8UO08e,

OmenedAHcoanu 3a I’lpOuS’GO@CWlSO Ha Xxpanu

1. Upes neporanus ot wien 106, maparpad 1, koraro B 1ajeHa IbprkaBa 4ieHKa HIMa
pa3pelieH BeTepUHAPEH JIEKAPCTBEH MPOIYKT 3a TOKa3aHUE MPU CYX03EMEH KUBOTHHCKHU
BUJI OTTJICXKIaH, 32 MPOU3BOJICTBO HA XPaHU, BETCPHUHAPHHSAT JIKap, HA CBOS TIPSKa
OTTOBOPHOCT M IO-CIIEIIHATHO 32 JIa Ce U30eTrHe HEJJOMyCTUMO CTPaJaHue 3a )KUBOTHOTO,

MOKC 10 U3KIIIOYCHUC [1a JICKYBA ) KUBOTHOTO CBHC CIICAHUTC JICKAPCTBCHU NPOAYKTHU:

a)  BETEpPUHAPEH JIEKAPCTBEH MPOAYKT, pa3pelIeH ChITIACHO HACTOSAIIMUS PETJIAMEHT B
ChOTBETHATA JIbp>KaBa WICHKA WK B Ipyra JbpKaBa 4ieHKa 3a yrnoTpeda npu Chilus
WJIH TP IPYT CYXO3€MEH KUBOTUHCKH BH/I, OTTJICXKIaH 32 IPOU3BOJICTBO HA XPaHH,

MIPU CHIIOTO MOKA3aHUE WJTU TIPH IPYTO MOKa3aHUE;

0)  aKo JMIICBAa BETEPHHAPEH JICKAPCTBEH NPOAYKT, HOCOUYEH B OyKBa a), BETepUHAPEH
JIEKapCTBEH MPOIYKT, pa3pelleH ChbIJIaCHO HACTOALIMS PETJIaMeHT B ChOTBETHATA
I’bprKaBa YJeHKa 3a yrnoTpeda npu )KMBOTHHCKH BUOBE, KOUTO HE C€ OTIIISKIAT 32

IMPOU3BOJCTBO HA XpaHH, 3a CbIIOTO ITOKAa3aHUEC,

B)  aKo JIMTICBA BETEPUHAPEH JIEKAPCTBEH MPOYKT, MOCOYEH B OyKBa a) win 0) OT
HACTOSIIHMS Taparpad, JeKapcTBeH MPOAYKT 3a XyMaHHa yroTpeda, pa3penieH B

cpoTBeTcTBUE ¢ JupextrBa 2001/83/EO nnu Pernament (EO) Ne 726/2004; unu

I)  aKo JIMIICBA JIEKAPCTBEH MPOJIYKT, OCOUEH B OyKBa a), 0) WM B), BETEPUHAPEH
JIEKapCTBEH MPOAYKT, PUTOTBEH HEMOCPECTBEHO MPEIN YIoTpeda B ChOTBETCTBHE

C YKa3aHOTO BbB BETEpHUHAPHA PEIICTITA.
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2. C u3KiroueHne Ha UMYHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU ITPOIYKTH, aKO JIMIICBA
JIEKapCTBEH MPOIYKT, TOCOYEH B maparpad 1, OTTOBOPHUAT BETEPUHAPEH JIEKap MOXeE Ha
CBOsI MPsIKa OTTOBOPHOCT U MO-CIIELUATHO 32 J1a ce N30erne NpuunHsIBaHETO Ha
HEJOMYCTUMO CTPAJaHHE, 10 U3KIIOYEHHE J1a JIEKYBa CYX03€MHH )KMBOTHH, OTIJICKIAHU 32
IIPOU3BOJICTBO HA XPaHU, C BETEPUHAPEH JIEKAPCTBEH MPOAYKT, Pa3pELICH B TPETA CTPaHA

3a CbIIUA ) KUBOTHHCKU BUI U ITPU CHIIOTO MMOKA3aHUC.

3. BeTepI/IHapHI/IHT JICKAp MOXKE JIMYHO Aa IMPHUJI0XKHU JICKaAPCTBCHHUA ITPOAYKT HMJIKM HA CBOA
OTTOBOPHOCT Ja pa3p€ilin TOBa Ha APYTo JIMIE B CbOTBETCTBUEC C pa3nopez[6HTe Ha

HaIlMOHAJIHOTO 3aKOHOAATCJIICTBO.

4. dapMaKoJIOTHYHO aKTUBHUTE BEIIECTBA B ChCTaBa HA JIEKAPCTBEHUS MIPOYKT, U3I0I3BaH
B ChOTBETCTBUE C maparpadu 1 u 2 oT HacTOsIHUA YieH, TpsOBa 1a ca pa3pelieHH B
cpoTBeTcTBUE ¢ Permament (EO) Ne 470/2009 u Bcuuku akTOBE, MPUETH B3 OCHOBA Ha

HETO.

5. HacTosmusT uneH ce npujiara v KOrato pa3peuieH BeTepuHapHU JIEKapCTBEHU IPOAYKT HE

€ HAJIMYCH B CbOTBCTHATA AbpPiKaBa YJICHKA.
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Ynen 114
Ynompeba na nexapcmeenu npooykmu npu 600HU 8UA08e,

OmenedAHcoanu 3a I’lpOuS’GO@CWlSO Ha Xxpanu

1. Upes neporanums ot wieH 106, maparpad 1, korato B AajieHa IbpikaBa WieHKa HiIMa
pa3pellieH BeTEpUHAPEH JIEKapCTBEH MPOIYKT 3a MOKa3aHUE, 3acsrailo BOJAHU BUJIOBE,
OTIJICK/IAHM 32 TIPOU3BOJICTBO HA XPAaHH, OTTOBOPHUST BETEPUHAPEH JIeKap, Ha CBOS MIPsKa
OTTOBOPHOCT U MO-CHEIHATHO, 32 Jla ce U30erHe HeAOMyCTUMO CTPAJaHHe 3a KUBOTHUTE,

MOKE aa JICKYBa ) KUBOTHUTEC CbC CIICAHUTEC JICKAPCTBCHU IIPOAYKTH:

a)  BETEpPUHAPEH JIEKAPCTBEH MPOAYKT, pa3pelIeH ChIJIACHO HACTOSIUS PETIaMEHT B
ChOTBETHATAa JIbPKaBa WIECHKA WM B JIpyra IbpKaBa 4jeHKa 3a ynorpeda npu chilus
WM IIPU IPYT BOJEH BUJ, OTIVIEKIAH 3a IIPOU3BOACTBO Ha XPaHHU, 3a ChIIOTO UJIH 32

APYTo MOKa3aHHue;

0) mpu IUICa HAa BETEPUHAPEH JIGKAPCTBEH MPOIYKT, TOCOUEH B OyKBa a) OT HACTOSIIIHS
naparpad, BeTeprHapEH JIGKAPCTBEH MPOIYKT, Pa3pelieH 3a ynorpeda ChrilacHO
HACTOAIIMS PETJIAMEHT B CbOTBETHATA IbprKaBa YieHKa WIH B Ipyra AbpKaBa
YJIeHKa [PU CYX03€MHHU BUJIOBE, OTIJICKIAHH 32 IMPOU3BOACTBO Ha XPaHH, ChIBPIKalI]

BEIIIECTBO, BKIIFOYEHO B CIIHCHKA, CbCTaBEH B CHOTBETCTBUE C maparpad 3;

B)  IIpH JIUIICA HA BETEPUHAPEH JIEKapCTBEH NPOAYKT, TOCOYEH B OyKBa a) Uiu 0) oT
HACTOSIIHMS Taparpad, JeKapcTBeH MPOAYKT 3a XyMaHHa yHnoTpeda, pa3pemieH B
cpoTBeTcTBUE ¢ Jupextrna 2001/83/EO unu Pernament (EO) Ne 726/2004, u
ChIbpKall] BELLIECTBA, BKJIIOUYEHH B CIIUCHKA, ChCTaBEH B ChOTBETCTBUE C maparpad 3

OT HaCTOAIIUA YJICH, NI
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I)  IIpH JIMICA HA JIEKAPCTBEH MPOAYKT, KAKTO € TOCOUEHO B OyKBa a), 0) WU B),
BETepUHApEH JIEKapPCTBEH MPOYKT, IPUTOTBEH HEMOCPEACTBEHO Mpeu yrnorpeda B

CHOTBETCTBUE C YKAa3aHOTO BbB BETCPpHUHApPHA PCLCIITA.

2. Upes neporanwms ot naparpad 1, Oykeu 0) ¥ B) U 10 ChCTABIHETO HA CIIUCHKA, IOCOYCH B
naparpad 3, OTTOBOPHHST BETEPHHAPEH JIEKap MOXKE, Ha CBOS MPSKa OTTOBOPHOCT U TI0-
CIIELIMAIIHO, 32 Ja c€ N30erHe NPUYMHABAHETO Ha HEJAOMYCTHUMO CTpaJaHue, 1o
M3KITIOYCHHUE J1a JIGKYBa BOJHH BUJIOBE, OTIJICKIAHU 3a TIPOU3BOJICTBO HAa XPaHH, OT

AaJ€HO CTOIIaHCTBO CHC CIICAHNA BETCPUHAPEH JICKAPCTBCH ITPOAYKT:

a)  BETEPHUHAPEH JIEKAPCTBEH MPOAYKT, pa3pelieH B ChOTBETHATA JbprKaBa WICHKA WM B
Jpyra abprKaBa 4iI€HKa ChIVIACHO HACTOSIIMS PErJIaMEHT 3a ynoTpeda mpu

CYXO3€MHH KUBOTHHCKHU BUJAOBEC, OTTJIC)KAAHU 34 IPOU3BOJACTBO HA XPAHU;

0) mpu JUICa Ha BETEPUHAPEH JIEKAPCTBEH MPOAYKT, IOCOUEH B OYKBa a) OT HACTOSALIUS
naparpad, JeKapCTBEH MPOJYKT 32 XyMaHHA yrnoTpe0a, pa3pelieH B CbOTBETCTBHUE C

Hupextusa 2001/83/EO umu Pernament (EO) Ne 726/2004.

3. Upes akToBe 32 u3nbiIHeHUE KoMuCHATa yCTaHOBSIBA, HAl-KHCHO B CPOK OT IIE€T TOJUHU OT
... [marara Ha mpunaraHe Ha HACTOSIIMS PETJIAMEHT |, CIIUCHK HA BEIIECTBATA, U3IOJI3BaHU
BBHB BETEPHUHAPHHUTE JICKAPCTBEHU MPOIYKTH, pazpenieHr B Chio3a 3a U3MOI3BaHE PH
CYX03e€MHH KUBOTWHCKH BHJIOBE, OTTIICKIAHH 32 TPOU3BOICTBO HA XPAHU, UITH
BEIIECTBAaTAa, ChIBPIKAIIH CE B JIEKAPCTBEH MPOJIYKT 32 XyMaHHa yrmoTpeda, pa3peieHn B
Cnto3a B crotBeTcTBHE ¢ JupektuBa 2001/83/EO unu Pernament (EO) Ne 726/2004,
KOUTO MOrar Aa ObJaT U3M0JI3BaHu 32 BOJHU BUOBE, OTIJIEXkKAAHU 3 IPOU3BOACTBO Ha
XpaHu, B CbOTBETCTBHE ¢ naparpad 1 ot HacTosAumus uineH. Te3un akToBe 3a U3ITbIHEHHE Ce
npreMaT B ChOTBETCTBHE C MPOIEAypaTa Mo pasriexane, IocoueHa B wieH 145,

naparpad 2.
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HpI/I MMPUCMAHCTO HA TaKMBa aKTOBC 3a U3II'BJIHCHUC Komucusra B3ema npeaBua CJICAJHUTC

KpUTEPUH:
a)  PHUCKOBETE 3a OKOJIHATa cpejia OT JICYEHUETO Ha BOJIHU BUJ/I0BE C TE3U BEILLECTBA;

0)  BB3IEHCTBUETO BHPXY 3/PAaBETO HA )KUBOTHUTE U OOILIECTBEHOTO 3/]]paBe, aKO
3aCerHaTUTE BOJHU BUJIOBE, OTTJICK/IaHU 32 MPOU3BOJICTBO HA XPaHU, HE MOTAaT Ja
MOJIy4aT aHTUMHKPOOHO CPEJICTBO, BKIIFOUEHO B CIIUCHKA B CHOTBETCTBHUE C

yien 107, maparpad 6;

B) HAJINYUECTO HUJIHM JIMIICATa Ha APYTH JICKAPCTBCHU CPCACTBA, METOJAU HA JICYCHUEC UIIU
MCPKHU 3a HpO(l)I/IJIaKTI/IKa WM JICUCHHE HA 00JISCTH WU Ha HAKOU ITOKa3aTelIn npu

BOAHHUTEC BUOOBC, OTTJIC)KIAHU 3a IPOMU3BOJCTBO HAa XPAaHHU.

4, C u3KII0YeHHE Ha HMYHOJIOTUYHUTC BETCPUHAPHU JICKAPCTBCHU MPOAYKTHU, KOIaTO HAMaA
HAJINMYCH JICKAPpCTBCH IIPOAYKT, KAKTO € IMIOCOYUCHO B naparpa(bn ln 2, OTIrOBOPHUAT
BCTCPUHAPCH JICKAP MOXKE, Ha CBOA IIPSAKAa OTTOBOPHOCT U IMO-CIICLHUAJIHO, 3a Aa CC n30erHe
HCAOIYCTUMO CTpadaHUC 3a JKUBOTHUTEC, 110 U3KIIFOYCHUC Jia JICKYBa BOJHU BUJIOBC,
OTTJIC)KAAHU 34 IPOU3BOACTBO HA XPaHU, C BETCPUHAPCH JICKAPCTBCH IIPOAYKT, Pa3pCUICH B

TpECTa CTpaHa 3a CbIIHA BUA U 3a CbIIOTO ITIOKA3aHUC.

5. BCTepI/IHapHI/IﬂT JICKAp MOXKE JIMYHO Aa MPHUIIOXKHU JICKAPCTBCHHUA ITPOAYKT HUJIU HA CBOA
OTTOBOPHOCT Ja IMO3BOJIM HA APYTO JIMIC a I'0 IMPUJI0XKHU, B CbOTBETCTBUC C pa3n0pen61/ITe

Ha HAIMOHAJIHOTO 3aKOHOJAaTCJICTBO.

6. DapMaKoJIOrM4YHO AKTUBHUTE BELLIECTBA, BKIIFOUEHHU B JIEKAPCTBEHUS TPOLYKT, U3II0I3BaH
B CbOTBETCTBUE ¢ aparpadu 1, 2 u 4 oT HacTOAIMHKS YJIeH, TpsAOBa Jla ca pa3pelleH! B
cboTBeTcTBUE ¢ Pernmament (EO) Ne 470/2009 u Bcuuku akToBe, IPUETH Bb3 OCHOBA Ha

HETO.

PE-CONS 45/18 RDY/rb 210
LIFE.2.B BG



7. HacToamusT uneH ce nmpuiiara ¥ KOrato pa3pelieH BeTepUHapHU JIEKapCTBEHU IPOAYKT HE

€ HAJIMYCH B CbOTBCTHATA AbpPiKaBa YJICHKA.

Ynen 115
Kapeumen cpok 3a nekapcmeenu npooykmu,
U3NOJI36aHU HE 8 CbOMBEMCMEUE C YCIOBUAMA HA PA3PEUEeHUemOo 3a MbP2OBUsL

C HCUBOMUHCKU 614@066, Omanexncoan 3a npous*eodcmeo Ha Xparnu

1. 3a nenute Ha wieH 113 u 114, ocBeH ako B KpaTKaTa XapaKTepUCTHKA HA U3MOJI3BAHUS
JIEKapCTBEH MPOJIYKT HE € TOCOYEH KapEHTEH CPOK 3a ChbOTBETHUS KUBOTUHCKH BH/L,

BCTCPUHAPHUAT JICKAp OMPEACIIA KAPCHTCH CPOK B CbOTBETCTBUEC CHC CIICAHUTC KPUTCPUU:

a) 3a 60321171HHIII/I U AOMAIIHU IITUIHX U OTIJICKIaH B CTOIIAaHCTBA JUBCY, OTIJICKIAaHHU 3a

IIPpOU3BOJACTBO HAa MCCO U KapaHTHUA KAPCHTHUAT CPOK € HC I1O-MAJIKO OT:

1)  Hal-ABIATHUS KapEHTEH CPOK, IOCOUEH B KpaTKaTa XapaKTepUCTUKa Ha

IIPOJIYKTa 32 MECO U KAPAaHTHsI, YMHOKEH 110 1,5;

il) 28 mHM, aKO JIEKApPCTBEHUST MPOAYKT HE € pa3pelleH 3a KUBOTHH, OTTIICKIAaHH

3a IIPOU3BOJACTBO HA XpaHHU,

111) CIUH JICH, aKO JICKAPCTBCHUAT IIPOAYKT UMa KAPCHTCH CPOK OT HYyJIa JHU U CC
H3110J13Ba 34 TAKCOHOMHYHO CGMCI\/'ICTBO, Pa3JIMIHO OT BUJAOBETC )KUBOTHU, 34

KOHWTO € IPCAHA3HAYCH NPOAYKTHT, U 3a KOUTO MMa PA3PCIICHHUC,
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6) 3a MJISIKO OT KMBOTHH, YACTO MJIAKO € MPCIHA3HAYCHO 3a KOHCYMalMsd OT YOBCKa

KapCHTHUAT CPOK € HC ITO-MAJIKO OT:

1) HafI-HLHFI/IH Kap€HTCH CPOK 3a MIIAKO, IIOCOYUCH B KpaTKaTa XapaKTCpHUCTHUKA Ha

MPOJIYKTA, 32 KOWTO U Ja OWJI0 BUJ )KUBOTUHCKHU BUJ, YMHOXEH 110 1,5;

il)  cedem JHU, aKO JICKAPCTBEHHSIT MPOIYKT HE € Pa3pelleH 3a MICKOAAHH

’KUBOTHHU, YUETO MJISIKO € IIPEIHA3HAYCHO 3a KOHCYMAIlUsl OT YOBEKa;
1l1)  eIuH JIeH, aKO JIEKaPCTBEHUST MPOJYKT UMa KapeHTEH CPOK OT HyJa JHU;

B) 3a ;1171ua OT ’KMBOTHH, YUHTO s ca Mpe€aAHa3HA4YCHHU 3a KOHCYMalts OT YOBCKa

KapCHTHUAT CPOK € HC ITO-MAJIKO OT:

1) Hal-IbJITUS KAPEHTEH CPOK 3a SIMIA, IOCOYEH B KpaTKaTa XapaKTepUCTHKA Ha

MPOJYKTa, 32 KOUTO U Ja € )KUBOTUHCKU BUJI, YMHOKEH 10 1,5;

i1) 10 gHM, aKO IPOAYKTHT HE € Pa3pelIeH 3a HUTO €AUH BU/Jl )KUBOTHHU, YUUTO

sina ca npeaHa3Ha4CHu 3a KOHCyMalusd OT YOBCKaA,

F) 34 BOJAHU BUIOOBC, YUCTO MECO € MPCAHA3HAYCHO 3a KOHCyMalus OT YOBCKa

KapCHTHUAT CPOK € HC ITO-MAJIKO OT:

1) Hal-IbJITUs KAPEHTEH CPOK, ITIOCOYEH B KPAaTKATA XAPAaKTEPUCTHUKA Ha
MIPOJIYKTA, 32 KOUTO U Ja OWJI0 BUJ BOJIHU KUBOTHHU, YMHOXEH 110 1,5 1

U3pa3eH B IPaJyCoIHU;
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il)  aKo JIEeKapCTBEHHUSAT MPOJYKT € pa3pellcH 3a CyX03eMHHU KUBOTUHCKH BHUJIOBE,
OTIVIEKJaHU 3a IPOU3BOJICTBO HA XPAHU — HAN-IBJITUAT KAPEHTEH CPOK 3a
BCUYKH KMUBOTUHCKH BUJIOBE, OTIJIEKIAHU 3a IIPOU3BOJCTBO HA XpaHH,
IIOCOYEH B KpaTKaTa XapaKTepUCTHKA Ha MPOJyKTa, YMHOXKEH ¢ KOe(ULIUEHT

50 u u3paseH B rpagycoaHu, Ho He noBeye ot S00 rpaxyconHu;

ii1) 500 rpamycoaHu, aKo JIEKACPTBEHUSAT MPOAYKT HE € pa3peleH 3a )KUBOTUHCKU

BHJOBE, OTTVIC)KIAHU 3a IIPOU3BOACTBO HA XPaHHU,

iv) 25 rpagycoaHu, ako Hal-IbJITHAT KQpPEHTEH CPOK 32 BCUUKHU KUBOTUHCKHU

BUJOBC € HyJIa THH.

2. AKO M3YUCIIIBAHETO HA KAPEHTHUS CPOK ChIiIacHo maparpad 1, Oyksa a), moarouka i),
OykBa 0), moATouKka i), OykBa B), MOJTOUKA 1), OyKBa T'), HOJTOYKH 1)  11) HE BOJIU O IISUJI0

YHCII0, PE3YNTAThT C€ 3aKPBITIABA KbM Hal-OMU3KUs Opoii JHH.

3. KomMmucusita npuema aenerupaHu akToBe B CbOTBETCTBUE ¢ WiieH 147 3a u3MeHeHue Ha
HACTOSIIHMS YWICH Ype3 U3MEHEHNE Ha MTpaBujlaTa, yCTaHOBeHH B naparpadu 1 u 4 ot Hero,

C OI'JIcA Ha HOBHU HAYYHH JOKAa3aTCJICTBA.

4, BeTCpI/IHapHI/IHT JICKAp oIpeaciid MoAXOAAIHA Kap€HTCH CPOK 3a IMUCIIM Bb3 OCHOBA Ha
HHAUWBHUAYyaIHA OLICHKA HAa CbCTOAHHUETO HAa BCCKU KOIICP, U MO-CIICHUAIHO pHUCKa OT
OCTAaTb4YHHU BCIICCTBA B IMUCIIHUA MC/] WJIN B APYTH XPaHU, IOJTYUCHHU OT IMYCIIHU KOLICPH,

npeaHa3HauCHU 3a KOHCyMalus OT YOBCKaA.
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S. Upes neporauus ot wieH 113, maparpadu 1 u 4 Komucusira, ype3 akToBe 3a U3IIBIHEHHE,
OIIpeJielisd CIMChK Ha BELECTBA, KOUTO €A OT ChLUIECTBEHO 3HAYECHUE 3a JICUEHUETO Ha
€IHOKOIIUTHY BUJIOBE WJIM UMAT JAOI'BJIHUTEIHN KJIMHUYHU II0JI3U B CPAaBHEHUE C JPYTU
HAJINYHU BB3MOKHOCTH 3a JICUCHUETO HA €THOKOIIUTHU BUA0BE U IIPU KOMTO KAPEHTHUAT
CPOK 3a €JHOKOIIMTHU BUJIOBE € LIECT Mecela . Te3u akToBe 3a U3IIbIHEHUE Ce IPUEMAr B

CBHOTBETCTBHUE C MpOIlelypaTa Mo pasriekaane, mocoyeHa B wieHn 145, maparpad 2.

Ynen 116

30pasna obcmanoska

Upes neporanus ot wien 106, maparpad 1 KoMIeTeHTEH OpraH MOKe J1a pa3pely Ha TEPUTOPHITA
OT CBOATAa KOMIICTCHTHOCT yHOTpe6aTa Ha BETCPpUHAPHU JICKAPCTBCHU NPOAYKTHU, KOUTO HE Ca
pa3peleHn B ChOTBETHATA AbprKaBa WICHKA, aKO 0OCTAaHOBKATa C OTJIE Ha 3/IpaBeOIa3BaHETO Ha
’KMBOTHUTE WJIM OOLIECTBEHOTO 3/[paBe Hajlara TOBa M aKo ThPrOBUATA ChC CHOTBETHHUTE

BETEPUHAPHU JICKAPCTBEHU TPOJYKTH € pa3pelieHa B Apyra JbprKaBa YWICHKA.
Ynen 117
Cvoupare u obesspexcoare Ha OMnAObYU Om 8eMePUHAPHU 1eKapCMEeHU RPOOYKIMuU

H’bp)KaBI/ITe YICHKHU BBBCXKIAT MOAXOAAIN CUCTEMHU 3a CT>6I/IpaHeTO n 0663Bpe)KI[aHeTO Ha

OTIaaAbUU OT BETCPUHAPHUTEC JICKAPCTBCHU IMTPOAYKTH .
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Ynen 118

Kueomnu unu npooykmu om sHcueomuncku npousxoo, enecernu ¢ Cvioza

1. Unen 107, maparpad 2 ce npunara mutatis mutandis 3a CTONIaHCKUTE CYOSKTH B TPETH
IbpPXKABU U T€3U CTOMAHCKHM CYOEKTH HE U3IOJI3BAT OIpeeieHuTe B wieH 37, naparpad 5
AHTUMHUKPOOHH CPEJICTBA, KOTaTO CTaBa BHIIPOC 33 KUBOTHH WJIH MPOTYKTH OT

JKUBOTHHCKHU MPOU3XO0A, USHACAHU OT CbOTBCTHUTC TPCTHU AbPrKaBU KbM Csp103a.

2. Komucusita mpuema Jienerupanu akToBe B CbOTBETCTBHE C WieH 147 3a MON'bJIHEHHUE Ha
HACTOSIIIHUS YWICH KaTo OmIpeiesss HeoOX0oAMMUTE oIpOoOHHM MTpaBuiia 3a MPUIaraHeTo Ha

naparpad 1 ot HaCTOSALIUS YJIEH.

PA3IET 4

PEKJIAMA

Ynen 119

Pexnama na eemepunapnu nexapcmeenu npooykmu

1. CaMo BeTepuHapHHU JIEKaPCTBEHU MPOTYKTH, KOUTO Ca pa3pelieHH WU PErUCTPUPAHU B
IbpKaBa YiIeHKa, MOrat Jja ObJaT peKiIaMUpaHu B Ta3u JIbPiKaBa WIEHKA, OCBEH aKo HE €
pELIEHO APYro OT KOMIIETEHTHHS OPT'aH B CbOTBETCTBUE C IIPUIIOKUMOTO HALITUOHAIHO

paBo.
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2. IIpu pexnamara Ha BETEpUHAPHU JIEKAPCTBEHH IPOIYKTH SICHO CE IIOCOUBA, Y€ peKIaMara
uMa 3a 11eJ1 J]a Hachp4M JOCTaBKaTa, IpoJaxkdaTa, IpeANUCBAHETO, PA3IPOCTPAHEHUETO

WK ynorpebara Ha BETepUHAPHUS JICKAPCTBEH MPOIYKT.

3. Peknamara He ce ¢popMmyiupa 1o TakbB HAUWH, Y€ Ja e MPEANOI0KHU, Y€ BETEPUHAPHUST

JIEKapCTBEH MPOJIYKT MOXKe J1a ObJe pypak uiau OUOIHI.

4, CTJI[’bp)KaHI/IeTO Ha peKilaMaTa CbOTBCTCTBA HA JAHHUTC OT KpaTKaTa XapaKTCPUCTHUKA Ha

peKaMupaHusl BETEpUHAPEH JIEKapCTBEH MPOJIYKT.

5. CpabpxaHHeTO Ha peKiiamMara He BKIII0YBA M0J] HUKakBa Gpopma nuHpopmanms, KOITo MOXKe
na ObJe 320y K1aBalia wiv J1a A0Bee 10 HelpaBHiIHA YIOTpeda Ha BETePHUHAPHUS

JIEKapCTBEH MPOJYKT.

6. C’b):[’Lp)KaHI/IeTO Ha pCKiIaMaTa HaCbpdYaBa OTTOBOpPpHATa yHOTpe6a Ha BCTCPUHAPHUA

JICKApCTBCH MPOAYKT, KAaTO I'0 PpEACTaBA 00EKTHUBHO U 0€e3 Ja IIpeyBeiiniaBa CBoOMCTBaTa

My.

7. CrnrpaHeTo Ha IEHCTBUETO Ha pa3pelIeHNE 3a ThProBUs BOJU /10 IIPEKpaTsABaHE Ha
peKiaMaTa Ha BeTepHHAPHUSI JIEKapCTBEH MIPOAYKT, 3a CPOKA Ha TOBA CIIUPAHE, B

AbpiKaBaTa YWICHKA, B KOATO pa3pCHICHUCTO € CIIPAHO.

8. BerepunapHuTe JieKapCcTBEHU MPOAYKTH HE CE€ Pa3NpOCTPAHSBAT C PEKJIIaMHU L€, OCBEH

B MAJIKM KOJIMYCCTBA MOCTPH.

0. AHTUMHUKPOOHUTE BETEPUHAPHU JICKAPCTBEHHU MTPOYKTH HE CE pa3mpOCTPaHsIBAT C

PEKJIaMHU LM o] popMaTa Ha MOCTPU WJIM TOJ] KaKBaTo M Ja Ouio npyra ¢popma.
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10. MocTtpuTe, mocoueHu B naparpad 8, ce eTUKETHpaT Mo MOIXOI] HAYMH, KaTo Ce YKa3Ba,
4e T€ ca MOCTPHU U CE pa3/iaBaT HalpaBO Ha BETEPUHAPHUTE JIEKapy WIN Ha IPYTH JIMLA, HA
KOUTO € [T03BOJICHO /1a U3BBPLIBAT JOCTABKU HAa TAKMBA BETEPUHAPHU JIEKAPCTBEHU
IIPOAYKTH, [10 BpEME Ha CIIOHCOPUPAHU CHOUTHS WIM OT ThPIOBCKHU MPEACTABUTEIH I10

BpPCMC Ha IMOCCUICHUATA UM.

Ynen 120
Pexnama na eemepunapnu nexapcmeenu npooykmu,

npedoCmassiHu no 6emepuHapHa peyenma

1. Pexnamara Ha BEeTEpUHAPHHU JIEKAPCTBEHU NIPOAYKTH, KOUTO CE IIPEIOCTABAT 10
BETEpUHApHA peleNTa B CbOTBETCTBHE € WieH 34, ce pa3pelaBa caMo KOraTo ce IpaBu

IpeJl CIeTHUTE JTUIA;
a)  BETEpPUHAPHU JIEKApH;

0) Jmma, Ha KOWUTO € MPEJIOCTaBEHO Pa3pelICHUE /1A IOCTABAT BETECPHUHAPHH

JICKApCTBCHU MMPOAYKTH B CbOTBETCTBUEC C HALIMOHAJIHOTO ITPaBO.

2. Upes neporanus ot naparpad 1 oT HaCTOALIMS WiIEH, peKJIaMUPAaHETO Ha BETEpUHAPHU
JIEKapCTBEHM MPOJYKTH, KOUTO CE IPEIOCTABST 10 BETEPUHAPHA PELIENITA B CbOTBETCTBUE
¢ wieH 34 npen npodecnoHaHU KUBOTHOBB/IN, MOXKE J1a ObJIe pa3pelleHa oT IbpKaBara

YICHKA, aKO Ca U3II'bJIHCHH CIICAHUTC YCJIOBUA :

a)  pekjaMara € OrpaHhyeHa 0 UMYHOJOTHYHU BETEpUHAPHU JIEKAPCTBEHU MPOAYKTH;
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0) B pekiamara npoheCHOHATHUTE )KUBOTHOBBIU U3PHUHO CE IPU30BABAT Ja CE
KOHCYJITHPAT C BETEPUHAPEH JIeKap OTHOCHO UMYHOJIOTHYHHS BETEPUHAPEH

JIEKapCTBEH MPOYKT.

3. HezaBucumo ot naparpadu 1 u 2, 3abpaHsiBa ce pekJlaMUPaHETO Ha MHAKTUBUPAHU
MMYHOJIOTHYHU BETEPUHAPHU JIEKAPCTBEHU MPOAYKTU, KOUTO Ca IPOU3BEIACHU OT
MaTOT€HU Y AHTUTE€HU, TIOJIYYCHH OT KUBOTHO WUJIU )KUBOTHHU B €MUAEMHUOJIOTMYHA €IUHULIA
U ce M3MOJ3BAT 3a JIeUeHUE Ha TOBA )KUBOTHO WJIM HA TE3U KUBOTHHU B ChIllaTa
€MUIEeMHUOJIOTMYHA eIMHUIA WK 32 JICUEHUETO Ha )KUBOTHO WJIM KUBOTHH B €JMHUIIA C

NMOTBBPACHA CIIMACMUOJIOTNYHA BPpb3Ka.

Ynen 121

HpOMOL]u}Z Ha jlekapcmeernu npodykmu, U3noJ36AHU NPU IHCUBOMHU

1. Koraro ce npaBu npoMonus Ha JeKapCTBEHH IPOAYKTH Ha JIMLA, KBAIU(UIUPAHU J1a TH
MIPEANMCBAT WM J1a T'M IOCTaBAT B CbOTBETCTBHUE C HACTOSLIMUSA PETJIAMEHT, HA TE3U JIULA
HE MOJKE J1a ce JaBaT Win o0elaBaT HUKaKBH MMOAAPbLH, MAPHYHH 00JIaru uiu ooiaru B
HaTypa, OCBEH aKO He Ca €BTUHHU U HE Ca CBbP3aHHU C IIPAKTUKATa Ha MPEANUCBAHE UIIH

AOCTaBKa Ha JICKAapCTBCHU ITPOAYKTH.

2. .HI/IIIaTa, KBaJ'II/I(l)I/IIII/IpaHI/I Ja IpeAnrucBaT Ui J0CTABAT JICKAPCTBECHU IMPOAYKTH, IOCOUCHHU

B naparpad 1, He U3UCKBAT U HE IPUEMAT HUKAKBU CTUMYJIH, 3a0paHEHU ChITIACHO TO3H

naparpad.

3. Coabpxanuero Ha naparpad 1 He Bb3NpENsATCTBA IPOSBUTE HA TOCTONPHUEMCTBOTO, ITPEKH
WM HeTIPEKH, Ha CbOUTHS C YUCTO NMPO(eCHOHATHN U HayyHH Liend. TakuBa IposiBU Ha
rOCTONPUEMCTBO BUHATU CE€ OTPaHMYaBaT CTPUKTHO JO OCHOBHATAa Hay4Ha L€ Ha

CBOUTHETO.

4. Coabpxanuero Ha nmaparpadu 1, 2 u 3 He 3acdra ChIECTBYBAIIMTE MEPKU HIIM ThProBCcKa

IIpaKTUKa B AbPrKaBUTC YJIICHKH, CBbpP3aHH C IICHU, MAPKOBC U OTCTHIIKU.
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,H’Bp}KaBI/ITe YICHKHU MOraT aa yCTaHOBAT IPOLEAYPU, KOUTO CUMUTAT 3a HCO6XOI[I/IMI/I, 3a

Ynen 122

Ipunazane na pasnopeddoume omHoCHO peKiamama

npujiaraiero Ha wienose 119, 120 u 121.

Ynen 123
Konmpon
1. KoHnTponauTte opranu U3BbpIIBAT KOHTPOJ BBPXY CIETHUTE JIUIA!
a)  MPOU3BOJUTENIUTE U BHOCUTEINUTE HA BETEPUHAPHU JICKAPCTBEHU MPOIYKTH U
aKTUBHU BEIICCTBA,
0) pa3smpPOCTPAHUTEIHMTE HA AKTUBHU BEIIECTBA;
B)  MPUTEXKATEINTE HA pa3peIIeHUs 32 ThPTrOBUS;
r)  T[PUTEXKATEINTE HA pa3pelIeHHs 3a THPTOBUS Ha €1po;
)  THProBIUTE Ha APEOHO;

I'nmasa VIII

HNHcnekuuu ¥ KOHTPOJI
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C) COGCTBGHI/IHI/ITC Ha )XUBOTHHU, OTTJICKAAHU 3a MMIPOU3BOACTBO HA XpaHU, U

KUBOTHOBBIUTE;
)  BETepUHApPHUTE JIEKapu;

3) IIPUTEKATCIINTEC HA PETUCTpalrs HA XOMCOIMAaTUYHN BETCPHUHAPHHU JICKAPCTBEHU

TPOYKTH;

1)  I[PUTEXKATEIUTE HA BETEPUHAPHU JIEKAPCTBEHU MTPOYKTH, IOCOYEHH B WIEH 5,

naparpad 6; u
W)  BCHYKH APYTH JIUIA, KOUTO UMAT 3aIbJDKCHHS ChIIIACHO HACTOSIIHUS PETJIaMEHT.

2. Kontposst chriacHo naparpad 1 ce n3pbpiiBa peZjoBHO Bb3 OCHOBA Ha OLIEHKA HA PUCKa,
3a J1a ce MPOBEpPH CIIa3BaHETO OT CTPaHa Ha JIMIAaTa, IOCOYeHN B naparpad 1, Ha

HaCTOAIIUA PCriIaMCHT.

3. KonTponaute opranu u3BbpIIBAT KOHTPOJIA Bb3 OCHOBA HA OIICHKA Ha PUCKa o naparpad

2, KaTo B3eMar IpeBU]] Hail-MaJKo:

a)  TPHUCHIIUTE PUCKOBE, CBBP3aHU C JICHHOCTTA HA JIMIaTa, IOCOYeHH B maparpad 1, u ¢

MCECTOITIOJIOKCHHUETO HA TCXHUTC HeﬁHOCTH;

0)  JaHHMTE 3a JIMIATa, HIOCOYEHHU B naparpad 1, 3a mpeauIliHu ePHOAH, CBbP3aHU C
pe3yNTaTUTE OT U3BBPILIEHUS KOHTPOJI U C OCUTYPEHOTO OT TAX MPEIXOAHO

CBbOTBCTCTBHUC ,
B)  BCsIKa MHpOpMAaIus, KOSITO MOKE J1a COYM HECIa3BaHe ;

r) HNOTCHIOHAIIHUTC ITOCICININ OT HECIIa3BaAaHETO 3a O6I.I.[CCTB€‘HOTO 3ApaBe, 3I[paB€TO Ha

JKUBOTHHUTC, XYMAaHHOTO OTHOIICHHUEC KbM JKUBOTHUTEC U OKOJIHATA CPEaa.
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4. KoHTpon Moxe 1a ce n3BbplIBa CHIIO TaKa 10 UCKaHE Ha KOMIIETEHTEH OpraH Ha Jpyra

AbpiKaBa 4JICHKA, Komucusara nnu AI‘GHLII/ISITa.
5. KOHTpOJ'I"bT CC€ U3BLPHIBA OT NPECACTAaBUTEIIN HA KOMIICTCHTHHSA OPraH .

6. B PaMKHUTE Ha KOHTpOJIa MOraT Ja C€ U3BbpHIBAT WHCIICKIIHH. TakuBa HWHCIICKIIMKU MOoratr ga
CC U3BbHPIIBAT 0e3 MpEaAn3BCCTHUC. Ilo BPEMC Ha TC3H MHCIICKIWUHA MPCACTABUTCIIUTC HA

KOMIICTCHTHUA OpraH UMaT NpaBOMOIIUSA Hali-MajIKko Ja:

a)  IpoBepsBaT NOMEUICHUATa, 000PYABAaHETO, TPAHCIIOPTHUTE CPE/ICTBA,
JOKYMEHTAIUsATa, TOKYMEHTUTE U CUCTEMUTE, CBbP3aHU C MpeAMETa Ha

HHCIICKIUATA,

0) mpoBepsBaT U B3eMaT NMPOOH 3a U3IIpAIaHEe 332 HE3aBUCHM aHaN3 B O(UIIHaIHa
naboparopust 32 KOHTPOJ HA JIEKaPCTBEHU MPOIYKTH WU B JabopaTopus,

OompcaciiCHa 3a Oejita OT AbprKaBa YJICHKA,

B) AOKYMCHTHUPAT BCAKO AOKA3aTCICTBO, KOCTO NPCACTABUTCIIMTC CHHUTAT 34

HEOOXOINMO;

r) HU3BbpHIBAT ChIIUA KOHTPOJ HaJl BCUYKH JIMIA, U3ITbJIHABAIIHN 3a1a9YUTC, H3UCKBAHU

ChI'IACHO HACTOAIIUA PETIIaMCHT, CbC, 3a UK OT UMCTO HA JINLaTa, IOCOYCHHU B

naparpad 1.

7. [IpencraBuTenuTe Ha KOMIIETEHTHUTE OPraHu BOJAT PETUCTHP 3a BCEKU U3BBPIICH OT TAX
KOHTPOJI U IIPU HE0OX0IMMOCT U3roTBAT Noknal. [locouenoro B maparpad 1 nure ce
uH(pOpMHpa CBOEBPEMEHHO B MHMCMEHa (popMa OT KOMIIETEHTHHUS OPTaH 3a BCEKU CiTydait
Ha HECIa3BaHE, YCTAHOBEH 4Ype3 KOHTPOJA, U UMa Bb3MOKHOCT J1a IIPEJCTaBU KOMEHTapH B

CPOK, Op€ACIICH OT KOMIIECTCHTHUSA OpPraH.
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8. KomnerenTHHTE Opranu pasmnoiarar ¢ IpoLUeaypH WIH pa3nopeadu, ¢ KOUTO ce TapaHTupa,
4e CIIY)KUTEJIUTE, KOUTO U3BBPIIBAT KOHTPOJI, HE Ca 3aCETHATH OT KaKbBTO M J]a OMIIO

KOH(MJIMKT HA UHTEPECH.

Ynen 124

Ooumu om Komucusma

Komucusara moxe a HU3BBPIIBA OJUTHU B ABP7KABUTC YICHKH HA TCXHUTC KOMIICTCHTHH OPraHu €
e Ja MOTBbpAn LICJ'ICCT.»O6pa3HOCTTa Ha KOHTPOJIa, OCBIICCTBABAH OT TE3U KOMIICTCHTHHU OPraHU.
Te3n OAUTH C€ KOOPAUHHPAT CbC CHbOTBETHATA AbprKaBa YWICHKA U C€ U3BBPIIBAT I10 HAYUH, 110

KOITO ce u30sarna HCHYXHATa aAMUHUCTPATUBHA TCIKCCT.

Cnen Bcexu onut Komucusita u3roTss A0KIaj, B KOHTO — aKko € [e1echoOpa3HO — BKIIOUBA
IPENOpPbKU KbM ChOTBETHATA JIbpKaBa wieHKa. KomucusaTra usnpaiia npoeKkT Ha J0KIa1a Ha
KOMIIETEHTHHS OpI'aH 32 KOMEHTAapu U B3eMa IPEeBHl BCHUKU HalpaBEHH KOMEHTapH MpH
U3TOTBSIHETO Ha OKOHYATeIHUs oKiIaa. Komucusra onosectsiBa myOJIM4YHO OKOHYATEIHUS JOKIIa]

1 KOMEHTapUTe.
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Ynen 125

Cepmucgpuxam 3a coomseemcmeue

C e 1a mpoBepH Jajiy MpeICTABEHUTE JaHHHM 32 MMoJTy4aBaHe Ha CepTU(HKAT 38 ChOTBETCTBUEC
OTroBapsT Ha U3UCKBaHMATA B MOHOrpaduute oT EBporneiickara papmakores, opranbT 10
CTaHJapTu3anus Ha HOMCHKJIATYPUTC U HOPMUTE 3a KaUCCTBO IO CMUCHJIA HA KOHBCHI_[I/ISITa 3a
paspaborBane Ha EBponelickara ¢papmakones, npuera ¢ Pemenne 94/358/EO na Creeral
(EBpomeiicku TUPEKTOpaT M0 Ka4eCTBOTO Ha JIEKapCTBATa M 3[paBEOIa3BaHETO), MOXKE Ja IOMCKA
ot Komucusita nim ot AreHIiusra 1a U3UCKaT U3BbPIIBAHETO HA MHCIIEKIUSI OT KOMIIETEHTECH

OpraH, ako 3a ChOTBETHUS M3XO0JIEH MaTepuai ce npuiara Mmonorpadus ot EBponeiickara

dapmakorres.
Ynen 126
Cneyuannu npasuna 3a UHCneKYuu 3a QapmaxoroeudHama 60umeIHocm
1. KomnereHTHHTE OpraHu U ATEHITHITAa TapaHTUPAT, Ye C€ U3BBPIIBA PEIOBHA ITPOBEPKA Ha

sijiaTa OCHOBHA JOKYMCHTALUA B CUCTEMATA 34 q)apMaKonoquHa 6):[I/ITCJ'IHOCT B Cplo3a u

€ CUCTCMUTC 3a (bapMaKonoqua 6I[I/ITGJ'IHOCT CC IIpuJiarat IpaBUJIHO.

2. AreHuMsITa KOOpJAUHUPA, a KOMIIETEHTHUTE OPraHu U3BBPILIBAT HHCIEKIIUU HA CUCTEMUTE
3a (papmakosiornyHa OJUTETHOCT Ha BETEPUHAPHUTE JIEKaPCTBEHU MTPOIYKTH, pa3pelieHu B

CHOTBETCTBHE C WicH 44.

Pemenue 94/358/EO na CobBera ot 16 1ouu 1994 r. 3a npruemMane oT UMETO Ha
EBponeiickara oomuoct Ha KonBennusiTa 3a pazpadborBane Ha EBpomneiickara hapmakorest
(OB L 158, 25.6.1994 ., cTp. 17).
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3. KomnereHTHHTE OpraHy U3BBPIIBAT HHCIIEKIIUN HA CUCTEMHTE 32 (hapMaKOJIOTUYHA
OIMTETHOCT Ha BETEPUHAPHUTE JICKAPCTBEHU MPOJIYKTH, pa3peIICHH B CHOTBETCTBUE C

yieHoBe 47, 49, 52 u 53.

4, KommerenTHHTE OpraHv Ha JbpPKaBUTC YWICHKH, B KOUTO C€ HaMHpa OCHOBHAaTa
AOKYMCHTAaIUA B CUCTEMATa 3a (bapMaKonoquHa 6I[I/ITGJIHOCT, HU3BBPIIBAT WHCIICKIIMU Ha

OCHOBHATa JOKYMCHTALUA B CUCTCMATA 34 q)apMaKOJIOFI/I‘IHa 6I[I/ITCJIHOCT.

5. HezaBucumo ot pasnopeadurte Ha maparpad 4 oT HaCTOAIINS YWICH B ChIiTacHO wieH 80,
KOMITIETEHTEH OpraH MOXe€ Jla y4acTBa BbB BCIKAKBU MHUIIMATUBHU 3a pa3peeieHue Ha
paboTara u Jenernpane Ha OTTOBOPHOCTH C JIpYTH KOMIIETEHTHH OpPTaHHU, 3a Ja ce u30erne

TyOaMpaHeTo Ha MHCHEKIIMUTE Ha CUCTEMHTE 3a (hapMaKoJIOrYHa OUTETHOCT.

6. PGSYJ'ITaTI/ITC OT UHCIICKIIUUTC 3a Q)apMaKonoquHaa 6I[I/ITCJ'IHOCT CC PCrucCTpUpar B Oasata

JaHHHU 3a (bapMaxonoquHa 6,HI/IT6J'IHOCT, IMOCOYEeHa B WwieH 74.

Ynen 127

/Jlokazeane na kauecmeomo na npoOyKma 3a 6emepunHapHume ieKapcmeenu npooyKmu

1. HpI/ITC)KaTeJ'IHT Ha pa3spCHICHUECTO 3a ThbpProOBU: pasiiojiara € pe3yJITaTUTC OT U3BbPIICHUTC
KOHTPOJIHA U3NUTBAHUA HA BETCPUHAPHUA JICKAPCTBCH ITPOAYKT UJIM HA CbCTABKUTC U
MCKIWHHUTE NPOAYKTHU B IPOU3BOJACTBCHUSA IMTPOUCC B CHOTBETCTBUEC C MCTOAUTC,

OTIpe/ieJIEHU B Pa3peIIeHUETO 3a ThPTrOBUS.
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AKO CTUTHE JI0 3aKJIFOUEHUETO, Y€ Ja/IcHa NapTHa BETEPUHAPEH JIEKapCTBEH MIPOIYKT HE
CbOTBETCTBA Ha IIPEICTABEHUS OT IPOU3BOUTEINS JOKIIA] 32 U3BBPLICHNUS] KOHTPOJ WU HA
crenugpuKanuuTe, MPEABUICHU B Pa3pelICHUETO 3a ThPrOBUs, KOMIETEHTHUAT OpraH
npearnpruemMa HeoOX0IMMUTE MEPKHU 10 OTHOILIEHUE Ha IPUTEkKATENIs Ha pa3pelIeHUETo 3a
THPrOBUS M IPOU3BOAUTEINS M MHOOPMHUPA CHOTBETHO KOMIIETEHTHUTE OPTaHU HA APYTUTE
JbpKaBU YJICHKHU, B KOUTO € pa3pellieH BETEPUHAPHUSAT JIEKAPCTBEH MPOAYKT, KAKTO U
AreHnusITa, B CIy4ail 4Ye BETEpUHAPHUAT JIEKapCTBEH MPOAYKT € pa3pelieH 1o

LEHTpaJu3upaHara npoueaypa.

Ynen 128
Cneyuanno 0oxkaszséane Ha Ka4ecmeomo

Ha NpOOYKMa 3a UMYHOLOSUYHUME 86eMEePUHAPHU JIeKAPCMBEeHU NPOOYKMU

3a nenuTe Ha MpUaraHeTo Ha wieH 127, naparpad | KOMIIETEHTHUTE OPraHu MOXKeE J1a
MOUCKAT OT MPUTEKATEIIS HA Pa3PEIICHUETO 32 ThPTOBUSI C UMYHOJIOTHYHH BETEPUHAPHU
JIEKApCTBEHH MPOAYKTH J1a UM IMPEACTaBU KOMHUS OT BCUUKU JOKJIAJM 32 U3BBPIICH

KOHTPOJI, MOAIIMCAaHN OT KBaJ'II/I(bI/II_[I/IpaHOTO JINOEC B CbOTBETCTBUEC C YJICH 97.

[Ipurexarensat Ha pa3pelIeHUETO 32 THPrOBUs C UMYHOJIOTUYHU BETEpPUHAPHU
JIEKapCTBEHH MPOAYKTH OCUTYpsIBa CKJIaJI0BH HAIMYHOCTH HA IOCTATHYHO Ha Opoit
MPECTaBUTEITHA MOCTPHU OT BCSIKA MapTHAA HA BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH Hai-
MAJIKO JI0 U3TUYAHETO Ha CPOKA UM HA TOJIHOCT U 10 UCKAHE Ha KOMIIETEHTHUTE OpraHu

He3a0aBHO UM mpeaoCTaBsa MOCTPHU.

PE-CONS 45/18 RDY/rb 225

LIFE.2.B BG



3. Koraro e He0oO6x011MO OT choOpaXkeHHsI BbB BPb3Ka ChC 3/IpaBETO HA XOpaTa UM 3IPABETO
Ha )KUBOTHUTE, KOMIIETEHTHHUAT OPTaH MOXKE J[a U3UCKA OT IMPUTEKATENS Ha Pa3peIICHUETO
3a THProBUS C UMYHOJIOTHYEH BETEPHHAPEH JICKApPCTBEH MPOIYKT Ja MPEACTaBH MOCTPHU OT
HNapTHIUTE C HACUITHUS IPOIYKT WM OT UIMYHOJIOTHYHHS BETEPHHAPEH JICKapCTBEH
IPOJYKT 3a KOHTPOJ OT ouIraiHa 1abopaTopus 3a KOHTPOJI Ha JIEKapCTBEHU IPOJYKTH

IIpein MyCKaHETO Ha MPOyKTa Ha na3apa.

4. ITo uckane Ha KOMIIETEHTEH OpraH MPUTEKATEIAT Ha Pa3pELICHUETO 32 ThPrOBUS
He3a0aBHO MPeAOCTaBs MOCTPHUTE, TOCOYECHHU B maparpad 2, U JOKIaIUTe 3a U3BbPILICHUS
KOHTPOJI, Moco4eHu B naparpad 1 3a KOHTposHO u3nuTBane. KoMIeTeHTHUAT opran
yBEOMSABA KOMIIETEHTHUTE OPraHu B IPYTUTE IbP’KAaBU WIEHKH, B KOUTO € pa3pelieH
MMYHOJIOTHYHUAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT, KakTo ¥ EBpomnelickust tupekTopat
10 Ka4eCTBOTO Ha JIEKapCTBaTa U 3/IpaBEONa3BaHETO U ATEHIIUATA, B Cllydail 4ye
MMYHOJIOTHUHUSAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT € pa3pelleH Mo LIeHTpalu3upaHaTa
IpoLEeypa, 3a HAMEPEHUETO CH J1a U3BBPILN KOHTPOJI HA CbOTBETHUTE MAapTUIU Ha

HUMYHOJIOTUYHUA BETCPUHAPCH JICKAPCTBCH IMPOAYKT.

3. Bb3 ocHOBa Ha JOKIAAUTE 3a U3BBPIIECHUA KOHTPOJI, IOCOYEHHU B HACTOSALIATA IJ1aBa,
KOHTpOJIHATa J1abopaTopus NOBTAPS BbPXY MPEIOCTABEHUTE MOCTPU BCUUKHU U3BbPILIECHU
OT NPOU3BOJUTENS TECTOBE HA TOTOBHSI UMYHOJIOTHYEH BETEPUHAPEH JIEKAPCTBEH MPOAYKT
B CHOTBETCTBHUE C MPUIOKUMUTE crieln(PUKALMU B JOCUETO My OTHOCHO Pa3peleHUeTo 3a

ThpPTOBHA.

6. CHnuchKbT Ha TECTOBETE, KOUTO TPsiOBa Ja OBbAAT MOBTOPEHH OT KOHTPOJIHATA
nmabopaTtopusi, ce OrpaHn4YaBa J0 00OCHOBAHHU TECTOBE, aKO BCHUYKH KOMITETEHTHU OPTaHU B
CHOTBETHUTE JTbPKABU WICHKHU U — aKo € 1eJIecho0pa3Ho — EBponeickusT nupekTopar mo

Ka4ueCTBOTO Ha JICKAPCTBATA U 3[IPABCOITIa3BAHCTO U3PA3AT CbITIACUCTO CHU 3a TOBA.

PE-CONS 45/18 RDY/rb 226
LIFE.2.B BG



3a UMYHOJIOTUYHH BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH, PAa3pELICHHU 110
LEHTpaJIM3UpaHaTa Mpoleaypa, CIuChbKbT Ha TECTOBETE, KOUTO TPsiOBa 1a Obaar
IIOBTOPEHU OT KOHTPOJIHATA J1abopaTopusi, MOXKeE Jja C€ CbKpaTH €AMHCTBEHO aKo

AreHuusTa Jasie ChIVIACKETO CU 32 TOBA.
7. KomnerenTHUTE Opranu Mpu3HaBaT pe3ylTaTUTE OT TECTOBETE, IOCOYCHHU B maparpad 5.

8. KomnerenTHHTE Opranu B3eMaT MEpKU KOHTPOIBT J1a Obe 3aBbpiieH B 60-1HEBEH CPOK
OT IOJY4aBaHETO Ha MOCTPUTE U JOKJIAJUTE 32 U3BbPLICHNUS KOHTPOJ, OCBEH aKo
Komucusra He 6b/1e yBeIOMEHA, Ue 3a U3BBPILIBAHETO HA TECTOBETE € HEOOXOIUM I10-

JbIBI CPOK.

9. KommerenTHHAT OopraH yB€AOMABA KOMIICTCHTHUTC OPraHu B APYIrd CbOTBECTHU AbPIKaBU
YJICHKHU, EBpOHeﬁCKHH JUPCKTOpAT IO Ka4Y€CTBOTO Ha JICKApCTBATA U 3paBCOIIa3BAHECTO,
IPpUTECIKATCIIA Ha pa3pCIICHHUCTO 34 ThbPIrOBUA U — aKO € LIGJ'ICCLO6pa3HO — IIPOU3BOAUTCIIA

3a PE3YJITaTUTC OT TCCTOBETC B CHIIHA CPOK.

10. KoMmieTeHTHUST opraH npoBepsiBa Jaly U3M0I3BaHUTE MPOU3BOACTBEHU IIPOLIECH 32
IIPOM3BO/ICTBO HA UMYHOJIOTMYHM BETEpPUHAPHU JICKAPCTBEHH MPOAYKTH Ca BaIUIUPAHU U

JaJIi CC ob0e3meyana IMOBTOPACMOCT Ha IAPpTUANTE.
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I'naBa IX

OrpaHuyeHus U CAHKIIUHU

Ynen 129

BpeMeHHM ocpanu4derus ¢ 02neo Ha bezonacHocmma

1. Komnerentnust opras, a cbio Taka 1 Komucusra, B ciydail e BETepUHAPHUSAT
JIEKapCTBEH MPOJIYKT € pa3pellieH Mo LeHTpalu3upaHara rnpoueaypa, npu puck 3a
OO0IIECTBEHOTO 3[[paBe WM 37PaBETO Ha KUBOTHUTE, HJIM 32 OKOJIHATA Cpefa, KOHUTO
M3HUCKBA CIICIIHU JEHCTBUSI, MOTAT J1a HAJIOKAT Ha MPUTEXKATENSI Ha pa3pelIeHueTo 3a
THProOBUS U IPYTH JTUIA, KOUTO UMAT 33IbJDKEHUS ChIVIACHO HACTOSIINS PETrJIaMEHT,
BPEMEHHH OIpaHUYEHHUS C OrJie]] Ha Oe3omacHocTTa. BpeMeHHuTe OrpaHuyYeHus ¢ Orjie] Ha

0€30I1aCHOCTTAa MOraT J1a BKJIIOYBAT:

a)  OorpaHMyYaBaHE Ha JIOCTaBKaTa Ha BETEPUHApPHUS JIEKApCTBEH MPOAYKT 10 UCKaHE Ha
KOMIIETEHTHMS OPT'aH U, B ClIydail ue BETEPUHAPHUAT JIEKAPCTBEH IPOAYKT €
paspelIeH 1o HeHTpallu3upaHaTa npoueaypa, u no uckaie Ha Komucusira no

KOMIICTCHTHUA OpraH;

0) orpaHuuyaBaHe Ha ynorpebara Ha BETEpUHAPHMUS JIEKAPCTBEH MPOJYKT IO UCKAaHE Ha
KOMITIETEHTHHMSI OpraH M, B cy4ail ue BeTepUHAPHUSIT JIEKapCTBEH MPOJIYKT €
paspellieH N0 LeHTpalu3upaHara npoueaypa, u no nckane Ha Komucusra 1o

KOMIIECTCHTHUA OpraH;

B)  CIHpaHe Ha JAEMCTBHETO HA Pa3pellieHUETO 3a ThPrOBUsI OT KOMIIETEHTHUS OpIaH,
MIPEIOCTaBUII TOBA pa3pellleHre 3a ThProBUsI U, B Cllydail 4Ye BETEPUHAPHUSAT

JICKApCTBCH MPOAYKT € pa3pCUICH 11O HCHTPATIN3UpAaHATa Impoucaypa, ot Komucusra.
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2. CHOTBETHHAT KOMIICTCHTCH opraH yBCAOMABA OCTAHAJIUTC KOMIICTCHTHU OpraHu U
Komucusra 3a HajjaraHeTo Ha BCAKO BPEMCHHO OI'paHUYCHUC C OTJIC Ha 0e30macHoCTTa
Hal-KbCHO Ha cJeaBamuAa pa60TeH JCH. Axo Pa3pECICHUETO 3a ThPTOBHA € IPEAOCTABEHO
110 OCHTpaJIM3hupaHaTta npoueaypa, Komucusra YB€AOMABA B paMKUTE Ha ChIIUA CPOK
KOMIICTCHTHUTC OpraHy 3a HAJIAraneTo Ha BCAKO BPCMCHHO OTpaHUYCHHUEC C OI'JICA Ha

0€e30I1aCHOCTTA.

3. KommerenTHHTE OpraHu U Komucusra Morar, CIHOBPEMCHHO C HaJlaraHETO Ha
OrpaHNM4Y€HUEC B CbOTBETCTBHUEC C napar‘pa(b 1 oT HacTosAIIHs YICH, 1a OTHECAT BBIIpOCa 10

AreHiusTa B CbOTBETCTBUE C WICH 82.

4. Koraro e npunoxumo, npurexarensT Ha pa3pelieHneTo 3a ThproBus o/jaBa 3asBJICHUE 3a

IIpOMAHA Ha YCJIOBHATA HA PA3pCHICHUCTO 3a ThbProBUsl B CbOTBETCTBUC C YJICH 62.

Ynen 130

CnupaHe Ha Oeﬁcmeuemo, OMMAHA UJIU NPOMAHA HA YCIOBUAMA HA pA3peULeHUsIma 3a mvpco6usl

1. KoMneTeHTHUST opraH Ui, ako pa3peleHueTo 3a ThProBUsl € MPEI0CTaBEHO 110
LEHTpaJI3upaHara npouenypa, Komucusra cnvpa 1eiicTBUETO WIIM OTMEHS pa3pelieHneTo
3a THPrOBUS, MJIM U3UCKBA OT IIPUTEKATENS HA Pa3pelICHUETO Ja MOAAIE 3asBJICHUE 3a
IIPOMSIHA Ha YCJIOBUATA HA Pa3peIICeHUETO 3a ThPTrOBUs, aKO ChOTHOIIEHUETO MEXKITY
10J13aTa U pUCKa OT BETEpUHAPHHUS JIEKaPCTBEH MPOJYKT BEUE HE € MOJIOKUTETHO WIH HE €

A0CTAaTb4YHO, 3a Ja CC rapaHTupa 0e30macHOCTTa Ha XpPaHUTE.
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KommeTeHTHHAT OpTraH W, ako pa3pClICHUCTO 3a ThbProBUs € NpCA0CTABCHO 110

LIEHTpaju3rupaHara npoueaypa, Komucusra, OTMEHS pa3pellIEeHUETO 3a ThProBUs, aKO

IPUTEKATEIIAT Ha pa3pCUICHUCTO 3a ThProBuUs BEUEC HC OTTOBaps Ha USMCKBAHETO 3a

yctaHoBsiBaHe B Cbr03a, TOCOYEHO B 4jieH 5, maparpad 4.

