JIAPEKTUBA HA EBPONIEMCKHUSA MMAPTAMEHT U HA CBBETA 2001/82/EO

ot 6 HoemBpu 2001 roguna

OTHOCHO Kojiekca Ha OO IIHOCTTA 32 BeTePUHAPHHUTE Jie KAPCTBEHU MPOIYKTH

EBPOIIEMCKMSAT IAPJTAMEHT M CBBETHT HA EBPOIIEVCKUS CBIO3,

KaTo B3exa mpenBuj JloroBopa 3a ce3maBaneTo Ha EBponelickara 00IHOCT, ¥ B 4aCTHOCT
e 95,

KaTo B3e€Xa NpeABua npeayioxennero Ha Komucusra,

KaToO B3€Xa NMpCABUJ] CTAHOBUIICTO HaA HxoHoMHu4eCcKus u ConraJICH KOMI/ITCTl,

B CbOTBETCTBHE C MpOIEaypaTa, Ioco4YeHa B uiieH 251 ot I[OFOBOpaz,

KaTo uMaT nNpeaBu, 4e€:

(1)

HupekruBa 81/851/EVO na CwBera ot 28 centemBpu 1981 T. 3a cOnmxaBaHe Ha
3aKOHOJATEJICTBOTO  HAa  JIbpXKABUTE-WIEHKHM  OTHOCHO  BETEPUHAPHUTE
JIEKapCTBEHHU npoz[mes, Hupexrusa 81/852/EMO na CwBera oT 28 centeMBpH
1981 r. 3a cOnuxaBaHe Ha 3aKOHOJATEICTBOTO HA JAbP)KABUTE-YIEHKH OTHOCHO
AHATMTHYHUTE, (PAPMAKO-TOKCUKOJIOTUYHU U KIMHUYHU CTAaHIAAPTH U MPOTOKOIU
3a M3MUTBAHE HA BETCPUHAPHH JIEKAPCTBEHH mpoaykrn”, Tupexrusa 90/677/EO
Ha CwBera oT 13 gexemBpu 1990 r., KOATO pa3umpsiBa MPUIOKHOTO TMOJIE Ha
HupexkruBa 81/851/ENO 3a cOnmkaBaHe Ha 3aKOHOAATEJICTBOTO HA Jbp)KaBUTE-
YWIEHKA OTHOCHO BETEpUHAPHUTE JIEKAPCTBEHHW MPONYKTM U  ONpPENeis
JOMBJIHUTEIHN PA3Mope0r 3a HWMYHOJOTMYHHUTE BETEPUHAPHU JIEKapCTBEHU
nponmes, u [lupexrusa 92/74/EMO na CuBeta ot 22 centemBpu 1992 r., kosiTo
pazumpsiBa mpmwiIokHoTo none Ha JupekrtuBa 81/851/EMO 3a cOnmkaBaHe Ha
3aKOHOBUTE, TOJ3aKOHOBUTE W aJMUHUCTPATUBHUTE pa3nopealdu, OMpeleleH!
ChC 3aKOH, OTHACAIIM CE€ JI0 BETEPHUHAPHUTE JIEKAPCTBEHH MPOIYKTU, U KOSATO
omnpenens JONBIHUTEIHU pa3nopeadu 3a XOMEONAaTUYHUTE BETEpUHAPHU
JIEKAPCTBEHN MPOAYKTH®, ca OMJIM YecTO M B 3HAYMTEIHA CTEIICH M3MEHSHH H
JOMBIBAaHU; B MHTEpEC Ha SICHOTATa U PAlMOHAIHOCTTA, TOCOYCHUTE AUPEKTHBU
clieziBa Jia ce Koau Gpuuupart 4pe3 CbOMpPaHETO UM B €JJMH TEKCT.

LOB C 75, 15.3.2000 ., c1p. 11.

2 Cranosue Ha EBpomnetickus mapyiament ot 3 oy 2001 r. (Bce omie He € myOsmKyBaHo B OduiuaneH
BecTHHK) U Pemienne Ha CrBeta ot 27 centemBpu 2001 r.

®0OBL317,6.11.1981r., ctp. 1. JlupektuBa, mocyie 1HO U3MeHeHa U aombiHeHa oT Jupextnsa 2000/37/EO
Ha Komucusata (OB L 139, 10.6.2000r., c1p. 25).

4 OB L 317, 6.11.1981r., ctp. 16. J/lupekTBaTa, MOCJICIHO HW3MEHEHA M JOMBJIHEHa OT JIupekThBa
1999/104/EO na Komucusrta (OB L 3, 6.1.2000 ., c1p. 18).

®OB L 373,31.12.1990 r., c1p. 26.

®OB L 297, 13.10.1992 ., c1p. 12.
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OcHoBHaTa 1€ Ha BCHYKH IpaBWJa 3a MPOM3BOJACTBO M Pa3MpPOCTPaHEHHE Ha
BETEPUHAPHU JIEKAPCTBEHM TIPOAYKTH TpsOBa Ja ObJe oOma3BaHeTo 3a
0OIIECTBEHOTO 3/IpaBe.

Ot mpyra crtpaHa, Tazu 1e1 TpsgOBa na Ob/ie MOCTUTHATA IO HAYMHU, KOUTO HAMA
Jla CIbBAT PA3BUTUETO HA MPOMUILUICHOCTTA U TBPrOBUSTA C JICKAPCTBEHU
cpencTBa B pamkuTe Ha OGIHOCTTA.

JIOKONTKOTO IBhp)KaBUTE-UICHKA BE€UYE HMMAT HAKOM 3aKOHOBH, ITOJ3aKOHOBH U
aIMUHUCTPATUBHU PA3MOpeI0N, KOUTO YpeKIaT BETEPUHAPHUTE JIEKAPCTBEHU
MPOJYKTH, T€3U paslopendu ce pa3nudyaBaT MO OCHOBHU MpuHIMIH. ToBa BOAM
JI0 CITbBaHE Ha THPTOBUSTA C JIEKAPCTBEHU NMPOAYKTH B OOUHOCTTA, KaTO BIIUsC
MPSKO BPXY (QYHKIIMOHUPAHETO HA BHTPEIHUS Ma3ap.

[lomoObHm mpedkn TpsOBa CHLOTBETHO Ja OBJAT NpeMaxHaTH; KaTo ce€ HWMa
MpeaBHI, Y€ TOBA BOJU J0 COMMKABaHE Ha ChOTBETHUTE pa3nopeou.

HeoOxomumo e, OoT mieaHa To4Yka Ha OOIIECTBEHOTO 3/IpaBe W CBOOOTHOTO
JIBIKEHUE HA BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH, KOMIETEHTHUTE OPTaHH Ja
pasmoJsiarat ¢ BCSKakBa ToJie3Ha WHGOPMAIUs 32 pa3peliCHUTE BETEPUHAPHU
JeKapCTBEHW Tpoaykth mox  Qopmara Ha omo0OpeHH pe3roMera Ha
XapaKTepUCTUKUTE Ha TTPOIYKTHUTE.

C W3KIIOYEHWE Ha Te3W JIEKAPCTBEHH MPOAYKTH, KOUTO IO/UIeKAT Ha
HEeHTpalnu3upana mporenypa Ha OOHMHOCTTa 3a paspellaBaHe, NMpeABUAECHA OT
Pernament na CoBera (EMO) 2309/93 ot 22 romm 1993 1., ompenemnsia
npouexypute Ha OOMHOCTTA 3a pa3pellaBaHETO M HAA30pa BBPXY JEKapCTBEHU
NPOAYKTH 3a XyMaHHa M BeTepUHApHa yrnoTpeda u ch3naBaHero Ha EBpomeiicka
areHIINs 3a OLCHKA HA JICKAPCTBEHUTE MPOIYKTH , PA3pEIMTETHOTO 3a MyCKaHEe
Ha maszapa B €JHa JIbpKaBa-4ieHKa TpsiOBa Aa Obae MPU3HATO OT KOMIETEHTHHUTE
OpraHd B JPYTHTE JbPXKABU-WIEHKHA, OCBEH aKO CBIIECTBYBAT CEPHUO3HU
OCHOBAHHS J]a CEe IPEAIoJiara, 4e pa3peliaBaHeTO Ha ChOTBETHHS BETEpHHAPEH
JIEKapCTBEH MPOJIYKT MOKE Ja MPEICTaBIJIsBA PHCK 32 YOBEIIKOTO 3/IpaBe MIIH 32
37paBeTO Ha >KMBOTHUTE, WJIM 3a OKOJIHATA Cpela; B Clydail Ha pa3HOITIACHE
MEX/Ty Tbp)KaBUTE-UICHKH 32 KAYEeCTBOTO, OE30MIaCHOCTTA WM QU KACHOCTTa Ha
JeKapCTBEHUs MPOJYKT, cleBa Ja ce M3BBbPIIM HaydHa OI[€HKa Ha BBIIpoca Ha
paBHHIe Ha OOLHOCTTA, KOATO Ja JOBEJE A0 €AWHHO pEIleHHE, IO CIOPHUTE
TOYKH, OOCTMHSBAINIO 3aMHTEPECOBAHUTE [IbP)KAaBU-WICHKH. TOBa pEIICHHE,
cliefiBa Jia ce rmpueme no 0bp3a mporeaypa, OCUTypsBala TSACHO ChTPYIHUYECTBO
MCKOY Komucusira n ABPKABUTC-YJICHKH.

3a Tas3u 1edn, cieasa qa 0pae ch3naneH Komurer no BeTrepuHapHUTE JEKapCTBEHU
IIPOAYKTH, B CBOTBETCTBME C EBpomeiickata areHuus 3a OLCHKAa Ha

"OB L 214,24.8.1993 r., ctp. 1. PermaMmenT mocie iHO U3MeHEeH U JonbJHEH o T Permament (EO) Ne 649/98
Ha Komucusara (OB L 88, 24.3.1998 r.,L c1p. 7).
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JIEKapCTBEHUTE TMPOAYKTHU, Ch3anaeHa B ropernocouenuss Permament (ENO)
2309/93.

Hacrosimata qupekTrBa mpecTaBisiBa BaXKeH €Tall B OCHIIECTBIBAHETO Ha IIEJITa
3a cBOOOJIHO JIBM)KEHUE HA BETEPUHAPHU JIeKapCTBEHU NMpoaykTtu. OcBeH ToBa, 3a
Ta3M 17 e ca HeOOXOTUMHU HOBHU MEPKH, B CBETJIMHATA HA HATPYMAaHUS ONIUT — U
crienraiHo B pamkuTe Ha KomuTeTa mo BeTepuHapHU JEKapCTBEHU MPOIYKTH — 3a
IpeMaxBaHe Ha OCTaBalMTe MPEUYKH Mpe]] CBOOOIHOTO JIBUKECHHE.

JleyeOHUTE KUBOTHMHCKM XpaHW HE TomagaT B oOXBara Ha HaCTosIATa
nupektuBa. OCBEH TOBa, € HEOOXOJAMMO, 3a OOINECTBEHOTO 3lIpaBe M IO
WKOHOMHUYECKH TPUYMHHM, Ja ce 3a0paHu yrnoTpebaTa Ha HepaspeleHu
JIEKApCTBEHU MPOIYKTH TIPU MTPOU3BOJICTBOTO HA JIeYEOHH )KMBOTHHCKU XPaHH.

[TonsTHSATA 32 BPEIHOCT M TepanmeBTUYHA e(PUKACHOCT MOTaT Jia Cce pa3IyIexaar
€IMHCTBEHO BBHB B3aMMOBpPB3KA W HMaT CaMO OTHOCHUTEIHO 3HAa4YCHHE, B
3aBUCHMOCT OT IpOrpeca Ha HaydHUTE TO3HAHUSA M YIoTpedaTa, 3a KOSTO €
npeaHa3HaueH JIEKapCTBEHUS MPOAYyKT. [1oapoOHOCTHTE M AOKYMEHTHTE, KOUTO
TpsiOBa Ja MPHUAPYKABAT 3asBICHUETO 32 Pa3peIMTENIHO 3a ITyCKaHE Ha I1a3apa,
TpsiOBa Ja JOKaKaT, ye MOJ3UTE HAENABAT HaJ MOTEHIMAIHUTE PUCKOBE. AKO
HE ycIiee J1a T0Kake TOBa, 3asABJICHUETO TPsiOBaA Ja ObJe OTXBBPIICHO.

PazpenmrenHo 3a myckaHe Ha Masapa cienBa jga ObJe OTKa3BaHO, KOIaTo
JEKapCTBEHUAT TPOAYKT HsAMa TepaneBTUYeH e(QeKT WM Korato HsMa
JOCTaThYHO J0Ka3aTencTBa 3a To3u edekT. [lox moHsATHETO TepaneBTHYEH eeKT
TpsiOBa J1a ce pazoupa e(PeKTbT, 00CIaBaH OT MPOU3BOIUTEIUTE.

HOI[O6HO PaspCHMTCIIHO 3a IIYCKAHC Ha IIa3apa CJICABa Oa 6"[),[[6 OTKa3BaHO,
KOTrato 0003HAUYCHUST KapCHTCH IMCpUOJ HC € JOCTATHYHO ABIBI, 3a J1a OTCTpAHU
PUCKOBETEC 3a 3ApaB€TO, MPOU3TUYAIIM OT OCTATHbYHUTEC KOJINYCCTBA.

[Ipenn na ce uzgaze pa3peUMTENHO 3a MYCKaHE Ha Ma3apa Ha WUMYHOJOTHYEH
BETEPUHAPEH JIEKAPCTBEH MPOAYKT, MPOU3BOAUTENAT TpsiOBa Ja JIOKaxKe
CIIOCOOHOCTTA CH J1a TOCTUTHE TTOBTOPSIEMOCT HA MAPTHUAUTE.

KomnerenTHUTEe OpraHu cienBa ChINO Ja MMaT MPaBOMOIME Ja 3a0paHsBaT
yroTpebara Ha HMMYHOJIOTHYEH BETEPUHAPEH JEKapCTBEH MPOAYKT, KOTaTo
MMYHOJIOTUYHUTE pEAKIUM Ha TPETUPAHOTO KUBOTHO II€ TOMpedyar Ha
HallMOHAJTHA TIporpamMa WM mporpama Ha OOmMHOCTTa 3a JAUArHOCTHKA,
npeMaxBaHe WJIM KOHTPOJ Ha 3a00JsBaHUs IPU KUBOTHH.

JKemarenHo € Ha MBPBO MSCTO Jia CE€ OCHTYpPH Ha IOTPEOUTENHTEe Ha
XOMEOMAaTUYHU JIEKAPCTBEHH MPOIYKTH MHOTO SICHO O0O3HAUYEHUE 32 TEXHUS
XOMCEOIATHYCH XapaKrTep W JOCTaThYHU TapaHIMU 32 TAXHOTO KAa4ecTBO U
OE3BpETHOCT.
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[lpaBunara, oTHacsANM ce J0 MPOU3BOJCTBOTO, KOHTPOJA M HMHCICKIIHATA Ha
XOMEOIAaTHYHUTE BETCPUHAPHU JICKAPCTBEHHM TMPOJAYKTH TpsibOBa Ja ca
XapMOHU3HMPAHHU, 3a Ja IO3BOJISIBAT JBUIKCHHETO Ha JICKAPCTBEHU MPOIYKTH,
KOHUTO ca 0e30MacHu ¥ ¢ J0Opo KauecTBo, B Isiiata OOIHOCT.

Karo umar npensuj cnenuuyHUTE XapaKTEPUCTUKUA Ha TE3U XOMEONaTUYHU
BCTCPHUHAPHU JICKAPCTBCHU IMPOAYKTH, KaTO MHOI'0O HUCKOTO HHMBO Ha AKTUBHH
€JIEMEHTH, KOUTO CBIbpPXKAT M  TPYJHOCTUTE MpH  IpHJIAraHEeTO Ha
KOHBEHLIMOHAJIHM CTaTUCTUYECKM METOAU KbM TSX, CBBP3aHU C KIMHUYHUTE
ONMTH, € JKEJIATeIHO Jla CE€ OCUIYpH CIIEeLHalHa, OIpPOCTEHa Ipoleaypa 3a
perucTpauus 3a Te3W TPAAUIMOHHUM XOMEONATHYHM JICKAPCTBEHM IPOJYKTH,
KOUTO ca TMycHaTH Ha masapa 0e3 TepaneBTUYHU OO0O3HAYEHUS BBHB
¢apmaneBTMUHa (opMa U JO3UPOBKA, KOATO HE IMPEACTaBlIsBa PUCK 3a
AKHBOTHOTO.

OOuyaifHATE TIpaBUJIa, YPSKIAM PAa3pEIIMTETHOTO 3a MyCKaHEe Ha Tasapa Ha
BETCpUHAPHU JICKAPCTBEHH IMPOIYKTH, TpsiOBa Ja ce Mpujara 1o OTHOIICHHUE Ha
XOMEOMATUYHUTE BETCPUHAPHU JICKAPCTBEHH IMPOAYKTH, KOUTO CE IMPOJABAT C
TEpaNeBTUYHA 00O3HAUCHHS WJIM BBB (POpMa, KOSITO MOXKE Jla BOAH JIO PHCKOBE,
KOUTO TpsiOBa 1a ObAaT OalaHCHpaHU C OKENaHUsS TepameBTUYEH e(deKT.
JIbpKaBUTe-WICHKA CIlie[Ba Ja MOTaT Ja MpujaraT OIpeAeieHW IpaBuiIa 3a
OIlEHKa Ha pe3yATaTUTe OT W3MUTBAHHWATA W ONUTUTE, NpPEAHA3HAYCHU Ja
YCTaHOBAT Oe30macHOCTTa M €(PUKAaCHOCTTa Ha TE3U JIEKAPCTBEHU MPOIYKTH 3a
JIOMAIIHY JIIOOUMIIM ¥ €K30TUYHU BHUJIOBE, IIPH YCIOBUE Y€ YBEIOMST 3a TOBA
Komucusra.

3a nma mpenmasBar IMO-J00pe YOBEIIKOTO 37paBe€ W TOBAa Ha XUBOTHUTE, U
M30eTHAT BCSKO HEHY)KHO MOBTapsHE Ha YCHIIMATA IO BpEME Ha pasIyiekKIaHe Ha
MOJIONTE 3a pa3pellMTeTHO 3a MyCKaHE Ha Ma3apa, Abp)KaBUTE-WICHKH CIEABa
CHCTEMaTHYHO Jla WM3TOTBIT JIOKIAAM 32 OIEHKAa 3a BCEKHM BETEpUHAPEH
JICKapCTBEH TMPOJYKT, pa3pelieH OT TsIX, W Ja Pa3MCHAT JOKIAJUTe MpH
nouckBane. OCBEH TOBa, Ibp)KaBa-WiICHKAa CcIelBa Ja MOXE Ja MpeKpaTH
pa3miIeKJAaHETO Ha 3asBJICHHE 3a pa3peIMTENIHO 3a IyCKaHe Ha Ia3apa Ha
BETEPUHAPCH JICKAPCTBEH IPOJIYKT, KOHTO B MOMEHTA C€ pa3miexk]ia aKTHBHO B
Jpyra JbpKaBa-dJieHKa, C IeJl J1a ce IPU3HAe PEIIeHNEeTo, B3eTO OT MOCTeIHaTa.

3a 51a ce ylecHU JIBM)KEHHMETO Ha BETEPUHAPHU JIEKAPCTBEHU IPOLYKTH U Ja Ce
n30erHar MpoBEpKUTE, U3BBPUIBAHU B €/1HA IbprKaBa-ujeHKa, /1a C€ MOBTOPAT B
JIpyra, MUHUMaJIHA W3MCKBAaHMSA 3a IPOM3BOJICTBO U BHOC OT TPETH CTPAaHH, U
M3/1aBaHE Ha CbOTBETHUTE PA3pELUTENIHU, CJIEABA Ja Ce IIpUjIarar 1o OTHOLICHUE
Ha BETEPUHAPHUTE JIEKAPCTBEHU IIPOTYKTH.

KauecTBOTO Ha BeTEpUHApHUTE JIEKAPCTBEHU IPOJIYKTH, IIPOU3BEICHU B
OO6umoctTa, criefBa Aa ce rapaHTHpa, KaTo C€ W3KMCKBA CIIa3BaHe Ha IMPUHIUIIATE
3a 100pa MpOM3BOJCTBEHA MPAKTUKA HA JIEKAPCTBEHU MPOIYKTH, HE3aBUCUMO OT
KpallHOTO MECTOHA3HAUYEHUE HA JIEKAPCTBEHUSI IPOJIYKT.
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Crnenpa cbI10 1a ObJAT B3€TH MEPKH, 3a J1a C€ rapaHTHUpa, 4e JUCTPUOYTOpUTE Ha
BETEPUHAPHU JIEKAPCTBEHHU IPOLYKTH Ca OTOPU3MPAHMU OT IbPKABUTE-WIECHKU U
HNPUTEXKABAT MOAXOASUUTE TOKYMEHTH.

CranpapTuTe M NPOTOKOJIIUTE 3a PE3YJNTAaTUTE OT HANPAaBEHUTE W3IUTBAHUSA U
ONHTH C BETEPUHAPHUTE JIEKAPCTBEHH MPOIYKTH ca € (HEeKTUBEH HAYMH 32 KOHTPOJ
Ha Te3U MPOJIYKTH M CJIEJOBATENIHO 3a Olla3BaHe Ha OOILECTBEHOTO 37paBe U
Morar Ja YJAECHST IBM)KEHMETO Ha TE3UM IPOAYKTH, Ype3 YCTAaHOBSBAHE Ha
€JHaKBU IpaBUJIA , IPUIIOKMMH KbM H3MUTBAHUSITA U CHCTaBSHETO HA JIOCHETA,
KOWTO J1a T03BOJIM HA KOMIIETEHTHUTE OPraHu Jja JOCTUTAT 10 pellieHue Ha Oa3ara
Ha €JHAaKBU M3NMTBAHMUS M KAaTO C€ [1030BaBaT HA €IHAKBU KPUTEPUM U IO TO3U
Ha4yMH Ja CIOMOTHAT 3a OTCTPaHsABaHE Ha PA3JINUMsTa IIPU OLIEHSIBAHETO.

[lpennoppunTenHO €, Aa C€ ONpEAeisaT I0-TOYHO CIIydauTe, IpH KOUTO
pesynratute OT (HJApMAKOJOTUYHUTE M TOKCUKOJIOTUYHUTE H3MNUTBAHUS I
KIMHUYHUTE ONUTH HE TpsOBa Ja ce MpujaraT ¢ Lel [oJydaBaHE Ha
pa3peMTENHO 32 BETEPUHAPEH JIEKApCTBEH NPOJYKT, KOWTO € IO CBIIECTBO
110/100€H Ha NHOBAI[MOHEH MPOJAYKT, KaTO CE€ TapaHTHUpPa, Y€ HOBATOPCKUTE (HopMu
HE ca IIOCTaBEHM B HEMU3TOJHO nosiokeHue. OT npyra cTpaHa, ChHILECTBYBAT
NPUYMHU, OTHACAIIM C€ J0 OOILIECTBEHUS peA, 1a HE C€ MOBTAPSIT U3NUTBAHUS C
’KMUBOTHU 0€3 HAIMUMETO Ha U3KIIOUUTETHO BaKHA TPUYUKHA.

Crnen cb31aBaHETO Ha BHTPELIHHUS Ma3ap CIEUUATHUST KOHTPOJI 3a TapaHTHpaHE
KaueCTBOTO Ha BETEPUHAPHUTE JIEKAPCTBEHUM NPOAYKTH, BHECEHU OT TpPETH
CTpaHH, MOXK€ Ja Obje MpeMaxHaT, caMO aKO Ca B3€TH ChOTBETHHTE MEPKH OT
OOumocTTa, KOUTO J1a TAapaHTUPAT, Y€ HEOOXOANMHUTE MPOBEPKH CE U3BBPIIBAT B
JTbpKaBaTa-u3HOCUTEN.

3a ma rapaHTHpa HENpeKbCcHaTaTa 0€30MacHOCT HA BETEPHHAPHUTE JICKAPCTBEHU
INPOAYKTH B ymoTpebda, € HEoOXOJMMO Ja C€ TapaHTUpa, Y€ CHUCTEMHTE 3a
dapmaxonornyHa O6xuTenHoct Ha OOIMHOCTTAa HENMPEKbCHATO C€ MPHUBEXKIAT B
CHOTBETCTBHE C ITOCTIKEHUATA HA HAYIHO-TEXHUYECKH MTPOTPEC.

JlaHHU, CBBp3aHU C HEXKEJNaHW eeKTU MPU XOpa BHB BpB3Ka C yrmorpedara Ha
BETEpPUHAPHU JICKAPCTBA, Cle[Ba Ja ObAaT ChbOMpPaHW W OICHSIBAaHU C OIIIEH
ola3BaHe Ha OOILECTBEHOTO 3/IpaBe.

Cucremute 3a (gapMakoJOTHYHA OJUTETHOCT ClIe/IBa J1a B3eMaT IOJ BHUMaHHE
HaJMYHUTE JIaHHU 32 JINTICa Ha e(DUKACHOCT.

OcBeH TOBa, chOMpaHETO Ha MHQOpPMAIUS 32 HEXKEJTaHU PEaKUHUH, CBBbpP3aHU C
ynorpeba He MO MpeAHa3HAaYeHHe, MPOYyYBaHE Ha BaJMJHOCTTa Ha KapeHTHUS
MEpPHOJl U Ha €BEHTYaJIHU MPOoOJEeMHU C OKOJIHATa Cpesa, MOoraT a AOIpHUHecaT 3a
moj00psiIBaHe Ha PEIOBHOTO HaOII0IEHHE U KOHTPOJI HA MpaBUIIHATA ynoTpeda Ha
BETEPUHAPHUTE JIEKAPCTBA.
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HeobOxoaumo € 1a ce B3eMar 10,1 BHUMaHUe IIPOMEHHUTE, BH3HUKBAIIM B PE3YJITAT
Ha MEXIyHapoJIHATa XapMOHHU3AllMs Ha OINPEACICHUATa, TEPMUHOJIOTUATA W
TEXHOJIOTUYHOTO Pa3BUTHE B 00JacTTa Ha (JapMaKOJOTHYHATA OIUTEITHOCT.

HapactBamiara ymotpeba Ha eNEeKTPOHHU CpeAcCTBa 3a ChOON@ABaHE Ha
uH(oOpMaIus, CBBbp3aHa ¢ HEXENaHW PEaKIHU KbM BETEPHHAPHU JICKAPCTBEHU
NpoaAyKTH, TpoaaBanu B OOIMHOCTTA, ©Ma 3a IIeJI Jla TTO3BOJIM Ch3/IaBaHETO Ha
eHa TOYKa 3a_ChOOIABAaHE HA HEXKEJIaHU PEaKIHHU, KaTo B CHIIOTO BpeMe
rapanTupa, 4e Tazu WHPOpMAIUs € MpefaJcHa Ha KOMIICTCHTHUTE OpPTaHW BHB
BCUYKH JTbP)KaBH-WICHKH.

B unHTepec Ha OOIHOCTTa € Ja TrapaHTHUpa, Y€ CHUCTEMHUTE 3a BETCpPUHApHA
(dapmakomornyHa OJMTETHOCT, 3a IEHTPATHO pa3pelieHUTE JICKApCTBEHU
IPOJIYKTH M 3a T€3H, Pa3pelleHH 110 APYIU IPOILELYPH, Ca CHBMECTUMH.

[lputexxaTenuTe Ha paspelleHUs 3a IyCKaHe Ha Iasapa cieaBa Ja ca
JEHCTBUTETHO OTTOBOPHH 3a HENpeKbCcHATaTa (apMaKoJIOTMYHA OAUTENHOCT Ha
BETEPUHAPHUTE JIEKAPCTBEHU IPOIYKTH, KOUTO ITyCKaT Ha Ma3apa.

MepkuTte, HEOOXOMMHU 32 MPHJIATAHETO HA HACTOSIATA JUPEKTHUBA, CIIEIBA 1A
Obmat npuetu B choTBETCTBUE C Pemenue 1999/468/EO na CohBera oT 28 oHHU
1999 r., ompenensiuio MOpoLEAypUTE 3a YOpPaKHSABAHE Ha IPABOMOLMSTA 3a
U3ITBbIHEHUE, TpeiocTaBeHn Ha KoMucusita 8,

3a na ce momoOpH oma3BaHETO Ha OOILECTBEHOTO 3]paBe, € HeOOXOaUMO Ja ce
YTOYHH, Y€ XpaHHTE, MPEAHA3HAYCHH 32 KOHCYMAIus OT XOpa, HE MOraT Ja ce
IPOM3BEXKIAT OT )KUBOTHH, M3MOJI3BAaHN NPU KIMHWYHU ONUTH HA BETCPUHAPHH
JIEKapCTBEHU MPOJYKTH, OCBEH aKO HE € YCTaHOBEHAa MaKCMMallHa TpaHHUIla Ha
OCTaThYHH KOJHMYECTBA OT CHOTBETHHS BETCPUHAPECH JIEKAPCTBEH IPOJIYKT,
cbracHo pasnopenoute Ha Permament (EMO) Ha CoBera Ne 2377/90 ot 26 1oHM
1990 r., mpenBwxkpam mporeaypara Ha OONHOCTTa 32 YCTAaHOBSBAaHE Ha
MaKCHMAaJHH TPaHUIN Ha OCTAThYHUTE KOJMYECTBA OT BETEPHHAPHH JICKAPCTBEHH
TIPOYKTH B XPAHH OT KUBOTHHCKH POH3XOL .

Komucusra cienBa na 0b/e yIbIHOMOIICHA J1a TPUEME HEOO XOAMMHUTE TPOMEHH,
3a 1a mpusene [Ipunoxenue | B chOTBETCTBUE C HAYUHO-TEXHUUYECKHS MPOTPEC.

Hactosiiara aupekruBa He cieiBa Jia 3acsra 3aJb/DKCHUSTa Ha Ihp)KaBUTE-
YJIEHKM OTHOCHO CpPOKOBETE€ 3a IIpUEMaHEe Ha JUPEKTUBUTE, MOCOYEHU B
[Mpunoxenue Il, Yact b,

IMPUEXA HACTOAIIATA JUPEKTHUBA:

® OB L 184, 17.7.1999 r., c1p. 23.
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JAI |
OIIPEAEJEHUSA
Ynen 1
[To cmuchia Ha HAacTOSIIATA JUPEKTUBA, CIICIHUTE TEPMUHU UMAT O3HAYABAT:
1. Peecucmpupan nekapcmeer npooykm:

Bcexn NpCABAPUTCIHO MPUIOTBCH JICKAPCTBCH IIPOAYKT, IIYCHAT HaA IIa3dapa I10[J
CIICoaJIHO HAaMMCHOBAHUEC U CHC CIICIIMaIHA OIIaKOBKA.

2. Bemepunapen nexapcmeen npooykm:

Besika cybcranuus i koMOMHALMS OT CYOCTaHIIMHU 3a JICUEHUE WM NMPEJOTBPATIBAaHE
Ha 00JIeCT MO KUBOTHHU.

Besika cyOcTanuust uim KOMOMHAIMS OT CYOCTaHIIMHM, KOUTO MOTaT Ja Ce Ipujarar Ha
KUBOTHH, C 1€ IIOCTaBsSHE Ha MEIMLMHCKA JUar€Ho3a MJIM 3a BB3CTAaHOBSBAHE,
KOPUTHpPaHE WM MpOMsHA Ha (U3HMOJOTHYHHM (YHKIMHM TPH KXUBOTHH, CE€ CUMTA 32
BETEPHHAPEH JIEKApCTBEH MPOJIYKT.
3. Ilpeosapumenno npuzomeen semepunapen 1eKapcmeer npooyKm:
Bceku mpenBapuTenHO MPUTOTBEH BETEPUHAPEH JICKAPCTBEH IMPOIYKT, KOHTO He
OTroBaps Ha OINPENEIICHNETO 32 PETUCTPUPAH JICKAPCTBEH MPOAYKT U KOWTO Ce MpojaBa
BB (papMarieBTUUHA (HopMa, KOSTO MOXKeE JIa Ce U3MOA3Ba O3 NOMbIHUTETHA 00paboTKa.
4. Cybcmanyus:
Bcsiko BemecTBO, HE3aBUCHMO OT MPOU3X0/1a, KOETO MOJXKE J1a €:
- OT YOBEILKH IIPOU3XO0[, KaTo

YOBEIIKAa KPBB U YOBEIIKU KPBBHU MPOIYKTH;

- OT )XKUBOTHHCKU ITPOU3XOJ, KaTO

MUKPOOPIaHU3MH, LIEIU KUBOTHHU, YACTU OT OPraHU, )KUBOTUHCKU CEKPETH, TOKCUHHU,
EKCTPaKTH, KPbBHU NPOAYKTH;

- OT PACTUTCJICH MMPOU3XOM, KATO
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MUKPOOPTaHU3MH, PACTEHUS, YACTH OT PACTEHUs, 3€JICHUYKOBU CEKPETH, EKCTPAKTH;
- OT XUMUYECKU NTPOU3XO0JI, HAIIPUMEP

CJIICMCHTH, CCTCCTBCHO CPCIIAHHU XUMHUYCCKH MAaTCpUAIM U XUMHUYCCKU IIPOAYKTHU,
MOJIYYCHH YPEC3 XMMHUUCCKaA IMPOMAHA UJIKN CUHTC3.

5. Ilpemuxc 3a meouxameHmo3suu yypasicu.

Bcexu BerepuHapeH J€KapCTBEH MPOAYKT, MPEABAPUTEIHO MPUTOTBEH C I
TOCIIEBAIIO TPOU3BOICTBO HA.MEAUKAMEHTO3HU (Dypaku.

6. Meouxamenmosnu ¢hypasxcu:

Besika cMec oT BeTepuHapeH JICKApCTBEH MPOAYKT WJIM MPOIYKTH W XpaHa WIJIM XpaHH,
KOSTO € TMpeABapUTeHO MPUTOTBEHA 3a MpoAak0a M TpelHa3HaueHa 3a XpaHa Ha
KUBOTHH O3 JOMBIHUTENIHA 00pa0oTKa, Mopaad HEWHUTE JICYeOHN WJM TPEBAHTHBHU
CBOWCTBA UJIH JAPYIH CBOMCTBA, KaTO JIEKAPCTBEH MPOJIYKT, BKIFOYEH B TOUYKA 2.

7. HmyHnonocuuen eemepunapen nekapcmeer npooyKm:

BeTepI/IHapeH JICKAapCTBCH MPOAYKT, MPCANMCBAH HaA XUBOTHU C LCJI Ja IMPCAU3BHKA
AKTUBCH UJIM TACUBCH UMYHUTCT UJIM J1a JUArHOCTULIMPA CbCTOSAHUCTO HA UMYHUTCTA.

8. Xomeonamuuen éemepunapen nexapcmeer npoOyKm.:

Bcexu BerepuHapeH NeKapCTBEH MPOIYKT, HAMpPaBeH OT MPOAYKTH, CYOCTaHIMU WJHU
CbCTaBKWH, HapCUYCHHU XOMEOIIaTUYHU IITIOKOBCE, CBITIACHO XoMeoIrmaTuyHara
MPOM3BOICTBEHA TIpoIeypa onrcana oT EBpomneiickata gapmakones WM, MpU JUIca Ha
TakaBa, OT apMakonente, 0 GPUIHATHO U3MOI3BAHH B JbPKABUTE-UJICHKH.

XoMeonaTUYHUAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE ChIIO Ja ChAbpKA
orpe/eneH Opoil eneMeHTH.

9. Kapenmen nepuoo

[eproabT, HEOOXOIUM MEXIY MOCIETHOTO HAa3HAYCHUE HAa BETCPUHAPHHUS JIEKAPCTBEH
IPOAYKT Ha )KUBOTHU NIPH HOPMAJTHU YCIIOBHS Ha YIIOTpeOa W MPOU3BOJICTBOTO HA XpaHU
OT Te3W JKUBOTHH, C LIEN Jla Ce TapaHTHUpPa, Y€ TE€3H XPaHU HE CBHABPKAT OCTATHUYHH
KOJIMYECTBA, MIPEBUIIIABAINM MAKCUMAITHUTE TPAHUIIA OINPEACICHN IPH MPHUIAraHeTO Ha
Permament (EMO) Ne 2377/90.

10. Hebnazonpusmua peaxyus:
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Peakuus, KosTO € BpeJHAa M HEYMHUIIUIEHA U KOSITO C€ MPOSBSBA MPHU J103H, OOMKHOBEHO
U3I0JI3BaHU IIPU KMBOTHU 33 MPOQHUIAKTHKA, TUATHOCTHKA WM JIEYEHHE Ha 3a00JIABaHe
WM IPOMSIHA HA (PU3UOJIOTHYHA (PYyHKIIHUS.

11. Hebnazonpusmua peakyus npu xopa.:

PeaKL[I/ISI, KOATO € Bp€AHA U HCYMUIIUICHA U KOATO CC MPOABsABA IMPHU XOpa CJICH U3JIaraHe
Ha BETCPUHAPHO JICKAPCTBO.

12. Cepuosna nebraconpusmua peakyusi.:

HeGnaronpusrHa peakius, KOSTO BOIU /10 CMBPT, € 3acTpalllaBalla >KMBOTA, BOAMU [0
TeXKa WHBAJIUIHOCT WM HECIIOCOOHOCT, € BPOJEHA aHOMAIUs/BpOjAeH Ae(deKT, WM,
KOSITO BOJIY JIO TIOCTOSIHHU WJIM TIPOABIDKUTEITHA CUMIITOMH TTPH JICKyBAaHUTE JKUBOTHH.

13. Heouaxeana nebnaconpusmua peakyusi:

HeGnaronpusarHa peakiusi, €CTECTBOTO, CEPUO3HOCTTAa WIM pe3ylITaTra, KOATO He
CHOTBETCTBA Ha 0000IIeHaTa MHPOPMALIHS Ha XapaKTEPUCTUKUTE Ha TPOTYKTa.

14. I1lepuoouunu akmyanuzupanu OOK1aou 3a 6e30nacHOCHL!

[lepuoanunuTe MOKIAAN, CHIBPKALM JAHHUTE, TOCOYCHH B WiIeH 75.

15. Kommpoanu uzcreosanus cied nyckamemo Ha nazapa.:

dapmako-enuAEMUOIOTHYHO  HM3CIIEABAaHE WJIM KIMHUYEH ONWT, TIPOBEICH B
CBOTBETCTBHE C YCJIOBUATA Ha pa3pelMTETHOTO 3a IyCKaHEe Ha Iaszapa, ¢ Iel
YCTAaHOBSIBAHE W TPOyYBAaHE Ha pPHUCKOBETEe 3a 0€30MacHOCTTa TpH pa3pelieHu
BETCPUHAPHH JICKAPCTBEHU MTPOTYKTH.

16. Ynompeba ne no npeonasuauenue:

VYnorpebara Ha BETEPUHAPEH JICKAPCTBEH IPOJYKT, KOSITO HE € B CHOTBETCTBHE C
o0oOmeHata uH@OpMalUs Ha XapaKTEpUCTUKUTE HA IMPOAYKTa, BKIOUYUTEIHO
HENpaBUIIHATA YIIOTpeOa UM cepro3HaTa 3J0ynoTpeda ¢ mpoayKTa.

17. Ilpooasicba na edpo na eemepunaphu 1ekapcmeeHu npoOyKmiu.:

Besika nmefiHOCT, BKTIOYBAIA TMOKYMKara, mpojaxbara, BHOCA, M3HOCA WJM BCSKAKBA
JpyTra THPTOBCKA CAEIKA C BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH, ChC MK Oe3 Tedanoa, ¢

HN3KIIIOUYCHHEC Ha:

--- cHaO/sIBaHE OT MPOU3BOIUTENS C BETEPUHAPHU JICKAPCTBEHU IPOIAYKTH, TPOU3BEICHH
OT HETO,
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--- cHa0/1ABaHe Ha JPeOHO ¢ BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH OT JIMIIA, KOUTO UMaT

IMpaBo Jda U3BBPIIBAT TaKMBA JOCTABKH B CbOTBECTCTBUE C YJICH 66.

18. Acenyus:

EBpOHCﬁCKaTa arcHiuAd 3a OCHKa Ha JICKAPCTBCHU HNPOAYKTHU, Ch3AaJICHA C Permament
(EMO) Ne 2309/93.

19. Puck 3a 3@])616671’10 HA YoeeKa uiu JicueontHume uiu 3a OKojarama cpeda:

Bcexn PHUCK, CBBpP3aH C Ka4€CTBOTO, 0e30MmacHOCTTa U C(l)I/IKaCHOCTTa Ha BECTCPUHAPCH
JICKapCTBCH IMPOAYKT.

his:udl
MPUJIOXKHO MOJIE

Ynen 2

PasmopenOuTe Ha HacrosaTa ITUPEKTHBA C€ TpUJIaraT 3a BETEPUHAPHU JICKAPCTBEHU
IPONYKTH, IPENHA3HAYEHU 3a IIyCKAHE HaA I1asapa, Hapel C Ipyroto, BbB BHJ Ha
JEKApCTBEHNW NPOAYKTH, IIPEIBAPUTEIHO IIPUTOTBEHHW BETEPUHAPHU JIEKAPCTBEHU
IPOIYKTU WJIU IPEMUKC 32 JIEUEOHU )KUBOTUHCKU XPaHH.

Ynen 3

HaCTOHH_[aTa JUPCKTUBA HC CC IIpHJjiara 3a:

1.

JleyeOHM KUBOTUHCKH XpaHHU, KakTo ca ompezaeneHu B Jupekrusa 90/167/ENO na
CoBera or 26 mapt 1990 r., OTHOCHO oOmpeneNsHE Ha YCIOBHUATA, YpPEKIally
IIPUTOTBSIHETO, MyCKAHETO Ha Tasapa M ymorpebata B O6umocrra’® Ha meucOHu
AKUBOTHHCKH XpaHH;

Ot gpyra crpaHa, JiedeOHM >KMBOTHMHCKM XpaHU MoOraT Jla C€ MPUTOTBAT CamoO OT
IIPEMUKCH, Pa3peIleHH ChIVIACHO HACTOSIATA JUPEKTUBA;

HeaxkruBupann HMMYHOJIOTMYHM BETEPHUHAPHHU JIEKAPCTBEHM IIPOJYKTH, KOUTO Cca
IIPOU3BEACHU OT IaTOT€HU U AHTUTCHU, ITOIYYEHH OT )KUBOTHO UJIU )KUBOTHHU OT €IHO
CTOIIAHCTBO U C€ M3IIOJI3BAT 3a JICYCHUE HA TOBA JKUBOTHO WJM >KMBOTHUTE OT TOBA
CTONAHCTBO B CHIATA MECTHOCT;

Bceku nexapcTBeH MPOIYKT, MPUTOTBEH B amlTeKa, CHITIACHO pPEIeNTa 3a OTACTHO
KUBOTHO (OOMKHOBEHO M3BECTCH KATO JIEKapCTBEHA (popMyIa o perenra);

Y 0OB L 92, 7.4.1990 ., c1p. 42.
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4. Bceku JeKapCTBEH MPOIYKT, IPUTOTBEH B allTeKa, B ChOTBETCTBHE C MPEANUCAHUATA
Ha (hapMaxomesTa W MpeIHa3Ha4YeH 3a JMPEKTHA JOCTaBKa Ha KpaHHs MOTPEOHTEN
(0OMKHOBEHO M3BECTEH, KaTo (opMyrna 3a mpojaax0a B anTeKUTe);

5. BerepuHapHU JieKapcTBEHHU MPOJIYKTH Ha 0a3aTa Ha paJuOaKTUBHU U30TOIH;

6. Bcuuxu nobGaBku, ooxBanatu ot dupekrusa 70/524/EMO na CobBera oT 23 HOEMBpHU
1970 . OTHOCHO 7OGABKHTE B XPAHH', KOTaTO Ca BKIIOUCHH B XPAHHU 33 KUBOTHH H
B JIONI'BJIBALIM XPaHU 33 )KUBOTHHU, B CHOTBETCTBHE C Ta3U JUPEKTHBA. Brnpeku ToBa,
Ibp)KaBUTE-WIEHKA MoraTr, korato mnpuiarat wieH 10, maparpadg 1, OykBa B) u
naparpad 2, 1a B3eMaT 110/l BHUMAaHME JIEKapCTBEHUTE MPOIYKTH, TOCOUEHHU B TOUKU
3 u 4 ot mbpBUs aparpad.

JppkaBuTE-uIeHKH, KoraTo mpuiaraT wieH 10, maparpad 1, 6ykBa B) u maparpad 2,
MOTaT Jia B3eMaT MoJ BHUMaHUE JIEKAPCTBEHUTE TIPOYKTH, TTIOCOYCHH B TOYKU 3 U 4 Ha
bpBUs naparpad.

Ynen 4

1. JIbp>kaBUTE-4ICHKA MOraT Ja IpEeABUIAT HACTOALATa IUPEKTUBA Ja HE Ce
Ipujlara KbM HEAaKTUBUPAHU HMMYHOJIOTMYHM BETEPUHAPHU JICKAPCTBEHHU IIPOJYKTH,
KOMTO Ca IIPOM3BEACHU OT IIaTOI€HU U AHTUICHU, IIOJY4EHH OT KUBOTHO UJIM KUBOTHU
OT €JHO CTOIIaHCTBO M C€ M3II0JI3BAT 3a JICYCHUETO HA TOBA KUBOTHO WJM KUBOTHUTE OT
TOBA CTOIIAHCTBO B CBIIATA MECTHOCT.

2. JIbpKaBUTE-WIEHKH MOTaT J1a MPEABUIAT M3KIIOUEHHUs] HA TAXHA TEPUTOPUS IO
OTHOUICHUE Ha BETEPUHAPHU JICKAPCTBEHU MPOJYKTH, MpEAHA3HAUYEHU E€IUHCTBEHO 3a
aKBapUyMHHU pUOU, NTULU B KIETKU, MOLUICHCKU I'bIBOU, TEPAPUYMHH KUBOTHH U MAJIKH
rpU3aud OT pas3nopenduTe Ha wieHOBe 5, 7 U 8, MpH yCIOBHE, Y€ TaKuBa MPOAYKTH HE
ChIBbpKAT CYOCTaHLIMM, ynoTpeOaTa Ha KOUTO M3MCKBA BETEPUHAPEH KOHTPOJ U Y€ ca
B3€TH BCHYKU BB3MOXKHM MEpPKU 3a IPEJOTBpaTsBaHE Ha HepaspelleHa YnoTpeda Ha
IPOIYKTUTE 34 APYTH )KUBOTHH.

JULT I
IMYCKAHE HA TA3APA
TVIABA |

Pa3pe nmre iHO 32 mMycKkaHe Ha ma3apa
Ynen 5

BerepunapeHn sekapcTBeH MPOAYKT HE MOXKe Ja ObJe NMycHAT Ha ma3apa B JIbp)KaBa-
YJIEHKa, aKO HE € U3JAaJICHO Pa3pellMTENHO 3a IyCKaHE Ha Ma3apa OT KOMIIETCHTHHTE

1 oBL 270, 14.12.1970 r., ctp. 1. dupexTuBa, nocieHO u3MeHeHa u nomnbiHeHa ot Permament (EO) Ne
45/1999 na Komucusrta (OB L 6, 12.1.1999 r., c1p. 3).
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OpraHM Ha Ta3u [AbpiKaBa-d4iICHKAa B CBOTBCTCTBHC C HACTOAATA AWPCKTHBA WA
pa3pemmTeNIHO 3a MyCKaHe Ha Mas3apa, u3aaaeHo B chorBeTcTBHE ¢ Permament (EMO) Neo
2309/92.

Ynen 6

3a ma MOKe BETEpUHAPEH JIEKApCTBEH MPOAYKT Ja TMOMJICKUM Ha pa3peuMTeNIHO 3a
IyCKaHe Ha masapa ¢ IeJI TPEIITUCBaHeTO My Ha JKUBOTHH, H3IIOJI3BAaHH 32 TIPOU3BOJICTBO
Ha XpaHW, aKTUBHUTE CYOCTaHIIMU, KOHTO ChIbp)Ka, TpsOBa Ja ca TMOCOYEHH B
[Tpunoxenus |, Il umu 11l ma Pernament (EMO) Ne 2377/90.

Ynen 7

Koraro 3mpaBHara cuTyalus Hajgara TOBa, Jbp)KaBa-wiCHKA MOXE Ja paspelm
IIyCKaHETO Ha I1a3apa WM IPEANMCBAHETO Ha KMBOTHU HA BETEPUHAPHU JICKAPCTBEHU
NPOAYKTH, pa3pelieHH OT JApyra Ibp)KaBa-djieHKa, B CBOTBETCTBHE C HACTOSIATA
JUPEKTUBA.

Ynen 8

B cnyuail Ha cepro3HO enmUAEMUYHO 3a00JsIBaHE, AbPKABUTE-UWICHKH MOTaT BPEMEHHO
J1a TTO3BOJIAT U3MOJI3BAHETO HA MMYHOJIOTHYHH BETEPHHAPHU JICKAPCTBEHU MPOIYKTH, O€3
pa3pelmTeNHO 3a MycKaHe Ha Mma3apa, Mpy JIMICca Ha MOIXOSI JEKapCTBEH MPOIYKT U
cien nnpopmupane Ha KoMmucusiTa 3a moipoOHHUTE YCIOBHS 3a yoTpeoa.

Ynen 9

BerepuHapeH nekapcTBeH IPOAYKT HE MOXKE J1a Objie MPEeANCBaH Ha )KUBOTHH, aKO HE €
U3aJICHO pa3pellMTENIHO 3a IyCKaHe Ha Iasapa, ¢ U3KIIYCHUE Ha U3IUTBAHUATA C
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH, IOCOUEHU B wieH 12, maparpad 3, Oyksa it), KOUTO
ca IpUETH OT KOMIICTCHTHUTE HALMOHAJIHU OpraHu, cjlel YBEAOMSBAaHE WIIU
pa3peLMTENIHO, B CBOTBETCTBUE € ACHCTBALOTO HALMOHAIHO 3aKOHOAATEIICTBO.

Ynen 10

1. Koraro Hsma paspelieH JekapcTBEH NPOAYKT 3a OIpeaeHo 3abossBaHe,
Ibp)KaBaTa-uJeHKAa MOXKe IO U3KIIYEeHHe, CHelMallHO, 3a Ja [peJoTBpaTH
NPUYHMHSIBAHETO HA HEMPHEMIIMBO CTpaJlaHue Ha CHOTBETHHUTE XMUBOTHH, JIa IO3BOJU
NPEANNUCBAaHETO OT BETepUHApEH JIeKap MJIM Ha HEerop/a Mpsika JIMYHA OTTOBOPHOCT, HA
YKUBOTHO WJIM Ha MaJIbK OpOi KUBOTHH, OT OMPENIEICHO CTOMIAHCTBO, Ha:

a) BETEPHHAPCH JICKAPCTBEH IPOJYKT, pa3pellicH B CHOTBETHATA JIbpiKaBa-dICHKA,
CBIVIACHO HACTOsAINATa JUpeKTHBa mwin cbriiacHo Permament (EMO) Ne 2309/93,
3a ymotpeba mpu Ipyru BUIOBE )KUBOTHH, WIIU IPU JPYIH YCIOBHS 3a CHIIM S BH]T
JKUBOTHH ; HJIH
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0) aKo HsIMa TaKbB IPOJIYKT, KAKTO € TOCOYCHO B OyKBa a), Ha JICKAPCTBEH MPOIYKT,
paspelieH 3a ymoTrpeba OT Xopa B JbpiKaBaTa-ujieHKa, CbIvlacHO JlupekruBa
2001/83/EO na EBpomneiickus mapnameHT u Ha CwBeta or 6 HoemBpu 2001 1.
otHocHO Konekca na OOmmocTTa 3a JIEKapCTBEHW MPOAYKTH 3a ymorpeda ot
qoBeka ? wm cerimacHo Permament (EMO) Ne 2309/93; wn

B) aKO HSIMa TaKbB MPOJYKT, KAKTO € MOCOYCHO B OyKBa 0) M B TpaHUILIMTE Ha 3aKOHA
Ha CBOTBETHATa [bpXKaBa-uieHKa, Ha BETEPUHAPEH JIEKAPCTBEH IPOIYKT,
MPUTOTBEH HEMOCPEACTBEHO MpeAu yIoTpeda OT IHulle, YIIBIHOMOIICHO Ia
U3BBPIIBA TOBA CHIVIACHO HAIIMOHAJIHOTO 3aKOHOJATEJCTBO, B CHOTBETCTBHUE C
YCIIOBHSITA Ha BETEPUHAPHOTO MpeHCaHue.

3a menuTe Ha HacTOsAIMsA Taparpad, u3pasza ,, KUBOTHO WJM MaTbK OpOW >KUBOTHU OT
OTIpENeNIEHO CTOMAaHCTBO”, CHINO BKIIOYBA JOMAIHU JIOOUMIIU, U C€ TBIKyBa IO-
I'bBKaBO 3a ,[[pe6HI/I HJIM €K30TUYHU KUBOTUHCKHW BUJOBC, OT KOUTO HC CC MMPOU3BCIKIA
XpaHa.

2. Pasmopenburte Ha maparpad 1 ce mpuuaraT, mpu yCJIOBHE u€ JIEKAPCTBEHUST
MPOJYKT, KOTaro ce MPEINKHcBa Ha JKUBOTHO, MPOM3BEXKIANIO XpaHa, ChIbpKa caMo
CyOCTaHIIMH, KOUTO CE HAMHUpaT BBB BETEPHHAPEH JICKAPCTBEH IMPOAYKT, pa3pellieH 3a
TaKMBa JXUBOTHHU, B CBOTBCTHATA JAbp’KaBa-4YJICHKA W B CJIy‘IaI;'I Ha XHWBOTHH,
IPOU3BEXK/IAIM XpaHa, OTTOBOPHUST BETEPUHAPEH JICKAp ONpPeess MOIXOIII KAapEHTeH
HEPHOI.

OcCBeH aKo M3MOJI3BAaHUSAT JICKAPCTBCH IPOAYKT HsMa KaPCHTCH IICPUOJ] 34 CbOTBCTHUTEC
BHUIOBC, OMPCACIICHUAT KAPpCHTCH IICPUO HE Tp}I6Ba Ja 6’5)16 IMMO-KPAaThbK OT:

7 nHU si1Ia,
7 oHA MIISIKO,
28 nHH MECO OT JOMAaIlHW NTHLM ¥ OO3alHUIM

BKIIFOYMTEIIHO Ma3HUHA M KapaHTH S,
500 neKOMITO3UIIMOHHU JHU Meco OT puba.
33, XOMCOIIATUYHUTC BeTepI/IHapHI/I JICKapCTBeHI/I HpOZIYKTI/I, B KOHTO HHBOTO Ha

AKTUBHUTC CJICMCHTH € PAaBHO HJIM IMO-MAJIKO OT €AHO HAa MUJIMOH, KAPEHTHHUAT IMCPUO/,
IMOCOYCH B II'bpBaTa U BTOpPATA AJIMHCH, € HYJIA.

Ynen 11

Koraro BerepuHapen nekap npuiara pasnopenoute Ha uiaeH 10, Toi BoJu perucTsp cbe
CbOTBETHaTa MHGpoOpMalMs KaTo JaTata Ha MperieJ Ha >KUBOTHUTE, JaHHU 3a

12
Bux c1p. 67 Ha HacTAmoOTO M3aHNe Ha OPuyuanen 6ecnmHux.
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coOCTBEHMKa, OpOs Ha JEKyBaHUTE KUBOTHH, AMATHO3aTa, MPEINUCAHUTE JIEKAPCTBEHU
OPOAYKTH, NMPEANUCAHUTE NO03U, MPOAB/DKUTCIIHOCTTA Ha JICUCHUECTO W IMPCIOPHYAHUTE
KapeHTHU IEPUOAH, U CHXPAHABA Ta3d JOKYMEHTALMs 33 IPOBEPKA OT KOMIIETEHTHUTE
OpraHd B MPOABIDKEHHWE Ha Hall-MalKo TpU TroAuHHM. ToBa M3UCKBaHE MOXe Ja Oble
pa3sIMpPEHO OT AbPKaBaTa-WICHKA 33 )KWBOTHU, HETPOU3BEKIAIM XPAHA.

Ynen 12

1. C wmen mojyyaBaHe Ha pa3pelMTENIHO 32 IyCKaHE Ha Ia3apa Ha BETEPUHAPEH
JIEKapCTBEH MPOAYKT, Pa3lIMYHO OT TaKoBa, CBIVIACHO MpOIEAypara, YCTAaHOBEHA OT
Permament (EMO) Ne 2309/93, ce mopaBa 3asBiI€HHUE 10 KOMIICTCHTHUTE OpPraHH B
ChOTBETHATA AbprKaBa-uJICHKa.

2. PaspeumrenHo 3a MycKaHe Ha Ia3apa ce M3/JaBa caMO Ha KaHIuJaT, YCTAHOBEH B
Ooumocrra.
3. CwormacHo [punoxenwue |, caeqHuTe JaHHU ¥ TOKYMEHTH CIIeABa Ja C¢ MPHUIIOKAT

KbM 3as1BJICHHUCTO:

a) HMC UJIM THBPIrOBCKO HAMMCHOBAHUC U IMMOCTOAHCH aApCC HWJIN CCAAIMIIC Ha JIEHOCTTA
Ha JIMIICTO, OTTOBOPHO 3a MYCKAHCTO Ha MPOJAYKTa Ha Iasapa u, Ipu HCOGXOZ[I/IMOCT,
Ha MPOU3BOJUTCIA MM Y4aCTBAIMTE IIPOU3BOJUTCIM KW HaA MCECTaTa Ha
MMpOnU3BOACTBO,

0) HauMEHOBaHHE Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT (THPTOBCKO HAaMMEHOBAaHHE,
HEMaTeHTHO HAaMMEHOBaHUE, C UK 0e3 ThProBCKa Mapka, UJIM UMe Ha TTPOU3BOIUTENS
WIM HAy9YHOTO HauMeHOBaHWEe WiM (popMmyrna, ¢bC MM 0e3 ThPTrOBCKa Mapka, WIIH
MMETO Ha MPOU3BOIUTENA);

B) KaueCTBEHM M KOJIMYECTBEHHM JaHHM 3a BCUYKM CBHCTaBKM Ha BETEPUHAPHUS
JICKapCTBEH MPOAYKI, KAaTO C€ H3MO0JI3BA BB3IpUETaTa TEPMUHOJIOIUA, a HE
EMIIUPUYHNA XUMHUYECKA (POPMYIH U MPEIOCTaBsSHE HA MEXIYHAPOJAHOTO HETTATEHTHO
HauMEHOBaHUE, IIpenopbuyaHo oT CBETOBHATA 3[4paBHA OpPraHU3alUs, KOraro TakoBa
HaVMCHOBAHUE CBILECTBYBA;

I') ONMCaHNe Ha METO/Ia Ha MPOU3BOICTBO;
I[) TCPAINICBTUYHH IMOKa3aHHW A, IPOTHUBOIIOKA3aHUA U HCKCIIAHU PCAKI[HU

€) JI03MPOBKA 32 Pa3TMYHUTE BUJOBE KUBOTHH, 32 KOUTO € MPEIHA3HAUCH BETePHUHAPHUS
JICKApCTBEH MPOIYKT, HeroBara (apmarieBTudHa GopMa, METO] 1 HAaYMH Ha B3UMaHE
U TIPEUTO’KEH CPOK Ha TOJHOCT;

XK) aKko € HeoOXoAMMOo, OOSCHEHHUE 3a MPEANa3sHUTe MEPKH U MEPKUTE 3a OE30MacHOCT,
KOWUTO TPSIOBA J1a OBJAT B3ETH IIPH CHXPAHCHUETO HA IPOYKTa, KOTATO CE MPEIITHCBA
Ha )KUBOTHH M KOTATO CE WU3XBBPJAT OTIAIBLIUTE OT HETO, 3aCHO C WHIUKAIIKS 32
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NOTEHLMAIHU PUCKOBE, KOUTO JIEKAPCTBEHUS IIPOIYKT MOXKE J1a Ch3aJe 32 OKOJIHATA
cpelia U 3IpaBeTo Ha XOopaTa, ’)KUBOTHUTE UJIN PACTEHUSITA;

3) MHAMKALWS 33 KapeHTHUS MEepuoA. AKO € HeoOXOAMMO, KaHIUAATHT Ipeaiara u
000CHOBaBa IMPUEMIIMBO HHMBO 3a OCTAaThUHUTE KOJIMYECTBA, KOETO MOXKE Ja ce
JIONYCHE B XpaHUTETHUTE MPOAYKTH O€3 PUCK 3a MOTPeOUTENsl, 3a€AHO C PYTHUHHHU
METO/IY 3a aHaJIM3, KOUTO MOTaT J1a ObJaT M3MOA3BaHU OT KOMIIETEHTHUTE OpraHu 3a
OTKpPHUBaHE HAa OCTAThYHU KOJIMYECTBA;

I/I) OIMMCAaHUEC HAa KOHTPOJIHUTC MCTOAH 3a HU3IMUTBAHC, HW3IOJI3BAHU OT IPOH3BOJIUTEIIA
(Ka‘ICCTBeH N KOJIMYECTBEH aHaJIn3 Ha CBCTABKUTE U Ha KpaﬁHHH IIpPpOAYKT,
CIICOUAITHA U3INWTBAHWA, HAIIPUMEP MH3NUTBAHC 34 CTCPUIIHOCT, HUIIUTBAHC 3a
HaJIMYUE HA MUPOIrCHU, 3a HAJIMYMEC Ha TCKKU MCETAIH, U3IIUTBAHC 3a CTa6I/IJ'IHOCT,
OHMOJIOTMYHO M3MHWTBAaHE M M3NUTBAHE 3a TOKCUYHOCT, HU3IIMTBAHUA 34 MCKIWMHHUTC
TMPOTYKTH);

1) pe3ynTaru oT:
--- (M3UKO-XUMUYHH, OMOJIOTUYHH MJIM MAKPOOMOJIOTUYHH H3IUTBAHMUS,
--- TOKCHKOJIOTHYHH U (JApMaKOJIOTHUYHU U3MUTBAHUS,
--- KIMHAYHYU U3MTUTBAHUSL.

K) pe3foMe, B ChOTBETCTBHE C WieH 14, Ha XapaKTepUCTUKUTE Ha MPOAYKTa, €IHA WU
IIOBEYE MOCTPU WJM MOJENH Ha THPIOBCKHs BHJI Ha BETEPHHAPHUS JICKAPCTBEH
IPOJYKT, 3a€]IHO C JINCTOBKATA;

J) TOKYMEHT, TOKa3Balll 4e€ MPOU3BOIUTENAT MMa IIPAaBO B CBOSITA CTpaHa J1a MPOU3BEX/1a
BETEPUHAPHU JICKAPCTBEHU MTPOIAYKTH;

M) KOIIHS OT Pa3pelMTeTHU 3a MMyCKaHe Ha ma3apa , MOJydeHH B Jpyra JbpKaBa-uIcHKa
WIH B TPETa CTpaHa, 32 ChOTBETHHSI BETEPUHAPEH JICKAPCTBEH MPOAYKT, 3a€HO ChC
CIUCBK Ha JbPKABUTC-UICHKH, B KOUTO 3asBJICHHE 3a Pa3pEIMTEIIHO, OJAJCHO
CBITIACHO HACTOSIIATA JUPEKTUBA, € B Ipouec Ha pasmiexnaHe. Komms ot
o6o6meHnara uHGOpPMAIMS Ha XapaKTEPUCTHUKUATE Ha TPOIYKTa, MPEIJIOKEHH OT
KaHJM/1aTa, B ChOTBETCTBUE C WieH 14 win o100peHU OT KOMIETEHTHUTE OpPTraHu Ha
AbpiKaBaTa-4ICHKA, B CbOTBETCTBUC C YJICH 25 1 xomus Ha npeajioxKeHaTa JMCTOBKA,
MOAPOOHOCTH 3a pelieHue Aa Oble OTKa3aHO paspenmrtenHo B OOmMHOCTTa WM B
TpeTa CTpaHa U MPUIMHUTE 32 TOBA PEIICHUE.

Tazu mH(pOpManHs ce aKTyaIn3upa peaoBHO;

H) B CiTydail Ha JICKapPCTBCHU MPOAYKTH, ChABPKAIIM HOBH aKTUBHHU CYOCTAHIINH, KOUTO
He ca nocoueHu B [Ipunoxenus |, |1 unu Il na Permament (EMO) Ne 2377/90, xoriue
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Ha JOKyMeHTUTe, npenaneHun Ha Komwucusra, ceniacHo llpunoxenue V Ha TO3M
pEIIaMeHT.

Ynen 13

1. Karo uswiouenue ot Oyksa it) Ha wineH 12, maparpa¢ 3, u 0e3 1a ce 3acsra 3aKoHa 3a
3aKpHIIa Ha HHAYCTpHAIHATa U THPrOBCKa COOCTBEHOCT:

a) OT KaHAWJAaTa HC CC M3HCKBA Ja IMPCAOCTaBU PE3YITATUTC OT TOKCHUKOJOTMYHHUTC U
(bapMaKOJ'IOl"I/ILIHI/ITe U3NUTBAHUA U KIMHHUYHUTC U3IIMTBAHUA, aKO MOXEC J1a OOKaXE,
e (S

() wam, 4e BEeTEPUHAPHUSAT JICKAPCTBEH MPOAYKT € B CHIMHOCTTa CH MOJO0CH Ha
JICKapCTBEH TMPOJIYKT, paspellleH B JIbp)KaBaTa-wieHKa, 3aMHTEPECOBaHA OT
3asIBJICHUETO, U Y€ MPUTEKATEIAT HA Pa3peIMTEIHOTO 32 MyCKaHe Ha Iasapa ce €
CHIVIACKJT TOKCHUKOJOTHYHHUTE, (HapMaKOJOTHYHUTE W/WMJIM KIMHHUYHWUTE JaHHH,
ChIBPXKAlM C€ B JOCHETO HAa OPUTUHAIHHS BETEPHUHAPEH JICKAPCTBEH IMPOJIYKT,
Jia ObJIAT U3MONI3BAHMU C 1)1 Pa3nIeKIaHe Ha BBIIPOCHOTO 3asBJICHUE,

(ii) mm, 4e chCcTaBKaTa MM ChCTABKUTE HA BETCPHUHAPHHUS JICKAPCTBEH MPOIYKT HMaT
no0pe ycTaHoBeHa JieueOHa ynorpeda, ¢ mpu3HaTa e(uKaCHOCT U MPHEMIIHBO
HUBO Ha 0€30IMacHOCT, Ype3 MopoOHO MT030BaBaHE HA HAydHATa JIMTEPaTypa;

(iii) v, 4e BeTCpUHAPHHUAT JICKAPCTBEH MPOAYKT € B CHINHOCTTA CH IMOJ00CH Ha
JIEKapCTBEH MPOAYKT, pazpemieH B OOIMHOCTTa, B ChOTBETCTBUE C JICHCTBAITE
pasnopendou Ha OOMHOCTTa, OT HE TO-MAJIKO OT IIECT TOJWHH M Ce Mpejsiara Ha
nasapa B JIbp)KaBaTa-4JIeHKa, 32 KOSITO C€ OTHACS 3asBIICHUETO; TO3U MEPHOJ CE
yabkaBa Ha 10 roaWHHW, B CiOydail Ha BUCOKOTEXHOJIOTUYHH JIEKAPCTBCHH
IPOJYKTH, KOUTO Ca pPa3pellieHd, B ChOTBETCTBHE C MPOIEAypaTa, YCTAaHOBCHA B
aien 2, maparpad 5 nHa Jupexrua 87/22/EMIO Ha Csera®®. Ocsen ToBa,
JbpKaBa-4IeHKA MOXE ChIIO Ja YIBDKKA To3u mepuoa Ha 10 roauHu, udpes
peliieHre, 00XBaIAIIO BCHYKHU JICKAPCTBEHH MPOIYKTH, TIPEAIaraHy Ha ma3apa Ha
HellHAa TEpUTOpHUsS, KOTaTO Ts CYMTAa TOBAa 3a HEOOXOAMMO B HMHTEpPEC Ha
oOmiecTBeHOTO  37paBe.  Jbp)KaBUTE-wWIEHKM MOraT Ja He  Ipujiarar
MIECTTOAMIIHUS TIEPUOJI CIIeA JaraTa Ha HM3THYaHE Ha IaTeHTa, 3allMTaBall
OPUTHHAIHUS JICKAPCTBEH MPOIYKT;

0) B ciydaii Ha HOBH BETCPUHAPHH JICKAPCTBCHHU IIPOJYKTH, CHIbPXKAINM H3BECTHU
CHhCTaBKH, JOCETa HEU3MOI3BaHU B KOMOMHAIIMS 32 TEPAIEBTHUYHU 1€JIH, PE3yITaTUTe
OT TOKCUKOJIOTUYHUTEC U @apMaKOHOFI/ILIHI/ITe HU3IMUTBaHUA U OT KIIMHUYHUTEC OIIUTH,
CBBP3aHH C Ta3u KOMOWHaIHs, TPsAOBa Aa ObJAT MPEIOCTABEHH, HO HE € HEOOX0IUMO
Jla ce PEeI0CTaBs ChOTBETHA JOKYMEHTAIMS 32 BCSKA OT/IEIHA ChCTaBKa.

2. Tlpunoxenwue | ce mpuiara mo mogo0eH HA4YMH, KOraTO ChIIacHO OykBa a), Touka (ii)
Ha naparpad 1, ce mpeacTaBAT ClipaBKU OT MYOIMKYBaHU JaHHH.