3. KoMneTeHTHUST opraH Uiy, ako pa3peleHUueTO 32 ThProBUsI € IIPEIOCTABEHO 110

LeHTpalIu3upanaTa npoueaypa, Komucusra Moxe aa crpe JeHCTBUETO WIH J1a OTMEHHU

Pa3pCIICHUETO 3a ThbPIOBUs, WM J1a U3UCKA OT IIPUTCKATCIIA Ha pa3pCIICHUCTO 3a

ThPTrOBHA Aa IMoAaac 3a4BJICHUC 3a ITPOMsSIHA Ha YCIIOBUATA HA PaspCUICHUCTO 3a THProBuUA

110 HGHeC'bO6pa3HOCT B ¢IMH WUJIK ITOBCYC OT CJICAHUTC ClIydaun:

a)  TPUTESKATEIAT Ha pa3pelIeHUETO 32 ThPTOBUs HE OTTOBAPS HA U3UCKBAHUATA,
NPEIBUICHU B WieH 58;

0)  mpuUTEeXaTENAT Ha pa3pelleHUETOo 3a ThProBUs HE OTTOBAPS HA U3UCKBAHUATA,
npeABUICHU B wieH 127;

B)  cucremara 3a papMaKoJIOTUYHA OJUTEITHOCT, YCTAaHOBEHA B ChOTBETCTBHE C
W3HCKBaHUATA Ha wieH 77, naparpad 1, He e moaxoas1a;

I)  NPUTEXKATEIAT Ha Pa3peIeHUETO 3a ThProBUs HE U3ITBJIHABA 3abJDKEHUATA CH,
MMOCOYEHH B 4JieH 77;

1)  KBAIM(UIMPAHOTO JIMLE, OTIOBapAIIO 32 papMaKoJOornyHaTa OAUTETHOCT, HE
M3ITBJIHSBA 33J]a4UTE CH, TOCOUYEHH B WieH 78.
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4. 3a nenute Ha naparpadu 1, 2 u 3, ako pa3perIeHnueTo 3a THProBHs € MPEAOCTaBEHO IO
LIEHTpaJIM31paHara poueaypa, mpeau aa npearnpuemMe 1eicTBus, Korato e
nesnecbobpaszHo, Komucusara u3nckBa CTaHOBUILETO HA ATEHIIMATA B CPOK, KOHTO
OIpeJiesis C OrJie/l Ha HEOTIIOKHOCTTA Ha BBIIPOCA, 33 Ja IPOYYH OCHOBAHUATA, IOCOYEHHU B
ceuuTe naparpadu. [Ipurexarenar Ha pa3pelIeHueTo 3a BETEPUHAPHUS JICKapCTBEH
MPOAYKT C€ MPUKaHBa J1a AaJie YCTHU WM MUCMEHH OOSCHEHHSI B PAMKHTE Ha CPOK,

OIIPECACIICH OT Komucusra.

Crnen kaTo MOJy4d CTAHOBHILETO Ha ATEHIMATA, ako € Heooxoaumo, Komucusita
npearnprueMa BpeMeHHU MEPKH, KOUTO ce Tpuiarat HezabaBHo. Komucusita B3ema
OKOHYATEIJIHO PEIICHHE Ype3 aKTOBE 3a U3MIBIHEHHE. T €31 aKTOBE 32 U3IIBJIHCHHE CE
IpHeMar B ChOTBETCTBHUE C MPOIIelypaTa Mo pa3riexaaHe, mocoueHa B uieH 145,

naparpad 2.
S. JIbprkaBUTE WICHKHU OIPENEIAT peia 3a Mpuiaraneto Ha maparpadu 1, 2 u 3.
Ynen 131
Cnupane na Ooelicmeuemo Uiy OMMAHA HA paA3PeuleHUs 3a MbP2osUs Ha e0po

1. B ciydait ue He ca criazeHu U3UCKBaHMATA, onpeneneHu B wieH 101, maparpad 3,
KOMITETEHTHHSIT OpraH Criupa JAeHCTBUETO UM OTMEHS pa3pelIeHUeTo 3a ThProBus Ha

€/1p0 Ha BETEpUHAPHU JIEKAPCTBEHU MPOJTYKTH.
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2. B ciyuail ue He ca cnazeHU M3UCKBaHUATA, onpeeneHu B uieH 101, ¢ uskimoueHue Ha
Te3u B maparpad 3, KOMIIETEHTHUAT OpraH Moxke, 0e3 Ja ce 3acaraT Jpyry HOIXO0IsIIH
MEPKH CHITIACHO HAIL[MOHAJIIHOTO MIPaBo, J1a MpeANpHeMe e/IHa UJIU [T0BeYe OT [IOCOYCHUTE

M0-JI0JTy MEPKHU:
a)  coupa JeHCTBHETO Ha pa3pelIeHUETOo 3a ThProBUs Ha €1Ipo;

0) cnmpa JCHCTBHETO HA PAa3pPELICHUETO 3a THPTrOBHS Ha €IPO C €/IHA MJIH NOBEYE

KaTeropuu BeTepUHAPHU JIEKAPCTBEHU MPOIYKTH;

B) OTMCHA pa3pCIICHUETO 3a ThbPTOBHA Ha €pO C €AHA UJIU IIOBCYEC KAaTCTOpUHU

BETEPUHAPHU JIEKAPCTBEHU ITPOYKTH.

Ynen 132
Omcmpanseane Ha HOCUMenUmMe, RPOU3B0OUMeENUMe U PAZNPOCMPAHUMENUMe

Ha aKnmueHUu eeujecniea on bazama oannu 3a I’lpOM360aCWZ60 u mvpeoeusl Ha e()po

B ciy4aii ue BHOCUTENNTE, IPOU3BOAUTEINTE U PA3IPOCTPAHUTEIINTE HA aKTUBHU BEILIECTBA HE
Cra3BaT M3MCKBaHMATA, ONPEAEIICHH B WieH 95, KOMIIETEHTHUT OpraH BPEMEHHO MJIM OKOHYATEIHO
OTCTpaHsBa T€3U BHOCUTEIIU, IPOU3BOAUTENN U Pa3[POCTPAHUTENN OT Oa3ara JaHHU 3a

IMPOU3BOJACTBO U ThbPIOBUA HA €APO.
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Ynen 133

Cnupane na Oelicmeuemo uiy OMMAHA HA pa3peuleHus 3a Npou3800Ccmeo

B cnyqaﬁ Y€ HC Ca CIIa3C€HU U3UCKBaHUATA, OIIPCACIICHU B YICH 93, KOMIICTCHTHUAT OpraHn

mnpeamnpuema, oe3 Ja C€ 3acdrar APpyru noaxo daimun MEPKU ChIJIaCHO HALITMOHAJIHOTO IIpaBO, €1HA

HJIA MOBEYC OT IMOCOUYCHUTEC ITO-A0JTY MCPKHU:

a)  coupa IPOU3BOJICTBOTO Ha BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH;
06) cmupa BHOCA HAa BETEPUHAPHUTE JIEKAPCTBEHH MPOIYKTH OT TPETHU AbPKaBH;
B)  CIHpa JEHCTBUETO WM OTMEHS pa3pelleHrueTo 3a MPOU3BOJICTBO 32 €/IHA WM MTOBEYe
bapmaneBTHUHUTE (HOPMU;
r)  chupa JIeHCTBUETO WIM OTMEHS pa3pellieHUeTo 3a IPOU3BOICTBO HA €JHA UJIU TIOBEYE
JEHOCTHU B €IMH WJIH [TOBEYE IPOU3BOJCTBEHU OOCKTH.
Ynen 134
3abpana 3a 0ocmaskama Ha eemepuHAPHU JIeKapCMeeHu npooyKmu
1. B cny4aii ue chimecTByBa pUCK 3a 00IIECTBEHOTO 3IpaBe WM 3a 3/IpaBETO HA )KUBOTHUTE,

HJIN 34 OKOJIHATA Cpeaa, KOMIICTCHTHUAT OpTraH, UJIU B cnyqaﬁ Y€ BETCPUHAPHUA

JICKApCTBCH MPOAYKT € pa3pClICH IO HCHTPAJIU3UPpaHaTa Npoucaypa, Komucusra

3a0paHsBaT JOCTaBKaTa Ha J]a/IeH BETEPUHAPEH JIEKAPCTBEH MPOAYKT U U3UCKBAT OT

IIPUTEKATEINS] HA pa3pEICHUETO 3a ThPrOBUS WU JTOCTABUYMIIATE Ja IIPEYCTAHOBAT

AO0CTaBKaTa WM Ja U3TCITIAT BETCPUHAPHUA JICKAPCTBCH MMPOAYKT OT Ia3dapa, ako € HAJIUIIC

HAKOC OT CIICAHUTEC YCIIOBUS:

a)  ChOTHOILEHHETO MEXJY I10JI3aTa U PUCKa OT BETEPUHAPHUS JIEKaPCTBEH MPOIYKT
BEYE HE € MOJIOKHUTEITHO;
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0)  KauecCTBEHMAT WJIM KOJUYECTBEHHUSAT ChCTaB HAa BETEPUHAPHUS JICKAPCTBEH MPOIYKT
HE € TaKbB, KAKBBTO € IIOCOYEH B KPaTKaTa XapaKTEPUCTUKA HA ITPOJYKTa B

CHOTBETCTBHE C WiIeH 35;

B) IMPECHIOPBHYAHUAT KAPCHTCH CPOK € HEAOCTATHYCH, 3a Ja CC rapaHTupa 0e30macHOCTTa

Ha XpaHUTE;

I)  He ca U3BBPIICHU KOHTPOJHUTE U3MUTBAHMS, TOCOUEHH B WwieH 127, maparpad 1;

nimn

,Z[) HCIIPABHUJIHOTO €TUKETHUPAHEC MOXKE Ja JOBEAC 10 CECPUO3CH PUCK 3a 3JpaBCTO HA

YKUBOTHHUTE WJIH 32 OOIIECTBEHOTO 3/IPaBe.

2. Komnerentaute opranu uin Komucusita MoraT 1a orpanuyat 3adpaHara 3a JOCTaBKa U
M3TETJISIHETO OT 1a3apa caMo 3a 3aCeTHATUTE MapTHAU Ha ChOTBETHHS BETEpUHAPEH

JICKapCTBCH MMPOAYKT.

Ynen 135

Hanacane na CAHKYyuu om Obp:)fcaeume YJleHKU

1. Z[T:»p)KaBI/ITC YJICHKHU ONPEHCIIAT IIpaBUjlaTa OTHOCHO CAHKIUUTEC, IIPUIIOKUMU ITPU
HapYHICHUA HAa HACTOAIIUA PETIIAMCHT, U B3EMAT BCUYKU HCO6XO,Z[I/IMI/I MCpPKH, 34 1a
rapaHTupar TAXHOTO IIpujiaraHe. OnpeneneHHTe CaHKIIMH Ca C(l)eKTI/IBHI/I,

IMPOIMOPIHMOHATIHA 1 B3N PAIH.

JbpxaBuTe WieHKH HOTUGUIMpat Ha KomucusTa Te3u nmpaBuiia ¥ MEPKH Hal-KbCHO J10. ..
[Tpu roAMHU cliesl AaTaTa Ha BIM3aHE B CUJIa HA HACTOALIMS periaMeHT]| U s HoTuduuupar

He3a0aBHO 3a BCSIKO cJceaBaio HN3SMCHCHHUEC, KOCTO I'l 3acsira.
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2. KomnerenTHUTE Opranu rapaHTHpar MyOoJIMKyBaHETO Ha HH(POPMALKs OTHOCHO BUJA U
Opos Ha ciyJyanuTe, B KOUTO Ca HAIOXKEHU (PMHAHCOBU CAHKIIMH, KaTO OTYUTAT 3aKOHHUS

HHTCPEC HA 3aCCTHATUTE CTpaHU 3a 3allMTa HaA TEXHUTE ThbPIrOBCKU TalHU.

3. JIbpkaBUTE WIEHKU yBeJoMsABaT He3abaBHO KomucusTa 3a BCIKakBU ChJCOHU CIIOPOBE,
o0pa3yBaHH 3a HapyIIEHHE Ha HACTOSIINS PErJIaMEHT, CPEIy IpPUTEkKaTeNIn Ha
pa3peleHus 3a TbproBUsl ¢ BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, IPEAOCTABEHU 110

LEHTpaJu3upaHara npoueaypa.

Ynen 136
Hanazane na ¢punancosu cankyuu om Komucusama
Ha npumexcamenu Ha paspeuleHust 3a movpeosust

C 8emepuUHapHu 1eKapcmeeHu npooyKmu, npedoCcmagen no YeHmpaiusupaHama npoyeoypa

1. Komucusara moxe Ja HAJIOKH CI)I/IHaHCOBI/I CaHKIIMH 11O Q)opMaTa Ha TJIO0U WIIK
NEpUOANYIHN UMYIICCTBCHU CAHKIWMH HA IPUTCIKATCIIUTE HA pa3pClICHUS 3a TbProBUsa C
BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH, MIPECAOCTABCHU 110 ICHTPpAJIU3UpPaHaTa rmpoucaypa
CbINIACHO HACTOAIIUA PCTJIAaMCHT, 3a HCU3IIBJIHCHUEC HA 3aIbJDKCHUATA UM, IIOCOUYCHHU B

IIpunoxenue III BBB Bpb3Ka C pa3pelieHUsITa 32 TPTrOBHUSI.

2. Komucusita Mmoke, JOKOJIKOTO TOBA € U3PUYHO MIPEABUICHO B ICTIETUPAHUTE aKTOBE,
rmocoueHu B maparpad 7, 6yksa 0), 1a Hanara ((MHAHCOBHUTE CAHKIIUU, TOCOYEHU B
naparpad 1, 1 Ha mpaBeH CyOEKT WK CyOeKTH, pa3JIMuyHU OT MPUTEKATENS HA HA
pa3pelieHneTo 3a ThProBus, MPU YCIOBUE Y€ T€3U CYOEKTH ca 4acT OT €UH U ChIIl
CTOIAHCKH CYOeKT KaTo MpUTEeXaTelsl Ha pa3pelIeHueTo 3a ThProBus U ue MoJ00HU APYTU

IIpaBHU CYOEKTH:

a)  ca yImpaKHWJIM pellaBalllo BIUSHHE BbPXY MPUTEKATENSI Ha pa3pelieHUEeTo 3a

ThpPTOBHA; UIIN
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6) Ca y4aCTBaJIM UK Ca UMAJIM Bb3MOKHOCT [1da B3€MAT MCPKHU IIPU TAKOBa
HCHU3II'BJIHCHUEC HA 3aABJDKCHUCTO OT CTPAHA HA MMPUTECIKATCIIA Ha Pa3pCUICHUCTO 3a

TbProBu:.

3. Koraro AreHuusTa niM KOMIIETEHTEH OpraH Ha AbpKaBa WICHKA CUMUTA, Ye MPUTEKaATe Ha
paspelieHue 3a ThProBHs HE € CIa3Wil HAKOE OT 3aJbJDKEHUATA, KAKTO € IIOCOYECHO B
naparpad 1, Toit Moxe 1a moucka ot Komucusita 1a mpoyuu BbIIpoca Jajii 13 IPUI0KH

(UMHAHCOBHUTE CAaHKILIUU CHIJIACHO TO3H maparpad.

4. Korato pemasa ganm na Hajnoxu (HUHAHCOBA CAHKIIMS U KOTATO OIMPEACIIS MO IX0Is1IaTa
cyma, KomucusTta ce ppbKOBOJH OT MPUHIIUITUTE HA €()EKTUBHOCT, MPOTIOPIIMOHAITHOCT U
BB3MUPAILO JCHCTBUE U B3eMa MPEIBU/I, KOTaTO € MPHIOKUMO, TEKECTTA U TOCICTUIINTE

OT HEU3IIBIHEHUETO HA 33IbJDKEHUETO.
5. 3a nenure Ha naparpad 1 Komucusara B3ema mnpenBu/:

a)  BCsKa IMpoleaypa 3a HapylleHHne, 00pa3yBaHa OT Jbp)KaBa WICHKA CPEIly ChIIUS
MIPUTEKATEIT HA pa3pelICHUE 32 ThProBUs Ha 0a3aTa Ha CHIIUTE TPABHU OCHOBAHUS U

chiuTe GakTu; U

6) BCHUYKH CAHKINH, BKIIFOYUTCIIHO UMYIIICCTBCHU, KOUTO BEYC Ca OMJIM HAJOXKCHU Ha
ChbIIUA NPUTEIKATCI HA Pa3pCIICHUEC 3a THbProBUs HA Oasara Ha CHIIUTC IIPpaBHU

OCHOBAHUA U CBIIHUTE q)aKTI/I.

6. Koraro Komucusra ycTaHoBH, 4e IPUTEkKATEN HA pa3pPEIICHUETO 32 THPTOBUS HE €
M3ITBJIHUI YMUIIJIEHO WM TIOPaIy HEOPEKHOCT CBOUTE 33AbJKEHHS , TOCOYCHU B
naparpad 1, T4 Moxke J1a B3eMe pellleHHe 3a HaJlaraHe Ha ri1o0a, KosATo He HaaXBBpist 5%
0T 000pOTa Ha IPUTEKATEIS Ha pa3pelIeHneTo 3a Thprous B Chi03a 3a CTOMAaHCKAaTa

roavHa, npeaxoxaaila aarata Ha ToBa pCIICHUC.
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KoraTo npurexaren Ha pa3penieHue 3a ThproBUsl MPOAbIkKaBa Ja HE U3ITbIHSIBA CBOUTE
3abJDKEHUS, KaKTO € mocodeHo B maparpad 1, Komucusira moxe na npueme perieHue ia
HaJIOKU MEPUOJANYHH UMYILIECTBEHU CAaHKIIMU B pa3Mep, KOUTO He HaaXBbpis 2,5% oT
cpenHus AHeBeH 000poT B Chlo3a Ha MpUTEkKaTells Ha pa3pelIeHUETO 3a ThProBuUs 3a

CTOIIaHCKAaTa roavHa, mpeaxox/jiaila gatata Ha ToOBa pCuICHHUC.

[lepronyHNUTE UMYIIECTBEHN CAHKIIMK MOTAT Aa ObJaT HAJ0KEHH 32 CPOK, KOMTO Tede OT
JaTaTa Ha YBEJOMJICHUETO 3a ChOTBETHOTO pereHue Ha Komucusara no
[IPEyCTAaHOBSBAHETO HA HECIIA3BAHETO HA 3abJDKCHUETO OT IIPUTEKATEIS Ha

pa3pereHueTo 3a ThProBys, IIOCOUYEHO B maparpad 1.

7. KoMucusita npuema enervupaHu akToBe B CbOTBETCTBUE C WwieH 147 3a gombiBaHe Ha

HaCTOAIIUA PErJIaMCHT 4pPE3 ONMPCACIIIHCTO HA :

a) npoueaypu, KOUTo CC npujiarat OT Komucusra IIpHU HaJIaraHec Ha 00 Win
NEpruoaANYHN UMYIICCTBCHU CAHKIIWH, BKIIFOYUTCIIHO IIpaByJia 3a 3allI0UYBAHC HA
mnmpoucaypara, MECpKHU 3a pas3CiICABAHC, [TPABO HA 3a1IyuTa, JOCTHII 40 IMPCIHCKaTa,

nponeCcyajaHo NMpeACTABUTCIICTBO U MOBEPUTCIIHOCT,

6) JOIIBJIHHUTCIIHHU HOI[pO6HI/I IIpaBujia 3a HAJIAraHEToO OT CTpaHa Ha Komucusra Ha
(1)I/IHaHCOBI/I CaHKIMM Ha IOPUINYCCKH JIMIA, pa3JIMYHU OT IIPUTECIKATCIIA HA

pa3penieHneTo 3a ThpProBusi;
B)  IpaBWjia OTHOCHO NMPOJBIDKUTEIHOCTTA HA IPOLEAypaTa U TaBHOCTHUTE CPOKOBE;

r) CICMCHTUTEC, KOUTO 4 6’[;,[[3.T B3C€TH IPCABUI OT Komucusra IIpUu ONIPCACIIIHCTO HA
pa3sMepa U HAJIAaraneTo Ha TJI00U U NEpUOANIHU UMYIICCTBCHNU CAHKIIUH, KAKTO U

pena u yciaoBHsTa 3a TAXHOTO ChbOUpaHe.
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8. IIpu poBeX1aHETO Ha PA3CIECABAHETO 3a HEU3IIBIHECHUE HA 3a/bJKCHUATA, IOCOUYCHHU B
naparpad 1, Komucusita Mmoxe 1a cu CbTpYAHUYH C HAIIMOHATHUTE KOMIIETEHTHU OPTaHU

" J1a pa3yuTa Ha Ipea0CTaBEHUTE OT AFeHHI/IHTa pecypcu.

9. Koraro npueme pemienue 3a Hajnarane Ha pUHaHCOBU caHKuuu, Komucusra nyonukysa
KpaTKO pe3loME Ha ciydasi, B KOETO C€ I0OCOYBAaT HAaMMEHOBAHUATA Ha IPUTEXKATEINTE Ha
paspelieHusTa 3a ThproBus, pa3MepbT Ha HAJIO)KEHUTE (PUHAHCOBH CAaHKIIUH U
OCHOBaHMATA 32 TOBA, KATO CE OTYMTA 3aKOHHUAT UHTEPEC HA IPUTEKATEIUTE HA

paspfiiCHuATa 3a THProBUA 3a 3alliliTa HAa TbProBCKaTa TaliHa.

10. Cpabt Ha EBponeiickus cbro3 pa3nosiara ¢ HeOrpaHnudeHa KOMIIETEHTHOCT 3a
IpepasriekIaHeTo Ha pemmeHus, ¢ konto Komucusara e Hanoxuina GUHAHCOBU CaHKIIWH.
CpabT Ha EBponeiickus Cbro3 MOKE a OTMEHH, Jja HAMAJIU WU 13 YBEJINYU HAJIOKEHATa

ot Komucusra rinoba uimn NnepuoanviHa UMYIIECTBCHA CAHKIIUA.

I'nmaBa X

PerysaropHa Mmpe:ka

Ynen 137

Komnemenumnu opeanu

1. I["bp)KaBI/ITe YJICHKHU OIMPEACTIAT KOMIICTCHTHHU OPraH, KOUTO U3IIbJIHABAT 3aJa4YUTEC 110

HaCcTOAIUA pCTrIIaMCHT.
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2. JIbpkaBUTE WICHKU TapaHTUPAT HATMYUETO Ha MOIXOASIIN (PMHAHCOBU CPEACTBA 32
OCUTYpSIBaHE Ha MEPCOHAJIA U APYTUTE PECYpCH, HEOOXOAUMHU Ha KOMIIETCHTHUTE OPTaHu

3d U3BBPIIBAHCTO HA HeﬁHOCTHTe, HU3UCKBAHM OT HACTOAIIUA PCIJIaMCHT.

3. KomMnieTeHTHUTE OpraHy CU ChbTPYIHUYAT IIPU OCBILECTBABAHETO HA 3aJaYUTE 110
HACTOAIINS PErjlaMeHT, KaTo 3a LeTa IPeA0CTaBsAT HeoOX0JuMaTa OJI30TBOPHA
IIOJIKpEIa Ha KOMIIETEHTHUTE OPraHu Ha IPYTU IbpKaBU WiIEHKU. Te 0OMeHAT

uenecro0pa3zHa nHGopMaIUs TOMEXKIY CH.

4. [Ipu mosrygaBaHe Ha MOTHBUPAHO HUCKaHE KOMIIETEHTHUTE OpraHu He3a0aBHO MPEIOCTaBST
MMUCMEHHTE 3aITUCH, TTOCOYCHH B WieH 123, 1 TOKJIaauTe 32 U3BBPILICHUS KOHTPOJI,

[IOCOYEHHU B WwieH 127, Ha KOMIETEHTHUTE OPTaHU Ha JAPYTHU JAbP>KaBU YWIECHKHU.

Ynen 138
IIpedocmassane Ha HaYYHO CMAHOBULE HA MENCOYHAPOOHU OPSAHUZAYUU

no 3épaeeona36aHe Ha sxcueomHuume

1. B pamkuTe Ha CHTPYAHHYECTBOTO C MEKIYHAPOIHU OPTAaHU3AIMH T10 3paBEOIa3BaHe HA
KHUBOTHHUTE ATEHIMATAa MOXE Ja JIaBa HAYYHU CTAHOBHIIA 32 OIICHKA HA BETCPUHAPHUTE
JIEKapCTBEHH MPOJIYKTH, IPEIHA3HAUCHU eIMHCTBEHO 3a Ma3apu U3BbH TEPUTOPHUSATA HA
Crpr03a. 3a 11e1Ta ce moaasa 3asiBjIeHUE 10 ATEHIMITA B CHhOTBETCTBHE C WIEH 8.

AFCHHI/ISITa MOKC da U3TrOTBU HAYYHO CTAHOBHUIIEC, CJIC KAaTO CC AOIIHUTA A0 CHbOTBETHATA

OpraHu3arus.
2. AreHnusTa onpeesst KOHKPETHHU MPOLEAYPHHU IpaBuila 3a U3IbJIHEHWEeTo Ha naparpad 1.
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Ynen 139

Komumem no eemepunapnume nexapcmeenu npooykmu

1. B pamkuTe Ha AreHiusTa ce cb3gaBa Komurer no BeTepuHapHUTE JIEKAPCTBEHU MPOAYKTU

(,KOMUTETBT").

2. M3mrpaHuTe THUAT AUPCKTOP HA AFCHLII/ISITa HJIM HCT'OB MPCACTABUTCI U NPCACTABUTCIIN HA
Komucnsara mmar IIpaBo Aa IMPUCHCTBAT HA BCUYKU 3aCCaHHUA HA KOMUTCTA, pa6OTHI/ITe

IPYIH U HAYYHO-KOHCYJITATUBHUTE TPYIIH .

3. KomurersT MOXKE Ja Cb3JaBa IIOCTOAHHHU U BpECMCHHU pa6OTHI/I rpyIiu. KomureTsT MOKE
Ja Cb3JaBa HAYYHO-KOHCYJITATUBHHU I'PYIIM BbB BPB3Ka C OCHKAaTa HA KOHKPETHHU BUIOBC
BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTH U MOXKE J1a UM ACJICTHPA HAKOHU 3a1a4u 110

M3rOTBSHETO Ha HAYYHUTE CTAHOBUIIA, TOCOYeHH B wieH 141, maparpad 1, 6yksa 0).

4. KomuTeTsT ch3/1aBa MOCTOSIHHA PAa0OTHA TPYIIA, YUSATO SJMHCTBEHA 3a/1a4a € J1a OKa3Ba
HAYYHO CHACHCTBUE HA IPEANPUATHATA. B ChTPYyTHUYECTBO C KOMUTETA U3IIBIHUTCITHHST
JTUPEKTOP YUpensBa aIMUHUCTPATUBHUTE CTPYKTYPH U IPOIIETYPHUTE 32 OCUTYpsIBaHE HA
KOHCYJITALUH 32 IIPEINPUSATHATA B CBOTBETCTBUE € WieH 57, maparpad 1, OykBa H) OT
Pernament (EO) Ne 726/2004, no-cnennaiHo MO OTHOLIEHHE HA pa3pabOTBaHETO Ha

HOBAaTOPCKH BETEPUHAPHU JICKAPCTBEHU IIPOYKTH.
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5. KomurersT ch3aaBa nocTosHHA paboTHA Tpyma 3a papMaKoJIOTHIHA OJUTEITHOCT, YUATO
3aj1a4ya € BKJIIOYUTEIIHO J1a OLICHSABA MOTEHI[MAIHNUTE CUTHAIM B 00JIacTTa Ha
(apmakonornyHaTa OJUTEIHOCT, UABAIIN OT CHCTeMara 3a (hapMakoIornyHa OTUTEITHOCT
Ha CpI03a, a pesiara MoCOYCHNUTE B WIeH 79 Bb3MOXKHOCTH 3a YIIPaBJICHNE HA PUCKA Ha
KOMHTETA U KOOPAWHAIIMOHHATA TPYIa, KAKTO U J]a KOOPAUHUPA KOMYHHUKAIHATa OTHOCHO

¢dapmakoornyHaTa OAUTEITHOCT MEXK/y KOMIIETECHTHUTE OPraHu U ATEHIHATA.

6. KomuteTsT onpezens cBoil npoienypeH NpaBUIHUK. B mpaBuiiHKMKa ce yCTaHOBSIBAT MO-

CIICIIUAITHO:
a)  IpOIEIYpUTE 3a ONpEACISIHE U CMsIHA Ha TIpe/IceaTerIs;

0)  peawT 3a ompezeNsHe HA YWICHOBE Ha paOOTHHUTE TPYITU MIIM HA HAYYHO-
KOHCYJITATUBHHUTE TPYITU OT CIIUCHIIUTE C AKPSITUTHPAHH EKCIIEPTH, [IOCOYCHHU B WICH
62, maparpad 2, Bropa anunes ot Pernament (EO) Ne 726/2004, u peast 3a

JOTIUTBAHE 70 PAOOTHUTE TPYNU U HAYYHO-KOHCYJITATUBHUTE TPYIIH;

B)  IpolLeaypa 3a CHELIHO IPUEMaHe Ha CTAHOBUIIA, IIO-CIIELIMATIHO BB BPb3Ka C
pasnopenouTe Ha HaCTOSIINS PErJIaMEHT OTHOCHO HaOJII0JJICHUETO Ha Ma3apa u

(hapmakojoruyHaTa OIUTEITHOCT.

[IpouenypHUAT NpaBUIHKUK BJIKM3a B CHJIA CJIE]] TOJIy4aBaHe Ha MOJIOKUTETHO CTAHOBMILE

ot Komucusara n YIIPpaBUTCIHHUA CHBCT HaA AFGHIII/IHTa.

7. CekperapnarThT Ha ATeHIIHATA OKa3Ba TEXHUYECKO, HAYYHO U aIMHHHUCTPATUBHO
ChJeicTBHE Ha KOMHTETA, 00e31edaBa MocaeI0BaTETHOCTTA U KaueCTBOTO Ha
CTaHOBMILIATa HA KOMUTETA U OCUTYpsIBa MOAXO/AIIa KOOPANHALMS MEXTy KOMUTETa U
JIpYTUTe KOMUTETH Ha ATeHuuATa, mocoueHu B wieH 56 ot Pernament (EC) Ne 726/2004, u

KOOpJMHAILIMOHHATA TPyIIa.
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8. CraHoBHILIATA HA KOMUTETA Ca JOCTHIIHU 34 OOLIECTBEHOCTTA.

Ynen 140

Ynenose na xomumema

1. Bcesxka AbpiKaBa 4JICHKA, CJIC KOHCYJITAalluK C YIIPaBUTCIIHUA CbBET HA AFCHHI/IHTa,
OIpCACiId 3a CPOK OT TPHU T'OAWHU C BB3MOKHOCT 3a MOAHOBABAHC CIUH YJICH HA KOMUTCTA
n €IWH 3aMCCTHHK. 3aMeCTHI/II_[I/ITe IpeaACTaBIABAT YICHOBETC, INIACYBAT OT TAXHO UMC B

TAXHO OTCBCTBHEC N MOTI'aT Ja 6”b,I[aT Ha3HA4YCHH Ja U3ITbJIHABAT 3a4a4YNTC HA JOKIaAYMIIH.

2. UnieHOBETE HA KOMUTETA U TEXHUTE 3aMECTHULIM CE ONPEACIAT Bb3 OCHOBA HA €KCIIEPTHUTE
VM IIO3HAHMS U OIUT IIPY HAYYHOTO OLICHSBAHE HA BETEPUHAPHUTE JICKAPCTBEHU IIPOLYKTH
C LIeJT J]a C€ OCUTYPSAT Hai-BUCOKA KBATM(UKAIMS 1 IMHUPOK CHEKThP Ha CIIENUAIN3UPAHA

IIO3HAaHMHA.

3. l["bp)KaBa YICHKA MOKC 1a ACJICTHUPa 3aJa4YUTC CU B PAMKUTC HA KOMUTCTA HA ApYyra
ABbpiKaBa 4JICHKA. Bceska ABbpiKaBa 4JICHKAa MOXKC Aa MPCACTaB/IABa CaMO €Ha Apyra

JbprKaBa YJICHKA.

4, KomurersT MOXKE Ja ompeaecin Hall-MHOT'O IIETHMa APpYyTra 4JICHOBC, I/I36paHI/I BB3 OCHOBa
Ha KOHKPETHATAa UM Hay4YHa KOMIICTCHTHOCT. Te3u uneHoBe ce Ha3HA4YaBaT 3a CpOK OT TpH

TOAWMHH, KaTO MaHJATHhT UM MOXKE Ja CC IMIOJHOBsABA, U HC MOraT Ja 6’BI[aT 3aMCCTBaHHU.

5. 3a OMpeACIIIHECTO Ha TE3W YJICHOBC KOMUTCTHT IOCOYBA KOHKPETHA obmnact Ha
AOI'BJIHUTCIIHA HayYHa KOMIICTCHTHOCT HAa JOIIBJIHUTCIIHUTC YJICHOBC. UneHoBeTe ce

I/I36I/IpaT cpea CKCIIEpTU, ITOCOUCHU OT ABPIKABUTE YICHKU UJIU OT AFCHI_II/ISITa.
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6. 3a u3nbLIHEHUETO Ha mocodyeHuTe B wieH 141 3amaun KoMUTETHT MOXKE Ja Ha3HAYHU €IUH
OT YJICHOBETE CH 3a JOKJIATUuK. KOMUTEThT MOKE ChIIO TaKa Ja Ha3HAYW BTOPU WICH 32

CBIOKIIAUHUK.

7. YreHoBeTe Ha KOMUTETA MOKE Ja C€ nNpuapyaBaT OT €CKCIIEPTU B KOHKPECTHHU HAYUYHHU WA

TEXHUYECKUA 00JIACTH.

8. UneHoBeTe Ha KOMUTETA U CKCIICPTUTEC, OTTOBAPAIIHN 3a OLICHKATAa HAa BETCPUHAPHUTC
JICKApCTBCHU IIPOAYKTH, ITOJI3BAT HAYYHUTC OLCHKU U PECYPCUTE, C KOUTO pasmojarart
KOMIICTCHTHUTC OpraHu. Bcexu koMmnerenTeH opras CJI€ay 3a HAYYHOTO paBHHUIIC U
HCE3aBUCUMOCTTA HAa U3BbPUHICHUTC OUCHKH, ITPEAOCTABA CbOTBETHHSA IIPUHOC 34
MU3IBJIHCHUCTO HA 3aa4YUTC HA KOMUTECTA U IToAIIoMara pa60TaTa Ha ONpCACICHUTE OT
HCTO YJICHOBC Ha KOMUTCTA U CKCIICPTHU. 3a OeiTa AbpiKaBUTC YJIICHKU IIPCAOCTABAT Ha

MMOCOYUCHHUTE OT TAX YJICHOBC U CKCIICPTU NMOAXOLANIN HAYTHO-TCXHUYCCKU PECYPCU.

9. I["bp)KaBI/ITe YICHKHU CC BB3AbpPiKAT [1a JaBaT HAa YICHOBCTC HA KOMHUTCTA U HA CKCIICPTUTC
YKa3aHusa, HCCbBMCCTHMU C JIMYHO BB3JIOKCHUTC UM 3ala4d UJIM ChC 3aa4YUTC HA

KOMHTETA U C OTTOBOPHOCTUTE HA ATCHITUSATA.
Ynen 141
3adauu Ha komumema
1. KomMmureTsT MMa cineqHUTE 3a1a4N:

a) OCBIICCTBABA BB3JIOKCHUTE MY 3aa4U CbITIACHO HACTOAIIHA PETIIaAMCHT U

Pernament (EO) Ne 726/2004;
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0)  M3rOTBS HayYHHTE CTAHOBHILA Ha ATEHIUATA MO BHIIPOCH, CBBP3aHH C OLIEHKATa U

ynorpebaTa Ha BETEpUHAPHU JIEKAPCTBEHU IIPOAYKTHU;

B) H3roTBsg CTaHOBUIIIA 11O HAYYHU BBIIPOCHU, CBbP3aHU C OLICHKATAa U y1'IOTp€6aTa Ha
BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, 110 KCKAHE HAa U3IIBJIHUTCIHUA JUPECKTOP HA

Arennpmsita uin Ha Komucusra;

F) MU3TroTBA CTAaHOBHIIIATA HA AFGHLII/ISITa I10 BBIIPOCHU, CBBP3aHU C JOITYCTUMOCTTA HA
3a4BJICHUATA, KOUTO CE IIOAABAT I10 HECHTpaJIu3upaHaTa nmpoucaypa, 1 OTHOCHO
IpeaoCTaBAHETO, IIpOMsAHATA, CIIMPAHETO Ha ,Z[CIZCTBPICTO WM OTMsAHATa Ha
paspCiiCHuAd 3a TbpPTroBUA C BETCPHUHAPHU JICKAPCTBCHU MMPOAYKTHU, IPCAOCTABCHHU 10

[EHTpAJIM3UPaHaTa IPOLEaypa;

I[) pasricixkaa ¢ IbJLKUMOTO BHUMAHHUEC HCKAHUA OT AbPiKaBUTC YJIICHKHU 3d U3IOTBAHCTO

Ha Hay4YHU CTAHOBHILA;
€)  TpeaocTaBs HACOKU IO 3HAYMMH BBIIPOCH M MTPOOJIEMH OT OOII HayYeH XapaKTep;

) B paMKUTE Ha ChTPYAHHUYECTBOTO cbc CBETOBHATA OpraHU3alMsl 110 31paBeona3BaHe
Ha )KUBOTHUTE U3rOTBS HAYYHU CTAaHOBHILA OTHOCHO OLIEHKATa Ha HIKOU
BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH , IPEAHA3HAUYEHU €AMHCTBEHO 32 Na3apy U3BbH

teputopusTa Ha Cblo3a;

3)  NpeaocTaBsi KOHCYITAlMU OTHOCHO MaKCHUMAJIHO JONTYCTUMHUTE CTOMHOCTH Ha
OCTaThYHUTE KOJIMYECTBA OT BETEPUHAPHHU JIEKAPCTBEHH MPOYKTH U OMOLIUTHU
MPOAYKTH, U3IIOJI3BAHU B )KUBOTHOBBJICTBOTO, KOMTO MOTAT /1a ObAaT NPUETH B

XpaHHUTE OT )KUBOTMHCKU Ipou3xo B cboTBeTcTBUE ¢ Permament (EO) Ne 470/2009;

M)  TPenoCcTaBs HAYYHH KOHCYJTAIMA OTHOCHO yroTpedaTa Ha aHTUMUKPOOHH U
MPOTUBOMAPA3UTHHU CPEJICTBA MPHU KUBOTHUTE, 32 J1a CE CBEJIE O MUHUMYM
Pa3BUTUETO HA PE3UCTEHTHOCT B Cbhl03a, U aKTyaIu3Upa T€3U KOHCYNTAIMU NpU

HEOOXOAUMOCT;
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i)  mpenocTaBst 0OOEKTUBHU HayYHH CTAaHOBHUIIA HA IbPXKABUTE WICHKH 110 BBIIPOCHUTE,

KOHTO Ca OTHCCCHHU 10 KOMHUTECTA.

YeHoBeTe Ha KOMHUTETA ocurypsaBar yCJIOBHUA 3a L[06pa KOoOpAuHalus MCXKIY 3a1a49YUTC Ha

AFCHHI/IHTa n ﬂeﬁHOCTTa Ha KOMIICTCHTHUTEC OpPraHu.

IIpu U3roTBAHETO HA CTAHOBUII[A KOMUTETHT I10J1ara MAaKCUMaJIHU YCUJIUS 3@ IIOCTUT'aHE Ha
€AMHOAYIINE 10 BBIIPOCUTE OT HAYUYHO €CTECTBO. AKO HE MOXKE J1a Ob/JI€ IOCTUTHATO
€IMHOJIylINEe, B CTAHOBUILETO CE IOCOYBAT MO3ULUATA HA MHO3UHCTBOTO OT WICHOBETE U

pasiindaBaliuTe CC€ MO3UIKUH, KAKTO 1 OCHOBAaHUATA 3a TAX.

HpI/I IMMOCTBHIIBAHC HAa MCKAHC 3a IMPEPa3ryIC)KJAaHC Ha CTAHOBUIIIC, KOraTO B
3aKOHOJAaTCJIICTBOTO Ha Cpro3a e npeaBruacHa Bb3MOXKHOCT 3a TOBA, KOMUTCTHT OIIPECACIIA
Pa3JIMUCH JOKIAJ4YHK U IIPpH H606XOI[I/IMOCT — Pa3JIMYCH CHAOKIAAYHK OT OIIPCACIICHUTC 3a
II'bPBOHAYAJIHOTO CTAHOBHIIIC. HpI/I Mpepas3riCiKIaHeTO MOKE J1a C€ B3CMaAT 1104 BHUMAHHEC
CaMO CIICMCHTHUTC OT CTAHOBUIICTO, IbPBOHAYAIHO ITIOCOUCHHU OT 3adABUTECIIA, KAaTO
mnmponeaypara ¢c€ 0CHOBaBa CaMO Ha HAJIMYHUTC HAYUYHU JaHHU KbM MOMCHTA, KOraTo
KOMUTCTBHT € IIPHUECII CTAHOBUIIICTO. 3assBUTEIIAT MOXKE Ja IMIONCKa KOMUTCTHT Aa CC AOIIMTAa

A0 HAYYHO-KOHCYJITATHBHA I'pyIla BbB BPBb3Ka C IPCPA3IIICKAAHCTO.

Ynen 142
Koopounayuonna epyna no npoyedypa 3a 63aumMHo npusHasame

u deyenmpanusupana npoyeoypa omHoOCHO 8eMepPUHApPHU IeKapCmeeHu npooyKmu

C’b3,[[aBa CC KOOpAWMHAIIMOHHA I'pyIia 11O IIpoucaypa 3a B3auMHO IIPU3HABAHC U
ACHCHTpPAJIMN3HUpaHa Mpoueaypa OTHOCHO BETCPUHAPHU JICKAPCTBCHU ITPOAYKTHU

(,,KoOpIMHAIIMOHHATA Tpyma‘).
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2. AreHnusTa OCUTypsiBa CEKpeTaprar Ha KOOpJAMHAIlMOHHATA rpyla C LieJ OKa3BaHe Ha
ChJICHCTBUE NPU U3IIBIHEHUETO HA IIPOLEAYPUTE HA KOOPAMHALIMOHHATA Ipyla U
OCHTypsIBaHE Ha MOAXOMSAIIO B3aUMOJIEHCTBUE MEXK Iy IpynaTa, AreHIMATA U

KOMIICTCHTHUTC OpraHu.

3. KoopaunanonHnara rpyma u3rorsst CBOM IpOLIEAYPEH IPABUIIHKUK, KOMTO BJIM3a B CUJIa
CJIe]1 ITOJIy4aBaHETO Ha MOJIOKUTENHO cTaHoBuule oT Komucusra. [Iponeaypuusrt

IIpaBUJIHUK CC OIIOBCCTABA HY6J'II/I‘IHO.

4. W3neaIHUTETHAAT AUPECKTOP HA AFCHHI/IHTa HJIM HETOB MPEACTAaBUTEI U IPCACTAaBUTCIIN HA

Komucnsara mmar IIpaBo Aa MPUCHCTBAT HA BCUYKH 3aCCAaHNA Ha KOOpANHAIIMOHHATA

rpyma.
5. Koopaunaryionnara rpymna ci ChTpYIHHYHU TSCHO ¢ KOMIIETEHTHUTE OPTaHU U ATEHIUSATA.
Ynen 143
Ynenose Ha KOOpOUHAYUOHHAMA 2PYNaA
1. B xoopaunanmonHaTa rpymna y4acTBa 1o €/IMH MPEACTaBUTEN Ha Ibp)KaBa WieHKa, KOUTO

CC Ha3Ha4aBa 3a CPOK OT TPpU T'OAUHHU, KATO MAHAATHT MY MOXKEC 1a CC€ ITIOJHOBSBA.
Z[T:»p)KaBI/ITC YJIeHKH MOTaT Jla Ha3Ha4yaT 3aMeCTHHK. UJIeHOBETE Ha KOOpAWHAIIMOHHATAa
rpymna MOXE Ja B3€MarT HGO6XOI[I/IMI/IT€ OpraHn3allMOHHH MCPKH, 3a Oa 6’I)I[aT

MpUAPYKaBaHU OT EKCIIEPTH.

2. HpI/I HU3MBJIHCHUETO Ha 3aJIa4YMUTC CH YIICHOBCTC HA KOOpAWHAIIMOHHATA I'pyIlia 1
NMpUAPYKABAIIUTC I'M CKCIICPTHU CC OCIAHAT HA HAYUYHUTC U HOPMATUBHUTE U3TOYHHUILIU, C
KOUTO pasiojiaraT CbOTBETHUTC KOMIICTCHTHU OPraHu, Ha CbOTBETHUTC HAYYHU OLICHKU U
Ha NPECIIOPBKUTC HA KOMUTETA. Bcexn xoMmnerenTeH oprad CJICIHU 3a Ka4C€CTBOTO Ha

OICHKUTC, KOUTO MpPaBU MOCOYCHHUAT OT HET'O MPECACTABUTCII, U ITOAIIOMAra pa60TaTa MYy.
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YieHoBeTe HA KOOpJAUWHAallMOHHATA I'pyma noJjiaraT MaKCUMaJIHU YCUJIHUA Oa IMIOCTUTHAT

KOHCEHCYC 110 00CHKIAHUTE BBIIPOCH.

Ynen 144

3aoauu Ha koopouHayuoHHama epyna

KoopaunanyonHaTa rpyma u3IbjIHsBa CISAHUTE 3aJaUu:

a)

6)

1)

pasrmiiexaa BbIIPpOCH, CBbP3aHU € IPOLEAYpaTa 3a B3aMMHO IPU3HABAHE U

JelleHTpaIu3upaHaTa npoueaypa;

pasriex/a KOHCYJITaluuTe oT paboTHATA rpyma 3a papMakoJoruuHa OJUTEIHOCT Ha
KOMHTETa OTHOCHO MEPKUTE 3a YIPABICHHUE HAa PUCKa B 001acTTa Ha (papMaKOJIOrMYHATa
OIMTEITHOCT, CBBP3aHU C BETEPUHAPHUTE JIEKAPCTBEHH MPOYKTH, Pa3pELICHN B
I'bpP>KaBUTE WICHKHU, U JJaBa IPENOPBHKU Ha AbP)KaBUTE WICHKU U MPUTEXKATEIUTE Ha

paspCliCHUsATa 3a TbProBuU:Ad IIpH HeO6XO,I[I/IMOCT;

pasricixkiaa BbIIPOCH, CBbP3aHU C IPOMCHHU B pa3pCUICHUATA 3a ThbpIrOBHsA, IPCAOCTABCHU OT

ABPIKABUTC YIICHKH,

JlaBa MPENOPBKU HA IbP/KaBUTE WIEHKH OTHOCHO TOBA JIaJIM ONPEJEIIEH BETEPUHAPEH
JIEKapCTBEH MPOIYKT WK TpyIa BETepUHAPHHU JIEKapCTBEHU POAYKTH TpsiOBa /1a ce
CUMTAT 3a BETEPUHAPEH JIEKAPCTBEH MPOIYKT, KOMTO Momnaja B 00XBaTa Ha HACTOSIINS

pErJIaMeHT.

KOOPJIMHUPA U300pa Ha BOJICIINS OpPraH, KOWTO OTroBaps 3a OI[CHKATa Ha Pe3yJITaTHTE OT

mpoleaypara 3a 00paboTBaHe Ha CUTHAINTE, TTocoueHa B uieH 81, maparpad 4;

HU3TOTBA U Hy6J'H/IKYBa TOOHMIIICH CIITMCHK Ha pe(l)epeHTHI/ITe BCTCPUHAPHU JICKAPCTBCHU
MMPOAYKTHU, UHUHUTO KPATKU XAPAKTCPUCTUKHU MTOAJICIKAT HA XapMOHU3IUPAHE B CbOTBETCTBUEC

¢ wien 70, maparpad 3.
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I'naBa XI

OO0umu 1 nNpoueaypHU pasnopeadou

Ynen 145

Ilocmosnen komumem no eemepuHapHume j1eKapcmeeru npoc)ykmu

Komucusra ce noamnomara oT IlocTOosTHHUS KOMHTET 110 BCTCPUHAPHUTEC JICKAPCTBCHU
IIPpOAYKTHU (,,HOCTO?IHHI/IH KOMI/ITCT“). ITocTOSSHHUAT KOMHTET € KOMHMTET 110 CMHCHJIa Ha

Pernament (EC) Ne 182/2011.

[Ipu nmo3oBaBane Ha Hactosws naparpad ce npwiara wieH 5 ot Pernament (EC)

Ne 182/2011.

Ynen 146

H3menenus na npunosxcenue 11

Ha Komucusita ce npenoctassi IpaBOMOLIMETO /1a [IpUeMa JeIeTUPaHN aKTOBE B
ChOTBETCTBUE C wieH 147, maparpad 2 3a usmeHenue Ha npusoxenue Il ¢ uen
M3HCKBAHUATA OTHOCHO TEXHUYECKaTa JOKYMEHTAIMs 32 KaueCTBOTO, 0€301MacHOCTTa U
e(MKaCHOCTTA Ha BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH J1a ObJaT choOpa3eHu C HAy4HO-

TEXHUYCCKUTEC JOCTHKCHUA.
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2. Komucusara npuema fienerupanu akToBe B CbOTBETCTBHE ¢ wieH 147, maparpad 3 3a
u3MeHeHHe Ha npuioxkeHue 11 ¢ mern na ce mocTUrHe 10CTaThuHO HUBO Ha MOAPOOHOCT,
KOETO rapaHTHpa MpaBHATa CUTYPHOCT U XapMOHHU3ALUATA, KAKTO U BCUYKU HEOOXOAUMHU
aKTyaJlM3allii, KaTo ChIIEBPEMEHHO C€ U304rBaT HEHYXHHUTE OTKJIOHEHUS OT
npuiokeHue I, BKIIFOUUTENHO 110 OTHOIIEHNE Ha BbBEKAHETO HA CIIELUATIHU U3UCKBAHUS
32 HOBATOPCKU BETEPUHAPHU JIEKAPCTBEHU NMPOAYKTH. [Ipu npuemaneTo Ha Te3u
nenerupanu akroBe Komucusta Hajyie)kHO B3eMa IPEIBUL CbOOpaKEHUATA, CBBP3aHU ChC

3ApaBE€TO HAa ) KUBOTHUTE U 06IH€CTBCHOTO 3paB€, KAKTO U C OKOJIHATa Cpcaa.

Ynen 147

Ynpascuasane na oenecuparnemo

1. HpaBOMOH_[I/IeTO Ja IfpueMa ACJICTUPAHHU aKTOBC CC IIPCAOCTABA Ha Komucusra IIpu

CIIa3BaHC Ha MMPECABUACHUTC B HACTOAII N WICH YCIIOBUA.

2. [IpaBomormeTo 1a mpremMa JelerupaHy akToBe, MOCO4eHO B wieH 37, maparpad 4, wieH
57, maparpad 3, wien 106, naparpad 6, wien 109, maparpad 1, wien 115, maparpad 3,
yien 118, maparpad 2, unen 136, maparpad 7 u wien 146, naparpadu 1 u 2, ce
npenocrass Ha KomucusTa 3a CpoK OT NET T'OJJMHU, CYUTAHO OT ... [J1aTaTa Ha BIIU3aHE B
CHJIa Ha HACTOSIIUS periamenT|. KomucusTa u3roTss 1OKJIag OTHOCHO AEJETUPAHETO Ha
MIPABOMOIIIHSI HE TTO-KBCHO OT JICBET Mecela MPer H3THYAHETO Ha TIETTOIUITHUS CPOK.
JlenerupaHeTo Ha MPaBOMOIIHS C€ TIPOIBIDKABA MBJIYATUBO 32 CPOKOBE C €THAKBA
MPOABIKUTEITHOCT, OCBeH ako EBponeiickust napiaMeHT i ChbBETHT Bb3pa3sT CPEILy

HO,[[O6HO MMpOABIIZKAaBAHE HEC ITO-KBbCHO OT TpHU MECCUa MPEaAN NU3THIAHCTO Ha BCCKH CPOK.

3. [TpaBoMoImeTo Aa mpuema Jejaerupaiu akToBe, MOCOYeHO B wieH 146, maparpad 2, ce
npenoctass Ha KomucusTa 3a CpokK OT ... [1aTara Ha BIM3aHE B CHJIA HA HACTOSIIINS

pernaMeHT] 0 ... [):[aTaTa Ha IMpujiaraHne Ha HaCTOAII A pernaMeHT].
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4. JlenerupaHneTo Ha MPaBOMOLIHS, TOcOueHO B wieH 37, maparpad 4, unen 57, maparpad 3,
yiien 106, maparpad 6, unen 109, maparpad 1, wien 115, naparpad 3, unen 118, maparpad
2, uneH 136, maparpad 7 u wien 146, naparpadu 1 u 2, Moxe 1a Ob/Ie OTTETJICHO 110 BCSIKO
Bpeme oT EBponeiickus napiaament uian oT ChBeta.C penieHneTo 3a OTTersHe ce
IIpeKpaTsBa IOCOYEHOTO B HETO JIeIETUpaHe Ha npaBoMolus. OTTEIISIHETO OpaxK1a
JeiiCTBUE B JICHS CJIe]] ITyOJUKyBaHETO Ha pemeHnero B OdunuaieH BeCTHUK Ha
EBporeiickus cb103 UM Ha MO-KbCHA J1aTa, MOCOYeHa B pemieHueTo. To He 3acsra

HefICTBHTeHHOCTTa Ha OCJICTHUPpaHu aKTOBE, KOUTO BEYEC Ca B CUJIA.

5. [Ipenu npuemanero Ha Aenerupad akT Komucusra ce KOHCYJITHpa C EKCIEPTH,
OIpe/IeJIEHH OT BCSAKA JbpiKaBa YWIEHKA B CbOTBETCTBUE C MPUHIUIINTE, 3aJ€THAIH B
MexXIyHHCTUTYIIHOHATHOTO criopazyMenue ot 13 ampun 2016 r. 3a mo-100po

3aKOHOTBOPYCCTBO.

6. Bennara cien kaTo mpueme aenerupan akt, Komucusira cpo01maBa akta eIHOBpEMEHHO Ha

EBponeiickus napiameHT u Ha CbBera.

7. Jlenerupan akT, IpUeT chbriaacHo wieH 37, maparpad 4, wien 57, maparpad 3, wien 106,
naparpad 6, unen 109, maparpad 1, wien 115, naparpad 3, unen 118, maparpad 2, wien
136, maparpad 7 u unen 146, maparpadu 1 u 2, Bmu3a B cuiia €AMHCTBEHO aKO HATO
EBponeiickusar napiameHT, HUTO CHBETHT HE ca MPEJICTABIIN BB3PaXKEHUS B CPOK OT J[BA
Mecella OT Ch0oOIlaBaHeTo Ha akTa Ha EBpomneiickus napiaamenTt u Ha ChBeTa UM aKo
Mped U3TUYaHETO Ha TO3U CPOK U EBponeiickusT mapiameHT, 1 ChbBETHT ca YBEJOMUIU
Komucusita, uye HsiMa J1a IpeCTaBAT Bb3pakeHus. To31 CpoK ce yIbbKaBa ¢ iBa Mecera

o UHMLIMaTuBa Ha EBponeiickus napiament win Ha CpBera.
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Ynen 148

3awuma na oanHume

1. [Ipu 06paboTBaHETO HA JIMYHU JAHHU B JbPKABUTE WICHKH B ChOTBETCTBHUE C HACTOSIIIHS
peryiaMeHT abpkaBute wieHku npuiarat Permament (EC) 2016/679 na EBponetickust

napsiamenT 1 Ha ChBeral.

2. [Tpu 0O6paboTBaHeTo HA TMYHU AaHHU OT KoMucusTa 1 AreHIUsTa ChIVIACHO HACTOSIIUS

pernament ce npuiara Pernament (EC) 2018/... Ha EBporneiickus nmapiaMeHT 1 Ha

CwBera?.

Pernament (EC) 2016/679 na EBponeiickus napiaameHT 1 Ha CbBeta ot 27 anpui 2016 1.
OTHOCHO 3aIuTaTa Ha (PM3NYECKUTE JIMLa BbB Bpb3Ka ¢ 00pabOTBaHETO HA JIUYHU JaHHU U
OTHOCHO CBOOO/IHOTO JIBUKEHUE HA TAaKUBA JIAHHM U 3a OTMsHA Ha /lupextusa 95/46/EO
(OBL119,4.5.2016 1., cTp. 1).

Pernament (EC) 2018/... na EBporneiickus mapiamenT u Ha CbBeTa OT .... OTHOCHO
3amuTaTa Ha (PU3MUYECKUTE JIMa BbB Bpb3Ka ¢ 00pabOTBaHETO HA TUYHU JaHHHU OT
MHCTUTYLIUUTE, OpPraHuTe, CIy)KOUTe U areHuuTe Ha Chro3a 1 OTHOCHO CBOOOTHOTO
JBIDKEHUE Ha TaKWBa JaHHM ¥ 3a oTMsiHa Ha Permament (EO) Ne 45/2001 u Pemenue

Ne 1247/2002/EO (OB L ...).

OB: Mous BpBeZieTe HOMEpPA B TEKCTa M HOMEPA, AaTaTa U JaHHUTE 3a MyOIHuKaIusaTa Ha
pernamenTa, KouTo ce cbabpka M gokymeHT PE-CONS 31/18 (2017/0002(COD)).
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I'nasa XII

IIpexoaHM U 3aKJIOYUTETHH pa3nopeaoun

Ynen 149

Ommsana
Hupextusa 2001/82/EO ce oTmeHsI.
[To3oBaBaHUsATa HA OTMEHEHATA JUPEKTUBA CE CUMTAT 32 MT030BaBaHUS HA HACTOSIIIUS PETJIAMEHT U

Ce yeTaT ChIJIaCHO TabJiMllaTa Ha ChOTBETCTBUETO B NpuiioxeHue [V.

Ynen 150

Bpwvska c opyeu akmose na Cwio3a

1. IIpuema ce, ue HUKOS pa3nopenda OT HACTOSIIUS PErJaMeHT He 3acsira pa3nopeaouTe Ha
Hupexrtusa 96/22/EO.
2. Pernament (EO) Ne 1234/2008 na Komucusral He ce npuiara 3a BeTepuHapHHUTE

JICKApCTBCHU IIPOAYKTH, 00XBaHATH OT HaCTOAIIUA PCTIIAMCHT.

Pernament (EO) Ne 1234/2008 na Komucusita ot 24 HoemBpu 2008 r. 0OTHOCHO
pasMIekAAaHETO HAa IPOMEHUTE B YCIOBUATA HA Pa3peLICHUTA 3a ThPTOBUS C JIEKAPCTBEHU
MIPOJYKTH 3a XyMaHHa yrnoTpe0da 1 BeTepuHapHHU JekapcTBeHu npoayktu (OB L 334,
12.12.2008 r., cTp. 7).
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3. Pernament (EO) Ne 658/2007 na Komucusra! He ce npusiara 3a BeTepuHapHUTE

JICKApCTBCHU ITPOAYKTH, 00XBaHATH OT HaCcTOAIIMA PCTIIaMCHT.

Ynen 151

IIpeoxoonu 3asnenenus

1. [Iponienypute OTHOCHO 3asIBJICHUATA 32 Pa3pPEIICHUS 32 ThPrOBUS C BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH WM 3a MPOMEHH, BaTuaupanu B cboTBeTcTBHE ¢ Pernament (EO)
No 726/2004 nipenu ... [naTaTta Ha MpUJIaraHe Ha HACTOSIIUS PETJIAMEHT |, CE IPUKITFOYBAT

B croTBeTcTBHE ¢ Permament (EO) Ne 726/2004.

2. [IponierypuTe OTHOCHO 3asIBICHUSATA 33 Pa3pEIICHUs 32 ThPrOBHUS C BETEPHHAPHU
JIEKapCTBEHH MPOAYKTH, BaTUIUPaHu B choTBeTCTBHE ¢ Jupekrura 2001/82/EO npenn ...
[naraTa Ha mpUJIaraHe Ha HACTOSIIHS PETJIAMEHT], ce IPHKIII0YBAT B CHOTBETCTBHE C

IIOCOUYCHATa JUPCKTUBA.

3. [Iponienypu, 3anmounatu Bb3 OCHOBA Ha wieHoBe 33, 34, 35, 39, 40 u 78 ot dupexTuBa
2001/82/EO nipenu ... [naTaTa Ha pUJIaraHe Ha HACTOSIIUS PETJIAMEHT |, C€ TIPUKITIOYBAT B

CBbOTBCTCTBHC C IIOCOYCHATA HI/IpeKTI/IBa.

Pernament (EO) Ne 658/2007 na Komucusita ot 14 ronu 2007 r. OTHOCHO pa3Mepa Ha
(uHAHCOBUTE CaHKIMU NPU HApYLICHHUS Ha HAKOM 33bJDKEHUS BB BPb3Ka C pa3perieHus
3a IyCcKaHe Ha Masapa, u3aajaeHu coriacHo Pernament (EO) Ne 726/2004 na EBponeiickus
napnamenT u Ha CpBera (OB L 155, 15.6.2007 r., ctp. 10).
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Ynen 152
Coiyecmsysawu emepunaphu 1eKapcmeeHu npooyKmu,

paspeuienus 3a mvp2o8us U pecucmpayuu

1. Paspemienusita 3a THProBUsl ¢ BETCPUHAPHHUTE JICKAPCTBEHU MPOIYKTH U PETUCTPAIIUUTE HA
XOMCOIIATUYHU BETCPUHAPHU JICKAPCTBCHU MMPOAYKTH, IIPEAOCTABCHU B CbOTBCTCTBHUC C
Hupextusa 2001/82/EO unu Pernament (EO) Ne 726/2004 npenu ... [narata Ha
MpujaraHe Ha HACTOSIIHS PETIIaMEHT |, CE CYMTAT 32 U3/IaJICHU B ChOTBETCTBHE C
HACTOSIIUS PETJIAMEHT U, KaTO TaKKMBa, ca MPEMET Ha ChOTBETHUTE Pa3ropea0n Ha

HaCcTOAIINA PCriIaMCHT.