B OBL 15, 17.1.1987 1., ctp. 38. TupektuBa otMeHeHa oT Jupekrusa 93/41/ENO (OB L 214, 24.8.1993
r., cTp. 40).
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Ynen 14

Pesromero Ha XapaKTCPUCTUKUTE HaA MPOAYKTaA TprGBa Aa CbAbpiKa CJcaHaTa

uHopmarus:

1. HaummeHoBaHME Ha BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH;

2. KauecTBeHa M KOJIMYECTBEH CHCTaB HA AKTHBHUTE CYOCTAaHIIMM M CHCTaBKUTE Ha
eKCLMIMEHTa, YHETO II03HaBaHE € BaXXHO 3a MPaBUIHOTO MPEANUCBAaHE Ha
JIEKapCTBEHUS TIPOAYKT; U3MOJI3BAT CE MEKAYHAPOIHUTE HETTATCHTHN HAMMEHOBAHUS,
npenopbyaHu oT CBETOBHATA 3/[paBHA OPTraHM3alMs, KOTAaTO TAKWBAa HAaMMEHOBaHUS
CHINECTBYBAT, UJIM IPU JIMIICA HA TakWBa, OOMYaWHUTE HEMATeHTHH HAUMEHOBAHUS
WJIH XUMUYECKO OTTHCAHHE;

3. ®apmarneBTuyHa Gopma;

4. ®apMaKoJOTUYHH CBOICTBAa W, JOKOJIKOTO MOJOOHA HMH(pOpManus € IoJie3Ha 3a
TEpaneBTUYHUTE 11T, (PapMaKO KHHETHYHH JaHHU;

5. KnuHn4HM DaHHU;

5.1 npunenHu BUAOBE,

5.2 ykazaHus 3a ynorpeba, KaTo ce ONpeessT IeIEBUTE BHIOBETE,

5.3 IpoTUBOMOKA3aHUA,

5.4 Hexemanu eeKTy (4eCTOTa U CEPUO3HOCT),

5.5 cnenuaiiHy Mpeana3Hd MEPKU MPHU yIoTpeoa,

5.6 yrotpeba mpu OpEeMEHHOCT ¥ KbpMEHE,

5.7 B3aMMO/ICHCTBUE C IPYI'd MEITUKAMEHTH U JIPYTH (OPMH Ha B3aUMOJICHCTBHE,
5.8 11030JI0THS ¥ PEXKUM Ha NPEINIMCBaAHE,

59 cBpbXxm03a (CUMOTOMM, MpOLEAYpH MpU CHEIMHOCT, aHTUIO0T) (IpH
HEO0OXOIMMOCT),

5.10 cienuanHu npeaynpexIeHHs 32 BCEKH BUJI, 3a KOITO € NpeHa3Ha4eH,
5.11 xapeHTHHU nepuoaH,

5.12 cmnemuamHM TpeAna3sHAd MEpPKH, KOUTO TpsOBAa 1a ce€ B3eMaT OT JIHMIIETO,
MPEANKCBAIIO JIEKAPCTBEHUS MMPOIYKT HA )KUBOTHHU;
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6. dapmareBTUYHH JIaHHU:
6.1 OCHOBHH HECHBMECTUMOCTH,

6.2 CpPOK Ha TOAHOCT, IIpU HeO6XO,Z[I/IMOCT CJICd MOOII'BJIHUTCIIHA 06pa60TKa Ha
JICKApCTBCHU A MPOAYKT UJIM KOIraTO OITAKOBKATa € OTBOPCHA 3a IbPBU II'bT,

6.3 CIICHUAJTHA MTPEATIa3H MCPKHU ITPU CbXPAHCHUC,
6.4 ecTecTBO B CbAbPIKAHUEC HA OITAKOBKATa,

6.5 CriciuajilHi MpEArnnasHu MEPKW IIpU U3XBBPJIAHC Ha HCEHU3INOJ3BaH JICKapCTBCH
MNPOAYKT UJIKM HECHYXHU MAaTCpUAJIN, AKO UMa TaAKHNBAa,

7. VIMe v THPTOBCKH MME U aJIpeC WIIH CeTAITUIIE Ha MPUTEkKATEIS Ha pa3pe M TEITHO.
Ynen 15

1. JIbpkaBUTE-YICHKA B3€MaT BCUUYKH HEOOXOIMMH MEPKH, 3a Ja TapaHTUpar, 4e
JOKYMEHTHTE M JaHHUTE, U30poeHu B wieH 12, anuHes 3, OykBu W), i), K) U wieH 13,
naparpad 1, ca HW3roTBEHW OT EKCIEPTH C HEOOXOAUMHUTE TEXHUYECKH WU
npodecroHanHu KBanu(UKaWU, Tpeaud 1a ObJaT TPeICTaBeHW Ha KOMIIETCHTHUTE
OpTraHu.

Te3u JOKYMEHTH U JaHHU CE MOAMUCBAT OT ChOTBETHUTE EKCIIEPTH.

2. Cnopen KOHKpeTHaTa UM KBaJIu GUKAIMs, POJISITa HA €KCIIEPTUTE €:

a) J1a U3BBPIIBAT JEHHOCT, KOSATO TOMAaja B TSAXHATA CEU(PUYHA TUCIUIUIMHA (aHAIIN3,
dapMakonoTsi W TOAOOHHM EKCIIEPUMEHTAIIHM HayKd, KIMHUYHU OIHUTH) W Ja

OIKCBAT OOEKTHBHO MOJYYCHHUTC PCIYJITATH, KOJIMYCCTBCHO U KAYCCTBCHO,

6) Ja OIIMCBAT CBOMTC KOHCTaTallWM, CBHIJIACHO HpI/IJ'IO)KCHI/IC Il u IIo-Cri€uuaaHo aa
IIOCOYBAaT:

(i) 3a ;mabopaHTH, Janu JIEKAPCTBEHHS IMPOAYKT OTroBapsi Ha OOSBEHHs ChHCTaB,
NPEIOCTABANKN apryMeHTH 3a KOHTPOJHUTE METOAM Ha U3INHUTBAaHE, KOUTO
IPOU3BOJUTENIAT ClIeABA J1a U3I10JI3BA;

(ii) 3a hapmMakoI031 U TMOIXOASAIIO KBATH(PUITUPAHU CIICIIATHCTH:
- TOKCUYHOCT Ha JIEKAPCTBEHHS MPOIYKT M HaOM0JaBaHUTE (PapMaKOJIOTHUYHU
CBOIICTBA,

- JlaJid, Clie/l IpeICcBaHe Ha BeTepUHAPHUS JIEKapCTBEH MPOAYKT TP HOPMAaIHU
YCJIOBUSA Ha YroTpebda U chOII0AaBaHe Ha MPENopbYaHUs KAPEHTEH MEpUo,

3200110082 — IIIIP - pemakrupan



XpaHUTC, TMOJYYCHHU OT JICKYBAHUTC JKHBOTHU, CHBABPXKAT OCTAaThbYHU
KOJIMYECTBA, KOUTO OMXa Ch3/1alM PUCK 3a 3IpaBETO HA MOTPEOUTENS;

(il) 32 KIMHWUYHU JIeKapu, Al ca OTKPWIM TIPU JKUBOTHUTE, JICKyBaHH C
JIEKApCTBEHUS TPOAYKT, €(EeKTH, CHOTBETCTBAM Ha WHOOPMAIIHUATA,
MpEeAOCTaBeHa OT MPOU3BOAUTEINS, ChIIacHO wieHoBe 12 u 13, anunes 1, nanu
JICKAPCTBEHUSIT MPOJIYKT CE TIOHACS JT0Ope, KaKBa TO3MPOBKA MPEMOPHYBAT U
KaKBU Ca MPOTHUBONOKA3aHUITA U HEXKEJATETHUTE PEaKIlH, ako UMa TaKUBa;

B) J1a 000CHOBE M3MOJI3BAHETO HA CIIPABKUTE 3a MyOIMKyBaHU JaHHU, TOCOYCHU B OyKBa
a), rouka (ii) ot wien 13, maparpad 1.

3. TogpoOHuTe mOKIamM Ha EKCIEPTUTE MPEICTABISBAT YacT OT JOKYMEHTAIUsATa,
KOSATO KaHJHUJAThT MPEJCTaBs Ha KOMIIETeHTHUTE opranu. KpaTka aBToonorpadus Ha
eKcIlepTa ce MpuJlara KbM BCEKH JOKIAJ,.

IJIABA 2

Cneuna.nﬂn pa:mopez[ﬁn, NPUWIOKUMH KBM XOMEONMATUYHHA BETCPUHAPHH
JICKAPCTBCHU MPOAYKTH

Ynen 16

1. JIbpkaBUTE-YWICHKHA TAPaHTUPAT, Y€ XOMEOMAaTHUYHUTE BETCPUHAPHU JIEKAPCTBEHU
POAYKTH, MPOU3BEKIAHN U MyCHATH Ha masapa B OOIHOCTTA, ca PErHCTPUPAHH WU
paspelieHu ChIVIacCHO pasmopendurte Ha wieH 17, maparpad 1 u 2, wienose 18 u 19.
Besika abprkaBa-dieHKa B3eMa O] BHUMAHHE PETHCTPAIMU M pa3pelicHUs], M3IaJCHH
IpeI TOBA OT JIPYra AbpiKaBa-4JICHKa.

2. JlbpkaBa-uieHKa MOXKE Jia Ce BB3ABPKU OT YCTAaHOBSIBAaHE Ha CIIELUAJIHA,
OTIPOCTEHA MPOLEAYpa 32 PETHCTpalis Ha XOMEONAaTUUYHUTE BETCPUHAPHU JICKAPCTBEHH
NPOJYKTH, TMOCOYeHW B wieH 17, maparpadu 1 u 2. JIppkaBa-ujeHKa, IpuUJiaraiig
Hacroslara pasmnopenda, cboTBeTHO yBenomsiBa Komucusra. ChoTBETHaTa IbprkaBa-
wieHKa, Hail-kbcHO a0 31 nexkemBpu 1995 1., paspemaBa ymorpebara Ha HelHa
TEpPUTOPHUSl HA XOMEONATUYHU BETEPUHAPHU JICKAPCTBEHM MPOIYKTH, PETUCTPUPAHU OT
Jpyra JbpkaBa-diieHKa, CbIacHo wieH 17, maparpadu 1 u 2 u wieH 18.

Ynen 17
1. Camo XOMeomaTUYHU BETEPUHAPHU JIEKAPCTBEHH IMPOIYKTH, KOUTO OTrOBApAT Ha
BCHYKH CJICIBAIM YCIIOBHS, MOTaT Ja MOMAJISKAT Ha pa3peIMTETIHO MO CIelratHa,

OIIPOCTEHA MPOLIEAypa 32 PETUCTPALIUSL:

-T€ ca NpeJHa3HAuYeHHU 3a JAOMAIHHU JIIOOMMIM WIM €K30TUYHHM BHUJIOBE, OT KOMTO HE
IPOU3BEXKAAT XpaHa,
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-TC C€ NpEAnurcBar Mo Ha4YuH, OIHMCAaH B Eeponeﬁcmma gbapMakoneﬂ HWJIHN, aKO HiIMa
TaKbB, BbB Q)apMaKOHe}ITa, M3I10JI3BaHa O(I)I/II_II/IEUIHO B IbPKAaBUTC-YICHKH,

- HiAMa CHCHI/I(bI/ILIHI/I TCPANICBTUYHN HHIWKAIlWH, 0003HAaUeHU Ha ETHKETa Ha
BCTCPHUHAPHUA JICKAPCTBCH IMPOAYKT HJIN B HIKAKBa CbOTBCTHA I/IH(i)OpMaI_II/IH,

- WMa JIoCTaThuHAa CTENEH Ha paspeklIaHe, 3a Ja rapaHTupa Oe30MacHOCTTa Ha
JICKApCTBEHUsSI TPOAYKT; MO-CIHELUHATHO, JEKAPCTBEHUSIT MPOAYKT HE MOXKE Ja
chabpxka noseye oT eaHa 4dact Ha 10 000 or TuHKTypaTa-mailika, HUTO MOBEYE OT
1/100-Ha or Haii-malikaTa 103a, M3IOJI3BaHa B aJOlaTHATa, ¢ OIVIE] HAa aKTUBHU
€IeMEHTH, YHEeTO TMPUCHCTBUE B aJjOMaTUyYeH JIEKAPCTBEH TMPOAYKT BOAH JO
33IBJDKCHHETO JIa Ce TIPEJICTAaBY BETCPUHAPHA PEIleIITa.

Ilo Bpeme Ha perucrpanusra, IbpPKaBUTE-WICHKA OIpPENeNaT KiIacH(uKalusITa 3a
OTIYCKAHETO HA JIEKAPCTBEHUS MPOIYKT.

2. Kputepunte n npaBuIHMKA C TPOLEAYPUTE, TPEABUACHHU B TJIaBa 3, C U3KIIOUYEHHE HA
yaeH 25, ce mnpWiaraT MO aHajorusl MpU CHEUallHa, OMPOCTEHa IMpoleaypa 3a
perucrpanus Ha XOMEONaTHUYHUTE BETEPHHAPHHM JIEKAPCTBEHU MPOIYKTH, MOCOYEHU B
naparpa¢ 1, c U3KIIOUEeHUE Ha JJOKA3aTEICTBOTO 32 TEPANeBTUYCH €(EeKT.

3. JlokazaTencTBo 3a TepameBTHUYEH e(eKT He ce€ H3MCKBAa 3a XOMEONaTHUYHU
BETEPUHAPHU JICKAPCTBEHU MPOAYKTH, PETUCTPUPAHH B CHOTBETCTBHE C maparpad 1
Ha HACTOSIMS WIEH WJIH, 110 I1eJIeCh0O0pa3HOCT, MO3BOJICHH B CHOTBETCTBHE WIEH 16,
naparpad 2.

Ynen 18

CHCHI/IaJ'IHa, OIMPOCTCHO 3adBJICHUC 3a PpCErucrpanuss MOXKE Oa C€ OTHAcCd 3a CEpHsd
JICKApCTBCHU NPOAYKTH, HOJIYYCHHU OT CAUH W CbIl XOMCOIIATUYCH IHIOK MJIN MIOKOBC.
CJICI[HI/ITG AOKYMCHTH, CC IpUJjiaraT KbM 3asiBJICHUCTO, 3a JIa CC NOKAXKE, IMO-KOHKPCTHO,
(pap MAalCBTUYHOTO KaY€CTBO M XOMOI'CHHOCTTA HA NAPTUAUTE HAa CbOTBCTHUSA ITPOAYKT :

- HAayYHO HAMMEHOBaHWE WJM JPYyro HaWMMEHOBAHWE, IAaJCHO BBB (apMakomesTa Ha
XOMEOIATUYEH IIOK MJIM LIOKOBE, 3a€HO ¢ MH (opMaius 3a pasInyHUTEe HAUUHU Ha
B3MMaHe, (JapmalieBTHYHATa GopMa M CTENEeHTa Ha pa3peXkaaHe, KOUTO TpsOBa Ja ce
perucrtpupar,

- JI0OCH€E, OIIMCBAIIO KaAK XOMEONATUYHUAT IIOK UJIN IIOKOBE € MOJIy4EH U KOHTPOJIMPAH, U
JIOKa3BaIo XOMeonaTHYHaTa MPUpoa, Ha 6a3ara Ha MoAXoIs IR OnbInorpadu s; mpu
XOMEOMATUYHUTE BETEPUHAPHU JICKAPCTBEHM MPOIYKTH, ChIbpKall OHOJIOTMYHU
CyOCTaHLIMM, ONMCAaHHWE Ha B3ETUTE MEPKH, 33 J]a Ce rapaHTHpa OTChCTBHETO Ha
NaTOTeHH,

- JlocHe 3a MPOM3BOJCTBO M KOHTPOJ 3a BCsKa (papmanieBTMUHA (GopMa U ONUCAaHUE Ha
METOJa Ha pa3pe’KAaHe U YCUIIBAHE,
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- Pasp€IMTCIHO 3a MPOU3BOACTBO HA CbOTBETHUTEC JICKAPCTBCHU ITPOAYKTH,

- KOITHUS OT PETUCTPAIIMU WJIH PA3PEILICHUS, TOJYYCHH 3a ChIUTE JICKAPCTBEHU MPOTYKTH
B JIPYIU IbpKaBU-UJICHKH,

- ¢JHa WJIKW IOBCYC MOCTPU HJIM MOJCIN Ha BBbHIIHATA OINAKOBKA MU HCIOCPCACTBCHATA
OITaKOBKa HaA JICKAPCTBCHUA IIPOAYKT 3a pErucTpanmsi,

- JaHHM 3a CTAOMJIHOCTTA Ha JICKAPCTBEHUS MTPOIYKT.
Ynen 19

1. XOMEOIaTHYHH BETCPUHAPHU JICKAPCTBEHU TMPOJYKTH, pa3IMYHU OT TeE3H,
noco4yeHu B wieH 17, maparpad 1, ce paspemaBaT B ChOTBETCTBHE C pa3nopeaduTe Ha
yneHose 12 u 15 v rasa 3.

2. [bppkaBa-uwieHKa MOXE€ Ja BBBEAC WJIM MOJAbPKA HAa CBOS TEPUTOPHUS
CHGI.[I/I(i)I/I‘IHI/I mpaBujia 3a q)apMaKOJ'IOFI/I'-IHI/ITe N TOKCUKOJOIMYHUTEC HU3IHUTBAHUA U
KIMHUYHUTE ONUTH Ha XOMEONAaTUYHH BETEPUHAPHU JIEKAPCTBEHH MPOJYKTH,
MNpCAHAa3HAUYCHHU 3a JOMAIlIHU JIIO6I/IMI_II/I 1 CK30TUYHHU BUJOBEC, OT HC NPOU3BCIKIAAT XpaHa,
pasIMuYHA OT Te3W, MOCOYeHW B wieH 17, maparpad 1, ChIIACHO TPUHIHUIHMTE M
XapaKTepUCTUKUTE HAa XOMEONaTUATa, TPaKTUKYBaHa B Ta3u JbpKaBa-uJICHKA.

B to3m cnyqaﬁ, AbpiKaBaTa-4ICHKAa YBCIOMsBa Komucusra 3a CIICIHUAJITHUTC I[CﬁCTBEIIlIH
ImpaBuja .

Ynen 20

Hacrosimara rmaBa He ce mpwiiara NpU HMYHOJIOTHYHM XOMEONATHYHHM BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTH.

Paznopenoute na minm VI m VIl ce mnpumarar 3a xomMeomaTHYHW BETEpUHAPHU
JICKapCTBEHU MPOIYKTH.

TJIABA 3
IIpoueaypa 3a pa3pe HLMTEJHO 32 MyCKAHe HA Ma3apa
Ynen 21
1. IbpkaBUTEe-4IEHKA B3€MAaT BCHYKA HEOOXOAMMH MEPKH, 3a Ja TapaHTHpaT, ue
nporeaypara Mo M3/1aBaHe Ha pa3pelMTENIHO 3a MYyCKaHE Ha Ma3apa Ha BETEpUHApPEH

JICKApCTBCH IIPOAYKT, € IPUKIIIOYCHA B PAMKUTC HaA 210 JC€HA OT II0J4aBaHCTO HA BAJIMAHO
3asBJICHHUC.
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2. KoraTo nppxaBa-ujaeHKa yCTaHOBH, Y€ IOJAICHOTO 3asBICHUE 33 PA3PEIIUTENHO,
BEUE € B IIPOLlEC HAa AaKTUBHO pasMIekKJaHe B Jpyra Ibp)KaBa-ulcHKA, 3a CHIMS
BETEPUHAPEH JIEKAPCTBEH IIPOAYKT, CbOTBETHATA IbpiKaBa-wICHKA MOXE Ja pelmM Ja
IIPEYCTAaHOBHU MOAPOOHOTO pa3MiIexk1aHe Ha 3asABJICHUETO, C 11e]1 M34aKkBaHe Ha JJOKIaza 3a

OLICHKATa, U3IrOTBCH OT Apyrara AbpKaBa-4JICHKA, B CbOTBCTCTBUC C YJICH 25, Haparpa(p
4.

CroTBEeTHATA JbpKaBa-wieHKa MHPOPMHpA Jpyrara IbpKaBa-uiCHKA U KaHIHWJaTa 3a
CBOETO pEIICHHE JIa TIPEYCTAHOBU MOIPOOHOTO pasriexIaHe Ha 3asBiicHHeTo. BenHara
Clie/l TPUKITIOYBAHE Ha Pa3IISKIAHETO Ha 3asBJICHUETO M B3€MaHE Ha PEIICHHE, JIpyrata
JIbprKaBa-4JieHKa M3Mpallia KOMKe OT CBOS JIOKIAJl 3a OIICHKAa Ha ChOTBETHATA JbpiKaBa-
YJICHKA.

Ynen 22

Korato nppkaBa-uieHka ¢ HHPOpMHpaHa B ChOTBETCTBHE C WieH 12, maparpad 3, Oyksa
M), 4e JApyra Jbp’kaBa-4wieHKa € pa3pelia BeTepUHApEH JIEKAPCTBEH MPOIYKT, KOHTO €
O0CKT Ha 3asBICHHE 3a Pa3pelMTEIHO B II'bpBaTa JbpXKaBa-wiICHKA, Ta3W JIbpKaBa-
YJieHKa MOJIM BJIACTUTE Ha Ibp)KaBaTa-wieHKa, KOSATO € Jajia pa3pelmMTeNHOTO, na U
U3IPATAT TOKIIA/Ia 3a OI[eHKa, ITOCOYEH B WwieH 25, maparpad 4.

B cpoxk or 90 nHU OT mosydyaBaHe Ha JOKIA/a 32 OLIEHKAa, ChOTBETHATA JIbpKaBa-uJIeHKa
MpU3HABa PEIICHUETO Ha MbpBaTa AbP)KaBa-uJe€HKAa U PE3IOMETO Ha XapaKTepPUCTUKUTE
Ha IPOJYKTa, OJJOOPEHH OT Hesl, UJIM aKo MPeleHH, 4Ye UMa OCHOBAHMS JIa ce Mpearnoara,
4ye pa3pelMTEeHOTO Ha BBIIPOCHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Ja JOBEC
JI0O PUCKOBE 3a 3]IpaBeTO Ha XOpaTa WJIM JKUBOTHUTE WJIM TaKUBa, CBBP3aHU C OKOJHATa
cpena, T mpujara mpoieaypuTe, YCTaHOBEHU B WieHOBE OT 33 1o 38.

Ynen 23

3a ga pasmienar 3asiBIE€HHE, MOJAJICHO ChIVIaCHO ujeHoBe 12 u 13, maparpad 1,
KOMITIETEHTHUTE OPTraHU Ha IbpKaBUTE-UICHKU:

1. mpoBepsiBaT nanu IOKyMEHTAIUATA, MPUIIOKEHA B IMOJKpENna Ha 3asiBICHHETO, € B
ChOTBETCTBHE ¢ wieHoBe 12 w 13, maparpad 1, u BB3 OCHOBAa Ha JOKIATHUTE,
M3TOTBEHH OT €KCIIEPTUTE, ChIVIACHO WieH 15, maparpadu 2 u 3, ycTaHOBSIBAT Ay ca
H3I'BJIHCHU YCJIIOBUATA 3a U3IABAHC HA PA3PCHIMTCIHO 3a ThPIrOBUS,

2. Morar Ja W30paTAT J€KapCTBEHUs IPOAYKT, HErOBUTE CYPOBHUHH, M aKo €
HEOO0XOAMMO MEXIUHHUTE MPOAYKTH WM JPYrd ChCTaBHU MaTE€pHAald, 3a U3IUTBAHE
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OT JbprKaBHA JIAOOpaTOpUs WK OT J1abopaTopus, IpeaHa3HaueHa 3a Ta3u e, 3a Ja
rapaHTHpaT, 4e METOJUTE 3a U3MUTBAHE, N3MOA3BAHU OT IPOU3BOAUTENS U OIMCAHU B
JOKYMEHTUTE KbM 3a5BIICHHETO, B ChOTBETCTBHUE ¢ wieH 12, maparpad 3, Oyksa u), ca
3a7J0BOJIUTEIIHY;

3. MOXe, TpH HEOOXOAMMOCT, Ja C€ U3WCKa OT KaHAuJaTa Ja MpeloCTaBu
JOITBTHUTETHA HH(OPMAIIHS [0 Ce OTHACS JI0 TOYKUTE, M30poeHH B wieHOBE 12 1 13,
naparpa¢ 1. Korato KOMIETEHTHHUTE OpraHM MpeArpueMaT TOBa, CPOKOBETE,
omnpeneneHu B wieH 21 ce mpekparsaBaT, JOKATO U3MCKAHUTE JON'BIHUTEIHU JaHHH,
ObaaT npenoctaBeHu. [lo chims HauYMH, TE3U CPOKOBE CE MPEKPATSIBAT 32 BCAKAKHB
nepuoJi, KOUTO MOXE J1a ce JaJie Ha KaHJIuJaTa, 3a Ja MpPeAoCTaBU YCTHH WIHU
MACMEHU OOSICHEeHUS;

4. MOoXe Ja W3MCKa KaHIUJara Ja TpPeJoCTaBH CYOCTaHIIUU, B HEOOXOIUMHTE
KOJTMYECTBA, 32 J]a C€ MPOBEPHU AHATUTHYHHUS METOJ 32 OTKPHUBaHE, MPEIIOKEH OT
KaHJUaTa, B ChOTBETCTBUE ¢ WieH 12, maparpad 3, OykBa 3) U J1a ce MPUIIOKH KaTo
4acT OT PYTMHHHUTE NMPOBEPKU MO OTKPUBAHE HAJMYMETO HA OCTATHYHU KOJIMYECTBA
OT CHOTBETHUTE BETEPUHAPHUTE JIEKAPCTBEHU IIPOLYKTIH.

Ynen 24
JbpkaBUTE-4ICHKN B3eMaT BCHYKH HEOOXOIMMHU MEPKH, 3a J]a TapaHTUPAT, Ye:

a) KOMIIETEHTHUTE OpraHu IMpOBEpsBAT, Y€ MPOU3BOAUTENUTE M BHOCUTEIUTE Ha
BETEPUHAPHU JIEKAPCTBEHU NMPOJYKTU OT TPETU CTPaHM, MOTaT Jia TM MPOU3BEXKIAT B
CHOTBETCTBHE C JIAaHHUTE, MPEJOCTaBEHH ChIVIaCHO WieH 12, maparpa¢ 3, Oyksa r),
W/MIA a4 W3BBPIIBAT KOHTPOJIHHW HM3NMUTBAHUS, CBHIVIACHO METOAWTE, ONUCAaHHU B
JOKYMEHTHTE KbM 3asIBJICHUETO, ChIVIACHO WieH 12, maparpad 3, OykBa n);

0) KOMIIETEHTHUTE OpraHM MOTraT Ja pas3peliaT Ha MPOU3BOAUTEIM U BHOCHUTENIM Ha
BETEPUHAPHU JIEKAPCTBEHU IMPOMYKTH OT TPETH CTpaHu, KOraTo YCIOBHUATA IO
MIO3BOJISIBAT, ONPEACICHU €TalM Ha MPOM3BOJCTBO H/MJIM TakWBa 32 KOHTPOJIHUTE
W3IUTBaHUs1, YIIOMCHATH B OykBa a), 1a ObJaT W3BBPIIBAHH OT TPETH JMIIA; B TAKUBA
Cllydyad, IPOBEPKA OT KOMIIETCHTHUTE OpPraHM C€ H3BBPIIBAT B CHOTBETHUTE
YUPEKICHHUSL.

Ynen 25

1. Korato paspemmTenHOTO 3a IycKaHe Ha Maszapa € HM3JaJIeHO, KOMIICTCHTHHUTE
OpraHu Ha ChOTBETHATa JIbp)KaBa-uwicHKa WHQOpPMUpAT MPHUTESKATENS, 32 PE3OMETO Ha
XapaKTePUCTUKNATE Ha TIPOAYKTA, KAKTO € YTBBPJCHO OT TSAX.

2. KoMmnereHnTHHTE Opranu B3eMaT BCHYKA HEOOXOIUMH MEpKH, 3a Jia TapaHTUpAaT,

(S I/IH(bOpMaIII/IHTa, AaJi€Ha B pE3IOMCTO, OTroBaps Ha Tas3d, NpUCTa MPU U3JaBaAHCTO HaA
Pa3pCIMTCIIHOTO 3a ITYCKAHC Ha I1a3apa UJIN B IIOCJICACTBUC.
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3. KoMmiereHTHUTE OpraHM M3npam@T Ha AreHUUsTa KONHE OT PaspelMTeNIHOTO,
3a€JHO C PE3IOMETO Ha XapaKTepHUCTUKUTE Ha IPOIYKTa.

4. KoMIiieTeHTHUTE OpraHyu U3roTBAT JOKIA] 33 OLICHKA U KOMEHTAapH 3a I0CHETO, 110
OTHOILICHUE Ha PE3yITaTUTE HA aHAIUTUYHUTE U (PAPMAKOTOKCHUKOJIOTUYHH W3MHUTBAHUS
U Ha KIMHUYHUTE ONUTH, HATPABEHU ChC CHOTBETHUSI BETEPUHAPEH JIEKAPCTBEH MPOIYKT.
JIoKIagbT 3a OLIEHKAa Ce aKTyalll3upa, KOraTo MMa HOBAa MHQOpMalLUs OT 3HAUYEHHE 3a
OLICHKaTa Ha KadecTBOTO, O€30MacHOCTTa WM e(PUKACHOCTTA Ha CHOTBETHUS
BETEPUHAPEH JICKAPCTBEH MPOJIYKT.

Ynen 26

1. PazpenmrtenHoTO 3a MyckaHe Ha Ma3apa MOXKe Ja H3UCKBA MPUTEKATENAT 1a
0TOCJIeKHU BBPXY OMAKOBKATAa W/WJIM BBPXY BHHINHATA OMAKOBKA W JIMCTOBKATa, KOTATO
nocjenHaTa € HeoOX0oAuMa, PYTH JIaHHU, BOXKHH 3a 0€30M1acHOCTTAa WJIM Ola3BaHe Ha
3[[PaBETO, BKIIOUUTETHO CHEIHAHH MPEANa3sHu MEPKH, CBBP3aHU ¢ yrmoTpedara u Ipyru
MIPEAYNPEKICHUS, B PE3YATAT OT KIMHUIHUTE ¥ (PApPMAKOJIOTHIHHUTE ONUTH, TIPEITHCAHN
B wieHoBe 12, maparpad 3, Oyksa ¥) u 13, maparpad 1, unu ot omut, MPUAOOUT OT
ynotpe0aTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOJYKT, CJe]l IyCKaHETO MY Ha Ias3apa.

2. PazpenmtenHOTO MOXKeE CHINO Jla U3UCKA BKIIOYBAHETO Ha Oensg3aHa cyOCTaHIIMS
BBB BETEPUHAPHUS JICKAPCTBEH MPOJIYKT.

3. HpI/I U3KITIOYHUTCITHHU 06CTOSITCJ'ICTB8., H CJIeA KOHCYyJITanugd C KaHJuJara,
PASpCUHMTEIIHO MOXKE J1a CC U3JaZICHO Ha Oa3ara Ha OIMPCACIICHHU 3aABJIDKCHU A, U TOAW IICH
MpEeriica, BKIrOYBaIl:

- IPOBCKAAHE HA JOI'BJIHUTCIIHU U3CIICABAHUA CJICA N3aBAHCTO Ha pa3pCIMTCIIHOTO,
- U3BCCTABAHC 3a HCXKCIIAHU PCAKIIMU OT BETCPUHAPHU A JICKAPCTBCH IIPOAYKT.

Tes3u HU3BBHPCAHU PCHICHUA MOTIaT Ja 6T>,Z[aT NpueTu CANHCTBCHO IO O0EKTMBHH U
AOKa3yCcMHU MpUINHU.

Ynen 27

1. Cnen wm3naBaHe Ha pPa3peUMTENHOTO 3a IyCKaHE Ha I1a3apa, HPUTEXKATessT
TpsOBa, MO OTHOIIGHHWE Ha NPOM3BOACTBEHUTE METOAM W METOJUTE 3a KOHTPOI,
npeaBuaeHd B wieH 12, maparpad 3, OykBH T') U H), 1a B3eMe 110 BHUMaHHE HAydYHUS U
TEXHUYECKUsI TIPOrpec U Jla HalpaBU IPOMEHH, KOUTO MOTaT Jja ca HeoOXOAUMH, 33 Ja
Ob/ie BETepUHApHUS JIEKAPCTBEH MPOAYKT, IPOU3BEXkKAAaH U MPOBEPSBAH 1O OOLIONPUETH
Hay4HU METOMM.

Te3u mpomeHu mojuiexar Ha 010OpEeHHE OT KOMIIETEHTHUTE OpraHM Ha ChOTBETHATa
JTbp>KaBa-4JICHKA.
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2. [lpu Monba OT KOMIIETEHTHHTE OpTaHW, MPUTEKATENSAT Ha Pa3pelMTEIIHO 3a
IyCKaHE Ha Ta3apa ChINO MPOBEpsBa aHATUTHIHATE METO/IN 33 OTKPUBAHE, MPEABUICHU
B wieH 12, maparpad 3, OykBa 3) ¥ mpejjiara IpOMEHHU, KOUTO MOTaT Jia ca HeoOXOAUMH,
3a J1a ce OTYEeTE HAyYHHS U TEXHUUYECKU MPOTpec.

3. [MpuTtexarensT Ha pa3pelMTENHO 3a MyCKaHE Ha Ma3apa, He3abaBHO MH(opMupa
KOMITCTCHTHUTE OpPTaHU 3a HOBa MH(pOpPMAIIUs, KOSTO OM MOTIIa Ja JOBEIC JO MPOMsHA
Ha JIaHHUTE W JOKYMEHTHTE, MOCOYeHHW B uieHoBe 12 um 13, maparpad 1 wim Ha
0I00PEHOTO pe3loMe Ha XapaKTEpUCTUKUTE HA MPOJyKTa. B dacTHOCT, Toli He3abaBHO
nHpOpMHUpa KOMIIETEHTHUTE OpraHW 3a 3a0dpaHa WM OrpaHWYEHHE, HAJIOXKEHO OT
KOMIIETEHTHUTE OpPraHU B Jbp)KaBa, B KOSTO BETEPUHAPHUS JICKAPCTBEH MPOIYKT Ce
mpenajara Ha rmaszapa M 3a Cepuo3eH HeOjaronpusareH edekT, KOWTO ce € MPOSIBUI MpU
YKUBOTHU I XOPa.

4. OT mpuTexaTens Ha pa3pelMTeNIHO 3a MMyCcKaHe Ha Ia3apa ce U3KMCKBa Ja choupa
JaHHU 3a BCHUYKW HCKCJIaHW pPCaKIWU, Ha6J'IIO)IaBaHI/I npyu XUBOTHHU HJIA XOpa. Tesn
JAHHU C€ ChXpPaHsBAT IOHE MET TOAMHHM U C€ MPEIOCTABAT Ha KOMIETEHTHUTE OpraHu
[P TIOMCKBAHE.

5. [MpuTtexarensT Ha pa3pelIMTETHO 32 MyCKaHE Ha Mazapa He3abaBHO uH(opMHpa
KOMIIETEHTHUTE OpraHu, C ONIEJ Ha pa3pelMTeIHO, 3a BCSKa IMPOMSHA, KOSTO TOU
npejjiara Ja HanmpaBu B JaHHUTE M JOKYMEHTUTE, MOCOYEHHM B wieHoBe 12 u 13,

naparpag 1.
Ynen 28

PazpenmrtenHoTo € BaduAHO 3a MET TOJUHU U CE MOJHOBSBA HA BCEKU MET FOAUHH, NIPU
MoJj0a OT mpUTeXarens, MoAaJeHa MOHe TPH Mecella MPeay AaraTa Ha U3TUYaHEe U Cle]
pasmiexIaHe Ha JOCHe, aKTyaJHU3Uupallo MpeacTaBeHaTa peay ToBa HHPopMarusra.

Ynen 29

M3maBaHeTo Ha pa3pelMTeNTHO HE HaMallsiBa OOm@Ta OpHIMYEecKara OTTOBOPHOCT Ha
IIPOU3BOIMTEIS U, aKO € HEOOXOAMMO, Ha IIPUTEKATENS Ha Pa3peIUTEITHOTO.

Ynen 30

Pa3zpenmrenHo 3a myckaHe Ha ras3apa He ce M3/aBa, ako IIPOBEpKaTa Ha JOKYMEHTHTE H
JTaHHWUTE, n30poeHu B wieHoBe 12 u 13, maparpad 1, ycranoBu ue:

a) BETEpPUHAPHUAT JIEKapCTBEH NPOAYKT € BpEIEH IpH YCIOBHUSTa Ha YIoTpeoba,
IIOCOYEHU P MOJABAHETO Ha 3asBJICHUE 32 PA3PEIMTEIHO; UITU

0) HsAMa TepaneBTUYCH €(PeKT WM KaHIUIATHT HE € MPEAOCTaBHJI HEOOXOAMMUTE

JIOKa3aTeJICTBA 32 TaKbB €(EeKT, 10 ce OTHACS A0 BUJIOBETE KUBOTHU, KOMTO CJE/Ba
Jla ce JIEKyBaT; UJIn
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B) HETOBUAT KAUCCTBCH HJIN KOJIMYCCTBCH ChCTaB HE € KaKTO € O6${BGHO; N

T) TPEnophUYaHUIT OT KaHAWJaTa KApeHTCH MepuoJ HE € JO0CTaThuHO IBIBI, 3a Ja
rapaHTHPa, Y€ XPAHHUTE , TOJIYdCHH OT JICKYBAaHOTO )KHBOTHO HE ChIABPIKAT OCTATHUHHU
KOJTMYEeCTBa, KOUTO OMXa MPEACTABISBAIN PUCK 32 3/IpaBETO Ha MOTPEOUTENs, WK €
HEAOCTAaTHhYHO 00OCHOBAH; UIIH

J) BETEPUHAPHUAT JICKAPCTBEH MPOJIYKT € MpeIsIoKeH 3a mpojaxkba 3a ymoTtpeoa,
3a0paHeHa oT apyra pasmnopenou Ha O0mHocTTa.