[IppBa anuHest OT HAaCTOSAIIMA Naparpad He ce MpHiiara 3a pa3pereHusTa 3a ThPrOBHsI C
aHTHUMUKPOOHM BETEpUHAPHU JICKAPCTBEHH MPOAYKTH, ChAbpPKAILU AHTUMUKPOOHU
CpeZACTBa, KOUTO ca 3alla3eHHU 3a JICYEHHE Ha XOpa B CbOTBETCTBUE C AKTOBETE 32

W3ITBITHEHHE, TOCOYCHH B WieH 37, maparpad 5.

2. BerepunapHuTE JIeKapCTBEHU MPOAYKTH, ITyCHATH HA M1a3apa B ChOTBETCTBUE ¢ JlMpeKTHBA
2001/82/EO umu Permament (EO) Ne 726/2004, morat 1a mpoIbJKaT Jia C€ MPEIOCTaBAT
70 ... [IIeT rOJIMHU Clie/] JaTaTa Ha MIPUIaraHe Ha HaCTOSIIMS perjlaMeHT], JOPH aKo He ca

B CbOTBCTCTBHUEC C HACTOAIIUA PCTJIIAMCHT.

3. Upes neporanus ot naparpad 1 oT HacTOSIIKSA WIEH IOCOUYEHUTE B uiieH 39 CpoKoBe 3a
3alIUTa He ce MpUIIarar 3a pe)epeHTHUTE BETEPHHAPHH JIEKAPCTBEHN IPOIYKTH, 32 KOUTO
e OMJI0 Mpe1oCTaBEeHO pa3pelleHue Mpey ... [JaTaTa Ha MpuilaraHe Ha HaCTOSIIUS
periaMeHT], 1 BMECTO TOBAa CbOTBETHUTE pa3nopen0ou Ha mocoyeHure B naparpag 1 ot

HACTOAIINA YWICH OTMCHCHHU AKTOBC MPOABJIKABAT JJa CC IpUjiaraT B TOBa OTHOICHHUC.
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Ynen 153

IIpexoonu paznopeddbu omHOCHO Oeflecupanume aKmose u akmoseme 3a U3NbAHEHUe

1. Jlenerupanute akToBe, MocoueHu B wieH 118, maparpad 2, u akToBeTe 3a U3MBIHECHHE,
rmocoueHu B wieH 37, maparpad 5, wien 57, maparpad 4, wien 77, naparpad 6, wien 95,
naparpad 8, wien 99, naparpad 6 u unen 104, maparpad 7, ce mpuemart npeaw ... [garara
Ha MpUJIaraie Ha HaCTOSIIMS periaMeHT|. Te3u nenerupanu akToBE M aKTOBE 32

HU3I'BJICHHUEC CC ITpujiarat oT ... [I[aTaTa Ha IMpujiaraHc Ha HaCTOAIIUA pernaMeHT].

2. bes na ce 3acsra garara Ha npuiaraie Ha HacTosius peraameHT, Komucusita npuema
JeJIETHPAaHUTE aKTOBE, MOCOYCHH B WieH 37, maparpad 4, Hal-KbCHO JI0 ... [4eTUPH
Mecela peay JaTaTa Ha IpUjlaraHe Ha HacTosius perjaamenT]. Te3u nenerupaHu akTose

CC IIpujarart oT ... [z[aTaTa Ha IIpujiaraHe Ha HaCTOAIIUA pernaMeHT].

3. be3 na ce 3acsra natara Ha npuiiarase Ha HacTosiLus perinameHT Komucusita npuema
JieJIETMpaHuTe aKTOBE, IOCOUYEeHHU B wieH 57, maparpad 3 u wieH 146, naparpad 2, u
aKTOBETE 32 M3ITBIHEHHUE, TOCOYEHU B WwieH 55, maparpad 3 u wien 60, naparpad 1, Haii-
KBCHO JI0 ... [12 Mecena npesu gaTaTa Ha NpUJIaraHe Ha HACTOSIILKUSA perjaameHTt). Te3u
JIeJITUPAaHU aKTOBE M aKTOBE 3a U3ITbJIEHHUE Ce MPWJIarar oT ... [JjaraTa Ha IpujaraHe Ha

HACTOSIIIUS PETJIaMEHT].

4. be3 na ce 3acsra natara Ha IpUJIaraHe Ha HacTOSIUsA perinameHT Komucusta npuema
JieJIeTHpaHuTe aKToBe, ocodeHu B wieH 109, maparpad 1, 1 akToBeTe 3a U3NIBIHEHUE,
nocoueHu B wieH 17, naparpadu 2 u 3, unen 93, naparpad 2, unen 109, naparpad 2 u
uned 115, naparpag 5, Hali-KbCHO 710 ... [TpU FOJMHM CJe]l 1aTaTa Ha pUjiaraHe Ha
HACTOALIMUSA peryiiaMeHT]. Te3u fenerupanu akToBE U aKTOBE 32 U3ITbJICHHUE Ce Mpujarat

Hal-paHo OT ... [1aTaTa Ha MpUJIaraHe Ha HACTOSIIIHS PETIaMeHT].
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5. be3 na ce 3acsra garara Ha Ipujlaraie Ha HacTosIMA periaameHT Ha Komucusra ce
IIPEIOCTABS IPABOMOILIMETO Ja IpUeMa IOCOUYEHUTE B HACTOSILINS PETJIaMEHT JeJIETUPaHU
aKTOBE U aKTOBE 3a M3IbJIHEHUE, CYUTAHO OT ... [JlaTaTa Ha BIM3aHE B CHJIA HA HACTOSILUSA
pernaMenT]. Te3u nenerupanu akToBE U aKTOBE 3a U3IbJICHHUE, OCBEH aKO B HACTOSIIUSA
pErjJaMeHT He € NPEABUACHO APYro, Ce Ipuilarar oT ... [Jarara Ha IpujiaraHe Ha

HACTOSIIUS PETJIaMeHT].

HpI/I IMPUEMAHETO HA JCIICTUPAHUTE aKTOBE U AKTOBCTE 3a U3IIBJIHCHUEC, IIOCOUYCHU B
HacTosg1usAa 4JICH, Komucusra ocurypsiBa 10CTaTb4HO BPEME MEXKAY TAXHOTO IIPUECMAHE U

HaA4YaJIOTO Ha TAXHOTO IMpHJIaraHe.

Ynen 154
Cw30asane Ha bazama 0aHHU 34 hapmaxkoroudHa 6OUmMenHocm u Ha 6azama OaHHU

3a NPOU3B00CMB0 U MbP2OBUS HA €0PO

be3 na ce 3acsra natara Ha mpUiIaraHe Ha HACTOSINUS PErJIaMeHT, ATEHIIUATA, B ChTPYTHHYECTBO C
nbpxaBuTe WieHkU U KoMucusita, ocurypsiBa B CbOTBETCTBHE € WwieHOBE 74 1 91 cb3aBaHeTo Ha
0azaTa JaHHM 3a (hapMaKoJIOTHYHa OJANTETHOCT U Ha 0a3aTa JJaHHM 3a IPOU3BOJCTBO U THPrOBUS HA

€1pO Hal-KbCHO JIO ... [1aTaTa Ha MpUJIaraHe Ha HACTOSALIUS PErJIaMeHT .
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Ynen 155

Hauanen NPpUHOC KbM bazama Oaunu 3a npodykmume om cmpaHa Ha KOMNEemMeHMHUNe OpcaHu

Haii-xbcHO a0 ...[I[aTaTa Ha npujiarane Ha HaCTOAIIUA peFJIaMCHT] KOMIICTCHTHUTC OpraHu I1oJaBatT
B AFeHHI/IHTa I/IH(l)OpMaLII/IH I10 CJICKTPOHCH IIT 3a BCUYKH BETCPUHAPHU JICKAPCTBEHU ITPOAYKTH,
PaspCliCH KbM MOMCHTA B TAXHATA AbPiKaBa YJICHKA, KaTO U3II0JI3BAT (bOpMaTa, IIOCOYCH B YJICH

55, maparpad 3, OykBa a).

Ynen 156

Hpeeﬂed HA npasujiama 3d OYyeHKa Ha pucka 3a okojaHama cpe()a

Ho ... [naTara Ha npuiaraHe Ha HacToALMs persiaMeHT| Komucusra npeacrass J0KIaa Ha
EBpomneiickus napiaMeHT 1 Ha CbBeTa OTHOCHO M3CJIE/IBAHE 3a OCHILECTBUMOCTTA HA CUCTEMA 32
mperjies Bb3 OCHOBA HA aKTUBHUTE BEIECTBA (,,MOHOTpauu‘) U Ha IPYrH Bb3MOKHU AJITEPHATUBH
3a OIICHKA Ha PUCKa 3a OKOJIHATA Cpe/ia P BETePUHAPHUTE JIEKAPCTBEHU MPOAYKTH, IPUAPYKEH

OT 3aKOHOAATCIHO NPCIIIOKCHUC, aKO TOBA € II@JIGC’I)O6p33HO.

Ynen 157
Hoknao na Komucusma omHoCHO mpaouyuorHume pacmumennu npooyKmiu,

U3NOJI36AHU 3a jJleHeHUe HA HCUBOMHU

Komucusita noknansa Ha EBponeiickust mapiaamenT u Ha CbBeTa 10 ...[lI€T TOAMHU CJIE] JaTaTa Ha
MpUJIaraHe Ha HACTOSIIIHUS PETJIaMeHT | OTHOCHO TPAIUIIMOHHUTE PACTUTEIIHU MTPOIYKTH,
M3I0JI3BaHU 3a JIeueHHe Ha *KUBOTHU B Chlo3a. AKo e 1enecboopasHo, Komucusra npasu
3aKOHOJIaTEITHO MPEJI0KEHNE, 32 J1a BbBE/IE OMPOCTEHA CUCTEMA 33 PETUCTPUPAHE Ha

TPAAUIMUOHHUTE PACTUTCIIHU ITPOAYKTH, U3ITI0JI3BAHHU 34 JICHCHHUC HA )KUBOTHH.

JIbpxaBuTe WieHKH npeaocTtaBaT Ha Komucusara nuHpopManus OTHOCHO TaKMBa TPAJULIMOHHU

pPacCTUTEIHU NPOAYKTH Ha TSIXHA TEPUTOPHSL.
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Ynen 158

Ilpeened na mepxume 0mHOCHO €OHOKONUMHUME UO0BE

He mo-xbcHO OT ... [TpI/I TOAWHU CJIC JaTaTa Ha IIprujiaraHe Ha HaCTOAIIUA pel"J’IaMeHT] Komucusra
npeacTaBsa HA EBpOHefICKHH ImapjJaMCHT U Ha CnBera JOKJIaa 3a CBOsATa OL€HKA Ha ITOJIOKCHUETO C
JICHCHHUCTO HA CAHOKOIMUTHU BUJOBEC C JICKAPCTBCHU MMPOAYKTHU U TAXHOTO U3KIIFOYBAHE OT
XpaHUTCIIHATA BEPHUTd, BKIIFOYUTCIIHO 11O OTHOIICHHUE HAa BHOCA HAa CJTHOKOIMUTHU BUIOBE OT TPCTHU
ABPiKABHU, KOCTO CJI€ABa Ja 6”[;,[[6 MNPpUAPYKCHO OT BCUYKHU ITOAXOIAITH HeﬁCTBHH OT CTpaHa Ha
KOMI/ICI/IHTa, KaToO C€ B3€Mart Np€aABuU Mo-CricuaiIHoO O6I_H€CTBCHOTO 3ApaBC, XyMaHHOTO
OTHOIICHHEC KbM KUBOTHUTEC, pPUCKOBCTE OT U3MaMa U PaABHOIIOCTABCHUTC YCJIOBUA Ha KOHKYPCHIUA

C TE3U Ha TPETH JAbPIKaBU.

Ynen 159
Ilpexoonu paznopedou omnocHo HaKOU cepmugpuxamu

3a 000pa npou3so00CmeeHa NPAKMuKa

bes Aa CC 3acdra aarara Ha Ipujiarane Ha HaCTOAUA PCrilaMCHT 3abJDKCHUATA BbB BPb3Ka CbC
CepTI/I(bI/IKaTI/ITe 3a z[06pa MMPOU3BOJACTBCHA IIPAKTHKA 3a MHAKTUBUPAHU UMYHOJIOTHYHU
BETCPUHAPHU JICKAPCTBCHU IMPOAYKTH, KOUTO Ca MMPOU3BCACHHU OT MATOI'CHU U AHTUT'CHH, ITOJTYUCHU
OT OT >KMBOTHO WJIM JKUBOTHH B CIIMJICMHUOJIOTMYHA €ANMHNUIA U CC U3II0JI3BAT 3a JICUCHHUCTO HAa TOBA
JKHMBOTHO WJIM TC3U )KMBOTHH B ChIllaTa CIIMACMHUOJIOTMYHA €AWHUIIA UK 3a JICUCHHUCTO HA ) KUBOTHO
HJIM )KUBOTHHU B €IMHUIA C TIOTBBbPACHA CIMACMUOJIOTNYIHA BPB3Ka, 3alI0YBAT Ja CC IMpujiarar €JBa
OT JaTaTa Ha IMpUWJIaraiHe Ha aKTOBCTEC 3a U3IITBJIHCHUEC, C KOUTO CE ONIPCACIIAT CHeI_II/I(i)I/I‘IHI/I MCPKHU

OTHOCHO z[06paTa MMPONU3BOACTBCHA IIPAKTHKA 3a TC3U NPOAYKTH, ITIOCOYCHU B YJICH 93, naparpa(p 2.
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Ynen 160"

Bnuzane 6 cuna u npuiacane

HaCTOHI_HI/IHT PEriIaMEeHT BJIM3a B CHJIa HA ABAACCCTUA JCH CIICT HY6J'II/IKYB3HCTO MYy B Ocj)uuuaﬂeﬂ

eecmuuk Ha Eeponetickus cvios.

Toli ce mpunara or ... [Tpu TOAUHM CJIE] JaTaTa Ha BIM3aHE B CUJIa HA HACTOSIILUS PETJIaMEHT] .

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC ITpUJjiara nNpsikO BbB BCUYKU

ABbpPKaBH YJIICHKH.

CbCTaBEHO B ...,

3a Eeponetickus naparamenm 3a Cveema

IIpeoceoamen Ilpeoceoamen

* OB: mons HaIlpaBeTC HCO6XOI[I/IMOTO, 3a J1a BJIC3€ HACTOAIUAT PCTIAMCHT B CHUJIa

€IHOBPEMEHHO KaTO PETrJIaMEHTUTE, KOUTO ce Chabpkat B TokymeHTH PE-CONS 43/18
(2014/0255(COD)) u PE-CONS 44/18 (2014/0256(COD)).
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HNPUJIOXEHMUE 1

Wudopmanus mo wieH 8, maparpad 1, Oyksa a)

1. [IpaBHO OCHOBaHUE 32 3asBJIIEHUETO 32 Pa3PEIICHUETO 32 ThPTrOBUS

2. 3asBUTEN

2.1. Nwme nnn pupma 1 IOCTOSHEH apec MM PETUCTPUPAHO MSACTO Ha CTOMAHCKA IEHHOCT Ha
3asiBUTENS

2.2. Nwme nnu pupma v MOCTOSHEH aIpec UM PErUCTPUPAHO MICTO HA CTOMAHCKA JEHHOCT Ha
MPOU3BOUTENS (IPOU3BOAUTEIUTE) UM BHOCUTENS (BHOCUTEIUTE) HA KPAHUS
BETepUHApEH JIEKaPCTBEH MPOIYKT U UME WK (PUpMa U TOCTOSTHEH aJIpec WIIN
PErUCTPUPAHO MSICTO Ha CTOMAHCKA IEHHOCT HA POU3BOAMUTENS HA AaKTUBHOTO BEILIECTBO
(aKTUBHHTE BEIICCTBA)

2.3. Nwme u anpec Ha 00eKTUTE, B KOUTO CE OCHILIECTBABAT PA3IMYHUTE €Talu Ha
IIPOM3BOJICTBOTO, BHOCA, KOHTPOJIa M OCBOOOXK/1aBAHETO HA NAPTUIU

3. Wnentudukanus Ha BETEpUHAPHUS JEKAPCTBEH MPOAYKT

3.1. HaunmenoBaHue Ha BeTEpUHAPHMS JIEKAPCTBEH NMPOIYKT U BETEPUHAPHHUS JIEKAPCTBEH
anatomo-tepaneTrueH koa (ATCvet Code)

3.2. AKTHBHH BEILIECTBA U, aKO € IIPUIIOKUMO, pa3peIuTeIn
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3.3.

KoHuenTpanus nnu, B cirydaid Ha MMYHOJIOTUUEH BETEPUHAPEH JIEKAPCTBEH MPOJYKT,

OnosIoruyHa AKTUBHOCT, CUJIa UJIU TUTHP

3.4, dapmarieBTiyHa hopma

3.5. Hauun Ha npunoxenue

3.6. BuioBe )XxMBOTHH, 32 KOUTO € IIPEIHA3HAYEH POAYKTHT

4. Nudopmanus 3a mpou3BOJICTBOTO U 32 papMaKOJIOTHIHATA OTUTEITHOCT

4.1. JlokazaTescTBo 3a pa3pelieHue 3a MPOru3BOACTBO MM cepTUdUKaT 3a 100pa
MPOU3BOJICTBEHA MTPAKTUKA

4.2. PedepenTen Homep Ha OCHOBHATA TOKyMEHTAILMs B CHCTEMaTa 3a (papMaKoJIOTHIHA
OIUTEITHOCT

5. Wudopmanus 3a BeTepuHapHUS JICKAPCTBEH MPOYKT

5.1. [Ipemioskenue 3a KpaTKaTa XapaKTepUCTHKA Ha MPOJYKTa, H3TOTBEHA B ChOTBETCTBHE C
yiieH 35

5.2. Omnwucanue Ha OKOHYATEIHUS BUJI HA BETEPUHAPHUS JIEKAPCTBEH MPOIYKT, BKIFOYHTEITHO
OTMaKOBKaTa U €TUKETUTE

5.3. [Ipennoxxenue 3a TekcTa ¢ HHGOPMAIUATA, KOSITO 1a ObJIe MPeoCTaBeHa BbPXY
I'bPBUYHATA OMAKOBKA, BHHIITHATA OTIAKOBKA U JIMCTOBKATAa B CHOTBETCTBHE C YICHOBE
10—16
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6. Jpyra uadopmarus

6.1. Crnucek Ha IBP)KAaBUTE, B KOUTO € MPEAOCTABEHO UM OTMEHEHO Pa3peleHUE 3a ThProBUs
C BETEPUHAPHHUS JIEKAPCTBEH IPOAYKT

6.2. Konust Ha BCUUKH KpaTKU XapaKTEepUCTUKU Ha MPOJYKTUTE BbB BUJA, B KOMTO ca
BKJIIOYCHHU B YCJIOBUSATA HA MPEAOCTABEHUTE OT JIbPIKABUTE WICHKH Pa3peIICHUs 32
THpPrOBUS

6.3. Crnuchbk Ha AbpKaBUTE, B KOUTO € MOJa/ICHO 3asBJICHUE WU 3asIBJIEHUETO € OTXBBPIICHO

6.4. CrnuchbK Ha IbP’KaBUTE WICHKH, B KOUTO BETEPUHAPHUAT JIEKAPCTBEH IPOAYKT LIe ce IMycKa
Ha Iasapa

6.5. ExcnepTHu nOKIIa1M 32 Ka4eCTBOTO, 0€30MaCHOCTTA M €(PUKACHOCTTA HAa BETCpUHAPHUS
JIEKapCTBEH MPOIYKT.
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HPUJIOKEHUE 11

*13uckBanus, mocoueHu B WwieH §, maparpad 1, 6yksa 0)

CbABPXXAHUE

BBBEJIEHUE 1 OB ITPUHIUIIN

ST T M3UCKBAHWMA 3A BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH, C
N3KIIIOYEHNUE HA UMVYHOJIOITMYHUTE BETEPUHAPHU JIEKAPCTBEHU
I[MPOAYKTU

YACT 1 PE3IOME HA JIOCUETO

AIMUHUCTPATUBHA NHOOPMAILINA

KPATKA XAPAKTEPUCTUKA HA TTPOAYKTA, ETUKET U JIMCTOBKA

[HOAPOBHU U KPUTNYHU PE3IOMETA

YACT 2: OAPMALIE®OTUYHA (OPU3NKOXMMUYHA, BUOJIOTUYHA NJIN
MUKPOBNOJIOTMYHA NTHO®OPMAILINA (KAYECTBO)

o

OCHOBHU NPUHITUIINA U U3HUCKBAHMS
A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE
1. KauecTBeH cnecTaB

2. OOuyaifHa TEPMHHOIOTHS

naparpad 2 u wien 153, maparpad 3. Bcuuku mo3oBaBaHusi Ha YWIEHOBE WIN Ha

Hacrosimoro npmnoxenue e 0b1e n3MeHeHo oT Komucusita B ChOTBETCTBUE € WieH 146,

,,HACTOSIIaTa TUPEKTUBA B HACTOSIIOTO MPUIIOKEHHUE, OCBEH aKO JAPYTo HE € MPEABUICHO,

ce yerar KaTo nozoBaBanus Ha Jlupextusa 2001/82/EO.
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3. KonudectBeH chCcTaB
4.  PasBurue Ha papMmarnusTa
b. OIIMCAHUE HA IMPOU3BOJCTBEHUA METO/
KOHTPOJI HA U3XOAHUTE MATEPUAJIN
1.  OOmwu u3ucKBaHus
1.1. AxTuUBHU BelecTBa
1.1.1. AkTHBHU BeliecTBa, N30POCHH BB (hapMaKoIenTe
1.1.2. AKTHBHU BelecTBa, KOUTO HE ca BB hapMakKores
1.1.3. ®U3UKOXUMHUYHU XapaKTEPUCTUKHU, KOUTO MOTI'aT Ja IOBIUIAT HA
OMOHAIMYHOCTTA
1.2. TlomoiHu BemecTsa
1.3. Cucremu 3a 3aTBapsiHE Ha OIIAaKOBKaTa
1.3.1. AKTUBHO BEIIECTBO
1.3.2. Kpaen npoaykr
1.4. BemecTBa OT OMOJIOTHYEH TPOU3XO]T
I KOHTPOJIHU U3ITMTBAHUS, ITPOBEXJIAHU HA MEXIVMHHUTE ETAIIA
OT INPOMU3BOACTBEHUNA ITPOLIEC
J.  TECTOBE HA KPAMHUS ITPOJYKT

1. OOmu XapakTepUCTUKU Ha KpalHUS TPOIYKT
2. Wnentudwukanus v aHaIU3 Ha aKTUBHOTO(UTE) BEIIeCTBO(a)
PE-CONS 45/18 RDY/rb
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3.  HWpentudukanus v aHaau3 Ha KOMIIOHEHTHTE HA TIOMOIIIHOTO BEIIECTBO
4.  TecroBe 3a 0e30maCcHOCT

E. TECT 3A CTABUJIHOCT
1.  AxtuBHO(M) BemecTBo(a)
2. Kpaen npoaykr

XK. APYI'A UHOOPMALIUA

YACT 3: TECTOBE 3A BE3OITACHOCT U OCTATBYHU KOJIMYECTBA
A.  Tecrose 3a GezonacHOCT

I'JTABA I I[NPOBEXJIAHE HA TECTOBETE

1.  Ipenmsna uneHTUUKANMS HA TPOAYKTA U HA HETOBOTO(KUTE) aKTHBHO(H)
BeIecTBO(a)
2.  dapmakonorus

2.1. ®apmaxkoauHaMUKa

2.2. d®apMakOKHHETHUKA

3. Tokcukonorus

3.1. ToxcuuHOCT Ipu NpUEMaHEe Ha €AHOKpATHA /1032

3.2. Tokcu4HOCT IIpH MOBTOPHO NMPUEMAHE HA 1032

3.3. IloHocuMoOCT IIpH BUIOBETE KUBOTHH, 3@ KOUTO € MIpEeIHa3HAUEH
OPOAYKTBHT

3.4. PenpoayKTHBHA TOKCUYHOCT, BKIFOUUTEIHO TOKCUYHOCT HA Pa3BUTUETO

3.4.1.13cnenBane Ha edekTa BbPXY penpoIyKTUBHOCTTA

3.4.2.U3cnenBaHe Ha TOKCUYHOCTTA HA Pa3BUTHETO

PE-CONS 45/18 RDY/rb 3
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3.5.
3.6.
3.7.
4.

4.1.
4.2.

I'enoTOKCHMYHOCT
Kanueporennocr
Hz3kmroueHns

Hpyru u3nckBanus
Crenmaany U3cieaBaHus

MukpoOroIoruuyHu CBOWCTBA HA OCTAThUYHUTE KOJINYECTBA

4.2.1.Tlotennuanau epeKTH BbPXY YOBEIIKATa YpeBHaA ¢iiopa

4.2.2. Tlotennuanau epeKTH BBPXYy MUKPOOPTaHU3MHU, U3II0I3BaHH 32

43.
44,
5.
6.
6.1.

6.2.

MPOMHUIIICHATA pepaboTKa Ha XPaHH

Hab6nronenus npu xopa

Pa3BuTHe Ha PE3UCTECHTHOCT

be3onacHocT Ha MOTpeOUTENUTE

Ornenka Ha pUCKa 3a OKOJIHATa cpeaa

OrneHka Ha pUCKa 3a OKOJIHATA Cpe/ia, CBbP3aH C BETEPUHAPHUTE
JICKApCTBEHH MPOAYKTH, KOUTO HE ChIIBPIKAT UIH HE CE ChCTOAT OT
TCHETUYHO MOAU(DUIIPAHHN OPTaHU3MHU

OrneHka Ha pUCKa 3a OKOJIHATA Cpe/ia, CBbP3aH C BETEPUHAPHUTE
JICKAPCTBCHU MPOAYKTH, KOUTO CbABPKAT UJIU CC CHCTOAT OT TCHETUYHO

Mou(ULIPaHU OPraHU3MU

I''TABA II: IIPEJJCTABAHE HA JAHHUTE N JOKYMEHTUTE

PE-CONS 45/18
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b.  TecroBe 3a OCTaTBUHUTE KOJUYECTBA
I'NTIABA T IMPOBEX/IAHE HA TECTOBETE
1. BoBenenue
2. Metabonu3bM U KUHETHKA HAa OCTaThUHUTE KOJIMYECTBA
2.1. ®apmakokuHeTHKa (a0COpOIHs, pa3npoCTpaHeHUE, META00TU3bM,
OT/ICJISIHE)
2.2. H3uepnBaHe Ha OCTATHYHUTE KOJUYECTBA
3. AHanuThyeH METOJ NP OCTAThYHUTE KOJIUYECTBA
I'TABA ILTTIPEJJCTABSHE HA JAHHUTE U JJIOKYMEHTUTE
1.  Wnentudukanus Ha MPOIYKTA
YACT 4: MMPEAKIIMHWUYHU U KIIMHWUYHU U3ITUTBAHUA
I''TABA 1. TIPEAKIIMHUYHU U3NCKBAHUA
A.  ®apmakonorus
A.1. dapmakoauHaMUKa
A.2. Pa3BuTHE Ha pE3UCTEHTHOCT

A.3. dapmakoKuHETHKA

b. ITonocumocT IIpU BUAOBETC )KUBOTHHU, 3a KOUTO € IMIPCAHA3HAUCH ITPOAYKTHT

I''TABA 1I:  KIIMHWUYHU U3NCKBAHUA

1. OOy npuHUKNN

2. IlpoBexxnaHe Ha KIMHUYHU U3UTBAHUS
PE-CONS 45/18 RDY/rb 5
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I''TABA 1II: JTAHHU 1 JOKYMEHTHU

1.
2.

P€3yJITaTI/I OT MMPCAKIIMHUYHUTC U3IIUTBAHUA

Pe3ynTaTH OT KIIMHUYHUTC U3IIUTBAHUA

JUSI 1T N3NCKBAHUA 3A UMYHOJIOTMYHU BETEPMHAPHU JIEKAPCTBEHU
[MTPOAYKTU
YACT 1: PE3IOME HA JJOCHUETO

AIMUHUCTPATUBHA NHOOPMAILINA

o

KPATKA XAPAKTEPUCTHUKA HA TTPOAYKTA, ETUKET N JIMCTOBKA

[TOJIPOBHU 1 KPUTUYHU PE3IOMETA
YACT2:  XUMMYHA, ®PAPMALE®TUYHA 1 BUOJOT MUHA/MUKPOBHOJIOTMUHA
NH®OPMALMS (KAUECTBO)
A. KAUYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE

1.
2.
3.
4,

KauecTBeH cbcTaB
,OOM4YaliHa TePMUHOIOTHUS
KonnuectBeH cueraB

Pa3zpaboTrBane Ha npoaykTa

b. OIIMCAHUE HA [NPOU3BOJCTBEHUA METO[

PE-CONS 45/18
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B. TPOMU3BOJCTBO N KOHTPOJI HA U3XOJHUTE MATEPUAJIA

1.
2.
2.1
2.2.

W3xoaun MaTepuaiu, n30poeHH BbB (hapMaKOIEeUTe
W3xonnu maTtepuanu, Heu30poeHu BbB apMakories
W3xonHu MaTepuaiu OT OMOJIOTUYEH MPOU3XO]]

W3xonHu MaTepuaiu OT HEOMOJIOTUYEH ITPOU3XOJ

I.  KOHTPOJIHUA M3IUTBAHMS 110 BPEME HA ITPOM3BOJICTBEHUS
TIPOLIEC
7. KOHTPOJIHUA M3UTBAHMS HA KPAMHUS [TPOYKT

1
2
3
4
5.
6
7
8
9

OO01y XapakTepUCTUKHN Ha KpalHUS IPOAYKT

Wnentudukanus Ha aKTUBHOTO(KUTE) BEIIECTBO(2)

Turbp wim cuna Ha mapTuaaTa

Wnentndukanys 1 aHaau3 Ha aJPKyBaHTH

WpenTudukanys 1 aHaau3 Ha KOMIIOHEHTUTE Ha TIOMOITHOTO BEIIECTBO
TecroBe 3a 6e30mMacHOCT

TecToBe 3a CTEPHITHOCT U YUCTOTA

OcrarbyHa BIAXXHOCT

NuaktuBanus

E. TIOBTOPAEMOCT HA ITAPTUJUTE
TECTOBE 3A CTABMJIHOCT
3. JAPYI'A UHOOPMALIUA
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YACT 3: TECTOBE 3A BE3OITACHOCT
BBBEJIEHUE 1 OBIIU U3NMCKBAHUA
b. JIABOPATOPHH TECTOBE

1.  be3omacHOCT Ha MpHJIaraHETO Ha €JHa /1032

2. bezomacHOCT npu €AHOKPATHO MpUIaraHe Ha CBPbX/103a
3.  be3omacHOCT mpu NOBTOPHO MpUJIaraHe Ha €JIHa J103a

4.  UMscnensane Ha pEeNpOAYKTUBHHUTE CIOCOOHOCTH

5. H3zcnenBaHe Ha UMYHOJIOTHYHUTE (PYHKIIMH

6.  CneuuajiHu WU3UCKBaHUS 32 KUBU BAKCUHU

6.1. PasnpocTpaHeHue Ha 11amMa Ha BaKCMHATA

6.2. PasmpocTpaHeHue BbB BAKCHHUPAHUTE KUBOTHU

6.3. PeBepcusi KbM BUPYJICHTHOCTTA HA aTCHYHUPAHU BaKCUHU
6.4. buonornyHU CBOICTBA HA IlIaMa Ha BAKCUHATA

6.5. PexoMOuHaIMs Wiu TeHOMHO IPECOPTHPAHE Ha IIaMOBE
7.  be3omacHOCT Ha TOTPEOUTEIHTE

8. H3zcnenBaHe Ha OCTaThYHUTE KOJIMYECTBA

9.  BzaumoneiicTBus

TEPEHHU U3CJIEJIBAHUA

I OLEHKA HA PUCKA 3A OKOJIHATA CPEJA
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J. OLEHKA, UBMCKBAHA 3A BETEPUHAPHUTE JIEKAPCTBEHU
[MPOAYKTH, KOUTO CBABPKAT NJIM CE CBCTOAT OT TEHETUYHO
MOANDPULINPAHU OPTAHU3MU

YACT 4: TECTOBE 3A EOMKACHOCT

I'N'TABA I
1.  OOmu npuHUMIH
2. IlpoBexnaHe Ha U3UTBAHUS

I'JIABA 11
A.  OOum u3ucKBaHus
b.  JlaboparopHu M3NMUTBaHUS
B. Tepennu uznutBaHus

YACT 5: JAHHU U JOKYMEHTHU
BBBEJIEHUE

JIABOPATOPHU U3CJIEABAHUA
TEPEHHU U3CJIEABAHU A
YACT 6: BUBJINOT'PA®CKA CIIPABKA

S

JUTT I N3NCKBAHUA 3A CITEHAONYHU 3AABIIEHNA 3A PASPEIEHUA 3A

TBhPI'OBUA
1.  I'eHepu4HM BEeTEpUHAPHM JIEKAPCTBEHU MPOLYKTH
2. CxonHu GMOJNIOTMYHU BETEpUHAPHU JICKAPCTBEHH MPOAYKTH
3. YTBBpIEHa BeTepUHApPHOMEIUIIMHCKA yroTpeda
PE-CONS 45/18 RDY/rb 9
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KomOuHupanu BeTepuHapHHU JIEKAPCTBEHU MPOIYKTH
3asBneHus 32 UHPOPMHUPAHO CHIIIACUE

HOKYMGHTaHI/IH 3d 3asBJICHUATA B U3KIITOUUTCIIHU ClIydan

N » s

KomOuHupanu 3asBiieHus 3a pa3pelieHns 3a ThproBUsl
JUUT IV N3NCKBAHUA 3A 3AABIIEHUA 3A PA3PEILEHNA 3A ThPI'OBUA HA
KOHKPETHU BETEPUHAPHU JIEKAPCTBEHU ITPOAYKTHU

1.  HMMVYHOJIOI'MYHU BETEPUHAPHU JIEKAPCTBEHMU ITPOJJYKTHU

2. XOMEOITATHUYHU BETEPUHAPHU JIEKAPCTBEHMU ITPOJJYKTHU

PE-CONS 45/18 RDY/rb
I[MTPMJIOXEHUE II LIFE.2.B

10
BG



BBBEJIEHUE 1 OB ITPUHITUITN

1. JlaHHUTE U JOKYMEHTHUTE, KOUTO TPsiOBa Ja ce MPHUIIOKAT KbM 3asBJICHUETO 3a pa3pelicHue
3a THProBUs 10 CWJIaTa Ha WieHoBe 12—13r, ce npencTaBAT ChIVIACHO U3UCKBAHMSATA,
IIOCOYEHH B HACTOSIIOTO IPUJIOKEHUE, U B3eMAT MPeJIBU YITbTBAHETO, ITyOIMKYBAaHO OT
Komucusra B ,,IIpaBuna 3a nekapctBeHuTe npoaykTu B EBponeiickus cbro3®, ToM 6 b,

» Y Ka3aHus KbM 3asBUTEIINTE, BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH, IPEICTABIHE U

ChABPKAHUE HA IOCUETO".

2. 3asBUTENIUTE CHCTABAT JOCHETO 3a 3asBJICHUE 3a pa3pelIEHUe 3a ThPrOBHsl, KATO B3€Mar
CBIIIO TaKa 10/l BHUMaHHUE HACTOSIIIUTE MMO3HAHUS B 00JIaCTTa HA BETEPUHAPHATA
MeIUIMHA, KAKTO U HAYYHUTE HACOKH 32 Ka4eCTBOTO, 0€301MacHOCTTa U €(pUKACHOCTTA HA
BETEPUHAPHUTE JIEKAPCTBEHH MPOAYKTH, yOIMKyBaHu oT EBpornelickara areHuus mno
JeKapcTBara (HapuyaHa 1o-ao0iy ,,areHiusaTa’), 1 ocraHaiure apMaleBTHYHA HACOKU Ha
Oo6mHOoCTTa, MyOnuKyBanu oT KomucusTa B pa3nnyHu TOMOBe Ha ,,IIpaBuia 3a

JIEKApCTBEHUTE NPOAYKTH B EBpoIenckus cpro3®.

3. 3a BETEpUHAPHUTE JIEKAPCTBEHU MPOAYKTH, PA3JIMYHU OT UMYHOJIOTUYHUTE BETEPUHAPHU
JIEKapCTBEHH MPOJIYKTH, 110 OTHOIIIEHUE Ha YaCTTa OT JOKYMEHTALIUATA, KOSITO CE OTHACS
10 ((hapMarieBTUYHOTO) Ka4eCTBO ((PU3MKOXUMUYHU, OMOJIOTUYHU U MUKPOOHOJIOTUYHU
TECTOBE), Ca MPUIOKUMH BCUUKH ChOTBETHU MOHOTpaduy, BKIIOUYUTEIIHO OOIINTE
MoHorpaduu u odmure rinasu ot EBponelickara papmakonest. 3a UMyHOJIOTUYHHUTE
BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH, 10 OTHOIIEHNUE HA YACTUTE OT IOCUETO, KOUTO CE
OTHACAT JI0 Ka4eCTBOTO, O€30MaCHOCTTA U €(PUKACHOCTTA, Ca MPUIIOKUMHU BCUUKH
CbOTBETHU MOHOTpaduu, BKIOYUTETHO 00IIUTE MOHOTpAQUH U OOLIUTE IJIaBH OT

EBponeiickara papmakores.
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[Tpou3BOICTBEHUSAT MPOIIEC CHOTBETCTBA HA M3MCKBaHusTa Ha J{upextuBa 91/412/EVO Ha
Komucusra! 3a onpenensie Ha NPUHIMIIMTE ¥ HACOKUTE 33 BETEPUHAPHHU JIEKAPCTBEHUTE
MPOJYKTH U HA TPUHLIUIIUTE U HACOKUTE 3a 100pa npousBoacTBena mpaxktuka (JI1I1),
nyonukyBanu ot Komucusra B ,,IIpaBunia 3a nekapcTBeHUTE NPOAyKTH B EBpomnelickus

cpr03°, TOM 4.

B 3asBieHneTo ce BKIOYBA BCIKa I/IH(bOpMaHI/IH, KOATO € OT 3HAUYCHHUC 3a OLICHKAaTa Ha
CHOTBETHHA BETCPUHAPCH JICKAPCTBCH IIPOAYKT, HE3aBUCUMO JaJIA € 6HaFOHpI/IHTHa nim
He6HaFOHpI/I5{THa. HO-CHGHI/IEUIHO C€ IMOCOYBAT BCUYKHU JaHHU OT HE3aBBbPUICH WA

MPCKBCHAT TCCT WJIM U3MNUTBAHNA C BETCPUHAPHUS JICKAPCTBCH MMPOAYKT.

dapMaKOIOTHYHUTE ¥ TOKCUKOJIOTHYHUTE TECTOBE M TECTOBETE 32 OCTATHYHH KOJIUICCTBA
1 0€301IaCHOCT CE MPOBEXKIAT ChITIACHO pa3nopenouTe 3a 1o0pa 1abopaTopHa MPAKTUKA
(JUIIT), mocouenu B Jupextuna 2004/10/EO na Epponeiickus napiament u Ha ChBera’ u

Jupextusa 2004/9/EO na Eponelickus mapnamenT u Ha ChBera’,

I["I)p)KaBI/ITe YICHKHU rapaHTupar, 4€ BCUYKU OIIMTHU C JKUBOTHH CC IIPOBCKIAT B

cvoTBeTcTBUE ¢ Jlupektusa 86/609/EMO na Coheeral.

AW N =

OB L 228, 17.8.1991 r., ctp. 70.
OB L 50, 20.2.2004 r., ctp. 44.
OB L 50, 20.2.2004 r., ctp. 28.
OB L 358, 18.12.1986, ctp. 1.
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8. C orzeq MOHMTOPUHT Ha OIIEHKAaTa Ha ChOTHOUICHUETO PUCK—TIION3a HA KOMIETEHTHUS
OpraH ce mpeJCcTaBs BCsAKa HOBa MH(POPMALIUS U3BBbH IbPBOHAYAIHOTO 3asiBIICHHE, KaKTO U
1su1aTa HHGOpManus, cBbp3aHa ¢ papmakosoruuHa oxurenHoct. Criex npeocTaBsiHe Ha
pa3pemeHueTo 3a ThProBHsl, BCSIKO H3MEHEHHE HA IAaHHUTE B JJOCHETO CE IMPE/ICTaBs Ha
KOMIIETEHTHHUTE Opranu B choTBeTCTBHE ¢ periamenty (EOQ) Ne 1084/2003! uu (EO) Ne
1085/20032 na Komucusta 110 OTHOIIEHHE HA Pa3peIEHUTe BETEPUHAPHY JIEKAPCTBEHH

MIPpOAYKTHU, CBbINIIAaCHO CBbOTBECTHUTC OIIPCACIICHNSA B YICH 1 oT mocoueHUTE PEriIaMCHTHU.

9. B nocuero ce nipaBu olleHKa Ha pUCKa 332 OKOJIHATA CPella, CBhP3aH ¢ 0CBOOOXKIaBAHETO Ha
BETEpUHAPHU JIEKAPCTBEHH MPOIYKTH, KOUTO CHIBPKAT WU CE ChCTOST OT TEHETUYHO
moudunmpanu oprannzMu (I'MO) o cmucsiia Ha wieH 2 ot Jupexkrusa 2001/18/EO Ha
EBponeiickus nmapiament u Ha Chera’. MHpoOpMaIusaTa ce MpeacTaBs B CbOTBETCTBUE C
pasnopenoure Ha JupextuBa 2001/18/EO u na Pernmament (EO) Ne 726/2004 na
Esponeiickus nmapnament u Ha ChBera?, karo ce B3eMar nmpeBu1 pbKOBOICTBATA,

nyoimkyBanu ot Komucusra.

10. ITo oTHOIIEHNE HA 3asBJICHHUATA 3a PA3PEIICHHS 3a ThPrOBUs HAa BETCPUHAPHU
JIEKapCTBEHH MPOJIYKTH, IPEIHA3HAUCHU 32 )KUBOTUHCKU BUJIOBE U MOKA3aHUS,
MPEACTABIISBAIIM TTO-MAJIKH TTa3apHU CEKTOPH, MOXKE JIa C€ MpuJjara rno-rbBKaB 1mojaxoj. B
MoA00HU CITy4au CJIe/iBa Jia ce B3eMaT IPEIBHUI ChOTBETHUTE HAYYHHU PHKOBOJICTBA W/UITH

HAay4YHH KOHCYJITAalluH.

! OB L 159, 27.6.2003, ctp. 1.

2 OB L 159, 27.6.2003, ctp. 24.

3 OB L 106, 17.4.2001, ctp. 1.

4 OB L 136, 30.4.2004, ctp. 1.
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HaCTOHH_IOTO MPUIIOKCHUC € Pa3ACIICHO HA YCTUPU AsJIa:

B JST I ce onucear CTAaHAAPTU3HUPAHUTC U3UCKBAHUS 3a 3a4BJICHHUATA 3a BETCPUHAPHU JICKAPCTBCHU

IMPOAYKTH, C U3KITHOUCHUC HA UMYHOJIIOTUYHUTE BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH.

B pIv:a) | II ce onucmar CTaHJAPTU3HUPAHUTC U3MCKBAHUA 3a 3adBJICHUATA 3a UMYHOJIOTHYHU

BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH.
B nsin 111 ce onmcBar cienupuyHUTE BUAOBE JOCUETA M M3UCKBAHUS 32 Pa3pelICHUAITA 3a ThPTOBUSL.

B pIv:a) | IV ce onucBart u3ncKkBaHUATA 3a AOCHETO 3a OIIPEACIICHN BUAOBC BETCPUHAPHU JICKAPCTBECHU

IIPOAYKTH.
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AATTT
N3NCKBAHUA 3A BETEPUHAPHUTE JIEKAPCTBEHU [TPOAYKTH, C U3KIIIOYEHNE
HA UIMVYHOJIOTUYHUTE BETEPUHAPHH JIEKAPCTBEHU ITPOAYKTHU

ITocoyenuTe 1o-101y U3MCKBAaHUS CE NPUIaraT 3a BETCpUHAPHUTE JIEKapCTBEHU IIPOAYKTH, C
M3KJIIOYEHUE HA UMYHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU IIPOLYKTH, OCBEH ako B sl Il He e

IIPEBUJIEHO JPYTO.

YACT 1:
PE3IOME HA JOCHUETO

A. AIMUHUCTPATHBHA NHOOPMAILINA

BerepuHapHUsT IeKapCTBEH MPOJYKT, MPEAMET Ha 3asBICHUETO, CE MACHTU(UIIPA Upe3
HErOBOTO HAUMEHOBaHNE M HANMEHOBAaHHETO Ha aKTHBHOTO(UTE) BELIECTBO(a), KAKTO U C
J03UpOBKaTa 1 (hapMarieBTHUHaTa opMa, METo/1a 1 HauMHa Ha MPUIIOKEHHE (BXK. WieH 12,
naparpad 3, OykBa €) OT AUPEKTUBATA) U ONMCAHUE HA KpaillHUsI BUJ HA IPOYKTa, B TOBA
YHCII0 ONTAaKOBAHETO, ETHKETa U JIUCTOBKaTa (BXK. wieH 12, maparpad 3, Oyksa i) oT

JlupekTuBara).

[TocoyBaT ce UMETO U aAPECHT HA 3aABUTENS, KAKTO M UIMETO U apechT Ha
MIPOU3BOJIUTEIIUTE M HA MECTaTa, BKIIFOUCHHU B PA3IMYHUTE €TAIU Ha POU3BOJICTBO,
TECTBaHE M OCBOOOK /1aBaHE (BKIFOUUTEITHO MPOU3BOJIUTENS HA KpAHHUS IPOAYKT U
MIPOU3BOUTEIS HUIA TTPOU3BOUTENINTE HA aKTUBHOTO(KUTE) BEIIECTBO(Q), U aKO €

HCO6XOI[I/IMO, HMCETO U aIpE€CHT HA BHOCUTCIIA.

3asgBUTEIAT I/II[GHTI/I(l)I/II_[I/Ipa 6pO$I U 3arjiaBudaATa Ha TOMOBETC Ha JOKYMCHTALIUATA,
npeacTaBCcHa B IMMOAKPCIIa HA 3as4BJICHUCTO, U ITIOCOYBA KaKBHU HpO6I/I, aKO MMa TakuBa, CbIIO

ca nMpe€aoCTaBCHU.

PE-CONS 45/18 RDY/rb 15
I[MTPMJIOXEHUE II LIFE.2.B BG



KbM anmunHCcTpaTHBHATa HHPOPMALIKS Ce MpHUIara J0KyMeHT, KOWTO JJ0Ka3Ba, 4e
IIPOU3BOJUTEINIAT UMA Pa3pelIeHNE 3a IPOU3BOJICTBOTO Ha BHIIPOCHUTE BETEPUHAPHU
JIEKapCTBEHU MIPOAYKTH CBIJIACHO MIOCOYEHOTO B WieH 44, KAKTO M CIIUCHK Ha JIbPKaBUTE,
B KOMTO € [OJy4eHO pa3pelleHne, KoMK OT BCUUYKHU KPaTKH XapaKTepPUCTHKHU Ha
MPOAYKTHUTE CHITIACHO WieH 14, 0100peHu OT IbpKABUTE YWICHKH, U CIIUCHK Ha

IbP’KABUTE, B KOUTO € ITOAICHO WIHM OTKA3aHO 3asBJICHUE.
KPATKA XAPAKTEPUCTHUKA HA TTPOAYKTA, ETUKET N JIMCTOBKA

3asgBUTEIAT npeajara Kpatka XapakTeCpruCTHKa Ha MPOAYKTAa B CbOTBETCTBUEC C YJICH 14 ot

HacTod1aTa AMpCKTUBA.

[Ipencrass ce npeuioKeHHE 3a TEKCT HAa €TUKETa 3a TbPBUYHATA U BBHHILIHATA ONIAKOBKA B
CBOTBETCTBUE C 51 V OT HACTOSIIATa JUPEKTUBA, 3a€IHO C JIMCTOBKA, aKO CE U3UCKBa
TakaBa 1o cwiara Ha wieH 61. OcBeH ToBa 3asBUTEIIAT NIPEJOCTABS €AUH WU [1OBEYE
00pa3ny WM MOJIeNT Ha KPailHWs BU/ HA BETEPUHAPHUS JIGKAPCTBEH IPOIYKT HA TIOHE
€I1H OT O(UIIMATHUTE e3UIN Ha EBPOIEHCKHUs ChI03; MOCTBT MOXKE J]a Ce TIPE/ICTABH B
4epHO-0s1 BUJ U B €JIGKTPOHEH (popmar, B Ciiydaii 4e € MoJy4eHO MPeABAPUTETHO

PaspCiCHUC OT KOMIICTCHTHHA OPraH.
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[HOAPOBHU U KPUTUYHU PE3IOMETA

B cvoTBercTBUE € wieH 12, maparpad 3, ce mpeAcTaBAT NOAPOOHU U KPUTUYHH PE3FOMETa
OTHOCHO (hapManeBTUUHUTE ((PU3MKOXUMHUYHH, OMOJIOTHYHH UITM MUKPOOHOJIOTUYHH )
TECTOBE, TECTOBETE 32 O€30MACHOCT U OCTAThYHH KOJIMYECTBA, HA MPEAKIMHUYHUTE U
KIMHUYHUTE U3MUTBAHUS M HAa TECTOBETE 32 OILICHKA HA MOTCHIIMAIHUS PUCK, KOUTO

BETEPUHAPHUAT MEIULIMHCKU MTPOJYKT MIPEICTABIISABA 32 OKOJIHATA CpEeAa.

Bcesako l'IOI[pO6HO U KPUTHUYHO PE3IOME C€ U3I'0OTBA B CBCTJIMHATA HA HAYYHUTC IIO3HAHHUA B
MOMCHTA Ha I1oJaBaHE€ Ha 3asBJICHUCTO. To ChAbpPKa OICHKA HAa PAa3JIMYHUTEC TCCTOBEC U
HU3NUTBAHUSA, KOUTO CbCTABJIABAT JOCHUECTO 3a PA3pCUHICHUC 3a TbPIOBHsA, U pa3rjicxkaa
BCHUYKH, CBbpP3aHHU C OLICHKATa Ha Ka4CCTBOTO, 0e30IacHOCTTa U e(i)I/IKaCHOCTTa Ha
BCTCPUHAPHUSA JICKAPCTBCH IIPOAYKT BBIIPOCH. To BxIIIOUBa HO,Z[pO6HI/ITe pe3yiTaTu OT

IMPOBCACHUTC TCCTOBC N U3IIMTBAHUA U TOUHHU 6I/I6J'II/IOFpa(1)CKI/I CIIpaBKH.

Benuky BakHUM 1aHHU ce 0000111aBaT B AOIIBIHEHUE, 10 Bb3MOXKHOCT B TaOJIMYHA WK
rpaduuHa Gpopma. [logpoOHNUTE U KPUTUYHU PE3IOMETA U JAOII'BIHEHUATA ChIBPKAT TOYHO

I1030BaBaHC Ha I/IH(bOpMaI_II/IHTa, ChbAbprKallla C€ B OCHOBHATA JOKYMCHTALIUs.

Ha noapo6HuTe 1 KpUTHYHU pe3tOMeTa ce MOCTaBs MOIMKC U JaTa, a HHpopMaIusaTa
OTHOCHO 00pa30BaHHUETO, KBAIM(PUKAMATA U TPOGECHOHATHHS OIUT Ha aBTOpa Ce
npubaBs kato npuioxenue. [locousa ce mpodecrnonaiHaTa Bpb3Ka MEXIy aBTOpa U

3asABHUTCIIA.
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B ciyyaii ue akTHBHOTO BEIIECTBO € OMJIO BKIIFOUEHO B ChCTaBa HA JIEKAPCTBEH MPOJIYKT 32
XyMaHHa yroTpeoda, pa3peiieH B CbOTBETCTBUE C M3UCKBAHUATA HA MPHIIOKEeHHE | KbM
Hupextusa 2001/83/EO na Esponeiickus napnament u Ha CbBeTal, siocTHOTO pesrome
3a KaueCTBOTO, MPEABUACHO B MOIYJ 2, pa3zien 2.3 OT OCOYEHOTO MPUIIOKEHUE, MOXKE Ja
3aMEHU PE3IOMETO Ha JOKYMEHTAIMSATAa OTHOCHO aKTUBHOTO BEIIECTBO WJIM MPOJIYKTA,

KaKTO € IeJIeChO0pa3Ho.

Korato koMIeTeHTHHAT OpraH 00sIBH IMyOJIMYHO, Y€ XUMHUYHATA, (hapMalleBTHYHATA U
OMoJIOTMYHATa/MUKPOOHOJIOTMYHATA MH(POPMAIIHS 3a KpalHUS MIPOIYKT MOXKE J1a Obj1e
BKJIIOYEHA B JIOCHETO caMo BbB opmara Ha O0m1 TexHuuecku nokymeHt (OT/I),
MOJPOOHOTO ¥ KPUTHYHO PE3IOME Ha Pe3yATaTUTE OT (papMalleBTUIHUTE TECTOBE MOXKE Ja

6’5,[[6 MpeaACTaBCHO BbB q)OpMaT Ha OAJIOCTHO PE3FOME Ha Ka4€CTBOTO.

[Ipu 3asBnEHME 32 )KUBOTUHCKH BUI0BE WJIH 3a [TOKa3aHMsI, KOMTO MPEICTaBIIsABAT 110-
MaJIKH 11a3apHU CEKTOPH, GOPMATHT Ha ISTIOCTHO PE3IOME HAa Ka4eCTBOTO MOJKE J1a Ob/e

H3II0JI3BaH 0¢3 MNpeaABApUTCIIHO ChIJIaCUC HA KOMIICTCHTHUTC OpraHu.

1

OB L 311, 28.11.2001 r., cTp. 67.
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YACT 2:
OAPMALIEOTUYHA
(PUBUKOXUMHNYHA, BUOJIOTMYHA NJIM MUKPOBHUOJIOT MTYHA
NHDOPMAILIMA (KAUECTBO)

OcCHOBHH IMPUHIUIA 1 U3UCKBAHUA

JlaHHUTE U JOKYMEHTHUTE, KOUTO CHIIPOBOXKAAT 3asBJIICHUETO 32 pa3pelieHue 3a ThProBus
chriacHo wieH 12, maparpad 3, OykBa if), IbpPBO THpE, CE M0JIaBaT ChIVIACHO

HU3HUCKBAaHUATA I1O-0J1Y.

dapmareBTHIHATE ((PU3UKOXUMHUYHU, OMOJIOTHYHY WIIM MUKPOOUOJIOTUIHHI ) JAHHH 32
aKTUBHOTO(UTE) BEIIECTBO(A) U 32 KpaliHUs BETEPUHAPEH JIEKAPCTBEH MPOAYKT BKIIOYBAT
nH(pOpMaIIUg OTHOCHO MTPOU3BOJICTBEHUS MPOIIEC, XapaKTEPUCTUKUTE U CBOMCTBATA,
MPOLEYPUTE U U3UCKBAHUATA 32 KOHTPOJ Ha KAUE€CTBOTO M OTHOCHO CTAOMITHOCTTA, KAKTO

Y OTNIMCaHUE Ha ChCTaBa, pa3pabOTBAHETO U MPEJICTABSIHETO Ha BETEPUHAPHUS JICKAPCTBEH

IIPOJYKT.

[Ipunarar ce Bcuuku MOHOTpaduu, BKIOYUTEITHO O0IUTE MOHOTpaduu U OOIINTE TTIaBU
ot EBporeiickara ¢apmakormnes,, Win, ako HIMa TaKMBa, ce MpUIaraT Te3u Ha JajeHa

JIbprKaBa YJICHKA.

[Ipu Bcuuku npoueaypy 3a TECTBAHE CE CIIa3BaT KPUTEPUUTE 3a aHAJIU3 U KOHTPOJI Ha
KauecTBOTO Ha U3XOJAHUTE MaTepUalN U KpallHUS MPOAYKT U clie/iBa J1a ce B3eMaT IPeIBU/]
YCTaHOBEHUTE PBKOBOJCTBA U U3UCKBaHUs. [IpenocTaBsaT ce pesynraTure ot

H3CJICABAHUATA 34 BAJIMAUPAHE.
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Beska/Benuku nporienypa(u) 3a TecTBaHe ce ONMUCBa(T) JOCTAThUHO MOAPOOHO, Taka 4ye J1a
ObJie BB3MOXKHO J1a c€ BBb3Mpou3Bene(ar) npu KOHTPOJIHU U3MUTBAHUS, IPOBEXKIAHH 110
HCKaHe Ha KOMIICTEHTHHUS OpraH; BCsKa CIeMallHa arnaparypa u 00opyaBaHe, KOUTO MOTaT
71a ce U3MOJ3BAT, CE OMUCBAT B 3HAYUTEITHH MOJPOOHOCTH, 110 BH3MOXXHOCT MPHIPYKECHH
cbc cxeMma. AKO € He00X0AMMO, KbM (popMyliaTa Ha JIaDOpPaTOPHUTE PEAKTUBYU CE Mpujiara
METOABT 3a NpUroTssiHe. IIpu npouenypu 3a recteane, BKiaroueHu B EBponeiickara
dapmaxones wim GpapmMakonesTa Ha Ja/IeHa AbpKaBa YWICHKA, TOBA OIMCAHUE MOXKeE JIa Ce

3aMCHH C HO,Z[pO6HO I1030BaBaHC HAa BBIIPOCHATA (bapMaKoneﬂ.

Koraro e He0oO6x011MO, ce U3M0I3BaT CIPABOYHU XUMUYHH U OMOJIOTUYHU MAaTEPUATH OT
EBponeiickara gapmakornes. AKO ca U3MOJI3BaHM APYTH peepeHTHH penapaTH 1

CTaHAapTH, TC CC I/II[CHTI/I(bI/II_[I/IpaT H onucBart HOI[pO6HO.

B citydaii ue ak THBHOTO BEIIECTBO € OMJIO BKJIFOUEHO B JICKAPCTBEH MPOAYKT 3a XyMaHHA
yrnotpeba, pa3pelicH B ChOTBETCTBHE ¢ U3UCKBAHUATA Ha IpriiokeHue I kbM JlupekTruBa
2001/83/EO, xumuuHaTa, (papmMarieBTUIHATA U ONOJIOTUYHATa/MUKPOOHOJIOTHYHATA
nHbopMaIus, PeJABUICHA B MOy 3 OT MOCOYCHATA IUPEKTHBA, MOXE J]a 3aMEHU
JOKYMEHTAIUSTa OTHOCHO aKTUBHOTO BEILIECTBO MIIM KPAWHUS MPOJYKT, KAKTO €

1enecro00pasHo.

XumuuHata, hapMaleBTHUYHATA U OMOJIOTMYHATa/MUKPOOUOIOTHYHATa HHPOPMAIIHS 32
AKTUBHOTO BEIIIECTBO WJIM KPAHUS MTPOIYKT MOKE J1a ObJie BKIIIOYEHA B JOCUETO BHB
dopmat Ha OT]] camo B ciiydaid, 4e KOMIETEHTHHUST OpraH MyOIUYHO € O0SBUI Ta3u

BB3MOXHOCT.

HpI/I 3as4ABJICHUC 3a JKUBOTUHCKH BU/IOBE WJIN 3a MMOKA3aHUS, KOUTO NPECACTABIIABAT I10-
MaJIKu na3zapHu cektopu, popmarsT Ha OT/] Moxke 1a Obae U3Noa3BaH O6e3

npeaABAPUTCIIHOTO ChITIACUEC HA KOMIICTCHTHUTE OpPraHu.
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A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE
1. KauecTBeH cheTas

HOI[ ,,Ka4C€CTBCH ChCTaB* Ha BCUYKH CHCTAaBKH Ha JICKApCTBCHUSA IIPOAYKT CEC pa36Hpa

MMOCOYBAHETO MJIM OITUCAHUETO Ha!
— aKTUBHOTO(UTE) BEIIECTBO(a);

- ChCTABKUTC HA IOMOIIHUTEC BEIICCTBA, HE3aBUCUMO OT TAXHOTO €CTCCTBO UJIN
H3I0J3BAHUTE KOJIMYECTBA, BKIIFOYUTCIIHO OBETUTCIINM, KOHCEPBAHTH, aI>)KYBAHTH,

CTa6I/IHI/IBaT0pI/I, CI'bCTUTCIIN, EMYJIT'ATOPH, CCCHUUH U apOMAaTHHU BCIICCTBA,

— CbCTAaBKHUTE 3a BbHILIHATA OOBMBKA HA BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH —
KarCyJy, )KeJIATUHOBH KaICyJIU U T.H., IPEJHA3HAYEHU Ja CE I1I0€MAT OT )KUBOTHH

WJIY, Hai-001110, J1a Ce MPEIMCBAT Ha )KUBOTHHU.