Jlo ycranoBsiBaHe Ha mpaBmia Ha OONHOCTTa, KOMIETEHTHUTE OpPraHU MOrar Ja
OTKa3BaT M3J]aBaHE Ha Pa3pelMTETHO 32 BETEPUHAPEH JICKAPCTBEH MPOAYKT, KOTATO
MoJ00HO JelicTBHE € HEOoOX0IMMO 3a Oma3BaHe Ha OOIIECTBEHOTO 31IpaBe, 3PaBETO
Ha MOTPEOUTEIIS UM Ha )KUBOTHOTO.

Pa3zpenmrenHo chIIo Taka HE ce M3]1aBa, aKo MPEACTaBEHUTE HA KOMIIETCHTHUTE OpraHu
JOKYMEHTH KBbM 3aiBICHHETO, HE Ca B ChOTBETCTBUE ¢ wieHoBe 12, 13, maparpad | u
uieH 15.

1JIABA 4

B3aumHo IMPU3HABAHE HA pa3pe e HUus

Ynen 31

1. 3a ga ynecHM B3€MaHETO Ha OOUM pEIIeHHUS OT Jbp)KaBUTE-WICHKHA 32
pa3pelmMTeIHO Ha BETEPUHAPHU JIEKAPCTBEHNU MPOIYKTH Ha 0a3aTa Ha HAydHH KPUTEPUH
3a KauecTBO, 0e30macHOCT M e(PUKACHOCT, U Ja MOCTUTHE MO TO3M HAYMH CBOOOIHO
JBUKEHUE HAa BETEPUHAPHU JIEKApCTBEHH MpoaykTr B OOmHOCTTa, ce ch3naBa Komurer
M0 BETEPUHAPHUTE JIEKAPCTBEHH NPOAYKTH, HapuyaH mMo-HartaTbk ,.KomuTera”.
KomutersT € yacT ot AreHuusra.

2. B nonbiiHeHne KbM JpyruTe OTTOBOPHOCTH, BB3JI0KEHH MY ChIVIACHO ITPaBOTO Ha
O6mmocrtra, KomMuTeTsT mpoyduBa BCEKHM BHIPOC, CBBP3aH C H3IaBaHE, M3MEHEHHUE,
NPEYCTaHOBSIBAHE MJIM OTHEMAHE Ha pa3pellMTENIHO 3a IMyCKaHE Ha 1a3apa, MoJaJeHo JI0
HEro, B ChOTBETCTBHE C paslopeOUTe Ha HACTOSA@ATa NUpEKTHBa. Toll ChIIO MpoBepsiBa
BCUYKH BBIIPOCH, CBBP3aHU C UIUTBAHUATA HA BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH.

3. KomuTeThT prema npaBuIHUK 3a paboTaTa CH.

Ynen 32
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1. [Ipenu nonaBaHe Ha 3asBJIEHHE 32 B3aUMHO IIPU3HABAHE Ha Pa3pEILUTEIHO 3a
IycKaHe Ha ma3apa, MPUTEeKATENAT Ha Pa3pelMTeIHOTO HH(POpMUpA AbpKaBaTa-4JIeHKa,
u3Jana pa3pelMTeTHOTO, Ha KOETO Ce OCHOBAaBa 3asBIICHUETO (HapU4aHa MO-HATAThK:
pedepeHTHaTa IbpKaBa-wiICHKA), Y€ IIe IMOJAaZe 3asBICHHE, B CHOTBETCTBHE C
HAcTOAIIaTa AUPEKTUBA U sl YBEOMSIBA 32 BCUYKHM JIOMBJIHEHUS KbM IIbPBOHAYAIHOTO
JIOCHE; Ta3u AbprKaBa-uJIeHKa MOXE Ja M3MCKa KaHIWJAAThT Ja ¥ MPEJoCTaBU BCUUYKHU
JaHHU ¥ JOKYMEHTH, HEOOXOAMMHM 3a Ja M MO3BOJIAT Ja IMPOBEpPH, Y€ MOJNAJACHUTE
JIOCHEeTa ca eHAKBH.

B nonbnHEHHME, MPUTEXKATENAT HA Pa3pelIMTSIIHOTO M3UCKBA pedepeHTHATa IbpikKaBa-
YJICHKA, KOSITO € M3/1ajla MbPBOHAYATHOTO Pa3peIMTENIHO, Ja U3TOTBH JOKIAJl 3a OIICHKA
BBHB BPB3Ka ChC CHOTBETHHS BETEPUHAPEH JIEKAPCTBEH MPOIYKT, HJIH, aKO € He0OX0 TMMO,
Jla TO akTyanu3upa. JlppkaBara-4ieHKa TO H3rOTBS B CpOoK OT 90 THH OT MOJTydaBaHETO
Ha MoJ0aTa.

Ilo cemoro Bpeme, Koraro 3asiBICHHETO € MOJAJCHO CBIVIACHO maparpad 2,
pedepeHTHaTa ABpKABa-WICHKA, KOSATO € H3Jaja ITHPBOHAYAIHOTO pPa3peIMTEIHO,
U3Mpam@  J0oKIaja 3a OLEHKAa JO Jbp)KaBaTa-wICHKA WM JbpXKaBUTE-WICHKH,
AQHTAKHPAHH ChC 3aSIBICHHUETO.

2. 3a /a moiy4yu Npu3HaBaHe, CbIVIACHO IpOLleaypaTa, IpeIBHIeHA B HACTOSIIATA
IJ1aBa, B €/IHAa WJIM MOBEYE JbpP)KaBU-WIEHKH, HA Pa3pelMTesHO 3a MyCKaHE Ha ma3apa,
M3JIa/IEHO OT AbprKaBa-dIECHKa, IPUTEXKATENAT Ha Pa3peIlUTETHOTO I10/1aBa 3asBJICHUE 10
KOMIIETEHTHHMSI OpraH Ha CBOTBETHATa Jbp)KaBa-wi€HKAa WM Jbp)KaBUTE-WICHKH,
npuIpykeHa ¢ uHopManusaTa ¥ JaHHUTE, MMOCOYEHU B wieHoBe 12, 13, maparpad 1,
yreHoBe 14 u 25. Toil noka3Ba, 4ye JOCHETO € HJAEHTUYHO C TOBA, IIPUETO OT
pedepeHTHATa AbpKaBa-WICHKA, UM IMOCOYBA BCHUKH JOOABKU HMIIM M3MEHEHHSI, KOUTO
MOXE€ Ja ChAbpKa. B mocnemHus ciydaid, TOW yAOCTOBEpsBa, Y€ PE3IOMETO Ha
XapaKTepUCTUKUTE HA IIPOAYKTA, IPEJIOKEHO OT HEr0 ChINIACHO WIEH 14, € UAEHTHUYHO C
TOBA, PUETO OT pedpepeHTHATa JbprKaBa-wIeHKa, chIacHO wieH 25. Heio noseue, Toit
TpsiOBa Ja YIOCTOBEpPH, Y€ BCHUYKU [JIOCHETa, PETUCTPUpPAHU KAaTO 4YacT OT Tasu
IpoLEeIypa, ca UICHTUYHHU.

3. [TpuTtexarensT Ha pa3pelIMTETHO 3a MyCKaHEe Ha Mazapa mpeiaBa 3asBICHUETO J10
Arenuusita, THGOPMHPA 5 32 CHOTBETHUTE JbPKaBU -WICHKH U 3a JaTUTE HA MTOJIaBaHE Ha
3asBJIEHUE U U3Ipalia KOIK1e OT pa3peIMTEIHOTO, U3/1aICHO OT pedepeHTHaTa AbpKaBa-
yiieHKa. Tol chIIo Taka U3Npaia Ha AreHIuATa KONus OT BCAKO JIPYro pas3pelmTesHo,
KOETO MOXE Ja € M3JaJeHO OT ApYyra Jbp)KaBa-wiIeHKa, OTHACAILO CE J0 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH TMPOJYKT, W OTOens3Ba [Jald HAKAKBO 3asiBJICHHE 3a
pa3peLMTENHO CE pa3IIe’k/1a B MOMEHTA B HAKOS Abp)KaBa-uJIeHKa.

4, C wu3KII0YeHWE MPU U3BBHPENCH clydail, mpensujieH B uieH 33, maparpad 1,
BCSIKa JIbp)KaBa-4IeHKA MPU3HABA Pa3pEeIIMTEIIHOTO 32 MyCKaHE Ha ma3apa, U3JaJeHO OT
pedepeHTHaTAa AbpKaBa-wieHKa, B paMkuTe Ha 90 JeHA OT TOJIy9aBaHETO Ha
3adBIIGHUETO U JOKIa/a 3a oueHka. s mHdopmupa pedepeHTHATa IbpiKaBa-dJICHKa,
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JpyTUTE Jbp)KABU-WICHKH, 3aMHTEPECOBAHM OT 3asBPEHUETO, AreHUUATa, U
MIPUTEKATENSA Ha Pa3pelIMTETHOTO 3a MYCKAaHETO Ha IIPOJIyKTa Ha ra3apa.

Ynen 33

1. Koraro appxkaBa-djeHKa CUMTa, Y€ CHINECTBYBAT OCHOBAHMS Ja C€ IMPEANoJiara,
4ye pa3pelMTENHOTO 3a IMyCKaHe Ha Ma3apa 3a CHhOTBETEH BETEPUHAPEH JIEKAPCTBEH
MPOJIYKT MOXE J1a IOBEJE O PUCK 3a 3/IPaBETO Ha YOBEKA WJIM 3/IPABETO HA KUBOTHUTE
WJIM Ha OKOJIHATA cpejia, T WHpopMUpa He3a0aBHO KaHIuaaTa, pedepeHTHATA IbpKaBa-
YlieHKa, BCHYKUA JAPYTH JIbpKABU-UJICHKH, 3aUHTEPECOBAaHU OT 3asBJICHHETO, H
Arennusra. JIppkaBaTa-wieHKa MOTHBHPA IOAPOOHO CBOWTE OCHOBAHHS W IIOCOYBA
KaKBH JICHCTBHS MOrar jJa ObJarT HeOOXOAMMH, 3a JIa C€ KOPUTHPA BCEKH HEIOCTAThK HA
3asBJIEHHUETO.

2. 3auHTEepecOBAaHUTE NbPKABU-UWIECHKU IOJaraT BCUYKH BB3MOXKHH YCHIIMS, 3a JIa
IOCTUTHAT ChIVIaCHE 3a JICHCTBHETO, KOETO TpsOBa Ja ce MpemipueMe OTHOCHO
3asiBieHUETO. Te JaBaT BBH3MOXKHOCT Ha KaHIWJaTa Ja M3pa3d CBOSTA TJIEIHA TOYKA B
yCTeH win nucMeH Bua. Obaue, ako IbpKaBUTE-UJICHKH HE ca MOCTUTHAIM ChIIacHe B Ha
CpoKa, mocoueH B wieH 32, maparpad 4, Te He3a0aBHO OTHACST BBIIPOCA KbM ATCHIIHSTA,
3a oTHacsiHe 10 KomuTera, 3a mpuiarane Ha npoueaypara, npeaBuaeHa B uieH 36.

3. B pamkuTe Ha cpoka, mocoueH B wieH 32, maparpad 4, 3aMHTEpPECOBAaHHTE
IbpKaBU-WIEHKN IpenoctaBat Ha Kommrera moapoOHO ommcaHue Ha BBIPOCUTE, IO
KOUTO HE ca MOIJIM Jia MOCTUTHAT ChIJIacue W NMPUYUHUTE 32 TAXHOTO pasHoriacue. Ha
KaHJIMJaTa ce MPEeJOCTaBs KOMKE OT Ta3u MH(GOpMAIIHs.

4. Bennara cren xaro e uHdopMupas, 4e BBIPOCHT € Omil oTHeceH 10 Komucusra,
KaHIUIaThT He3abaBHO m3mpamia Ha Komucusta xonue oT wMHQpOpMaNusATa U JaHHUTE,
MOCOYCHHM B wieH 32, maparpad 2.

Ynen 34

AKo ca moJia/ieHu HSKOJIKO 3asBJICHHS, B ChOTBETCTBHUE ¢ wieHoBe 12, 13, maparpad 1 u
14, 3a pa3pemmTenHO 3a NyCKaHE Ha Ia3apa Ha ONPEAEIECH BETEPUHAPEH JIEKAPCTBEH
HOPOAYKT M JIbP)KaBUTE-WIEHKU Ca B3€JIM PA3IMUHU PEIIeHUs] OTHOCHO Pa3pelleHueTo Ha
TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT, UJIM BPEMEHHO MPEKpATIBaHE UJIM OTHEMAHE Ha
TOBA pAa3pelMTENIHO, Jbp)KaBa-wieHKa, Wi KomucusaTa, HIM DIpUTEKATEIAT Ha
pa3pelMTENHOTO 3a NyCKaHE Ha Ia3apa, MOrar Ja oTHecaT Bwlpoca 1o Komwurera 3a
IpUJIaraHe Ha Mpoleaypara, npeBUAeHa B wieH 36.

CpoTBeTHaATa AbpKaBa-4JIeHKA, TPUTEKATENAT HA Pa3pelMTENIHO 32 MyCKaHe Ha Tasapa
unn Komucusita scHO ompeaensT BBIpPOca, KOHTO € OTHECEH 3a pasliiexaaHe 0

Komurera u, ako € moaxoasino, “HGopMUpa ropernocoueHus IpuTeKarTen 3a ToBa.

JbpKaBUTE-UJICHKH W MPUTEKATEIAT HA PA3pEUIMTENIHO 32 ITyCKaHE Ha Ias3apa W3Mpaiiar
Ha KomuTera nsnata HanmyHa uadopMaiius, CBbp3aHa ¢ 00CHKIaHUS BBIIPOC.
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Ynen 35

JbpxaBure-wieHkn wunn Komucusata wWiaM KaHAWAATBT WJIM IPUTEXKATEIAT Ha
pa3spelMTeNHO 3a IYCKAaHE Ha I1a3apa MOrar, B OIPEJCIICHH ClIydau, KOTaTo ca 3aCETHATH
uHTepecute Ha OOmHOCTTa, Ja OTHecaT BbIpoca a0 Komurera 3a mpunaraHe Ha
npouenypara, MIpeaBHAeHa B wieH 36, Ipem Ja ce B3€ME pEIICHHE OTHOCHO
3asBJICHHMETO 3a Pa3pelMTENIHO 3a IyCKaHE Ha Ia3apa UM BPEMEHHO IPEKPATABAaHE WU
OTHEMAaHETO Ha pa3pelMTeNHO, WJIM BCAKAKBU JIPYI'M IIPOMEHM Ha YCIOBHATA 32
pa3pelMTeNHO 3a IMyCKaHe Ha Ia3apa, KOeTo € HeoOXOJMMO, B YAaCTHOCT, 3a Jia OTYeTe
uH@opmanusTa, chopana B cborBercTBUe ¢ s VII.

CpoTBeTHaTa JbpxkaBa-wieHka uin Komucusara sicHO ompenensiT BBIPOca, KOHUTO ce
OTHacs 3a pasrnexaane 10 Komurera u nH@opMupaT mpuTeKateis Ha pa3pernmTeTHOTO
3a MyCcKaHe Ha Masapa.

JbpKkaBUTe-uleHKM W NOpUTeXaTelar w3npamar Ha Komurera msutata HaauyHa
uHdopMaIus, CBbp3aHa ¢ 00CHKAAHUS BBIIPOC.

Ynen 36

1. Korato ce mpaBu mo3oBaBaHe Ha Mpoleaypara, OMUCaHAa B HACTOSALMS YJIEH,
KomutersT pasmiexna o0CchXKIaHUs BBIIPOC U MPEICTaBsi apIryMEHTHPAHO CTaHOBHILE B
cpok oT 90 1HM OT JaTaTa, Ha KOSITO BBIIPOCHT € OMJI OTHECEH JI0 HETO.

Ot gpyra cTpaHa, IpH ciIy4au, npeacraBeHd Ha Komurera B chOTBETCTBHE € WieHOBE 34
u 35, To3u nepuoj Moxe j1a Objie yabmkeH ¢ 90 nHu.

I[Tpu cnenmoct, o NpeAyIoKEHUE Ha CBOs Ipencenares, KoMuTeTsT Moke Jja ce chIilacu
Jla CE CbKpaTU KpalHUs CPOK.

2. 3a na pazmiena Bbiipoca, KoMuTeThT MOXKE Aa ONpeAein eIuH OT CBOUTE YIEHOBE
Ja neiictBa kKaTo AoKiIagyuK. KoMUTETBT MOXKe ChIUIO Ja ONPEeid WHIAUBUIYaTHU
€KCIIEPTH, 3a Jla TO CbBETBAT 110 ONpeeiIeHU BbIpocu. [Ipu onpenensHeTo Ha eKkcnepTy,
KomutersT onpezens TEXHUTE 3abIKEHUS U TOCTaBsI CPOK 32 U3IM'BIHEHUETO UM.

3. B ciygaute, mocouenu B wieHoBe 33 u 34, npenu a 0OsIBU CTaHOBHUILETO CH,
KomutersT mpepoctaBs Ha HpUTEXaTells Ha pa3peUMTENHO 3a NMYCKaHE Ha Imasapa

BB3MOXHOCT Ja NPEACTABHU IMHUCMCHU UJIM YCTHU 00sICHEHH .

B CjIydasi, IMoCOYCH B YJICH 35, MPUTCKATCIIAT HAa pa3pCIIMTCIIHO 3a ITYCKAHC Ha I1a3apa
MOXE Ja 6T)I[e ITOMOJICH Ja U3JI0KU MMO3uluiATa CU YCTHO UJIU ITUCMCHO.

Axo mpeleHH ue € noaxosmo, KoMuTeTsT MoXke J1a IOKaHU APYTO JIMIE J1a IPEJOCTaBU
npe Hero HH(popMaIus, CBbp3aHa ¢ BBIIPOca.
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KomMuTersT MOXE na MpekpaTH cpoka, mocoueH B maparpad 1, 3a ga mo3Bonu Ha
MpUTEXATENs Ha Pa3pelMTEeNHO 3a TyCKaHe Ha Ma3apa /ia HOArOTBU 0OSICHEHUSTA.

4. Arennusta He3a0aBHO WHGPOPMHUpA TPUTESKATENS HA Pa3peIMTEIIHO 32 MYCKaHEe
Ha masapa, Kkorato craHoBuieTo Ha Komurera e, ye:
- 3asBJICHMETO HE OTrOBaps Ha KPUTEPUUTE 32 Pa3pPEIMTENHO, WU

- PE3IOMETO HA XapaKTCPUCTUKUTC HA IIPOAYKTA, MPCAJIONKCECHU OT KaHAWJaTa, ChbITIaCHO
YJICH 14, cjaeaBa Ja 6’5}16 NU3MCHCHO U AOII'BJIIHCHO, NJIN

- pa3pelmTenHo, CIe/iBa J1a ce u3aje Py ONpeAeseHU YCIOBUS, C OIVIE/ Ha MOJIOKEHHUS,
CUMTAaHW 3a BaXHHU 3a Oe3omacHata U edeKTuBHA ymoTpeda Ha BeTEepHUHApPEH
JIEKapCTBEH MPOJYKT, BKIIOUUTENHO (papMaKosornyHa OJUTEIHOCT, UK

- pa3peLMTEIHOTO 3a yCKaHe Ha Ia3apa cie/iBa Jja ce MPEKpaTh BPEMEHHO, U3MEHU WU
MpEeKpaTH.

B 15 nHeBeH cpok cien moixydaBaHe Ha CTAHOBUILETO, MPUTEKATENAT MOXKE Ja YBEIOMHU
AreHnuATa B THCMEH BHU]I 32 HAMEPEHHETO CU Ja oOkanBa. B To3m ciydaii, Toit TpssOBa
Jla U3MpaTh Ha ATEHIUSITA TOJAPOOHUTE OCHOBAHMUS 32 00KaIBAaHETO B CPOK OT 60 THU OT
noJlydaBaHe Ha CTaHOBUINETO. B cpok oT 60 mHM OT mojydyaBaHE Ha OCHOBAHHSATA 3a
oOxanBaHe, KoMHTETBT mpeleHsBAa Jald HETOBOTO CTAaHOBWINE CJlielBa Ja ce
npepasriieia, ¥ 3aKIIUCHHUsATa, HAIPABCHH I10 JKajibara, ce mpujarat KbM JIOKIajga 3a
OIICHKa, TTOCOYeH B maparpad 5.

S. B cpok or 30 nHu cien mpuemaHeTo AreHIHMsTa HM3Npalida OKOHYATEIHOTO
cranoBulle Ha Komurera, abpkaBuTe-wieHkd, Komucusra u mnputexarens Ha
paspelMTe]IHO 3a IMyCKaHe Ha I1a3apa, 3aelHO C JIOKIaJ, OINMCBAll OIEHKaTa 3a
BETEPUHAPHUS JIEKAPCTBEH MPOAYKT U OCHOBAHUSITA 332 CBOUTE 3aKIIOUCHUS.

B ciydaii Ha cTaHOBHIIE B MOJI3a HA U3J]ABAaHETO WJIM 3alla3BaHETO Ha Pa3peIMTEIHOTO

3a MyCKaHe Ha CHOTBETHHS BETEPUHAPEH JICKAPCTBEH MPOIYKT Ha Ia3apa, CICIHUTE

JOKYMEHTH C€ IIpHJIaraT KbM CTaHOBHUIIETO

a) MPOEKTOPE3IOME Ha XapaKTEPUCTUKUTE HA MPOAYKTA, KAKTO € MOCOYECHO B wieH 14;
KOraTo € HEeoOXOIMMO, TOBa OTpa3siBa Pa3IUKUTE BHB BETCPHHAPHHUTE YCIOBHS B
b KaBUTE-YICHKH,

0) BCIKaKBY YCJIOBUS, BIUSICIIM HA Pa3peMTEIHOTO 10 CMUCHIIA Ha maparpad 4.

Ynen 37

B 30-pHeBeH cpok OT moJjiyyaBaHe Ha CTaHOBMINETO, KoMucusita U3rOTBSI MPOEKT Ha
pelIeHre, KOeTo ClIe/[Ba J1a c€ IpUeMe M0 OTHOIIEHHWE Ha 3asBJICHUETO, KATO CE OTYMTA
npaBoTo Ha O0nHoOCTTA.
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B cnyuaii Ha mpoekTopenieHHe, KOeTO NpPEIABMXKAAa H3AaBaHE Ha Pa3pelMTEIHO 3a
MMyCKaHe Ha Ia3apa, JOKYMEHTHUTE, TOCoYeHHU B wieH 36, maparpad 5, maparpad 2, 6ykBu
a) u 0) ce U3MEHSIT.

KOFaTO, IO U3KIHOYCHUE, ITPOCKTOPCHICHUETO HE € B CbOTBETCTBUEC CHC CTAHOBUIICTO HA
AI‘CHI_II/I}ITa, Komucusra ChbIIO IIpHJIara HOI[pO6HO 0o0sICHEHHE Ha INpUYNHUTE 3a

paznuuusra.

HpOCKTOpCI_HeHI/IeTO CC usnpamia 10 AbpPKABUTC-WICHKU U OO KaHAUJATa.

Ynen 38
1. OKOHYATETHOTO pEIICHHE 3a 3asBJICHUETO CE IMpUeMa CBhITIaCHO MPOoIeaypara,
npeaBuicHa B WwieH 89, maparpad 2.
2. [lpaBumuukeT 3a pabota Ha IlocTOSHHUSA KOMHTET, Ch3AaneH ¢ WieH §9,

naparpa(b 1, CcC HpI/ICHOCO6ﬂBa, 3a Ja B3CMC I10J BHHMAHUC 3aJdbJIZKCHUATA, BB3JI0OKCHHU
MY CBITIACHO HACTOAIIATA I'JIaBa.

ToBa HpI/ICHOCO6$[BaHe BKIIO4YBa CJIICAHOTO!

- OCBEH B CJIy4yaWTe, IMOCOYCHH B wWieH 37, Tperd maparpad, CTaHOBHINETO Ha
[locTossHHUSA KOMUTET Ce MOJy4aBa B MUCMEH BU],

- Ha BCiJIKa AObpiKaBa-dYJICHKAa € IIO3BOJICHO IIOHC 28 JAC€Ha Ja wuslipalla ITHUCMCHH
Ha6JIIO,[[CHI/I$I OTHOCHO IIPOCKTOPCIICHHUECTO HA KOMI/ICI/IHTa,

-- BCJKa AbpiKaBa-dJICHKA MOXE ITHMCMCHO Jida HW3HMCKa4, IMPOCKTOPCIICHUCTO a 6’[),[[6
O6C"bI[eHO ot IlocTossHHUS KOMUTCT, KaTO AaaC U3JI0KKM MOTHBUTEC CH.

Koraro, B ctanoBumiero Ha Komucusara, mucMeHrnTe HaOMIOIEHUS HA IbpKABUTE-YICHKU
MOBJIUTHAT BOKHU HOBHU BBIPOCH OT HAYYHO WM TEXHHYECKO €CTECTBO, KOMTO HE ca
3acerHatd B CTaHOBHUIIETO Ha AreHuusta, llpeacegarenst mnpekparsBa BpPEMEHHO
mpolielypata M OTHAcs 3asBICHUETO OOpaTHO KbM ATEHLHSATa 3a JOMBIHUTEIHO
pasriexaaHe.

Paznopen6ute, He0OX0AMMU 3a MpUIIATAHETO HAa HACTOAIM S maparpad, ce mpuemar oT
Komucusra B choTBETCTBHE TIPOLIEypaTa, MpeaBUIeHa B wieH 89, maparpad 2.

3. Pemenuero, mocoueno B maparpad 1, ce agpecupa A0 3aUHTEPECOBAHUTE OT
BBIIPOCA IbPKABH-WIEHKA W CE€ CHOOIABA Ha MPHUTEKATEIS HA Pa3pelMTETHOTO 3a
nycKaHe Ha ma3zapa. J[bpKaBUTe-WICHKH HW3JaBaT WJU OTHEMAT pa3peIMTETHO 3a
MycKaHe Ha IMa3apa, WIH MPOMEHST YCIOBHATA Ha Pa3pelMTENIHOTO 3a MYyCKaHE Ha
maszapa, 3a Ja Ce Cha3W pemeHuero B cpok or 30 IHM OT yBeHOMSIBAaHETO My. Te
yBenoMsBaT 3a ToBa Komucusira u AreHuusra.
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Ynen 39

1. Bcesiko 3asBIeHHE OT MPUTEKATENS HA Pa3pellMTEIHOTO 3a MyCKaHE Ha masapa 3a
U3MEHEHHME Ha pa3pellMTEeTHOTO 3a IIyCKaHE Ha Mas3apa, KOeTOo € U3JaJeHO B
CBHOTBETCTBUE C Pa3MOpeIONTE Ha HACTOsIATA IJ1aBa, C€ MPEACTaBsl Ha BCUUKU JbP>KaBU-
YJIEHKH, KOUTO TpEeAd TOBa Ca pa3peUMid CBhOTBETHUS BETEPUHAPEH JIEKAPCTBEH
MPOIYKT.

Komucusra, cnen koHcyntauusi ¢ AreHUusTa, npuemMa noaxoAsIMTe MEPKU 3a IPOBEpKa
Ha IPOMEHHUTE B YCJIOBUATA HAa Pa3pelIMTEIHOTO 3a MyCKaHEe Ha Masapa.

Te3n Mepku BKIIOUBAT CHUCTEMa 3a YBEJOMSIBAHE WJIM AAMUHUCTPATUBHU MPOLETYyPH
OTHOCHO TO-MaJIOBRXHU MTPOMEHU U OMPENEIAT TOYHO KOHIETIMATA 32 ,,[I0-MaJIOBAXKHA
poMsiHa .

Tesu mepku ce nmpuemar or Komucusra BbB ¢gopMaTa Ha periaMeHT 3a IMpujaraHe,
CBIVIACHO MpoIleaypaTa, MpeaABuacHa B wieH 89, maparpad 2.

2. B cnyuait Ha apOuTpax, npeacraseH Ha Komucusra, npouenypara, ycTaHOBEHA B
yieHoBe 36, 37 m 38 ce mpuiara No aHaIOrMs KbM IIPOMEHMTE, HAllpaBEHU B
paspelleHusATa 3a IyCKaHe Ha [1a3apa.

Ynen 40

1. Korarto mwppxkaBa-uieHka cumTa, Y€ MPOMSIHATA HA YCIOBHATA Ha Pa3pEIMTEITHO
3a TyCKaHe Ha IMa3apa, KOETO € H3AaJeHO B CHOTBETCTBHUE C pas3mopeaduTe Ha
HacTosIIaTa IJlaBa, WM HETOBOTO IMpEKpaTsBaHEe WM OTHEMaHe, € HEOOXOauMO 3a
orasBaHe Ha 37PaBETO Ha XopaTa WJIM KMBOTHHUTE WJIM HAa OKOJIHATA Cpejlla, ChOTBETHATA
IbprKaBa-4JIeHKa He3a0aBHO OTHACS BBIIPOCA 10 ATEHIHSITA, 3 MMPUIaraHe MPOLEeIypUTe,
NpeaBUICHU B uieHoBe 36, 37 u 38.

2. be3 nma 3acsra pasmopenOuTe Ha wieH 35, B U3KIIOYUTEIHH CIIydaW, KOTaTo
CIEIIHO JIeHiCTBUE € HEeOOXOMMO 3a Ola3BaHe 3/[paBeTO Ha XOpa MJIM >KUBOTHH WJIU Ha
OKOJIHATa cpefia, JOKaTO ce B3eMe OKOHYATENHO pEIleHHE, TbpKaBaTa-ujIeHKa MOXe Ja
BPEMEHHO Jia TMpeKpaTH IIyCKAaHETO Ha TMa3apa WM yrnoTrpedara Ha ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOJYKT Ha HeiHa Tteputopusa. T yBemomsBa Komucusara u
JIpyTUTE IbpXKABU-YJICHKA HE MO-KbCHO OT clieABalms pabOTeH JeH 3a MOTHUBUTE 3a
CBOETO JICHCTBHE.

Ynen 41
Unen 39 u 40 ce mpuiaraT mo aHaJOrus 3a BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH,
paspCuiCHu OT AbpPKAaBUTC-YJICHKU, CJICH CTAHOBUIIC Ha KOMI/ITGTa, nNpcACTaBCHO B

cpoTBeTcTBUE ¢ WieH 4 oT JupekxruBa 87/22/EVO, npeau 1 sayapu 1995 roguna.

Ynen 42
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1. AreHmusaTa TyOJNMKyBa TOMWINEH JOKIAM 3a JCHCTBHETO Ha TPOIEIYPUTE,
NpeIBUACHN B HACcTOSIATAa IJlaBa W To H3mpam@ 3a uH@opmarus Ha EBpomeiickus
napyiaMeHT 1 Ha CbBera.

2. Ho 1 sayapu 2001 r. Komucusta myOimuKyBa moapoOeH Mperie Ha JeHCTBUETO
Ha TpolleIypuTe, MPEABUICHW B HACTOSIATAa TIJlaBa M TpeIara HU3MEHEHUsS U
JOITBTHEHU S, KOUTO MOTAT JIa ca HEOOXOIMMH 3a MOA00pSBAaHE HA TE3U MPOIICIYPH.

CsrimacHo yciioBuATa, IMPCABUJCHHU B I[OI"OBOpa, CbBeTHT B3eMa peuicHue 10
MNpCAJIOKCHHUETO Ha KOMI/ICI/IflTa, B CPOK OT €aHa roguHa OT NpCaACTaBsAHCTO MY.

Ynen 43

Pasnopenoute Ha unenoBe 31 10 38 He ce mpuiarat 3a XOMEOIIaTHYHUTE BETEPUHAPHHU
JIeKapCTBEHU MPOIYKTH, IOCOYeHH B wieH 19, maparpad 2.

JIT IV
MPOU3BOJACTBO U BHOC
Ynen 44

1. JbpkaBUTE-UICHKA B3€MaT BCHYKH HEOOXOJMMM MEpPKH, 3a Jla TapaHTUpAT, 4e
IIPOM3BOJICTBOTO HA BETEPUHAPHU JIEKAPCTBEHU IPOAYKTH HA TAXHA TEPUTOPUSA €
MMOJJYMHEHO HA MPUTEKABAHE HA Pa3pelMTeNHO. ToBa pa3pelMTENHO 3a MPOU3BOJICTBO
CBIIO TaKa C€ W3KMCKBA 3a BETCPUHAPHUTE JICKAPCTBEHU IPOAYKTH, IMPEIHAZHAYECHU 3a
U3HOC.

2. PaspenmrennoTo, mocoueHo B maparpad 1, ce M3HMCKBA 3a MBIHO U YaCTHYHO
IIPOU3BOICTBO U 3 Pa3IMYHUTE MPOIIECCH Ha pa3JeiisiHE, OMIAKOBAHE UJIM MPEIICTABSIHE.

TakoBa pazpenmTenHo o0ade, HE c€ M3MCKBA 3a MPUTOTBSHE, pa3/eiisiHe, IMPOMECHH B
OITaKOBKATa WJIM MPEJICTABSIHETO, KOTaTO TE3W MPOIECH CE U3BBPIIBAT CaMO 3a IMPoJIakoa
Ha ApeOHO OT (apMareBT B anTeka MM OT JIMIA, 3aKOHHO OTOPU3UPAHH B JbpPKABUTE-
YJICHKH, J]a U3BBPIIBAT TAKABA MTPOIECH.

3. PazpenmtennoTo, mocoueHo B maparpad 1, chIlo ce U3MCKBa MPU BHOC OT TPETH
CTpaHM B JbpiKaBa-wIeHKa; TO3W JISUT M WieH 83 ce mpuiarar 3a TakbB BHOC, KAKTO U 32
POU3BOJICTBO.

JIbpkaBuTE-wIEHKA B3€MaT BCHYKM HEOOXOAMMHM MEpKd, 3a Ja TrapaHTupar, ue
BETEPUHAPHUTE JIEKAPDCTBEHU IIPOJYKTH, JOHECEHU HA HEIIHA TEPUTOPHUS OT TPETA CTpaHa
U ITpelHa3HaueHW 3a Jpyra [IbpKaBa-wiCHKAa, C€ IMpUIpYyKaBaT OT KONHUE Ha
pa3pemMTeNnHOTO, TOCO4YeHO B maparpad 1.
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Ynen 45

3a 1a mody4du pa3pelmTenHO 3a MPOU3BOJICTBO, KAaHAUAATHT TPsIOBaA Aa OTTOBaps MOHE Ha

CJICTHUTE U3MCKBAHUS:

a) TOW ompeness BETCPUHAPHUTE JICKAPCTBEHU MPOAYKTH M (hapMareBTUIHUTE (POpMH,
KOWUTO CIIE/IBa J]a C€ MPOM3BEKAAT MM BHACAT, a CHIIO M MSICTOTO, KbJIETO T€ CleABA
Jla ce MMPOU3BEXKIAT U/UIIH KOHTPOJIMPAT;

0) Toli pasmoiiara, 3a MPOU3BOJCTBOTO MU BHOCA HA TOPENOCOYCHUTE, MOIXOISANM U
JOCTaThYHU TIOMEIICHHS, TEXHHUYECKO OOOpyABaHE M KOHTPOJIHA amaparypa,
OTTOBapsId Ha 3aKOHOBHTE H3HWCKBAaHMS, KOMTO CHOTBETHATA JIbprKaBa-dIcHKa
ompenens 3a MPOU3BOJCTBOTO UM KOHTPOJIA, U 32 ChbXPAaHEHHETO Ha MPOIYKTUTE, B
CHOTBETCTBHE C 4YjicH 24;

B) TOW pasroJiara ¢ ycIyruTe Ha MOHE eIHO KBAIM(UIIMpPaHO JIHMIIE, 10 CMUCHIA Ha WiIeH
52.

KaHIII/IIIaT"bT npcaocCTaBd B 3a4BJICHUCTO JaHHM, 3a Aa JOKAXC, Y€ OTroBapsd Ha OPHUTC
N3N CKBaHU.