Ta3u unpopmarus ce ToMbJIBa OT ChOTBETHH JaHHU 32 HEMOCPEICTBEHATA OMIAKOBKA M 32
BTOpHUYHATa OIIaKOBKA, aKO MMa TaKaBa, U, IIpH HCO6XO[[I/IMOCT, 3a HA4YMHAa Ha 3aTBApPsAHC,
3ae/IHO C MOJPOOHOCTH 33 YCTPOMCTBATA, C KOUTO CE M3II0JI3BA WIIM MpHjIara

JICKApCTBCHUAT NPOAYKT U KOUTO CC€ NJOCTABAT C JICKAPCTBCHUS ITPOAYKT.
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2. OObwnyaiiHa TEpMUHOJIOTHS

He3zaBucumo OT nmpuiiaraneTo Ha IpyruTe pasnopendou Ha wieH 12, maparpag 3, Oyksa B),
obuvaiiHaTa TEPMUHOJIOTHSI, KOSITO CJIE/[BA Ja CE M3II0JI3Ba P ONMCBAaHE HA ChbCTABKUTE

Ha BETCPUHAPHUTC JICKAPCTBCHU ITPOAYKTH, O3HAYaBa:

— 10 OTHOIIIEHUE HAa ChCTABKUTE, KOUTO ca BKIIIOUEHU B EBporneiickara ¢papmakories
WJIH, aKO HE ca BKIIIOUEHU B HEsl, B HAIlMOHANTHATA (papMakornes Ha eHa OT
IbpKABUTE YWICHKH, OCHOBHOTO 3arjaBue B HAYAJIOTO Ha BBIIPOCHATa MOHOTpadus, ¢

I1I030BaBaHEC Ha CbOTBETHaATa cbapMaKoneﬂ;

— 10 OTHOICHUC HAa APYTUTC CbCTABKHU, MCKAYHAPOAHOTO HCIMIATCHTHO HAMMCHOBAHNEC
(INN), mpenopwruano ot CeroBHaTta 31paBHa opranuzanus (C30), koeTo Moxe 1a
ce MpHIpY’KaBa OT JAPYro HEMATEHTHO HAMMEHOBAHUE, UM, B TIPOTUBEH CIIyYaid, OT
TOYHOTO HAyYHO HAMMEHOBAHHUE; ChCTABKUTE, KOMUTO HIMAT MEXITYHAPOTHO
HEMaTeHTHO HAMMEHOBAaHUE WJIM TOYHO HAYYHO 0003HAYECHHUE CE OMUCBAT KaTo ce
IIOCOYBaA 110 KaKbB HAYUH U OT KaKBO Ca IPUTOTBCHHU U, ITPU HCO6XOILI/IMOCT, Ta3u

PIH(bOpMaI_II/IH C€ JOII'bJiIBa OT CbOTBCTHHU HO,Z[pO6HOCTI/I;

— 110 OTHOIICHUEC HAa OLBECTUTCIIUTC, o0o03HayaBaHe ¢ OIIpCACIICHUS 3a TAX ,,E“ KO B

Jupextusa 78/25/EVO na Coeeral.
3. KonunuectBeH cneraB

3.1. 3a 1a ce moCoYH ,,KOJINYECTBEHUAT ChbCTAaB ™ HA BCUYKHU aKTHBHU BEIECTBA Ha
BETEPUHAPHUTE JIEKAPCTBEHU MPOJYKTH, € HEOOXOIMMO, B 3aBUCHMOCT OT ChOTBETHATA
¢dapmanieBTuHa popMa, 3a BCIKO aKTUBHO BEILIECTBO JIa CE OMPEIEIA MacaTa 1 Opost

CAWHUIU 3a OHoJIoruyHa AKTUBHOCT, WJIX 3a €AMHUIA JO3UPOBKA, UJIK 3a CAWMHUIIA MacCa

WU 00eM.
1 OBL 11, 14.1.1978 r., ctp. 18.
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Enuannm 3a OMoI0oruYHa akKTUBHOCT CE M3MOI3BAT IIPH BEIIECTBA, KOUTO HE MOTaT J1a
ObJaT XuMUYeCKH omnpenencan. Koraro nageHa MexayHapoIHa equHUIA 3a OnoIornyHa
AKTUBHOCT € olpejieiieHa oT MexayHapoiHaTa 3/jpaBHa OpraHu3alus, Ce U3MoJ3Ba
MMEHHO Ta3u enuHuia. KoraTo He e onpeneneHa MexXyHapoIHa eIMHUIIA 32 OMOJOoTHYHA
AKTUBHOCT, SIMHUIIMTE 32 OMOJOTUYHA aKTUBHOCT CE M3pa3siBaT [0 TAKHB HAYWH, Ue J1a
MIPEJICTaBAT HEJABYCMHUCIICHA MH(OPMAIIHS OTHOCHO aKTHBHOCTTA HA BEI[ECTBATA
MOCPEJCTBOM M3IOJ3BaHE, KbAECTO € MPUIOKUMO, Ha eMUHUIIMTE OT EBporneiickara

(dhapmakories.

Korato e Bp3M0XkHO, ce 0TOeIsI3Ba OMOJIOrHYHaTa aKTUBHOCT 3a €IMHUIIA Maca WIH 00eM.

Tasu nnpopmanus ce 10MbIBa:

— 3a CAMHUYHA O03a IIperiapaTtu, ¢ MacaTa Wik CAUHUIONUTC 3a OMOJIOrMYHA aKTUBHOCT
Ha BCAKO aKTUBHO BCIICCTBO B CIMHHUYHA OIIAKOBKA, KaTO CC B3CMa IIPCABHUI

IIOJIC3HMAT 00EM Ha mpoaykKTa, CJC Bb3CTaHOBABAHC, AKO € HGO6XOI[I/IMO,

- 3a BCTCPpUHAPHU JICKAPCTBCHU IIPOAYKTHU, KOUTO CII€ABA Aa CC MPCANMCBAT HA KAIllKH,
C Macartra ujinu CAMHUIIMTC 3a 0MOJ0rMYHa aKTUBHOCT Ha BCSKO aKTHBHO BCIICCTBO,
CbABbpKAIIO CC B KallKaTa UJIN B 6p0ﬂ KallKd, OTIroBapsIIyd Ha 1 ml nnm 1 goT

npenapara,

— 3a CUPOIIU, EMYJICUM, TPAaHyJIHU MpenapaTy u Apyru papMaleBTUIHU GOpPMH, KOUTO
CJIe[[Ba 1 C€ IPEANUCBAT B U3MEPEHU KOJIMYECTBA, C MacaTa MU €INHULIUTE 3a

OHOJIOTMYHA aKTUBHOCT Ha BCSIKO aKTHBHO BCIICCTBO 3a U3BMCPCHO KOJIMYCCTBO.

3.2 AKTHBHM BEILLIECTBA, IPUCHCTBAIIY BbB BUJ HAa CbEINHEHUS WIA IPOU3BOJHH, CE OTUCBAT
KOJINYECTBEHO 4pe3 o0IaTa UM Maca U, ako € Heo0X0AUMO UJIM YMECTHO, Ype3 MacaTa Ha
aKTUBHATa €IMHULA WIN €IUHUIIA B MOJIEKYJIaTa.
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3.3.

3a BeTepUHApHUTE JIEKAPCTBEHU MPOAYKTH, ChJIbPKAIM aKTUBHO BELIECTBO, KOETO €
IIpeIMET Ha 3asBJICHME 3a pa3pellieHue 3a ThPrOBUs B HAKOS JbpiKaBa UICHKA 32 IIbPBU
I'bT, KOJIMYECTBEHOTO IOCOYBAHE HA aKTUBHO BEILECTBO, KOETO € COJI WIIM XMUJpaT, ce
n3pas3siBa CUCTEMHO Ype3 MacaTa Ha aKTHBHATa €JMHMLA WU €JUHULIM B MOJIEKYJIaTa.
KonnuecTBeHUAT CbcTaB Ha BCUUKH Pa3pEIICHU BIIOCIEACTBUE BETEPUHAPHU JIEKApCTBEHU

IMPOAYKTHU B ABPIKABUTC YICHKU CC U3pa3sdBa 10 ChbIIMA HAYUH 3a CbIIOTO aKTUBHO

BEIIECTBO.

4. PazButue Ha papmanmsita
[IpenocraBs ce obsicHeHHE 3a N300pa Ha CbCTaBa, CbCTABKUTE, HEMIOCPEACTBEHATA
OIIaKOBKA, €BEHTYyaJIHATa JOI'bJIHUTEIHA OIIaKOBKA, BbHILIHATA ONIAKOBKA, aKO MMa TaKaBsa,
npeaBuieHaTa QyHKIMS Ha TOMOLIHHUTE BEIECTBA B KpailHUS IPOAYKT U
IIPOU3BOICTBEHHSI METO] Ha KpalHus NpoayKT. ToBa 00sICHEHUE ce MOAKPEIs C HAayYHH
JIaHHU 32 pa3BUTHETO Ha (hapmarusaTa. [locouBa ce mpeno3upanero ¢ 00sCHEHHE 3a HETO.
Lenecrobpa3Ho € 1a ce JoKake, 4e MUKPOOMOJIOTHYHUTE XapaKTEPUCTUKH
(MHKpOOMOJIOTMYHA YUCTOTA U aHTUMUKPOOHO JIefiCTBHE) U yKa3aHUITA 3a PUIIOKEHHUE ca
MOJIXOSIIN 32 IPEIBUACHOTO MPUIIOKEHUE HAa BETEpUHAPHUS JICKAPCTBEH MPOJYKT, KAaKTO
€ MIOCOYEHO B IOCUETO HA 3asiBJICHUETO 3a pa3pelleHre 32 ThPrOBHUSL.

b. OITMCAHUME HA ITPOU3BOACTBEHUA METO/I
[TocouBaT ce uMeTO, aAPECHT U OTTOBOPHOCTTA HA BCEKU MPOU3BOAMUTEN, KAKTO U BCAKO
€IHO IPEUI0KEHO MACTO UM ChOPBKEHHUE 3a IPOU3BOJICTBO, BKIIFOUEHO B
IIPOU3BOJICTBEHUS MPOLIEC U B TECTBAHETO.
Onucanuero Ha MPOU3BOJICTBEHUSI METOJ], IPUAPYKABALIO 3asIBICHUETO 3a pa3pelleHue 3a
THProBUs ChIVIACHO WwieH 12, maparpad 3, OykBa r), ce U3rOTBsl 10 TAKbB HAUMH, Y€ Ja
JlaBa MpaBUJIHA MIPEACTABA 3a €CTECTBOTO HAa M3IOJI3BAHUTE ONEpaLUH.
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3a Ta3u 1en To TpsAOBa Aa BKIIFOYBA HAl-MaJIKOTO:

— orOens3BaHe HA PA3IMYHUTE €TAH Ha IPOU3BOJICTBO, TAKa Y€ J1a MOXKeE Ja ce
HaIpaBH OLEHKA Jalli € Bb3MOXKHO U3MOJI3BaHUTE MPOIIECH ITPHU MPOU3BOICTBOTO Ha
¢dapmaneBTuuHaTa Gopma J1a ca T0BEeIH 10 HeOIaronpusTHa NpoMsiHa Ha

CbCTaBKHUTE,

— B CIlydail Ha HEIPEKBHCHATO MPOU3BOJICTBO, ITBIHH MOJIPOOHOCTH OTHOCHO
IpeanasHUTe MEpKU, KOUTO ca MPEeAIPUETH 3a rapaHTUpaHe Ha XOMOT€HHOCTTA Ha

KpailHUs MPOJYKT,

— JCHCTBUTEITHATA MPOU3BOJICTBEHA (OPMYJIIa, C KOJUICSCTBEHU JAaHHH 32 BCHUKH
M3MOJI3BaHU BEIIECTBA, KOJIMYECTBATa MOMOIIHHU BEUIECTBA, TOCOYEHU
MPUOIU3UTENHO, TOKOJIKOTO (hapmarieBTHUHATa hopMa IO Hallara; OToOens3BaHe Ha
BCHUYKH BEIIECTBA, KOUTO MOTAT /Ia M3U€3HAT B IIPOIeca Ha IPOU3BOJICTBO; BCSIKO

npero3upaHe TpsOBa J1a € 0TOENA3aH0 U 0OOCHOBAHO,

- oTOEeIIsI3BaHE HA €TaluTe Ha IMPOU3BOJACTBO, I1O BpEME HAa KOUTO CC B3CMAT HpO6I/I C
eI OCHIICCTBABAHC HA KOHTPOJIHH U3IIUTBAHUA U CC IIpUjIaraT CbOTBETHUTC
OrpaHHUYCHUs, KOI'aTO OCTAHAJIUTEC JaHHU B JOKYMCHTUTC, KOUTO Ca B IIOAKPCIIA HA
3asBJICHHUCTO, ITIOKa3BaT, Y€ TC3U U3IIUTBAHHUA Ca H€O6XOI[I/IMI/I 3a U3BBPIIBAHC Ha

Ka4yeCTBEH KOHTPOJ Ha KPailHUSA IPOIYKT,

- CKCIICPUMCHTAJIHU U3CJICABAHUS 3a BAIMAUPAHC HA IPOU3BOACTBCHUS IMPOLICC U, IIPU

I_[eJ'ICC’LO6p8.3HOCT — CXEMa 34 BaJIMAUPAHC Ha TAPTUAUTE B €TaIl Ha ITPOU3BOACTBO,

- 3a CTCPUJIIHU IPOAYKTHU, IIPU KOUTO Ca U3IIOJI3BAHU YCJIOBUS Ha CTCPpUIIN3Al A, KOUTO
HC OTTrOoBapsAT Ha CTAHAAPTUTE OT q)apMaKOHGSITa, JaHHU 3a MMPOoHEeCUTEC Ha

CTEPHJIN3AIUS U/WITU U3TO0I3BAHUTE ACETITUYHU MTPOLIETYPH.
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B. KOHTPOJI HA U3XOJHUTE MATEPUAJIA
1. OO01LLIM U3UCKBAHUSA

3a meauTe Ha HACTOSIMS naparpad ,,M3X0JIHH MaTepUaIn’ 03HAYaBa BCHYKH ChCTaBKH Ha
BETEPUHAPHUS JICKAPCTBEH MPOAYKT U, aKO € He00X0IMMO, Ha HEroBaTa OIIaKOBKa,
BKJIFOYMTEIIHO U CUCTEMATa M Ha 3aTBApsIHE, KAKTO € MOCOYEHO B pa3jien A, Touka | mo-

rope.

HOCI/IGTO BKJIIO4YBa CHCI_[I/I(l)I/IKaHI/II/ITe n I/IH(bOpMaHI/IHTa OTHOCHO TE€CTOBCTE, KOUTO TpH6Ba
Ja 6’b,I[aT IMPOBEACHHU 3a KOHTPOJIa 110 KAYC€CTBOTO HA BCUYKH IIaPTUAU U3XOJHU

MaTepHuaH.

PYTI/IHHI/ITC TCCTOBC, MPOBCKIAHU HA BCAKA MapTUad U3XOAHU MAaTCpHAJIN, Tpi[6Ba Ja
OTTOBapAT Ha IIOCOYCHOTO B 3a4BJICHUCTO 3a Pa3pClICHUC 3a ThbPIrOBHA. AKo ce u3moia3Bar
TCCTOBC, pa3JIMYHU OT TE3U ITIOCOUYCHH BbB (1)apMaK0ne;1, TOBa ce 000CHOBABA C
IpeaoCTaBAHCTO HAa JOKA3aTCIICTBO, Y€ U3XOAHUTC MAaTCPUAJIM OTTOBApAT Ha U3MCKBAHUATA

3a Ka4eCTBO Ha Ta3M (hapMaKoriesl.

Koraro 3a HU3XOJCH MAaTCpHuall, aKTUBHO BCIICCTBO HMJIM ITOMOIIHO BEIICCTBO € U3JAJICH
CepTI/I(l)I/IKaT 3a CbOTBCTCTBUC OT EBpOHeﬁCKaTa AUPCKOUA 110 KaY€CTBOTO HA JICKAPCTBATA
" 3ApaBCOIa3sBaHCTO, TO3H CepTI/I(l)I/IKaT npeacTassiBa II030BaBAHC HA CbOTBECTHATA

MoHorpadust ot EBponeiickara papmakomnes.

Korato ce nmpaBu rnozoBaBaHe Ha cepTU(PHUKAT 32 CbOTBETCTBHE, MPOU3BOTUTEISIT
MIpe/ICTaBs Ha 3asBUTENSI MUCMEHO YBEPEHHE, Ye MMPOU3BOICTBEHUSAT MPOIIEC HE € OU
MOJJIaraH Ha U3MEHEHHs] OT MOMEHTA Ha U3/1aBaHeTO Ha cepTUdUKaTa 3a CbOTBETCTBHE OT

EBpOHeI\/JICKaTa AUPCKOUA 10 KAYECTBOTO HA MCAUKAMCHTUTE U 3paBCOIa3BaHCTO.

3a Ja €€ JOKaXXE, 4€ U3XOJJHUTE MATCpUaAIN CbOTBETCTBAT HA OIIPCACIICHATAa

CHCL[I/I(I)I/IKaI_II/ISI, CC MpEACTaBA CCpTI/I(bI/II(aT 3a aHaJIu3.
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1.1.

AKTHBHHU BelllecTBa

ITocouBar ce HUMCTO, aAPCCHT U OTTOBOPHOCTTA HAa BCCKU MPOU3BOAUTECII, KAKTO U BCAKO
CAHO IMPEAIOKEHO MACTO UJINM CHOPBKECHUE 3a IIPOU3BOJACTBO, BKIIFOYCHO B

IIPOU3BOJACTBCHUS IIPOLEC U B TCCTOBETEC HA AKTUBHOTO BEIICCTBO.

3a noOpe omnpeaesneHo aKTUBHO BEIIECTBO, TPOU3BOIUTENAT Ha aKTHBHOTO BEIIECTBO MIIN
3asIBUTEIISAT MOTAT Jla HApaBAT Taka, 4e cieqHaTa nHpopMalus 1a Ob/e moaaaeHa or
MIPOU3BOIUTEIIS Ha aKTUBHOTO BEIIECTBO KAaTO OT/AEICH TOKYMEHT JUPEKTHO J10

KOMIICTEHTHHTE OPTraHy, BbB BHJI HA OCHOBHA JIOKYMEHTAIIUSI HA aKTUBHOTO BEIIECTBO:
a)  moJpoOHO OMKMCAHUE Ha MPOU3BOJICTBEHHS MPOIIEC;

0) omucaHWe Ha KOHTPOJA [0 Ka4eCTBOTO MO BpeMe Ha MPOU3BOACTBOTO;

B)  OIIMCAHME Ha MPOIeca Ha BaJMIUPAHE.

B to3u cnyqaﬁ IMPOU3BOAUTCIIAT IIPCIOCTABA BCC I1aK Ha 3adBUTCIII BCUYKU JaHHU, KOUTO
MOXE aa ca H€O6XOI[I/IMI/I Ha NOCJICAHM, 3a Aa MOEMC OTTOBOPHOCT 3a BETCPUHAPHUA
JICKApCTBCH IMPOAYKT. HpOI/I3BOI[I/ITeJI$IT MOTBBPXKAaBa IMCMCHO Ha 3aABUTCIIA, YC
OCUrypsBa MOBTOPSAEMOCT HA NApTUAUTE U HAMA [1a IIPOMCEHS ITPONU3BOACTBCHUS IIPOLEC
nIn CHCI_II/I(I)I/IKaI_II/II/ITe, oe3 Ja PIH(I)OpMPIpEl 3asABHUTCIIA. I[OKYMGHTI/ITG U JAaHHUTC B
IMOAKPCIIa Ha 3ad4BJICHHUECTO 3a TaKaBa IIPpOMAHA, CC MPEAOCTABAT HA KOMIICTCHTHUTC
Oopranu; T€3u JOKYMCHTH U JaHHU CC MMPCAOCTABAT U HaA 3aABUTCIIA, KOraTO 3acArat

HEroBsaTa 4aCT OT OCHOBHATa JOKYMCHTAIMA Ha aKTUBHOTO BCIICCTBO.

OcBeH TOBAa, B cnyqaﬁ Ha JIMIICa Ha CepTI/I(I)I/IKaT 3a CbOTBCTCTBUC 3a aKTUBHOTO BCIICCTBO,
CC MMPEAOCTaBA I/IHCI)OpMaI_II/IH OTHOCHO IMPOU3BOACTBCHUA MCTO, KOHTPOJIA ITI0 Ka4C€CTBOTO

U IPUMECHUTE, KAaKTO U JIOKA3aTeJICTBO 3a MOJIEKYyJIHATa CTPYKTYpa.
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1. WNudopmanusara OTHOCHO IPOU3BOICTBEHUS MIPOIIEC BKIIIOUBA ONMKUCAHUE HA
IIPOU3BOJICTBEHUS NPOLIEC HA AKTUBHOTO BELIECTBO, KOETO IIPEACTABIISIBA IOETHUS OT
3asiBUTEII aHTAKUMEHT, [10 OTHOLLIEHUE HA ITPOU3BOJCTBOTO HA aKTUBHOTO BEILLIECTBO.
Bewnuku MaTepuanu, HEOOXOJUMH 3a LIEJIUTE Ha MPOU3BOJCTBOTO HAa aKTUBHOTO(UTE)
BELIECTBO(A), C€ MPEJCTABAT BbB BUJ HA CIIMCHK, KaTO CE OIPEENs MICTOTO HA BCEKU
MaTepHuall B IPOU3BOJCTBEeHUs npouec. [Ipencrass ce mHGpOpMALUsS OTHOCHO Ka4eCTBOTO H
KOHTpoOJIa Ha Te3u MaTepuanu. [Ipencrass ce mHpopmaius, KOATO Ja 0Ka3Ba, ye
MaTEpHAIIUTE OTTOBAPIT HA HOPMUTE, KOUTO CHOTBETCTBAT HA MPEABUACHOTO 3a TAX

IIPUIIOKEHHUE.

2. Nudopmanusara OTHOCHO KOHTPOJIA 10 KAY€CTBOTO BKIIFOUBA TECTOBETE (BKIIOYUTEIHO U
KpUTEpUUTE 3a IpUEMaHe), IPOBEKJaHN Ha BCEKH BayKeH eTarl, HH(OpMaluaTa OTHOCHO
KauecTBOTO M KOHTPOJIAa HA MEXJIMHHUTE BEIIECTBA, KAKTO U MpoIieca Ha BaluIUpaHe
W/WIM IPOYYBAHUSATA 32 OIIEHKA, KaKTO € esiecho0pa3Ho. Ts BKIIIOYBA, NIPH
HE0OXOIMMOCT, ¥ IaHHU OTHOCHO BaJMIUPAHETO HA METOJUTE 33 aHAIIN3, TPHIIOKCHU

BBpPXY aKTUBHOTO BCIICCTBO.

3. B HHQ)OpMaHI/IHTa OTHOCHO IMPHUMCCHUTE CC ITOCOYBAT IIPCABUIANMUTE IIPUMECHU, HAPEO C
HHUBOTO U €CTCCTBOTO Ha Ha6JIIOI[aBaHI/ITe IIPUMCCH. Ts BKJIFOYBa, I[IpU HGO6XOIII/IMOCT, n

CBCICHHUSA OTHOCHO 0e30macHOCTTa Ha TE3U IIPpUMECH.

4. 3a OMOTEXHOJOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, I0KA3aTEICTBOTO 32
MOJIEKYJIHMSI ChCTaB BKJIFOUBA CXEMAaTUYHATa aMUHOKHCEIMHHA NIOCIIEA0BATEHOCT U

OTHOCHUTCIIHATA MOJICKYJIHA Maca.
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1.1.1.  AxTHBHHM BemiecTBa, U30pOCHH BBB (hapMaKOIEUTe

OO6uwmre u cienuduunu MmoHorpaduu ot EBponeiickara ¢papmakornes ca NprIOKUMH 3a

BCHYKH aKTHMBHHU BCIICCTBA, IIOCOYCHHU B HECA.

3a chcTaBKHTE, OTTOBAPSIIIM HA M3UCKBaHHATA Ha EBporneiickata gapmakores win
(bapMaKOHGSITa Ha €aHa OT AbPKABUTEC YJICHKH, CC CUHUTA, Y€ Ca B CbOTBCTCTBUC B
JocTaThuHA CTETEH ¢ wieH 12, maparpad 3, OykBa u). B To3u ciydail onucanuero Ha
AQHAJTUTHYHHUTE METOJIU U MPOIEAYPH CE 3aMEHS BbB BCEKU €/IMH ChOTBETEH Pa3Jiell ChC

CHOTBETHO IIO30BaBaHC HA BBIIPOCHATA (bapMaKOHCH.

B ciyqaii ue cienmdukanus, chappikama ce B Monorpadus or EBponeiickara
(dapmMakornes Win OT HaIIMOHAJTHATa (hapMaKkores Ha IbpXKaBa WICHKA, € HeI0CTaThuHa, 32
Jla OCUTYPH KaueCTBOTO Ha BEILECTBOTO, KOMIIETEHTHUTE OPTaHU MOTaT J1a U3UCKAT OT
3asBUTEIIS MO-MOIXOASIIM ClIeHU(pUKAIUY, B TOBA YUCIO U TPAHULIM 32 KOHKPETHU

MIPUMECH, IPUJIPYKEHH C BaJIUAUPAHU MIPOLIEYpHU 32 TECTBAHE.

KomnerenTaure opranu nHGOpMUpPAT OpraHUTEe, OTTOBOPHHU 32 BBIIPOCHATA (hapMaKoIes.
[Ipurexarenar Ha pa3pelIeHueTo 3a ThProBUs IPEACTaBs MOJIPOOHOCTH 32
IpearoIaraeMUTe HeJOCTAThYHU CBEACHUS U IPUIIOKEHUTE TOMbIHUTEIIHU

cnenuduKany Ha OpraHUTe, OT YUSATO KOMIIETEHTHOCT € BhIIpOCHaTa (hapMaKormesl.

[Ipu nunca Ha MoHOrpadust 3a 1aeHO aKTUBHO BellecTBO B EBpomnelickara hapmakomnes u
B CJIy4ail ye akTUBHOTO BEIIECTBO € OIMCAHO BB (hapMaKornesTa Ha AbprKaBa YiIeHKa, Ta3H

MOHOFpa(l)I/I}I MOKC a CC IIPHUIIOKH.
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B ciydaii ue akTHBHOTO BEIIECTBO HE € onmucaHo HUTO B EBporeiickaTa hapmakornest, HUTO
BBB (DapMaKomesTa Ha JbprKaBa WICHKa, ChOTBETCTBHE C MOHOTpadus oT hapmakoresTa
Ha TpeTa cTpaHa MOXe J1a ObJie MPUETO, IIPH YCIOBUE Y€ HEroBaTa roAHOCT Ob/e
J0Ka3aHa; B OJJOOHU CITyyau 3asBUTENIAT MPEACTaBs KOue OT MOHorpadusrta,
MPUIPYKEHO OT IPEBOJI, KOraTo ToBa € HeooxoauMmo. [Ipencrass ce nnpopmarys, KOsSTo
7la TOKa3Ba Bb3MOXKHOCTTAa MOHOTpadusATa 1a OCHIIECTBSIBA aJleKBATEH KOHTPOJ Ha

KauecTBOTO Ha aKTUBHOTO BEILIECTBO.
1.1.2. AKTHBHH BEIIECTBa, KOUTO HE ca BB (hapMaKoIies

CwCcTaBKH, KOUTO HE GUTYpUpAT B HATO €HA (apMaKoIies, Ce ONTMCBAT BbB BUJI Ha

MOHOTpa(Hst ChC CICTHUTE 3arJIaBUs:

a) HaMMCHOBAHUCTO HA CbCTABKATa, OTTOBAPAIIO Ha H3UCKBAHUATA HA pa3aciI A, TOYKa

2, CC OOIIbJIBA OT THhPIrOBCKH WJIM HAYYHHU CUHOHUMU;

0)  ompenencHUETO Ha BEIECTBOTO, U3Pa3eHO BHB (hOPMa, CXOHA HA U3IOI3BAHATA B
EBpomneiickara gapmaxories, ce mpuapykaBa OT HEOOXOIUMH 00SCHUTEITHH
JI0Ka3aTeNCTBa, U MO-CIEeMaTIHO OTHOCHO MOJIeKyJIHaTa cTpykrypa. Koraro
BelllecTBaTa Morat Jja Ob/1aT OIMCAHU CaMO I10 IIPOU3BOACTBEHUS UM METOJ,
OIMCaHMETO € 0CTaThbUHO NOAPOOHO, 32 1a XapaKTepU3UpPa BEIIECTBOTO, KOSTO €

KOHCTaHTa 10 ChCTaB U €PEKTH;

B) METOAMTE 3a UACHTU(UKAINSA MOTaT Ja ObJaT onmucaHu noJ (hopmaTa Ha ISITIOCTHH
TEXHHUKH, KOUTO CE U3IOJI3BAT MPU MIPOU3BOCTBOTO HA BEUIECTBOTO, U MO (hopMara

Ha TCCTOBEC, KOUTO TpH6Ba Ja C€ U3BBPIIBAT PYTUHHO;
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F) TCCTOBCTC 34 UNCTOTA CC OIINCBAT BHB Bp'b?)Ka C BCCKH OTACIICH HpeIIBI/IIII/IM HpI/IMeC,
Y TIO-CIIEIIUAITHO TE3H, KOUTO MOTAT Jia UMaT HeXellaH eeKT, H, aKo € He0OX0IMMO,
TE€31, KOUTO MPEIBHUI KOMOWHAIIMATA OT BEIIECTBA, 32 KOMTO C€ OTHACS 3asBICHHETO,
MOrarT Ja MOBJIUSAAT HEOIaronprusaTHO Ha CTAOMIHOCTTA Ha JICKApCTBCHHS TPOAYKT

WJIK 1a HapylIaT aHAJIUTUYHUTC PE3YIITATH,

)  TECTOBETE M IPaHUIIMTE HA KOHTPOJHHUTE MapaMeTpH 3a KpaHUs MPOAYKT KaTo
pa3Mep Ha YaCTUILIUTE U CTEPUIIHOCT C€ OMKCBAT U, PU HEOOXOJUMOCT, METOAUTE CE

BaJIMavupar,

e) 110 OTHOICHUC Ha KOMIIJICKCHUTC BCIICCTBA OT PACTUTCIICH WJIN )KUBOTHHCKU
MIPOU3XO]T TPsIOBA /1a ce MpaBU pa3iuKa MEXKy CIydaid, KoraTO MHOTOOpONHHU
(bapmakonornyHu epeKTH HajJaraT U3BbPIIBAHETO HA XUMHUYCH, (PU3NYCH UITU
OHMOJIOTMYEH KOHTPOJI BHPXY OCHOBHHUTE HEOOXOIUMU KOMIIOHEHTH, U CIIy4ail Ha
BEILIECTBA, ChABPIKAIIN €IHA WK MTOBEYE TPYIH OT €JIEMEHTH C MOJJ00HO JIeiCTBUE,

10 OTHOICHUC HAa KOUTO IAJTOCTHHUAT MCTO 3a aHAaJIM3 MOKE J1a CC IMPUCMCE.

Te3u cegeHus IMoKa3BaT, 4€ MPCIJIOKCHHUAT Ha6op OT IIpOoLCAYPH 3a TCCTBAHEC €
A0CTAaTBUCH 3a KOHTPOJIMPAHEC KAaUCCTBOTO HA AKTUBHOTO BCIICCTBO OT OIIPCACIICHUS

WU3TOYHUK.
1.1.3.  ®u3MKOXMMHUYHU XapaKTEPUCTUKHU, KOUTO MOTaT Jia MOBIUAAT HA OMOHAIMYHOCTTA

CJ'IGI[HaTa I/IH(i)OpMaHI/Iﬂ OTHOCHO aKTHMBHHTC B€IICCTBA, HC3aBUCHUMO JaJIN Ca BKIIIOYCHH
WJIN HC BLB (bapMaKoneﬂTa, CC MPEAOCTABA KATO 4aCT OT ISJIOCTHOTO OIMMCAHUC HA
AKTUBHUTC BCIICCTBA, aKO OMOHATUYHOCTTA Ha BCTCPUHAPHUA JICKAPCTBCH ITPOAYKT 3aBUCHU

OT TAX:
— KpucTanHa (opMa U KOEPUIIMEHTH Ha pa3TBOPUMOCT,

— pasMEep Ha HaCTULUTC CIICH ITyJIBCpU3alusl, aKo € HCO6XO,[[I/IMO,
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— CHhCTOSTHUE Ha XUApaIus,

— Koe(UIIMEHT Ha JICJICHUEe Ha Maclio/BOIa,

— pK/pH croitHocTH.

[IppBUTE TpH TUPETA HE CE OTHACST 32 BEUIECTBA, H3IOI3BAHU CaMO B pa3TBOP.
1.2. [TomomHu BeniecTa

OO6umre u cienuduunu MoHorpaduu ot EBponeiickara ¢papmakornes ca MpHIOKUMH 3a

BCHYKH BCUICCTBA, IIOCOYCHU B HEA.

ITomoIHuTE BelecTBa OTIOBapAT Ha U3UCKBAHUATA HA CbOTBETHATa MOHOTpa(ust OT
EBponeiickara ¢apmaxomnes. Korato TakaBa MoHOTpadus HE CHIIECTBYBA, € BB3MOXKHO J1a
ce HallpaBu M030BaBaHE Ha (hapMaKoIesTa Ha IbpkaBa wieHka. [Ipu nunca Ha TakaBa
MoOHOTpadusi, € Bb3MOXKHO J1a C€ HallpaBH [1030BaBaHe Ha (papmakonesTa Ha TpeTa
IbpkaBa. B To3u ciyyaii ce noka3Ba rogHocTTa Ha Ta3u MoHorpagus. [Ipu
HEOO0XOUMOCT, TOIBIHUTEIIHU Ha KOHTPOJIHHUTE TTapaMeTpy TECTOBE, KaTo pa3Mep Ha
YaCTULIUTE, CTEPUIIHOCT, OCTAThYHH PA3TBOPUTEIH, JOITBIBAT U3UCKBAHUATA HA
MoHorpadusra. [Ipu nunca Ha MoHOrpadus oT papmakornes ce IPUCTHIIBA KbM
npeJularane 1 00ocHoBaBaHe Ha crienugukanys. Crnas3par ce H3UCKBaHUATA 32
cnenudukanuuTe, u3N0KeHu B pazaen 1.1.2 (OykBu a)—)) 3a aKTHBHOTO BEILIECTBO.
[IpencraBst ce npeasioKeHUTE METOAU U MIPUAPYKABAIUTE I'M JaHHU OTHOCHO

BAJIUIUPAHETO.

OngeTuTennre, KOUTO BINM3AT B ChCTaBa HA BETEPUHAPHUTE JIEKAPCTBEHU NMPOAYKTH,
OTroBapsT Ha U3McKkBaHusATa Ha Jupektusa 78/25/EMNO, ¢ nzkiitoueHne Ha OnpeieieHn
BETEpPUHAPHU JIEKAPCTBEHU MPOAYKTH 32 JIOKaJHA YIoTpeda, KaTo KauIlIK| MPOTHUB

MapasuTH U YILIHU MapKH, IPU KOUTO U3MOJI3BAHETO HA JPYTH OLBETUTENIN € 00OCHOBAHO.
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OI_[BGTI/ITG.HI/ITG OTTOBApAT HAa U3UCKBAHUATA 3a YUCTOTA, OIPCACIICHU B I[I/IpeKTI/IBa

95/45/EO na Komucusral.

3a HOBHUTE IIOMOIIHHU B€IIECTBA, 4 UMCHHO IIOMOIIHUTE BCIIECCTBA, KOUTO CC€ U3II0JI3BAT 3a
II'bPBU IIBT BB BETCPHUHAPCH JICKAPCTBEH MMPOAYKT WM CE€ OTJIMYaBaT C HOB HAYMH Ha
MPHUIIOKCHUC, CC OITMCBAT B IIbJIHU HOI[pO6HOCTI/I IMPOU3BOACTBOTO, XapPaAKTCPUCTHKATA U
KOHTPOJBT C B3aMMHHU IMO30BaBaHW HA MOJAKPCIIAIINUTC JaHHU 3a 0e301acHOCTTa — KaKTO

KJIMHUYHYU, TAKa ¥ HEKJITMHUYHH.
1.3. Cucremu 3a 3aTBapsHE Ha OMaKOBKaTa
1.3.1. AKTHBHO BELIECTBO

I[aBa Cce I/IH(i)OpMaIlI/IFI OTHOCHO CUCTCMUTEC 3a 3aTBAPSAHEC HA OITAKOBKAaTa HA aKTUBHOTO
BemiecTBo. M3MCKBaHOTO HUBO Ha I/IH(bOpMaI_[I/ISI CC OoIIpeaciia OoT (1)I/ISI/IIIHOTO CBbCTOAHUC

(Te4Ho, TBBP/J0) HAa AKTUBHOTO BEIECTBO.
1.3.2.  KpaeHn npoaykr

JlaBa ce nH(opMaIHsi OTHOCHO CHCTEMHTE 32 3aTBapsiHE HA OMAKOBKATa HA KpaHUS
npoayKT. 3MCKBaHOTO HUBO Ha HH(OpMaLU ce ONpeess OT HAYMHA Ha NPUJIOKEHHE Ha
BETEpUHAPHUS JIEKAPCTBEH NMPOJAYKT U OT (PU3UUHOTO CHCTOSTHUE (TEYHO, TBHPJI0) Ha

(dhopmarta Ha 103UpaHe.

OnakoBbYHHTE MaTEpUAIH OTTOBAPST HAa U3MCKBAHMTA HAa CbOTBETHATa MOHOTpadus OT
EBporeiickara ¢papmaxones. Koraro TakaBa MoHOrpadus He ChLIECTBYBA, € BH3MOXKHO J1a
ce HalpaBu 030BaBaHe Ha (papMakoresTa Ha AbprkaBa wieHka. [Ipu nunca Ha TakaBa
MOHOTpadust € Bb3MOXKHO J1a Ce HalpaBu 030BaBaHe Ha (papMakoresTa Ha TpeTa

nbpxkana. B To3u ciydail ce Joka3zBa roAHOCTTa HAa Ta3u MOHOTrpadus.

1 OB L 226,22.9.1995 ., ctp. 1.
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IIpu orcheTBHE HA MOHOTpadus OT hapmakores, 3a ONAKOBBYHUS MaTepHall ce MPUCTHIIBA

KBbM TIpejiaraie 1 000CHOBaBaHe Ha crienuduKanus.
IIpencraBar ce HayyHH JaHHU OTHOCHO M300pa M FOAHOCTTA Ha OMAKOBBYHUS MaTepHall.

3a HOBHUTE OIIAKOBHLYHH MaT€pHralii, KOUTO Ca B HEIMOCPECACTBCH KOHTAKT C ITPOAYKTA, CC

npeacTaBs HHGOpMaNKs OTHOCHO TEXHHUS ChCTaB, IPOU3BOICTBO U 6€30I1aCHOCT.

3a BCSAKO €HO YCTPOMCTBO 3a TO3UpPAHE UIIH MpHUJIaraHe Ha MPOIyKTa, KOETO C€ I0CTaBs C
BETEpPUHAPHUS JICKAPCTBEH MPOAYKT, CE MPEACTaBs HHPOPMAIUS OTHOCHO

CHeU(pUKAIUUTE U, IPH HEOOXOIUMOCT, JJAHHU OTHOCHO U3ITBIIHCHHUETO.
1.4. BemectBa ot 6uosioruueH mpousxo/1

Koraro H3XO0JHU MAaTCpUail KaTO MUKPOOPraHnu3MH, TbKaH! OT paCTUTCIICH UJIN
JKUBOTHHCKH IIPOU3XO0M, KIICTKHU UJIK TCUHOCTHU (BKJ'IIO‘II/ITGJ'IHO Kp’LB) OT YOBCIIKH HUJIN
JKUBOTHHCKH ITPOU3XO WIH OMOTEXHOJIOTHYHO KOHCTpYHPAHHU KIICTKU CC U3IIOJI3BAT IIPpU
IMPOU3BOJACTBOTO HAa BETCPUHAPHU JICKAPCTBCHU MPOAYKTHU, IPOU3ZXOABT U XPOHOJIOTHATA

Ha U3XOJHUTC MAaTCpHAJI CC OIMUCBAT U JOKYMCHTHPAT.

OnucaHueTo Ha U3XOJHUS MaTeprall BKIIOUBA IIPOU3BOJICTBEHA CTpaTerus,
MIPEYMCTBATEIIHU/AC3aKTUBUPAILY POLIEAYPHU C TAXHOTO BATUIUPAHE U BCUUKH
KOHTPOJIHH ITPOLIEIYpH 110 BpEME Ha Mpolieca, IpeIHa3HauYeH! J1a FapaHTHpaT KauyeCTBOTO,

0€30MMacHOCTTa U OBTOPSIEMOCTTA HAa MAPTUJIUTE HA KpalHUS IPOJIYKT.

Koraro ce n3non3par kieTbuHu OaHKH, C€ IEMOHCTPUPA, Y€ KIEThYHUTE XapaKTEPUCTUKHI
ca OCTaHaJIM HEMPOMEHEHH HA IIPEXOJIHOTO HUBO, U3MOI3BAaHO NPU MPOU3BOACTBOTO U

CJICa HETO.

CeMmeHHHM MaTepHaliv, KJIETHYHN OaHKU U CEpYMHU OaHKU U, KOTaTO € Bb3MOKHO,

HU3XOOHUTE MaTepUualii, OT KOUTO Ca IMOJTYUCHH, CE TECTBAT 3a BbHIIIHU ar¢HTH.
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HpI/I H3MO0JI3BAHC HA U3XOJHU MATCPUAJIN OT )KUBOTUHCKH WJIM YOBCHIKU IMPOU3XO/J CC

OIMUCBAT MCPKUTEC 3a rapaHTUPAHC HA OTCHbCTBUCTO HA MMOTCHIUAIHU TATOICHHU arCHTH.

AKXo HamMUueTo Ha IMOTCHIMAJIHO ITIAaTOI'€HHHU BBHIIHU ar¢HTH € HeI/I36e}KHO, MaTeprualIbT
CC U3II0JI3BA CaMO KOI'aTo ITOCJICABaIa o6pa60TKa rapaHTupa TAXHOTO IIpEMaxBaHE /U

HWHAKTHUBUPAHC U TOBA CC BaJlnJupa.

[Ipencras ce TOKyMEHTalus, B KOATO C€ YAOCTOBEPSI ChOTBETCTBUETO HA CEMEHHHTE
MaTepuai, KIEThYHUTE CEMEHA, CEPYMHHUTE MAPTHIU U OCTAHAINTE MaTepPUAIIU OT
’KMBOTHHCKH ITPOM3XO0/], KOUTO y4acTBaT B IPEIaBaHETO HAa TPAHCMUCHBHATA
cnonrudopmua ennedanonarusi (TCE), c O6sicaurenaute 0enexku KbM PBKOBOICTBOTO
3a HaMaJIsIBaHE HA PUCKA OT Mpe/IaBaHe Ha )KUBOTHHCKH areHTH, PEIN3BUKBALIH
crioHrupopMHa eHnedanonaTus Ype3 XyMaHH! U BETEPUHAPHHU JIEKAPCTBEHU POLYKTH !,
KaKTO U CbC ChOTBETHAaTa MOHOIpadus ot EBponeiickara papmakones. CeprudukarsT 3a
TOAHOCT, U3a/ieH oT EBponeiickara AUPEKIHs 10 Ka4eCTBOTO Ha JIeKapCcTBaTa U
3paBeona3BaHeTo, ¢ I030BaBaHE HA ChOTBETHATa MOHOrpadus ot EBponeiickata

Q)apMaKOHeH, MOKE a CC U3II0JI3Ba 3a YAOCTOBCPABAHC HAa CbOTBCTCTBUCTO.

KOHTPOJIHN U3IIMTBAHUS, ITPOBEXIAHU HA MEXIMHHUTE ETAIIA OT
[MPON3BOJACTBEHUA ITPOLIEC

I[OCI/IGTO BKJIIOYBa JaHHUW 34 KOHTPOJHHUTC U3IMUTBAHWA HA IPOAYKTA, KOUTO MOrar Ja Ce
MMPOBEKAAT HA MCKIAWMHCH €TaIl OT IPOU3BOJACTBCHUS ITPOLIEC C OIJICA o0e31euaBaHeTo Ha

MOCJICAOBATCIIHOCTTA HA TCXHUYCCKUTE XAPAKTCPUCTUKU U TPOU3BOACTBCHUSA ITPOLICC.

1

OB C 24, 28.1.2004 r., cTp. 6.
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Te3u u3nuTBaHUs ca OT OCHOBHO 3HAUYEHUE 3a MPOBEPKATa HA CbOTBETCTBUETO HA
BETEPUHAPHUS JICKAPCTBEH NMPOAYKT ¢ opMyliaTa, KOraTo, o U3KITFOUCHUE, 3aIBUTEIISIT
MPEAJIOKU aHATUTUYEH METO/1 38 U3IIUTBAHE HA KPAtHUSA IPOLYKT, KOUTO HE BKIKOYBA
aHaJIM3 Ha BCUYKW aKTUBHU BellecTBa (WM HA BCUYKU KOMIIOHEHTH Ha TOMOIIIHOTO

BCIICCTBO, NOAJIC)KAIIM HAa ChIIUTC N3MCKBAHUA KaTO aKTHUBHUTC BGH.[CCTBa).

I'openocoueHoTo ce npuara, KOraTo KOHTPOJIBT Ha KAYECTBOTO HA KPalHUsI POJLYKT
3aBUCHU OT KOHTPOJIHUTE U3MUTBAHMSI [10 BpEME Ha IPOU3BOCTBOTO, N10-CIIELUATHO, aKO

BCIICCTBOTO CC OIIPECACIA OCHOBHO C HEHHUS IMPONU3BOACTBEH MCTO.

KoraTo MexuHeH npoayKT MOXxe Ja ObJie ChbXpaHEH MPEar Mo-HaTaThIIHa 00paboTKa
WJTU ITBPBUYHO ChEAMHSIBAHE, B3 OCHOBA HA JaHHUTE OT U3CJIC/IBAHMITA HA CTAOUITHOCTTA

Ce OIpeJeNsl CPOK Ha ChbXPAHEHUE 3a MEKIUHHUS IIPOILYKT.
TECTOBE HA KPAMHUS ITPOJTYKT

3a KOHTpOJa Ha KpallHUS NPOAYKT, HapTUAaTa KpaeH NPOAYKT BKIIOYBA BCUUKU €AUHULIU
Ha J1aieHa GapmaneBTuyHa (hopma, HalpaBeHH OT CHIIOTO HAYAIHO KOJIMYECTBO MaTeprall
Y IPEMUHAJIH NPe3 CHIIUTE MPOU3BOJACTBEHH CEPUH U/UITU OTIEPALIMU MO CTEPUIIN3UPAHE
WJIM, B CIIy4ail Ha HENPEeKbCHAT MPOU3BOICTBEH MPOLEC, BCUUKU €IMHULIUA, TPOU3BEICHU 3a

OIPEICTICH TIEPHOJI OT BpEMe.

B 3asBneHHETO 32 pa3pelleHue 3a ThProBUs ce N30posBaT TE3U TECTOBE, KOUTO Ce
MIPOBEXKIAT PyTUHHO BbPXY BCsKa apTuaa kpacH npoAykr. [locousa ce yecrorara Ha
TECTOBETE, KOMTO HE Ce NMPOBEX AT pyTUHHO. [ paHuImTe npu ocBoOOX1aBaHETO TpAOBa

Jda CC 1mocoyar.
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JlocueTo BKIIOYBA JAHHU, CBbP3aHU C KOHTPOJIHUTE U3NUTBAHUS HA KPaUHUSA IPOLYKT IIPU

OCBO60)KIIaBaH€. Te ce MNpeaACTaBAT B CbOTBCTCTBUC C U3JIOKCHUTC I1O-A0JTY U3UCKBAHUA.

Pa3snopen6ute Ha choTBeTHUTE MOHOTpaduu 1 o6y rnaBu ot EBpornelickara dpapmakornes
WJIH, aKO HsIMa TaKUBa, Ha JbprKaBa YWICHKA, ca MPUJIOKUMHU 32 BCUYKU MPOAYKTH,

ONPEACIICHU B THX.

AKO ce U310J3BaT NpOLEAYPH 3a TECTBAHE WM I'PAHULM, PA3JIUYHU OT IOCOYEHUTE B
CbOTBETHUTE MOHOTpaduu u odmuTe riasu Ha EBpornelickara apmakornes, uin ako HiMa
TakuBa, BbB (papmakornesTa Ha AbprkKaBa YiIeHKa, TOBa ce 000CHOBaBa C MPEJIOCTABIHETO HA
JI0Ka3aTeJICTBO, Y€ aKO CE TECTBA B CHOTBETCTBHE C TE3M MOHOTpApHH, KPAMHUAT MPOTYKT
OTroBaps Ha M3UCKBAHMATA 32 KAUECTBO Ha Ta3u (apMakories 3a ChOTBETHATA

(dhapmanieBTuHa (hopma.
1. OO01IM XapakTepUCTUKH Ha KpaitHUS MPOJYKT

Onpeneneny TECTOBE HA OOIIMTE XapaKTEPUCTUKHU HA IPOYKTa BUHATH CE BKJIIOYBAT B
TECTOBETE Ha KpallHUs NPOAYKT. Te3u TecTOBE, KOraTro € MpUI0KUMO, CE OTHACST J10
KOHTpOJIa Ha CPEAHUTE CTOMHOCTH 3a Maca U MAaKCUMAJIHUTE OTKJIOHEHUS, MEXaHUYHUTE,
(GU3NYHNTE UM MUKPOOHOJIOIMYHUTE TECTOBE, OPTaHOJIENTUYHUTE XapaKTEPUCTUKU U
(bU3NYHUTE XapaKTEePUCTUKU KaTo MIBTHOCT, pH, nHIekc Ha pedpakuus. 3a Bcska OT T€3U
XapaKTePUCTUKU CTAHJIAPTUTE U TPAHUIIUTE HA OTKIIOHEHHE CE OINPENENAT OT 3asBUTENS 3a

BCEKH OTJIETICH CITy4ail.

YcnoBusTa Ha TECTOBETE, KOTATO € MOAXO/SII0, U3MOI3BaHOTO 00OpY/IBaHe/anaparypa u
CTaHJIaPTHUTE CE OIMKCBAT C TOYHH MOAPOOHOCTH, KOraTo He (urypupat B EBponeiickarta
(hapmakoriest WJik BbB (papMakornesiTa Ha JbpKaBa WICHKA; CHIIOTO CE MpUjiara B CIy4auTe,

KOTraTo METOAUTE, MPEAIIMCAHU OT TE3U (bapMaKoneH, HC Ca IMPUITIOKUMH.
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OcBeH TOBa, TBbpANUTE (PpapManeBTUUHU (HOPMH, KOUTO CE IpUjaraT rpe3 ycrara,
MOJIeXkAT Ha in Vitro W3CIeBaHMs 32 CKOPOCTTA HA OT/EISHE U Pa3TBapsHE HA
aKTUBHOTO(UTE) BEUIECTBO(a), OCBEH aKO HE CHILECTBYBAT OCHOBaHUS 3a Apyro. Te3u
M3IUTAHUS C€ IPOBEXKJIAT U IIPU IPYr HAYUH HA NPUJIOKEHUE B CIIydaid, Y€ KOMIIETEHTHUTE

OpraHH Ha ChOTBETHATA JIbPKABa YICHKA CUATAT TOBA 32 HEOOXOIUMO.
WNnentudukarus 1 aHaIM3 Ha aKTUBHOTO(HMTE) BEMIECTBO(A)

Nnentudukanuara v aHaaIu3bT Ha aKTUBHOTO(UTE) BelIecTBa(M) ce U3BBPIBAT HA
MPEJICTaBUTEIIHA Po0a OT MPOU3BOACTBEHATA MAPTHU/IA WM HA OTPEICIICH OpOl eIUHUIIH

JIO3UPOBKA, aHATU3UPAHU UHIUBUIYATHO.

OcBeH ako HsIMa moaAxo441mo OCHOBAHNUE, MAKCUMAJIHOTO ITPUCMIIMBO OTKJIOHCHHEC Ha
CbABPKAHUCTO HA aKTUBHO BCIIICCTBO B KpaﬁHHH IMPOAYKT I10 BpEME Ha MMPONU3BOACTBOTO

He npeBuana + 5 %.

Ha 6a3ara Ha TecToBeTe 3a CTaOMITHOCT MPOU3BOUTEISAT Mpejiara 1 000CHOBaBa
IrpaHuIXTC HA MAKCUMAJIHOTO JOIYCTUMO OTKJIOHCHUC HA CbAbPKAHUCTO HAa AaKTUBHOTO

BCIICCTBO B I'OTOBUA ITPOAYKT O Kpasd Ha MMPEAJIOKCHUSA CPOK HA CbXPAHCHHC.
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B onpenenenu ciydau mpu 0co0€HO KOMITJIEKCHU CMECH, KOTaTO aHATU3bT Ha aKTHBHH
BEIIECTBA, KOUTO ca MHOTOOPOWHHU MIJIH Ca B MHOTO MaJIKH KOJIMYECTBA, OU HAJIOKUI
CJIOKHO IIPOYyYBaHe, TPYIHO 3a MPOBEXK/IaHe 3a BCAKA IPOU3BOJICTBEHA MApTUAA, aHAIU3BT
Ha e/IHa WM [0BeY€e aKTUBHH BEILIECTBA B KPAHUS MPOTYKT MOXKeE JIa Ce MPOITYyCHE MPU
M3PUYHOTO YCIIOBHE, Y€ TAKMBA AHAJIM3H CE U3BBPIIBAT HA MEXKIUHHU €TalH OT
MIPOU3BOICTBEHHS Tporiec. Ta3u onpocTeHa TEXHUKA MOXe J1a He ObJe pa3IIupeHa 10
orpeziesisiHe Ha XapaKTepUCTUKUTE Ha ChOTBETHUTE BelllecTBa. 151 ce JombiIBa OT METOJ 3a
KOJIMYECTBEHA OLIEHKA, T03BOJIABAIA HA KOMIIETEHTHHS OpPTaH Ja MOJIy4d MOTBbPKACHHUE
3a ChOTBETCTBHUETO HA JICKAPCTBEHUS MPOIYKT C HEroBara CreruuKanys cie/] MyCKaHeTo

My Ha Ia3apa.

bronoru4yHuAT aHanu3 in vivo UM in Vitro € 3abJDKUTENECH, KOraTo (U3MKOXUMUYHUTE
METOAM HEe MOrar Jia AajaT aJeKBaTHa HHPOPMALUs OTHOCHO KaYeCTBOTO HA MIPOAYKTA.
TaxbB aHANIN3, KOTATO € BE3MOXKHO, BKITIOYBA peEPEHTHN MAaTEPHAIN U CTATUCTHYECKH
aHaJIM3, IO3BOJISABALIM IIPECMATAHETO HA TPAHUIM Ha noBepue. Koraro TakuBa TECTOBE HE
MOrar Jia ce IpaBAT Ha KpaeH IIPOLYKT, T€ MOraT Ja CE U3BbPIIBAT HA MEKIUHEH €Tall,

BB3MOKHO Hal-KbCHO B IIPpOU3BOJACTBCHHA IIPOLECC.

Koraro o Bpeme Ha mpon3BOACTBOTO HA KPaHUS IPOJYKT HACTBIIA pa3rpakIaHe, ce
MMOCOYBAT MAKCHUMAJTHO JIOMYCTUMHUTE HUBA HA OTACIHUTE MPOAYKTH OT PA3rpakIaHETO U

CBBKYITHOCTTA OT TAX HEIMOCPCACTBCHO CJICI ITPOU3BOJACTBOTO.
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Koraro nannute, mocoueHu B pasznen b, moka3sat, 4e 3HaUUTEIIHO MPeI03UpaHe HA
aKTHBHO BEIIECTBO CE M3IOJI3BA MTPH MPOU3BOJICTBOTO HA JIEKAPCTBEH MPOIYKT, HIIK KOTATO
JAHHNUTE OTHOCHO CTa0MJIHOCTTA [TOKAa3BaT, Y€ aHAJIN3bT Ha aKTUBHOTO BEIIECTBO
HaMmaJsiBa B CKJIaJa, ONMCAHUETO HAa KOHTPOJIHUTE U3MUTBAHUS BbPXY KpalHUs IPOAYKT
BKJIIOYBA, aKO € I1eJIeCh0Opa3HO, XUMUYECKO H, aKO € HE0OXO0IUMO, TOKCUKO-
(hapMaKoJIIOTUYHO U3CIIEIBAHE HA IPOMEHUTE, KOUTO € MPETHPIISIIO TOBA BEIIECTBO, H IO
BB3MOKHOCT OIPEJEIIIHE Ha XapaKTePUCTUKUTE U/UIIM aHAJIN3 Ha IPOJYKTUTE OT

pasrpaxaaHeTo.
3. WNnentudukarus 1 aHaIU3 Ha KOMIIOHEHTUTE HAa TIOMOIITHOTO BEIIECTBO

TecThT 32 I/II[eHTI/I(i)I/IKaHI/Iﬂ M TCCTHT 3a ropHaTta U JOJIHATA I'paHuliad Ca 3abJIDKUTCIIHA 3a
BCCKH OTACJICH aHTI/IMI/IKpO6I/IOJ'IOFI/I‘IeH KOHCCPBAHT U 3a BCAKO €AHO ITIOMOIIHO BCIICCTBO,
KOC€TO MOXKE Ja ITIOBJIMAC Ha OHMOHAIMYHOCTTA HA aKTUBHOTO BCICCTBO, OCBCH aKO
OHMOHAJIMYHOCTTA HE € rapaHTvupaHa ¢ Apyru noaxoasdamun T¢CTOBEC. TecTsT 32
I/I[[GHTI/I(bI/IKaIII/Iﬂ 1 TCCTHT 3a ropHaTa rpaHuna ca 3aIbJDKUTCIIHNA 3a BCCKU aHTUOKCHIAHT
H 3a BCAKO IIOMOIIHO BEIICCTBO, KOUTO MOTI'aT A4 IIOBJIUAAT H€6HaFOHpH5{THO BBpPXY
(1)H31/IOJ'IOFI/I‘1HI/ITC (1)YHKI_II/II/I, KaToO CC BKJIFOYBA U TCCT 3a J10JIHATA I'PaHHIIa HA

AQHTHOKCHJIAHTUTE 110 BPeMe Ha OCBOOOXTaBaHE.
4. TectoBe 3a Oe30macHOCT

OcgeH TOKCI/IKO-(i)apMaKOJ'IOFI/I‘IHI/ITC TECTOBC, MOJAACHHN CHC 3asABJICHUCTO 3a pa3pClICHUC
3a TbpProBUs, JaHHU 34 TCCTOBCTEC 3a 6C3OH8.CHOCT, KaTO CTCPUIIHOCT U 6aKTepI/IaJ'IHI/I
CHIOTOKCHHH, CC€ BKIIFOUBAT B AHAJIUTUYHHUTEC JaHHHU, KOraTO TaKMBa TCCTOBC TpH6Ba Ja Ce

HaIpaBsT PyTUHHO, 3a JIa Ce MPOBEPU KaYeCTBOTO HA MPOIYKTA.
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E. TECT 3A CTABUJIHOCT
1. AKTUBHO(M) BelecTBo(a)

3a aKTMBHOTO BEILECTBO CE ONPEACIAT IEPUOJ Ha IOBTOPHO TECTBAHE U yCIIOBUS Ha
CbXpaHEHHE, OCBEH B CIy4auTe, KOraTo aKTUBHOTO BEILECTBO € MpeIMET Ha MOHorpadus
ot EBponelickata (apmaxories 1 MPOU3BOAUTENAT Ha KPAHUS IPOAYKT MO/jIara
AKTHBHOTO BEILECTBO Ha ISJIOCTHO IIOBTOPHO TECTBAHE HENOCPEACTBEHO IIPEIH

BKJIIOUBAHETO 1 B IIPpOU3BOJCTBOTO HA KpaﬁHHH IMPOAYKT.

HaHHI/ITe 3a CTaOMIIHOCT C€ IMPEACTABAT B IIOAKPEIIa HA ONIPEACICHUTE IICPHUOI HA
IIOBTOPHO TECTBAHEC U YCJIOBHA HA CbXPAHCHUC. BugsT Ha IMPOBCACHUTC U3CIICABAHNA HA
CTa6I/IJIHOCTTa, H3MO0JI3BAHUTC ITPOTOKOJIU, NPHUIIOKCHUTEC IPOLUCAYPH 3a aHAJIU3 U TAXHOTO
BaJlMAUPAHE CC IIPCACTABAT HAPC C HO,Z[pO6HI/ITe pe3yiiTaTu. Hpe,I[CTaBHT cC

AHTKUMEHTHT [0 OTHOILIEHHE Ha CTaOMIIHOCTTA U PE3IOME Ha IIPOTOKOJIA.

HpI/I BCC TOBA, KOIaTo 3a aKTUBHOTO BCIICCTBO OT NPCIJIOKCHNA NU3TOYHHUK € HAJIUIIC
CepTI/I(i)I/IKaT 3a CbOTBETCTBUEC U B HCT'O CC ONIPCACIIAT IICPUO/J HA TIOBTOPHO TECTBAHC 1
YCJIOBUA Ha CbXPAaHCHUE, 3a AKTUBHOTO BCHICCTBO OT TO3U U3TOYHUK HE C€ U3UCKBAT JdHHU

OTHOCHO CTaOMJTHOCTTA.
2. Kpaen npoaykr

JlaBa CC OIMMCAaHMEC HA U3CIICABAHMUATA, YPE3 KOUTO Ca ONMPEACIICHU CPOKBT HA ChbXPaHCHHUEC,
NpEeIOPBHIYAHUTE YCIIOBUA HAa ChbXPAHCHUEC U CHGIII/I(l)I/IKaHI/II/ITe B Kpas Ha CpOKa Ha

CbXpPaHCHUC, ITPECATIOKCHU OT 3adBUTCIIA.

Bunast Ha IMMPOBCACHUTC U3CIICABAHUA HA CTa6I/IJ'IHOCTTa, H3TOJI3BAHUTEC TPOTOKOJIN,
MPHUIIOKCHUTE NPOUCAYPH 3a AHAJIM3 U TAXHOTO BAIIMAUPAHE CC MPEACTABAT HAPE C

MOAPOOHUTE pe3yTaTH.
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Koraro xpaeH npoIyKT H3UCKBa Bb3CTaHOBSIBAHE WIIM Pa3TBApsIHE MPEIU MpUIarane, ce
M3HUCKBAT MOApoOHa HH(OpMAIIUS 32 MIPEATIOKEHUSI CPOK HA ChXPAHEHUE U crienuuKarms
3a Bb3CTAHOBEHHsI/PAa3TBOPEHHUSI TPOAYKT, MOJAKPEIICHH ChC CHOTBETHUTE JTAHHH 32

CTaOWJIHOCT.

IIpu HE0OX0MMOCT, B CiIy4ail Ha OIIAaKOBKA, ChAbprKallla MHOTOKpATHA 1034, Ce
IPEACTABST JaHHU 33 CTAOMIIHOCTTA C 11eJ1 000CHOBaBaHE CPOKA Ha ChbXPAaHEHUE Ha

MIPOJYKTa, CJIe]l IbPBOTO OTBApsHE, U CE OMpees crenuduKaiys o BpeMe Ha ynorpeoa.

B ciyyaii ue e Bb3MOXKHO KpalHUST MPOJYKT Ja 10Bee 10 0Opa3yBaHe Ha MPOAYKTH Ha
pasrpaxkaane, 3assBUTEIIST TH ACKIapUpa U IOCOYBA METOIUTE 33 UACHTH(HUKAIIHS, KAKTO U

HPOLIETypPUTE 32 TECTBAHE.

3aKI0YEHUATA ChABPIKAT PE3YJITATUTE OT AHAIU3UTE, YIOCTOBEPSBAILHN MPEIIOKEHUS
CPOK Ha CbXpaHEHHUE U, MPH 11eJIeChOOPa3HOCT, CPOKA HA ChbXPAaHEHHUE 10 BpeMe Ha
ynotpe0a, Ipy cra3BaHe Ha NPENOPBUYUTETHUTE YCIOBUS HA ChbXPaHEHUE U
cnenu(UKauUTe Ha KpalfHHSI TPOAYKT B Kpasi Ha CPOKa Ha ChbXPaHEHUE U, TIPU
1enecb00pa3HoCT, CPOKA HA ChbXPaHEHHE M0 BpeMe Ha yrnoTpeda Ha KpaHus MPOIYKT Mpu

NPpEOPBHUUTCIHUTE YCIIOBUA Ha ChbXPAHCHUC.

[TocoyBa ce MakCMMaIHO TOMYCTUMOTO HUBO Ha MPOAYKTH OT Pa3rpa)kJaHeTo U

CBBKYITHOCTTA OT T4X B Kpasd Ha CPOKAa HAa ChbXpPaHCHUC.

[Ipencrass ce u3cinenBaHe 3a B3aUMOJCHCTBUETO MEXy MPOJIYKTa M ONTAKOBKAaTa BUHArU
KOTaTo ChIECTBYBA Bb3MOXHOCT 3a TAaKOBa B3aMMOIEUCTBHE, 0COOEHO aKO TOBA C€ OTHACS

A0 MHXXCKIMOHHU IIPCIIapaTH.

Hpe)ICTaBSIT C€ aHTA)KUMEHTHT 110 OTHOIIIEHHE Ha CTA0OMJIHOCTTA U PE3OME Ha IPOTOKOJIA.
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XK. JAPYTI'A THOOPMAILIMA

B JOCHUCTO MOXKE Ja CC BKIIIOYU PIH(bOpMaL[I/ISITa OTHOCHO Ka4CCTBOTO HAa BETCPUHAPHUA

JICKApCTBCH MMPOAYKT, KOATO HC BJIM3a B oOxBara Ha NpEeaAXOAHUTE pasaciin.

3a mpeaBapUTEIHUTE JICKAPCTBEHU CMeCH (TIPOIYyKTH, TIPEIHa3HAYCHH J1a BIIsSI3aT B ChCTaBa
Ha JieyeOHn (pypaxu), ce mpeacTaBsi HHPOPMAIUs OTHOCHO HUBATa U HAYMHA HA
BKJIFOUBAaHE, XOMOTEHHOCTTA BB (ypaxka, ChBMECTUMOCTTA/TOHOCTTA Ha (pypaxka,
CTa0MIIHOCTTA BBB (hypaka U MPEIJIOKECHUSI CPOK HAa ChXpaHeHHe BbB Qypaxa. [Ipencrass
Ce ChHIIO TaKa M Cre(UKaIms 3a JedeOHus Qypax, MPOU3BEICH OT TE3U MPEIBAPUTEITHH

CMECH B ChOTBETCTBHE C IIPEIIOPHhUYAHUTE HHCTPYKIIHH 32 YIIOTpeoa.

YACT 3
TECTOBE 3A BE3OITACHOCT U OCTATBYHU KOJIMYECTBA

JIaHHUTE U JOKYMEHTHUTE, KOUTO ChIPOBOX/AT 3asIBICHUETO 3a pa3peleHue 3a ThProBHs
cbriiacHo wieH 12, maparpad 3, Oyksa i), BTOPO ¥ YETBBPTO THPE, CE IMOAABAT CHITIACHO

HU3UCKBaHHUATA IIO-A0JTYy.
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A. TecrToBe 3a O€30I1aCHOCT

I''TIABA1
ITPOBE’KJAHE HA TECTOBETE

HOKYMeHTaHI/IﬂTa 3a 0€30I1aCHOCT IT0Ka3Ba:

a)  IOTEHLMAaJIHAaTa TOKCUYHOCT HAa BETEPUHAPHUS JIEKAPCTBEH MPOAYKT U BCSIKAKBU
OTIaCHH WJIM HEXEJaHU €(PEeKTH, KOUTO MOTAT J1a HACTBIIAT MPU IPEUI0KEHUTE
yCIIOBMSI 32 yIIOTpeOda Ipu )KUBOTHHU; TE CJIE/BA J1a CE OLIEHAT BbB BPb3Ka ChC

CCPHUO3HOCTTA HA CBOTBECTHOTO ITAaTOJIOTHYHO CHCTOSHHUE,

0) TNOTeHIMAIHWTE BpeIHU e(PEKTH 32 YOBEKA OT OCTATHYHU KOJIMYECTBA OT
BETEPUHAPEH JICKAPCTBEH IIPOYKT MIIM BELIECTBO B XPaHU, IIOJYYEHHU OT TPETUPAHU
JKUBOTHU U TPYAHOCTUTE, KOUTO TE3U OCTATHYHU KOJIUYECTBA MOTaT Ja Ch34aaar

IIpH IPOMHUIIUIEHATa pepaboTKa Ha XpaHH;

B) MOTCHIUAJIIHUTEC PUCKOBC, KOUTO MOraT J1a Bb3HUKHAT IIPHU U3JIaranc Ha Xopa ImoJ
B’b3I{€ﬁCTBH€TO Ha BETCpUHApPHUA JICKAPCTBCH NPOAYKT, HAIIPUMEDP IIPHU HCTOBOTO

Inpujaranc Ha >XUBOTHO,

r) NMOTCHIUAJIIHUTE PUCKOBC 3a OKOJIHATa Cpe€aa B PE3YJITAT OT U3IIOJI3BAHCTO Ha

BETEPUHAPHUS JIEKAPCTBEH MTPOIYKT.

Bceunuku pesynTatu ca HafekAHU U OOIOBATMAHU. AKO € He00XOAUMO, CE€ U3M0I3BAT
MaTeMaTHUYeCKU U CTaTUCTUYECKU MPOIEypH 3a pa3pabOTBaHETO Ha EKCIIEPUMEHTAIHUTE
METOJM U 3a OlLleHKaTa Ha pe3yaTtarute. OCBEH TOBa ce J1aBa HH(POpMaIUs OTHOCHO

TCPpaAlICBTUYHUA ITOTCHINAI HAa IPOAYKTAa U PUCKOBETEC, CBbpP3daHU C HCTOBATA yHOTpe6a.
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B Hskou CJIydanu MOKC 1a € HGO6XOI{I/IMO Ja C€ TCCTBAT MeTa0OJIUTHTE B n3xoaHaTa CMCC,

KOTraTo TC NpCACTABAT IIPUTCCHUTCIIHNU OCTAaThbYHU KOJIMYCCTBA.

HOMOH_IHO BCIIECTBO, U3II0JI3BAHO 3a IIPBU IIBT BB (bapMaHeBTI/IKaTa, CC pasriexia KaTo

aKTHBHO BEILIECTBO.
1. [Ipeunsna uneHTrduKanms Ha MPOAYKTa U HA HETOBOTO(MTE) aKTUBHO(M) BEIIECTBO()
— MEXYHapOoAHO HenaTeHTHO HauMeHoBaHue (INN),

- HaANMMCHOBAHUCTO OT Me)K,Z[YHapOI[HI/IH CBbIO3 110 TCOPETUYHA U ITPUIIOKHA XUMHUS

(IUPAC),
— Homep o Chemical Abstract Service (CAS),
— TeparneBTHYHa, (apMaKOJIOTUYHA U XUMHYHA KIacupHuKaIms,
—  CHHOHHMH M ChKpAIICHHS,
—  cTpykTypHa opmyia,
— MoJIeKyiTHa popmyia,
—  MOJIEKYJIHO TerJIo,
—  CTCICH Ha MPUMECH,

- KauCCTBCH U KOJMYCCTBCH CbCTAB Ha ITPUMCECHUTC,
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— onucaHue Ha PU3NIECKUTE CBONCTRA,
— TOYKa Ha TOICHE,

— TOYKa HA KUIICHE,

— MapeH HaTUCK,

—  Pa3TBOPHUMOCT BbB BOJa U OPraHUYHHU Pa3TBOPUTEIH, U3pa3eHa B g/l, karo ce

1I0COYBa TEMIIEpaTypaTa,
—  IUTBTHOCT,
— CIIEKTPH Ha pedpaxiys, poTamus 1 T.H.,
—  TPUTOTBSHE Ha MPOAYKTA.

2. dapmakosorus

DapMaKOJIOrMYHUTE U3CIEABAHUSA Ca OT OCHOBHO 3HAYEHHUE 32 U3SICHABAHE HA
MEXaHU3MUTE, 110 KOUTO BETEpUHAPHUS JIEKAPCTBEH MPOAYKT IPEIU3BUKBA CBOS
TepaneBTHYCH €PEeKT U, CISAOBATEITHO, (apMaKOJIOTUIHHUTE U3CIICABAHMS, TPOBEIKIAHH C
€KCIIEPUMEHTAIHU U BUJIOBE JKMBOTHH, 32 KOUTO € IPEJHA3HAYEH MTPOAYKTHT, CE€ BKIIOUBAT

B yacT 4.
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2.1

2.2.

Brrpeku ToBa hapMakoIOrHuHUTE U3CIEIBAHUS MOTAT CHIIO J]a TOMOTHAT 32
pa3dupaHeTo Ha TOKCUKOJIIOTUYHUTE sBJIeHHs. Heo nmoBeue, Koraro BeTepuHapeH
JIEKapCTBEH MPOJYKT MPeIU3BUKBa (apMaKOJIOTUYHH e(DEeKTH MPH JIUIcaTa Ha TOKCUYHA
peaxuus, Wi Py J03H MO-HUCKHU OT Te3U HEOOXOAUMH, 3a J1a pa3KpUAT TOKCUYHOCT, TE€3U
(apmakosornyHu eeKTH ce B3eMar I10]] BHUMaHUE TP OI[EHKaTa Ha 0€301MacHOCTTa Ha

BETEPUHAPHUS JIEKAPCTBEH POIYKT.

CJ'IG,I[OB&TCJIHO JOKYMCHTauATa OTHOCHO 0€e30IacHOCTTa BUHATH CE npeaxoxia oT
HOI[pO6HI/I JaHHHU 3a (bapMaKOJ'IOl"I/I‘{HI/ITe H3CJICABaHus, IIPOBCACHU HA J'Ia60paTOpHI/I
JKUBOTHHU U BCsKa CBbpP3aHa C TOBA I/IH(l)OpMaL[I/IH, Ha6monaBaHa 10 BpCMC Ha KIIMHUYHHUTC

H3CJICABaHus C )KUBOTHO, 3a KOCTO € NPCAHA3HAYCH IPOAYKTHT.
CDapMaKO,I[I/IHaMI/IKa

IIpencras ce nadopMalyst OTHOCHO MEXaHH3Ma Ha JIEHCTBHE HAa aKTUBHOTO(MUTE)
BEIIECTBO(a), 3aeHO C HH(GOPMAIHMS OTHOCHO ITbPBUYHHUTE U BTOPUIHHUTE
bapmakonuHaMuIHU €(peKTH, ¢ 1eN mo-100po pa3dupaHe Ha HEOIATONPUSATHUTE PEAKIHH

B U3CJICABAHUATA IIPU )KUBOTHUTC.
CDapMaKOKI/IHCTI/IKa

HpeHOCTaBﬂT CC TaHHW OTHOCHO PA3BUTHUECTO HA AKTUBHOTO BCUICCTBO U HETOBUTC
MeTa0OJINTH BLEB BHUIOBETEC, U3I10JI3BAHU B TOKCUKOJIOTHMYHUTE U3CJICABAaHUA, KOUTO
oOxBamat abcopOIusiTa, pa3npeaeseHneTo, OOMsHaTa Ha BEIIeCTBAaTa U TIXHOTO
otnensiHe. JlaHHUTE ca CBbP3aHU C KOHCTAaTaIllMUTE 3a J103aTa/edekTa BbB
(hapMaKoIOTUYHUTE U TOKCUKOJIIOUUHUTE U3CIIEIBAHUS C IIeJT OTpeieNiiHe Ha
IIOAXOOAIIIMNTSC HBA HA U3JIaraHe. CBIIOCTaBSIHETO C (1)apMaKOKI/IH€TI/I‘~IHI/ITC JaHHU,
IMMOJIYYCHHU NPU U3CJICABAHETO HA BUAOBCTE ) KUBOTHHU, 3a KOUTO € NMPEAHA3HAYCH NPOAYKTBT
(uacTt 4, rnaBa [, pazgen A.2), ce BKIIIOUBAT B 4acT 4 ¢ OTJie/ ONpeeNsiHE YMECTHOCTTA Ha
pe3yNTaTuTe, MOJIy4YCHHU MO BpeMe Ha TOKCUKOJIOTHYHUTE U3CJIeIBAHUS Ha BUIOBETE

KMBOTHH, 3a KOUTO € NPEAHA3HAYCH MPOAYKTHT, 3a OIIPCACIIAIHE HAa TOKCUYHOCTTA.
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3. Tokcukomorusga

I[OKYMGHTaL[I/ISITa OTHOCHO TOKCHUKOJIOTUATA € B CbOTBETCTBUC C PbKOBOJACTBOTO,
HY6J'II/IKYBaHO OT arcHuusATa BbB Bpb3Ka C O6H_II/I${ IIoAX0Ja Ha TECTBAHE, U PbKOBOACTBOTO

IIpH OIIPECACICHU U3CICABAHUAA. Tora PBKOBOACTBO BKJIFOYBA!

1)  OCHOBHHM TECTOBE, 3aIBJDKUTEIIHU 32 BCEKH HOB BETEPUHAPEH JIEKAPCTBEH MPOAYKT,
IpeJHa3HAaueH 32 ynoTpeda OT )KUBOTHH, OT KOUTO C€ NPOU3BEX/a XPaHa, C OrJie]
OLIEHKa Ha 0€e3011acCHOCTTa Ha BCUYKU OCTaTh4YHU KOJIMYECTBA B XpaHaTa,

IIp€aHa3zHaucHa 3a YOBCIIKAa KOHCyMalusi,

2) IONBIHUTENIHU TECTOBE, KOUTO MOTaT Jia ObJaT HAJOKEHHU B 3aBUCUMOCT OT
KOHKPETHH TOKCHUKOJIOTHYHH OIACEHUsI KaTO TE€3H, CBbP3aHU ChC CTPYKTypara,

KaTeropusiTa ¥ HAaYMHa Ha JeMCTBHE HAa aKTUBHOTO(UTE) BELIECTBO(a);

3) CIICUAJIHU TECTOBEC, KOUTO MOT'aT Ja NOAIIOMOI'HAT THJIKYBAHCTO HA JAHHUTCE,

IMOJIYYCHH 11O BPEMC Ha OCHOBHUTC WJIM JOINBJIHUTCIIHUTEC TCCTOBC.

[Ipenmer Ha U3cnenBaHUsATA €/Ca AKTUBHOTO(HMTE) BEIIECTBO(A), a HE MPUTOTBEHUSAT 110
¢dopmynara npoaykt. Korato ce Hanara uscieiBane Ha IPUTrOTBEHU 110 popMyliaTa

MIPOAYKT, TOBA C€ YTOYHABA B TEKCTA MO-10JIY.
3.1. TokcHYHOCT IpU IpUEMaHE Ha €IHOKPATHA 1032

W3cnenpanusTa Ha TOKCUYHOCTTA IIpu MMpuEMaHe Ha €ITHOKpAaTHA 103a MOorar aa cc

H3M0JI3BAT 3a NPCABUKIAHC HA:

- BB3MOXHHU e(l)eKTI/I OT OCTpa CBPBXA03a IIpHU BUIOBEC ) KUBOTHH, 3da KOUTO €

npeaHa3HauUCH MPOAYKTDHT,
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3.2

— BB3MOKHU €(DEeKTH OT ClTyyaifHO MpuiIarane Ha xopa,

- J03UTC, KOUTO MOrarT 1oJj€3Ho aa 6’bI[aT H3I0JI3BAHU ITPU U3CIICABAHUA Ha

IIOBTOPHOTO IMPHUEMAHE Ha O103aTa.

I/I3CJ'IeIlBaHI/I5ITa Ha TOKCUYHOCTTA IIpU IIPpUEMaHE Ha €AHOKpATHA J03a CJICABa Jia Pa3KpUsAT

CHUJIHUTC TOKCUYHHU e(i)eKTI/I OT BCHICCTBOTO U BPEMECTO 3a TAXHOTO HAYAJIO U pCMUCHS.

N3cnenanusTa, KOUTO TpsOBa 1a ObJAT MPOBEICHHU, CE MOAOUPAT ¢ Orjie]l HaOaBsIHETO Ha
uH(OpMAIIHs OTHOCHO 0€30MaCHOCTTA Ha MOTPEOUTENINTE, @ UMEHHO, aKO Ce Tpe/noara,
4e TOTPEOUTEIAT MOXKE JIa € U3JI0KEH Ha 3HAUYUTEITHU KOJIMYECTBA OT BETCPHUHAPHUS
JICKApPCTBCH MPOAYKT MMOCPECACTBOM MHXAJIAlWA UJIW KOHTAKT C KOXKaTa, TC3U HAUYWMHU Ha

H3Jjlarade Ce rnojjiarat Ha rnmpoy4BaHe.
TokcuuHocT IIpH ITOBTOPHO IIPUEMAHEC HAa 1034

TecTtoBeTe 32 TOKCUYHOCT IIPpH ITOBTOPHO IIPUEMAHC HA A103a €Ca IPpCAHA3HAYCHU Aa
Pa3KpUAT BCAKAKBU (1)I/I3I/IOJIOI“I/I‘-IHI/I W/WIM TATOJIOTUYHU IMPOMCHHU, IPUIUHCHU OT
IOBTOPHO IIpujiaraHe Ha IMmoJIOKCHOTO Ha U3CJICABAHC AKTHUBHO BCIICCTBO UJIA
KOM6I/IHaI_II/I5I OT aKTUBHH BCIICCTBA, U 3a OIIPCACIIIHC HAa BPb3KaTa HAa TEC3U IIPOMCHHU C

JI03UPOBKATA.

[Ipu papMakoIOruuHO aKTUBHU BEIIECTBA WM BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH,
IpeIHa3HauYeH! caMo 3a yrnoTpeba npu )KMBOTHHU, OT KOUTO HE CE MPOU3BEX/Ia XpaHa,
OOMKHOBEHO € JOCTaThYHO J1a C€ HAllpaBH U3CJIEIBAHE HA TOKCUYHOCTTA IIPU OBTOPHO
IIPUEMAHE Ha /1032 [IPU €IUH BUJ EKCIIEPUMEHTAIIHO )KUBOTHO. ToBa n3cieaBaHe MOXe J1a
C€ 3aMEHHU OT U3CIIEBaHe, IIPOBEICHO C BUJ ’KMBOTHO, 3a KOMTO € IIPeIHA3HAYCH
MPOAYKTHT. HecToTaTa M HAUMHBT HA IPUIOKEHUE U IIPOABIDKATEITHOCTTA HA
U3CIEIBAaHETO ca N30paHH, KaTo ce UMaT MPEeABU] IPEATIOKEHUTE YCIOBHS 3a KIMHUYHA
ynotpeba. M3crienoBaTensT NpeacTaBsi CBOUTE OCHOBAHUS 3a CTENEHTA U

MPOABILKUTCIIHOCTTA HA U3IIMUTBAHUATA U I/I36paHI/ITC JAO3UPOBKH.
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[Ipu BemecTBa UM BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, IPEAHA3HAYCHHU 32 yroTpeda
IIPU )KUBOTHH, OT KOUTO C€ IIPOM3BEK/A XpaHa, TECTHT HA TOKCUYHOCTTA IIPU TOBTOPHO
npreMaHe Ha 1032 (B pamkute Ha 90 AHM) ce U3BBPILIBA BPXY IPU3aud WM HETPU3AUHU C
Orjej ONpeAeIsiHE Ha OPraHUTE HAa BUJIOBETE )KUBOTHHU, 32 KOUTO € IIPEIHA3HAYEH
MPOAYKTHT, M HA TOKCUKOJIOTUYHUTE TPAHUIM U UACHTH(PHUIMPAHE HA ChOTBETHUTE BUI0BE
1 HUBA Ha JI03UPOBKa, KOUTO TPsIOBaA J1a Ce U3M0J3BAT IPU TECTBAHE HA XPOHUYHATA

TOKCHUYHOCT, aKO TOBAa 6’BI[C HCO6XO,I[I/IMO.

N3cnenosarenar o6ocHoBaBa n30opa cu Ha BUJOBE, KATO UMa IIPEJBU/ ChILECTBYBAIINUTE
[I03HAHUS 3a METa00JIM3Ma Ha IPOAYKTa IIPU )KUBOTHU U Xopa. BelecTBoTo 3a TECTBaHe
ce ImpuJara mnpes ycrara. M3cnenoBaressr sicCHO u3Jara U 1aBa CBOUTE OCHOBaHUS 3a

MCTOJa N 4€CTOTAaTa Ha IpujIaraic U MMpoOAbJLDKUTCIIHOCTTA Ha U3IIMTBAHUATA.

MaxkcuManHara J03a OOMKHOBEHO Cle/lBa Ja ce u30epe Taka, ue Ja ce Mpeln3BUKa mosiBaTa
Ha BpenHu edextu. Hail-Huckara f03a cie/iBa Ja He MpeIn3BUKBA MOsBaTa HA HUKAKBU

J0Ka3aTcJICTBa 3a TOKCHYHOCT.

Onenkara Ha TOKCUYHHUTE €()EeKTU C€ OCHOBaBa Ha HAOIIOJCHHUE BbPXY IMOBEJCHHUETO,
pacTexa, XeMaTOJIOTUYHH U (PU3HOJOTUYHU TECTOBE, MO-CIEIMATHO T€3H, CBHP3aHU C
OTACJIMTEITHUTE OPTaHH, a ChILO U BbPXY AOKJIAAU OT ayTOIICUU U NMPUIPYKABALIUTE T
XUCTOJIOTMYHU JaHHU. M300pbT M 00XBAaThHT HA BCAKA TPyMa TECTOBE 3aBUCH OT
M3II0JI3BaHUTE KUBOTUHCKHU BHJIOBE U HUBOTO HA HAYYHUTE MMO3HAHUS KbM ChOTBETHHUS

MOMCHT.

B cnyqaﬁ Ha HOBU KOM6I/IHaHI/II/I Ha M3BCCTHHU BCIICCTBA, KOUTO Ca U3CJIICABAHU CBITIACHO
pa3HOpCZ[6I/ITC Ha HacToAllaTa AMPECKTUBA, TCCTOBETC IIPHU ITOBTOPHO MPUEMAaHEC Ha 1034,
OCB€H KOT'aTO TECTOBECTEC 3a TOKCHUYHOCT Ca J0Ka3aJiid 3aCUJIBAHC WJIM HOBHU TOKCHYHH
e(beKTPI, MmoraTt aa 6’L,Z[aT noAXO A0 U3SMCHCHH OT U3CJICA0BATCIIA, KOHTO usnpaliia

OCHOBaAHUsATA CH 34 TC3U UBMCHCHHUA.
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3.3.

3.4.

3.4.1.

ITonocumocTt IIpu BUIOBETC )KUBOTHH, 3a KOUTO € NPCAHA3SHAYCH NPOAYKTHT

[IpenocraBs ce pe3roMe Ha BCSIKAKBU IPU3HAIM Ha HETIOHOCUMOCT, HaOI0aBaHu 1O
BpEMe Ha U3CIeABaHUATA, U3BBPILICHH, OOMKHOBEHO C KpallHUS MpernapaT, BbpXY BUA0BE
KUBOTHH, 32 KOUTO € IpeJHa3HaYeH POIYKTHT, B ChOTBETCTBUE C M3UCKBAHUATA HA YaCT
4, rnaBa I, paznen b. Te3u uscnenBanusi, J03UPOBKUTE, MPU KOUTO HACTHIIBA
HEMOHOCUMOCT, ¥ CbOTBETHUTE BHUJIOBE M MTOPOAH MOJICKAT HA UACHTU(DULIUPAHE.
[IpenocTaBsT ce ChIO Taka MOJPOOHH JaHHU 32 BCIKAKBH HEOYAKBAHU (U3UOJIOTMYHU

npoMeHH. IIbaHUTE TOKIaau OT Te€3U U3CIIEBaHMS C€ BKIIOUBAT B yacT 4.
PenpoaykTrBHA TOKCUYHOCT, BKJIIOYUTEIHO TOKCUYHOCT Ha PA3BUTHUETO
W3zcnensane Ha eexTa BbPXY pepPOAYKTUBHOCTTA

Ienta Ha TOBa U3CNEBaHe € /1a ce UACHTU(UIMPA Bb3MOXKHO HApPYIIABAHE HA MBXKHUTE
WIN KEHCKUTE PEeNpOLyKTUBHU (DYHKIIMU WK BpeIHU e(eKTU BbpXY IOTOMCTBOTO B
pe3yiaTaT Ha Ipujlaraie Ha BETEpUHAPHHU JIEKAPCTBEHU NPOAYKTH WJIH BEIIECTBA, KOUTO CE

IIPOYyYBaT.
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3.4.2.

3a (hapMaKoJIOTMYHO aKTHBHM BEIIECTBA MM BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH,
IIpeIHa3HAYEHU 3a yIoTpeda Ipy )KMBOTHH, OT KOMTO CE MPOU3BEXK A XPaHa,
U3CJEIBAHETO Ha €PEKTUTE BBPXY PEIPOAYKTUBHUTE CIIOCOOHOCTH C€ U3BBPIIBA MO
¢dopmara Ha U3cieiBaHe Ha PENPOJYKTUBHOCTTA [P MHOT'O ITOKOJIEHUS, IIPEAHA3HAYEHO
Jla yCTaHOBH BCSAKO OTPaXCHUE BbPXY PENPOLYKTUBHOCTTA Ha Oo3aitHuiute. ToBa
BKJIIOYBA OTPAKEHUE BbPXY MBKKATa M KEHCKATa II00BUTOCT, YU(PTOCBAHETO,
3a4eBaHETO, UMILIAHTUPAHETO, CIOCOOHOCTTA HAa U3HOCBAHE Ha IUI0JA 10 TEPMUHA,
pakIaHETO, KbPMEHETO, OLEISIBAHETO, PACTEKA U PA3BUTUETO HA TIOKOJICHUETO OT
paKIaHeTo 0 OTOMBAHETO, OJI0BATA 3PSJIOCT M MOCTe(BAIlaTa PENPOAYKTUBHA (DYHKITHIS
Ha MIOKOJIEHUETO KaTO Bb3pacTHU UHAMBUIM. M311013BaT ce IOHE TPU JO3H.
MakcumanHara j103a ciie/iBa Jia ce u3depe Taka, ue Jia npein3BuKa Bpeanu egextu. Haii-

HHCKATa 103a CJICABa Aa HC IIPCAU3BUKBA HUKAKBU NO0KA3aTCJICTBA 3d TOKCHUYHOCT.
W3cnenpane Ha TOKCHYHOCTTA Ha Pa3BUTHUCTO

[Ipu papmakonoruuHy akKTUBHU BELIECTBA UM BETEPUHAPHU JIEKAPCTBEHU IIPOJIYKTH,
IpeJHa3sHaueHH 3a yrnoTpeda oT )KMBOTHH, OT KOMTO C€ MPOU3BEKIA XpaHa, Ce MPOBEXkKAAT
TECTOBE Ha TOKCUYHOCTTA HA Pa3BUTUETO. Te3u TecTOBE ca MpeHa3HAUYEHU 1A YCTaHOBSAT
BCsKa €1HA HeOJaronpusaTHa peakius BbpXy OpeMeHHaTa )KEHCKa U Pa3BUTHETO Ha
eMOpHOHA 1 3apoJIuIiia, HACTHIIUJI BCIEICTBUE HA U3JIaraHe Ha )KeHCKaTa — OT
MMIUIaHTUPAHETO, Mpe3 OPEMEHHOCTTA, 0 JACHs MPeau JaTaTa, Ha KOSTO € IPEIBUICHO
paxxaaHero. Te3u HeOIArONpPUATHY PEAKIMK BKIIKOYBAT MOBUIIEHA TOKCUYHOCT CHPSMO
Ta3u, HaOIr01aBaHa MpU HEOPEMEHHU JKEHCKH, CMBPT Ha eMOpHOHa/3apoAnIIIa, IPOMEHHU B
pacTexa Ha 3apoJuIla U CTPYKTYPHHU IIPOMEHH IIpH 3apoauiia. M3uckBa ce MpoBexaaHETO
Ha TECT HAa TOKCUYHOCTTA HA Pa3BUTHETO IIPHU IUTBXOBETE. B 3aBUCUMOCT OT MOTy4EHUTE
pe3yaTaT, MOXe Ja C€ HAJIOKU IMPOBEKIAHETO HA U3CIIEABAHE IIPU BTOPU BUJ B

CbOTBETCTBUC C YCTAHOBCHOTO PHKOBOJCTBO.
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3.5.

3.6.

3a (hapMaKoJIOTHYHO aKTHBHM BEIIECTBA MM BETEPUHAPHHU JIEKAPCTBEHU MPOTYKTH, KOUTO
HE ca [IpeIHa3HaueHu 3a yrnoTpeda npu )KUBOTHHU, OT KOUTO C€ IPOU3BEXKAA XPaHa,
n3cieBaHe Ha TOKCHYHOCTTA Ha Pa3BUTHETO CE€ MPOBEXk/1a IIPU IIOHE €IUH BUJI, KOUTO
MOJKE J1a € BUJ] )KUBOTHO, 33 KOMTO € IpeJHa3HAYeH POAYKTHT, aKO MPOAYKTHT €
npeJHa3HaueH 3a yrnoTpeda MpH KEeHCKH KUBOTHH, KOUTO OMXa MOTJIM J1a Ce U3IIOJI3BAT 32
pasmuion. Berpeku ToBa, KOrato ce yCTaHOBH, Y€ MOTPEOUTENNTE MOXKE 1a ObJat
3HAYUTEIHO U3JI0’)KEHH Ha BETEPUHAPHUSI JIEKapCTBEH MPOAYKT IpU Herosara ynorpeba, ce

MPOBEXK/JIAT CTAHAAPTHU U3CJICABAHUS HA TOKCUYHOCTTA HA Pa3BUTHUETO.
T'enoTOoKCHUYHOCT

I/IBB’prIBaT CC TCCTOBC 3a ITCHOTOKCHUYCH IMOTCHUMA C OIJIC pa3KpUBAaHETO HA
IIPpOMCHHUTEC, KOUTO AaACHO BCIICCTBO 01 MOTIJI0 Ja MpCaAn3BHKa B TCHCTUYHUA MAaTCPHaAJI Ha
KleTkuTe. Besko BCIICCTBO, IIPCAHA3HAYCHO a BJIC3C B CbCTaBa HA BCTCPUHAPCH

JIEKApCTBEH MPOAYKT 3a IPBU BT, TPSIOBA J1a Ob/Ie OLICHEHO 3a TEHOTOKCUYHU CBOMCTBA.

AKTHUBHOTO(MTE) BELECTBO(a) OOMKHOBEHO ce NoJ1ara(T) Ha U3BbPILIBAHETO HA
CTaHJapTeH HAOOP OT in Vitro U in vivo TECTOBE 32 TEHOTOKCUYHOCT B CbOTBETCTBUE C
YCTaHOBEHOTO PBKOBOCTBO. B HsKOM ciiydail MOKe J1a ce HAJIOKU M TeCTBaHE Ha €JJ1H

WJIA TIOBEYE METa0O0JIMTH, KOUTO CE CPeIaT KaTo OCTaThbYHH KOJIMYECTBA B XpaHaTa.
Kanneporennoct

HpI/I PEIICHHUETO OTHOCHO TOBA Aajikd Aa CC MPOBEAC TECT 3a KAHLUCPOr€CHHOCT, CC B3EMaArT
npeaABua pe3yjITaTUTE OT TECTOBETC 3da TCHOTOKCUYHOCT, CbOTHOIICHUCTO CTPYKTYpaA—
JIECTBUE U KOHCTATallUUTE OT CUCTEMHHUTE TECTOBE 3a TOKCHUYHOCT, KOUTO B ABJITOCPOUCH

IJ1aH Morat J1a 6’I)I[aT OT 3HAYCHUC 3a HCOIJIACTUYHHUTC HAPYIICHHA.
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3.7.

Bzema ce npeaABUa BCIKa U3BCCTHA cneumbmca Ha BUJa B MCXaHHM3Ma Ha TOKCUYHOCT,
KaKTO U BCUYKHU Pa3JIM4uA B MeTaboa13Ma Ha noajdarasuTe Ha TCCT BUJOBC XXMBOTHH, 3a

KOHUTO € MPpE€AHA3HAYCH IIPOAYKTHT, U YOBCIIKUTC CHIICCTBA.

Korato ce Hanmara npoBeXJaHETO Ha TECT 32 KaHIIEPOT€HHOCT, OOMKHOBEHO C€ U3MCKBA
JIBYTOJIMIITHO M3CIIeABAHE HA TUTHX U 18-MeceyHo u3cieiBaHe Ha MUIIIKa. AKO TOBa Obe
Hay4YHO 0OOCHOBAHO IO CHOTBETHHSI HAYMH, U3CIICABAHUATA 32 KAHIIEPOTCHHOCT MOTAT Ja

ObJIaT M3BBPILICHA CAMO BHPXY €IMH I'pU3ad, 3a MPEANOYNTaHE BEPXY IUTBX.
Mzkmouenus

Koraro BeTeprHapeH JeKkapcTBEH MPOIYKT € MPeAHAa3HAuEH 3a JOKallHa yroTpeoa,
opraHuyveckaTta abcopOIus ce u3cieBa Mpu BHIOBETE )KUBOTHH, 33 KOUTO € TPETHA3HAYCH
MPOOYKTHT. AKO c€ JJOKaXke, 4e opraHndeckara abcopOuus e He3HaYuTeTHa, TeCTOBETE Ha
TOKCUYHOCTTA MPHU MOBTOPHO IIpUEMaHe Ha J103a, TECTOBETE 3a PEIPOAYKTUBHA

TOKCHUYHOCT U TCCTOBCTEC 3a KAHICPOICHHOCT MOraT Ja CC MPOIMyCHAT OCBCH aKO:

— IIpY YCTAaHOBEHUTE IPEIBUJICHH YCIIOBUS Ha yIIOTpeda ce ouakBa pueMaHe Ha

BCTCPUHAPHUA JICKAPCTBCH IMMPOAYKT IIPE3 yCTaTa OT ) KUBOTHOTO, UJIN

— IIPU YCTAHOBEHUTE MPEIBUACHU YCIOBUS Ha yIOTpeda ce 04YakBa U3jlaraHe Ha
MOTpeOUTENS HAa BETEpUHAPHUS JIEKAPCTBEH MPOJIYKT MO APYTrd HAUUHU OCBEH

JepMajHo, WIN

— AKTUBHOTO BCIICCTBO UJIN METa0OIUTHTE MOTaT Jia mormaaHart B XpaHu, MOJTYUYCHU OT

TPETUPAHOTO KUBOTHO.
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4.1.

4.2.

4.2.1.

4.2.2.

Jpyru u3ncKBaHus
Crenuaniay U3CiaeaBaHus

3a onpeeNeHy rpyny BellecTBa WiK ako edeKkTuTe, Ha0II0AaBaHu 110 BpeMe Ha
W3CcIeIBaHMs PU TIOBTOPHO IPpUEMaHe Ha J103a IpU KUBOTHHU, BKIIIOYBAT IPOMEHH,
yKa3Ballld UMYHOTOKCHUYHOCT, HEBPOTOKCUYHOCT WJIM €HJAOKPUHHU HApyLUIEHUS HalpuMep,
CE U3UCKBA U3BbPUIBAHETO HA IOIBJIHUTEIIHU TECTOBE, @ UMEHHO M3CJIEIBAaHUS 32
YyBCTBUTEIHOCT WJIM TECTOBE 3a 3a0aBeHa HEBPOTOKCUYHOCT. B 3aBUCHMOCT OT
€CTECTBOTO Ha IMPOAYKTA MOXKE J]a CE€ HAIOKH U3BBPIIBAHETO HA JOM'BIHUTEIHU
M3CJIEeIBAHMS C OTJIE]] OI[CHKA HA CKPUTHUS MEXaHU3bM Ha TOKCHYEH e(DeKT WM Ha
MIOTEHLIMAIHO Jpa3HeHue. Te3u u3cienBanus ce NpoBeX1aT OOMKHOBEHO BbpPXY KpailHUs

npemnapar.

HusoTto Ha HAYYHOTO IMMO3HAHHUEC U YCTAHOBCHOTO PBKOBOACTBO CC B3eMAT IIPEABU/ ITPU

pa3pabOTBaHETO HA TAaKWBA U3CIIEABAHUS U OLIEHKATA HA PE3yITAaTHTE OT TAX.
MUKpOOHOIOTUYHN CBOWCTBA HA OCTATHYHUTE KOJTMYECTBA
[Torennuanuu eekTu BbpXY YOBEILIKaTa YpeBHa (iopa

IloTenumaaHusAT MI/IKpO6I/IOHOFI/I‘-ICH PHUCK, KOHTO MMPpEaACTaBJIAABAT OCTATBbUYHUTC KOJINYCCTBA
oT aHTI/IMI/IKpO6HI/I CBCAMHCHUA 3a YOBCIIKATa YPpCBHA Q)Hopa, C€ n3cCjicaBa B CbOTBETCTBHEC

C YCTAHOBCHOTO PBKOBOACTBO.

[ToTeHunanHu ePexTH BbpXy MUKPOOPTraHU3MHU, U3TIOJI3BAaHU 32 IPOMHUIIIJICHATA

npepaboTKa Ha XpaHu

B OMPCACIICHU CIIydan MOXKE [1a € HeO6XOI[I/IMO IMPOBCIKIAHETO Ha TECTOBE, 3a a CC
OIpeacin aajinu MI/IKpO6I/IOJ'IOFI/I‘-IHO AKTUBHHUTC OCTAaThbYHH KOJIMYCCTBA MOraT Ja IOBJIUAAT

BBPXY TEXHOJOTUYHHUTE MPOLIECH TPU IPOMUIIIEHATa pepadoTKa Ha XPAHUTEITHH

MPOJIYKTH.
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4.3.

4.4.

HaGmronenus mpu xopa

[Ipenocrass ce uHpOpManys, MOKa3Bama qaiu GapMaKoJIOTHYHO aKTUBHUTE BELIECTBA HA
BETEpUHAPHUS JIEKAPCTBEH MPOJYKT C€ U3MOI3BAT KAaTo JIEKApCTBEHH NPOAYKTH IPU
Tepamus Ha XOpa; ako TOBa € TakKa, Clie[jBa Ja c€ U3rOTBU COOPEH JOKYMEHT 32 BCUUKH
HabIr0AaBaHu ePeKTH (BKIIOUUTEIHO HEXKETaHU PEAaKLIMK) IIPH XOpa U Ha TSAXHATA
IPUYKHA, JOKOJIKOTO MOrarT Jia ca OT 3Ha4eHHE 3a OLCHKaTa Ha 0e3011acHOCTTa Ha
BETEpUHAPHUS JIEKAPCTBEH MPOJYKT, BKIOUYUTEIHO, IPU HEOOXOAUMOCT, pE3yATATUTE OT
yOJIMKYBaHUTE U3CIIEBAHMS; KOIaTO ChCTABKHM HA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH
caMH 110 ce0e CH He ce U3I0JI3BAT WIN Beue HE C€ M3IO0N3BaT KaTo JIEKaPCTBEHH IIPOLYKTU

3a TCpaluAa Ha Xopa, CC rnmocovyatr NpuiInHUTEC 3a TOBA.
PaszButue Ha PE3UCTCHTHOCT

HpI/I BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTHU € HAJIUIIC HCO6XO,Z[I/IMOCTT21 Ja CC MpeACTaBAT
JaHHHM OTHOCHO IIOTCHIIMAJIHATA I10s4Ba Ha yCTOI\/JI‘-II/IBI/I 6aKT€pI/II/I OT 3HAYCHHUC 3a
YOBCUIKOTO 3apaBe. B ta3u BPb3Ka MCXaHU3MBT HA PA3BUTHEC HA HOI[O6H3. PE3UCTCHTHOCT €
OT 0COOEHO 3HAUEHHE. HpI/I HCO6XO,I[I/IMOCT CC nIpcajarat MCPKH 3a OrpaHru4aBaHC
Pa3BUTHUCTO HA PC3UCTCHTHOCT, CBbp3adHa C IIPCABHUACHATA yrIOTpe6a Ha BCTCPUHAPHUA

JIEKapCTBEH MPOJYKT.

Pe3ucrenTHOCTTA B paMKUTE HAa KIIMHUYHA yIIOTpeOa Ha MPOJIyKTa ce TpeTHpa B
cbOTBETCTBUE C yacT 4. Korato ToBa € yMECTHO, C€ U3BBPIIBAT B3aMHHU [1030BaBaHUs Ha

JaHHUTC, ITIOCOYCHHU B 4AaCT 4,
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5. bezonacHoct Ha moTpebuTenure

HacroamusaT pa3znen BKIo4YBa 00ChKIaHEe Ha YCTAHOBEHUTE B MPEAXOAHUTE Pa3aeIn
edekTy U 0OBBP3BAHETO UM C BHJIAa U pa3Mepa Ha YOBEIIKO M3JIaraHe Ha MPOIYKTa, C OrJie]
(dbopMyIMpaHeTo Ha MOAXOASIIN IPEIYIPEKICHUS 32 MOTPEOUTENUTE U IPYTH MEPKU 32

yIpaBJieHHE HA PUCKA.
6. OreHka Ha prcKa 3a OKOJIHATa cpeia

6.1. OrneHka Ha pyCKa 3a OKOJIHATa Cpefia, CBbP3aH C BETEpUHAPHUTE JIEKApPCTBEHU MPOIYKTH,

KOWTO HE CbABPKAT NI HE C€ CHbCTOAT OT ITCHETHUYHO MO,Z[I/I(bI/IHI/IpaHI/I OpraHnu3mMmn

[IpoBexa ce olieHKa Ha pUCKa 3a OKOJIHATa CPEAa, 3a J]a C€ YCTAaHOBU IOTEHLIUATHUST
HEeXellaH ePeKT, KOMTO yrnmoTpedaTa Ha BETEpHHAPHUS JICKAPCTBEH MPOIYKT MOKE Ja
HaHece Ha OKOJIHATA Cpefia, U 3a Jla ce OMpeAeNiu PUCKBT OT noao0eH edekT. B onenkara
Ce OMpEeeNsT MPEANa3sHUTe MEPKU, KOUTO MOTaT Jia ca He0OXOIMMH 3a HaMaJIsIBaHe Ha

TaK1Ba PUCKOBE.

Ta3u omeHka 0OMKHOBEHO ce MpoBekaa Ha nBe ¢asu. [IspBara (aza oT oreHkara ce
poBeXk/1a BUHATH. [IpeoCTaBsAT ce MoAPOOHHU TaHHU OT OIICHKATa B ChOTBETCTBHUE C
MPHUETOTO PHKOBOICTBO. OIEHKaTa NOKa3Ba MOTCHIMAIIHOTO M3JIaraHe Ha OKOJIHATa cpejia
Ha NpOAYKTa U HUBOTO Ha CBHP3aHUA C HOI[O6HO H3JjlaralHe puckK, Kato OT4uTa I10-

CIICHUAJIHO CIICOIHUTC aCIICKTU:

— BUOBETC )KMBOTHH, 3a KOUTO € NPCAHA3HAYUCH MMPOAYKTHT, U NPCIJIOKCHHUA HAYMH Ha

ynotpeoa,

- MCTOa HAa MPUEMAHC, ITO-CIICHUAJIHO BEPOATHATA CTCIICH, 1O KOATO IMPOAYKTHT IIC

BJIM3a JUPCKTHO B CUCTCMHUTC HAa OKOJIHATa Cpcaa,
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6.2.

— BB3MOKHOTO OTACIISIHC HA NPOAYKTA, HCTOBUTC aKTUBHU BCIICCTBA UJIN CbOTBCTHUTC
METa0OIUTH B OKOJIHATA cpcaa 4pc3 TPCTUPAHUTC JKUBOTHHU, yCTOfI‘IPIBOCT B TaKHBa

CKCKPCTH,

- HU3XBBPJIIHEC HAa HEU3IIOJI3BaH BETCPUHAPCH JICKAPCTBCH IMMPOAYKT WUJIU APYT

OTHAABbYEH MPOIYKT.

B®B BTOpara ¢aza ce mpoBex/aa JOMBIHUTEIHO CIISIU(UIHO U3CICABAHE HA PAa3BUTHETO U
edeKTUTe OT MPOAYKTa BHPXY OIpPEeIeHH €KOCUCTEMH B ChOTBETCTBHE C YCTAHOBEHOTO
PBKOBOJICTBO. B3emar ce mpenBul CTeNeHTa Ha U3J1araHeTo Ha OKOJIHATa cpesia Ha
MPOYKTA U HAIMYHATA HHPOpMAIHS 32 GU3NIHI/XUMUIHH, (DapMaKOIOTUIHU H/WITH
TOKCHKOJIOTHYHH CBOMCTBA Ha CbOTBETHOTO(MTE) BEIIECTBO(A), BKIIOUYUTEITHO HA
MeTaboIUTUTE B CIIy4ail Ha UACHTU(ULIUPAH PUCK, KOSTO € ToJydeHa B X0/1a Ha

MMPOBCIKKAAHCTO HA APYTUTC TECCTOBC U U3IINTBAHUA, U3UCKBAHU OT HACTOALATA JUPCKTHBA.

OreHka Ha pUCKa 3a OKOJIHATA CPeJa, CBbP3aH C BETEPUHAPHUTE JIEKAPCTBEHU NPOJYKTH,

KOUTO CbABPKAT U C€ CbCTOAT OT TCHCTUYHO MOIII/I(i)I/IIII/IpaHI/I OpraHnu3Mun

HpI/I BETCPUHAPCH JICKAPCTBCH IIPOAYKT, KOHUTO CbABbpiKa UK C€ CbCTOU OT TCHCTUYIHO
MOHH(bHHHpaHH OpraHu3MH, 3asBJICHUCTO CC IPpUAPY KAaBA U OT JOKYMCHTUTC, U3NCKBAHU

o cwiara Ha wieHd 2 u yact B ot Jupextusa 2001/18/EO.
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I''TIABA 11
INPEACTABSHE HA JAHHUTE U JOKYMEHTUTE

HOCI/IGTO 3a TECTOBE 3a 0€30IaCHOCT BKJIIOYBA:
- 336}’qu CIITMCHK Ha BCUYKHU U3CJICABAHUSA, BKIIFOUCHH B JOCUCTO,

- 3a4ABJICHUC B IIOTBBPIKIACHUEC TOBA, Y€ BCUYKH JaHHU, 6HaI‘OHpI/I$ITHI/I nJIn
He6HaFOHpI/ISITHI/I, HU3BCCTHU HaA 3adBUTCIIA IIPU IOAABAHCTO HA 3asABJICHUCTO, Ca

BKJIIOUCHHU B JOCHECTO,
— 000CHOBKa 3a IMMPOMMYCKAHETO Ha OIMMPCACIICH BHU U3CJICABAHC,
— 00siICHEHHE 3a BKJIFOUBAHETO HA AITCPHATUBCH BUJ] U3CJICABAHC,

- o0CHKIIaHe Ha MPUHOCA, KOMTO JaJICHO U3CIICIBAHE, IPOBEICHO MPEAH
M3CIIeABAHMATA, U3BBPIICHNA B ChOTBETCTBHUE C JIoOpaTa 1abopaTopHa MpaKTHKa
(JIJTIT), onpenenena B Jlupektuna 2004/10/EO, moke 1a ©Ma 3a IsUIOCTHATA OIICHKA

Ha pUCKa.
Bceekn noknan oT u3ciieiBaHe BKIIIOYBA:
—  KOIHE Ha IJIaHa 32 U3CJeBaHeTo (IIPOTOKO);

- 3ajABJICHHUEC 3a CbOTBCTCTBUC C I[o6paTa na60paTopHa IMMpaKTUKa, KbACTO TOBA €

MIPUIOKHUMO;
— OIMCaHME Ha U3MOJI3BaHUTE METO/IH, allapaTrypa U MaTepualy;

— OIIMCaHKE U 00OCHOBKA HA CHCTEMaTa 3a TCCTBAHC,
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- JOCTaTb4YHO HO,Z[pO6HO OIMMMCAHUC HA MOJTYUYCHUTC PE3YyJITaTU, KOCTO Aa MO3BOJIN
PE3YITATUTE [Ia 6'bIIaT KPUTHYHO OLUCHCHH, HC3AaBUCUMO OT THJIKYBAHCTO UM OT

aBTOpa;
— CTaTUCTUYECKHU aHallU3 Ha Pe3yJITaTuTe, KOrato € yMecTHO;

— 00CBHXK/IaHe Ha Pe3yITaTUTe, IPUAPYKEHO OT KOMEHTapH 3a HaOJII01aBaHUTE U

HeHa0II0/ITaBaHUTE HUBA HA €(DEKT U 33 BCIKAKBH HEOOWYAHN KOHCTATAIIHH,

- l'IOI[pO6HO OIIMCaHHEC U Saﬂ’bHGO‘ICHO O6C'B}K,I[aHe Ha pE3YyITAaTUTE OT U3CIICABAHETO
Ha HpO(l)I/IJ'Ia Ha 0e30IMacHOCT Ha aKTUBHOTO BCIIECCTBO U OTHOILICHUETO MY KbM
H3CJICABAHCTO HA MOTCHIUAIHUSA PUCK, KOHTO OCTaThYHHUTE KOJINMICCTBA

MMpeaACTaBJIABAT 3a XOoparta.
b. TecToBe 3a OCTATHUHU KOJIUYESCTBA

I''TABA 1
I[TPOBEXJIAHE HA TECTOBETE

1. BnBenenue

3a 1esnTe Ha HaCcTOSIIOTO NMPHIIOKEHHE ce Mmpuiiarar omnpeenenusta ot Pernament (EMO)

No 2377/90 na CoBetal.

I/I3CJ'IC)1BaHCTO Ha U34YCPNBAHCTO HA OCTATHBYHUTC KOJIUYCCTBA OT SAJJIMBUTC ThbKAaHU UJIN
ﬂﬁHaTa, MIIAKOTO U M€J1a OT TPETUPAHHU ) KUBOTHH, UMaA 3a LCIT J1a ONIPEACIIN IPU KaKBU
YCJIOBUA U A0 KaKBa CTCIICH OCTATBbYHUTC KOJIMUCCTBA MOr'aT Aa C€ 3aAbprKaT B XpPaHUTCE,
MMPOU3BCACHU OT TC3U ) KUBOTHHU. OcBeH TOBa H3CJICABaHUATA TO3BOJISIBAT OIPCACIAHETO HA

KAapEHTEH CPOK.

1 OB L 224,2.4.1990 r., ctp. 1.
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[Tpu BeTepuHapHU JIEKaPCTBEHH NMPOIYKTH, IPEIHA3HAUYEHH 32 YIOTpeOa OT )KUBOTHH, OT

KOUTO CC MMPOU3BCIKIAA XpaHa, IOKYMCHTAUATA 3a OCTATbYHUTC KOJIMYCCTBA ITOKAa3Ba:

1) A0 KaKBa CTCIICH U KOJIKO ABJII'O OCTaAThbYHUTEC KOJIUYCCTBA OT BETCPHUHAPHUSA
JICKApCTBEH MPOAYKT UJIN HCTOBUTEC METa0OIMTH OCTaBaT B SOJIUBUTC ThbKaHU Ha

TPETUPAHOTO KMUBOTHO HUJIM B MJIAKOTO, ﬂﬁHaTa /1 MCla, MMOJIYYCHH OT TAX,

2)  d4e3ajaace n30erHe BCAKAKHB PUCK 32 3PABETO HA OTPEOUTENS HA XPAaHU OT
TPETUPAHU )KUBOTHHU, WIIU JIa CE€ IPEIOTBPATAT MPOOIEMHUTE MPH MPOMUIIITICHATA
npepaboTKa Ha XpaHH, € Bb3MOXKHO JIa C€ YCTAHOBST PEATUCTHYHU KapEHTHH

CPOKOBEC, KOUTO MOrat Aa CC CIia3Bat IIPU MPAKTUICCKUTE YCIIOBHA HAa OTIJICIKAAHEC,

3)  de aHaTUTUYHUAT(UTE) METO(M), U3MOJI3BaH (M) MPU U3CIICIBAHETO HA N3UEPIIBAHETO
Ha OCTaThYHUTE KOJUYECTBA, €/Ca IOCTaThYHO BaJIUAUpaH(M), 3a J1a ch3aane(ar)
HY’)KHAaTa YBEPEHOCT, Y€ MPEI0CTaABeHUTE JaHHH OTHOCHO OCTAaThbYHUTE KOJIUYECTBA

ca MoAXOo/sIIIa OCHOBA 332 KAPCHTEH CPOK.
2. Metab0sM3bM U KHHETHKA Ha OCTaThYHUTE KOJTHMYECTBA
2.1. dapmakokuHEeTHKA (a0COpOIHs, pa3npocTpaHeHne, METa00IU3bM, OTACIISTHE)

Hpe,[[CTaBH CC PE3IOMC Ha (bapMaKOKI/IHCTI/ILIHI/ITC JaHHHU C B3aMMHH I1030BaBaHUA Ha
@apMaKOKHHCTI/I‘IHI/ITG H3CJICABaHWA BbPXY BUJOBETC )KUBOTHHU, 3a KOUTO € NPCIHA3HAUYCH
MNpOAYKTHT, HPCACTABCHU B 4aCT 4. He ce Hamara OpeACTaBAHE HA UAJTOCTHUA JOKJIAJd OT

MU3CJICABAHETO.
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2.2.

[enta Ha hapMaKOKMHETHYHUTE U3CIICIBAHUS IO OTHOILIIEHUE Ha OCTATHYHUTE KOJTHMYECTBA
OT BETEpUHAPHH JICKAPCTBEHM MTPOAYKTH € Ja CE HAIIPaBH OLIEHKA Ha abcopOusTa,
pasnpoCcTpaHeHUETo, MeTab0IM3Ma U OTACNISHETO Ha IPOAYKTa TP BUIOBETE KUBOTHH, 3a

KOHWTO € MPpE€AHA3HAYCH IIPOAYKTBHT.

KpaliHuAT npoayKT WK Ipenapar cbC CPaBHUMHU C KPAWHUSA IPOLYKT XapaKTEPUCTUKH OT
rJIe/IHa TOYKAa Ha OMOHAJIMYHOCTTA, CE MPHJIara BbpXy BUIOBETE KUBOTHH, 32 KOUTO €

npe€aHa3HauCH IMPOAYKTHT, B MAKCHUMaAIHATa IPEIopbyadHa 103a.

Karo ce B3eme npeaBua METOABT Ha MPUIIOKEHHE, CE OMUCBA ISUIOCTHO CTENEHTa Ha
abcopOuus Ha BETEpUHAPHHUS JIEKAPCTBEH MPOAYKT. AKO € JOKa3aHO, Y& OPraHUYHOTO
abcopOupaHe Ha MPOIYKTHU 32 JIOKATHO MMPHJIOKEHHUE € HE3HAYUTEIHO, HEe Ce M3UCKBAT T10-

HaTaTbIIHHU HU3CJICABAHUA 3a OCTATBYHUTC KOJIHNYCCTBA.

Omnmucsa ce pasnpoOCTPpaHCHUETO Ha BETCPUHAPHUSA JICKAPCTBCH NPOAYKT 3a BUJld ) KUBOTHO,
3a KOUTO € MpeaHa3sHa4YCH IMPOAYKTHT, B3€MAT CC O] BHUMAHUEC Bb3MOKHOCTTA 3a
CBBP3BAHC HA IJIa3Ma U IPOTCHUH UJIK 3a MIPEMHUHABAHC B MJISIKOTO UJIU ﬂﬁHaTa u

HAaTPYyIBAaHETO Ha J'II/IHO(bI/IJ'IHI/I CbCTaBKH.

Omnmucsar ce I'bTUIATA 3a OTACIIAHE HA MPOAYKTA OT BUAA )KUBOTHO, 34 KOCTO €

MpeAHa3HauYeH MPOIYKTHT. | TaBHUTE METa0O0JIUTH e UACHTU(UIIMPAT U OXapaKTePU3HpPaT.
N3uepnBane HAa OCTaTHYHUTE KOJIMYECTBA

]_IGJ'ITa Ha TE3U U3CJICABAHWA, KOUTO U3MEPBAT CKOPOCTTA, C KOATO CC U3UCPIIBAT
OCTATHYHHUTC KOJIMYCCTBA BB BU/JId JKUBOTHO, 3a KOCTO € IPCAHA3HAUCH NMPOAYKTDHT, CIIC
MOCJICAHOTO IIpUJIaraHe Ha JICKApCTBCHUSA ITPOAYKT, € 1a CC ITO3BOJIN OIIPEACIIAHETO Ha

KapeHTHU CPOKOBE.
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JloctaTbueH Opoil MBTH ClIe]] KaTO KUBOTHUTE, TIOJVIOKEHH Ha TECT, Ca MOTYUIIN
MOCJEHATa 1034 OT BETEPUHAPHUSI JIEKAPCTBEH NPOIYKT, HUIMYHUTE OCTAaThYHU
KOJIMYECTBA CE€ OMPEAEHAT Ype3 BATUIUPAHN AaHATUTUYHU METOJIH; OMTPEIEIIST Ce
TEXHUYECKHUTE TPOLENYPH, KAKTO U CUTYPHOCTTA U YYBCTBUTEIIHOCTTA HA U3TIOJI3BAHUTE

METO/IH.
3. AHanuTtunueH MCTO/ PN OCTATBYHUTC KOJIMYCCTBA

AHanmuTHuHUAT(UTE) METOI(M), U3MOJI3BaH (M) MPU U3CIIeIBaHEeTO(UATA) HA N3UYEPITIBAHETO

Ha OCTaThYHUTE KOJUYECTBA U HETOBOTO(MTE) BaMAupaHe(Hs) € ONUCBAT MOAPOOHO.
Onucear ce CIeTHUTE XapaKTePUCTUKH:

— CHETM(PUIHOCT,

— aKypaTHOCT,

—  TOYHOCT,

—  TIpaHWIA HAa OTKPUBAHE,

—  KOJIMYECTBEHA I'PaHUIIA,

—  MPaKTUYHOCT U MPUIOKUMOCT IIPU HOPMaIHHU TabOPaTOPHU YCIOBHS,

—  TOJATIWBOCT Ha BIUSHMUS,

- CcTaOMITHOCT Ha CHAbPKAIUTE C€ OCTATHYHU KOJIMYCCTBA.
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OO00CHOBAHOCTTA Ha U3MOJ3BAHETO HA MNPCAJIOKCHUSA aHAIUTUYCH MCTO CC OILICHSBA B
CBCTJIMHATAa HAa HUBOTO HAa HAYYHUTC U TCXHUYCCKUTC ITO3HAHWA KbM MOMCHTA Ha

IoaaBaHE Ha 3as1BJICHUCTO.
AHaITUTHYHHAT METOJ C€a MPEACTABA B MCXKAYHAPOAHO JOTOBOPECH (bOpMaT.

I''TIABA 11
INPEACTABSAHE HA JTAHHUTE U JOKYMEHTUTE

1. Nnentudukanys Ha MpoIyKTa

Berepunapuust(ute) nekapcTBeH (1) NPOIyKT(1), U3MOI3BaH(1) IO BpEME Ha TECTa, Ce

uAeHTUGUIHIPA(T), KaTO CE MOCOYBAT:
— CbCTaBBT,

— (I)I/ISI/ILIHI/ITG U XUMHWYHUTC (HeﬁCTBHe n tlI/ICTOTa) pe3yiaTaTu OT TECTOBETC 3a

ChOTBETHaTa(MTE) MapTUAa(H),
—  uaeHTUUKAIMS HA TAPTH/ATA,
- BpB3Ka C KpauHUs IPOIYKT,
— crienn(puYHa aKTUBHOCT U U30TOIHA YHCTOTA HA OEJIsI3aHUTE BEIleCTBa,

- IIO3HIIMA Ha OclsI3aHUTE aTOMU B MOJICKYJIaTa.
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I[OCI/IGTO 3a TECTA 3a OCTAaThb4YHHU KOJIMYCCTBA BKIIIOYBA:
- a36yqu CIIMCHK Ha BCUYKHU HU3CIICABAHN, BKIIFOYCHHU B JOCHUECTO,

- 3a4BJICHUC B IIOTBHPXKICHNUE HA TOBA, Y€ BCUYKU JaHHU, 6J'IaFOHpI/I$ITHI/I W1
He6HaFOHpI/IHTHI/I, HN3BCCTHU HA 3asBUTCIIA IIPH ITOJaBaHC HA 3ai4BJICHHUETO, Ca

BKJIIOYEHH B JJOCHUETO;
- 000CHOBKa 3a MPOMYCKAHETO Ha OMpeesieH BU H3CIICBAHE;
- 00sICHEHHE 3a BKIIFOYBAHETO HA aJITEPHATHBEH BUJ] U3CIICBAHC;

— 00CBHIK/IaHEe HAa TPUHOCA, KOWTO J]aJICHO U3CIIeIBAHE, TIPOBEICHO MPEIH
W3CIIe/IBAHMATA, ChOOPA3eHU C 100paTa 1abopaTopHa NMPAKTHKA, MOXKE J1a UMa 3a

ISUTOCTHATA OIICHKA Ha PUCKA;
—  TPEUIOKEHUE 32 KAPSHTEH CPOK.