Ynen 46

1. KomMnerenTHHSAT Oopran B JObpiXaBaTa-YJCHKAa HC H3[JaBa pa3pClIMTCIHO 3a
MMpONU3BOACTBO, JOKATO HC € YCTAHOBHJI TOYHOCTTA Ha JAHHUTEC, OCUTYPCHHU CHITIACHO
YJICH 45, KaTo C’b6I/Ipa CBCACHUA UYPEC3 CBOU ITPCACTABUTCIIN.

2. 3a ;ma ce rapaHTupa, Y€ M3HWCKBAaHMATA, OMpeAeNieHu B ujeH 45, ca chas3eHw,
Pa3pelMTEIIHOTO MOXE Ja 3aBHCH OT H3ITBJIHCHUETO Ha ONPEICICHU 3aIbIDKEHUS,
HAJO0XEHU TIPU U3/IaBaHETO Ha Pa3pEIMTETHOTO, MM Ha MO-KbCHO .

3. Pa3penmrenHoTO ce OTHACA caMo 3a OMEILLECHUATA ONPEACIICHU B 3asBJICHUETO U
3a BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTH U (papMareBTUYHHN (POpMHU, TOCOYECHH B TOBA
3asBJICHUE.

Ynen 47

JIbpkaBUTE-4YICHKA B3eMaT BCUYKH HEOOXOAUMH MEpKH, 3a Jla TapaHTHpPaT, Y€ BPEMETO
HEeoOX0/IMMO 3a IpollelypaTa 3a H3/1aBaHE€ Ha pa3pelMTeNHO 3a IPOU3BOACTBO, HE
npeBuiaBa 90 THU OT ACHS, B KOMTO KOMIIETEHTHHUS OPraH € MOIY4HJI 3asBJICHUETO.

Ynen 48

AKO TIpUTEKATENAT Ha Pa3peIMTEIHO 32 MPOU3BOJACTBO MOKMCKA MPOMSHA HA HSIKOE OT
JTAHHUTE, ITOCOYCHH B WieH 45, mbpBU maparpad, Oyksu a) u 0), BpeMeTo, HEOOX0AUMO 3a
nporeaypara, CBbp3aHa ¢ TOBa McKaHe, He npeBumaBa 30 muu. [Ipu M3KITHOUYUTETHH
ClIydau, TO3U MEpUOJ] OT BpeMe MOXKe J1a c€ YIBJIKHU 710 90 1HHU.
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Ynen 49

KoMneTeHTHUST oOpraH Ha JIbp)KaBUTE-WIGHKA MOXE Ja H3UCKa OT KaHJIuaara
JOIBIHUTENHA HHPOPMAIUSA, OTHOCHO TaHHHUTE, MPEJOCTaBEHHW ChIVIACHO WieH 45, u
KBATU(PUIIMPAHOTO JIUIIE, TOCOYECHO B WIEH 52; KOraTO ChOTBETHUAT KOMIIETEHTEH OpraH
yIpaXHsiBa TOBa IpPaBO, NPUJIATAHETO Ha CpOKa, MocouyeH B wieHoBe 47 u 48 ce
IPEeKpaTsIBa BPEMEHHO, /IO OCUTYPSBAHETO Ha JIOMBIHUTEITHUTE JaHHU.

Ynen 50
[IpuTexarenar Ha pa3peLIMTENTHO 32 TPOU3BOJICTBO € JIIBKEH Hall -MaJKko Jia:

a) pasmnosara € YCIYIruTe Ha IICpCOHAJI, OTroBapsall Ha CHIICCTBYBAIMTC 3aKOHOBHU
HN3UCKBAaHUA B CbOTBCTHATA AbprKaBa-4JICHKA, 3a TPOU3BOJACTBO U KOHTPOJI;

0) pasmozara ¢ pa3pelieHUTe BEeTEpUHAPHU JIEKAPCTBEHU MPOJYKTH CaMO B ChOTBETCTBHE
ChC 3aKOHOAATEJICTBOTO HA CHOTBETHUTE JbPKABU-UICHKHU;

B) YBEIOMSBA MPEABAPUTEIHO KOMIIETEHTHHS OpPTaH 32 BCAKA MPOMsIHA, KOSATO KeJae J1a
HaIpaBU Ha HAKOSI OT JTAHHUTE, OCUTYPEHH ChIVIACHO WIEH 45 ; KOMIIETCHTHUST OpraH
ce yBenomsBa He3a0aBHO BBB BCEKU CiIydail, KOraro KBaJu(UIIMPaHOTO JIUIIE,

IMOCOYCHO B YJICH 52, HEOYaKBaHO € CMCHCHO,

l") pa3pfiiaaBa Ha MMPCACTABUTCINTEC Ha KOMIICTCHTHUA OPrdH Ha CbOTBETHATA AbprKaBa-
YJICHKA JOCTBII A0 ITOMCIICHHUATA 110 BCAKO BPEMC;

J) ToJarmoMara KBaJid PUIIMPAHOTO JMIIE, MOCOYEHO B wWieH 52, 1a W3ITBIHsIBA
3aIBJDKEHUSTA CH, KaTO CIELUATIHO MPEJOCTaBsl Ha HETOBO Pa3MOJ0KEHUE BCUUYKU

HEOOXOIMMHU CPEICTBA;

€) chasBa MNPUHIMIMTE M TPEMOPBKUTE 3a J00pa NPOU3BOACTBEHA IPAKTHKA Ha
JIEKapCTBEHU IIPOJYKTH, YCTAaHOBEHA OT MpaBoTO Ha OOIHOCTTA;

) BOAM MOAPOOHHU 3aIllMCH 32 BCUUKM BETEPUHAPHH JIEKAPCTBEHU MPOJIYKTH, JOCTAaBEHU
OT HEro, BKIOYUTEIHO MOCTPH, CBIIACHO 3aKOHHUTE Ha CTPAHUTE IO
MecToHa3HaueHue. Haii-manko cienHaTa nHpopManus cielBa Jja ce perucrpupa 3a
BCsIKA C/IEJIKA, HE3aBUCHUMO JAJIN CE MIPABU C 1€ IIAIAHE WK He:

- J1ata,
- HAUMEHOBAHUE Ha BETEPHHAPHUS JICKAPCTBEH MPOAYKT,

- JOCTaBCHO KOJIMYECCTBO,

- UME U aJIpec Ha [oIyJyaTes,
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- TapTUJIEH HOMED.

Te3u JOKYMCHTH Ca Ha PasloJIOKCHUC 3a MPOBCPKAa OT KOMIICTCHTHUTC OpraHu 3a
nepruoa OT IMMOHE TpU 'OJUHHU.

Ynen 51

[Mpunnunute W HacOoKUTe 3a A00pa MPOM3BOACTBEHA IPAKTHKA HA BETEPUHAPHU
JICKapCTBEHU MPOAYKTH, mocoueHu B wieH 50, OykBa €), ce mpuemar non ¢opmara Ha
JTMPEKTHBA, aJ[peCUpaHa J0 JbPKaBUTE-WICHKH, ChIVIACHO MPOIEIYPUTE, MPEABUICHH B
yneH 89, maparpad 2.

[Tonpo6uu Hacoku ce myOnauKyBat oT Komucusta u mpepaboTBar mo 1enecho0pasHo, 3a
Jla ce B3eMe I0J] BHUMaHNE HAyYHUS U TEXHUYECKU MPOrpec.

Ynen 52

1. JbpkaBUTE-YJICHKNA B3€MaT BCUYKH HEOOXOIMMH MEpPKH, 32 J1a TapaHTUPAT, 4e
NPUTEXKATENS] HAa Pa3peIMTENIHO 3a IPOU3BOJICTBO MMa MOCTOSIHHO U HEMPEKbCHATO Ha
CBOE Pa3IOJIOKECHUE YCIIYTUTE Ha TOHE €IHO KBATU(HUIIMPAHO JMIIEe, KOETO H3THIHSIBA
YCJIOBHUSTA, TMOCOYEHH B WICH 53 W TO-CIenuaiHo, OTroBaps 3a U3IIBIHCHHE Ha
3aIbJDKEHHSATA, ONIPEACIICHU B WIEH S53.

2. Axo nu4dHO OTroBapsda Ha YCJIOBHATA, IOCOYCHHU B YJICH 53, MPUTCKATCIIAT Ha
PASPCHMTECIIHOTO MOKEC CaMUST TOH a moeme OTTOBOPHOCTTA, ITOCOYCHA B Haparpa(b 1

Ynen 53

1. JIbpKaBuTE-WICHKA TapaHTUpaT, Y€ KBaJIM QUIIMPAHOTO JIMIE, TOCOYEHO B WIEH
52, oTroBapst Ha MUHMMAJTHUTE U3UCKBAHUS 3a KBATM (UM KallKs, yCTAHOBEHM B maparpadg 2
u 3.

2. KBanuduuupanoro muue TpsOBa Ja mpuTekaBa AUIIOMA, YIOCTOBEPEHUE HIIH
JPYyTo J0Ka3aTelICTBO 3a OQUIHATHHU KBaTU(HUKAIIMK, W3AJACHO TIPH 3aBbpIIBaHE HA
VHUBEPCUTETCKM Kypc Ha OOydeHue, WJIM KypC, IpPHU3HAT KATO EKBUBAJIEHTEH OT
ChOTBETHATa JIbp’KaBa-wiCHKa, C MPOABIKUTETHOCT OT TMOHE YETUPU TOJMHHU Ha
TEOPETUYHO U TMPAKTUYECKO OOydYeHHWE B €IHa OT CICJAHUTE HAYYHU TUCIUTIIMHHU:
dapMmanus, MeauIMHA, BETepUHApHA HayKa, XuMHUs, (QapMaleBTUUYHA XUMHS U
TEXHOJIOTHSI, O OJIOTHS.

MuHuManHaTa NpoAbIKUTEIHOCT Ha YHUBEPCUTETCKUS KypC MOJKE /1a € TP U TOJIOBUHA
TOJMHM, KOraro KypChT € IOCJeIBaH OT MEPUOJl HA TEOPETUYHO M MPAKTUYECKO
oOydeHHE OT IMOHE €]Ha TrOJMHAa M BKIIOYBA NMPAKTUYECKO OOYy4YEHHME OT IOHE MIeCT
Mecella B anTeka, OTBOPEHA 3a TPaKJaHHU, MOJKPENEHO C U3MHUT Ha YHUBEPCUTETCKO
HUBO.
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KoraTo chiecTByBar Ba YHUBEPCUTETCKA WJIM MPU3HATH €KBUBAJICHTHU Kypca B €IHA
IbpKABa-WICHKA M KOTATO €AMHUS OT TIX € C MPOJBIKUTETHOCT OT YETUPU TOAWHH, a
JPYTHS OT TPU, AUILIOMATA, YIOCTOBEPEHUETO WM JIPYroTO JOKA3aTEJICTBO 32 (popManHu
KBaJM (Y KAy, W31aJCHH IPU 3aBBPIIBaHE HA TPUTOU IIHUS YHUBEPCUTETCKH KypC WU
HETOBUS MPU3HAT €KBUBAJICHT, CE CUMTA Y€ U3IBIHSABA YCIOBUETO 3a MPOIBIIKUTEIHOCT,
MOCOYEHO B ITbpBaTa aJIHMHEs, Taka Y€ AUIJIOMUTE, YIAOCTOBEPEHUSTA WM JPYTUTE
dopmanHu KBaM (U KA, U3JaICHU MpU 3aBbpIIBaHE Ha JBaTa Kypca ce MpHU3HaBar
KaTO €KBUBAJICHTHH OT BBIIPOCHATA AbPKaBa.

Kpr’bT BKIKOYBA TCOPETHUYHO U ITPAKTHYCCKO O6y‘IeHI/IC, O6XBaH_IaI_HO IIOHE CICOHUTC
OCHOBHHU IIPCAMETH:

CKCIICPUMCHTAJIHA (1)I/I3I/IK8.,

- o0IIa ¥ HEOpraHWYHA XUMHUS,

OpraHHW4YHa XUMM I,

- AHAJIMTHYHA XUMMU,

dapmarie pruuHa XMMUsL, BKIIOYBAIIA aHAIN3 HA JICKAPCTBEHU TIPOIYKTH,
- 00IIIa ¥ IPUIIOKHA OMOXUMUSI (METUITHHCKA),

- uznonorus,

- MUKpPOOHOJIOTH S,

- (hapMaKoJIOTHS,

- (apmarie prudHa TEXHOIOTHS,

- TOKCHKOJIOTHS,

--- (papmakorHocusi (M3y4aBaHe Ha CbCTaBa M €(PEKTUTEC HA AKTUBHUTE CJIEMCHTH B
€CTECTBEHHUTE CYOCTaHIIMU OT PACTUTENICH U KUBOTUHCKH TTPOU3XO/).

OOydJeHHeTO MO Te3W MPEJAMETH ClIeJBa Jia ¢ Taka OaJlaHCHpPaHO, 4Ye Jia MO3BOJU Ha
CBHOTBETHOTO JIUIIC J]a U3II'BJIHU M3UCKBAHUATA, OTIPE/ICIICHHU B WICH 55.

JIOKOJIKOTO HSAKOW TUIIJIOMH, YAOCTOBEPEHMS WJIM JPYrH JI0Ka3aTelcTBa 3a (OpMaHU
KBaIM(UKALUK, TOCOYEHH B HAcTOAUMS maparpad, He H3IBIHIBAT KPUTEPUUTE,
IOCOYEHU IO Tope, KOMIETEHTHUAT OpraH Ha Jbp)KaBaTa-wieHKa TrapaHTupa, 4e
CbOTBETHOTO JIMIIE NPEAOCTaBs Jl0Ka3aTeJICTBA, Y€ IMPUTEKaBa, IO BKIIOUYECHUTE
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IpeaIMeTH, HEOOXOAMMHTE 3HAHUS 33 MPOM3BOACTBOTO U KOHTPOJA Ha BETEpPHHAPHH
JIEKapCTBEHU MPOJIYKTH.

3. KBanuduuupanoro mie TpsOBa Ja ©Ma MPUIOOUT MPAKTUYECKH OMHUT OT IOHE
JIBE TOJMHY, B €THO WJTU TIOBEYE TPEIIPHUSITHS, KOUTO Ca OTOPU3UPAHH TIPOU3BOUTEIH, B
JNEMHOCTH KaTO KaueCTBEH aHajIu3 Ha JIEKAPCTBEHH MPOIYKTH, KOJIMYECTBEH aHAIU3 Ha
AKTHBHH CYOCTAaHIIMM W WM3NHUTBAHUS W TPOBEPKH, HEOOXOTUMH 3a TapaHTHpaHE Ha
KaueCTBOTO Ha BETCPUHAPHH JICKAPCTBEHH TPOIYKTH.

HpOJIT)J'I)KI/ITeJ'IHOCTTa Ha MPAKTUYCCKUA OIIUT MOXKE Jda 6”I)I[C HaMaJIcHa C €JJHa IoJJuHa,
KOIraTO YHHUBECPCUTCTCKHU KYpC IIpOoAbJKaBa IMOHE IIE€T ITOAWMHU M C I'OJJUHA U I1OJIOBHUHA,
KOTaTO KypcCa NpoAbJIZKaBa IMOHEC MICCT TOJAUHHU.

Ynen 54

1. JInuero, aHra)XupaHo B JbpkKaBa-wICHKA C JEMHOCTUTE HA JMLETO, IOCOYECHO B
yneH 52, B naeHs, B koito JlupekrmBa 81/851/EMMO Bim3a B cmita, 6e3 ma cras3Ba
pasnmopendoute Ha wWieH 53, oTroBaps Ha H3UCKBaHHWATA Ja NPOABIKA Ja Oble
AQHTOKUPAHO C TE3U JEHHOCTH B CHOTBETHATA IbPKABA.

2. [TpuTexxaTenar Ha JUIUIOMA, YAOCTOBEPEHHME WM JAPYro I0Ka3aTelICTBO 3a
(opManHa KBaau pUKaLMs, U3aJEHO MPU 3aBBPIIBAHE HA YHUBEPCUTETCKH KypC — WM
KypC IpHU3HAT KAaTO E€KBMBAJIEHTEH OT CBHOTBETHATa Abp)KaBaTa-wjeHKAa — I10 HaydHa
JUCLMIUIMHA, [103BOJISABAIA MY Jla CE aHTaKHUpa C JIeHHOCTUTE Ha JIMLETO, TOCOYEHO B
yiieH 52, ChIVIACHO 3aKOHUTE Ha Ta3u JbpKaBa MOXE — aKko € 3allOYHAN0 Kypca CU Ipeau
9 oxromBpu 1981 r. — na OBAe cuMTaHO 32 KBAIM(HUIIMPAHO Ja U3IBJIHABA B Ta3u
Jbp>KaBa 3aIbJDKEHUATA Ha JIMIIETO, IOCOYEHO B WeH 52, KaTo ce CUuTa, 4e Mpeau TOoBa,
TO € OMJIO aHTaXXUPAHO ChC CIEAHUTE NEWHOCTH B NMPOIBDKEHUE HA MOHE JABE TOJUHU
npean 9 oxromBpu 1991 1., B €4HO MM MOBEYE MPEANPUATHS C PA3PELIMTENHO 3a
MPOU3BOJCTBO: HA/[30p HA MPOM3BOACTBOTO U/UJIM KaU€CTBEH U KOJIMYECTBEH aHAIM3 HA
aKTUBHU CYOCTQHIIUM, M HEOOXOAMMO M3MUTBAHE U MPOBEPKH, KAaTO JUPEKTHO
IOJYMHEHO Ha JIMIIETO, KaKTO € MOCOYEHO B WieH 52, 3a J1a rapaHTHpa KaueCTBOTO Ha
BETEPUHAPHU JIEKAPCTBEHU IIPOAYKTH.

AKO CBOTBCTHOTO JIUIIC € HpI/II[06I/IJIO HpaKTI/I‘-ICCKI/IH OIIUT, IIOCOYECH B m)pBaTa aJIMHEC,
npeaqu 9 oxromBpu 1971 1., TO TpsiOBa na 3aBBPIIM JONMBIHUTEIEH €IHOTOIUIIICH
MPAKTUYECKH OIUT, B CHOTBETCTBHE C YCIOBHSATA, IOCOYEHU B IbpBaTa ajlHHEs, H,
BeJ(HAra IIpeu Aa Ob/ie aHTAXKUPAHO C TAKMBA JCHHOCTH.

Ynen 55
1. JIbpkaBUTE-YJICHKA B3€MAaT BCUYKUM HEOOXOJAMMH MEPKH, 3a Ja TapaHTHpaT, ue
KBaNU (PUITUPAHOTO JHUIlE, TOCOYCHO B wWieH 52, 6e3 Ja ce 3acsra HeroBata BpPB3Ka C

MPUTCKATCIIA Ha PaspClIMTCIHOTO 3a MPOHU3BOACTBO, B KOHTCKCTA Ha MPOLCAYPUTC,
MNpeaABUICHU B YJICH 56, € OTTOBOPHO Aa rapaHTupa, 4c:
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a) 3a BETEPUHApPHU JICKAPCTBEHU IPOIYKTH, MPOU3BEAECHU B CHOTBETHATa Jbp)KaBa-
YJIeHKa, BCSKa MapTHAA BETEPUHAPHM JICKAPCTBEHHW IPOAYKTH € IpPOM3BEACHA W
IIPOBEPEHA, B CHOTBETCTBUE C JIEHCTBALMTE 3aKOHU B Ta3u JIbp)KaBa-wiICHKa U B
CBOTBETCTBUE C U3MCKBAHUATA HA PA3PEIIMTENHOTO 3a IIyCKaHE Ha 11a3apa;

6) 3a BCTCPHUHAPHU JICKAPCTBCHU IMPOAYKTH, UABAIIM OT TPECTAa CTpaH4, BCJIKA BHCCCHA
MMpONU3BOACTBCHA NapTHaAA € ouna IMOIJIOKCHA BBB BHACAIIATA AbpiKaBa-4YJICHKA Ha
II'BJICH Ka4YC€CTBCH AaHaJIu3, KOJHMYCCTBCH aHallM3 II0H€ Ha BCHYKH aKTUBHU
CY60T8.HI_[I/II/I U BCUYKH JOPYId HU3INUTBAHUA U IPOBCPKU HCO6XO,Z[I/IMI/I, 3a Jga CC
rapanTupa Ka4Y€CTBOTO Ha BCTCPUHAPHUTC JICKAPCTBCHU IIPOAYKTH, CBITIACHO
HN3HUCKBAHUATA HAa pa3pCUHIMTCIIHOTO 3a IIYCKAHC Ha I1a3apa.

[NapTuau oT BeTepuHApHU JIEKAPCTBEHU MPOAYKTH, KOUTO ca OMIJIM MO/AJIOKEHH HA TaKbB
KOHTPOJI B JIbp>KaBa-uI€HKa, c€ OCBOOOXKIABaT OT TOPENOCOYEHUTE KOHTPOJH, aKO Ce
IyCKaT Ha Ia3apa B Jpyra JAbpKaBa-ujeHKa, IPUAPYKEHH OT JOKIAJNUTE 3a IPOBEPKUTE,
MOANMCAHN OT KBAIU(QUIIUPAHOTO JIUIIE.

2. 3a BeTepUHAPHHU JICKAPCTBEHU MPOJIYKTH, BHECEHH OT TPETa Ibp)KaBa, KOraTo ca
CKJTIOUEHH TOAXOIIIM JoroBopeHoctd Ha OOIMmHOCTTa ¢ AbpXKaBaTa-U3HOCUTEN, KOUTO
Jla TapaHTupar, Y€ MPOM3BOAUTENAT Ha BETEPUHAPHH JIEKAPCTBEHH MPOAYKTH Mpujara
CTaHJApTH 3a A00pa MPOM3BOJACTBEHA NMPAKTHKA, CKBUBAJICHTHU HA TE3U, YCTAHOBEHU B
OOmmHoCTTA, U /1a TapaHTUPAT, Ye IPOBEPKUTE, OIPEACIeHH B maparpad 1, annnes mbpsa,
OykBa 0), ca WM3BBPUICHH B JIbpKaBaTa-M3HOCHTEN, KBATU(UIIMPAHOTO JHIIE MOXKE Ja
0b1e 0CBOOOAEHO OT OTTOBOPHOCT J]a U3BBPILIBA TE€3H IIPOBEPKU.

3. BbB BcHuUkM cllydyau, W MO-CIEUAIHO, KOTaTO BETEPUHAPHUTE JIEKAPCTBEHU
IPOAYKTH C€ IMyCKAT 3a Mpojax0a, KBamHu QUIIMPAHOTO JIAIE YIOCTOBEPSBA B PETUCTHP
UJIM €KBUBAJICHTEH JIOKYMEHT 3a Ta3u 1€Jl, Y€ BCSAKa MPOU3BOACTBEHA NapTUIa OTroBaps
Ha pasnopenduTe Ha HACTOSIMS WICH; MOCOYEHHUSAT PETUCTBP WU CKBUBAJICHTHHUST
JOKYMEHT C€ aKTyaJlu3upa IpU U3BBpIIBAHE HA ONEpalliy U OCTaBa Ha Pa3MoJIOKEHUE Ha
MPEICTaBUTEIUTE Ha KOMIETEHTHUS OpraH 3a MepHoja, ONpeaeieH B pa3lnopenonTe Ha
J'bpKaBaTa-4JIeHKa, , U, BbB BCEKU CIIydaid, IOHE 3a MET rOJIMHMU.

Ynen 56

Jlbp:KaBuTe-wIEHKW TapaHTUpaT, 4Ye 3aJAb/DKEHUSITa Ha KBAJTUQUUHMpPAHUTE JIHLA,
MOCOYEHU B WJIeH 52, ce U3MBIHABAT Ype3 ChOTBETHH aJIMUHHUCTPATUBHU MEPKH HJIH KaTO
ce MOCTaBSIT TE€3U JIMIIA JIa MOAJIeKAT Ha MPO(ECHOHATHUS KOJIEKC 3a TIOBEJICHHE.

I[’Bp)KaBPITe-‘IJICHKI/I Morar aa npCABudaT BpEMCHHO OTCTpaHsABAHC HAa TAKOBa JIUIIC IIPU
3allo4YBaHC Ha AAMHUHUCTPATUBHU WM AUCHUIIJIMHAPHW IIPOU3BOACTBA CpClly HErO,

nmopaau HEUII'bJIHCHUE Ha CBOUTEC 3aIbJIXKCHHU .

Ynen 57
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PasmopenOure Ha HaAcTOSIMS A1 C€ NpUJAraT 3a XOMEOINATHYHH BETEPUHAPHU
JIEKapCTBEHU MPOJIYKTH.

IV
ETUKETUPAHE UJINCTOBKA B OITAKOBKA
Ynen 58

1. Cnennara mHpopMaIus, KOATO € B CHOTBETCTBHE C MPEIOCTABEHUTE JaHHU H
JIOKYMEHTH, ChINIaCHO uieHoBe 12 u 13, maparpad 1, u e ogoOpeHa OT KOMIIETEHTHUTE
OpraHu, Ce TMOCTaBsl C YETIUBU OYKBH BBPXYy OMAKOBKHTE W BBHIIHUTE OMAKOBKH Ha
JIEKApPCTBEHUTE MPOIYKTH :

a) HauMeHoBaHMe Ha BeTEpUHAPHUS JIEKAPCTBEH MPOAYKT, KOETO MOXE /1a € ThPrOBCKO
HAaMMEHOBAHUE WJIM HEMAaTEHTHO HaMMEHOBaHHE, MPHUAPYKEHO OT ThProBCKa Mapka
WIM MME Ha IPOU3BOJUTENS, UJIM HAYYHO UMe UM (dopMmyna, ¢ WU 0e3 ThproBCcKa
Mapka, WJIM UMETO Ha MPOU3BOUTENS.

KoraTo cneunanHoTo HaMMEHOBaHUE HA JIEKAPCTBEH MPOJYKT, ChAbpIKAILl CAMO €/IHA
aKTHBHA CyOCTaHIIWs, € THPrOBCKO HAMMECHOBAaHWE, TOBAa HAaMMEHOBAHHE TPSIOBa 1a
Oblle MOPUAPYKEHO C YeTIuBU OyKBH OT MEXKIYHApOAHOTO HEMATEHTHO
HauMEHOBaHue, npenopbyaHo oT CBeToBHATA 3JpaBHA OpraHM3allMs, KOTaTo TaKOBa
HaUMEHOBaHUE CHIIECTBYBA MJIM, KOTAaTO HE CHIIECTBYBA TAaKOBA HAaMMEHOBAHHUE, OT
0OMKHOBEHOTO HETIATEHTHO HAMEHOBAHUE;

0) 3asBiieHME 32 AKTUBHHUTE CYOCTAHIIUM, M3PA3e€HU KAYECTBEHO M KOJMYECTBEHO 3a
€IMHHUIIA 1032 WU ChIVIACHO (hopMaTa Ha MPEANHMCBAHE 3a ONPEICIICHUs 00eM HITH
TCIJ10, KaTo Cce n31o0Ji3Bart MCKAYHAPOAHUTC HCIIAaTCHTHU HaMMCHOBAaHMU I,
npenopb4aH OT CseroBHaTra 3IpaBHA OpraHu3alnus, KoraTo TakKiBa HAaMMCHOBaHUA
CBINECTBYBAT WJIM, KOTaTO HE CBHIICCTBYBAT TAaKWBA HAWMMEHOBAHUS, OOWYAWHHUTE
HCIIAaTCHTHU HAMMCHOBAHU A,

B) [lapTiaen HoMep Ha TPOU3BOTUTEIIS,

r) Homep Ha pa3penmMTeHOTO 3a TyCKaHe Ha I1a3apa;

n) ViMe unum THProBCKO MME U TOCTOSHEH aJpec WM CENalHINe Ha JCWHOCTTa Ha
MPUTEXKATENSI Ha Pa3pellMTeTHOTO 3a MMyCKaHe Ha Ma3apa U Ha IPOU3BOIUTENS, ako ca

pa3IuYHH;

e) BunoBere UBOTHU, 32 KOUTO € MpeIHA3HAYEH BETEPUHAPHUS JIEKAPCTBEH MPOAYKT;
METOIBT U II'BTS HA MIPEANMCBAHE HAYUH HA MPUIIaraHe;

x) KapeHTHuST mepuon, Aopu ako € HYJEB, B Cliydail Ha BETEpUHAPHU JIEKAPCTBEHU
MPOAYKTH, IPEANUCBAHU HA )KUBOTHU, KOUTO HE MPOU3BEKIAT XPaHa;
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3) Kpaii Ha cpoka Ha TOTHOCT, Ha SICEH €3UK;
n) CrienyanHy npeana3sHul MEpKU IIpU ChbXpaHEHUE, aKo MMa TaKUBa;

I>’I) CHCI_II/IaJ'IHI/I NpeAnnasHu MCPKU 3a HU3XBBPJIAHC Ha HCUIIIOJI3BAHHUTC JICKAPCTBCHU
MMPOAYKTH UJIM OTIIAAHUTE MATCpHUaJIU OT JICKAPCTBCHUTC PO AYKTH, aKO UMa TAKHMBA,

K) JlanHu, kouto TpsiOBa na ObAAT OTOEINA3aHU, CHIVIACHO wieH 26, naparpa¢ 1, ako uma
TaKHUBa,;

1) dymurte ,.3a ieueHue caMo Ha >KUBOTHH .

2. ®dapmaneBTiuHaTa QopMa M CHABPKAHHETO MO Terio, obeM uiau Opoil Ha
eMHUIM-T03H, TPSOBA J1a ca MOKa3aH! caMO Ha BHHIIHATA OMAaKOBKA.

3. Pasnopenoute Ha wact 1 A Ha Ilpmnoxenwe |, HOKOJKOTO Ce€ OTHACAT 10
Ka4eCTBEHUSI W KOJIMUECTBEH CHCTAaB HA BETEPUHAPHUTE JICKAPCTBEHU MPOIYKTH IO
OTHOIICHNE Ha AKTHBHUTE CYOCTAaHIIMH, CE€ TpUjaraT KbM JaHHUTE, MPEIBHUICHA B
naparpa¢ 1, 6yxsa 0).

4, Jannaute, mocoyeHu B maparpad 1, OykBu €) — J1) ce mocoyBaT BbpPXy BBHHIIHATA
OMaKOBKA M BBHPXY OMAKOBKAaTa Ha JIEKAPCTBEHUTE MPOJIYKTH Ha €3MKa UIIM E€3UIUTE Ha
JbpKaBaTa, B KOATO Ce MyCKaT Ha ma3apa.

Ynen 59
1. [To oTHOIIEHWE HA aMITyJiK, JaHHUTE, H30POCHU B ITbPBUsI Maparpad Ha dieH 58,

naparpa¢ 1, ce mocouBar Ha BBHIIHATA OMAKOBKA. BBpXy OMakOBKUTE, BCE MakK, ca
HEOOXOOUMH CaMO CIEIHHUTE JAHHU:

HalMEHOBaHNE Ha BETEPUHAPHHUSI JIEKAPCTBEH IPOIYKT,

- KOJIMYCCTBO aKTUBHHU CY60TaHI_II/II/I,

Ha4YWH Ha MpearcBaHe(IIpuiarane),

MmapTuCH HOMEP Ha MPONU3BOJUTECIIA,

CPOK Ha TOJHOCT,
- TyMUTE ,,3a JICYEHHE CaMO Ha KUBOTHHU .
2. [lo oTHOIIEHME HAa MAJKM OMAKOBKH C €AMHUYHHU J03H, KOUTO HE Ca amIyiu,

BBPXY KOUTO € HEBB3MOXKHO Ja ce I[ocouyaT JaHHUTE, IocouyeHu B maparpad 1,
M3MCKBaHUATA Ha wieH 58, maparpadu 1, 2 u 3 ce mpuiiaraT camo 3a BbHIIIHATa OMTaKOBKA.
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JlanHUTE, TTOCOYEHM B TpeTUs W ImecTus ab3amm Ha maparpad 1, ce mocouBaT Ha
BBHIIHATa ONAKOBKA M Ha OIMAKOBKAaTa HAa JIEKAPCTBEHU MPOJYKTU Ha €3UKa WU €3ULINTE
Ha JbpKaBaTa, B KOSATO C€ MYyCKaT Ha masapa.

Ynen 60

Koraro HsMa BBHIIHA OIIaKOBKa, BCUYKH JaHHH, KOMTO CJI€JBa Ja 6’B,HaT IIOCOYCHU Ha
Ta3n OIIaKOBKA, ChITIACHO YJICHOBC 58u 59, CC IIOCTABAT Ha OIIaKOBKaTa.

Ynen 61

1. IlocraBsHEeTO Ha JMCTOBKA B OIAKOBKATa HA BETEPHHAPHUTE JIEKAPCTBEHHU
NPOIYKTH € 3aJBJDKUTENHO, OCBEH ako Isiata wHGOpMalus, W3MCKaHa B HACTOSLMS
4JieH, MOXe Ja ObJie MOCTaBeHa Ha OMaKOBKaTa M Ha BBHINHATA OMakoBKa. J[bpkaBute-
YIEHKU B3€MAaT ChOTBETHU MEPKH, 32 J1a TApaHTHPAT, Y€ JIMCTOBKATa C€ OTHACA CaMmo 3a
BETEpUHAPHUS JIEKAPCTBEH NPOIYKT, B KOHUTO € mnocTaBeHa. JlucroBkara e Ha
oUIIaTHUS €3UK WIJIM €3HIM Ha AbpKaBaTa-wieHKa, B KOSTO Ce MPOAaBa JIEKApCTBEHUS
MPOAYKT.

2. JlucToBkara ChIbpKA HaW-MaJIKO cjenHarta WHQopMaius, KOsITO TpsiOBa J1a
OTrOBOpA HAa JAHHUTE M JIOKyMEHTUTE NPEACTaBEHU, ChbINIACHO wieHoBe 12 u 13,
naparpad 1, u ga 6bp1e 0700peHa OT KOMIIETEHTHUTE OPTaHHU:

a) UME WKW TBPITOBCKHU HMMC U IIOCTOAHCH aJpeC HJIM CCAAIUIIC Ha ﬂeﬁHOCTTa Ha
MMPUTCIKATECII Ha Pa3spCIIMTCIIHO 3a ITYCKAHC Ha MMa3apa U Ha IMPOU3BOAUTCIIA, aKO Ca

pa3Iu4HU;

0) HauMEHOBaHHE Ha BETEPHHAPHHUS JICKAPCTBEH MPOJAYKT U 3asBJICHHE 3a HETOBUTE
AaKTUBHM CYOCTAHIIMU, U3PAa3€HU KAUECTBEHO U KOJUYECTBEHO;

MG)KI[YHapOI[HI/ITe HCIIATCHTHU HAWUMCHOBAHHWA, MNOPCIOPBUYAHU OT CperoBHATa
3JIpaBHA OopraHu3anus, C€ U3I0JI3BAT KOTaTO CHIICCTBYBAT,

B) TCPAIICBTUYHHA IMOKA3aHH A,

T) IPOTUBOIIOKa3aHUs U HEXENIaHU PEaKINH, JOKOJIKOTO T€3U JaHHU ca HEOOXOAUMH PH
yroTpebara Ha BeTepHHAPHHUS JIEKAPCTBEH MPOJIYKT;

I[) BHUIOBCTC JXUBOTHH, 3a KOUTO € MPCAHA3HAYCH BCTCPUHAPHUS JICKAPCTBCH IMPOIAYKT,
AO3UPOBKATa 3a BCCKU BHU A, MCTOAAa U HAYWMHA Ha MpUjIaraiHc U CbBCT 3a IMMpaB UJIIHOTO

npujiaraie, ako € Heo0Xo IMMo;

€) KapeHTEH NEepHoJ, IOpU KOTaTo € HYJIEB, B CIy4yauTe Ha BETCPUHAPHU JIEKAPCTBEHU
MPOJYKTH, IPEANUCBAHU Ha JKUBOTHHU, KOUTO MPOU3BEKIAT XpaHa;
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) CIICIUATHY MPE/a3Hi MEPKH 3a ChXpaHEHUE, aKO UMa TaKWBa,;
3) JaHHU, HEOOXUIAUMH Ja ObJaT MOCOYEHH, ChINIACHO wWieH 26, maparpad 1, ako uma
TaKUBa;

M) CIelUalHu MpeAna3Hu MEpKH 3a H3XBBPJSHE Ha HEU3NOJI3BAHUTE JIEKAPCTBEHU
MPOIYKTH WUITU OTIAIHUTE MaTEepHai OT JIEKAPCTBEHUTE MPOAYKTH, KO UMa TaKUBA.