Bceku pokian ot u3cieBaHe BKIIOYBA:
— KOIIHE Ha IJIaHa 33 U3CJIeIBAHETO (ITPOTOKON);

—  3asBIICHHE 33 ChOTBETCTBHUE C JOOpaTa 1abopaTopHa MPaKTHUKA, KBETO TOBA €

MMPUITOKUMO,
- OIMMCAHUC Ha U3IOJI3BBAHUTC MCTOH, allapaTypa U MaTCpHUaJIn;

- JOCTaTb4YHO HOHpO6HO OIMMCAHUEC HA MOJTYUCHUTC PE3YJITAaTH, KOCTO J1a ITO3BOJIN
PE3YITATUTE 11a 6’B)IaT KPUTUYHO OLUCHCHW, HE3AaBUCUMO OT THBJIIKYBAHCTO UM OT

aBTOpA,
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—  CTAaTHUCTHYECKHU aHAJIM3 Ha PE3YJITAaTHTE, KOTaTo € YMECTHO;
— 00CHKIIaHE Ha PE3YJITATUTE;

- 0OEKTHUBHO O6C"b)KI[aHe Ha IIOJYUYCHUTE PE3YJITAaTU U BHACAHC HA MPEATIOKCHUA
OTHOCHO KapC€HTHHUTE CPOKOBE, HeO6XOI[I/IMI/I, 3a J1a C€ rapaHTupa, 4€ B XpaHUTE,
IMMOJIYYCHHU OT TPECTUPAHU )KUBOTHU, HAMA OCTATBbYHH KOJIMYCCTBA, KOUTO ouxa

AOBCJIM OO PHUCK 3a HOTp€6I/ITCJII/IT€.

YACT 4
IMPEAKJIMHUYHN 1 KIIMHWUYHU U3ITMTBAHUA

I[aHHI/ITe U JOKYMCHTUTEC, KOUTO CBIIPOBOXKIAAT 3a4BJICHHATA 3a Pa3pCIICHUA 3a ThPIrOBUA
chIiIacHo wieH 12, maparpad 3, OykBa if), TpETO TUPE, CE MPEACTABIT CHIITACHO

HU3UCKBAHUATA ITO-A0JTY.

I''TABA 1
[MPEAKIIMHNYHU U3NCKBAHUA

[IpenxnMHUYHNUTE W3CIIEABAHUS CE U3UCKBAT, 32 JIa Ce orpeesu hapMaKkoIOTHIHAaTa

AKTUBHOCT U IIOHOCUMOCTTA KbM IIPOAYKTA.

A. dapmakosorus

A.l. dapmakoaHAMUKA
Omnpenensr ce XxapakTepUCTUKUTE Ha (hapMaKOJUHAMUYHUTE €(PEKTH Ha AaKTUBHOTO(UTE)
BELIECTBO(0), BKIIFOUEHO(M) BbB BETEPUHAPHHUS JIEKAPCTBEH MPOIYKT.
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[IppBO, MEXaHU3MBT Ha JieiicTBHE U (PapMaKOJIOTHUYHUTE €(PEKTH, BbPXY KOHTO Ce
OCHOBaBa IPENOPBHYAHOTO NPUJIATAHE HA [IPAKTUKA, CE OIMCBAT 110 MOAXO/AI HAYHH.
Pesynrarure ce u3passBaT KOJIMYECTBEHO (M3MOI3BaNKK, HAIpUMeEp, KPHUBa 3a /1032 U
edekT, KpuBa 3a BpeMe U eeKT U APYru) U, KOraTo € Bb3MOXKHO, B CPaBHEHHUE C BEIIECTBO,
YHUATO aKTUBHOCT € 100pe m3BecTHa. KoraTo ce n3nckBa 1mo-Bucoka ehukacHocT 3a

AKTUBHO BCUICCTBO, pa3jiIMKaTa CC JOKa3Ba U CC IIOKa3Ba, Y€ € CTATUCTUUCCKU 3HAYHMA.

BTOpO, JaBa CC II'bJIHA (bapMaKOJ'IOl"I/I‘IHa OIICHKA Ha aKTUBHOTO BEIIECTBO, KAaTO CC IIpaBU
I1030BaBaHEC HAa Bb3MOXXHOCTHUTEC 3a HAJIMYKWEC HA BTOPUYHU (bapMaKOJ'IOFI/I‘IHI/I e(beKTI/I. ITo

MPUHIUI C€ U3CIIeABAT €PEKTUTE BbPXY OCHOBHUTE TEJIECHU (PYHKIIUH.

PascnenBa ce ehekThT OT ApyruTe XapaKTePUCTHKH HA MTPOIYKTHTE (KaTO HAYMHA HA
MIPUJIOKEHUE WM IPUTOTBSIHE) BHPXY (papMaKOoJIOTUYHATA AKTUBHOCT Ha aKTUBHOTO

BCIICCTBO.

W3cnenpanusara ca IMO-UHTCH3MBHH, KOraTo IperopbyaHaTa n0o3a € 0113KO0 J0 ao3ara,

KOATO € Bb3MOXHO Aa IMMPCAN3BUKA HEKCIIaAaHN PCAKIIHHU.

EKCHepI/IMeHTaHHI/ITC TCXHUKH, OCBCH AKO HC Ca CTaHAAPTHU IIPpOUCAYypH, CC OITUCBAT
TOJIKOBa HOI[pO6HO, 4cC aa MMO3BOJIAT Ja 6’bﬂaT BB3IPOU3BCACHU, U U3CIICAOBATCIIAT
YCTaHOBsABA TAXHATa BAJIUAHOCT. EKCHepI/IMeHTaJ'IHI/ITC PE3YITATU CC U3JIarat siCHO U, 3a

OIPEACIICHU BUAOBE TCCTOBE, CC IUTUPA TAXHATA CTATUCTHUYCCKA 3HAYUMOCT.
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A2.

OcBeH ako He ca MOCOYeHU JO0OpU OCHOBAHUS 32 00PaTHOTO, BCIKAKBA KOJTHMYECTBEHA
MIPOMSIHA Ha PEAKIMH B PE3yJTaT OT MOBTOPHO MpHUiIaraHe Ha BEIMECTBOTO, CHIIO Ce

HU3CJacaBa.

OukcupaHnuTe KOMOMHALIMK MOTAT J1a ce MoJyYar Ha (hapMaKoJOTHYHa OCHOBA WUJIH Upe3
KIMHUYHY WHAMKAaNWU. B mbpBus ciiydail papmakoquHaMUYHH W/WIK HapMaKOKUHETUIHU
n3cieABaHMs 10Ka3BaT T€3U B3aUMOJICHCTBUS, KOUTO MOTaT Jla HalpaBaT camaTa
KOMOMHaIMsI 3HauMMa 3a KJIMHU4YHA yroTpeba. BB BTOpHs ciiyyail, Korato HaydHa
000CHOBKa 3a JIeKapCcTBEHAa KOMOMHAIUS Ce ThPCH Ype3 NMPOBEKIAHE HA KIMHUYHU
eKCIIEpUMEHTH, U3CIIEIBAHUATA OTPEACTIAT Jalld OYaKBaHUTE €(PEKTH OT KOMOMHAIHUATA
Morar j1a ObJ1aT J0Ka3aH! MPH )KUBOTHHU U, Hall-MaJIKOTO, C€ MPOBEPsIBa 3HAUEHUETO Ha
BCsKA HEXKeJaHa peakius. AKoO KOMOMHAIMATA BKJIFOUYBA HOBO aKTHUBHO BEIIECTBO, TS €

Ouia Mo/IokKeHa Ha 3a1bJI00YEHO MTPOyYBaHe.
PasButHe Ha pe3UCTEHTHOCT

3a BeTepUHApHUTE JIEKAPCTBEHU IPOAYKTHU CE HaJjlara MpeoCTaBsIHETO Ha IaHHU OTHOCHO
MOTEHIMAIHAaTa MOsIBa HA YCTOMYMBU OPraHU3MH OT KJIMHUYHO 3HaY€HUE, KOraTo ToBa
Obae yMecTHO. B Tazu Bpb3ka MeXaHU3MBT Ha Pa3BUTHE HA MTOJ00HA PE3UCTEHTHOCT € OT
0co0eHO 3HavYeHue. 3asiBUTEIIAT Mpeiara MEpKH 3a OrpaHUYaBaHe Pa3BUTHUETO HA

PE3UCTEHTHOCT, CBbpP3aHa C NMpeABUACHATa yIIoTpeda Ha BETEpUHAPHUS JIEKapCTBEH

MPOJYKT.

Koraro ToBa e YMECTHO, C€ U3BBPIIBAT B3AUMHHU IIO30BABAHUA HAa JAHHUTC, IOCOUCHU B

qacT 3.
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A3. dapMaKOKMHETHKA

B koHTekcTa Ha OlleHKaTa Ha KIMHUYHATA O€30MAaCHOCT U €(PUKACHOCT Ha BETEPUHAPHUS
JIEKapCTBEH MPOAYKT C€ U3UCKBAT OCHOBHU (PapMAaKOKMHETUYHU JAHHU OTHOCHO HOBOTO

AKTUBHO B€HICCTBO.

]_IGJII/ITC Ha (bapMaKOKI/IHCTI/I‘-IHI/ITe H3CJICABaHUs ITPU BUAOBCTC JKUBOTHH, 3d KOUTO €

npeaHasHaueH MPOAYKTHT, MOTaT fa ObJaT pa3feiieHu Ha TP OCHOBHH 00JIacTu:
1)  omnucarenHa papMaKOKMHETHKA, BOJIEILA 10 OIPEIEISTHETO HA OCHOBHM [TapaMeTpH;

11) H3II0JI3BAHC HA TC3U ITAPAMETPHU 34 U3CJIICABAHEC BPpb3KaATa MCKAY PCKHUMa Ha
AO3UPOBKaA, IJIa3MaTa U TbKaHHaTa KOHIUCHTPAalHd BbB BPEMCTO U

(bapMaKOJ'IOFI/I‘-IHI/ITe, TCPANCBTUYHUTEC NI TOKCUIHUTC e(i)CKTI/I;

ll) chIOCTaBAHE Ha KWHETHKATA MEXKAY OTACTHUTE BUAOBETE KUBOTHH, 32 KOUTO €
[IpeAHa3HaYeH IPOAYKTHT U Pa3TIIekKIAHE HA Bb3MOXKHUTE MEXKIYBUIOBU pa3Inyus,
KOUTO MMaT OTpa)keHHE BbPXY 0€30IaCHOCTTAa Ha BUJIOBETE KUBOTHH, 32 KOUTO €
npeaHasHaueH MPOJAYKTHT, U e(UKACHOCTTA Ha BETEPUHAPHUS JICKAPCTBEH MPOIYKT,

KbACTO TOBA 6’5,[[6 YMECTHO.

IIpu BugoBeTE KUBOTHH, 32 KOUTO € MpeHa3HauYeH MPOAYKTHT, (PapMaKOKUHETUYHHUTE
n3cIeABaHMs ca, 1o MPaBulo, HEOOXOAUMO JIOIbJIHEHUE HA (DapMaKOAUHAMUYHUTE
H3CJICABAHW B IIOAKPCIIa YCTAHOBABAHCTO HA e(l)eKTI/IBHI/I PEKUMHN HA JO3UPAHEC (HaLII/IH n
MSCTO Ha IPHJIOKEHUE, 1033, MHTEPBAJ Ha JI03UpaHe, Opoi mpriiaranus u ap.). Be3mMoxkHO
€ Jla ce TIOMCKa MPOBEXKAAHETO Ha JIOMBIHUTENIHU (PapMaKOKMHETUYHHU M3CIIEIBAHUS C
OIJIe]l yCTaHOBSIBAHETO HA PEKMMU Ha JI03UPAHE B CbOTBETCTBUE C ONPENEIEHU

IMPOMCHJIMBHU Ha IOITyJlanuAaTa.

Koraro (papMaKOKI/IHeTI/I‘-IHI/ITe n3CjIicaABaHus Ca MpEACTABCHU B 4acCT 3, KBM TAX MOrar aa

CC MPAaBAIAT B3aMMHU MPCIIPATKH.
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B ciydaii Ha HOBM KOMOMHAIIMM OT MO3HATH BEILIECTBA, KOMTO Ca M3CJICABAHU B
CBHOTBETCTBHUE C PA3MOPEIOUTE HA HACTOSINATA TUPEKTUBA, (PapMaKOKMHETHYHUTE
u3cieBaHus Ha GUKCHpaHa KOMOMHAIMS HE Ce U3HUCKBAT, aKO MOXe Jja ce 000CHOBE, ue
IPENMCBAHETO HAa aKTUBHUTE BELIECTBA KAaTO (PMKCHpaHa KOMOMHALMS HE IPOMEHS

TEeXHUTE (PApMAKOKMHETHYHH CBOICTBA.

HpOBe)K,[[aT CC€ CbOTBCTHH H3CJICIBAHUA 3a GI/IOHaJII/I‘-IHOCT, 3a J1a CC YyCTAaHOBU

OMOEKBHUBAJIEHTHOCTTA:

— KOrarTo ce cpaBHsBa peQopMyIUpaH BETEPUHAPEH JIEKAPCTBEH MPOAYKT ChC

ChILECTBYBAILL;

- KoraTo ToBa € HGO6XOIII/IMO 3a CPpaBHABAHCTO HA HOB MCTO/] UJIM HAYWH Ha

IMPUIIOKCHUC C BCUYC YCTAHOBCH TAKHB.
ITonocumoct IIprU BUAOBETC )KUBOTHU, 3d KOUTO € MMPCAHA3HAYUCH ITPOAYKTHT

[Ipu BuOBETE )KUBOTHU, 3a KOUTO € MIPEIHA3HAYEH NPOAYKTHT, C€ pa3ciieBa JIOKaIHaTa U
OpraHMYHaTa IOHOCUMOCT KbM BETEPUHAPHUS JIEKapCTBEH NpoAyKT. Llenra Ha Te3u
U3CJIe/IBaHU € 1a ce XapaKTepu3upaT IpU3HALUTE HAa HETOHOCUMOCT U J1a Ce ONpeein
aJIeKBaTeH TOJIEPAHC Ha OE30MacCHOCT, KaTo e M3M0I3Ba(T) MpenopbYaHUAT(UTe) HAUMH (1)
Ha npusokeHue. ToBa MOXe J1a ce MOCTUTHE Ype3 YBEINYaBaHETO Ha TepaneBTUYHATA
7103a U/UJIK TPOABIDKUTEIHOCTTA Ha JieueHneTo. JIoKIaabT 3a U3NUTBAHUATA ChABPKa
oIpOOHOCTH 32 BCUYKU OYaKBaHU (DapMaKOJIOTMYHU €PEKTH U 3@ BCUHUKH HEXeJlaH!

peaKknuu.
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I''TIABA 11
KIIMHNYHU N3MCKBAHUA

OO01mM NPUHIAITH

I_IenTa Ha KIMHUYHUTEC U3NHUTBAHUA € 1a CC JOKaXE HUJIM IIOTBBPAU e(beKT’BT oT
BCTCPUHAPHUSA JICKAPCTBCH IMPOAYKT CJICI pUJIarane rnmpu nNpeajoXKCHus pCKuM Ha
AO3UPOBKaA IT10 MPCAJIOKCHUSA HAUYUH Ha MMPUIIOKCHUC U J1a CC ONPCACIIAT HCTOBUTC
IIOKa3aHHUs U IIPOTHBOIIOKA3aHUsA ChIJIACHO BUAOBETE, Bb3pacCTTa, IIopoJgara M 1oJia,
YKa3zaHusTa 3a YHOTpe6aTa MY, KaKTO 1 BCJIKAaKBHU HCXKCEJIAaHU PCAaKIIUH, KOUTO TO3HU

MPOJIYKT MOXE J]a UMa.

EKCHepI/IMeHTaHHHTC JaHHHU CC MOTBBbPIKAAaBaT C AaHHH, ITIOJTYYCHU IIPHU HOPpMAJIHHA

TCPCHHU YCJIIOBUA.

OcBeH ako € 000CHOBAaHO, KIIMHUYHU U3MUTBAHUS C€ MPOBEXKAAT C KOHTPOJIHU KUBOTHU
(KOHTPOJIHM KIIMHUYHU U3NUTBaHUs). Pe3ynraTure, momydeHd OTHOCHO €(pUKACHOCTTa Ha
IIPOAYKTA, ClIe/Ba 1a ObAaT CPAaBHEHU C T€3H OT BUJOBETE JKUBOTHHU, 3a KOUTO €
IIpeAHa3Ha4YeH IPOLYKTHT, KOUTO Ca IIPUEIIM BETEPUHAPEH JIEKAPCTBEH IIPOIYKT,
paspernieH oT OOLIHOCTTA 3a ChUIUTE OKAa3aHUA 3a yoTpeOa MpH ChIIUTE BUAOBE
KUBOTHH, 32 KOUTO € MpeJHa3HAYEH IPOAYKTHT, WJIK KOUTO ca MOJIYYHIN IU1a1edo ni He
ca Ouiu TpeThpaHu. Bcuuku nonydyeHu pe3yaTaTH, MOJI0KUTETHN U OTPULIATETHH, Ce

JOKJIaaBar.

YCcTaHOBEHUTE CTATUCTHYECKHU MPUHIUIIN C€ UBIIOJI3BAT MPHU ONPCACIAHEC 3a KOHLCIIIUATA
Ha IMPOTOKOJIA, aHAJIN3a U OLICHKATA Ha KIIMHUYHUTC U3IIMTBAHUS, OCBCH dKO HC €

000CHOBAHO.
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[Tpu BeTepuHapeH JeKapCTBEH MPOIYKT, IPeIHA3HAUYEH MPEAUMHO 3a yIoTpeda KaTo

CTUMYJIAaHT Ha MIPOU3BOJUTEIHOCTTA, CIICIIMATHO BHUMAaHUE CEe OT/EIS Ha:
1)  mpou3BOACTBOTO HA JKUBOTMHCKU MPOAYKTH,

2) Ka4u€CTBOTO HA JXUBOTUHCKHUTEC ITPOAYKTHU (OpFaHOHCHTI/ILIHO, XPaHUTCIIHO, XUTHUCHHO

Y TEXHOJIOTUYHO KAYECTBO),

3)  xpanuTenHa e(EKTUBHOCT U PAaCTEX Ha BUAOBETE KUBOTHH, 32 KOUTO €

npe€aHa3HauCH IMPOAYKTHT,
4) O6H_I 3ApPAaBCH CTATYC HAa BUAOBCTEC ) KUBOTHH, 3a KOUTO € IIPEAHA3ZHAYCH IPOAYKTBT.
HpOBe)KI[aHe Ha KJIIMHHUYHU U3 TBAHUA

Bcuukn BCTCPUHAPHU KIIMHUYHU U3IIUTBAHWA CC ITPOBECIKAAT B CbOTBETCTBUC C HOI{pO6€H

IIPOTOKOJI 3a UBITUTBAHCTO.

OcBeH ako He € 000CHOBAHO APpYyro, KIIMHUYHUTC TCPCHHU U3IIUTBAHUS CC U3BBPIIBAT B

CbOTBCTCTBUC C YCTAHOBCHUTEC NPUHLIMUIIN 34 Il06pa KIIMHUYHA IMPAaKTHUKaA.

Hpe)m Ha4YaJIOTO Ha BCAKO TCPCHHO U3IMUTBAHC CC IIOJYy4YaBa U JOKYMCHTHUPA
HH(bOpMHpaHOTO chIJIacue Ha COOCTBEHHKA Ha JKHUBOTHHUTC, KOUTO IIIC 6’L,Z[aT H3I10JI3BaAHHU B
HU3IKUTBAHETO. HO—CHGI_II/IaJ'IHO, COOCTBEHHMKBT Ha JKMBOTHHUTE CE I/IH(i)OpMI/Ipa B MIMCMCH BU/I
3a NOCJICAUIUTE OT YHAaCTUCTO B UBITMTBAHCTO BHPXY MOCIICABAIIOTO IIPEMAXBAHEC HA
TPETUPAHUTEC )KUBOTHHU WJIX 3a IMOJIY4aBaHCTO HA XpaHW OT TPECTUPAHU ) KNUBOTHU. Komme ot
TOBa U3BCCTHUC C ITOAINC U JaTa OT COOCTBEHMKA HA JKHBOTHOTO CE rnpujara KbM

AOKYMCHTAaIUATA 3a U3IIUTBAHCTO.
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OcBeH ako TCPCHHOTO U3MUTBAHC HC CC MMPOBCKAA HA CJIAIIO, pa3n0pe,u6I/ITe Ha 4JICHOBC

55, 56 u 57 ce npunaraT 1o aHAJIOIHs 3a €TUKETa Ha Mpernapara, IpeJHa3HauyeH 3a

ynotpe0a mpu BeTepUHAPHU TEPEHHU U3MUTBAaHUSA. BbB BCHUKH ciyyan, 0003HAYEHUETO

,,CaMo 3a yrnorpeda Npu TEPeHHU BETEPUHAPHU U3MUTBAHUSA " CE MTOCTABS 110 BUAUM U

HCU3TPUBACM HAYMWH BbPXY CTHKETA.

I'JTABA 1II
JAHHU 1 JOKYMEHTU

HOCI/IGTO 3a e(bI/IKaCHOCTTa BKJIIOYBa Is1j1aTa MPECAKIMHUYHA U KIIMHUYHAa JOKYMCHTalUsA

n/unmn pe3yiaTaT OT UBIMUTBAHUATA, 6HaFOHpI/I$ITHI/I HJIN H€6HaFOHpI/I$[THI/I 3a

BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH, 3a Jda C€ Cb3aAC Bb3MOXKHOCT 3a U3IOTBAHC Ha

00eKTHBHA Os1JI0CTHA OLCHKA Ha CbOTHOIICHUCTO pI/ICK/l'IOJ'Ba 3a [IPpOAYKTa.

1. PSSYJ'ITaTI/I OT IPCAKIIMHUYHUTC U3ITUTBAHUS

Koraro e BB3MOKHO, CC IaBaT JaHHHU 3a PE3YJITATUTC OT:

a)  TEeCTOBE, JOKa3BallH (papMaKOJIOTHUYHUTE ICHCTBUS;

06) TtecroBe, 10Ka3BalM (papMaKOAMHAMUYHUTE MEXaHU3MHU, KOUTO Ca B OCHOBAaTa Ha
TepaneBTUYHUS e(EeKT;

B)  TECTOBE, JOKa3Balll OCHOBHUS (papMaKOKHMHETUYEH MPOQUII;

I)  TEeCTOBe, JoKa3Bally 0€30MacHOCTTA Ha BHJIa )KUBOTHO, 3@ KOWTO € MpeHa3HaueH
MPOAYKTHT;

1)  TECTOBE 3a U3CJIEeBAaHE HA PE3UCTEHTHOCTTA.
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AKO BB3HHKHAT HEOYaKBaHHU pe3yiaTaT MO BPEMC Ha TECTOBETC, TOBA CJIC/ABA /1a CC OIMUIIIC

1101po0HO.
JIOBITHUTEITHO CE MPEOCTABST CICTHUTE JAHHU 32 BCHYKH MPEAKINHIYHU H3CIICABAHUS:
a)  pe3romMe;

0) moapoOeH MPOTOKOJ OT eKCIIEPUMEHTA, OMUCBAII U3TI0JI3BAHUTE METOIH, araparypa
Y MaTepUaH, OJAPOOHOCTH KaTo BHIOBE, BH3PACT, TETJIO, MOJ, OO, mopoa 1itu
11aM KUBOTHH, UICHTU(PHUKAIUS Ha )KUBOTHUTE, 1033, HAUMH U CXeMa Ha

MIPUJIOKEHUE Ha JIEKapCTBOTO;
B)  CTaTUCTHUYECKHU aHAJHU3 HA PE3YJITATUTE, KOTaTO € YMECTHO;

r)  OOEKTHMBHO OOCHXKIAaHE HA MOJYYCHUTE PE3yATaTH, BOJCIIO O 3aKIIOYCHHUS 32

e(bI/IKaCHOCTTa 1 0€30I1aCHOCTTA Ha BCTCPUHAPHUS JICKAPCTBCH INPOAYKT.
II51HOTO UM YACTUYHOTO IIPOITYCKAHEC HA HAKOA OT TC3U JaHHU CC 000CHOBaBA.
Pe?;y.]ITaTI/I OT KJIIMHUYHUTC U3IIHNTBAHUA

Bcewuku manHu ce mpeaoCTaBAT OT BCCKU M3CJICA0BATCII HA MHAWBHUAYalIHA 6HaHKa, B
cnyqaﬁ Ha UTHAWUBUAYAJIHO TPETUPAHC, U HA KOJICKTHBHA 6J'IaHKa, B cnyqaﬁ Ha KOJICKTHUBHO

TPETUPAHE.
[IpenocraBenuTe JaHHU UMAT CIETHUS BU:
a)  uMe, ajgpec, GyHKIUS U KBaTU(pUKaLKs HA OTTOBOPHHUS U3CIIE0BaTEN,

0) MsCTO U JjaTa Ha TPETUPAHETO; UME U aJpec Ha MPUTEKATEN Ha )KUBOTHUTE;
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B)  NOAPOOHU JaHHH OT MPOTOKOJIA 32 KIMHUYHOTO M3MHUTBAHE, OMHMCBAL U3MOJI3BAHUTE
METO/H, BKIIOUUTEITHO METOUTE 32 OCUTYPSIBAHE HA CTOXACTUYHA U3BAJKA U CIIAI
€KCIIEPUMEHT, IOJIPOOHOCTH KaTo HaYMH Ha MPUJIOKEHUE, CXeMa Ha MpUIaraHe Ha
JIEKapCTBOTO, /1032, UJCHTU(PUKALMS HA U3NUTBAHUTE KUBOTHU, BUJOBE, TOPOIU WIH
IIaMOBE, BH3PacT, TEIJI0, 0J, (PU3HOIIOTUYHO CHCTOSHUE;

I)  METOJ Ha OTTJIeKIaHe M XpaHeHe Ha )KUBOTHUTE, yKa3Balll ChCTaBa Ha (hypaxka u
€CTECTBOTO U KOJIMYECTBOTO Ha BCUUKH (PyparkHU 100aBKU;

)  XPOHOJIOTHUSA Ha ciiydyas (KOJIKOTO € Bb3MOXHO MO-U34EPHaTeNHO), B TOBA YUCIIO U
MOsIBa M IPOTUYAHE Ha MEXTyBPEMEHHO TTOSIBUIIN CE OOJIECTH;

€)  JMarHo3a " U3MO0J3BaHU HAYMHU 32 TIOCTABSIHETO M;

)  KJIMHAYHH MPU3HAIM, IPU BH3MOXKHOCT B ChOTBETCTBHE C KOHBEHI[MOHATTHHUTE
KpUTEPHH;

3)  Tpenu3Ha WACHTU(UKAIM Ha IPUTOTBSIHETO HAa BETEPHUHAPHHUS JICKApCTBEH
MIPOAYKT, U3MOJI3BaH B KIMHUYHOTO U3MUTBAHE, M PE3YIATATH OT GU3NIHUTE U
XUMUYHUTE TECTOBE 3a ChOTBETHATA(UTE) MapTUAA(H);

M)  J03WPOBKA Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT, METO/, HAUMWH U YECTOTa Ha
MPUJIOKEHUE | TIPEINa3Hi MEPKH, aKO UMa, B3ETH M0 BpeMe Ha MPHJIaraHeTo
(IpOABIKUTETHOCT HA UHKEKTUPAHE U IPYTH);

i)  TPOXBIDKUTETHOCT Ha TPETHPAHE U TIEPHO]] Ha TIOCIIEABAIIO HAOIIOACHNE;
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K)  BCHYKH MOJPOOHOCTH OTHOCHO JPYTH BETEPHUHAPHH JICKAPCTBEHU MPOAYKTH, KOUTO
ca OMJIM IIpUJIaraHu 0 BPEME Ha IIEpUoJia Ha U3CIIEBaHe, IIPEAN WK 3a€/IHO C
TECTBAHUS IPOAYKT, U, B IOCIEIHUSA Clly4yail, HOAPOOHOCTH 32 BCHUKH HAOJII01aBaHU

B3aHMOJCHCTBUS;

J)  BCHYKH pe3yJITaTH OT KIMHUYHUTE U3MUTBAHUS, C II'BJIHO OIMCAHUE HA PE3YITATUTE,
OCHOBAHHU Ha KPUTEPUUTE 32 €PUKACHOCT U KPaHUTE TOYKH, ONPEACIICHH B
IIPOTOKOJIAa OT KJIMHUYHOTO U3IUTBAHE, B TOBA YKMCIIO U PE3yJITaTUTE OT

CTaTUCTHYCCKHUTEC aHaJIM3U, KbACTO TOBA € I_[eJ'IeC’BO6p33HO;

M) BCHUYKH JaHHHU 3a HCIIPCABUACHU ABJICHUA, BPDCAHU UJIM HE, 1 OT BCUYKHU MCPKHU,
B3C€TH BIIOCJICACTBUC, IPUUNHHO-CIICACTBCHATA BPb3KaTa CC U3CJICABA, aKO €

BB3MOIXKHO,
H) e(beKT BBPXY IIPOU3BOAUTCIIHOCTTA HA ) KUBOTHHUTC, KbACTO TOBA € ueneCLo6pa3Ho;

0)  edexTHu BbpXy Ka4eCTBOTO HAa XPAHUTE, MMOJyYCHH OT TPETUPAHUTE KUBOTHH, TO-
CIELMAJIHO B CIIy4ail Ha BETEPUHAPHU JICKAPCTBEHU IIPOYKTH, IIPEIHAZHAYCHH 32

H3I0JI3BAHC 3a YBCJINYABAHC HA ITPOU3BOAUTCIIHOCTTA,

l'[) 3aKJIFOYCHUEC BbB BPBb3Ka C 0e30IMacHOCTTa U e(bHKaCHOCTTa 3a BCCKH OTACJICH cnyqaﬁ
HJIM PpE3IOMCE OT I'JI€AHA TOYKa Ha 4e€CTOTaTa WK APYTH NOAXOAAIIN ITPOMCHIINBU

BEJIMYMHU B CITy9aid HA KOHKPETHO MacOBO JICUCHHE.
[TponyckaHeTo Ha eHA WM MIOBeUe OYKBU OT a) JI0 1) ce 000CHOBaBA.

HpI/ITC)KaTeJ'I}IT Ha paspClICHUCTO 3a ThbProBUA B3EMa BCUUKU HGO6XOI[I/IMI/I MCPKH, 3a Ja
rapaHTuvupa, 4€¢ OpUruHaJJHUTC JOKYMCHTHU, KOUTO MPCACTABIIIBAT OCHOBATA Ha
npeaOCTaBCHUTC NaHHH, CC Ma34T IMOHE IICT TOAWHHU, CJIC KaTO BETCPHUHAPHUAT JICKAPCTBCH

HPOJYKT BeUe He € pa3peliceH.
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ITo orHOIIEHNE HA BCEKM KIMHUYHO H3IUTBAHE, KINHUYHATE HAOIIOAEHHS ce 0000IIaBaT

B PC3IOMC HA U3IMUTBAHCTO U PE3YJITATUTC OT HCTO, KATO CC oTOensI3Ba O-CIICIHMAIHO:

a)  Opoil KOHTPOJIMPAHU U TECTBAHU KUBOTHH, TPETUPAHU UHIUBUIYATHO UIH

KOJICKTUBHO, C pa3aACICHUE B 3aBUCUMOCT OT BU I, IIOPOJda UKW IIaM, Bb3pacCT U I10JI;

6)  Opoii )KHBOTHH, OTIAHAIHU MPEABAPUTEIHO OT U3MUTBAHUATA U IPUUUHUTE 32 TOBA

OTIIa/IaHe;

B) B CIly4yail Ha KOHTPOJHU )KUBOTHH, JIaJIH:
— M3001110 HE ca OWJIM TPETUPAHH, UITH
— ca IpHeId Ianedo, uiu

— ca MpHeJH IpyT BeTepUHAPEH JIEKapCTBEH MPOIYKT, pa3pemieH B OOmHoOCTTa
3a CHIIUTE OKA3aHUs 3a YIoTpeda Mpu ChITUTE BUA0BE )KUBOTHH, 32 KOUTO €

npeaHa3sHa4YCH MPOAYKTHT, UIIN

- Ca MPHUECIIM CHIIOTO U3CJIICABAHO aKTUBHO BCUICCTBO B PA3JINYHO IPUTOTBAHC

HJINU 110 pa3JIMUCH HAYWH,
r) 4yeCTOTa Ha Ha6HIOI[aBaHI/ITe HCXKCJIIaHU PCAKIIHUU,

,[[) Ha6J'IIOI[eHI/I$I 3a ecbeKTa BBpPXY IIPOU3BOAUTCIIHOCTTA HA JKUBOTHHUTEC, KbACTO TOBA €

1enecho0pa3Ho;
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C) AaHHHU OTHOCHO TCCTBAHU KMBOTHH, 3a KOUTO MOKC 1da ChIICCTBYBA ITOBUIIICH PUCK
nopajau TaxHaTta Bb3pacT, HAYMH Ha OTIJIC)KAAHC U XPAHCHE WJIM LCJITA, 3a KOATO Ca
npe€aHa3HauC€HU, UJIN )KUBOTHHU, YUCTO (1)I/I3I/IOJ'IOFI/ILIHO HJIN ITaTOJIOTMYHO CBhCTOAHHCE,

M3HCKBA CMEIMATHO Pa3IiiexkIaHe;
)  CTATUCTHYECKA OLICHKA Ha PE3yJITaTUTE.

Haxpas, n3cienoBarenar npaBy 001U 3aKJIFOYEHUS] OTHOCHO €(pUKACHOCTTA U
0€30I1aCHOCTTa Ha BETEPUHAPHUS JIEKAPCTBEH NMPOAYKT IIPU IPEUIOKEHUTE YCIOBUS HA
ynotpeba, ¥ Mo-creuanHo BCsKakBa HHPOpMalKs, CBbp3aHa ¢ IOKa3aHus 1
IIPOTUBOIOKAa3aHUs, I03UPOBKA U Cpe/iHa IPOABILKUTEIHOCT HA TPETUPAHE U, IPU
HE00XOMMOCT, BCSIKaKBU HAOJI0IaBaHHU B3aMMOJICHCTBHS C IPYT'H BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH MU (ypaxkHU JOOABKH, a ChLIO U BCIKAKBU CIIECLUATIHU
IpeanasHu MEepKH, KOMTO TpsiOBa Ja ce B3eMar 10 BpeMe Ha TPETUPAHETO U KIMHUYHU

CHUMIITOMHU IIpU CBPpBXA03a, KOIraTo C€ Ha6JHOIIaBaT TaKHBa.

B ciyyait Ha nmpoaykTa ¢ pUKCHpaHa KOMOWHAITUS, H3CIICIOBATEIISAT CHIO MPaBU
3aKJIFOUEHHUsI OTHOCHO 0€30MacHOCTTa U e(hUKACHOCTTA HA MPOAYKTa B CPaBHEHUE C

OTACITHOTO INPCAIIMCBAHC Ha BKIIFOUCHUTC aKTUBHU BCIICCTBA.
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T TT
WU3HUCKBAHUS 3A UMYHOJIOTUYHUA

BETEPUHAPHU JIEKAPCTBEHU ITPOJIYKTHU

be3 na 3acdra cnenuanHuTe U3MCKBaHMs, yCTAHOBEHU OT 3aKOHO/ATesICTBOTO Ha OOIIHOCTTA 32
KOHTpOJIa U U3KOPEHABAHETO HA CrieU(PUIHN HHPEKIIMO3HU OOJIECTH MTPU )KUBOTHHTE, 32
MMYHOJIOTUYHHUTE BETEPUHAPHU JICKAPCTBEHU IIPOLYKTHU C€ IIPUJIAraT CICIHUTE U3UCKBAHUs, OCBEH
KOIaTo MPOAYKTHUTE ca IpelHa3HaueH! 3a ynoTpeda OT ONpe/ieleHn BUA0BE UIIH €A ChC

Cl'IeI_[I/I(bI/ILIHI/I IIOKa3aHus, KaKTO € ITIOCOYCHO B A1 III 1 B ChOTBETHUTE HACOKH.

YACT 1
PE3IOME HA JJOCHUETO

A. AIMUHUCTPATHUBHA NHOOPMAILIMA

VIMyHONOTUYHUAT BETEPHHAPEH JICKapCTBEH MPOAYKT, IPEIMET Ha 3asBJICHUETO, CE
UACHTU(UIMPA Ype3 HETOBOTO HANMEHOBAHHE U HAMMEHOBAHUETO HAa aKTUBHOTO(UTE)
BEIIECTBO(a), KAKTO U ¢ OMOJIOTHYHATa aKTUBHOCT, CHJIaTa WM TUTHPA, (papmManeBTHIHATA
¢dopma, HauMHA U METOa, aKO € [eNeCh00pa3Ho, Ha MPUIIOKEHUE U ONTHCAaHHE Ha KpalHUs
BUJI Ha MIPOJIYKTa, B TOBA YMCIIO ONTAKOBAHETO, ETUKETA U JIMCTOBKaTa. Pa3TBopuTenuTe

Mmorart 1aa 6’BZ[aT OITIAaKOBAHHU C q)HaKOHI/ITe BaKCHHA UJIM OTACIIHO OT TAX.

NHupopmanyara 0OTHOCHO pa3TBOPUTENNTE, HEOOXOAMMA 3a IPUTOTBSHETO HA KpaitHUs
BAKCUHEH IIpenapar, ce BKJIKYBa B JOCHETO. J[aIeH NMYyHOJIOTMYEH BETEPUHAPEH
JIEKApCTBEH MPOAYKT CE CUMTA 33 €IUH IIPOIYKT JOPU KOraTo 3a IIPUTOTBSHETO HA
pa3JIMYHU IIpPEeNapaTi Ha KPalHWs IPOAYKT Ca HYXKHU ITOBEYE OT €UH PA3TBOPUTEIL,

HAIpuMEp 3a NPUIAralHeTo 1o pasjindyd HA4YWHU UJIW MCTOOH.
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[TocouBat ce UMETO U aAPECHT HA 3asIBUTENS, 3a€JHO C UMETO U aJpeca Ha MPOU3BOIUTEIS
Y Ha IOMEIICHUATA, KbACTO CE U3BBPILIBAT PA3IMYHUTE €Ta OT IPOU3BOACTBOTO U
KOHTpOJIa (BKJIFOUUTEIHO MPOU3BOAUTENS HA KpalHUS IPOAYKT U MPOU3BOJAUTENSA(UTE) HA

aKTUBHOTO(UTE) BEMIECTBO(A) U, aKO € HEOOXOIUMO, UMETO U aJipeca Ha BHOCUTEIIA.

3asgBUTCIAT I/IZ[GHTI/I(bI/II_[I/Ipa 6pO$I U HAMMCHOBAHUATA HAa TOMOBCTC JOKYMCHTAI WA,
npeacTaBcHa B MOAKPCIIa HA 3as4BJICHUCTO, U ITIOCOYBA KaKBU HpO6I/I, dKO MMa TakKuBa, CbIIO

ca nMp€aoCTaBCHU.

[TpunoxeHn KbM aIMUHUCTPATHBHATA MH(OpPMANKS ca ¥ KOMHATA OT JOKYMEHTA,
IMOoKa3Ball, Y€ MPOU3BOJUTCIIAT € OTOPU3HPAH [1a IPOU3BEIKAA HMYHOJIOT'MYHHA
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KaKTO € onpezeseHo B wieH 44. OcBeH ToBa ce
IPEOCTaBs CIIMCHK HA OPraHU3MHTE, C KOUTO C€ MaHUITYJIMpPA HA TIPOU3BOICTBEHOTO

MAACTO.

3asgBUTEIAT us3npaiia CmuCbK Ha CTPAHUTEC, B KOUTO € U3AaJCHO Pa3spClICHUEC, U CIIMCBK HA

CTPaHUTE, 10 KOUTO € ITOAAJCHO UM OTKA3aHO 3asBJICHUE.
KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA, ETUKET 1 JIUCTOBKA

3asgBUTENAT npeajiara Kpatka XapakTepruCTHKa Ha MPOAYKTA B CbOTBETCTBUC C YWICH 14.
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IIpencrass ce npeIoKeHHE 3a TEKCT HA €TUKETA 3a TbPBUYHATA U BBHILIHATA OIIAKOBKA B
CBHOTBETCTBUE C Js71 V OT HacTosIIaTa IUPEKTUBA, 3a€HO C JINCTOBKA, KOTaTO C€ U3NCKBa
Takapa 1o cuiiata Ha wieH 61. OcBeH ToBa 3asBUTENAT MPEAOCTaBs €ANH UIH TIOBEUYE
o0pa3iy 1id MOJIeH Ha KpailHUs BUJ Ha BETEpPUHAPHHUS JIEKAPCTBEH MPOIYKT Ha MOHE
€IMH OT O(UIIATHUTE e3UIM Ha EBpOMNeNCKuUs Ch03; MOACTBT MOXKE J]a C€ TIPE/ICTABH B
4epHO-0sJ1 BUJI M B €JIEKTPOHEH OpMaT, B CIydaid 4e € MOoIydeHO MPEIBaApUTEIIHO

paspeleHre 0T KOMIIETCHTHHS OpraH.
B. [IOAPOBHN U KPUTNYHU PE3IOMETA

Bcesiko moapoOHO 1 KpUTHYHO pe3roMe, OCoUeHO B wieH 12, maparpad 3, BTopa anuHes, ce
H3TrOTBA B CBCTJIMHATA HA HAYYHUTEC MO3HAHUS KbM MOMCHTA Ha IMMOAAaBaHC HA 3ad4BJICHUCTO.
To chabprka olleHKa HAa Pa3JIMYHUTE TECTOBE M M3MUTBAHUS, KOUTO ChCTABJISIBAT JIOCHETO
3a pa3pelieHue 3a ThPrOBUS, U PA3IIICKkKIa BCHUKH BBIIPOCH, BAXKHU 32 OI[CHKATa Ha
Ka4eCTBOTO, 0€30MacHOCTTa M €PUKACHOCTTA HA UIMYHOJIOTUYHHSI BETCPUHAPEH
JIEKapCTBEH MPOYKT. TO BKIIOYBA MOAPOOHHUTE PE3YATATH OT TECTOBETE U U3IIUTBAHUSITA

Y TOYHH OMOIHOrpad)CKu CIIpaBKH.

Bewnuky BaykHM JaHHM ce 000011aBaT B JOIBIHEHNUE KbM MOIPOOHUTE U KPUTHUYHU
pe3roMeTa, KoraTo € Bb3MOXKHO B Tabnu4uHa u rpadudna ¢popma. [logpoOHuTe U KpUTHIHA
PE3OMETA CHABPIKAT TOYHU B3aAMMHU IMO30BaBaHUA HaA HH(i)OpMaHI/IfITa, ChbpiKalia C€ B

OCHOBHAaTa JOKYMCHTAaIUA.
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Ha noapoOHuTE 1 KPpUTHYHU pe3tOMETa ce MOCTaBs MOMKC U JaTa, a HHpopMaIusITa
OTHOCHO 00pa30BaHMETO, KBAUTH(UKALUATA U IPOPECHOHATHHS OIUT Ha aBTOpa ce
npubaBst kato npuioxxenue. [locoua ce npodecronanHara Bpb3ka MEX1y aBTOpa U

3asABHUTCIIA.

YACT 2
XUMNYHA, PAPMALIEOTNYHA
N BUOJIOT'MYHA/MUKPOBNOJIOT'MYHA
NHOOPMAILIMA (KAYECTBO)

Bceuuku npouietypu 3a TecTBaHe U3MBIHSABAT HEOOXOIUMUTE KPUTEPHUH 32 aHATIU3 U
KOHTPOJI Ha KQYECTBOTO HA U3XOJIHUTE MAaTEPUAIU U KPAHUA NPOAYKT U MOJJIEKAT Ha
Basaupase. IIpegocrasar ce pesynrature OT U3CieABaHUATA 3a BaIMAUpaHe. Beuuku
CHEIHAalIHU anapaTypu U 000py/BaHe, KOUTO MOTaT Jia Ce U3MOJ3BaT, Ce OMUCBAT B
MOAXOSIIHN MTOJAPOOHOCTH, MPU BB3MOKHOCT MIPUAPYKEHH Che cxema. Dopmynurte Ha

na00opaTOPHHUTE PEAKTHBH CE JIOITBJIBAT, aKO € HEOOXOIUMO, B OT TPOU3BOJICTBECHUS METO/.

[Ipu npouenypu 3a TecTBane, BKitoueHu B EBponeiickarta ¢papmakories uin BbB
(dapmakormnesTa Ha IbpKaBa YiIEHKA, TOBA ONMUCAHHE MOXKE J]a CE 3aMEHH C TOJIPOOHO

1I030BaBaHE HA BHIIPOCHATA (hapMaKoIIes.

AKo ce pasrosara ¢ TakiuBa, Ce M3I0JI3BAT CIIPABOYHN XUMHUYHU U OMOJIOTUYHU
pedepentHu Marepuanu oT EBpormneiickara papmakores. AKO ca U3MOJI3BAHU JPYTH

pe(l)epeHTHI/I npenapaTtu U CTaHAapTu, T€ CC I/II[GHTI/Iq)I/II_II/IpaT M OIIKUCBAaT HO,Z[pO6H0.
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A. KAYECTBEH U KOJIMYECTBEH CbCTAB HA CbCTABKUTE
1. KauecTBeH cheTas

HOI[ ,,Ka4C€CTBCH ChCTaB* Ha BCUYKH CHCTAaBKH Ha HMYHOJIOTHYHU BETCPUHAPEH

JICKapCTBEH MPOIYKT Ce pa3dupa MOCOYBAHETO WIIM ONMCAHUETO Ha!
— aKTUBHOTO BEIIECTBO(A),
- CbCTAaBKHUTC HA aJI’KYBAHTHUTC,

- C’BCTaBKaTa(I/ITe) Ha IIOMOIIIHHUTE BE€IICCTBA, HE3aBUCHUMO OT TAXHOTO €CTCCTBO UJIH
H3I10JI3BAHOTO KOJIHUYCCTBO, BKIIFOYUTCIIHO KOHCCPBAHTH, CT8.6I/IJ'II/I38.T0pI/I,

€MYJITaToOpH, OLIBETUTENIH, OBKYCUTENN, apOMaTU3aTOPH, MapKEPH U JPYTH,
— CbCTaBKUTE Ha (apMarieBTHYHaTa (hopMa, IpuiaraHa Ha >KHBOTHHU.

Te3u naHHuU ce 1onbaBaT OT CbOTBETHU JIAHHU, OTHACSALLIM CE 10 OIIAKOBKATA, U, KO €
Heo0X0IMMO, 10 HAaYMHA Ha 3aTBapsiHe, 3a€THO C MOJAPOOHOCTH OTHOCHO
MPHUCIIOCOOICHHATA, C KOUTO UMYHOJIOTHYHUSAT BETCPUHAPCH JICKAPCTBEH MPOIYKT Ce
W3I10J13Ba WM MIPUJIara, KOUTO CE OCTABSAT C JEKAPCTBEHHS IPOAYKT. AKO
MPHUCTIOCOOJICHUETO HE € JOCTAaBEHO 3a€/IHO C UMYHOJOTUYHHSI BETepUHAPEH JIEKapCTBEH
MPOJYKT, ChOTBETHATA HH(POPMAIIHS 32 HETO € MPEIOCTaBsl, KOraTo TOBa € HE00X0IUMO 3a

OLIEHKAaTa Ha MPOIYyKTa.
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2. ,OOMuaitHa TePMUHOTIOTHUS

,O0unyaitHaTa TEpMUHOJIOTHA , KOATO CJI€/IBa Jla C€ U3MOJ3Ba MPU OMUCBAHE HA
ChCTABKUTE HA UMYHOJIOTUYHUTE BETEPUHAPHHU JICKAPCTBEHU MPOIYKTH, O3HAYaBA
CJIEIHOTO, HE3aBUCUMO OT MPUJIAaTaHETO Ha JPYTUTE pasnopeaou Ha wieH 12, maparpad 3,

OykBa B):

— 10 OTHOIIIEHUE HA BElIeCTBaTa, KOUTO ca BKIIOYCHH B EBpomneiickaTta Gpapmakones
WJIH, aKo He ca, BbB hapMaKoresara Ha e/Ha OT AbpPKaBUTE YWICHKH, OCHOBHOTO
3arjaBHe Ha BbIIPOCHATa MOHOTpadusi, KOATO € 3aIb/DKUTEIHA 32 BCHUKU TaKHMBa

BCIICCTBA, C IIO30BaBaHC HAa CbOTBCTHATA Q)apMaKonesl,

— 10 OTHOICHUC Ha APYIrU BECUICCTBA, MCXKAYHAPOAHOTO HCIIATCHTHO HAMMCHOBAHUC,
IpCIIopbYaHo OT CseroBHaTa 3ApaBHa OpraHu3anus, KOETO MOKE a CC IpHUApYy-KaBa
OT ApYTO HECIIATCHTHO HAMMCHOBAHHNEC UJIU, B IIPOTUBCH CJ'Iy‘I&fI, OT TOYHOTO HAYYHO
O603Ha‘I€HI/Ie; BCIICCTBA, KOUTO HAMAT MCXKAYHAPOAHO HCIIATCHTHO HANMCHOBAHUC
HJIM TOYHO HAYYHO 0003HaUYCHHE Ce OIIMCBAT, KaTo CC€ IIOCOYBA I10 KaKbB HAYMH H OT
KaKBO Ca IIpUI'OTBCHHU, IIPU HeO6XO,I[I/IMOCT, Tasn I/IH(bOpMaI_[I/IH C€ JOITbJIBA OT

CbOTBCTHHU l'IOI[pO6HOCTI/I,

— 110 OTHOIIEHUE Ha OLIBETUTENINTE, 0003HAUYaBaHE C ONpeAesieHus 3a TsX ,,E* ko1 B

Hupextusa 78/25/EV0O.
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KonnuectBen cpcraB

3a /1a ce Mocouu ,,KOJIMYECTBEHUAT ChCTaB' Ha aKTUBHUTE BEUIECTBA HA UMYHOJIOTHUEH
BETEpPUHAPEH JIEKAPCTBEH MPOAYKT, € HEOOXOAUMO J1a CE€ OIpeiessi BAHAru KOraro e
BB3MOXHO, OpOSIT Ha OpraHU3MUTE, CEHU(PUIHOTO ChAbPKAHNUE HA MPOTEUHHU, Macara,
opos mexxayHapoaau enuauid (IU) wim equHUIMTEe OMOJIOTHYHA aKTUBHOCT, WJIH 32
€IMHUIIA-T03UPOBKA WM 32 00€M, U C OTJie/] Ha a/P)KyBaHTa M ChCTABKUTE HA IIOMOIITHUTE
BelIeCcTBa, MacaTa Wjin o0eMa Ha BCsKa OT TX, KaToO HAJIJIEKHO Ce B3eMar 10/ BHUMaHUe

JTAHHUTE, IPEIOCTaBEHU B pasnen b.

Koraro e ornpeacicHa MemﬂyHaponHa CAWHUIIA 3a OHoJIoruyHa AKTUBHOCT, T4 CJICBa Ja

CC H3II0JI3BA.

Enununure 61osornyHa akTUBHOCT, 32 KOMTO HAMA IyOJUKYBAaHU JaHHU, C€ U3Pa3siBaT 1o
TaKbB HAYUH, Y€ Ja IPEJOCTaBAT HEABYCMUCIEHA HH(OpMAIIMs 32 aKTUBHOCTTA Ha
CHCTaBKUTE, HAIIPUMEP KATO CE MOCOYM UMYHOJIOTHYHUSAT e(peKT, Ha KOHTO ce OCHOBaBa

METOJIBT 32 OIpENEITHE Ha J]03aTa.
Pa3paboTrBane Ha mpoaykTa

[Ipenocrars ce 00siCHEHHE OTHOCHO ChCTaBa, KOMIIOHEHTUTE U OMAKOBKHUTE, TIOJIKPETICHO C
HAyYHU JJAaHHU 3a pa3paboTBaHeTO Ha mpoaykTa. [locouBa ce nmpeno3upaneTo ¢ 00sCHEHUE

3a HEro.
OITMCAHUME HA ITPOU3BOACTBEHUA METO/I

OnucanuneTo Ha IPOU3BOJCTBEHUS METOJ, IPUAPYKABALIO 3asIBJICHUETO 3a pa3pelleHue 3a
TBHProBUs ChIVIaCHO wiieH 12, maparpad 3, 6ykBa r), ce U3roTBs MO TaKbB HAUMH, Y€ J1a

JAaBa moaAxoAAm0 OnNMcaHrue Ha €CCTCCTBOTO HAa U3IMOJI3BAHUTE OINICpalviu.
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3a Ta3u Lejl ONUCAHUETO BKIIOYBA HAl-MaJIKOTO:

- Pa3IMYHUTE €TalH Ha IPOU3BOJCTBO (BKIIOYUTEIHO IPOU3BOJICTBO HA AaHTUTEH U
IIPOLIElypH 3a IIPEUUCTBAHE), 32 Ja MOXKE Jla CE HAllpaBH OLICHKA Ha
BB3IIPOM3BOAMMOCTTA HA IIPOU3BOACTBEHATA IIPOLIEAYypPa U HA PUCKOBETE OT
HEXXEJTaH! ePEeKTH BbPXY KPalHUTE MPOJYKTH, KATO MUKPOOHOJIOTHYHO
3aMbpCABAaHE; JOKA3BaT CE BAIMIUPAHETO HA KIIFOYOBH €TAlU OT IIPOU3BOACTBEHUS
IIPOLIEC ¥ BAJIMIUPAHETO HA IIPOU3BOJACTBEHHUS IPOLEC KATO LSO KAaTo ce
IIPENCTABAT PE3YATATUTE OT 3 MOCIEI0BATEIIHNA NApPTUIH, IPOU3BEACHHU 110 OIIUCAHUS

METO/I,

— B ClIy4ail Ha HEPEKbCHATO NMPOU3BOJICTBO, ITBJIHU MTOAPOOHOCTH OTHOCHO
[peANa3sHUTEe MEPKH, B3E€TH 32 FaPAHTUPAHE Ha XOMOICHHOCTTA U IIOBTOPSAEMOCTTA

Ha BCdKa ImapTujia oT KpaﬁHHH IMPOAYKT,

- I/I36pO$IBaHe Ha BCUYKH BCUICCTBA, C IIOCOYBAHC HA CbOTBCTHUTEC €TAIl, B KOUTO Ca
M3II0JI3BaHH, B TOBa YMUCJIO BEUICCTBATa, KOMTO HE MOT'aT Ja 6”I)Z[aT BB3CTaHOBCHMU I10

BpEMC Ha MPpOU3BOACTBOTO,

— HOI[pO6HO OIINCaHHUEC Ha CMCCBAHCTO C KOJIMYCCTBCHU JaHHH 3a BCUYKH HM3I1I0JI3BaAHU

BEIECTBA,

- IMOCOYBAHC HA €TAIMTC HA MPOU3BOACTBO, HA KOUTO CC U3BLPIIBA B3EMAHETO HA

HpO6I/I 3a KOHTPOJHUTEC U3IMUTBAHHUSA 110 BpEMC Ha IMPOU3BOACTBOTO.
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IMPON3BOJACTBO U KOHTPOJI HA U3XOJAHUTE MATEPUAJIN

3a menuTe Ha HACTOALIUS maparpad ,,M3X0IHU MaTepUAIH " 03HAYaBa BCHYKH KOMITOHCHTH,
M3MOJI3BaHU B IPOU3BOACTBOTO HA UMYHOJIOTMYHHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT.
Cpenu 3a KyITHUBUpPaHE, ChCTOSIIN C€ OT HAKOJIKO KOMIIOHEHTA, U3I0JI3BaHH 32
IIPOM3BOJICTBOTO Ha aKTUBHOTO BEILIECTBO, CE€ CUUTAT 3a €IMH OTJIEJIEH U3XO0/IEH MaTepual.
HezaBucrumo oT TOBa, KaueCTBEHUST M KOJIMUECTBEHUST ChCTaB Ha BCsKa cpejia 3a
KYJITUBHpAHE C€ MPEICTABAT, JOKOJIKOTO OPraHUTEe CMSTAT, Ye Ta3u nH(opmanus e ot
3HAYEHUE 3a OIpeIeITHE Ha KaYeCTBOTO Ha KpallHUS MPOJYKT U HA PUCKOBETE, /10 KOUTO
TOI OM MOT'BJI J1a IoBe/ie. AKO 3a MPUTOTBSIHETO Ha T€3U CPE/IU 3a KYJITUBUpPAHE ca
M3MO0JI3BaHU MaTEPHAIM OT )KMBOTHHCKHU MTPOU3XO/I, TPSAOBA J1a C€ BKIIIOYAT )KUBOTUHCKUTE

BHAOBC U U3IIOJI3BAHUTC ThKaHU.

HOCI/IeTO BKJIFOYBa CHCI_[I/ICI)I/IKB.LII/II/ITC, I/IH(I)OpMaI_II/IHTa OTHOCHO TCCTOBECTC, KOUTO TpH6B8.
Ja 6"I)IlaT IMPOBEACHU C OIJICA KAYCCTBCH KOHTPOJI HAa BCUYKHU MMAPTUAN C U3XOAHHU
Marepuain, U pe3yjaTaTuTC 3a BCUYKHU U3I10JI3BAHWM KOMIIOHCHTHU IO OTHOIICHHEC Ha €/1HA

MapTUjia ¥ ce Mo/iaBa B ChOTBETCTBUE C U3JI0KEHUTE MO-/10JIy pa3nopenon.
N3xonnu matepuanu, n30poeHu BbB hapMaKornenTe

Mouorpaduunte ot EBporneiickara ¢papmakores ca IpUI0KUMHU 32 BCUYKU U3XOTHU

Marcepurain, IOCOUYCHU B HEA.

IIo oTHOmMEHNE Ha APYyruTe BCUICCTBA BCAKA JbprKaBa YWICHKA MOXKC J1a U3UCKBa CIIa3BaHEC
Ha HeiiHaTa cOOCTBEHa HallMOHaJIHa (bapMaKone;I 3a IIPOAYKTHUTEC, IPOU3BCIKIAHU HA HEliHa

TEPUTOPHUSL.
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3a chCTaBKUTE, OTTOBAPSIIIN HAa M3UCKBaHUATA Ha EBporelickara hapmakornest Uiy Ha
(dapmakoresTa Ha €IHA OT IbPKABUTE WICHKH, CE CUMTA, Y€ CHOTBETCTBAT B JOCTAThUHA
creneH Ha wieH 12, maparpad 3, OykBa u). B To3u cirydaii onicaHueTo Ha aHATUTHYHHUTE

METOJIM MOJKE JIa C€ 3aMEHH C MOAPOOHO MM030BaBaHe Ha BhIIPOCHATA (papmakores.
Ongerutenar TpsiOBa BUHATH Jla CHOTBETCTBA HA M3MCKBaHusATa Ha [lupektusa 78/25/EUO.

PyrunHMTE TECTOBE, IPOBEX/AAHU HA BCSAKA ApPTHUJIAa U3XOJHU MaTepualld, TpsiOBa aa ca
KaKTO € [I0COYEHO B 3as1BJICHUETO 3a pa3pellieHHe 32 ThProBus. AKO ce U3I0JI3BaT TECTOBE,
pa3IMYHM OT TE3U IIOCOYECHHU BBB (papMakoresTa, Tpsa0Ba J1a € U3NpaTeHo JOKa3aTelICTBO,

Y€ U3XOAHUTE MAaTCpUaid OTTOBAPAT HAa USUCKBAHUATA 34 KAYECTBO HA Ta3U (i)apMaKOHCSI.

B ciygauTe, koraro cienu@uKanus wid Apyry pa3nopeadu, ChIbpKaIln ce B
MoHorpadus ot EBponeiickara papmakomnes uiu BbB hapMakoresTa Ha IbpkaBa WiICHKa,
ca HeI0CTaTh4HHU, 32 Ja rapaHTUpaT Ka4yeCTBOTO HA BELIECTBOTO, KOMIIETEHTHUTE OpraHu
MOTaT Jla U3UCKBAT OT 3asBUTEJIS 32 Pa3PEIICHUE 32 ThPTOBUS MO-TIOIXOISIIN
cneunukanun. [IpennonaraeMara HeAOCTATHYHOCT CE JIOKJIABA HA OPTaHUTE, OTTOBOPHHU

3a BBIIpOCHATa (hapMaKories.

B ciayyauTte, korato u3XoHUSAT MaTepuall He € ONUcaH HUTO B EBpomneiickaTta
(dhapmakories, HUTO BbB (papMakoriesiTa Ha Ibp)kaBa WieHKa, ChOTBETCTBUE C MOHOTpadust
oT (hapmakomnesiTa Ha TpeTa CTpaHa MOXe J1a ObJie IPUETO; B TE3H CIIyyau 3asBUTEIAT
M3Mpaia Korue oT MOHOTrpadusiTa, MpUIPyKEHO, KOTaTo € HE00X0AUMO, OT BaJIUIUPaHE
Ha TPOIEAYPUTE 3a TECTBAHE, ChABPIKAIIU C€ B MOHOTpadUsTa, U OT IPEBOJI, IPU

HEe00XOIUMOCT.
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Koraro ce u3nomn3Bar u3XoJHH MaTepHalli OT )KUBOTUHCKH IMPOU3XO/JI, T€ CE ChOOpa3saBat
ChC CHOTBETHUTE MOHOTpaUH, BKIIFOYUTEIHO C O0IIMTE MOHOTpaduu 1 00IIMTE TIaBH HA
EBporneiickara papmakomnes. [IpoBexxgaHuTe TECTOBE M KOHTPOJI Ca alallTUPAHA KbM

HU3XOJHUTC MATCPHUAJIN.