3. Januute, mocoyeHu B maparpad 2, ca Ha €3UKa WJIM €3UIIUTEe Ha Jbp)KaBara, B
KOSITO MPOAYKTHT € MycHAT Ha na3zapa. [pyrata undopmarus cieaBa ia € CHO OTAelIeHa
OT TE3H JIaHHU.

Ynen 62

Koraro pa3n0pen6HTe Ha TO3U 41 HE CC CIla3BaT U O(I)I/II_II/IaJ'IHOTO OpeaAynpeIKACHUC,
OTHPAaBCHO N0 CBOTBCTHOTO JIMIIEC, € OCTAHAJIO oe3 pe3yinTaT, KOMIICTCHTHUTC OPraHu Ha
ABPKABUTC-YJICHKU MOraT BPEMCHHO Oa MPCEKPATAT WKW OTHEMAT Pa3spCIIMTCIIHOTO 3a
ITYCKaHC Ha I1a3apa.

Ynen 63

W3uckBanmsTa Ha [ObpKABUTE-WICHKA OTHOCHO YCJIOBUATa 3a CHaOIsiBaHe Ha
HAaCeJICHUETO, OTOCIIS3BAHETO Ha IICHUTE BBPXY JIE€ KAPCTBEHU MPOAYKTH 32 BETEpHHApHA
yrnoTpeba U mpaBaTa Ha HHAYCTPHAIIHA COOCTBEHOCT, HE CE€ 3acAraT OT pa3nopenduTte Ha
TO3H JISIL.

Ynen 64

1. be3 nma ce 3acsra maparpad 2, XOMEONaTHYHWUTE BETEPUHAPHHU JIEKAPCTBEHU
IPOIYKTH C€ €TUKETHUPAT CHIVIACHO pa3lopeOUTe HA TO3U JsUT M UACHTH(HUIINPAT, 4pe3
IMOCTaBsIHC BBPXY CTUKCTUTC MM, B SCHO 4YCTJIMB BHA, Ha AYMUTC ,,XOMCOIIATUYCH
JIEKapCTBEH MPOAYKT 3a BETEpUHApPHA yroTpeda”.

2. B nombnHeHWe KbM SICHOTO OOO3HAauY€HHE Ha JAYMUTE ,.XOMEOIATHYEH
BETEPUHAPCH JICKAPCTBEH TIPOAYKT ©O€3 JOKAa3aHH TEPaneBTHYHH ITOKa3aHUS
E€THUKETUPAHETO U, MPU HEOOXOJUMOCT, JIMCTOBKATA 32 XOMEOINATHYHUTE BETCPHUHAPHH
JEKapCTBEHU MPOJIYKTH, MOCOYeHW B wieH 17, maparpad 1, chappkaT ciemHara u
HUKaKBa Jpyra WH GopMarus:

- HAYYHO HAMMCHOBAHMC Ha IIOKa HMJIM HMIOKOBETC, CICABAHO OT CTCIICH Ha pa3pCiKIAaHc,
KaTo C€ U3MoJI3BaT CHMBOJIMTC Ha (bapMaKOHCHTa, M3M0JI3BaHU B CbOTBETCTBUEC C YJICH

1, Touka 8§,

- MME WM aJpec Ha NpPUTEeXKATelss Ha pa3pellMTE]HO 3a IycKaHe Ha Tasapa W, Ipu
HEOO0XOAMMOCT, Ha MPOU3BOAUTEIS,

- MCTOJ 3a IIprujaraie u, axko € HCO6XO,I[I/IMO, Ha4uH,
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- CPOK Ha TOJHOCT, B SICHU CPOKOBE (Mecell, TOANHA),
- ¢apmanieBTHYHA Popma,

- ChIIbP’KaHHE HA THPTOBCKUS BU/I,

--- CHELMAIHU MPENa3HA MEPKHU 3a ChXpaHEHUE, ako UMa,

--- TIPULIEITHU BUJIOBE,

--- CTIIENHAITHO MPEAYINPEKACHUE 32 JICKAPCTBEHUS MTPOAYKT, aKO € HE00 XOIMMO,
--- IApTUJEH HOMEP Ha IPOU3BOIUTEIS,

--- PETUCTPALIMOHEH HOMED.

TSI VI

HNPUTEXABAHE, IUCTPUBYLIUA HA EI1PO U ITPOJA’XKBA B AIITEKUTE
HA BETEPUHAPHU JIEKAPCTBEHHU ITPOAYKTHU

Ynen 65

1. JbpkaBUTE-YICHKM B3€MaT BCUYKH HEOOXOJMMH MEpPKH, 3a Jla TapaHTUpaT, 4e
TUcTpuOynusaTa Ha eApo Ha BEeTepUHApHU JIEKAPCTBEHHM MPOAYKTH TOJJICKHM Ha
NpUTEKABaHE Ha pa3pelMTENIHO W Jla TapaHTUpaT, 4€ BPEMETO, HEOOXOAMMO TIO
Ipolielypara 3a W3/1aBaHe Ha TaKOBa pa3pellMTENHO He npeBuInasa 90 1HU OT gaTtara, Ha
KOSITO KOMITIETEHTHHST OPTaH MOJIY4d 3asBJICHHUETO.

JIbprkaBUTE-YICHKHA MOTaT Ja U3KITI0YaT CHaOAIBaHETO HA €IMH THPToBell Ha JpeOHO OT
JpyT ¢ MaJKd KOJMYECTBA BETEPUHAPHH JICKAPCTBEHU MPOAYKTH, OT MPHIOKHOTO IMOJe
Ha OTpeeTICHUETO 3a JUCTPUOYITUS Ha elIpo.

2. 3a Aa mony4H pa3pelmTeNHO 32 AUCTPUOYLIHS, KaHAUAATHT TPsOBa Ja pasmoiara
C TEXHUYECKM KOMIIETEHTEH NEPCOHAT W TMOJAXOAAINM W JOCTaThUYHU ITOMEIICHUS,
OTTOBApsIM HAa M3WCKBAHUSTA, YCTAHOBEHHM B CHOTBETHATA IbpiKaBaTa-djeHKa, 3a
ChXpaHEHHUeTo U paboTara ¢ BeTEpUHAPHHU JIEKAPCTBEHH TPOTYKTH.

3. Ot mpuTexaTenss Ha pa3pelmMTeTHOTO 3a MUCTPUOYIHS ce€ M3UCKBA Ja BOJU
noapoOHu 3amucu. CreqHaTa MUHUMaTHA WHQOpPMAIUs Ce 3alKcBa 3a BCSKAa BIM3AIlA
VJIM M3JIU3ala CICIIKA:

a) jara;

6) TOYHA UICHTUYHOCT Ha BETCPUHAPHU A JICKAPCTBCH IIPOAYKT,
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B) HOMEp Ha MPOU3BOJICTBEHATA APTUIA, CPOK HA TOJHOCT;

T) MOMyYEHO WJIA JOCTAaBEHO KOJTUYECTBO;

1) UME M aJIpecC Ha JOCTAaBUYMKA WJIH TTOJTy4aTelIs;

[Tone BemHBX TOAMIIHO CE€ U3BBPIIBA MOJAPOOEH OIUT U CE€ CPAaBHSBAT BXOIALIMTE U
U3XOJSIIM JICKAPCTBEHUW KOJIMYECTBA C HAJIMYHUTE HA CKIAJ, KAaTO CE€ OTOeNs3BaT

BCAKaKBH HCCHOTBCTCTBUA.

Te3n JOKYMEHTH TpH6Ba Ja Ca Ha PpasloJIOKCHUE Ha KOMIICTCHTHHTC OpraHu 3a
IMpOBCPKa, 3a ICPUOA OT ITOHC TPHU TOANHU.

4. JbpxaBUTE-wIEHKH B3eMaT BCUYKM HEOOXOAMMH MEpKH, 3a Ja rapaHTUpar, ue
TBHPTOBIIUTE Ha €po CHAOAsIBAT C BETEpPUHAPHU JICKAPCTBEHU MPOIYKTH CaMmo JIMIa, Ha
KOMTO € pa3pellieHo Jia u3BbpIIBaAT JEHHOCT Ha ApeOHO, B CbOTBETCTBUE C WiEH 66, nim
JPYTH JIMLA, HA KOUTO € 3aKOHHO Pa3pelieHo Jia MolydaBaT BETEPHUHAPHU JIEKApPCTBEHU
HPOAYKTU OT ThPrOBIIM HA €IIPO.

Ynen 66
1. JbpxkaBUTe-4ICHKH B3eMaT BCHYKA HEOOXOIMMH MEpPKU 3a TapaHTUpaHe, 4e
CHaOIIIBAaHETO HAa THPIOBLMUTE Ha JApeOHO C BETEPUHAPHU JIEKAPCTBEHH MPOIYKTU CE
U3BBPIIBA OT JIMIAa, HA KOUTO € pa3pelicHO Ja U3BBPIIBAT TakaBa JCHHOCT, OT
3aKOHO/IaTEJICTBOTO HAa ChOTBETHATA JIbP)KaBa-UJICHKA.
2. Ot BcsKO JHUIle, HA KOETO chIIacHO maparpad 1 e paspemeHo aa mpojaaBa
BETEPUHAPHU JICKAPCTBEHH MPOJIYKTH, C€ M3MCKBA Ja BOIU MOAPOOHU 3amicu. CrieHara
uHQopMaIIus Clie[Ba J1a Ce 3aMrcBa 3a BCAKA BXOSIIA U U3XO0 ISIIA CICTKA
a) JaTa;
0) TOYHa UACHTUYHOCT Ha BETEPUHAPHHUS JICKAPCTBEH MPOIYKT;
B) IPOM3BOJICTBEH NAPTHJICH HOMED;
T) MOMYyYEHO WJIA JOCTAaBEHO KOJIUYECTBO;

1) UME M aJIpec Ha JOCTAaBUMKA WJIH TIOJTy4aTels;

€) KBJIETO € YMECTHO, UME U a/IpeC Ha BETEPUHAPHUS JIEKAP, U3ANT PEIeNTaTa U KOMUE OT
penenTara.

Ilone BegHBXK rogumHoO C€ IIpaBU noz[p06eH OJHUT, KaTo BJIC3JIUTC H H3JIC3IIHUTC

BCTCPUHAPHU JICKAPCTBCHU IMPOAYKTHU CC€ CBITIACYBAT C HAJIMYHHUTEC Ha CKIIA[J MPOAYKTH,
KaTO BCAKO HECHOTBCTCTBHEC CC 3allMCBa.
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Te3u 3anmcu CJICBA Jia Ca Ha PasloOJIOKCHUEC HAa KOMIICTCHTHUTC OpPTraHHW 3a IIPOBEpPKa 3a
nepuog OoT Tpu rogAuHH.

3. JbpkaBUTE-4JICHKA MOTaT Jla OrpaHudYaT Opos Ha MOJPOOHHUTE M3UCKBAHHS 3a
JTOKYMEHTHpaHe, TocoyeHu B maparpad 2. Ot apyra cTpaHa, TE3UW W3MCKBaHUS ClellBa
BUHArd Ja C¢ MpHUjarar 3a BETCPUHAPHH JICKAPCTBEHH MPOIYKTH, MPEAHA3HAUYCHH 32
NPEIITUCBaHe Ha )KUBOTHHU, OT KOUTO C€ MPOU3BEXKIA XpaHa M KOUTO CE€ MU3IHCBAT CAMO
0 BETEpUHApHA pelenTa, WM MO OTHOIICHHWEe, Ha KOUTO TpsiOBa Ja ce chOIogaBa
KapeHTHHS ITEPUO/I.

4. He no-xbcHO ot 1 anyapu 1992 r., nppkaBuTe-uieHKH npeaasaTr Ha Komucusra
CIUCBHK Ha BETEPUHAPHUTE JIEKAPCTBEHU MPOJIYKTH, 3a KOUTO HE € HEOOX0AM Ma pellenTa.

Crnen B3emaHe TOJ BHMMaHWe Ha MHQOpMauaTa OT JbpXKaBUTe-wieHKH, Komucusra
MIpOYYBa JAJH CIEBa Ja CE MPEII0kKaT MOAXOMSIM MEPKH 32 ChCTABSHE HA CIUCBK Ha
OO6umocTTa 32 TAKUBA JIEKAPCTBEHU MPOAYKTH.

Ynen 67

be3 na ce 3acarar mo-crporute npasuiia Ha OOMHOCTTa WJIM HAIlMOHATHUTE IpaBuIa,
CBBpP3aHU C MpoJakdaTa B alTeKUTe HA BETCPUHAPHU JICKAPCTBEHH HPOAYKTH U 32
Ola3BaHEe 3/IpaBETO Ha XOopaTa M KUBOTHHUTE, CJEIBa Jla C€ HM3UCKBA pelernTa Mpu
npojaxk0a Ha TpaXIaHUTE Ha CIICTHUTE BETEPUHAPHU JICKAPCTBEHU MPOIYKTH;

a) TC3U MPOAYKTH, IMOMJICIKAIIIN HA O(pI/II_[I/IaJ'IHI/I OrpaHUYCHUA 3a CHa6II}IBaHC u yTIOTpC6a,
KaTo:

- OIrpaHu4CHHA, MTPOU3TUYAIlM OT TIMpujlaraHe Ha CHBOTBCTHUTC KOHBCHIMHW Ha
OpraHI/ISaHI/IFITa Ha O6CHI/IHCHI/ITC Hallyukd 3a HAPKOTUYHU W I[ICHUXOTPOITHU

BCHIICCTBA,

- OrpaHUyYeHus 3a ynoTpeda Ha BETepUHAPHU JICKAPCTBEHU MPOIYKTH, IPOU3THYALL
oT npaBoTo Ha OOUHOCTTA;

0) Te3u MPOJIYKTH IO OTHOIIICHWE, HA KOUTO TPsOBa Ja ce B3eMaT CICHUMAHH MPEAra3Hu
MEpKU OT BETEpUHAPHUS JIeKap, 3a J]a ce MPEeIOTBPATU HEHYKEH PHCK 3a:

- IPULCITHUTE BUOOBE,

JILETO, PEIMUCBAIIO TPOAYKTHUTE HA ) KUBOTHOTO,

nOoTpeOuTEIIs Ha XPAHUTEIHU TPOAYKTH, ITOJIY4EHHU OT TPETUPAHOTO )KUBOTHO,

OKOJIHAaTa Cpela,
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B) T€3U NPOAYKTH, IPEIHA3HAYEHH 3a TPETUPAHE UJIM I1aTOJIOTUYHU MIPOLECH, N3HCKBAIL
TOYHA TMpeJBapUTeHa TUArHOCTHKA WM ynoTpedara, Ha KOUTO MOXE Jia MPUYMHU
epeKkTH, KOUTO TpedaT WJIM BIMSIAT Ha I[OCNeABallaTa JUArHOCTHKAa WIU
TE€paneBTUYHA MEPKU;

F) (I)OpMyJ'II/I, HU3rOTBCHU IIO PCUCIITA OT JICKAp, NPCAHA3HAYCHU 3a )KUBOTHH.

B nmomenHeHue, penenrta ciuenBa Ja ce W3MCKBA 3a HOBH BETEPUHAPHHU JICKAPCTBEHH
NPOJIYKTH, CHABPKAINM aKTHUBHA CYOCTAaHIIMS, KOATO € pas3pelieHa 3a yrnoTpeda BbHB
BETCPUHAPHHU JICKAPCTBEHH MPOIYKTH OT IMO-MAJIKO OT IET TOJUHH, OCBEH aKo, KaTo ce
uMa TpeaBu] MHQPOpMAIMATA W JAHHUTE NPEAOCTABCHH OT 3asBUTENS, WIH OIUTA,
OPUAOOUT OT MPAKTUUYECKOTO W3MON3BAaHE Ha BETEPUHAPHHUS JIEKAPCTBEH MPOJIYKT,
KOMITCTCHTHHTE OPTaHU HE ca yOeIeHU, Y€ HUKOH OT KPUTEPHUUTE, ITOCOYCHU B maparpad
1, OykBU a) — T), HE € MPHUIOKHUM.

Ynen 68

1. JbpkaBUTE-UICHKA B3€MaT BCUYKH HEOOXOJMMM MEpPKH, 3a J1a TapaHTUPAT, 4e
camMO JMIjaTa, VYIBIHOMOIIEHHM CBIVIACHO TSAXHOTO JIEHCTBAIO0  HAlMOHAJIHO
3aKOHOJATEJICTBO, MPUTEXKABAT UM UMAT MOJ CBOM KOHTPOJ BETEPUHAPHU JIEKAPCTBEHU
NPOAYKTH WJIM CYOCTaHIIMM, KOMTO MOTaT Ja OBJaT W3MONI3BAaHM KAaTO BETCPHHAPHU
JeKapCTBEHU  MPOIYKTH, C  aHAOONHHM, AaHTUMHQEKIUO3HU,  AaHTUIIAPA3UTHH,
AQHTUBB3MAIUTEIHN, XOPMOHAIHU WJIM TICUXOTPOITHU CBOWCTBA.

2. JIbpKaBUTE-WICHKHA INOJABPKAT PETUCTBP HA MPOU3BOAUTEINTE U THPrOBLIUTE,
Ha KOMTO € pa3pelleHO Ja MPHUTEeKaBaT aKTUBHM CYOCTaHIIMU, KOUTO Morar jaa ObaaT
W3MO0JI3BAaHU B IIPOM3BOJCTBOTO HA BETEPUHAPHU JIEKAPCTBEHM IIPOJIYKTH, HMAaIlH
KauecTBara, IOCOYeHHU B maparpad 1.

Te3u numa, TpsiOBa Aa BOAST MOAPOOHU 3alMCH 32 BCUYKHA CHCIKHA, CBBP3aHU CHC
CcyOCTaHIIUM, KOUTO MOTaT Ja ObJaT U3MOI3BaHU MPHU MPOU3BOJCTBOTO HA BETEPUHAPHH
JIEKApCTBEHU MPOAYKTU U Ja Ma3sT TE€3U 3alUCH 3a MIPOBEPKA OT KOMIIETEHTHUTE OpTaHU
3a MepuoJ] OT IMTOHE TPH TOAHMHH.

3. Benuku mpoMeHH, KOMTO ciie/iBa Ja €€ HalpaBAT B CIUCHhKA HAa CYOCTaHIMHUTE,
nmocodeHu B maparpad 1, ce mpuemMaT ChINIACHO MpolieaypaTa, MpeaBuacHa B WieH 89,

naparpag 2.
Ynen 69

JIbpKaBUTE-WIEHKW TapaHTUpPAT, Y€ MPUTEKATENIUTE WM TIIEJauyuTe Ha XUBOTHHU, OT
KOUTO c€ TMPOM3BEXJa XpaHa, MOTraT Ja IpPeJCTaBAT J0Ka3aTelICcTBa 3a IOKYIKAra,
MIPUTEKABAHETO U MIPEANMCBAHETO HA BETEPUHAPHU JIEKAPCTBEHU IIPOIYKTH, ChIbpKALM
CyOCTaHLIMHMTE, ONpEACICHH B UICH 068; Ibp)KaBUTE-WICHKA MOTaT Ja pa3IMpsT
IPUJIOKHOTO II0JIE Ha TOBAa 3aJb/DKEHHE M 3@ JAPYTM BETEpUHAPHHU JIEKAPCTBEHU
MPOYKTH.
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HO-CHGI_II/IaJlHO, ABPIKABUTC-YWICHKM MOTAaT Ja U3UCKAT HAJIMYUC Ha 3allMCH, CbAbpiKa Il
TOHE cleaHaTa HHPOpMaIus:

a) Jara;
0) HauMEHOBaHNE Ha BETCPUHAPHUS JICKAPCTBEH MPOJIYKT;
B) KOJINYECTBO;
T) IME | aJpec Ha JOCTaBYHMKa Ha JICKAP CTBCHUS TPOYKT;
1) UACHTU(UKALIMS Ha TPETUPAHUTE KUBOTHH.

Ynen 70

HezaBucumo ot wieHoBe 9 m 67, nbppkaBUTE-WICHKHM TapaHTUPAT, Y€ BETCPUHAPHUTE
JeKapy, IPeJOCTaBsALM YCIYrd B Apyra Abp:KaBa-dJeHKa, MOraT Jia B3eMaT cbC cee Cu U
INpEANUIIAT Ha XUBOTHU MAJIKU KOJMYECTBA, HEHAJBUILABAL THEBHUTE HYXKIH, OT
MpeABAapUTETHO TPUTOTBEHM BETEPUHAPHU JIEYEOHM MPOAYKTH, pPAa3IUUYHU  OT
MMYHOJIOTUYHUTE BETEPUHAPHU JIEKAPCTBEHU IPOLYKTH, KOUTO HE Ca pa3pelicHu 3a
ynorpeba B Abp)KaBaTa-wIEHKAa, B KOSTO CE€ MPEIOCTaBAT YCIYrHTe (HapudaHa IIo-
HaTaThK: A'bprKaBaTa-4IeHKa JJOMaKuH), CTUTA J1a Ca U3I'bJIHEHU CIEAHUTE YCIOBUSL:

a) pa3pelMTEIHOTO 3a MMyCKaHe Ha Ma3apa Ha MPOIYKTa, PESIBUICHO B YWieHOBE 5, 7 1 §,
€ W3IaJCHO OT KOMIICTCGHTHUTE OpPraHW Ha JIbp)KaBaTa-wieHKa, KBIECTO ce €
YCTaHOBUJI BETCPUHAPHUSAT JICKap;

0) BETEepUHAPHUTE JICKAPCTBEHH MPOAYKTH CE€ TPAHCIOPTUPAT OT BETEPUHAPHHUS JIeKap B
OpUTHHAIHATA UM OMAKOBKa OT MPOU3BOIUTEIS;

B) BCTCPUHAPHUTC JICKAPCTBCHU TIPOAYKTHU, NPEAHA3ZHAYCHU 3a TIPCAINIMCBAHC Ha
JKUBOTHHU, OT KOUTO CC NPOU3BCIKIAA XpaHA, UMAT CbIMA KAYCCTBCH U KOJMYCCTBCH
CbCTaB IO OTHOHUICHHMEC Ha AKTUBHHTC CY60T3HHI/II/I, KaTo JICKAPpCTBCHUTC IIPOJAYKTH,
paspCiCcH B CbOTBCTCTBUEC C YJIICHOBC 5, 7n 8, B [IpyucMaliaTa IbpKaBaTa-4JICHKaA,

T') BETepUHAPHUAT JIeKap, PEeIOCTABSII YCIYTH B Jpyra IbpiKaBa-4ICHKA, CE 3all03HABA C
N00puTEe BETEpUHAPHU MPAKTHUKU, MPHJIAraHU B Ta3M JAbprKaBa-ujeHKa U TapaHTHpa,
Ye KApeHTHHST MEpHOi, MOCOYEH BBPXY ETHKETa Ha CHOTBETHHS BETEPUHAPEH
JIEKapCTBEH IMPOAYKT CE€ CIIa3Ba, OCBEH aKO OCHOBATEIHO CE€ OYaKBa TOHM Ja 3Hae, 4e
HO-BJIBI KAPEHTEH IMepHo]| cielBa aa ObJe OmpeleneH, 3a Ja OTroBaps Ha Te3u
100py BETEpUHAPHU MPAKTUKY;

J) BETEPUHAPHUAT JIEKAp HE MOXKE Jla JOCTaBs KAKbBTO M Ja OWJIO BeTEepHHApPEH
JICKApCTBEH MPOJYKT Ha COOCTBEHWKA WM TJiejaya Ha TPETUPAHUTE >KUBOTHU B
IbprKaBaTa-ujeHKa, JOMAaKWH, OCBEH ako TOBAa HE € JOMYCTUMO BB3 OCHOBA Ha
mpaBuiiaTa Ha JIbpKaBaTa-wWICHKA, IOMAKWH; B TO3U CIydail o0aue, TOW 10CTaBs caMo
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3a JKUBOTHHUTC, 34 KOUTO CC I'PUIKU U CaMO B MUHHUMAJIHU KOJIMYCCTBAa BETCPUHAPHUA
JICKApCTBEH IIPOAYKT, HCO6X0,ZII/IM 3a 3aBBpPHIBAHC Ha JICHCHUCTO HAa CHOTBCTHHUTC
JKHNBOTHH,

€) OT BEeTepUHApHHUA JIeKap C€ H3HCKBa Ja BOAM MOAPOOHU 3alKCH 3a JIEeKyBaHUTE

JKUBOTHHU, JUAr"Ho3dara, MHOPCANMACAHUTC BCTCPUHAPHU JICKAPCTBCHU [IMIPOAYKTH,
npeanucanara n03a, MPOABIDKUTCIHOCTTA HaA JICHCHUC W IPUIIOKCHUS KAPCHTCH
IEpUuoad. Te3u 3anucu CJI€ABa Ja ca Ha pasIloJIOKCHHUEC HAa KOMIICTCHTHUTE OpraHA Ha
AbpiKaBaTa-YICHKA JOMAKWH 3a ICPpUOJ OT IOHE TPU TOAUHU ;

)K) O6H_[OTO KOJIMYECTBO M raMaTa Ha BETCPUHAPHUTE JICKAPCTBCHU ITPOAYKTH, HOCCHU OT

BETEpUHAPHUS JIeKal, He TpsOBa Ja NpPEeBHIIABAT Te3U, KOMTO ca OOMKHOBEHO
He0o0X0/IMMH 3a THEBHUTE HYKIH Ha 100paTa BeTepUHapHa paKTHKa.

Ynen 71

[lpyn nurca Ha crHenMaTIHO 3aKoHOAATEeNCTBO Ha OONHOCTTa, OTHACAMIO CE [0
ynorpebaTa Ha HWMYHOJOTMYHU BETEPUHAPHU JICKAPCTBEHH NPOAYKTH 32
M3KOpEeHsIBaHE WM Oopba ¢ Oosect Mo >KMBOTHHUTE, Ibp)KaBaTa-wiCHKa MOXE, B
CHOTBETCTBHE C HAI[MOHAJTHOTO CH 3aKOHOJATENICTBO Ja 3a0paHH MPOU3BOJCTBOTO,
BHOCa, MpHUTEkKaBaHETo, NpoAaxdata, cHaOQsIBaHeTO W/MiIM ynorpebaTa Ha
UMYHOJIOTUYHU BETEPHHAPHU JICKAPCTBEHH IPOJIYKTH, HA IsUIaTa MM Ha YacT OT
CBOSATA TEPUTOPUSL, aKO YCTAHOBH, Ye:

NpeAaAIMCBaHCTO Ha IIPOAYKTa Ha KWUBOTHH IIC IIOINPEYHM Ha IpUJIaraHeTo Ha
HallMOHAJIHa IIporpamMa 3a JUAarHoCTHKa, 60p6a HJI1 U3KOPCHABAHC Ha OotecTH 1O
JKUBOTHUTC, WKW IIC CH3AaAC TPYAHOCTHU IIPpHU CepTI/I(l)I/IIII/IpaHeTO Ha OTCBCTBUECTO HaA
KOHTaMHUHaluA IIPpU XUBH XUBOTHH WM B XPAHHUTCIHU IPOAYKTH WK APYIH
IMPOAYKTH, TIOJTYYCHH OT TPCTUPAHUTC )KUBOTHHU,

0) Oorectra, cpelry KOATO MPOAYKTHT € MpeAHa3HaueH Ja CBh3AaJe HUMYHUTET, €

2.

H3YC3HAaJIa Ha MO-ToJiIMaTa OT BBIIPOCHATA TCPUTOPUSL.

KommierenTHHTE Oopranu B ABbPrKaBUTC-YJICHKU I/IH(l)OpMI/IpaT Komucusta 3a

BCHYKH CITy4aH, IIPU KOUTO CE MPUJIAaraT pasmnopenounTe Ha maparpad 1.

1.

JST VI
CUCTEMA 3A ®PAPMAKOJIOI'NMYHA B/IUTEJIHOCT
Ynen 72

JbpxkaBUTe-4wIEHKH B3€MaT BCHYKM HEOOXOAMMM MEpKU, 3a Jla CTUMYIUpPAT

JOKIIaABAHCTO HAa KOMIICTCHTHUTC OpraHW 3a NpCAojaraeMmu HCEXKCJIaHW PCAaKUVKU KbM
BCTCPHUHAPHU JICKAPCTBCHU ITPOAYKTHU.

3200110082 — IIIIP - pemakrupan



2. JbpKaBUTE-4I€HKM MOrar Ja Hajlo)KaT CHElUaJHU MW3UCKBAHUA HA
MpaKTUKyBallMTE BETEPUHAPHU JIEKApU U JPYTH 3JpaBHU pPaOOTHUIM, BHB BpPB3Ka C
JOKIIAIBAHETO Ha IPEANOJaraéMyu CEpUO3HU WM HEOYaKBAHW HEXKEIIAHW PEaKkUuu U
HE)KEJIaHU PEaKUHH IIPU XOpa, MO-CIENUAIHO KOraTo TaKOBa JOKIAJBAHE € YCIOBHUE 3a
pa3peMTENHO 3a IIyCKaHe Ha Ia3apa.

Ynen 73

3a §ma rapaHTHpa TPUEMAHETO Ha MOAXOMSAUM pPEeryaupany pelieHus, OTHOCHO
BETCPUHAPHUTE JICKAPCTBEHH MPOIYKTH, pa3pelneHr B OOIMHOCTTa, KATO MMa IPEIBH]
uHdopMaIUATa, MOJTy4eHA 3a MPEINojiaracMi HEXEJaHU PEaKkluu OT BETCPUHAPHUTE
JICKapCTBEHU MPOJIYKTH IPU HOPMAIHU YCIOBUS Ha YIOTpeda, Ibp KaBUTE-UICHKU
Chb3aBaT cucTemMa 3a (papMaKoJIOTHYHA OAWTENHOCT. Ta3um cUCTeMa ce HM3MO0J3Ba 3a
chOMpaHe Ha MmoJie3Ha HHpopMaIIHs TPH HAOIIOICHUETO Ha BETEPHHAPHUTE JIEKAPCTBCHH
NPOAYKTH, W TIO-CIEIUaTHO, HEONAarompHUsTHUTE pEaKUHu TpPH KABOTHH H XOpa,
CBBp3aHU C yrmoTpedaTa Ha BEeTepUHAPHH JICKAPCTBEHH MPOYKTH, M 32 HayYHa OI[eHKa Ha
Ta3u WH(opMarus.

Ta3u nHpopManus ce cpaBHsABA ¢ HAIMYHUTE JaHHU OT IpoJak0aTa 1 MpeAnucBaHeTo Ha
BETCPUHAPHU JIEKAPCTBEHHU IIPOLYKTH.

Ta3u cuctema chIO B3eMa 110J] BHUMAaHUE HaJMUHATa MHQOpMalus, CBbp3aHa ¢ JuIcara
Ha O4YakBaHaTa €(eKTUBHOCT, yIoTpebara HM3BBH PE3IOMETO C XAPAKTEPUCTUKUTE Ha
MPOJAYKTa, U3CIACABAHUS 32 BAJIUJHOCTTA HA KAPEHTHUS TMEPUOJ M HA MOTECHIIMATHUTE
npoOJieMrd Ha OKOJIHATa cpena, MPOU3THYAIlM OT ymoTpedara Ha MPOAYKTa, THIKYBAaHU
ChIMIACHO HacokuTe Ha KommcusTa, mocoueHu B wieH 77, maparpad 1, KoeTo Moxe 1a
OKa)K€ BJIMSTHUE BBPXY OLICHKATa HAa TEXHUTE TIOJI3H U PUCKOBE.

Ynen 74

[puTexatenaT Ha pa3peUMTEIHO 3a MyCKaHE Ha mMasapa ClieBa Ja MMa MOCTOSIHHO U
HEMPEKbCHATO HAa CBOE PA3MOJIOKCHHE MOAXOMSIIO KBAIU (PUITUpPAHO IMIlE, KOETO Ja
OTTOBaps 3a cUcTemMaTa 3a (JapMaKoJOTHYHA OJUTEITHOCT.

KBanuduuupanoTo jmiie € OTTOBOPHO 3a CIEIAHOTO:

a) Cb31aBaHCTO U YIPABJICHUCTO HA CUCTEMA, KOATO TapaHTHUPA, Y€ I/IH(I)OpMaI_II/I}ITa 3a
npeanojaracMum HCEXKCJIaHU PCeaKlMM, KOATO C€ JOKIaJgBa Ha CIYXHUTCIUTC B
KOMITIaHHATA, BKIIOUYUTEIHO HEWHUTE npeacTaBUuTEIIM, CC C’B6I/Ipa M CpaBHABA, 3a Ja
6’5}16 JOCTBITHA B IIOHC €AWH ITYHKT B OGIJ.[HOCTTa;

0) M3rOTBSHETO Ha JOKIAIUTE, TOCOYCHH B WiICH 75, 32 KOMIIETEHTHUTE OPTaHU, BBB BU]I,

KOHTO MOXe Jia ObJic YCTAaHOBEH OT TE€3U OpPraHH, B CHOTBETCTBUE C MPEIOPBHKUTE,
nocodeHu B wieH 77, maparpad 1;
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B) rapanTupa, 4e€ Ha BCsSKa MOJ0a Ha KOMIIETEHTHUTE OpPraHH 3a NpPEAOCTaBsHE Ha
JOMBbIHUTENHA HH(OpMaLHs, HEOOX0AUMa 3a OLIEHKA Ha IMOJI3UTE U PUCKOBETE OT
BETEpPUHAPEH JIEKapCTBEH TMPOJYKT, € OTTOBOPEHO WBJIHO U HM34epraresiHo,
BKITIOYUTEIIHO TMPEJOCTaBssHe Ha wHGoOpMarus 3a o0ema Ha MPOAAKOWTE WU
MPEANUCBAaHETO Ha ChOTBETHHUS BETEPUHAPEH JIEKAPCTBEH MPOIYKT;

) MpenocTaBsHE HAa KOMIETEHTHHTE OPraHM Ha BCsKakBa MHQOpMammus, CBBbp3aHa C
OLlEHKAaTa OT IOJI3UTE M PHUCKOBETE OT BETEPUHAPEH JIEKAPCTBEH IIPOJIYKT,
BKJIIOUYMTEIHO MOAXOMAsAld HHQOpManus 3a NpOydyBaHUS Ha HAOIIOAEHUS Clel
IIyCKAaHE Ha I1a3apa.

Ynen 75

1. OT mpuTexarenst Ha pa3pelMTeIIHO 3a MMyCKaHEe Ha Ia3apa ce U3UCKBA Jia BOJU
HOI[pO6HI/I 3allUCH 3a BCUYKU HCKCIJIAHU PCAaKI UK, Bb3HUKHAJIN B O6H.[HOCTT8. HJIK B TPETa
CTpaHa.

2. OT npuTexarels Ha pa3peIlMTENHO 32 TyCKaHEe Ha Ta3apa ce M3HMCKBa Jia 3alcBa
W JIOKIaaBa He3a0aBHO, BCHYKH IMPENNOJIaracMyd CEPHO3HHM HEXENaHW PEeaKud |
HEKEIIAaHW PEaKIMH NP XOpa, CBBP3aHH C YroTpebara Ha BETCPHHAPHU JICKAPCTBEHH
NPOAYKTH, 32 KOUTO OCHOBATEIHO CE€ Mperojara, yeé WMa IMO3HAHHS, WJIA KOUTO ca
JIOBEICHHU 0 HETOBOTO BHMMaHWE, HA KOMIIETCHTHUTE OPTaHU B AbpXKaBaTa-dieHKa, Ha
YHATO TEPUTOPHS € CTaHaJ WHIUACHTA, B HUKAKbB CIy4ail M0-KbCHO OT 15 KaJeHaapHH
JTHH OT TOJTy4aBaHe Ha MHPOPMALIHSITA.

3. [TputexarensaT Ha pa3pelMTENHO 3a IYCKaHE Ha Ia3apa ThPrOBUs rapaHTHpaA, ye
NpENANOoNaraéMUTe CEPUO3HU M HEOYAKBAHMTE HEXKENAaHU pPEaKUUM U HEXKEJTaHWTe
peaKkuuy MpH XOpa, MPOsBABALM CE HAa TEPUTOPHATAa Ha TPeTa CTpaHa, ce JOKIaJBaT
He3a0aBHO, CHIVIACHO MPETIOPBKUTE, TOCOYCHHU B WwieH 77, maparpad 1, u ca 10CTBIIHM 32
AreHuusTa W  KOMIIETEHTHHTE OpraHd B  JbpiKaBaTa(UTe)-wJl€HKau), KbJAETO
BETEPUHAPHUAT JICKAPCTBEH IMPOIYKT € pa3pellieH, B HUKAKbB Clydall MO-KbCHO OT 15
KaJICHJapHH JTHU OT IOJydaBaHe Ha MH(POpMAIIUATA.

4, B ciydaii Ha BeTepUHApHU JIEKAPCTBEHH MPOJIYKTH, PA3TIICKIAHN B MPH JIOKHOTO
nosie Ha JlupexruBa 87/22/ENO, unm KouTO ca OJarOmpHATCTBAHU OT IpoIeaypaTa 3a
B3aMMHO TMIpH3HaBaHe, crmopen wieHope 21, 22 u 32, maparpad 4 Ha Hacrosmara
JMPEKTHBA, U BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH, MJIM KOUTO ca OWJIM MpeaMeT Ha
npouenypure B wieHoBe 36, 37 m 38 Ha HacTos@aTa JUPEKTHUBA, MPUTEXKATEISAT Ha
pa3pelmTeIHOTO 3a MyCKaHe Ha Ia3apa Clie/iBa JOIBIHATEHO JIa TAPAHTHPA, Y€ BCUUKA
IpeAroiaraéMi CEPHO3HU HEXKENIAaHW pEeaKuud W HEXKENaHW peakluu Tpu  Xopa,
BB3HHMKBaIM B OOIHOCTTA, CE IOKIAABAT BB (OpMAT U B MHTEPBAJI, ChIIACYBAHH ChC
pedepeHTHATa AbpKaBa-4JICHKA, UM KOMIETCHTHHUS OpraH, TOCOYEH KaTto pedepeHTHa
JbpKaBa-4JieHKa, 10 TaKbB HA4YMH, Y€ Ja ObJAT JOCTHIIHHU 3a peepeHTHATa IbpiKaBa-
YIICHKA.
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5. OcBeH aKo HE ca YCTAaHOBEHU JIPYTM M3MCKBAHUS KaTO YCJIOBHS 3a M3JaBaHe Ha
pa3peImMTENIHO, 3aMMCH 32 BCUUKA HEXKETaHU PEAKINU Ce M3MpaliaT Ha KOMIETEHTHUTE
OpraHd BHB BHJ Ha MEPUOJUYEH aKTyallu3UpaH JOKIa] 3a 0e30MmacHOCT, He3a0aBHO MPHU
MOMCKBaHE, WJIM MEPUOJUYHO, KAKTO CJIEJ[BA: HA IIECT Mecela 3a IIbPBUTE JIBE TOAUHU
cliell pa3pelmMTeIHOTO, TOJUIIHO 3a CICABANMTE JIBE TOAWHU, U IO CBIIOTO BpeMe IpH
nbpBO mnojgHoBsiBaHe. (el TOBa, NEPUOIMYHHUTE aKTyallU3UpaHd JOKIaaAu 32
0€30MacHOCT c€ MPEJCTaBsT Ha BCEKU MET TOANHU, 3a€/IHO C MOJI0ATa 32 MOAHOBSBAHE Ha
paspenmTeHOTO. [leprouyHuTe aKTyau3upaHu JOKIaau 3a Oe30MacHOCT BKIFOYBAT
Hay4yHa OII€HKa Ha U3rOJIUTE U PUCKOBETE OT BETEPUHAPHUS JIEKAPCTBEH MPOIYKT.

6. Cnen u3naBaHe Ha Pa3pelUTENIHO 3a IIyCKaHE Ha Ia3apa, MPUTEXKATeNAT Ha
paspelmMTEe]IHOTO 3a MyCKaHE Ha Maszapa MOXKE Ja IOHMCKa MpOMSHa Ha IEepUOJUTE,
IIOCOYEHHU B HACTOSIIMS YJIE€H, ChIVIAaCHO IMpoleaypaTa, yctaHoBeHa oT Permament (EO)
na Komucusra Ne 541/95%, ako e MPUIIOKUMA.

Ynen 76

1. AreHnusra, B ChTPYIHHUYECTBO C AbpkaBUTe-wieHkH M Kommcusra, cp3gaBa
Mpexa 3a o0paboTka Ha [maHHHUTE, 3a Ja YJIeCHH oOMeHa Ha wuHQopManus 3a
dapMakomoTUUHaTa OAUTETHOCT, 3a JEKAPCTBEHUTE MPOJYKTH, MpEJaBaHU Ha ma3apa B
Oo6umocrra.

2. [lpu u3moN3BaHETO HA Mpekara, IMpeaBUCHA B MbpBUs maparpad, TbpKaBUTE-
YICHKU TPsAOBaA Jla rapaHTHUPAT, Y€ JOKIAIUTE 3a MPEANojaraéMyd HEXeIaHU Peakunu 1
HEKEJTaHW PEaKIHu TIPU XOpa, B CHOTBETCTBHUE C HACOKHTE, MOCOYCHH B 4iIeH 77,
naparpa¢ 1, KOMTO ca BB3HUKHAIM Ha TSAXHA TEPUTOPHS, HE3a0aBHO ca CTaHAIU
JIOCTOSIHUE Ha ATEHIUSITAa U IPYTUTE Ibp>KaBU-WICHKH, TPU BCUYKUA CIIydad B PAMKUTE
Ha 15 xaneHgapHu IHU OT U3BECTUETO, HA-KbCHO.

3. JIbpKaBUTE-WICHKH TapaHTUpaT, Y€ JOKIAAUTE 3a MpearoiaraeMd HeKeJaH!
peakuuu ¥ HeOJaronpuATHUTE pEaKUHU TMPU XOpa, KOUTO ca CTaHaJIM Ha TAXHA
TEpUTOPHUS He3a0aBHO ca CTAaHAIN JIOCTOSHUE Ha MPHUTEXATeNs Ha paspelMTeHOTO 3a
NyCKaHe Ha Ia3apa, pU BCUYKU CIydau B CPOK OT 15 KajeHJapHU THU OT U3BECTUETO
Hal-KbCHO.

Ynen 77

1. 3a ma ymecHu oOMeHa Ha wHpopManus 3a (papmMakoIOTMYHA OJUTEIHOCT B
pamkute Ha OOmmHocTTa, KOoMucusita, ciaem KOHCyATanus ¢ ATEHIUATA, bp>KaBUTE-
YIIeHKd W 3aUHTEPECOBAHUTE CTPaHW, HM3TOTBAT HACOKM 3a CHOMpaHe, MpPOBEpKa W
MpEICTaBsSIHEe Ha JOKIATUTE 332 HEKEITAHUTE PEAKIUU, BKIIOYUTEIHO TEXHUYCCKU
M3UCKBAHUS 32 €JICKTPOHEH oOMeH Ha mHQopMaims 3a BeTepuHapHa (apMakoJIOTHIHA
OIMTETHOCT CHITIACHO MEXJIYHAPOJHO YTBBPACHATA TEPMUHOJIOTHSL.

1OBL 55 11.3.1995 ., ctp. 7. Permament, otmeneH oT Periament (EO) Ne 1146/98 (OB L 159, 3.6.1998
r.,c1p. 31).
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Tesn Hacoku ce MyONMMKyBaT B TOM 9 Ha NpPaBHIIHHUKA, YPESKIAIl JICKAPCTBEHUTE
npoaykru B EBpomeiickaTta 0OIMHOCT ¥ B3eMa 1OJ] BHUMaHUE JACHHOCTTA MEKIyHAPOIHA
XapMOHU3aIMs B o01acTTa Ha apMaKoJIOTUYHATa OAUTEITHOCT.

2. [Ipu ThIKyBaHEe Ha OmMpeAeNICHUsTa, MocoyeHu B ujeH 1, Touku 10 mo 16, u
MNPUHIUIIUTE, TOCTAHOBEHU B TO3M IS, IPUTEXKATEIAT HA PA3PEILMTENIHO 32 MyCKAHE Ha
masapa ¥ KOMIIETCHTHUTE OPTaHu Ce OTHACAT KbM MOJPOOHOTO PHKOBOJICTBO, ITOCOYCHO B

naparpad 1.
Ynen 78

1. Korato, B pe3ynTar Ha olleHKara Ha JaHHHM 3a BeTepUHapHa (apMakoJIOTUYHA
OIMTENHOCT, JAbp’KaBa-ujeHKa MPELEHsBa, Y€ Pa3pelMTENIHOTO 3a MycKaHe Ha ma3apa
cieaBa Ja Oble BPEMEHHO MPEKPaTeHO, OTHETO WJIM M3MEHEHO, 3a Ja OrpaHu4M
MOKa3aHUATA WIM HAIMYHOCTTA, J]a M3MEHHU IO030JI0TUATa, 100aBU IMPOTUBOMOKA3AHUS
unu 100aBs HOBa Mpenra3Ha MspKa, TS He3a0aBHO YBeAOMsBA AreHIUsATa, APYTHUTE
IbP’KaBU-WICHKU U MIPUTEKATENs Ha pa3pelMTeNIHO 3a IIyCKaHe Ha masapa.

2. B cnyuaii Ha cremHoCT, ChOTBETHATa Ibp)KaBa-wiI€HKa MOKE BPEMEHHO Ja
IPEKPaTH Pa3peUMTEIHOTO 3a THPIOBUsI HAa BETEPUHAPEH JIEKAPCTBEH MPOAYKT, MpHU
ycioBue, ue Arennusra, Komucusra u Apyrute Ibp)KaBH-WICHKH ObaaT WH(QOpMUpaHH
Hal-KbCHO Ha cje/Banys paboTeH JeH.

Ynen 79
Beuuky n3MeHeHus U JOMBIHEHUS, HEOOX0IUMH 32 aKTyaTu3upaHe Ha pa3mopeIonTe Ha
yieHoBe 72 m 78, 3a Ja ce OTYEeTe HAYYHUSI U TEXHHYECKH TPOrpec, ce MmpueMar B
CBHOTBETCTBHE C MPOILIeIypara, mocoueHa B wieH 89, maparpad 2.
JSJT VI
HAJ30P U CAHKIIUHA
Ynen 80
1. KoMrieTeHTHHST opraH Ha CHOTBETHATa Abp)KaBa-ulICHKa OCUTYpSIBAT dYpe3
MOCTOSSHHU TIPOBEPKH, Y€ 3aKOHHUTE HW3MCKBAHUS, OTHACSIM C€ 10 BETCPUHAPHUTE

JIEKapCTBEHU MPOJIYKTH, Ca CIIa3eHH.

TaxuBa MMPOBCPKHU CC€ M3BHPIIBAT OT YII'BJIHOMOIICHU MPCACTABUTCIIM HAa KOMIICTCHTHUA
OpraH, KOUTO Ca YII'BJIHOMOIIICHH [a:

a) MPOBEPSABAT MPOU3BOJICTBEHU I THPTOBCKA OOCKTH M JIADOPAaTOPUH, HATOBAPEHU OT

MPUTEKATENS] Ha Pa3pelMTEIHO 3a IPOM3BOJCTBO, ChC 3ajadara Ja IPOBEKIAT
KOHTPOJHU U3MUTBAHUS, ChITIACHO 4JieH 24;
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0) B3emar npoou;

B) IpPOBEpsBAT BCSAKAKBU JOKYMEHTH, CBBP3aHU C OOEKTa Ha MpOBEpKaTa, MpeAMeT Ha
TEKYIMTE pa3nopenon B Ibp>KaBUTE-UJICHKU OT 9 oktoMBpHu 1981 1., KOUTO MOCTABAT
OTpaHUYEHHUsSI Ha TEe3W IMPABOMOIMS IO OTHOLIGHWE Ha OINHUCaHHe Ha
MPOU3BOJICTBEHUS METO/I.

2. I[’Bp}KaBI/ITe'LIJ'IeHKI/I B3€MAT BCHUYKH MMOAXOAAIM MEPKH, 3a Ja OCUTYPIT, Y€
H3MOJIBBAHUTC HNPOU3BOACTBCHU IMPOHCCM B IMPOU3BOACTBOTO Ha HWMYHOJIOTUYHU
BCTCPHUHAPHU JICKAPCTBCHU IMPOAYKTH € HAII'BJIHO BAJIMAHWPAH, U Y€ IMOBTAPACMOCTTA Ha
MapTUaUTE € IMOACUTYpCHA.

3. JITbKHOCTHUTE JIMLIA, MPEACTaBISBAIM KOMIIETEHTHUSI OpraH, JOKIaaBaT CIE[
BCAKa IIpOBEpKa, IIOCOYEHAa B IIBPBMS Maparpad, Jaad MPOU3BOAUTENAT Cra3Ba
NPUHIUITUTE U HACOKUTE 3a A00pa MPOM3BOJCTBEHA MPAKTUKA, MOCOYEHU B wieH S1.
[IpoBepenusaT nmpousBoauTen ce HHPOPMUPA 3a ChABPKAHUETO HA TE3U JTOKIAIHM.

Ynen 81

1. JbpkaBUTe-WIEHKH B3eMaT BCHUYKU MOAXOJALIM MEPKU, 3a Jia rapaHTupar, ue
IPUTEKATENAT Ha paspelMTeNIHO 3a IIyCKaHE Ha Ia3apa M, NPH HEOoOXOIUMOCT,
IPUTEXKATEIAT HAa Pa3pelUTENIHO 3a IPOU3BOJICTBO, IPEJICTABAT J0KA3aTENICTBA 32
KOHTPOJIHUTE MU3MUTBAHUS, U3BBPIICHN C BETEPHHAPHUS JIEKAPCTBEH MPOIYKT U/UIH ChC
CbCTAaBKUTE U MEXIUHHUTE MPOAYKTH OT IPOU3BOJCTBEHMS IPOLEC, B CHOTBETCTBUE C
YCTaHOBEHUTE METO/IH, 32 LIEIUTE Ha Pa3pellMTEIHOTO 3a IyCKaHe Ha ma3apa.

2. C uen nmpunarane Ha naparpa¢ 1, abpKaBUTE-4JIE€HKM MOTraT Ja H3HCKarT,
IpUTEXaTeNs Ha pa3pelMTeNIHO 3a MyCKaHe Ha Iazapa ¢ UMYHOJOIMYHU BETEPUHAPHU
JIEKApCTBEHU NPOIYKTH, Aa NPEICTaBU Ha KOMIIETEHTHUTE OpPraHUM KOIHS OT BCHYKU
KOHTPOJIHH JOKJIaH, MOANMCAHN OT KBATHU(QUIIMPAHO JIULIE, B CBOTBETCTBHE C YJIeH 55.

[puTexaTenaT Ha pa3peIMTENIHO 3a IMyCKaHe Ha Ma3apa Ha UMYHOJIOTUYHHU BETEpPUHAPHU
JEKapCTBEHU MPOAYKTU TapaHTHpa, Y€ JOCTaTbueH Opoil NpeacTaBUTENHU HpodU OT
BCAKAa MapTHAAa BETEPUHAPHHU JIEKAPCTBEHU IPOAYKTH C€ IbpXKM Ha CKIAJA IOHE 0
U3THYaHE Ha CPOKAa HA TOAHOCT, U NIpPU MOUCKBaHE, NMPENOCTaBs He3adaBHO MpoOU Ha
KOMIIETEHTHUTE OpPTaHH.

Ynen 82

1. Korato nperienn 3a HyXHO, Ibp)KaBaTa-4ieHKa MOXe Ja U3UCKa OT MPUTEXKATEIs
Ha Pa3pelMTeNIHO 32 IMMyCKaHE Ha Ia3apa Ha UMYHOJOTWYHHU BETEPHHAPHU JICKAPCTBEHH
IPOXYKTH Ja M3MpaTh NpoOH OT MPOAYKTa B HACHUITHO CHCTOSHHE H/MIM JICKapCTBEH
MPOJYKT 3a u3cienBane oT JbpkaBHa nabopaTopus WK ojfo0peHa JadopaTtopusi, npeau
BJIN3aHETO MY B OOpBIICHHE.
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B cnyuwaii Ha maprtuzpa, nmpousBelNeHa B JApyra Abp)KaBa-wi€HKa, HU3CIeABaHa OT
KOMIIETEHTHHSI OpraH Ha JApyra Jbp)KaBa-wieHKa M O00siB€Ha, Y€ € B ChOTBETCTBHUE C
HAI[MOHAIHUTE CTIe U (UKAIINH, TAKbB KOHTPOJ MOXKe Ja ObJIe U3BBPIICH caMO ClIe/l KaTo
JIOKJIaIMTE 3a KOHTPOJI Ha BBIIPOCHATA MapTH/ia ca pasriefaHu, ciel kato Komucusra e
Ouna MHpOpMHpaHa, U KOraTO pa3jMKaTa BbB BETEPUHAPHUTE YCIOBUS MEXKIY JBETE
Zbp>KaBU-YICHKH OIIpaB/laBaT TOBA.

2. C mswmoyenne korato Komucusira e mHpOpMUpaHa, 4ye € HEOOXOIUM I10-IbIbI
IEepUo/ 3a 3aBbPIIBAHE HA AHAJIM3UTE, JIbP)KABUTE-WIEHKA OCHUTYpSBAT, Y€ IOJO0HO
u3cie/lBaHe ce 3aBbplBa B CpoK OT 60 AHM OT MOJy4aBaHETO Ha MpoOuTe.
[IputexaTtenst Ha pa3peMTEIIHO 3a ITyCKAaHE Ha I1a3apa ce yBEAOMSBA 32 PE3YATATHTE OT
U3CIIEJIBAHETO B CHIIMS CPOK.

3. I[Ipeqn 1 sauyapu 1992 r. abpkaBUTe-ulieHKM YyBenoMsBaT Komwucusita 3a
MMYHOJIOTUYHUTE BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH, MOJJICKAIM Ha 33 IbIKATENCH
oQuIIranIeH KOHTPOJ MpeIu MycKaHe Ha Ma3apa.

Ynen 83

1. KomMmmnerenTauTe OpraHu Ha AbPXKABUTC-WICHKHM BPCMCHHO IMPCKpaTsABAT HIIN
OTHCMAT PA3pCUHIMTCIIHOTO 3a ThbProBUs, KOraTo € SICHO, YC:

a) BCTCPUHAPHUAT JICKAPCTBCH IMPOAYKT € BPCACH IIPU YCIIOBHATA 3a yHOTpeGa, IIOCOYCHU
10 BpEMCTO Ha MMOJAABAaHCTO Ha MoJ10a 3a Pa3pCUMTCIIHO UJIN B MOCIICACTBUC,

0) BeTepUHApPHUAT JEKAPCTBEH MPOAYKT HsIMa TEpaneBTUYEH €(QEeKT BBPXY BUJIOBETE
YKUBOTHH, 32 KOUTO JIEUEHUETO € NMPEJHA3HAUYCHO;

B) HETOBUAT KAYCCTBCH M KOJIMYCCTBCH ChCTAB HE Ca 3asABCHU,
F) OpenopbYaHUAT KAapCHTCH NEPUOLA € HCAOCTATBUCH, 3a [da IapaHTHpa, Y€ XpaHUTC,
MMOJIYYCHU OT TPCTUPAHUTC KUBOTHU HC CBABPIKAT OCTATHBUYHU KOJIUYCCTBA, KOUTO

MOTarT Jia IOBEIAT JI0 PUCK 3a 3JIPaBETO Ha IOTPEOUTEIIS;

1) BETepUHAPHHUAT JIEKAPCTBEH MPOAYKT € MPETIOKEH 3a MpoAaxoa 3a ynmorpeda, KosiTo e
3a0paHeHa oT apyru pasnopendou Ha OOIHOCTTA,

Ot apyra ctpaHa, AokaTo ce mpuemar mnpasuia Ha OONHOCTTA, KOMIETEHTHHUTE
OpraHy MOTraT Jja OTKaXaT M3/aBaHe Ha Pa3pelIMTEeNIHO 32 BETEepUHAPEH JIEKapCTBEH
MPOJIYKT, KOraTo TOBa JeilcTBHE € HeoOXOoIMMO 3a oOmas3BaHe 37paBeTo Ha

0011ecTBOTO, KOHCYMaTOpa U Ha )KUBOTHUTE;

¢) nHdopmaruara, MocoYeHa B JOKYMEHTUTE KbM Mos0ara, ChIIacHO wieHoBe 12, 13,
naparpa¢ | u unen 27, e HeBsIpHa;

) KOHTPOJIHUTE U3MUTBAHMS, TOCOUYEHH B ujieH 81, maparpad 1, He ca U3BBpLICHH;
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3) 3aI'BJIKEHUETO, TTIOCOUYEHO B WieH 26, maparpad 2, He € U3II'bIHEHO.

2. PazpenmrenHoTo Moxke na ObJe BPEMEHHO MPEKPATEHO MJIM OTHETO, KOTaTo ce
YCTaHOBH, 4e€:

a) JaHHWUTE, OJKPEIs M Mojbarta, mpeaBuaeHu B wieHoBe 12 u 13, maparpad 1, He ca
W3MEHEHH, ChITIacHO wieH 27, maparpadu 1 u 5;

0) HoBa wuHopmamusi, TocoueHa B wieH 27, maparpad 3, He € ChOOIIEHa Ha
KOMITETCHTHHUTE OpPTaHHU.

Ynen 84

1. be3 na ce 3acsara unen 83, AbpKaBUTE-WICHKH B3€MaT BCHUYKA HEOOXOIUMU
MEpKH, 3a Jla OCHUTYpAT, Y€ CHAOASBAaHETO C BETCPUHAPEH JIEKAPCTBEH TPOIYKT €
3a0paHeHO M Y€ CHOTBETHHS BETEPHHAPEH JICKAPCTBEH MPOIYKT € HM33eT OT Masapa,
KOTraTo:

a) € SICHO, Y€ BeTEpUHAPHHUS JIEKAPCTBEH MPOJIYKT € BPEJIeH, IIPH YCIOBHSATA 32 ymoTpeoa,
YIOMEHATH 110 BpeMe Ha IMOJaBaHe Ha MOJI0aTa 3a pa3peIlMTEeIHO MM BIIOCIIEICTBHE,
chITacHo wieH 27, maparpad 5;

0) BeTepUHAPHUSAT JIEKAPCTBEH MPOAYKT HSIMa TEPaNeBTUYCH €(PeKT BBPXY BHJIOBETE
JKUBOTHH, 3a KOUTO TPETUPAHETO € IIPEAHA3HAYECHO;

B) Ka4YCCTBCHUAT U KOJMYCCTBCH CHCTAB HA BCTCPUHAPHUSA JICKAPCTBCH IMPOAYKT HC €
IIOCOYCH,

T) IpenopbhUaAHUAT KAPSHTEH IMEPHOJ] HE € JIOCTAaThYCH, 3a Jia TapaHTHpa, Y€ XpaHUTE ,
NOJY4eHH OT TPETUPAHUTE JKUBOTHH, HE CHABPKAT OCTATHYHU KOJIMYECTBA, KOUTO
Ouxa JI0BEeNU JI0 PUCK 3a 37paBETO Ha MOTPEOUTEIIS;

1) KOHTPOJHUTE U3MUTBaHUsI, MOCOYeHH B uieH 81, maparpad 1, He ca U3BBPILCHU, UIH
HAKOW ApyIM H3UCKBAHUA WJIM 3aAbJDKCHUSA, CBBpP3aHM C H3JAaBAHCTO Ha
pa3pelmmTeIHO 3a IMPOM3BOACTBO, IMO30BaHM B uieH 44, maparpad 1, He ca
W3I'BJIHEHHU.

2. KoMriereHTHUAT opraH Mo)ke Jla orpaHUud 3a0paHaTa 3a JIOCTaBKa M U33€MBaHE
OT Ma3apa camMO CHOPHUTE MPOU3BOACTBEHU NAPTUIH.

Ynen 85
1. KomnereHTHHUTE OpraHu Ha IbpKaBaTa-wiCHKa MPEyCTAaHOBSIBAT HJIM OTHEMAT

Pa3spCIIMTCIHOTO 3a ITPOU3BOACTBO 3a KATCropus IperapaTrtu UJIK 3a BCUYKU IIPCIIapaTu,
AKO HAKOU OT U3UCKBAHUATA, YCTAHOBCHU B YJICH 45, BC€YC HEC CC CI1a3Bar.
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2. KoMrieTeHTHUSAT opraH Ha JIbpXKaBaTa-4iIeHKa MOXeE, B JONBIHEHHE Ha MEPKUTE,
NpEeIBUACHM B wWieH 84, 1a IpeKpaTH BPEMEHHO IPOM3BOJCTBOTO WM BHOCAa Ha
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH OT TPETH CTPAHU WJIM J1a IPEKPATIAT BPEMEHHO UJIU
OTHEMAT PA3PEIMTEIHOTO 3a MPOU3BOJCTBO 3a KAaTETOpHUs Ipenapard WIA 3a BCUYKU
npernapary, B ciydail Ha HecrasBaHe Ha pa3nopeaduTe, OTHOCHO NMPOU3BOJCTBOTO HIIH
BHOCA OT TPETH CTPAHHU.

Ynen 86

PaSHOpeI[6I/ITC Ha HaACTOoAIMA A4 C€ IIpujaraT 3a XOMCEOIIaTHUYHM BETCPUHAPHU
JICKApCTBCHU IMMPOAYKTHU.

Ynen 87
JIbpkaBUTE-WICHKHA B3eMaT MOJIXOJSAIM MEpKH, 3a Jla HachbpyaT BETEpUHAPHUTE JEKapu
U JpYyruTe NpoQeCcCHOHANIUCTH JAa AOKIAABAT Ha KOMIIETEHTHHUTE OpraHd HEXEIaHW
peaxkuuy OT BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH.

JUIT IX

IHOCTOAHEH KOMUTET

Ynen 88
BcsikakBu TpoMEHHM, KOMTO ca HEOOXOOMMH, 3a Ja ObJe NMPUBEICHO B CHOTBETCTBUE
[lpunoxenue | ¢ TexHudeckus mporpec, cieaBa Ja ObAaT NMPHUETH, B CHOTBETCTBHUE C
npoueaypuTe, mpeaBuAeHH B wieH 89, maparpad 2.

Ynen 89
1. Komucusita ce mnoanmomara ot IlocrossHeH KOMHTET IO BETEpUHApHUTE
JeKapCTBEHU NPOAYKTH, 3a Ja MNpHUBEAEC B CHOTBETCTBUE C TEXHUYECKUS IPOTpec
JMPEKTUBUTE, 3a IPEMAXBAHE HA TEXHUUYECKUTE Oapuepu Npes ThbproBUsTa B CEKTOpa Ha

BETCPUHAPHUTE JICKAPCTBEHU MPOIYKTH, (HApHUUaH MO-HATATHK ,,[locTOsTHEH KOMUTET ).

2. Koraro ce nmpaBu mo3oBaBaHe Ha HACTOSIMS Taparpad, ce mpuiaraT 4ieHOBE 5 U
7 na Pemenune 1999/468/EQO, kaTo ce umat npeaBu pa3nope0uTe Ha YjieH § .

[epuoasT, npeaBuacH B wieH 5, maparpad 6 ot Pemenue 1999/468/EO, ce onpenens Ha
TPHU Mecela.

1. [TocTOSSHHUAT KOMUTET IpHUEMa IMPABUITHUK 32 CBOsATa padoTa.
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JAJI X
ObIIU PA3ITOPEABHA
Ynen 90

JIbpKaBUTE-WICHKA B3eMaT BCHYKA HEOOXOMMMU MEpKU, 32 Ja OCUTYpAT, 4e
CHOTBETHHTE KOMIICTCHTHH OPTraHM CH ChOOIIABAT CHOTBETHATAa WHQOpPMAIUS, I0-
CHeIMaTHO, Ta31, OTHACSINA CE J0 Clla3BaHE HAa MPUETUTE U3UCKBAHUS 32 PA3pPEIIMTEIIHO
3a TIPOM3BOJICTBO, UJIM 32 PA3peIIMTENIHO 32 ITyCKaHe Ha MPOJYKTH Ha Ia3apa.

[Ipu obocHoBaHa MoJ10a, TbpKABUTE-UICHKH HE3a0aBHO MpeaBaT JOKIAAUTE, TOCOUCHH
B wieH 80, maparpad 3, Ha KOMIETEHTHUTE OPraHH Ha JApyra Jbp)kKaBa-4wieHKa. AKO, Cle/
pasriexaaHe Ha JOKIATUTe, Abp)KaBaTa-uileHKa, MOoJdyduiia AOKIauTe, IpeleHH, 4e He
MOXKE€ Jla TIpUEME 3aKIIOYEHUSTA, HAMPABEHH OT KOMIIETEHTHHUS OpraH Ha JbpKaBara-
YJICHKA, B KOSITO € M3rOTBEH JIOKIaa , T WH PopMUpa CHOTBETHUTE KOMIIETEHTHH OPTaH!
3a CBOMTE OCHOBAHMS M MOXE Ja MOMCKa JombiIHUTeNMHa uH(opmanus. CboTBeTHATa
Ibp KaBa-4JIeHKA Ce OMUTBA J]a OCTUTaHe criopazymenue. [Ipu He0OX0AUMOCT, B Ciydaid
Ha CEPUO3HM pa3IU4us B CTaHOBHINATA, €IHA OT JIbP)KABU-UJICHKH YBEIOMSBA
Komucusra.

Ynen 91

1. Beska AbpKaBa-dJICHKa CJICABa Aa B3€MC BCUYKH MNOAXOJAIM MCEPKH, 3a [da
OCUrypm, e AFCHI_II/ISITa € He3abaBHO I/IH(i)OpMI/IpaHa 3a pCIICHUATA 34 HU3AdBAHC Ha
Pa3pCUICHUA 3a ITYCKAHC Ha I1a3apa U 3a BCUYKU PCHICHUSA 3a OTKA3 UJIM 3da OTHEMAHC Ha
PASpCUIMTEIIHO 3a ITYCKAHE Ha IMa3apa, OTMCHAIIN PCIICHUEC 3a OTKAa3 UJIK 34 OTHEMAHC HA
Pa3spCUHMTCIIHO 3a ITYCKAHC Ha I1a3apa, 3a 3a6paHa Ha JoCTaBKaTa MJIM H33€CMBAHCTO Ha
IMPOAYKT OT mma3apa, 3a€JHO C MOTUBUTC, HAa KOUTO Ca OCHOBAHU TC3U PCUICHU .

2. [TpuTtexarensT Ha pa3peMTENHO 32 MMyCKaHe Ha Ma3apa € JUIHKeH Aa HHPopMHUpa
He3a0aBHO Jbp)KaBUTE-WICHKH 32 BCSAKO JICHCTBHUE, IPEANPUETO OT HETO, 3a BPEMEHHO
IpeKpaTsBaHe Ha Ipe/UlaraHeTo Ha Ia3apa Ha BETEPUHAPEH JIEKAPCTBEH MPOIYKT WIIU
M33€MBaHETO Ha MPOMAYKT OT Ma3apa, 3aeJHO C MOTHBUTE 3a TAaKOBa ACHCTBUE, aKO TO CE
OoTHacsl 10 eeKTUBHOCTTa HA BETEPUHAPHHS JICKAPCTBEH IMPOJYKT MM ONA3BaHETO Ha
o0IIeCTBEHOTO 37paBe. JlbpkaBUTe-wIEHKUA TrapaHTUpaT, 4e Ta3u HH@opmanus ce
IpeJOCTaBsi HA BHUMAHUETO Ha ATeHIusATA.

3. JIbpKaBUTE-WICHKU TrapaHTUpaT, 4Ye ChOTBeTHaTa HHQopmauus 3a IeHCTBHS,
NpeanpueTy chrimacHo naparpagu 1 u 2, KOUTO MOTaT Jia 3acerHaT Ha OMa3BaHETO Ha
3paBETO B TPETH CTpaHH, € He3a0aBHO JOBEACHA IO BHUMAHUETO Ha CHOTBETHHUTE
MEXTyHapOJHHU OpraHU3alllu, C Konue A0 AreHIusra.

Ynen 92
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JbpkaBUTe-WICHKH CH CHOOIIABAT B3aMMHO Beska MHGopMarus, HeoOXoauma, 3a Ja
rapaHTHpa KaueCTBOTO M 0E30MacHOCTTa Ha XOMEOITaTHYHUTE BETEPUHAPHH JICKAPCTBEHU
OPOAYKTH, NMPOU3BEAECHU M MpeularaHd Ha masapa B OOIHOCTTa, M MO-CHEIHAIHO,
uHdopMarusaTa, mocoueHa B wienose 90 u 91.

Ynen 93

1. ITo monba Ha IMPOU3BOAUTEIl HMJIM HM3HOCUTCII Ha BETCPUHAPHHU JICKAPCTBCHH
INpOAYKTH, WM Ha BJACTUTC Ha TpPETa CTPAHA-BHOCUTCI, AbPKABUTC-YJICHKU
YAOCTOBEPsABAT, Y€ TO3U IMPOH3BOJUTCII MPUTEC)KABA PASPCHIMTCIHO 3a IMPOU3BOACTBO.
HpI/I HU3JaBaHCTO Ha TaKMBa YAOCTOBCPCHUS, ABPKABUTC-UICHKW CJI€ABa Jda Cla3Bar
CJICAHUTC YCIIOBUA:

a) TC B3€MaT 1I0J BHHMAaHHC ,Z[eﬁCTBaHII/ITe AIMUHHUCTPATUBHHA pa3nopezl61/1 Ha
CperoBHaTa 3ApaBHa OpraHu3anus,

0) 3a BETEpUHAPHUTE JICKAPCTBEHH MPOIYKTH, IPEeIHA3HAUEHH 32 U3HOC, KOUTO BEYe ca
paspelieH! Ha TAXHa TEPUTOPHS, T€ MPENOCTABAT PE3IOME HA XapaKTEpPUCTUKUTE Ha
IPOAYKTa, OAOOPEHO B CBHOTBETCTBHE C WIEH 25 WM, IPHU JMICAa HA TAKUBA, HA
€KBHUBAJICHTHU JOKYMEHTH.

2. Koraro nmpou3BoauTensT He MpUTEKaBa Pa3pEIIMTEIHO 3a MyCKaHE Ha MPOAYKTa
Ha 1asapa, TOM IpeAoCTaBs Ha BJIACTUTE, OTTOBOPHU 3a U3/IaBaHE Ha yAOCTOBEPEHUETO,
MIOCOYCHO B ITBpPBUs Taparpad, IeKmapanus, B KOSTO OOSCHSBA 3aIl0 HsMa TaKoBa
pa3peImTeNHO.

Ynen 94

Bcesko pCeHICHUEC, TMTOCOYUCHO B HACTOAIATa JUPCKTHBA, B3CTO OT KOMIICTCHTHUTC BJIACTU
Ha OBbPXKABHUTC-YWICHKHA, MOXCE Ja 6’[))16 B3€TO CaMO Ha OCHOBAaHHMC Ha HaCToOAIaTa
JAUPCKTUBA U U3Jj1ara HOI[pO6HO MOTHUBUTEC, Ha KOUTO € OCHOBAHO.