3asgBUTEIAT NPEACTaBs JOKYMEHTAIHSI, C KOSATO YAOCTOBEPSABA CHOTBETCTBUETO HA
M3XOJHUTE MaTEePHAIH U MPOU3BOJCTBOTO HA BETEPUHAPHUS JIEKAPCTBEH MPOIYKT C
n3uckBanuaTa B O0scHUTETHUTE OENEKKN KbM PBKOBOJICTBOTO 32 HaMaIsiBaHEe Ha PHCKa
OT Npe/laBaHe Ha )KUBOTUHCKU areHTH, PEAU3BUKBAIIN CIIOHTU(OPMHA eHIIe(haIomaTHs
Yype3 BeTepUHAPHHUTE JIEKAPCTBEHU MPOIYKTH, KAKTO U C U3UCKBAHUATA HA ChOTBETHATA
monorpadust ot EBponeiickara ¢papmakomnes. CepTudukaTsT 3a TOAHOCT, H31aJCH OT
EBporeiickara qupeKIys 0 Ka4eCTBOTO HA JICKApCTBATa U 3/IpaBeoIa3BaHeTo, C
1030BaBaHe Ha ChOTBETHaTa MoHOrpadus ot EBporneiickara papmakornes, Moxe 1a ce

H3110JI3Ba 3a YAOCTOBCPABAHC HA CbOTBCTCTBHUETO.

2. W3xonnu Matepuanu, Hen30poeHu BbB apMakornes

2.1. W3xoaHu MaTepualiu OT OMOJIOTHYEH POU3XO0[]
Onwucanuero ce gaBa noj popmara Ha MOHOTpaQusl.
Korato e Bb3MOXHO, IPOU3BOACTBOTO Ha BAKCUHU C€ OCHOBABA Ha CUCTEMA OT 3apPOHIIHU
MapTU]IU U Ha YCTAHOBEHU KJIEThYHHU CEMEHA. 3a MPOU3BOJCTBOTO HA UMYHOJIOTMYHU
BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, ChIBPIKAIINA CEPYMH, CE TOCOYBAT MPOU3XOIbT,
OOIIMAT 37jpaBE€H U UMYHOJIOTHUYEH CTAaTyC Ha MPOU3BEXIAIINUTE TY )KUBOTHH, U C€
U3I0I3BAT OAHKU C U3XOJIHU MaTEpUAIIH.
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[Tpou3xoabT, B TOBA YHCIIO U reorpadCKus pailoH, U UCTOPHATA HA U3XOTHUTE MaTePHAIIH
ce OMMCBAT M JOKYMEHTHPAT. 32 TEHHOWH)XEHEPHU M3XO/IHU MaTepHaIn Ta3u HHPpOpMAIUsI
ChJbPrKa JAHHH KAaTO ONMCAHUETO HA U3XOAHUTE KIETKU WM IAMOBE, KOHCTPYKLUATA Ha
BEKTOpa Ha eKcrpecus (HAaMMEHOBaHME, POU3X0Jl, PYHKIUSA HA PEIUIMKOHA, PEryJaTopu
Ha IIPOMOTOPA U APYTU PETYIATOPHU €JIEMEHTH ), KOHTPOJIa HA IEHCTBUTEIIHO BMECTEHATA
cexBeHuus Ha JIHK ninu PHK, onuronykineotuaauTe CeKBEHIIMM HA IIJIa3MUICH BEKTOP B
KJICTKUTE, IJIa3MUANTE, N3II0JI3BAHNU 3a KOHTpadeKuus, 100aBeHUTE WK IIpeMaxHaTUTe
I'eHU, OMOJIOTMYHUTE CBOMCTBA HA OKOHYATEIHATa KOHCTPYKIIMS U Ha €KCIIPECUPAHUTE

reHd, Oposi Ha KONUATA U TeHHATa CTa0MITHOCT.

3apOI[I/IIIIHI/ITe MaTCpHraJii, BKIIFOUUTCIIHO KIICTBYHUTC CEMCHA U U3XOJHUAT CCPYM 34

MPOU3BOACTBOTO HA aHTUCEPYM, CC€ TECTBAT 3da UACHTUYHOCT U BbHIIIHU AI'CHTH.

Hpe,[[OCTaBSI ce I/IH(1)OpMaI_II/I${ 3a BCUYKH M3II0JI3BaHH BCIICCTBA OT OHOJOrnYeH IMpou3xon,

W3I0JI3BaHU BBB BCEKHU €Tall OT MPOU3BOACTBeHATA Iporieaypa. MHpopManusaTa BKIIIOYBA:
— noipoOHa MHQPOPMAITHS 32 U3TOYHUKA HA MAaTePUAIIUTE,

— noapoOHa uH(opMaIus 3a NpuiokeHa o0padoTka, MPeUunCcTBaHE U MHAKTHBAIIMS, C
JAaHHU 32 BAJIMIUPAHETO HA Te3U MPOIECH U KOHTPOJIHUTE MEPKH 110 BpeMe Ha

IMPONU3BOJACTBOTO,

- HOHp06HOCTI/I 3a BCAKAaKBH TECCTOBC 3a KOHTaAaMUHAIUA, IIPOBCACHU C BCAKaA MapTruaa

OT B€UICCTBOTO.
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AKO € OTKPUTO WJTU C€ MpeIoiara HaTMIUeTO Ha BHHIITHU areHTH, ChOTBETHUSAT MaTepUal
ce OTCTPaHsBA WM U3I0J3Ba B MHOTO M3KJIFOUUTEITHN 00CTOSITEIICTBA CAMO KOTaTO
nocinezBaia o0paboTka Ha MPOAYKTa TapaHTHpa TIXHOTO MMPeMaxBaHe U/WIH
WMHAKTUBALIMA; IPEMAaXBaHETO U/UIM MHAKTUBAILIMATA HA TAKMBA BHHIIIHUA areHTU Ce

JOKa3Ba.

Koraro ce n3noa3Bar KiIeThbUHU CCMCHA, CC IMMOKa3Ba, Y€ KIICTBbYHHUTC XapPAKTCPUCTUKHU Ca
OCTaHaJIM HEIIPOMCHCHU 110 Hall-BHUCOKOTO MMpEXOJHO HUBO, U3II0JI3BAHO B

IIpOU3BOACTBOTO.

3a )KHMBH aTCHIOMPAHU BAKCUHU TPsIOBa Ja Ce MPeICTaBy JIOKA3aTEJICTBO 3a aTEHIOMPALIUTE

XapaKTepUCTUKHU Ha 3apOAMILIA.

Ilenecro0pa3Ho € 1a ce mpeacTaBu JOKYMEHTAIUs, B KOSITO Ce YA0CTOBeps
CHOTBETCTBUETO HA CEMEHHHUTE MaTepUaiy, KIEThUHUTE CEMEHA, CEpYMHUTE MapTUAH U
OCTAHAJIUTE MAaTEPUATH OT KUBOTUHCKH IMPOU3X0]I, KOUTO YJacTBAT B MIPEAaBaHETO HA
TpancmucuBHara ciorrudopmua eanedanonatus (TCE), ¢ O0scHuTeTHUTE OSIeKKH KbM
PBKOBOACTBOTO 32 HaMasIBaHE HA PUCKA OT IpeJaBaHe Ha )KUBOTHHCKHU areHTH,
MpeIM3BUKBAIIY CIIOHTH(OpPMHA eHlleanonaTus 4Ype3 XyMaHHU U BETepUHAPHU
JIEKapCTBCHH MPOJIYKTH, KAKTO U ChC ChOTBETHAaTa MOHOTpadus ot EBporelickara
(dhapmakories. CepTuuKaThT 3a TOJAHOCT, U3/1a7eH oT EBponelickara Tupekuus mo
KauyecTBOTO Ha JIEKapcTBaTa U 3[[paBeolla3BaHETo, C I030BaBaHE Ha ChOTBETHATA
MoHorpadus ot EBpomneiickara hapmakomnesi, MOXKe J1a ce U3IMOI3Ba 32 yIOCTOBEPSBAHE HA

CBbOTBCTCTBHCTO.

Korato ce u3ucksa, ce npeaocTaBsaT NpoOH OT U3MOJI3BAHUS OMOJIOTHYEH U3XOEH
MaTepuaj Win peareHTH, U3M0JI3BaHu B MPOIIEIypUTE 3a TECTBAHE, 3a Jja CE MOAINOMOTHE

KOMIICTCHTHUAT OPraH 1a OpraHu3upa U3BBHPIIBAHETO Ha ITPOBECPOBBUHH TCCTOBC.
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2.2.

I/I3XOI[HI/I MaTcepuajin OT HEOHOJIOTHYECH MIpOU3X0/
Onucanuero ce JaBa BbB BH/J Ha MOHOI‘pa(bI/ISI CbC CICAHUTC 3arjiaBui:

- HAaNMMCHOBAHUECTO Ha U3XOJHUA MaTCpUall, CbOTBETCTBAIIO HA U3MCKBAHHATA HA

TOYKa 2 OT pasaci A, CC IOITbJIBA C ThbPIr'OBCKU UJIM HAYYHH CHHOHHUMU,

- OIMMMCAHUCTO HA U3XOJHUA MAaTCpHal BbB Q)opMa, HOI[O6H3, Ha M3I10JI3BaHaTa B

onucaTenHuTe TOYkH B EBponeiickara dapmakornes,
— (GyHKLMATA Ha U3XOAHUS MaTepual,

- METOAM 3a UACHTUDUKALIHS,

— BCAKAKBU CIICIUAIHU ITPECATIA3HU MEPKH, KOUTO MOXKE J1a Ca HCO6XOI{I/IMI/I 110 BpeMC

Ha CbXPAaHCHUCTO HA U3XOJHUA MaTCpUall U, ako € H€O6XOZ[I/IMO, CC IMOCOYBa CpoKa

Ha CbXPaHCHUC.

KOHTPOJIHN U3TIMTBAHMS 110 BPEME HA TTPOU3BOJICTBEHUS ITPOLIEC

1)  Hocuero BK/IIOYBA JaHHU 32 KOHTPOJHUTE U3NUTBAHUS, KOUTO CE IPOBEXKAAT BHPXY

MCKIWHHU IIPOAYKTH C OIJICA IMPOBCPKA HA MOCICAOBATCIIHOCTTA HA

MMPOU3BOACTBCHUSA IIPOICC U HA KpaﬁHHH IMPOAYKT.

2) 3a WHAKTUBHUPAHU HIIN ,HCTOKCI/Iq)I/II_II/IpaHI/I BAaKCHMHH MHAKTHUBaALlUATA UJIN

I[GTOKCI/I(l)I/IKaHI/ISITa CC M3IHUTBA 110 BPEMEC Ha BCsKa IMMPOMU3BOACTBCHA CEPUs,

BB3MOXKHO Hal-CKOPO CJie/] Kpasi Ha Mpolieca Ha MHAKTUBAIUS WM I€TOKCU(PUKALIHS

" CJIca HEyTpalin3alus, aKO TaKkaBa HACTBHIIW, HO MPEAN CICABAIINA ITPOU3BOACTBCH

CTall.
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. KOHTPOJIHU M3IUTBAHUS HA KPAUHUSA ITPOIYKT

3a BCUYKU M3MMTBAHUS ONHMCAHUETO Ha TSXHUKHUTE 32 aHAJIM3 Ha KpaﬁHHH IIPOAYKT CC
OIPECACIIAT 10CTATBbYHO TOYHO U HO,Z[pO6HO, 3a 1a MOKE Jia C€ U3BBPIUIM OLICHKA Ha

Ka4deCTBOTO.

JlocueTo BKIIIOYBA JaHHU, CBbP3aHU C KOHTPOIHUTE U3MUTBAHUS HA KPalHUS IPOIYKT.
[Tpu HanM4Me Ha MOAXOAAIIN MOHOTpad UM, aKO ce U3MOI3BAT MPOLEAYPU Ha U3MUTBAHE U
TpaHuUIM, Pa3IUYHU OT IMOCOYeHHUTE B MOHOTrpaduute ot EBpornelickara dhapmakornes, uin
B [IPOTUBEH ClIy4aid, oT (hapMaKornesTa Ha Abp)KaBa WieHKa, TpsiOBa Ja ce MmpeicTaBu
JI0Ka3aTeJICTBO, Y€ KPAHMST MIPOYKT, aKO CE U3MUTBA B CbOTBETCTBUE C TE3U
MOHOTpaduH, 1€ 330BOJIH U3UCKBAHUATA 32 KAYECTBO HA Ta3u (apMaxores 3a
cboTBeTHaTa papMmarieBTU4YHa popma. B 3asBieHneTo 3a pazpenieHre 3a ThproBus ce
n30posBaT T€3U U3NUTBAHUA, KOUTO CE U3BBPIIBAT BHPXY MPEICTABUTEIHU TPOOH OT
BCsKa MapTHAa KpaeH npoaykT. [locousa ce yectoTara Ha M3MUTBAHUATA, KOUTO HE CE

HU3BBPIIBAT HA BCAKA MapTHUIA. ITocouBar ce T'paHULIUTC IIpU OCBO60)KIlaBaH€.

AKo ce pasmnosnara ¢ TakuBa, c€ M3I0JI3BaT CIIPAaBOYHU XUMUYHU U OMOJIOTUYHU MaTepUaIn
ot EBporeiickara ¢apmakomnes. AKO ca U3MOJI3BaHU JPYTU peepeHTHHU IpenapaTu u

CTaH/IapTH, TE CE€ ONPEJEIIAT U OMUCBAT MOAPOOHO.
1. OO01u XapakTepUCTUKH Ha KpaitHUS POJYKT

W3nurBanusta Ha O6HII/ITC XapPaKTCPUCTHUKHU, KOTraTO € NPUIIOKHNMO, CE€ OTHACAT 10
KOHTpOJIa Ha CPCAHUTE MACH 1 MAKCUMAJIHUTC OTKIIOHCHHUA, MCXaHUIHUTC, (I)I/I3I/ILIHI/IT6
WM XUMHWYHUTC U3IIUTBAHUA, (1)I/I3I/ILIGCKI/ITC XapPaAKTCPUCTHUKHU KATO IIIBTHOCT, pH,
BUCKO3UTCT U APYTU. 3a BCsAKa OT TE3U XapPAKTCPUCTUKHU 3aABUTCIIAT YCTAHOBSABA

crienuKayy ¢ TOAXOASIIUTE TPAHUIIN Ha IOBEPHUE, 32 BCEKH OTEICH CIIyJail.
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2. WNnentudukaius Ha akTHBHOTO(HUTE) BEMIECTBO(Q)
Axo e He00X0IMMO, Ce MTPOBEXK/IA CIICIIUATHO U3IUTBAHE 33 UACHTH(HUKAIINS.
3. TuThp WM cuia Ha napTuaaTa

KommuecrBenoro OIIpCACIIIHE HAa aKTUBHOTO BCIICCTBO C€ M3BHPIIBA 34 BCAKa IMapTUa, 3a
Aa C€ JOKaKe, 4€ BCAKaA C€/IHa NPUTCI)KaBa CbOTBETHATA CHUJIa WU TUTBP, 3a 1d OCUT'YPHU

XapaKTepHUTE 32 Hest 0€30MMacHOCT U e(PUKACHOCT.
4. Wnentudukanys 1 aHaN3 Ha aJKyBaHTH

B 3aBucuMocCT OT HaIMYKUETO HA npoucaypu Ha U3IMUTBAHE, CC IIPOBEPABAT KOJIUICCTBOTO

1 CCTCCTBOTO HA a’)KyBaHTa U HCTOBHUTC KOMIIOHCHTHU B Kpaf/'IHI/Ifl IIPOAYKT.
5. I/IILGHTI/I(l)I/IKaIII/IFI 1 aHaJIM3 Ha KOMIIOHCHTHUTEC HAa IOMOITHOTO BECUICCTBO

JIOKOJIKOTO € He0OXO0AMMO, TOMOIIIHOTO(HUTE) BEUIECTBO(a) MO IeKU(aT) TIOHE Ha

HU3IIUTBAHUA 34 I/I,Z[eHTI/I(I)I/IKaI_II/IH.

W3nurBane 3a ropHa 1 a0JiHa rpaHvia € 3aAbJDKUTCIIHO 3a KOHCCPBUPAIIUTC arCHTH.
W3nurBane 3a ropHa rpaHuia 3a BCUYKW JPYTr'd KOMIIOHCHTH HAa TIOMOIIHOTO BEUICCTBO,

KOUTO MOraT aa NpeAn3BUKAT HCKCJIaHA pEaKl s, € 3aAbJIZKUTCIIHO.
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M3nurBanus 3a 6€300aCHOCT

OcBeH pe3yiTaTuTe OT U3NUTBAHUATA, IPEJCTABEHU B COTBETCTBUE C 4aCT 3 OT
HACTOSIIUSA A5y (M3MUTBAHMS 32 O€30M1aCHOCT), Ce MPEACTABAT JaHHU 3a U3MUTBAHUATA 32
0€30I1aCHOCT Ha MapTUIUTE. 3a MPEANOYNTAHE € Te3H U3NUTBAHMS J1a IPEJICTABIABAT
n3cieABaHMs IPU CBPBX/103a, IPOBEJCHU ITOHE C €JMH OT Hall-UyBCTBUTEIHUTE BUI0BE
KUBOTHH, 32 KOUTO € IPEeJHa3HAYEH [IPOIYKTHT, U [IOHE 10 IPENOPbUAHUS HAUMH Ha
IPUIIOKEHUE, TIPE/ICTaBIIsABAIL HAll-roJIsIM pUCK. PyTMHHOTO U3BBpIIBaHE HA NU3IIUTBAHETO
3a 6€30I1aCHOCT Ha MapTHATa MOXKE J1a He ObJie MOMCKAHO C OIJIe]] Ha XyMaHHOTO
OTHOIICHHUE KbM KUBOTHUTE, aKO ca OWJIM MPOU3BEACHHU 10CTaThueH Opoit
IIOCJIEZI0BATEIHH MAPTUAN, 32 KOUTO € OUII0 YCTAaHOBEHO, Y€ OTIOBapsT HAa N3UCKBAHUATA

Ha U3IIUTBAHCTO.
WznutBane 3a CTCPUIIHOCT U YUCTOTA

[Tonxondaim U3NUTBaHM, KOUTO J1a JOKAXKaT JIMIICaTa HAa 3aMbPCSBaHE C BbHIIHU areHTH
WJIM APYTH BEILIECTBA, CE MPOBEXKAAT CIIOPE €CTECTBOTO HA UMYHOJIOTMYHHUS BETEPUHAPEH
JIEKapCTBEH MPOAYKT, METOJIa M YCJIOBUATA HA IPOU3BOJICTBO. AKO OpOSIT HAa pyTUHHHUTE
U3NUTBAHUS, U3BBPIIBAHM 3a BCSIKA MapTUA, € IO-MAIbK OT TO3H, U3UCKBaH 110
cpoTBeTHaTa EBponeiicka hapmakones, MpoOBeXIaHUTE U3TUTBAHMSA Ca PEIIaBaIlH 32
yCTaHOBSIBaHE ChOTBETCTBHE ¢ MOHOTpadusita. Heodxoaumo e a ce npeacTaBsT
JI0Ka3aTeJICTBA 32 TOBA, Y€, aKo ObJIe MOJUI0KEH Ha IIBJIHO U3IUTBAHE B ChOTBETCTBUE C
MOHOTpadusITa, UMYHOJIOTHYHHST BeTEpUHAPEH JICKAPCTBEH MPOYKT I11€ U3II'BJIHU BCIKO

€IHO N3HCKBaHE.
Ocrarp4Ha BIaKHOCT

Besika maptuaa nuoduinusnpas NpoayKT ce U3MUTBA 33 OCTaThUHA BIAKHOCT.
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Nuaxktusanusg

3a MHaKTUBUPAHUTE BAaKCUHU, BbPXY IIPOAYKTA B KpaliHaTa OIIaKOBKA CE MPOBEXK/1a
M3IIUTBaHE 33 IPOBEPKA HAa MHAKTUBAIIMTA, OCBEH aKO TAKOBA U3IHUTBAHE HE € OUII0

U3BBPUICHO HAa HAIIPEIHAJ €Tall 110 BpeMe Ha IPOU3BOICTBEHHUS IIPOLIEC.
I[TOBTOPAEMOCT HA ITAPTU/UTE

3a j1a ce rapaHTHpa NOCTOSHHO KauyeCcTBO Ha MPOJYKTa OT €Ha MMapThaa J0 Jpyra U 3a 1a
ce JIOKa)Ke ChOTBETCTBHE ChC CHEIM(PUKAIMUTE, CE TIPEICTABS MI'BJICH MPOTOKOJ, U3TOTBEH
3a TPU TIOCJIEIOBATEIIHU TIAPTH]IU, B KOUTO CE U3JIaraT pe3yITaTUTe OT BCUYKU H3BBPIICHU

W3IMTBAHUA 10 BpEME Ha MTPOU3BOACTBOTO U BbPXY KpAHUSA MPOIYKT.
TECTOBE 3A CTABMJIHOCT

JlaHHWTE U JOKYMEHTHTE, IPUIPYKaBaIllK 3asBIICHUETO 32 pa3pellieHne 3a ThProBUs,
cbriacHo uieH 12, maparpad 3, OykBu €) U 1), C€ MPEACTABAT CHIIACHO U3TI0KEHUTE 10~

A0y U3UCKBaHUA.

[IpaBu ce onucanue Ha MPOBEACHUTE TECTOBE, B IIOJIKPENa Ha MPEIJI0KEHUS OT 3asiBUTENS
CPOK Ha cbhXpaHeHHe. Te3u TecToBe BUHArH MPEJICTABIABAT U3CIIEIBAHUS B PEAIHO BPEME;
T€ ce MPOBEXJAT BbPXY JOCTaTh4YeH Opoil mapTHAU, TPOU3BEIEHH ChITIACHO OMMCAHUTE
IIPOM3BOJICTBEHH MPOLIECH U BBPXY MPOJAYKTH, ChbXpaHsIBaHU B KpaiiHaTa(uTe)
OIIaKOBKa(M); T€3U TECTOBE BKJIFOUBAT OMOJIOTMYHU U (PU3UKO-XUMUYHHU TECTOBE 32

CTaOUIIHOCT.
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3aKJIroueHusATa CbAbpPIKAT PE3YIATATUTC OT AHAJIU3UTC, OGOCHOBaBaH_II/I MPCAJIOKCHUA CPOK

Ha CbXpaHEHUE IIPU MIPENTIOKEHUTE YCIOBUS 32 CbXPAaHEHHE.

3a nNpoJyKTH, IpUJIaraHu BbB Qypaku, IpU He0OXO0TUMOCT ce 1aBa HH(GOpMaLUs U 3a
CpOKa Ha ChbXpaHEHHE Ha MPOJYKTa Ha Pa3jIMYHUTE €Talld Ha CMECBaHe, KATO CMECBAHETO

C€ U3BBPIIBA CHIVIACHO IIPENIOPBUYUTEIIHUTE HHCTPYKLUU.

KoraTo kpailHUAT IPOLYKT U3UCKBA Bb3CTAHOBSBAHE IIPEAU IPUJIAraHETO UIIU CE Ipuilara
BbB BOJIaTa 3a IIMEHE, Ce U3UCKBA NOpoOHa MH(OpMALIHS 3a IPEUIOKEHUS CPOK Ha
ChbXpaHECHHE 32 Bb3CTAHOBEHUS MPOAYKT, KaKToO € npenopbuano. [logasar ce nanuu B

moaKpeIia Ha MPEAJIOKCHUA CPOK Ha CbXPAHCHUC 3a Bb3CTAHOBCHUA IIPOAYKT.

JlaHHUTE OTHOCHO CTaOWJIHOCTTA, MOJYyYEHU TP KOMOMHUPAHUTE MPOAYKTH, MOTaT J1a Ce
M3II0JI3BAT KaTO IIPEABAPUTEIIHU JAHHU 3a IPOU3BOJHU MIPOAYKTH, KOUTO ChIbPXKAT €HA

WJIM TIOBEYE OT CHIIUTE ChCTABKHU.
[IpennoxxeHusT CpoK Ha CbXpaHEHUE ce 000CHOBABA.
E¢ukacHocTTa Ha BCsika cucTeMa 3a KOHCEPBUPAHE CE J1I0Ka3Ba.

HH(bOpMaHHH OTHOCHO G(I)I/IKaCHOCTTa Ha KOHCCPBAHTUTEC B APYTHU CXOAHHU UMYHOJIOTUYHHA

BETCPUHAPHU JICKAPCTBCHU MMPOAYKTH OT CHIIUA IMIPOU3BOJUTEI MOXKE J1a 6”5,[[6 J0oCTaTb4dHa.
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JAPYT'A THOOPMAILIMA

B JOCHUCTO MOXKE Ja CC BKIIIOYU I/IH(bOpMaI_[I/ISI OTHOCHO Ka4Y€CTBOTO Ha UMYHOJIOTHUYHUA

BETCPUHAPECH JICKAPCTBCH IMMPOAYKT, KOATO HE € oOxBaHaTa B MNPEAXOJHUTE pa3aCiin.

YACT 3
TECTOBE 3A BE3OITACHOCT

BBBEJIEHUE 1 OBIIU U3NMCKBAHUA

TectoBeTe 3a 0€30IMaCHOCT MOKAa3BaT IMOTCHIUAJIHUTE PUCKOBC OT KMYHOJIOTHYCH
BCTCPUHAPCH JICKAPCTBCH MMPOAYKT, KOUTO MOTI'aT [a CC IIPOABAT IIPpU NPECIIJIOKCHUTEC
YCJI0BHA 3a yHOTpe6a IIPpU )KUBOTHU: TC CC OLICHABAT BbB BPb3Ka C MIOTCHIUUAJIHUTC U3Tr0ANU

OT IIPOJYKTA.

HpI/I HMYHOJIOTUYHHA BCTCPHUHAPHU JICKAPCTBCHU IIPOAYKTHU, KOUTO CE€ CBCTOAT OT KHBU
OpraHu3MH, I10-CIICHUAIIHO TC3U, KOUTO MOrarT Ja 6’b,I[aT pasnnpoCTpaHsaBaHU OT
BAaKCUHUPAHUTC )KUBOTHU, IOTCHIHUAJIHUAT PHUCK 3a HCBAKCMHUPAHU JKUBOTHHU OT ChIIUSA

HJIM HAKAKBB APYT IMOTCHIUAIHO U3JI0KECH BUI, CJICABA Ja CC IMPCUCHU.

W3cnenBanusiTa 3a 6€30MaCHOCT C€ U3BBPILBAT C BUOBETE KUBOTHH, 32 KOUTO €
npeaHa3HaueH MPOAYKTHT. Jl03ara, KOsATO cieBa Ja ce U3IM03Ba, € KOINIECTBOTO
HPOJYKT, IPETIOPHYAHO 32 M3II0JI3BaHE, a MApTH/ATa, H3II0JI3BaHA 33 TECTa 3a
0e30I1acHOCT, ce B3eMa OT IapTH/Ia WIN MapTH/H, IPOM3BEICHH CHITIACHO

IMPOU3BOJACTBCHUSA MPOLECC, OMMUCAH B HaCT 2 Ha 3asBJICHHUETO.
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B cnydait Ha UMYHOJIOTUYHY BETEPUHAPHH JIEKAPCTBEHH MPOAYKTH, ChIBPKAILN KUB
OpraHu3bM, J103aTa, KOATO TPAOBA J1a ce U3IT0JI3BA 32 JJADOPATOPHUTE TECTOBE, ONIMCAHU B
pazaenu b.1 u b.2, € KOMM4ecTBOTO NPOAYKT, ChABPKAIIO MAKCUMYM TUTHP. [Ipu
He00X0IMMOCT, KOHIICHTpAIUATa Ha aHTUT€HA MOKe J1a ObJie KOpUrupaHa 0 HyKHaTa
703a. 32 MHAKTUBUPAHUTE BAKCUHU J103aTa, KOSTO TPSIOBa Jla ce M3MO0JI3Ba, € KOJINYECTBOTO,
IIPENOPBUYAHO 3a U3M0I3BaHE, C MAKCUMAJIHO ChAbpIKAHUE HA aHTUIEH, OCBEH aKO HE €

000CHOBAHO JIPYTO.

JIoKyMeHTaIMsITa OTHOCHO 0€30MacCHOCTTA €€ U3I0JI13Ba 3a OLIEHKA Ha MOTEHLUAIHUTE
PHCKOBE, KOUTO MOT'aT J1a Bb3HUKHAT IIPU U3J1araHe Ha XOpa M0/ Bb3ICHCTBUETO Ha
BETEpUHAPHUS JIEKAPCTBEH MIPOIYKT, HAIIPUMED 10 BpEME Ha HErOBOTO IIPWJIAraHe Ha

KHUBOTHO.
JIABOPATOPHU TECTOBE
be3onacHOCT Ha IpUIIaraHETO HA €Ha 1034

VIMyHOJOrMYHUAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT C€ Ipuiiara 1o npernopbryaHara go3a
U 10 BCUUYKHU IPENopbyaH HAuMHU 3a IPUIIOKEHHE Ha )KUBOTHU OT BCEKH BUJ U
KaTeropus, 3a KOUTO € MpeHa3Hau€eH, BKIIOUUTEIHO )XKMBOTHY HA MUHUMAaJIHATa Bb3pacT
3a npwiarade. JKuBoTHure ce HaOI0AaBaT U MPEryieKaaT 3a MPU3HalK Ha OPraHu4decKd U
JoKayHU peakiuu. [Ipn Heo6X0AUMOCT, T€3U U3CIeIBaHUS BKIIOUBAT MOAPOOHU
MaKpOCKOIIMYHU U MUKPOCKOIIMYHU U3CJE/IBAaHNS HA MH)KEKTUPAHOTO MSCTO CJIE]] CMbPTTa
Ha JKUBOTHOTO. [Ipyru 00EKTUBHU KPUTEPHUHU, KATO PEKTAIHA TEMIIEpaTypa U U3MEpBaHuUs

Ha IMPOU3BOAUTCIIHOCTTA HA ) KUBOTHUTE, CC 3alIMCBAT.
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JKuBoTHHTE ce HAOMIOJaBAT U MPETISKIAT 10 MOMEHTA, B KOMTO TIOBEUYE PEaKIUU HE Ce
OYaKBaT, HO MPH BCUYKH CIy4au, Ieproja 3a HaOII0CHIE U TIperJie]] € Hali-Manko 14

A€Ha CJiea MpeaArnrnCBaHETO.

ToBa uscneaBane Moxe 1a Ob/ie 4aCT OT U3CIIEIBAHETO IPU IOBTOPHO IPUEMAHE Ha 71034,
M3UCKBAHO I10 CHJIaTa Ha TOYKa 3, MM MOXKeE Jja ObJie IPOIyCHATO, aKO PE3YJITATUTE OT
U3CIIEBAHETO 3@ CBPBX03a, U3MCKBAHO 110 CUJIaTa Ha TOYKa 2, HE ca I10Ka3ajay IPU3HALU

Ha CUCTCMATH4YHU WUJIHW JIOKAJIHH pCaKIUU.
2. be3omacuHocT IIpr €AHOKPATHO IIpujiaraHe Ha CBPbXJ103a

Ha tect 3a CBpBX03a CC noayiarat CAMHCTBECHO JXUBUTC UMYHOJIOTUYHU BETCPUHAPHHU

JIEKAPCTBEHU MPOILYKTH.

CBpbX2103a OT UMYHOJIOTHUYEH BETEPUHAPEH JIEKAPCTBEH MIPOLYKT C€ IIPUJIara Io
[IpenopbYaHus HAYMH 33 IIPUIOKEHUE IIPU )KUBOTHU OT HAl-4yBCTBUTEIIHATA KATCTOPUS
BUJIOBE )KMBOTHH, 32 KOUTO € TIPETHAa3HAYEH IPOIYKTHT, OCBEH aKO M300PHT HA Haii-
YYBCTBUTEIHHAT OT HAKOJIKO CXOJHHM HAUWHA HA PUIIOKEeHUE He ObJie 000CHOBaH. 3a
MMYHOJIOTUYHHUTE BETEPUHAPHU JICKAPCTBEHHU IIPOYKTH, IIPUIIAraHu 4pe3 UHKECKTUPAHE,
JI03UTE ¥ HAUUHBT(UTE) HAa IPUIIOKEHHUE Ce N30MPAT ¢ OrJie]] Ha MaKCUMAaJIHHUs 00eM, KOHTO
MO>e Ja Ob/ie MPUIIOKEH Ha €IHO MSCTO 3a MHXKeKTHpaHe. JKUBOTHUTE ce HabJt01aBaT u
MperjiexaaT Hali-MaJko B MPOIbJKEHUE HA 14 THM cien MpuilaraHeTo 3a Npu3Haly Ha
CUCTEMAaTHUYHU U JIOKAIHU peakuuu. [[pyru KpuTepun, KaTo peKTajaHa Temneparypa u

HU3MCPBAHUS HA MPOU3BOAUTCIIHOCTTA HA ) KUBOTHUTEC, CC 3alIMCBAT.

HpI/I HGO6XOI[I/IMOCT TC3U U3CIICABAHWS BKIHOYBAT HO,[[pO6HI/I MAaKpOCKOIIMYHHA U
MHUKPOCKOIINYHHU U3CJICABAHUSA HA HHKCKTUPAHOTO MACTO CJICA CMBbPTTAa HA )KUBOTHOTO,

aKo TOBa HE € OWJIO HAIIPaBEeHO 10 ToYKa 1.
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3. be3onacHoCT Ipy MOBTOPHO MpHiIaraHe Ha €Ha /1032

3a UMYHOJIOTUYHHUTE BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, KOUTO TpsAOBa /1a ce mpusarat
II0OBEYE OT BEIHBK, KaTO 4aCT OT OCHOBHA CX€Ma 3a BAKCHUHUPAHE, U3CIIEABAHE Ha
IIOBTOPHOTO MpHJIaraHe Ha €/1Ha /1032 MOXKE Ja € HE0OXOMMO 3a OTKPUBAaHE Ha
HeOJIaronpusaTHA PEeaKLUy, IPEIU3BUKAHU OT TaKOBa Mpuiiarade. Te3u TecTose ce
IIPOBEXKIAT C HAl-UyBCTBUTEIIHUTE KATETOPUU BUJIOBE JKUBOTHM, 3a KOUTO € IPEHA3HAYEH
IPOAYKTHT (KaTO HAKOU NOPOJH, Bb3PACTOBU I'PYIH), KATO CE U3M0JI3Ba BCEKU

MIPEIOPBHUYUTEIICH HAYUH Ha ITPUIIOXKCHUC.

JXKuBoTHuUTE ce HaOMOIABAT U MPETJISKIAT Hail-MaIKo B IPOIbIDKeHHE Ha 14 1HU ciien
IIPUJIAraHeTo Ha IPOAYKTa 3a IPU3HALM HA CUCTEMAaTUYHU U JIOKAJIIHUA peakuuu. [Jpyru
OOCKTUBHH KpPUTEPUH, KaTO PEKTAJIHA TEMIIepaTypa U U3MEpBaHMs Ha

MIPOU3BOIUTEIIHOCTTA HA )KUBOTHUTE, CE€ 3aMUCBAaT.
4. N3cnenBane Ha penpoyKTUBHUTE CLIOCOOHOCTH

N3cnenBane Ha penpolyKTUBHUTE CIOCOOHOCTH C€ M3BBHPINBA, KOTATO TaHHUTE MMOKA3BaT,
4ye U3XOAHUIT MaTepual, OT KOMTO € HallpaBeH MPOAYKTHT, MOXKE Ja € MOTeHIIHAJIeH
puckoB ¢dakTop. PenpoaykTuBHUTE CHOCOOHOCTH Ha MBXKU U HEOPEMEHHH U OpeMEHHU
YKEHCKH C€ U3CJIe/IBAT C MPENOphYaHUTE JO3H U 10 HAal-UyBCTBUTEIHUS HAUMH 32
npujiokeHue. B nombiiHeHHE ce TpoyYBaT BPEAHUTE MOCIEIUIN BEPXY TOTOMCTBOTO,

CbIIO U TCPATOJIOTHYHHU MMOCIICAUIIN U TaKWBa, IPUYINHABAIIN 360pT.

Te3u n3ciegBaHus Morart aa 6’]5,[[8.T 4acT OT U3CJIICABAHUATA 3a 6630HaCHOCT, OIIMCaHH" B

TOYKHU 1, 2u 3, HJIN OT TCPCHHUTC U3CIICABAHUA, IPCABUACHU B pa3aciI B.
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6.1.

6.2.

W3cnenBane Ha UMYHOJIOTHYHUTE (DYHKIIMA

Koraro nmyHoNOrHYeH BETEPHHAPEH JIEKAPCTBEH MPOAYKT OM MOI'bJ HEOJArONPHUsATHO 1
[IOBJIMSAE HA UMYHHATa PeaKUs Ha BAKCUHUPAHOTO KMBOTHO MJIM HA HETOBOTO IIOTOMCTBO,

Cce MpaBAT NOJIXOSIIN TECTOBE 38 UMYHOJOTUYHUTE (DYHKIUU.
Crenuainyu U3UCKBaHUS 32 KUBU BAKCUHU
Pa3snpocTtpanenue Ha mama Ha BakCHHaTa

PasnpocTpaneHueTo Ha 1jaMa Ha BAKCMHATa OT BAKCMHUPAHU KbM HEBAKCUHUPAHU BUJIOBE
KMBOTHH, 32 KOMTO € IpeHa3HAYeH IPOAYKTHT, CE U3CIIE[BA, KATO CE U3I0JI3Ba
MPENOPbYAHUAT HAUYMH HA MIPHIOKEHNE, KOMTO Hail-BEpOSTHO BOAM 10 pa3lpOCTPAHEHHUE.
OcBeH TOBa, MOXe /1a € HE00X0JMMO J]a C€ IPOYUH Pa3IPOCTPAHEHUETO KbM BUIOBETE
KMBOTHH, 32 KOMTO HE € MpeHa3HauY€eH MPOIYKThT, KOUTO MOXKE J1a ca U3KIHOUYUTEIHO

BB3IIPUCMUYKMBY KbM IllaMa Ha )XUBATA BAKCHUHA.
Pa3HpOCTpaHeHI/I€ BbB BAKCUHHUPAHUTC JKUBOTHH

W3npaxHenwus, ypuHa, MIISKO, SiIa, YCTHA, HOCHU U IPYTH CEKPETH CE TeCTBAT 3a
HAJIMYMETO Ha OPraHMU3Ma, IO 1eaechoopasHocT. OCBEH ToBa MOrar Ja ObAaT U3UCKaHH
W3CIeIBaHMS 32 pa3pOCTPAaHEHUETO Ha I[aMa Ha BaKCHHATA B TSAJIOTO, KaToO ce 00BbpHE
CTCIIMATHO BHUMAHHE Ha MPEATIOYNTAHUTE MECTA 3a BH3IIPOU3BEKIaHE HA OpraHN3Ma.
[Ipu xuBM BakcUHU 3a 300H03U 10 cMuUCHIa Ha JupextuBa 2003/99/EO na EBponeiickus
napiamenT 1 Ha ChBera!, KOMTO TPsAOBA Ja CE U3ION3BAT 3a )KUBOTHH, OT KOMTO CE
MIPOM3BEX/IA XpaHa, P Te3H U3CIeABaHUS TPsOBa /1a ce 00bpHE 0COOCHO BHUMaHHE Ha

YCTOI>'I‘II/IBOCTTa Ha OpraHn3Ma Ha MSACTOTO Ha MHIXCKTHPAHEC.

1

OB L 325, 12.12.2003 r., cTp. 31.
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6.3.

PeBepcust kbM BUPYJIEHTHOCTTA HA aTCHYUPAHU BAKCUHU

PeBepcusita KbM BUPYJIEHTHOCTTA CE M3CJIEIBA BbPXY OCHOBHATA NOCABKA. AKO OCHOBHATa
MOCSIBKA HE € B IOCTaTh4YHO KOJIMYECTBO, CE M3CJIe[BA U3I0JI3BaHATa 3a IPOU3BOJICTBOTO
BaKCHHA, KOSITO € OuJia C Hali-HUCHK MPOIEC Ha MpeBpbhIIaHe. AKO ce U3M0I3Ba APYT
Ipoliec Ha MpeBpbIIaHe, ToBa ce 000cHOBaBa. [IppBOHAUaNHAaTa BAKCHHAIUS CE U3BBPIIIBA,
KaTo Ce M3M0JI3Ba HAYMHA Ha NPUJIOKEHUE, KOUTO HAal-BEPOSATHO BOJU /10 PEBEPCUSI KbM
BUpYJEHTHOCTTA. V3BBbpIIAT ce CepUiiHU MPOLIECH HA MPEBPBIIAHE B I1E€T IPYIH BUIOBE
KUBOTHH, 32 KOUTO € IpeJHa3Ha4YeH MMPOIYyKTHT, OCBEH aKO HE ChLIECTBYBA IPUYMHA 32
1oBeyYe Ha Opoii Ipoliecu Ha NPEBPBIIAHE WM OPIraHU3MbT HE U3YE3HE M10-PaHO OT
TECTBAaHUTE )KUBOTHU. Korato opraHusmMbT He ce peIruIMKUpa aJieKBaTHO, BbB BUJJOBETE
KUBOTHH, 32 KOUTO € MpeJHa3HAYEH MIPOIYKTHT, CE OCHILIECTBABAT KOJIKOTO € Bb3MOXKHO

ITOBCYC IMPOLICCHU HA ITPCBPBIIAHEC.

6.4. buonornunu cBOMCTBA Ha IJaMa Ha BAaKCHHATA
JIpyr# TeCTOBE MOrar J1a ca He0OOXOIMMH, 32 J1a CE OTPENIENAT KOJIKOTO € Bb3MOXKHO I10-
TOYHO MPUCHILUTE OMOJIOIMYHH CBOMCTBA Ha LI[aMa Ha BaKCHHATa (Harnpumep
HEBPOTPOIU3BM).

6.5. PexoMOuHaIMs 1M TEHOMHO IPECOPTHPAHE Ha IIIaMOBE
OO6cpxaa ce BepOATHOCTTA OT PEKOMOWHAIUS WIM TEHOMHO NPECOPTUPAHE C TEPEHHU UITU
JPYTH IAaMOBE.
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7. bezonacHoct Ha nmoTpedburenute

To3zu pa3nen BKIIIOYBa 00CHKIaHE HA YCTAHOBEHHUTE B IMPEIXOJHUTE pas3eiu ePeKTH,
KOUTO CBBP3BAT Te3U €(EKTH C BUJIA U pa3Mepa Ha YOBEIIKO M3JIaraHe Ha MPOAYKTa, C
orzien (OpMyJIMPAHETO Ha MOAXOASIIN IPEayNPEeKICHUS 32 OTPEOUTEIUTE U APYTU

MEpKHU 3a yIpaBJIeHHUE HA pUCKa.
8. W3cnenBane Ha OCTaTbUHUTE KOJIMYECTBA

3a HMYHOJIOTHYHUTC BETCPUHAPHU JICKAPCTBCHU ITPOAYKTHU OOMKHOBEHO HE € H606XOI[I/IMO
Ja C€ IpaBAT U3CICABAHMA 3a OCTAaThbYHU KOJIUYCCTBA. Or Jpyra cTpaHa, KOraTto Ipu
IMPOU3BOJACTBOTO HA UMYHOJIOTHYHU BETCPUHAPHU JICKAPCTBCHU NPOAYKTHU CC U3IIOJI3BAT
ADKYBaHTU u/unu KOHCCPBAHTH, Tpr6Ba Ja C€ B3CMC NpCABUA Bb3MOXKXHOCTTA OCTaThbYHU
KOJIMYCCTBA J1a OCTAHAT B XPAHUTC. HpI/I HCO6XOI[I/IMOCT CC U3CjIcaBar eq)eKTI/ITC OT TC3HU

OCTaTb4HHU KOJIHMYCCTBA.

[TpaBu ce npeIoKeHNE 3a KAPSHTEH CPOK U Ce 00CHXK/Ia HEroBara aJeKBaTHOCT I10

OTHOIIIEHHE Ha BCAKO M3CJIEIBAHE 32 OCTAThYHU KOJUYECTBA, KOETO € MPaBEHO.
9. BsaumoneiicTBus

AKO B KpaTKaTa XapaKTepUCTHKa Ha MPOJIyKTa € 00sIBEHa CbBMECTUMOCT C JIPyTH
BETEPUHAPHU UMYHOJIOTUYHH MPOIYKTH, B TaKbB CIy4ail ce pa3cie/iBa 6€30MacHOCTTa Ha
aconuanusara. OToens13Ba ce BCAKO IPYro U3BECTHO B3aUMOJECHCTBUE C BETEpUHAPHU

JIEKApCTBEHU MPOIYKTH.

PE-CONS 45/18 RDY/rb 104
I[MTPMJIOXEHUE II LIFE.2.B BG



B. TEPEHHU U3CJIEABAHUA

OcBeH ako He € 000CHOBAHO, PE3yJITaTUTE OT JJA0OPATOPHUTE U3CIICABAHUS CE JIOMIBIIBAT C
JAHHU OT TEPCHHUTE M3CIICIBAaHUS, KATO CE M3I0JI3BaT MaPTUIUTE, IIPOU3BEIICHH B
CBHOTBETCTBHUE C IPOU3BOJICTBEHHMSI ITPOIIEC, ONMCAH B 3asBJICHUETO 32 Pa3pelICHUE 3a
Thproeus. Kakto 6e3omacHoCTTa, Taka 1 e(pUKACHOCTTA MOTaT Jia ObJaT U3CJIeIBAaHH 10

BpEME Ha CBIIUTE TEPEHHU U3CIICIBAHMUS.
I. OLIEHKA HA PUCKA 3A OKOJIHATA CPEJIA

IlenTa Ha olLleHKaTa HA pUCKa 3a OKOJIHATA CPEJia € J1a CE OLICHST MOTEHIIMATHUTE BPEIHU
eeKTH, KOUTO ynorpedara Ha MPOyKTa MOXKE J]a MPHYMHH HA OKOJIHATA Cpejia U Ja
HaOeexar Mmpearna3Hu MepKy, KOUTO MOTaT Jla ca HeOOXOAMMH 32 HaMaJIsIBAaHE HA TAKUBA

PHUCKOBC.

Ta3u onenka OOMKHOBEHO C€ IIpOBCKJa Ha ABC (1)8.31/1. H’LpBaTa (1)8.38. OT OLICHKAaTa CC
IMpOBEC)KAa BUHAI'H. HpeIICTaBFIT Cce HOIIpO6HI/I JaHHH OTHOCHO OII€HKaTa B CbOTBCTCTBHC C
YCTaHOBCHOTO PBKOBOACTBO. OHCHKaTa IIOKa3Ba IIOTCHIHUAJIHOTO MU3JIaraHC Ha OKOJIHaTa
cpcaa Ha BLSHCﬁCTBHCTO Ha IIPpOAYKTa U HUBOTO Ha CBbpP3aHUA C HOI[O6HO H3JIaraHe pucCK,

KaTO OTYHTA IIO-CIICHHUAJIHO CIICAHHUTC aCIICKTHU:

— BHUJOBETC )KUBOTHH, 3a KOUTO € IPCAHAZHAYUCH IMTPOAYKTHT, U IPCIIOKCHNA HAYUH Ha

ynotpeoa,

- MCTOAAa HAa NPUIIOKCHUEC, TO-CIICIUAIHO BEPpOATHATA CTCIICH, 10 KOATO MMPOAYKTHT

1I€ BJIM3a IUPCKTHO B CUCTEMATA HA OKOJIHATA Cpelaa,
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— BB3MOKHOTO OTACIISIHC HAa NPOJAYKTA, HCTOBUTC aKTUBHU BCIICCTBA B OKOJIHATA CpCa

Ype3 TPCTUPAHU )KUBOTHH, 3alla3BAHC B TAKMBAa CKCKPCTH,
- HU3XBBPJIAHC HAa HEU3IIOJI3BaH UJIK OTIIaABb4YCH IIPOAYKT.

HpI/I KHMBH IIaMOB€ Ha BaKCHMHaTa, KOUTO MOraT Ja 6’B,Z[aT 300THYHH, CC U3BBPIIBA OLICHKA

Ha pUCKa 3a YOBCKaA.

Koraro 3akmodyeHusTa oT mbpBara ¢asza Mokaxar MOTEeHIUAIHO U3JIaraHe Ha OKOJIHATa
cpeza Ha MPOJYKTa, 3asBUTEIST MPOIb/DKaBa ¢ BTopaTa (pasza u oreHsBa
MOTEHITUATHUA(UTE) pUCK(0BE), KOUTO(KOUTO) BETEPUHAPHUSAT JICKAPCTBEH MPOIYKT MOXKE
Jla PUYMHA Ha OKoJiHaTa cpena. Korato e Heo0X0uMo, ce U3BBPINBAT AOIIBIHUTEITHH
W3CIIeBaHMS 32 BB3ACHCTBHETO HA MPOIYKTa (1TOYBA, BOJIA, BH3yX, BOJHU CHCTEMHU,

BHUAOBCTC OPraHU3MHU, 3da KOUTO HC € IPCAHA3HAYCH HpOIIYKT’bT).

. OLIEHKA, U3NCKBAHA 3A BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH,
KOUTO CBABPXAT UJIN CE CbCTOAT OT TEHETUYHO MOJUOUTTNPAHU
OPI"AHU3MU

B cnyqaﬁ Ha BCTCPUHAPHU JICKAPCTBCHU IPOAYKTHU, KOUTO CBABPIKAT UJIU CE CbCTOAT OT
TCHCTUYHO MOI[I/I(I)I/II_[I/IpaHI/I OpTraHu3MU, 3asABJICHUCTO CC IPpUAPY)KABA U OT JOKYMCHTUTC,

M3UCKBaHM MO cujiaTa Ha uieH 2 u yacT B ot Jupextusa 2001/18/EO.
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YACT 4
TECTOBE 3A EOMKACHOCT

I'TTABA 1
1. OO1mM MpUHIAITTH

[lenTa Ha U3NIUTBaHUATA, ONIUCAHU B Ta3U YaCT, € Ja CE€ JOKaXe WIH IOTBBPIU
e(pUKaCHOCTTa HA UMYHOJIOTUYEH BETEPUHAPEH JICKApCTBEH MPOAYKT. BCHUKM nmpeTeHnmnn
Ha 3asBUTENS, OTHACAIIM Ce JJO CBOWCTBATA, epeKTUTE U yroTpebara Ha IPOJYyKTa, ce
MIOAKPEIAT HAIIBJIHO OT PE3YATATUTE OT CIIELUAIIHU U3IIUTBAHUSA, ChABPIKAIIH CE B

3asBJICHUETO 32 PA3PELICHUE 3a ThPrOBUSL.
2. [IpoBexmane Ha U3MUTBAHUS

Bcuukm u3nuTBaHus 3a CQ)HKaCHOCT CC IIPaBAT B CbOTBCTCTBUC C U3LAIO 0OMHUCIIEH
HO,Z[pO6CH IIPOTOKOJI, KOMWTO C€ M3rOTBS B MUCMEH BUA IIPpCAN HAYAJIOTO HAa U3IIUTBAHCTO.
XYMaHHOTO OTHOIICHNE KbM U3IUTBAHUTC )KUBOTHHU € NPCAMET Ha BETCPUHAPCH KOHTPOJI
" CC B3C€Ma HU31AJIO IO BHUMAHUEC 110 BpEMC HAa CBCTABAHCTO HAa BCCKU ITPOTOKOJ 3a

H3IUTBAHC U I10 BPEMC Ha IIPOBCKIAHCTO HA U3IIUTBAHECTO.

H3ucksar ce MpeaABapUTCIIHO YCTAHOBCHU CUCTEMATUYHHU MMCMCHU MPOLCAYPH 3a
opranusanusaTa, MpoBEKAAHCTO, C'B6I/IpaHeT0 Ha JaHHU, JOKYMCHTHPAHCTO U IIPOBCpKATa

Ha W3MUTBAHUATA 32 €(PUKACHOCT.

OcBeH ako He € 000CHOBAHO JAPYTO, TEPECHHUTE U3MUTBAHUS CE U3BHPIIBAT B ChOTBETCTBUE

C YCTAHOBCHHUTC IMPUHIUIIA 3a L[06pa KIIMHUYHA IIpaKTHUKa.
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[Ipenn Ha4anoOTO HA BCEKH TEPEHHO M3MUTBAHE CE MOJIyYyaBa U JOKYMEHTHPA
MH(GOPMHUPAHOTO CHITIACKE HA COOCTBEHUKA HA KUBOTHUTE, KOUTO IIe OBJAT U3MOI3BAaHH B
n3nuTBaHero. [lo-crenuanno, COOCTBEHUKBT Ha KUBOTHUTE C€ MHPOPMHUPA B TUCMEH BH]
3a TIOCIIEIUIIMTE OT YYacTUETO B M3MUTBAHETO BHPXY MTOCIEABAIIOTO IPEMaxBaHe Ha
TPETUPAHUTE KUBOTHH WIH 33 OJTYyYaBaHETO HA XPaHU OT TPETUpaHU KUBOTHU. Komme ot
TOBA U3BECTHE, C MOAINUC U JaTa OT COOCTBEHUKA Ha KUBOTHOTO, CE MPHJIara KbM

AOKYMCHTAaIMsATa 3a U3IIMTBAHCTO.

OcBeH ako TepeHHOTO U3MUTBAHE HE CE MIPOBEX/Ia Ha CIIAIO0, PA3OpeOUTe Ha YIEHOBE
55, 56 u 57 ce npunarat 1o aHAJIOIMs 3a €TUKETA Ha Ipernapara, IpelHa3HaueH 3a

ynotpe0a npu BeTepUHApHU TEPEHHU U3MUTBAaHUS. BbB BCHUKH ciiyyau 0003HAUEHHUETO
,CaMO 3a yrnoTpeda py TepeHHH BETEpUHAPHU U3MUTBAaHUA " TpsiOBa 1a ObJie MOCTaBEHO

10 BUAUM U HCU3ZTPHUBACM HAYMH BBPXY CTUKCTA.

I'NTIABA 11
A. OO011M U3KMCKBaHUS
1. N360pbT Ha 1IJaMa aHTUTEHU WJIM BaKCHMHA c€ 000CHOBaBa Bb3 OCHOBA Ha €MU300JI0IMYHU
JaHHU.
2. W3nurBanusTa 3a eUKacCHOCT, MPOBEIEHHU B 1a0OpaTOpusl, Ca KOHTPOIHHU U3MHUTBAHMUS,

MIPU KOUTO C€ U3MOJI3BAT HETPETUPAHU KOHTPOJIHU KUBOTHHU, OCBEH aKO MPEIBH/]I
XYMaHUTApPHOTO OTHOIICHUE KbM KUBOTHUTE HE CE B3EME JIPYTo pelieHne u ehuKkacHOCTTa

MOXKE aa 6’13,[[6 AOKa3aHa 1o Apyr Ha4YuH.

IIo IMMPUHIIHII, TE3U Ha60paT0pHI/I HU3NHUTBAHUS CC MMOAKPCIIAT OT U3IIUTBAHUS, U3BbPIICHU

IIpr TCPCHHU YCJIOBHs, KATO CC M3II0JI3BAT HETPCTUPAHU KOHTPOJIHU )KUBOTHH.
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Bcuuku u3nuTBaHUS C€ ONUCBAT JOCTAaTb4YHO HOI[pOGHO, 3a a € Bb3MOXXHO IMOBTApPAHCTO
HUM KaTO KOHTPOJIMPAHU U3NIUTBAHUA, ITPOBCKIAHU 110 UCKAHC OT CTPpaHa Ha
KOMIICTCHTHUTC OpraHu. H3CJ’ICI[OB3T€J'IHT JOKa3Ba BaAJIMJHOCTTAa Ha BCUYKHU U3II0JI3BAaHHU

TCXHHUKHU.

I[OKJIaI[BaT CC BCUYKHU ITOJIYYCHH PE3YyJITATH HE3aBUCHUMO OT TOBA JAJIM Ca 6HaI‘OHpI/I$ITHI/I

WK HeOJIaronpusTHY.

3. EdukacHocTTa Ha UMYHOJIOTMYEH BETEPUHAPEH JICKAPCTBEH MPOIYKT C€ JOKa3Ba 3a BCAKA
KaTeropusi BUAOBE KUBOTHHU, 32 KOUTO € MpeJHa3HAYEH IPOIYKTHT, KOUTO CE MPEnophuBatT
3a BAaKCHUHAIIMS, 10 BCEKU MPETOPBHUYUTEIICH HAYUH Ha TIPUIIOKEHUE U U3ITOJI3BAUKU
MpeAJIoKEeHaTa CXeMa 3a puiiarane. AJIGKBaTHO Ce€ OIICHSBA BIUSHUETO BPXY
e(UKaCHOCTTa HA TACHBHO MOJIy4YE€HHU U MPUIOOUTH OT MaiKkaTa aHTUTENA, KbIETO TOBA €
yMmecTHO. HauanoTo v mpoAbIKUTETHOCTTAa HA UMYHHUTETA C€ YCTAaHOBSBAT U MOJKPEIIST C

JAHHU OT U3NUTBAHUATA, OCBEH aKO HE € 000CHOBAHO JPYTO.

4. Jloka3Ba ce epukacHOCTTa Ha BCEKH OT KOMIIOHEHTUTE Ha MHOTOBAJICHTHU H
KOMOMHHpPaHU UMYHOJIOTUYHU BETEPUHAPHU JICKAPCTBEHU MPOAYKTH. AKO IPOAYKTHT C€
MpernopbyBa 3a Mpujiarane B KOMOMHAIIMS U €IHOBPEMEHHO C JPYT BeTepUHapeH

JICKApCTBCH IMMPOAYKT, CC AOKa3Ba, 4€ NPOAYKTHUTC Ca CbBMCCTUMM.

5. Koraro IMPOAYKT MPEACTABJIABA YACT OT CXEMaA 3a BAKCUHHPAHEC, ITPCIIOpBbIYaHa OT
3asABUTCIIA, C€ JOKa3Ba IbPBOHAYAJTHHUAT UJIM YCHUJIBAIIL e(i)CKT HJIM IPUHOCHT HA

BCTCPUHAPHUA UMYHOJIOTUYCH ITPOAYKT 34 e(l)I/IKaCHOCTTa Ha ¢X&Mara KaTo IIJ10.

6. [[osaTa, KOATO CJICABA Jia C€ U3II0JI3B4d, € KOJIUYCCTBOTO IIPOAYKT, KOCTO CJICABA J1a CC
npenopsbya 3a U3MOJ3BAHE, a MMapTUaaTa, U3IoJi3BaHa 3a TECTa 3a C(l)I/IKaCHOCT, C€ B3€Ma OT
nmaprtuaa Wiv napTuav, IporusBCACHU ChITIACHO IMTPOU3BOACTBCHUA MPOLEC, OIMMUCAH B 4aCT

2 Ha 3asBJICHUETO.
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7. AKO B KpaTKaTa XapaKTepUCTHKa Ha IPOJYKTa € 3asBEHa CbBMECTUMOCT C JPYTU
MMYHOJIOTHYHU MPOJYKTH, B TAKbB CIIydail ce pa3ciieiBa 6€30MacCHOCTTa Ha aCOLUAIIHITA.
OTtbensizBa ce BCAKO APYTro U3BECTHO B3aUMOJICHCTBHE C APYTU BETEPUHAPHU JIEKAPCTBEHU
npoayktu. CbBMECTHA WM €JHOBpEMEHHa yrnoTpeda Moxke Ja Obje pa3pelleHa, ako 0bie

MMOAKPCIICHA OT CbOTBCTHU U3CJICIBAHUS.

8. 3a IMarHOCTUYHU UMYHOJIOTMYHU BETEPUHAPHU JIEKAPCTBEHU MTPOIYKTH, IPHIIOKEHU Ha

JKHUBOTHH, 3asABHUTCIIAT 0oTOEIA3Ba KaK TpH6Ba Ja C€ ThJIKYBAT PCAKIIMUTE OT IIPOAYKTA.

9. 3a BakCHHUTE, KOMUTO UMAT 3a eI Jia pa3rpaHnyaT BAKCHHUPAHUTE OT UHPECKTHPAHHUTE
KUBOTHH (MapKepHU BaKCUHHU) U IIPU KOUTO TBBPACHHUETO 32 €PUKACHOCTTA TIOYMBA HA
JTUArHOCTHYHU TECTOBE in Vitro, € HAUIE HEOOXOAUMOCT OT MPEOCTABIHE HA JTIOCTATHYHO
CBEJICHUS 32 TUArHOCTUYHUTE TECTOBE, KOETO Ja MO3BOJIH JIa CE HAalpaBH aJcKBaTHA

OLICHKA Ha TBBPACHUITA BB BPBh3Ka C MApKEPHUTE CBOIMCTBA.
b. JIaGopaTopHu U3MUTBAHUS

1. [To mpuHIMT, TeMOHCTpHpaHe Ha ePUKACHOCTTA CE MTPOBEXA P 100Pe KOHTPOIUPAHH
1abopaToOpHU YCIOBUS Ype3 MPOBOKALIUSA CJIe]l TpUilarane Ha UMYHOJIOTUYHUS
BETEPUHAPEH JICKAPCTBEH MPOJYKT BbPXY BU/IA )KUBOTHO, 3a KOMTO € MpeAHa3HaYeH
MPOAYKTHT, IPU MPENOPHUNTEIHUTE YCIOBUA 3a ynoTpeda. JJOKOJIKOTO € Bb3MOKHO,
YCIIOBUSATA, IPU KOUTO CE U3BBPILIBA IPOBOKALIUATA, BH3IPOU3BEKAAT ECTECTBEHUTE
ycioBus 3a uHpekuus. [IpenoctaBst ce JaHHM OTHOCHO 1JamMa Ha MIPOBOKALIUATA U

HEHMHOTO ChOTBETCTBHUE.

3a ’KMBHUTE BAKCUHH, OCBEH aKo He 0b/ie 000CHOBAHO IPYro, C€ U3MOI3BAT MAapTUANTE,
KOUTO ChAbPKAT MUHUMYM TUTBP WIH CUja. 3a OCTaHAJIUTE MPOAYKTH, OCBEH ako He Obje

000CHOBAHO JIPYTO, C€ U3IOJI3BAT MAPTUAUTE C MUHIMAJIHO aKTUBHO ChIbP)KaHUE.
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2. AKO € Bb3MO)KHO, UMYHHUST MEXaHU3BM (MEXIYKICTbYHHI/XyMOPAIHH, JIOKATHU/00IIN
KJIaCOBE MMYHOTJIOOYJIMH), KOMTO 3aro4Ba Ciie]] MPHJIaraHeTo Ha UMYHOJIOTUYHUS
BETEPHHAPEH JICKAPCTBEH MPOAYKT BPXY BHOBETE KHUBOTHH, 32 KOUTO € MpeJHa3HAYeH

IPOAYKTHT, 0 NPENOpPbYaHUs HAUUH HA IPUII0KEHUE, CE OIIPeess U JOKYMEHTHpa.
B. TepeHHU U3NUTBAHKS

1. OcBeH ako He € 000CHOBAHO, PE3YJITaTUTE OT JIAOOPATOPHUTE UMUTBAHMS CE JIOMBJIBAT C
JAHHHU OT TEPEHHUTE U3MUTBAHUS, KaTO CE U3IMOI3BAT MAPTUANTE, IPEICTABUTEIIHH 32
MIPOU3BOJICTBEHUS MPOIIEC, OMKCAH B 3asIBICHUETO 3a pa3pelieHue 3a Tbpropus. Kakto
0€30macHOCTTa, Taka U epuKacHOCTTa MOTaT J1a ObJaT U3CIIEBAHH IO BPEME Ha CHIIOTO

TCPCHHO U3CJICABAHEC.

2. Koraro J'Ia60paTOpHI/ITC H3IUTBAHWA HC MOr'aT Jia IIOAKPCIIAT C(bI/IKaCHOCTTa, MOXKCEC aa CC

IpUueMe CaMoO MPOBCIKAAHC HA TCPCHHUTC U3IINTBAHUS.

YACT 5
JAHHU 1 JOKYMEHTU

A. BBBEJAEHUE

JlocueTo oT u3cieaBaHusTa 3a 6€30MacHOCT U €(pUKACHOCT BKIIIOUBA BHBEJCHHE,
OTIpeeNsAIo IpeIMeTa U MOCOYBAIII0 HAPaBEHUTE TECTOBE, ChIVIACHO YacTu 3 u 4, a
CBILIO U PE3IOME C IOAPOOHM 1030BaBaHus Ha MyOnuKauu. ToBa pe3toMe ChabpKa
00EKTHBHO O0CHK/IaHE HA BCUYKHU MOJYUYEHU PE3YyITaTH U BOJU A0 3aKJIFOUEHHUE 32
0e30MmacHOCTTa U €UKACHOCTTAa HA UMYHOJIOTUYHHS BETEPUHAPEH JIEKAPCTBEH MPOYKT.
[IpomyckaHeTo Ha HIKOHM OT MOCOUEHUTE TECTOBE WM U3MUTBAHUS Ce OTOEN3Ba U

o0CcBXKIa.
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b. JIABOPATOPHU NU3CJIIEJIBAHUA
3a BCHUKH U3CIICABAHUS CE MIPEIOCTABST:
1) pestome;
2)  HaWMMEHOBAaHWE HA OpraHa, M3BBPIIMI U3CIICIBAHUATA,

3) noxapoOeH MPOTOKOJ 3a EKCIEPUMEHTA, C ONTMCAHUE HAa U3IMOJI3BAHUTE METO/IH,
amapaTtypa ¥ MaTepHualid, JaHHU KaTo BHJI WIH ITOPO/a Ha )KUBOTHUTE, KATETOPUHU
JKUBOTHH, OT KbJIC Ca B3CTH, TAXHATA UACHTU(DHUKAIMSI K HOMED, YCIOBHS, IIPH KOUTO
ca TJieJlaHu ¥ XpaHeHHU KUBOTHUTE (MIOCOYBaHe, inter alia, Ha ToBa Janu ca CBOOO HHU
OT OTIpEJICIICHN TATOTCHH W/WJTH ONIPEICIICHH aHTUTEIA, €CTECTBOTO U KOJIMIECTBOTO
Ha JI00aBKUTE, ChIBPXKAIIN CE BBB ypaka), 103a, HAUMH, CXeMa U JIaTH Ha

Inpujiaralne, OIIMCaHuec u 000CHOBKA Ha M3I0JI3BAHUA CTATUCTUYECKU METOA,

4) B cnyqaﬁ Ha KOHTPOJIHU ) XUBOTHH, AaJIN Ca MMOJIYIHUIIN r[naue60 WM He ca O

TPETUPAHU;

5) B cCiyd4ail Ha TpETUPaAHU )KMBOTHH U MPHU LETECHOOPA3HOCT, NaK ca IPHUeIn

TECTBAHUS MPOAYKT HUIIN APYT IIPOAYKT, PA3PCILICH B O6H.[HOCTT8;
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6)  BCHYKHU OOIIM M MHAMBHYATHU HAOIIOACHUS U MOTYUYCHU PE3YNTaTH (ChC CPEIHH
CTOMHOCTH U CTaHIAPTHHU OTKJIOHEHUS ), HE3aBUCHMO OT TOBA JJajli ca OJIaronpusTHH
WM HeOnaronpusaTHU. JJaHHHUTe TpsIOBA Ja c€ ONKUCBAT C JOCTAThYHO MOAPOOHOCTH,
KOETO J1a TI03BOJIM PE3YNITAaTUTE Aa ObJAaT KPUTUYHO OLIEHEHH, HE3aBUCUMO OT
THJIKYBAaHETO UM OT aBTOpa. MI3X0AHUTE TaHHM ca MPEICTaBeHU B TaOIM4YeH BU. 3a
00SICHEHHE M WIFOCTPALMS PE3YJITaTUTE MOTaT Jia ca ChIIPOBOJICHH OT PETPOIYKIIUN

Ha 3amucH, GOoTOMUKpOrpaduu u Ipyry;
7)  ecTecTBO, YECTOTA U MPOJBIDKUTECITHOCT Ha HAOIIOIaBaHUTE HEXKEITaHU €EKTH;

8)  Opoii )KUBOTHH, MPESKIECBPEMEHHO OTIIaTHAIIN OT M3CJICABAHETO, M IPUYUHHATE 32

TOBA;

9) CTATUCTUYCCKHU aHAJIIN3 HA PE3YJITATUTE, KOTAaTO TAKbB C€ U3HMCKBA OT IIpOrpamMara 3a

TECTBaHE, U OTKJIOHEHUS B IaHHUTE;
10) mnosiBa M MPOTUYAHE HA MEXKTYBPEMEHHO MOSIBUIIU ce 0OJIECTH;

11) Bcuuku nMOoAPOOHOCTH, OTHACSIIM C€ A0 BETEPUHAPHUTE JIEKAPCTBEHU MIPOYKTH
(pa3iIMyHM OT MPOAYKTA HA U3CIIEBaHE), IPUJIAraHeTO Ha KOUTO € OUIIo

HeO6XOI[I/IMO IO BpE€ME Ha U3CJICABAHCTO;

12) 00eKTHBHO OOCHXKTaHE HA MOTYYEHUTE PE3YNITATH, BOJEIIO 0 3aKIFOUCHUS 3a

0e30MacHOCTTa U €UKACHOCTTA HA MPOAYKTA.
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B. TEPEHHU U3CJIEABAHUA

I[aHHI/ITC, OTHACAIIHU CC 10 TCPCHHUTE U3CJICABAHUA, Ca JOCTATHbYHO HOI[pO6HI/I, 3a Ja

MIO3BOJIAT J1a C€ HAaIpaBU OOEKTHBHA OIEHKA. T BKJIIOYBAT CIETHOTO:
1) pestome;
2)  wuMme, aapec, GyHKIUS U KBATM(PUKAIMS Ha OTTOBOPHUS M3CIIEI0BATEN,

3)  MsCTO M JaTa Ha MpHWJIaraHe, UACHTU()UKAIIMOHEH KOJI, KOMTO MOXe /1a ObJie CBhp3aH

C UMCTO U aapEca Ha cOOCTBEHMKA HA )I(I/IBOTHOTO(I/ITC);

4)  nmoapoOHOCTH OT MPOTOKOJIA OT U3MUTBAHETO, OMUCBAII U3IIOI3BAHUTE METOM,
amaparypa ¥ MaTepualiv, HoJApOOHOCTH KaTo HAYMH Ha MPUIIOKEHHE, CXeMa Ha
npujiarase, 103a, KaTeropuu KUBOTHU, MPOABIDKUTEITHOCT Ha HAOIIOICHUE,
CEpOJIOTMYEH OTTOBOP U APYTU U3CIECABAHMS, HAIPABEHH HA KUBOTHUTE CIIE]

IpUIaralneTo,

5) B ciyd4ail Ha KOHTPOJIHM UBOTHH, AAJIU ca MMOJIYYMJIU IU1aledo WK He ca Ouiu

TPETUPAHU;

6) I/I,Z[GHTI/I(I)I/IKB.I_II/IH Ha TPETUPAHUTC U KOHTPOJIHUTC )KUBOTHU (KOJ'IeKTI/IBHO nin
HHAWBUIYAIIHO, KAKTO € HO,[[XO,I[HH_IO), KaTO BHUIOBE, IOPOAU UJIK IAaMOBE, Bb3pacCT,

TETJ10, T0JI, ((PU3UOJIOTHYHO CHCTOSTHUE;

7) KpaTKO OIMMCaHre Ha MECTOAa Ha OTTJIC)KAAHE U XpPaHCHE, KaTO C€ CIIOMCHABAaT

€CTECTBOTO U KOJMYECTBOTO Ha BCHUKH JTI00aBKH, ChIBPIKAIIU C€ BBB (Pypaxka;
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8)  BCHYKM JaHHH OT HAOJIOACHUATA, IPEICTABIHETO U PE3yATaTUTE (CHC CPEIHU
CTOMHOCTH U CTaHIAPTHHU OTKJIOHEHUS ); MHAUBUYAIHUTE TaHHH ce OTOEeIs3BAaT,

KOraTo C€ NpoBECKIAT TECCTOBC U U3MCPBAHUA HA OTACIIHU UHANBUIU,

9)  BcuuKuM HAOMIOJIEHUS U PE3YNITATH OT U3CIIeIBAHUATA, OJATONPUSITHU WU
HEOJIarONMPUATHH, C IHJTHO ONMCAHKE HA HAOIIOCHUATA U PE3YATATHTE OT
O00EKTUBHHUTE TECTOBE Ha JICHHOCTTA, HEOOXOJUMH 32 OILCHSBAHETO HA IPOAYKTA;
W3IMOI3BaHUTE TEXHUKHU TPAOBa Ja ca onpeiesieH! U BaKHOCTTA Ha BCSIKO

OTKJIOHEHHE B pe3yiTaTuTe 1a 0blie 00sICHEHa;
10) edexT BEpXy NPOU3BOIUTEITHOCTTA HA )KUBOTHUTE;

11) Opotii )KMBOTHH, IPEKIEBPEMEHHO OTHAJIHAIH OT U3CIICIBAHETO, U IPUIMHUTE 32

TOBa,
12) ecrecTBO, YECTOTA U MPOIBIKUTEIHOCT HA HAOIIOJaBaHUTE HEXKEJIaHU e(PeKTH;
13) mnosiBa M MpOTUYAHE HA MEXTYBPEMEHHO MOSIBUIIU ce€ 0OJIECTH;

14) BcuYKH MOAPOOHOCTH OTHOCHO BETEPUHAPHU JICKAPCTBEHU MPOIYKTH (Pa3IUYHH OT
W3CIeABaHMS MPOAYKT), KOUTO ca MPHIIOKEHU MPEIU WK YCIIOPETHO C TECTBAHUS
MPOJYKT WUJIU TI0 BpeMe Ha Nepruojia Ha HabIoIeHe; MOAPOOHOCTH 32 BCUUKH

Ha0JII0TaBaHU B3aNMOJCHCTBHS;

15) 00exkTHUBHO 0OCHkK/IaHE HA MOTYUEHUTE PE3YATATH, BOACIIO JI0 3aKIOYECHHUS 3a

0€e30MacHOCTTa U €PUKACHOCTTA Ha MPOIYKTA.
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YACT 6
BUBJINMOTPA®CKA CITPABKA

[IpaBu ce moapoOHO U3NOKEeHHEe Ha Oubnorpadusara, HUTUPaHA B PE3IOMETO, IIOCOYEHO B

qacT 1, M CC IPCACTaBAT KOIIH.

JUSLT 1T
M3UCKBAHMS 3A CIIELIMONYHU 3ASIBJIEHS
3A PA3PELLIEHUS 3A ThPIOBUS

1. ['enepuuHM BeTepHUHAPHU JIEKAPCTBEHU MPOAYKTU

3asiBIEeHUATA, OCHOBAHU Ha WwieH 13 (reHepuyHU BeTepUHAPHU JIEKAPCTBEHU MIPOTYKTH )
ChJIbPIKAT JAHHUTE, IOCOUYEHU B 1511 [, yactu 1 1 2 0T HACTOAIIOTO MPUIIOKEHUE, HAPE C
OLIEHKA Ha PHMCKa 3a OKOJIHATA Cpe/ia M CBEJCHHUS, T0KA3BallH, Y€ IPOAYKThT UMa ChIIUSI
Ka4yeCcTBEH M KOJIMYECTBEH ChCTaB B aKTHBHU BEILIECTBA U CchllaTa ¢papMarieBTHYHa Gopma
KaTo pedepeHTHUs JIEKapCTBEH MPOIYKT, KAKTO U JaHHH, TOKa3BaIlId OMOCKBUBAICHTHOCT
¢ peepeHTHHUS JIEKAPCTBEH MPOIYKT. AKO peEpEHTHUAT BETEPUHAPEH JIEKapCTBEH
IPOAYKT € OMOJIOTMYEH JIEKapCTBEH MPOAYKT, C€ U3II'bJIHABAT U3UCKBAHUATA 32
JOKYMEHTAUATA, IOCOYSHHU B pa3Jien 2 3a CXOAHU OMOJIOTUYHU BETEPUHAPHU

JIEKAPCTBEHU MPOIYKTH.

3a reHepUYHUTE BETEPUHAPHU JIEKApPCTBEHU POAYKTH MOJIPOOHUTE U KPUTUYHU PEIOMETA
OTHOCHO 0€30MaCHOCTTA U €()UKACHOCTTA OTAEIAT O-CIEIMATHO BHUMAHUE Ha CICAHNUTE

CICMCHTU!

- OCHOBAHUsATA 11a C€ TBBPANU CXOACTBO IO ChIICCTBO;
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- 00001IeHIe HAa TPUMECHUTE B TAPTUIUTE HAa aKTUBHOTO(UTE) BElIecTBO(a), KAKTO U HA
TOTOBHUSI JIEKAPCTBEH MPOAYKT (U, KBJETO € MPUII0KUMO, HA IPOTYKTUTE OT
pasrpa)xIaHeTo, MoJIy4aBallly ce 10 BpeMe Ha CbXPaHEHHUETO ), IPEIJIOKEHH 3a
U3MOJI3BaHe B MPOAYKTA, KOMTO 1€ ce MyCcKa Ha 1Ma3apa, 3a€JJHO C OLICHKa Ha Te3U

IIPUMECH;

- OIICHKA Ha MU3CJICABAHUATA HA OHMOCKBUBAJICHTHOCTTA UM 00OOCHOBKA Ha MIPpUIUHHUTC,
Imopaau KOMTO U3CJICABAHUATA HE Ca ouu IMPOBEACHN B CHLOTBETCTBUEC C

YCTaHOBCHHUTC PBbKOBOJCTBA,

— aKo € MPUJIOKUMO, 3asIBUTEIISIT TIPEACTABS AOMIBIHUTEIHH JIAHHHU, C 1IeJT J1a TTIOKaXe
€KBUBAJICHTHOCTTA Ha 0€3011aCHOTO U €(PEKTUBHO JEHCTBUE HA Pa3IUYHU COJIH,
€CTepH WM TPOU3BOIHHU HA Pa3pelleHo aKTUBHO BEIIECTBO; TE3U JaHHU BKIIIOUBAT
JI0Ka3aTeJICTBO 3a TOBA, Y€ HAMA MPOMsiHA BbB (PapMaKOKHHETHUHUTE UITU
(hapMaKoIMHAMUYHHUTE CBOMCTBA HA TEPANEeBTUYHATA YaCT U/ MU B TOKCHYHOCTTA,
KOUTO OMXa MOTJIM JIa IaJIaT OTpaKeHUE BbpXY Mpoduiia Ha

0e30macHOCTTa/€PUKACHOCTTA.

Bcesiko TBBpieHHE B KpaTKaTa XapaKTepUCTHKA Ha MPOJIYKTa, KOETO HE € U3BECTHO WM 32
KOETO HEe MOJKE J1a CE HAallpaBU 3aK/II0UYEHHUE OT CBOMCTBATa Ha JIEKAPCTBEHUS IPOYKT
W/WIIM HETroBaTa TepalneBTUYHA IpyIa, cIe/(Ba 1a Ce pasriena B
HEKJIMHUYHUTE/KIIMHUYHUTE 0030pH/pe3toMeTa U Ja ce JOKaxke upe3 MyOIuKaluu u/uim

JAOII'BJIHUTCIIHU U3CIICABAHNA.
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3a reHepuyHHUTE BETepUHAPHH JICKAPCTBEHH MPOIYKTH, KOUTO TpsiOBa 1a ObaatT
IIPUJIOKEHU MYCKYJIHO, ITOJAKOKHO HUJIM TPAHCIAEPMAIIHO, CE IIPEIOCTABAT CICIHUTE

JOITBJIHHUTCIIHU JaHHM:

- A0Ka3aTeJICTBO 3a CKBUBAJICHTHO WJIM PA3JIMYHO M3YCPIIBAHC HA OCTATHbUYHUTC
KOJIMYCCTBA OT MACTOTO HaA NpUJIaranc, KO€To MOXKC ia GBI[C MMOAKPCHICHO OT

CbOTBCTHH U3CJICABAHUWA 34 U3YCPIIBAHC HA OCTAaTBbYHUTEC KOJIMUCCTBA,

- J0Ka3aTCJICTBO 3a IOHOCHUMOCTTA HAa B4 ) KUBOTHOTO, 3a KOHTO € np€aHa3sHa4YcH
IMPOAYKTHT, HA MACTOTO HaA IIpUIaraHe, KOCTO MOXKE 1a 6”[;,[[6 IMOAKPEIICHO OT
CBhOTBCTHH HU3CJICABAaHUA 3a IIOHOCUMOCT Ha B4 >)KUBOTHO, 3a KOCTO €

npeaHa3HauCH MMPOAYKTHT.
2. CXOI[HI/I OMOJOTHYHHU BCTCPUHAPHH JICKAPCTBCHU IIPOAYKTU

B crotBercTBUE € uneH 13, maparpad 4, korato OMOIOTUYEH BETEpUHAPEH JIEKapCTBEH
MIPOJYKT, CXOJIEH ¢ peepeHTEH OMOIOTHYCH BETCPUHAPEH JICKAPCTBCH MPOIYKT, HE
M3ITBJIHSABA YCIOBHATA, QUTYPHUPAIIH B ONIPEICIICHUETO 32 TeHEPHUCH JICKAPCTBEH
MPOJYKT, MH(OpMALIKATA, KOSITO TPAOBa Ja ce MPeCTaBH, HE CE OrpaHuYaBa caMo J10
yacTtH 1 u 2 (papmanieBTHYHN, XHMUYHU U OMOJIOTMYHHU JJaHHU), a TPsAOBa 1a Obe
JIOTTBJIHEHA C JaHHU OTHOCHO OMOEKBUBAJIEHTHOCTTA M OMOHATMYHOCTTA. B mono06Hu
CIIyYad Ce MPEJOCTABAT JOIIBITHATEIHH JJAHHH, U TIO-CIICIIUAITHO OTHOCHO 0€30IMacHOCTTa U

e(UKaCHOCTTA Ha IPOAYKTA.

- BuabT ¥ KOMMYECTBOTO AOMBIIHUTEIHN JaHHU (T.e. TOKCHKOJIOTUYHU U APYTHU
HU3CJIICABAHUA 3a 0C30I1acCHOCT U noAXOoaAII KIMHUYHNU I/ISCJ'IC,Z[BaHI/IH) CC ONPCACIIAT

Ha 0a3aTa Ha BCEKHU OTACICH cnyqaﬁ CBbIJIACHO CLbOTBETHUTC HAYYHHN HACOKH.
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- [Topanu pazHoOOpazueTo Ha OMOJOTHYHUTE BETEPUHAPHH JICKAPCTBEHH MPOAYKTH,
KOMIIETEHTHUTE OpraHy ONPEENIST HY)KHUTE U3CIEIBAHNS, IPEIBUIEHHU B YaCTH 3 U
4, xaTo B3eMaT NpeABU] crielu(pUIHUTE XapaKTEPUCTUKHN Ha BCEKHU OT/IEJIECH

OMOJIOTMYEH BeTEpPUHAPEH JIEKAPCTBEH MPOIYKT.

OOuTe NPUHIMIIN, KOUTO TPAOBA J1a ce MPUJIOXKAT, Ca Pa3riieJaHd B HACOKU, KOUTO C€
pueMaT OT areHUuATa, CbOOPa3HO XAPAKTEPUCTUKHUTE Ha CHOTBETHUS OMOJIIOTUYEH
BETEpPUHAPEH JIEKAPCTBEH MPOAYKT. AKO peepeHTHHUIT OMOJIOTUYEH BeTepHUHAPEH
JIEKapCTBEH MPOJIYKT UMa MOBeY€e OT €HO MoKa3aHue, ehUKacCHOCTTa U O€30MacCHOCTTa Ha
OMOJIOTMYHNS BETEPUHAPEH JIEKApCTBEH MPOAYKT, 32 KOWTO Ce TBBP/H, Ye € CXOJICH, Ce
000CHOBaBA, MJIM aKO € HEOOXOMMO, TOKA3aHMITA, 32 YUETO HATIMUUE Ce TIPETCHIUPA, Ce

J0Ka3BaT MOOTAEIHO.
3. YTBBbpIIeHA BETepUHAPHOMEAUIIMHCKA YOTpebOa

3a BeTepUHApHU JIEKapCTBEHU IPOAYKTH, YUETO(UTO) aKTUBHO(M) BellecTBO(a) uma(T)
,»YTBBPJIEHa BETEPUHAPHOMEIUIIMHCKA yIIOTpeda“, KakTo € IOCO4YeHO B uieH 13a,
IpU3HaTa e(pUKaCHOCT ¥ MPUEMIIMBO HUBO Ha O€30M1aCHOCT, C€ NMPHJIarat U3J10KeHUTe I10-

A0y CHGI_II/I(i)I/I‘IHI/I IIpaBujia.

3asBUTEIAT TIPEACTABS YacT | U 2 Taka, KaKTO € OMKUCAHO B 571 | OT HACTOSIIIOTO

MIPUIIOKEHHUE.

3a yactu 3 u 4, nogpoOHa HayyHa OubIrorpadus pasriiexaa BCUUKU aclIeKTH Ha

6e30macHOCTTa M e(hUKACHOCTTA.
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C nen 1a ce JoKaxke yTBbpACHATa BETEpUHAPHOMEIUIIMHCKA yroTpeba, ce mpuiarar

CIIETHUTE crienn(UIHY MpaBUIIa:

3.1 C uen ycraHoBsBaHE Ha YTBBP/ICHA BETEPUHAPHOMEIUIIMHCKA yIIOTpeda Ha ChCTaBKUTE Ha

BETEPUHAPHUTE JIEKAPCTBEHH MPOJIYKTH CE B3eMaT MPEABH CIETHUTE PaKTOpH:

a)

0)

B)

r)

BpPEMCTO, IMPE3 KOCTO € U3IMOJI3BAHO AaJICHO aKTHUBHO BCIICCTBO,
KOJIMYCCTBCHUTC aCIICKTHU Ha YHOTpe6aTa Ha aKTUBHOTO BCUICCTBO,

CTCIICHTA HAa HAYYHHS UHTCPEC, IPEAN3BHUKAH OT yHOTpe6aTa Ha aKTUBHOTO

BelIecTBO (0Tpa3eH B MyOIMKyBaHATa HAyyHa JIMTEPATYpa);

CAHO3HAYHOCTTA HA HAYYHHUTEC OLICHKU.

Bw3moxkHO € ga ca H€O6XOI[I/IMI/I pas3jindHu nepruoan OT BpEME 3a YCTAHOBABAHCTO HA

YTBbpACHATA BETCPUHAPHOMCIAUIIMHCKA YHOTpe6a Ha pa3jiIMYHUTC BCIICCTBA. B®B Bcekn

cnyqaﬁ obaue MepuoaAbT OT BPEMC, KOMTO Ce M3MCKBA 3a YCTAHOBABAHETO HAa YTBBPJACHATA

BCTCPUHAPHOMCIUIITNHCKA YHOTp€6a Ha CbCTaBKa HAa JaACH JICKAPCTBCH MMPOAYKT, HC MOXKE

na ObJie TO-MaTbK OT JECET TOAWHU OT ITbpBaTa CHCTEMHA U JIOKYMEHTHpaHa ynotpeda Ha

TOBA BCUICCTBO KATO BETCPUHAPCH JICKAPCTBCH IIPOAYKT B O6H_IHOCTTa.
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3.2 Hpe;[CTaBeHaTa OT 3ad4BUTCIIA JOKYMCHTAI W BKIIFOYBA BCUYKH ACIICKTH HA OIICHKAaTa Ha
0e30macHOCTTa W/1iM e(pUKacCHOCTTa Ha TIPOAYKTA 3a MPEUIOKEHOTO MTOKa3aHUE MPH
BUJIOBETE )KUBOTHH, 33 KOMTO € MPeHa3Ha4YeH MPOJIYKTHT, KaTO CE U3II0JI3BAT
HPEUIOKCHUS] HAUMH Ha MPHIOKCHUE U PEXKHUM Ha JO3UPOBKa. Ts TpsiOBa J1a BKIFOYBA WITH
HaCO4YBa KbM CHOTBCTHATA JIMTCPATYpPHA CIIpaBKa, B3E€MaMKH npeaBua U3CjaCaBaHusATa,
MIPOBE/ICHU MPEIX U Ciie]l yCKaHEeTO Ha Ma3apa, KaKTo U HAyYHUTE MyOIMKaluU BbPXY
HATPyIaHUs OMHUT 0] GopMaTa Ha eIUICMUOJIOTUYHH, U TT0-CHEUATHO, HA CPABHUTEITHH
eMUICMHUOJIOTNYHH U3cieaBanusl. [Ipencraps ce 1suiata JOKyMEHTANuUs, KaKTo
OnmarompusiTHaTa, Taka U HeOmaronpusaTHarta. [1o oTHOIIEHHE HA pa3nopeOuTe BbB BPb3Ka
C yTBBpJICHATa BETCPUHAPHOMEIUIIMHCKA YIIoTpeda 0T 0co0eHa BaKHOCT € J1a Ce M3SICHH,
ue Oubnmorpadckara crpaBka, B KOSTO UMa MPEMPaTKH KbM JAPYTH U3TOYHHIU Ha
JoKa3arencTsa (M3ciaeBaHusL, IIPOBEICHH CIIe/ IIyCKaHe Ha JajIeH JICKapCTBeH MPOAYKT Ha
naszapa, eruIeMUOJIOIMYHU M3CIICIBAHUS U T.H.), @ HE CaMO JIAHHUTE, CBBbP3aHHU C
TECTOBETE M M3IUTBAHUATA, MOXKE J]a CIIY)KU KaTo BAJIMIHO JJOKA3aTEJICTBO 32
Oe30macHOCTTa U €(h)UKACHOCTTA HA JaJIeH MPOIYKT, aKO B 3asBJICHHETO 10 33/I0BOJIUTEIICH

Ha4HUH ce 00sCHABA U ApTYMCHTHUPA U3IIOJI3BAHCTO HA TE3U U3TOYHUIIU HA I/IH(i)OpMaI_[I/IH.

33 CrienimaiiHO BHUMaHUE TPsIOBa Ja ce 0ObpPHE HA BCSIKAKBY JIMTICBAILU CBEJCHHS, KaTO
TpsiOBa 1a ce 000CHOBAT MPUUUHHUTE, TIOPAH KOUTO MOXKE Ja C€ TIOAKPETH MPHUEMITIBO

HMBO Ha 0€30IIaCHOCT H/UJIH e(l)I/IKaCHOCT BBIIPCKU JIUIICATa HAa HAKOU U3CJIICIBAHUS.

34 B noapo6HuTEe M KPUTUYHM pEe3IOMETa OTHOCHO 0€3011acHOCTTa U epuKacHOCTTa TPsiOBa Ja
ce 00sICHU 3HAUEHHETO HAa BCUUKU MPEJCTaBEHH JJaHHH, UMAIM OTHOIIEHUE KbM JaJIeH
MIPOJYKT, KOWTO C€ pa3jinyaBa OT IPOAYKTa, IPEIBUJIEH 3a Thproeus. TpsOBa aa ce
IIPELICHN JAJIA IPOYYBAHUAT IPOLYKT MOXKE J]a CE CYMTA UIIM HE 3 CXOJEH C MIPOIYKTa, 3a
KOWTO € T0JaJICHO 3asBJICHUE 3a pa3pelleHue 3a TbPTOBUsl, HE3aBUCUMO OT

ChIICCTBYBAIIUTC pPA3JINYUAA.
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3.5

OnutsT, NPUAOOHT ClIe]] MyCKAaHETO Ha Ma3apa Ha APYTH MPOJYKTH, KOUTO ChIbpKAT
CBIIUTE CbCTABKHU, € OT 0COOCHO 3HAYCHHE U 3asIBUTEINTE OOPBIIAT CIIEUATHO BHUMAHHE

Ha TO3H aCIeKT.
KoMOunupanu BeTepuHapHH JIEKaPCTBEHH MPOTYKTH

B citydas Ha 3asBieHHsI, OCHOBaHM Ha 4ieH 1306, 32 KoMOMHMpaHHs BeTEpUHAPEH
JIEKapCTBEH MPOAYKT C€ MPEJCTaBs JOCUE, ChbpKallo yactu 1, 2, 3 u 4. Hama
HE00XO0AMMOCT OT MPEeACTaBsSHE Ha U3CIIEABAHUSA OTHOCHO 0€30MacHOCTTa U e(PUKACHOCTTa
Ha BCSIKO €/IHO aKTUBHO BellecTBO. HezaBucumo ot ToBa, B 3asBIEHUETO 3a (UKCHpaHa
KOMOWHAIHSI € Bb3MOXHO J1a Ce BKIIFOYHM WH(OpPMAIHSI OTHOCHO OT/ACITHHUTE BEIIECTBA.
[IpencraBsHeTo Ha JaHHU 3a BCSIKO OT/AEIHO aKTUBHO BEIIECTBO, BbB BPB3Ka C
HE00X0AUMUTE U3CiIeIBaHMs 3a 0€30M1aCHOCT Ha NOTPEOUTEINTE, C N3CIIeIBAaHUITA Ha
M3YEpIBAHETO HAa OCTAThYHUTE KOJUYECTBA U C KIMHUYHUTE U3CIIe/IBaHUS Ha (PUKCUPAHUS
KOMOWHUPAH MPOYKT, MOXeE J]a C€ CUeTe 3a JOCTAThYHA IPUIMHA JaHHUTE 110 OTHOIICHHE
Ha KOMOMHHPaHUA IPOAYKT J1a OBIAT MPOITYCHATH OT ChOOPaXKEHHUS 32 XyMaHHO
OTHOILIEHHUE KbM KUBOTHUTE U IPEABH]L HEHY)KHOTO TECTBaHE BbPXY )KUBOTHH, OCBEH aKO
HsIMa [10/1I03pEHNUE 32 B3aUMOEHCTBUE, BOJEIIO /10 NTOBUILIEHa TOKCMUHOCT. Koraro e
MIPUIIOKUMO, C€ IIpesicTaBsl MH(OpMaLKs OTHOCHO IPOU3BOJICTBEHUTE MPEANIPUATHS U

OlIEHKaTa Ha 6€30MacHOCTTa Ha BHHILIHUTE areHTH.
3asBieHUs 3a HHQOPMHUPAHO ChIJIacHe

3asBIEHUATA, OCHOBaHU Ha 4jieH 13B, ChAbpKaT JaHHUTE, OMMMCAHU B A5l 1, yacT 1 ot
HAaCTOSIIIOTO MPUIOKEHUE, IPU YCIIOBUE Y€ IPUTEXKATEIAT HA PA3pPELICHUETO 3a ThPrOBUS
Ha OpUTMHAJHUS BETEPUHAPEH JICKAPCTBEH MPOYKT € aJl Ha 3asIBUTENSI CBOETO ChIJIacue
Jla ce M030BE Ha 4acTu 2, 3 u 4 OT AOCUETO Ha TO3M MPOAYKT. B To3u ciydail He e HanuLe
HE0OXOIMMOCT OT IMPEICTaBsAHE Ha MOAPOOHH U KPUTHYHHU PE3IOMETa OTHOCHO Ka4eCTBOTO,

6e30macHOCTTa M e(hUKACHOCTTA.
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6. I[OKYMGHTaL[I/ISI 34 3a4BJICHUATA B U3KIIFOYUTCIIHU CIIydan

Pazpemiennero 3a ThproBusi MOXe Aa 0be U31aJCHO, IIPH YCIOBUE Ue OBbAaT CIa3eHH
HSKOU CHEIU(PUYHU 33IBJIKEHHS, ChITIACHO KOUTO 3asBUTEINIAT BbBEXKAA ClIeHU(DUIHH
MIPOLIEYPH, MTO-CIIEHUATHO IO OTHOIIEHHE Ha O€30M1acCHOCTTa U e(PUKACHOCTTA Ha
BETEPUHAPHUS JIEKAPCTBEH IPOAYKT, B CIIy4auTe, KAKTO € IIPEIBUICHO B WIEH 26,
naparpad 3 oT HacTosIIaTa JUPEKTUBA, 3asIBUTEIST MOXKE J1a IOKaKe, Y€ HE € B ChCTOSTHUE
J1a Ipe0CTaBU U3YepIiaTeIHU JaHHU OTHOCHO eprKacHOCTTa U 0€30MacHOCTTa MpU

HOpPMAaJIHH YCJIOBUS Ha yIoTpeoa.

HpI/I OonpeaAcIIHCTO Ha OCHOBHUTC U3UCKBAHUWA 3a BCUYKHU 3a4ABJICHUA, IIOCOUCHU B

HACTOALLMS pa3/ie, cie/iBa J1a Cla3BaT NIPUETUTE OT areHLUATa HACOKH.
7. KoMOunupanu 3asBneHus 3a pa3pelieHus 3a ThProBus

KomOuHMpaHuTe 3asBICHUS 3a pa3pelieHus 3a ThPTrOBUs MPECTABIIABAT 3asABJICHUS, B
KouTO YacT(1) 3 u/wim 4 OT IOCHETO CE ChCTOST OT MPOBEICHUTE OT 3asBUTEIIS
M3cIieIBaHM 3a 0€30MacHOCT U e(PUKACHOCT, KaKTO M OT Oubnmorpadcka cripaBka. Beudku
OCTaHaJIM YaCTH OTTOBapsT Ha CTPYKTypaTa, onucana B 151 [, yact I oT HacTOsIIOTO
npuiokenrne. KoMIeTeHTHUST opraH npuemMa npeaioxkeHus: Gopmar, mpeAacTaBeH OT

3asBUTEIN Ha 0a3aTa Ha BCEKU OTACICH cnyqaﬁ.
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T IV
M3UCKBAHUS 3A 3ASIBIIEHUS 3A PA3PEIIEHUS 3A THPTOBUS

HA KOHKPETHHM BETEPMHAPHH JIEKAPCTBEHU ITPOAYKTHU

B HacToOsIIaTa 4acT ca M3JIOKCHHU CIICHHUAJTHUTC U3HMCKBAHUA 110 OTHOILICHUE HA
OIMPCACIICHU BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH, CBbP3aHU C CCTCCTBOTO HA

CBhABPIKALIUTE CE B TSIX AKTUBHHU BEILECTBA.
I. NUMVYHOJIOI'MYHU BETEPMHAPHU JIEKAPCTBEHU ITPOAYKTHU

A. OCHOBHO JJOCHUE HA BAKCUHHUA AHTUT'EH

3a onpeieNeHd UMYHOJIOTMYHY BETEPUHAPHU JIEKAPCTBEHH MPOJYKTH U Upe3 Ieporarus
ot pasnopendute Ha s 11, gact 2, pazgen B oTHOCHO aKTHBHHUTE BEUIECTBA, CE€ BHBEXKIA

IIOHATHUCTO 3a OCHOBHO AOCHC HAa BAKCHMHHHNA aHTHUI'CH.

3a HEJIUTC HAa HACTOAIIOTO IIPUTTOKCHUC ,,0CHOBHO JOCHUC Ha BAKCUHHUA aHTUTEH"
O3Ha4daBa OTACIIHA YaCT OT JOCUCTO Ha 3asABJICHUCTO 3a pa3pClICHUC 3a TbProBUA HA
BAaKCHUHA, KOATO CbAbpiKa LsAj1aTa HGO6XOI[I/IM3, I/IH(l)OpMaLII/IH OTHOCHO Ka4€CTBOTO Ha BCAKO
OT aKTUBHUTC BCIUICCTBA, HaCT OT TO3HU BECTCPHUHAPCH JICKAPCTBCH ITPOAYKT. OT,Z[CJ'IHaTa qacT
MOXKE aa 6’13,[[6 o61ua 3a €JHa UJIM IMTOBCYC MOHOBAJICHTHHU Y/AIIH KOM6I/IHI/IpaHI/I BAaKCHUHH,

NpeACTAaBCHU OT €JUH U CBHII 3aABUTCIT WJIW IIPUTECKATECIT HA PASPCIICHUECTO 3a ThbPrOBUs.
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Hayunute Hacoku 3a nmojgaBaHe U OLICHKA HA JAaJICHO OCHOBHO JJOCHE Ha BAKCUHHHUS
aHTUI'EH Cce Mpuemar oT areHuusTa. [Ipouenypara no nojaBaHe M OLEHKA Ha 1aJIEHO
OCHOBHO JIOCH€ Ha BAKCHHEH aHTHUIEH Clie[[Ba pPbKOBOICTBOTO, MyOIMKYBaHO OT
Komucusra B ,,IIpaBuia 3a nekapcTBeHUTE TpoayKTH B EBpornieiickus cbro3*, ToM 6b,

VYka3zaHusa KoM 3asIBUTEIIUTE.
b. MHOI'OILIAMOBO JJOCHE

3a onpeeieHd UMYHOJIOTHYHN BeTEPUHAPHU JIEKAPCTBEHH MPOIYKTH (32 0OJIECTUTE 1aTl,
uH(pIyeHIa Mo NTUIUTE U CUH €3UK) U Ype3 Jeporaius oT paznopeadute Ha asi I, gacr 2,
pazzen B 0THOCHO aKTHUBHHUTE BEILLECTBA, CE€ BbBEXK /1A TOHATHETO 32 MOJI3BaHE Ha

MHOTOIIaMOBO JOCHCE.

MHoromamMoBoO JOCHE 03HauyaBa €qHO-CIMHCTBEHO A0CHUC, CbABPKAIIO JAaHHHUTC,
H606XOI[I/IMI/I 3d U3BBPHIBAHCTO HAa CAMHHA U 33HLH60‘ICH& Hay4Ha OLICHKA Ha pa3JIMYHUTEC
HIaMOBC/KOM6I/IHaIII/II/I OT IIaMOBE, KOATO Aa MO3BOJIM U3aBAHCTO HA pa3pCIIMTCIIHHA 3a

BAaKCHUHHU CpCIly aHTUTCHHO NPOMCHJIMBUTC BUPYCH.

Hay4nute Hacoku 3a ojaBaHe U OLICHKA Ha JaJIEHO MHOTOLIAMOBO JIOCUE CE IIPUEMAT OT
areruusra. IIpouenypara 1o noxaBaHe v OLEHKA HA MHOT'OILIAMOBH JIOCUETA CJIEIBA
PBKOBOJICTBOTO, MyOsIMKyBaHO oT Komucusira B ,,[IpaBuia 3a nekapcTBEHUTE MPOIYKTH B

EBponeiickus cpro3*, Tom 6b, YKkazanus KkbM 3asBUTEITUTE.
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2. XOMEOITATUYHU BETEPUHAPHU JIEKAPCTBEHMU ITPOJIYKTU

B HacTosius paszaen ca U3j10XKeHU KOHKPETHUTE pa3nope0n, OTHACALIM C€ 10
MpuiiaraHeTo Ha 151 [, yactu 2 u 3 o oTHOILIEHHE Ha XOMEONaTUYHUTE BeTepUHAPHU

JIEKApCTBEHH MPOAYKTH, KAKTO Ca OMKMCAaHM B wieH 1, maparpad 8.
Yacr 2

PasnopenOute Ha yact 2 ce mpuiiarat KbM MPEACTaBEHUTE TOKYMEHTH B ChOTBETCTBHE C
yjieH 18 B onpocTeHara npoueaypa 3a perucTpanus Ha XOMeonaTHYHUTE BeTepUHAPHU
JIEKapCTBEHU MIPOAYKTH, [IOCOUEHH B wieH 17, naparpad 1, KakTo U KbM JOKYMEHTHUTE 3a
M3/1aBaHE Ha pa3peIIUTEIHH 3a IPYyrd XOMEOIIaTUYHN BETEPUHAPHU JIEKAPCTBEHU
IIPOJYKTH, TOCOYEHHU B wieH 19, maparpad 1, kato ce B3eMaT NpeaBua U3JI0KEHUTE T10-

J0JTY ©U3MCHEHUSI.
a) TepmuHoIOTHS

JIaTUHCKOTO HAMMEHOBAHUE HA XOMEOMATUYHUS IIOK, OMKUCAH B IOCUETO Ha 3asIBJICHUETO
3a paspelieHne 3a ThProBusi, ChbOTBETCTBA HA JJATUHCKOTO HauMeHoBaHue B EBpomnelickara
(dapmakories WM MpH JIMIICA Ha TaKOBa, B ouiragHa GpapMakornes Ha Ibp>KaBa 4WieHKA.
Koraro e moaxoasio, ce mpeacTaBs ¥ TPAAUIIMOHHOTO(UTE) HAMMEHOBaHUE(s),

M3MO0JI3BaHO(M) BBB BCSKA IbPKaBa UjeHKA.
0) KoHTpoa BbpXy U3XOJHUTE MaTepHUaIu

JlaHHUTE ¥ JOKYMEHTHTE 110 U3XOJHUTE MATEPUAIIH, T.€. BCHUYKH U3IIOI3BAHN MAaTEpUaH,
BKJIFOYUTEIHO CYPOBUHHUTE U MEKIUHHUTE MaTEPUAIIH 10 KPAaHHOTO pa3TBApsHE, BIU3AILH
B CbCTaBa Ha KPalHKs XOMEOIIaTUYCH BETCPUHAPEH JIEKAPCTBEH NPOAYKT, KOUTO
MpUAPYKaBaT 3asBICHUETO, Ca IPUAPYKEHH C JOIBJIHUTEIIHN JaHHU OTHOCHO

XOMCEOITaTUYHHUA IIOK.
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OOmuTe N3UCKBAHUS IO OTHOIIIEHUE HAa KAYECTBOTO CE MPHJIAraT KbM BCUUKH U3XOJIHU
MaTepuail U CYpOBHUHU, BKIIFOUUTEITHO U KbM MEXKJAUHHUTE €Tal OT IPOU3BOIACTBEHUS
IIPOLIEC 10 KPaitHOTO pa3TBapsiHe, KOUTO BIM3AT B ChCTaBa HA KPailHUS XOMeONaTH4YeH
MPOJYKT. AKO B ChbCTaBa BJIM3a U TOKCHYEH €JIEMEHT, TOH ClieiBa Jla CE MOI0XKHU, IPU
BB3MOXKHOCT, Ha KOHTPOJI 10 BpeMe Ha KpalHOTO pa3TBapsiHe. Bripeku ToBa, ako mopaiau
BHUCOKaTa CTEIIEH Ha pa3TBapsiHE, TOBA HE € Bb3MOYKHO, TOKCUYHATA ChbCTaBKa ce IoJiara
Ha KOHTPOJI Ha MO-paHeH eTamn. Beska ¢ga3a Ha mpon3BOACTBEHHUS ITPOLIEC — OT U3XOJIHUTE
MaTepuaiy 10 KpailHus pa3TBOp, KOMTO BiKM3a B CbCTaBa HAa TOTOBUSI IPOJIYKT — C€

OIIMCBa U3LAJIO0.

B cirydaii ue B mpou3BOJACTBEHUS IPOIIEC ChIIECTBYBA (ha3a pa3TBapsiHe, CTHIIKHTE,
BKJIFOYEHHU BBB (pa3aTa Ha pa3TBapsiHe, C€ U3BBPIIBAT B CbOTBETCTBUE C XOMEONATUYHUTE
METOAM Ha MPOU3BOCTBO, U3JI0KEHU B ChOTBETHaTa MOHOrpadus or EBponeiickara

(dapmakornes wid, IpH JIUICAa HA TakaBa, B opuUIHaIHa (hapMakones Ha JbpKaBa WICHKA.
KoHTponuu n3nutBanus Ha KpailHUsI JIEKAPCTBEH MPOITYKT

O6H_II/ITC H3UCKBAHUA 3a KA4YCCTBO CC IIpuJiarar 3a KpaﬁHHTe XOMCOIIaTUYHHU BCTCPUHAPHU

JICKApCTBCHU ITPOAYKTH. Bcesko nskarouenue ce 000CHOBaBa HaJJICXKHO OT 3as1BUTCIIA.

HpOBe)KI[aT Cce I/I)IGHTI/I(i)I/IKaIII/IH " aHaJIM3 Ha BCUYKHU CbCTaBKH, KOUTO Ca OT 3HAYCHUC OT
TOKCHKOJIOTHYHA I'JICAHA TOYKa. Axo morart Aa c€ NpeACTaBAT apryMCHTHU, € 3a BCUYKU
ChbCTaBKH, KOUTO Ca OT 3HAYCHUEC OT TOKCHUKOJIOT'MYHA I'JICAHA TOYKa, HC € BB3MOXKHO Ja C€
IIpoOBEAC I/I,I[CHTI/I(I)I/IKEILII/IH W/ VI AHaJIN3, HAITPUMCECD NOopaiu CTCIICHTA HA pa3TBAPAHEC B
KpaﬁHHfI JICKAPCTBCH ITPOAYKT, KAYECTBOTO CC NOKA3BA MOCPECACTBOM IIBJIHO BAJIMIUPAHE

Ha MPOU3BOJCTBEHMSI NIPOLIEC U MPOIIECca HA Pa3TBapSHE.
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TectoBe 3a cTaOWIHOCT

Jloka3Ba ce cTaOMIIHOCTTA Ha KpailHUS MPOAYKT. JJaHHUTE 32 CTAOMITHOCTTA, TIOJTyUYEHU
P U3CJIEIBAHETO HA XOMEOIIAaTUYHHUTE IIOKOBE, OOMKHOBEHO MOTaT J]a c€ OTHECAT U KbM
Pa3TBOPUTE/TIO-CUITHUTE MPOIYKTH, MOJIYYEHHU OT TAX. AKO, IOPaJH CTENEHTa Ha
pas3TBapsAHC, HC B Bb3MOKHO [1a CC ITPOBCAC I/IIIGHTI/I(bI/IKaLII/I}I Wi aHaJIn3 Ha aKTUBHOTO
BELIECTBO, TOraBa MOraT Jia Ce B3eMaT MPeABU JaHHUTE 3a CTAOMJIHOCTTA IO OTHOLIEHHE

Ha (hapManieBTHUHATa (hopma.
Yacr 3

Pa3snopenbute Ha yact 3 ce mpuiiarar 3a OIpoCcTeHaTa IpoLeaAypa [0 perucTpanus Ha
XOMEOTIATHYHUTE BETCPUHAPHU JICKAPCTBEHU NIPOAYKTH, TIOCOYCHU B wieH 17, maparpad 1
OT HACTOAIIATa TUPEKTUBA ChC CleHaTa crieurdukams, 6e3 1a ce HaKbpHIBAT
pasnopenoure Ha Pernmament (EMO) Ne 2377/90 oTHOCHO BeliecTBara, BIM3aIIH B ChCTaBa
Ha XOMEOIaTUYHUTE IIOKOBE, MPEIHA3HAUYCHHU 3a MpUJlaraHe BbPXY )KUBOTUHCKHU BUJIOBE,

OT KOMTO CC IIPOU3BCIKAA XpaHa.

Jlunicata Ha KakBaTo M Ja OwiIo nHpopmalus TpsaOBa 1a Obae 000CHOBaHA; TaKa HAIPUMEP
TpsiOBa j1a ce 000CHOBAT MPUYUHHUTE, IIOPAH KOUTO MPUEMIIMBO HUBO Ha O€301MacCHOCT

MOXKE aa 6’B)1€ MOAKPCIICHO, BBIIPCKHU JIMIICATAa HAa HAKOH U3CJICIBAHUS.

PE-CONS 45/18 RDY/rb 128
I[MTPMJIOXEHUE II LIFE.2.B BG



1)

2)

3)

4)

S)

6)

HPUJIOKEHUE 111

CnuchK Ha 3abJDKCHUSTA, TTOCOUeHHU B wieH 136, maparpad 1

3aABJDKCHUCETO, KaTO 3asBUTEII, 3a IIPEAOCTABAHC HA TOYHA I/IH(i)OpMaI_II/IH 1 JOKYMCHTAaIU,

KaKTO € MOCOYCHO B wieH 6, maparpad 4;

3aABJOKCHUCTO 3a MPCAOCTABAHEC B 3a4BJICHUC, ITOAAICHO B CbOTBETCTBUC C YWICH 62, Ha

TaHHUTE, TOCOYEHH B naparpad 2, OykBa 0) OT ChIIHS YJIEH;
3abJDKCHUETO 32 Clla3BaHe Ha YCJIOBUATA, IOCOYEHHU B WiICHOBE 23 U 25;

3aABJLKCHUCTO 3a CIIa3BAHC HA YCJIOBUATA, BKIIFOYCHHU B PAa3pCHICHUCTO 34 ThPIroBUS C

BETEPUHAPHU JICKAPCTBEHUS MIPOAYKT, KAKTO € IIOCOYEHO B WieH 36, maparpad 1;

3aABJDKCHHUCTO 3a BbBCK/IAaHC HAa BCUYKHU HGO6XOI[I/IMI/I IMPOMCHHU B YCJIOBUATA HA
Pa3peCICHUCTO 3a TbPI'OBHU:A, 3a Aa CC€ B3EMAT MPCABUA HAYIYHO-TCXHUYCCKUTEC JOCTUKCHU A
" 3a a MOKC BETCPUHAPHU JICKAPCTBCHUAT IIPOAYKT Ja 6”[:,[[6 IMPOU3BCIKAAH U ITPOBCPABAH
C IoMoIITa Ha O6IIIOHpI/I€TI/ITe Hay4YHU MCTO/JH, KAKTO € MMPCABUACHO B YWICH 58,

naparpad 3;

3aABJLKCHUCTO 3a AKTYAJIIN3UPAHC Ha KpaTKaTa XapaKTCPpUCTUKA Ha ITPOAYKTA, JIUCTOBKATA
" CTHUKETA C OIJICJ Ha HACTOAIIUTC HAYYHU IMO3HAHHUA, KAKTO € IPCABUJICHO B YJICH 58,

naparpad 4;
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7)

8)

9)

10)

11)

3aBJDKCHUCTO 3a BIIMCBAHEC B 633aTa JaHHU 3a MPOAYKTUTC Ha JaTUTC, HA KOUTO
pas3pelieHUTe BETEPUHAPHHU JICKAPCTBEHHU MPOIYKTH Ca MyCHATH Ha Ma3apa, KaKTo U Ha
nHpOpMAIIHATA 32 HATMYHOCTTA HA BCEKH BETEPUHAPHU JIEKAPCTBEHU MPOJYKT BB BCSIKA
CHOTBETHA JIbPKaBa WICHKA, ¥ KAKTO € MPHIIOKHUMO, TATHTE Ha MIPEKPATSIBAHETO Ha
HeﬁCTBI/IeTO HJIM OTMCHAHCTO Ha CbOTBCTHUTEC PA3PCIICHHUA 3a ThbPIOBHA, KAKTO U JAHHUTC
OTHOCHO 00eMa Ha MpoAaXOUTe Ha MPOJYKTa, KAKTO € MPEIBUICHO ChOTBETHO B WICH 58,

naparpacdu 6 u naparpad 11;

3aABJDKCHUCETO 3a IMMPEACTAaBAHE B OIIPEACITICH CPOK 110 HCKAHE Ha KOMIICTECHTCH OpraH MJIN
AreHIusATa Ha BCUYKHU JaHHH, KOUTO CO4YaT, 4€ CbOTHOIICHUCTO MCIKAYIIOJI3aTa U PUCKaA

OCTaBa MOJIOKHUTEIIHO, KaKTO € MIPeABUACHO B uieH 58, maparpad 9;

3aJIbJDKEHUETO 32 NPEeI0CTaBsHE Ha BCAKAa HOBOMOSBUIIA c€ MH(OPMALHs, KOSTO MOXKeE Ja
Ch3/1ajie HE0OXOAUMOCT OT BHACSIHETO HAa IPOMEHH B YCIIOBUATA HA PA3PEIICHUETO 3a
THProBusi, HH(GOpMUpaHe 32 BCKa 3a0paHa MM OrpaHHYEHHE, HAJIOKEHH OT
KOMIIETEHTHUTE OpraHy Ha HAKOS OT Jbp)KaBUTE WICHKH, B KOATO CE€ ThPryBa
BETEpUHAPHU JIEKAPCTBEHUAT IPOAYKT, UM MPEOCTaBsHE HA BCSIKaKBa MHPpOpMaLus,
KOSITO MOXe€ J]a OKa)ke BIMSIHUE BbpPXY OLICHKaTa Ha I10J13aTa MU pUCcKa OT IPOAYKTa, KakTo €

npeaBuaeHO B uieH 58, maparpad 10;

3aJIbJKEHUETO 3a ITyCKaHe Ha BETEPUHAPHU JIEKApCTBEHUS IPOAYKT Ha Ma3apa B
CBhOTBETCTBHUE ChC CHABPKAHUETO HA KpaTKaTa XapaKTepUCTHUKA HAa IPOAYKTa U €TUKEeTa U

JINCTOBKATA, KAKTO Ca MOCOYCHU B Pa3pCHICHUCTO 3a TbPIrOBUS;

3aABJDKCHUCTO 3a 3allMCBAHC U c1,06maBaHe Ha OpeaIojiaracMmuTe He6HaFOHpI/I5{THI/I
pC€akuuu, NpUINHCHU OT BETCPUHAPHU JICKAPCTBCHU MMPOAYKTH, B CbOTBETCTBUEC C YJICH 76,

naparpad 2;
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12)

13)

14)

15)

16)

17)

3aJbJDKEHUETO 32 ChOMpaHe Ha CIICIUATHU JaHHU OTHOCHO (papMaKoJOrHyHaTa
OIMTETHOCT B JIOIBJIHEHUE KbM JIaHHUTE, U30pOeHH B WwieH 73, maparpad 2, u 3a
MPOBEX/IaHE Ha W3CIIEABAHUS 3a HAOIIOICHNE CIIe]] ITyCKaHEeTO Ha Ma3apa B ChbOTBETCTBHE C

uieH 76, maparpad 3;

3abJDKCHUETO J1a Ce FapaHTupa, 4e ChOOIIEHNUTa 32 OOIIECTBEHOCTTA BbB BPb3Ka C
uH(pOpMaIKs OTHOCHO MpobIeMHTe Ha (papMaKoIoruyHaTa OIUTETHOCT CE MPECTABAT
00EKTHBHO U HE ca IMO/IBEXKJAIIH, KAaKTO 1 J]a Ce yBeJOMSIBA ATEHIIUATA 3a TAX, KAKTO €

npeABUAeHO B wieH 77, maparpad 11;

3abJDKCHUETO 32 MPUJIaraHe Ha cucTeMa 3a (papMaKoJIOru4Ha OAUTEITHOCT 32
M3ITBJIHEHUETO Ha 33a4iTe 10 (hapMaKoJIOTHIHA OTUTEITHOCT, BKIIFOUHTEITHO
MOJUTbPIKAHETO Ha OCHOBHA JOKYMCHTAIIHS Ha CHCcTeMaTta 3a (papMaKOJIOTUYHA OTUTETHOCT

B CbOTBETCTBHE C UjieH 77,

3aABJDKCHUCTO 3a MPCACTABAHC 110 UCKAHEC Ha AFGHHI/IﬂTa Ha KOIIME OT OCHOBHAaTa
AOKYMCHTAIUA Ha CUCTEMATA 3a q)apMaKonoqua 6III/ITGJIHOCT, KaKTO € MpCABUACHO B

uieH 79, maparpad 6;

3aJJbJDKEHUETO 32 U3BBPIIBAHE HA IIpolelypaTa 3a 00paboTBaHe Ha CUTHAJIM U BIMCBaHE
Ha pe3yiTaTUTE U MOCIEICTBUATA OT Ta3U MPOLEAYypa B ChOTBETCTBUE C uJieH 81,

naparpadu 1 u 2;

3aJIBJKEHUETO 3a MIPEeIOCTaBsiHE Ha ATEHIMATA Ha 1slaTa HAIMYHA UHQOopMalus,

CBBbp3aHa C II0O30BaBaHC HA UHTCPECA HA C’bI-O3a, KaKTO € ITIOCOYCHO B YJICH 82, naparpa(p 3.
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HPUJIOXEHUE 1V

Tabnuua Ha CbOTBETCTBUETO

HupextuBa 2001/82/EO

Hacrosmmsar PEriIaMEeHT

Uinen 1

Uinen 2, maparpad 1
Unen 2, naparpad 2
Uinen 2, maparpad 3
Usnen 3

Unen 4, maparpad 2
Uien 5

Uinen 5, maparpad 1, BTopo uspedeHue
Unen 5, maparpad 2
Uinen 6, maparpad ul u 2
Unen 6, maparpad 3

Uinen 4

Usnen 2, maparpad 1
Unen 3

Unen 2, maparpadu 2, 3 u 4
Unen 2, naparpad 4
Unen 5, maparpad 6
Hien 5

Uien 38, maparpad 3
Unen 58, maparpad 1
Uien 8, maparpad 3
Unen 8, maparpad 4

Unen 7 Unen 116

Usnen 8 Unen 116

Unen 8, TpeTo uspeyeHue

Unen 9 Unen 9

Uinen 10 Unen 112

Ymen 11 Unenose 113, 114u 115

Unen 12 Unen 8
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Hupextusa 2001/82/EO

Hacrosimust pernamest

Unen 13, maparpad 1
Unen 13, maparpad 2
Unen 13, maparpadu 3 u 4
Unen 13, maparpad 5
Unen 13, maparpad 6
Usnen 13a

Unen 136

Uinen 138

Uinen 14

Uinen 16

Unen 17

Uinen 18

Uinen 19

Uinen 20

Uien 21, maparpad 1
Unen 21, maparpad 2
Unen 22

Unen 23

Unen 24

Unen 25

Unen 26, maparpad 3
Unen 27

Uien 18

Unen 4, naparpacdu 8 u 9
Uien 19

Unenose 38, 39 u 40

Unen 41
Unen 22
Uien 20
Unen 21
Uinen 35
Unen 85
Uien 86
Unen 87
Uinen 85
Unen 85
Unen 47
Usen 46
Unen 48
Unenose 28 u 29
Uinen 30
Unen 33
Unen 25 u 26
Unen 58
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Hupextusa 2001/82/EO Hacrosamust persiiaMmeHT
Uien 27a Uinen 58, maparpad 6
Unen 276 Ynen 60
Uien 28 Unen 5, maparpad 2
Usnen 30 Unen 37
Uinen 31 Uinen 142 n 143
Uinen 32 Unenose 49 u 52
Uinen 33 Uien 54
Unen 35 Unen 82
Uien 36 Uien 83
Unen 37 Unen 84
Uinen 38 Uien 84
Unen 39 Unen 60
Uinen 40 Uinen 129
Unen 44 Usnen 88
Unen 45 Uien 89
Uinen 46 Uinen 90
Unen 47 Uien 90
Uinen 48 Usnen 92
Unen 50 Unen 93 u 96
Unen 50a Unen 95
Unen 51 Uinen 89
Uinen 52 Unen 97
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Hupextusa 2001/82/EO

Hacrosimust pernamest

Uinen 53 Uinen 97

Unen 55 Unen 97

Uien 56 Uinen 97

Unen 58 Unenose 10, 11
Uien 59 Uien 12

Uinen 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

Uien 69 Uinen 108

Uinen 70 Unen 111

Uinen 71 Uinen 110

Unen 72 Unen 73

Unen 73 Unen 73 u 74

Unen 74 Unen 78

Unen 75 Uien 77

Unen 76 Unen 79

Unen 78, maparpad 2 Unen 130

Uinen 80 Unen 123
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Hupextusa 2001/82/EO

Hacrosimust pernamest

Uinen 81

Unen 83

Uinen 84

Unen 85, maparpadu 1 u 2
Uinen 85, maparpad 3

Uinen 127

Unen 129 u 130
Uien 134

Uinen 133

Unenose 119 u 120

Unen 87 Unen 79, maparpad 2

Uien 88 Uien 146

Uinen 89 Unen 145

Uien 90 Uinen 137

Unen 93 Unen 98

Unen 95 Uinen 9, maparpad 2

Usnen 95a Unen 117
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