Pemenuero ce C"I)O6HlaBa Ha 3auHTCpECOBaHaTa CTpPaHa, KOATO CBUHICBPEMCHHO C€
I/IH(l)OpMI/Ipa 3a CpcacrBara 3a IIpaBHa 3aliydTa, IMIpCABHUACHU OT JIEHCTBAIIOTO
3aKOHOJAATCJICTBO U CPOKBT, B KOMTO TaKiBa cpeacTtBa Morar aa 6’bIIaT npceaACTaBCHU. .

PaspenmrenHo 3a myckaHe Ha Iasapa M OTMsAHAaTa Ha TakKoOBa pPa3speLIMTEIHO C€
nyOJINKYBaT OT BCsIKa JIbpKaBaTa-wieHKa B HEWHUS J[bpikaBeH BECTHUK.

Ynen 95

JIbpkaBuTE-WICHKA HE MO3BOJISABAT XPaHU 3a KOHCYMAIlUsl OT XOpa Jia MPOMU3XOXKAAT OT
KUBOTHU, TOMJIOKEHH Ha OMUTH C JIEKAPCTBA, OCBEH AaKO MAKCUMAJIHU TPAaHULU 32
OCTaThYHHUTE KOJNMYECTBA HE ca ycraHoBeHHM oOT OOIHOCTTa, B CHOTBETCTBUE C
pasnopendute Ha Permament (EMO) Ne 2377/90, 1 He € ycTaHOBEH JOCTAaThYeH KapeHTEH
MepUO/I C OIJIE] J1a CE rapaHTHUpa CIIa3BAHETO HA Ta3U MaKCUMaJlHa IPaHMIAa B XPaHUTE.
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JJT XI
SAKJITIOUYUTEJIHU PA3IIOPEABHA

Ynen 96
Hupexrtusu  81/851/EHO, 81/852/EMO, 90/677/EO u 92/74/EMO, mnocoyeHu B
[Ipunoxenue Il, yact A ce oTmMeHsT, 6€3 a ce 3acarar 3aAbDKEHUSITa Ha Tbp)KAaBUTE-
YJICHKU 110 OTHOIIICHUE Ha KpallHHS CPOK 3a TpacloHupaHe, mocoueH B [Ipunoxenue I,
yacT b.
[IpenpaTtkata KbM MOCOYEHUTE OTMEHEHHW JUPEKTUBHU CE THIKYBA KaToO IMpernpaTka KbM
HacTosIaTa JUPEKTUBA W Clle[Ba Ja CE€ 4YeTe ChIVIAaCHO CpaBHHUTENIHATa Tabiuila B
[punoxenue Ill.

Ynen 97

Hacrosmara nupekruBa BiIM3a B cuja Ha JIBAJECETHUS JEH, ClelBall JEHsS Ha HEHHOTO
nyonukyBane B Oguyuanen eecmuux na Eeponetickume obunocmu.

Ynen 98
JIbprkaBUTE-WICHKH Ca aJIpecaTd Ha HACTOSIATa JUPEKTHBA. .

CocraBeno B bprokcen Ha 6 HoemBpu 2001 roauna.

3a Eeponeiickusi napramenm 3a Cveema

IIpeoceoamen Ilpeoceoamen

H. ®OHTEH JI. PEHJIEPC
IIPUJIO)KEHUE |
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N3NCKBAHUA U AHAJIUTUYHU ITPOTOKOJIU, U3IIMTBAHUS 3A
BE3BPEJHOCT, NPEAK/IMHNYHAU U KJIMHUYHU U3IIUTBAHUSA HA
BETEPUHAPHU JIEKAPCTBEHMU ITPOAYKTH

BBbBE/IEHHNE

JlaHHUTE W JOKYMEHTHUTE, KOMTO TpsibBa Ja Ce TPHUJIOXKAT KbM 3asBICHHETO 3a
pa3peuMTENIHO 3a MYyCKaHE Ha Maszapa, MOJaJeHO MO cuiiata Ha wieH 12 u uneH 13,
naparpa¢ 1, ce mpeacTaBsT CHIVIACHO HM3UCKBAHMATA, IMOCOYEHU B HACTOSIIOTO
MPUJIOKEHNE M KAaTO C€ B3eMa IMPEABUJ YITBTBAHETO, CHABPKAIIO CE B ,,Y Ka3aHUS KbM
3aABUTENIMTE 32 Pa3pelMTENHO 3a IMyCKaHE Ha Ia3apa Ha BETEpUHAPHU JIEKAPCTBEHU
NPOAYKTH B JIbpXKaBUTE-4JeHKM Ha EBpomeiickata oOHmMHOCT”, NyONUKYBAaHO OT
Komucusra B Ilpasuna sa nekapcmeenume npodykmu 6 Eeponetickama obwmocm, TOM
V': Bemepunapru nexapcmeeHu npooyKmu.

3asBUTENAT TPAOBA 1a ChCTABU JIOCHETO 3a 3asBJICHUETO 3a Pa3peIIMTENHO 3a MyCKaHe Ha
mazapa, KaTo B3eMa I0J BHUMaHHMe HacokuTe Ha OOmHOCTTa 3a KayecTBOTO,
0e3BpemHOCTTa W €(UKACHOCTTAa Ha BETEPUHAPHHUTE JICKAPCTBEHU TPOIYKTH,
nyonukyBanu ot Komucusra B [lpasuna 3a nexapcmeenume npodykmu 6 Eeponetickama
obwHOCM.

Bcesika nndopmanus, KoSTo € mosie3Ha 3a OleHKaTa Ha CbOTBETHUS JIEKapCTBEH MPOIYKT,
HE3aBHCUMO JalM € OJaronpusTHA WM HeONarompusTHa, TpsAOBa Jla ce MPUIIOKH KbM
3asBieHueTo. [lo-cnenuanto, ciaesiBa J1a ce mocoyaT BCUUKU TaHHU OT HE3aBBPIICHO UIIU
HE3aBBPIICHO M3MUTBaHE WM ONHUT C BETEPUHApHUS JIEKapCTBEH MpoAykT. Hermo
noBeye, Clie]] U3IaBaHeTO Ha Pa3pelMTENHO 3a MyCKaHe Ha Ia3apa, BCAKa WH (o pMaIus
OTHOCHO OIleHKaTa Ha pPHCKA/oji3ara, KOATO HE Ce€ ChAbPKA B ITBPBOHAYATHOTO
3asBlIeHUE, TPIOBa Ja ce MPEACTaBU He3a0aBHO Ha KOMIETECHTHHUS OpTaH.

JlbpkaBuTe-wIeHKH TpsiOBa na ClIENIT 3a TOBa BCHUYKM OINMUTH C JKMBOTHH Ja Ce€
npoBexaaT B ceorBeTcTBUE ¢ upektuBa 86/609/EMO Ha CbBera ot 24 HoemBpu 1986 1.
3a cONM)KaBaHe Ha 3aKOHOBUTE, IOJ3aKOHOBUTE M aJIMUHUCTPATUBHUTE pa3nopendu Ha
Ibp’KaBUTE-WICHKH OTHOCHO 3alliTaTa Ha JKUBOTHUTE, U3I10I3BaHU 32 €KCIIEPUMEHTAIHU
VITH 3 PYTH HAYIHHU LENH .

Pasnopen6bute Ha [l OBpBM  OT HACTOSILOTO MPUIIOKEHHE Ce€ MpujaraT 3a
BETEpUHAPHUTE JICKAPCTBEHU MPOAYKTH, C HU3KIIOYEHUE Ha HMYHOJIOTHYHHUTE

BETEPUHAPHU JIEKAPCTBEHU ITPOILYKTH.

PaBHOpe,Z[6I/ITC Ha I[HJ'I BTOpU OT HACTOAIIOTO IIPHUIIOKCHUC CC IIpHJIarat 3a
HMYHOJIOTHYHHUTC BECTCPpUHAPHU JICKAPCTBCHU ITPOAYKTH.

JAJ1 ITbPBA

'OB L 358, 18.12.1986 ., cp. 1.
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H3uckeanun KoM éemepunapHume i1eKapcmeeHu npooyKmu, ¢ UsKaloueHue Ha
UMYHOI0ZUYHUME 6eMEPUHAPHU JIEKAD CMEEHU NPOOYKmuU

YACT ITBPBA
Pe3rome Ha nocueTo
A. IAHHU OTHOCHO HABHAYEHHMETO HA ITIPOJIYKTA

BerepunapHusT ieKapcTBEH MPOIYKT, IPEIMET Ha 3asBJICHUETO, C€ MIACHTU(UIIIpA Ype3
CBOETO HaMMEHOBAHME M HaMMEHOBAHMETO Ha aKTMBHATa CyOCTaHIMS WM CYOCTaHLIMH,
KaKTO ¥ C JO3MpoBKaTa M (papmareBTU4YHaTa (opma, METoJa U MBTS Ha MpUJIaTaHe U
ONMCaHKE Ha KpallHUS ThPrOBCKHU BUJI HA MPOIYKTA.

3asBUTENAT MOCOYBA CBOETO MME M aJpec, MMETO M ajpeca Ha MPOU3BOJUTENS WIIH
MPOM3BOMUTEINTE W HA MECTaTa, BKIIOYCHHW B DPA3IMYHUTE €Tald Ha IPOHM3BOJACTBO
(BKIIOUMTENTHO TPOW3BOAMTENS HA KpAalHHUS TPOAYKT M  MPOU3BOMUTENS MM
POU3BOJMTEINTE HA aKTWBHATa CyOCTaHIUS MJIM CYyOCTaHIIMH), U aKO € HEOOXOIUMO,
MMETO U aJipeca Ha BHOCHUTEIIS.

33.51BI/ITCJ'I5IT II10COYBa 6p0$1 1 3arjiaBpusitTa Ha TOMOBCTC I[OKYMGHTaHI/ISI, IIoaaZICHN B
MOJIKpEIia Ha CBOETO 3asBJICHHE, U MIPEIOCTABEHUTE TPOOH, aKO € HEOOXOAMMO.

3asBUTENIAT IpUJIara KbM JaHHUTE OTHOCHO Ha3HAYEHUETO IOKYMEHT, KOMTO J0Ka3Ba, ue
IIPOU3BOJUTEIAT UMa Pa3peLIMTEIHO 32 IIPOU3BOJICTBOTO HA BBIIPOCHUTE BETECPUHAPHU
JIEKAPCTBEHU NPOAYKTH, CBIJIACHO IIOCOYEHOTO B ujeH 44, KaKTO M CHHCHK Ha
IBbPKABUTE, B KOUTO € NOJY4MJI PAa3pelIMTEIHO, KONHS OT BCHUYKM pE3IOMETa Ha
XapaKTepUCTUKUTE Ha MPOJIYKTa CHINIACHO 4ieH 14, 0100peHH OT Ibp)KaBUTE-UICHKH, U
CIIUCBHK Ha JbPXKABUTE, B KOUTO € ITOJA/ICHO 3asBJICHUE.

b. PEBIOME HA XAPAKTEPUCTUKHNUTE HA IIPO/IYKTA

3asBUTENAT TpsAOBa Ja MPEUIOKH pEe3OMe Ha XapaKTepUCTUKUTE Ha MPOAYKTa B
CBHOTBETCTBHUE C 4ieH 14 OT HacToAIIATa JUPEKTUBA.

OcBeH TOBa 3asgBHUTEIIAT npeaocraBd €AWH WM IIOBEYEC O6p33HI/I nim mMmozacjia Ha
THPrOBCKUA BUJ Ha BETCPpUHAPHUSA JICKAPCTBCH IMPOAYKT, C ITPHUJIOKCHA JINCTOBKA, KOTaTO
CC€ N3HCKBA.

B. EKCITEP THU JIOKJIAN

B crotBercTBHE ¢ wien 15, maparpadu 2 w 3, TpsOBa Aa ce MPEACTaBAT CKCIIEPTHHU
JOKJIa/IM 33 aHAMTUYHATa JOKYMEHTanus, (JapMaKOTOKCHKOJIOTHYHATA JOKyMEHTAIUS,
JOKYMCHTalUATa 3a OCTATBYHUTEC KOJIMYCCTBA, KAKTO U 3a KIIMHUYHATa JOKYMCHTAILl KA.

Becexu ekcnepren gokman TpsOBa Ja ChIbpXKA KPUTHYHA OICHKA HA PAa3IUYHHUTE
HN3IIUTBAHUA I/I/I/IJ'II/I OIIMTHU, U3BBPHICHHU B CBOTBCTCTBUC C HACTOAIIATA AUPCKTHBA, U
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TpsOBa J1a ChAbpKa BCUUKH HEOOXOJMMH JaHHH 3a OlleHKa. EkcriepTsT TpsiOBa TOUHO 1a
MOCOYM Jad Cca MPEJOCTaBEHH JIOCTATHYHO TapaHIMU 33 KaueCTBOTO, OE3BPEAHOCTTA U
e KacCHOCTTa Ha CbOTBETHUS MPOAYKT. He e 1ocTarbuHo caMo pe3toMe Ha (akTUTe.

Beuuku BaxkHM JaHHUM ce 0000m@ABaT B MNPUIIOKEHHE KbM EKCIIEPTHMS JOKIajd, B
tTabauyHa WM B rpadguuHa (opma, JOKOJIKOTO € BB3MOXKHO. EKCHepTHUAT HOoKIan U
pesromMeraTa ChIABPKAT TOYHO TII0COYBaHE Ha WHQPOpMANMATA, ChABPXKAIA CE B
OCHOBHATa JOKyMEHTaIUsl.

Bcexu excrnepreH mokiaz ce M3rOTBS OT JIMIE C MOAXOASIA KBAIH (UKALMS U OMUT.
ExcriepThT moamucBa JOKIaga W IOCTaBsS Jara; KbM HEro ce€ Ipujara Kparka
uH(opmMarus 3a 00pa30BaHUETO, MOATOTOBKATA U MPOQeCUOHATHUS ONMUT Ha EKCIepTa.
[TocouBar ce mpodecuoHaIHUTE B3aUMOOTHOIICHUSI MEK/Y €KCIIepTa U 3asiBUTEIIS.

YACT BTOPA

AHanmuTHYHM (P U3UKOXMMUY HU, OMOJIOT MUHU MU MUKPOOHOJIOTHYHH) U3ITUTBAHUSA
HA BeTePUHAPHUTE JIEKAPCTBEHH NMPOAYKTH, ¢ H3K/IIYEHUS] HA UMYHOJIOTHYHUTE
BeTe PUHAPHU JIEKAPCTBEHU MPOAYKTH

Bcuuku MeTomu Ha aHamm3 TpH6Ba Ja OTToBapsAT Ha PABHUIICTO Ha HAYYHHSA IIPOrpeC
KbM MOMCHTa Ha IMPCACTaBAHC Ha AOCUCTO M Oa Ca YITBBPACHU, PE3YITATHTC OT
H3CJIICABAHUATA 3a YITBBPKIABAHC TpH6Ba Ja CC IMpeaACTaBAT.

MeToabT WM METOMTE Ha aHATH3 TPSIOBa Ja ca TMOJPOOHO OMMCaHM, 33 JIa MOTaT Jia ce
BB3IPOU3BEXKAAT 110 BpeME Ha KOHTPOJIHHU U3MUTBAHMS, U3BBPILIBAHU MPU NOMCKBAHE OT
KOMIETEHTHHUsI OpraH; ClielMajHaTa arnaparypa u o0opynBaHe, KOUTO OMxa MOTJIH Ja ce
W3M0J3BaT, TpsiOBa Ja ca ONUCAaHU CBbC CHOTBETHUTE MOAPOOHOCTH, KATO TIPH
BB3MOXHOCT KbM TSX ce mIpujara rpaguka. AKo € HeoOXoIuMo, KbM ¢opMmynara Ha
7a00paTOpHUTE pEAKTUBU TpsOBa Ja ce MPUIIOKH METOABT 3a MpPUTOTBSHE. 3a
IpoLeAypUTe Ha W3IUTBaHWs, BKIIOUCHU B Ee@poneiickama ¢apmakones WIA BbB
(apmaxornesTa Ha JAbpXKaBa-uJeHKA, TOBA ONKMCAHUE MOXE Ja Ce 3aMEHM C IOJpoOHa
nperparka KbM BBIIPOCHATa (hapMaKormesl.

A. KAYECTBEH 1 KOJIMUECTBEH CbCTABU HA CbCTABKUTE

JlaHHUTE W JOKYMEHTHTE, KOMTO TpsiOBa Ja ce NpWIOXKaT KbM 3asBKUTE 3a
pa3pelmMTeNHO 3a MyCKaHe Ha Tas3apa, ChIVIacHO 4ieH 12, maparpad 3, OykBa B), ce
IPEJICTaBAT CHIVIACHO CIETHUTE U3UCKBAHUS.

1. KadecrBeH cbCTAB

,,Ka‘leCTBeH CbCTaB”’ Ha BCUYKHA ChCTaBKH Ha JICKAapCTBCHUA ITPOAYKT € IMTOCOUYBAHCTO
HJIN OIIMCaHHUCTO Ha:
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- aKTHBHATa CyOCTaHIIMS WM CYOCTaHIIUH,

- CbCTaBKaTa MJIM CHhCTABKUTE HA ITOMOIIHUTE BEIICCTBA, HE3aBUCUMO OT TsAXHATa
NpUpoa © OT H3MOJ3BAHUTE KOJIMYECTBA, BKIIOUHUTEIHO OIBETUTENH,
KOHCEPBAHTH, aJDKyBAaHTH, CTAOMJIM3aTOPU, CTBCTUTENH, EMYITaTOpH, C€CEHIIUH,
apOMAaTHH BEILECTBA U T.H.,

- CBbCTAaBKUTC 3a JICKApPCTBCHATa (bopMa - KaIlCyiu, »XCJIaTHHOBH KallCylId U T.H.,
nNpeAHa3HAUYCHU a CC IMoceMar OT KUBOTHU WJIH, Haﬁ-O6IHO, Ja CC NpCAnuncBar Ha
JKHBOTHH.

Tasu wuH@opmalus ce JombiBa OT CHOTBETHU JaHHU 3a OIAKOBKaTa M, MPH
HEOOXOAMMOCT, HaUWHA Ha 3aTBapsHe, 3a€JHO C MOAPOOHOCTH 3a YCTPOWCTBATa, C
KOWUTO C€ WM3MOJ3Ba WIM IpUjiara JEKapCTBEHUST MPOAYKT U KOUTO CE€ JIOCTAaBSAT C
JICKapCTBEHUS TIPOIYKT.

2. ,OO0uyaiiHaTa TEPMHUHOJOTHUS , KOSATO ClelIBa Ja Ce M3IMOJI3BAa MPH ONKMCBaHE Ha
CBCTAaBKUTE Ha JIEKAPCTBEHUTE IIPONYKIH, €, BBIPEKU IIPHIIATaHETO Ha IPYTUTE
pasnopendu Ha wieH 12, naparpad 3, 6ykBa B):

- 10 OTHOLICHHUE Ha CYOCTaHIIMH, KOUTO ca BKIIOUEHH B Eeponelickama ¢apmarones
WIN, aKo HE ca, B HalMOHAJTHaTa (hapMakories Ha eIHa OT AbpPKaBUTE-UJICHKH,
OCHOBHOTO 3arjlaBU€ B HA4aJOTO Ha BBIIPOCHATAa MOHOIpadus, C MO30BaBaHE HA
CBHOTBETHATA (papMaKories,

- 10 OTHOIICHWE Ha JPYrH CyOCTaHIIMH, MEXIyHApOJHOTO HEMAaTeHTHO WME,
npenopbuano ot CeroBHaTa 37paBHa opraHuzamms (C30), koeTo MOXe aa ce
npuapy)KaBa OT APYro HEMAaTeHTHO MM, WM, ak0 HE €, OT TOYHOTO Hay4HO
HaMMCHOBAHHUC, CYGCTaHI_[I/II/I, KOUTO HAMAT MCKAYHAPOJAHO HCIIATCHTHO UMC WJIN
TOYHO HayYHO HAMMEHOBAaHWE CE OIKMCBAT UYpe3 3asiBSIBAHE KaK W OT KaKBO ca
HMPUTOTBEHH, OMI'BJIHEHH, O I1eJIEChOOPa3HOCT, OT BCAKAKBU MOJIPOOHOCTH,

- 10 OTHOIIICHHWE Ha OIBETUTEN, 0003HauaBaHETO My ¢ OykBara ,,E”, ompeneneHa 3a
Hero B Jlupekrua 78/25/ENO na CwBera ot 12 nexemBpu 1977 1. 3a cOnuxaBane
Ha TpaBWjaTa Ha JAbPKABUTE-UICHKHA, OTHOCHO OI[BETHTEIMTE, pa3pellieHu 3a
yIIOTpe6a B JICKap CTBEHHU IIPOIYKTH .

KoanyecTBeH ChCTaB

3.1. 3a nma ce mocouu ,,KOMUYECTBEHUs CHCTaB” HA BCHUYKM AaKTUBHHU CYOCTaHIIMU Ha
JICKAPCTBEHUTE TMPOJYKTH, € HEeoOX0auMO, B 3aBHCUMOCT OT CBOTBETHATA
dapmaneBTuHa Popma, 1a ce ompeneay Macara, Uik Oposi eAMHUIM 32 OMOJIOTHYHA
AKTHBHOCT, WJIHM 32 QWHUIIA JO3MPOBKA, MJIM 32 CIWHHIIA Maca WU 00eM, 3a BCSKa
aKTMBHA CyOCTaHLIMSL.

YOBL11,14.1.1978 1., ctp. 18. Jlupexrusa, mocie 1HO U3MEHEHa U JIONIbJIHEHA OT AKTa 3a
npuchbeuHaBaHe oT 1985 r.
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Enyaunm 6uonornyHa akTHBHOCT €€ M3IIOI3BAT MIPU CYOCTaHIIMM, KOUTO HE MOTaT Jia
Opmar xumuuecku onpeneneHu. Koraro CBeroBHara 3ApaBHAa OpraHu3anus e
orpenenuia MeXIyHapoJHA €JUHUIIA 32 OMONOTMYHA aKTUBHOCT, TS C€ HM3IMOJI3BA.
Korato Hsma ompeneneHa MeXIyHapogHA EIMHUIA, CIMHUIIUTE 32 OMOJOTHYHA
aKTUBHOCT C€ H3pa3siBaT [0 TakbB HAuylH, Y€ Ja MPEACTaBAT HEIBYCMHUCICHA
uHQopMaIus 3a aKTHBHOCTTAa Ha CYOCTaHIIMUTE.

Koraro € BB3MOXkHO, ce oTOens3Ba OMOJIOIMYHATa aKTUBHOCT 3a €IMHMIIA Maca Wi
o0em.

Hacrosimara nadopmaius ce 10nbiBa:

- 3a TIpermapaTv 3a WHXKEKTHpaHEe, CIIOpPEe] MacaTa WM CIUHHUIHNTE OHOJOTHYHA
AKTUBHOCT Ha BCsKa CYOCTAHITUS B €IMHMIIA OMAKOBKA, KATO CE€ B3EME MPEIBU/I
MOJIC3HHSI 00eM Ha MPOJIYKTa, CJIe]] Bh3CTaHOBSIBAHE , aKO € HEOOXOIUMO,

- 32 JEKAPCTBEHU MPOJYKTH, KOUTO CIEABA J1a C€ MPEANMCBAT Ha KAlKH, CIIOPEN]
MacaTta ujan CIUHUIUTC GI/IOJIOFI/I‘-IHa AKTUBHOCT Ha BCsJKa aKTHBHAa CyGCTaHI_[I/ISI,
ChIBPIKAIM ce B Opost Karku, orroBapsanm Ha 1 Ml uim 19 oT nmpenapara,

- 3a CHUpOIIH, EMYJICUU, TPaHYIHH Mpernapatd U ApYrd ¢apMareBTHYHH (HOpMH,
KOMTO CJeliBa Ja CE MpEeIIUCBAaT B M3MEPEHHU KOJIMYECTBA, Ype3 Macara WU
eIMHUIMTE OWOJIOTMYHA AaKTMBHOCT Ha BCSKAa akTMBHA CyOCTaHIUs 3a
U3MEPEHOTO KOJIMYECTBO.

3.2. AKTUBHH CY60T3.HI_II/II/I, MNpUCHCTBAIIM BBB BUJ HA CbCAUHCHH A UM TPOU3BOJHHU, CC
OIMHUCBAT KOJIMYCCTBCHO, YPE3 06HIaTa UM Maca, 1 aKo € H€06XOI[I/IMO HJIM1 YMECTHO,
Upe3 MacaTta Ha aKTUBHATA CAWMHUIIA UM CANHULI B MOJICKYJIAaTa.

3.3. 3a nexkapcTBEHU MPOAYKTH, ChIBPKAIIMM aKTUBHA CYOCTaHIIMS, KOSITO € IpeAMET Ha
3asBKa 3a paspeIMTEIHO 3a MbPBOHAYATHO MYCKaHE HA Ia3apa B HSKOS IbpiKaBa-
YJIGHKa, KOJIMYECTBEHOTO IMOCOYBAHE HA aKTUBHA CYOCTaHIHS, KOSTO € COJ WIIH
XUJpaT, CHCTEMHO C€ U3pa3siBa, Ype3 MacaTa Ha aKTMBHATa €IMHMIA WM €IMHUIU B
MoJnekynata. KonMuecTBEHHUST CbCTaB Ha BCHUYKU pa3pelicHU BIIOCIEICTBUE
JICKApCTBEHU TPOAYKTH B JIbPKABUTE-WICHKM C€ M3pa3siBa MO ChIMS HA4YMH 3a
ChII[ATA AKTUBHA CYOCTaHIIHSI.

4. Paspurtue Ha papmanusTa
IIpenocrass ce obsicHeHue 3a M300pa Ha ChCTaB, ChCTABKU U OMAKOBKA M OYaKBaHATa
GyHKIMS Ha TOMONHHUTE BEIICCTBA/CKCIUIUEHTHTE B KpallHUsA mpoaykr. To ce
NOJKpEens C HaydHM JaHHU 3a pa3BuUTHEeTO Ha (apmanusara. Ilpenosupane npu

MPOU3BOICTBOTO, 3a€JHO ¢ 00OCHOBKA 3a TOBA, TPsIOBA J1a OBAAT TOCOYCHH.

b. OIIMCAHUME HA ITPON3BO/JICTBEHNWA METO L
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Onucanrero Ha TPOU3BOACTBEHHMS METOZA, NpPHAPYKABAal0  3asBJICHUETO 32
pa3pemmTeNIHO 3a TycKaHe Ha masapa, chriacHo wieH 12, maparpad 3, OykBa T), ce
U3TOTBSI MO TakbB HA4YMH, Y€ Ja JaBa MpaBWJIHA IMpeAcTaBa 3a €CTeCTBOTO Ha
U3I0JI3BAHHUTE OMEPAIUH.

3a Ta3u i, TO Tpﬂ6Ba Ja BKIIIOYBaA ITOHC:

- orOens3BaHE HAa pa3NUYHHUTE €TAalM Ha IPOM3BOJCTBO, Taka 4Ye Ja MOXKE Ja ce
HalpaBd OLEHKAa Jald M3MOJA3BAaHUTE MPOLECH MpU MPOM3BOJACTBOTO Ha
dapmaneBTHUHAaTa (popMa OU Xa JOBEIH 10 HEOJAronpusTHA MPOMSIHA HAa ChbCTAaBKUTE,

- B cnoydail Ha HENPEKbCHATO MPOM3BOACTBO, IBIHU MOAPOOHOCTH OTHOCHO
MpeAna3sHuTe MEPKHU, KOUTO ca MPEANpPUETH 3a TapaHTHpaHEe Ha XOMOTEHHOCTTa Ha
KpalHUSI MPOJIYKT,

- JICUCTBUTENIHATA TMPOU3BOJCTBEHA (GOpPMYysia, C KOJIMYECTBEHW JaHHUA 32 BCHYKH
U3MO0J3BAaHK  CYOCTaHIIMHM, KOJMYECTBaTa IOMOIIHHM  BEIIECTBA, IOCOYCHHU
NPUOIM3UTENHO, JOKOJIIKOTO JIeKapcTBeHaTa/(apMmameBTHYHATa QopMa TO Hayara;
oTOeNnsI3BaHe Ha BCHYKM CYOCTAaHI[MH, KOMTO MOraT jJa W34e3HaT B Ipoleca Ha
IIPOU3BOJICTBO; BCSKO MPeIo3upaHe TpsiOBa 1a € 0TOeNsI3aH0 U 000CHOBAHO,

- IIOCOYBAHC HA €TAIIUTC HAa IPOU3BOJACTBO, IIpU KOUTO CC B3UMAT l'IpO6I/I 3a KOHTPOJIHA
HU3MNUTBAHUA IO BPEMC Ha IMPOU3BOJACTBO, KOrato APYrd AaHHU B HJOKYMCHTHTC,
npuapyxaBaiy 3adBJICHUCTO ITOKAa3BaT, Y€ TAKWMBa H3INWUTBAHUA Ca H606XOI[I/IMI/I 3a
KOHTpPOJIa Ha KaYCCTBOTO HaA KpaﬁHI/IH IIPOAYKT,

- CKCIICPUMCHTAJIHU M3CICABAHUA, BaJlMAWpAId ITPOU3BOACTBCHUSA IPOLEC, KOTAaTO
HCCTAaHAAPTHU MCTOAHN 3a IIPOU3BOACTBO CC U3ITOJI3BAT UJIM KOI'aTO TOBA € OT OCHOBHO

3HAuUEHUE 3a MPOIYKTa,

- 32 CTEpUJIHM NMPOJYKTH, JTaHHH 3a MPOLIECUTE HAa CTEPUIM3ALIUS /UK U3MOJI3BAHUTE
ACENTUYHHU IIPOLIEAYPH.

B. KOHTPOJI HA UBXOAHUTE MATEPUAJIN

[lo cmucwena wa Hactosums mnaparpad, ,M3XOOHH MaTepHain’ O3HA4aBa BCHUYKU
ChCTaBKU Ha JIGKAPCTBEHHS IMPOJAYKT, ak0 € HEeoOXOAMMO, Ha HEroBaTa OIIaKOBKa,
KakTo € mocoueHo B Paznen A, Touka 1, mo-rope.

B cnyuai Ha:

- aKTMBHA cyOCTaHIIMS, KOSITO HE € onucaHa B Eeponeiickama ¢apmaxones Uy BbB
dapMakoriesita Ha IbpKaBa-YICHKA,

- aKTHBHA CyOCTaHIIMS, KOATO € omucaHa B Eeponeiickama ¢hapmaxones Unv BbHB
(apmakonesiTa Ha IbprKaBa-dJIeHKA, KOATO C€ IMPUIOTBA MO METOJ, KOWTO MOXeE
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Jla OCTaBU MPUMECH, HETIOCOYCHH B MOHOTpadusaTa Ha (hapMakomesTa, U 3a KOsSTO
MOHOTpadusATa € HeTOAXOAS IR, 32 Ja KOHTPOJIHPA aJeKBaTHO HEWHOTO KaueCcTBO,

KOSITO C€ MPOU3BEXKAA OT JIPYro JIMIlE, OCBEH OT 3asBUTENS, MOCIEAHMUAT MOXE Ja
B3eM€ HEO0OXOJIMMUTE MEPKH 3a IUPEKTHO MPEJOCTaBsIHE Ha MOAPOOHO OMUCAHUE HA
IPOU3BOJICTBEHUS! METOJl, Ka4eCTBEHHUs KOHTPOJI MO BpEeME Ha MPOM3BOJACTBO H
npoleca Ha BadUAU3alMsl HA KOMIIETEHTHUTE OpraHW OT IPOU3BOJIUTENS Ha
aKTHMBHATa cyOcTaHlMs. B To3u ciydail mpou3BOIUTENAT TpsiOBa J1a MPEAOCTaBU Ha
3asBUTENS BCUUKUTE JJaHHU, KOUTO MOTaT Ja ca HeoOXOAMMHU Ha IMOCJEAHHUs, 3a Ja
oeMe OTTOBOPHOCT 3a JIEKAPCTBEHHS MpPOAYKT. [Ipom3BoauTensT HOTBBpXkAaBa
MHCMEHO Ha 3asBUTENS, Y€ OCHIypsiBa MOBTOPSAEMOCT Ha MapTUIUTE M HAMA Ja
IPOMEHsS] TPOM3BOJCTBEHUsI TMpolec WM cheuudukanuure, 0e3 na HHPopMHpa
3agBuTeNsd. JIOKYMEHTH M JaHHM 3a H3BBPIIBAHETO Ha TakaBa IpPOMSHA Ce
MPEIOCTaBAT Ha KOMIIETEHTHUTE OPTaHH.

JlaHHWTE © JOKYMEHTHTE, NPHUAPYKABaId 3asBICHHETO 32 pPa3peHIMTEITHO 3a
MycKaHe Ha Tasapa, chriacHo wieH 12, maparpad 3, OykBu m) u ) um wied 13,
naparpa¢ 1, BKIIOYBAT pE3yATaTUTE OT HW3MHUTBAHUATA, BKIIOYUTEIHO aHAJIH3 HA
NapTUIUTE CICIUAIHO 32 aKTUBHUTE CYOCTaHIIMH, OTHACSAIIM CE JO KOHTpOJa Ha
KaueCTBOTO HAa BCHYKM H3MOJ3BaHU CHCTaBKH. Te ce MPENOoCTaBsAT B CHOTBETCTBHE
ChC CIIEIHUTE pa3nopeon:

1.1. U3x00Hu mamepuanu, uz3dpoenu 6v8 papmaxoneume

MoHorpaduute Ha Egponetickama gpapmakrones ce MpUIarar 3a BCHYKU CyOCTaHIINH,
U30pOCHH B Hesl.

[To oTHOmEHME Ha ApPyrd CYOCTaHLIMH, BCSKA Ibp)KaBa-dJICeHKA MOXE Ja HM3HCKBA
cbON0jaBaHe Ha HellHaTa HaIMOHAIHA (apMaKones 1Mo OTHOIIEHHWE Ha MPOAYKTHUTE,
MPOU3BEXIaHU HA HEWHA TEPUTOPHUSL.

CbcTaBKY, OTroBapsiii Ha W3MCKBaHUATA Ha Eeponetickama Gapmakones WU
dapMakoresitTa Ha €Ha OT IbpKAaBUTE-WICHKU, C€ CUMTAT, Y€ ca B ChOTBETCTBHUE B
J0CTaTh4Ha CTENeH ¢ wieH 12, maparpad 3, OykBa u). B TO3u citydaii omucaHueTo Ha
AHAJTUTUYHUTE METOIU MOXE Jla C€ 3aMEHH OT MOApOoOHa mpenpaTka KbM BhIIpOCHATA
dapmakormest.

OGaue, koraTo U3XOJEH Marepuanl oOT FEsponelickama apmakones WIA OT
(apMmaxomnesTa Ha Ibp>KaBa-ujeHKa € NPUTOTBEH IO METOJ], KOMTO MOXE /1a OCTaBH
IpUMECH, HEKOHTPOJHMpPAaHU B MOHorpadusra Ha QapmakoresTa, TE€3U NPUMECH U
TEXHUTE MAaKCHMajlHO JONYCTHMH TpaHUIA TpsOBa Ja OBJAT IOCOYCHH U
HNOIXOSIIMTE NPOLEAYPH Ha U3NUTaHUS Aa ObJaT ONUCaHHU.

OuBeTuTeNsIT, TPA BCHYKA CIIydaw, TpsSOBa Ja OTroBaps Ha HM3WCKBAHHATA HaA
Hupexrusa 78/25/EVO na CoBera.
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PyruHHUTE M3NUTBaHUS, U3BBPIIBAHU C BCSAKA MAPTUIA U3XOJHU MATEPUAIH, TPSIOBa
Jla ca Te3H, KOMTO ca MOCOYEHM B 3asBJICHUETO 3a PAa3peIMTETHO 3a MYCKaHE Ha
maszapa. AKO ce M3MON3BaT U3MUTBAHUS, OCBEH TE3U, MMOCOUYEHH BBHB (apMakormesTa,
TpsiOBa J1a ce MPEJOCTaBH JOKA3aTEICTBO, Y€ M3XOJHUTE MAaTepHald OTrOBapsAT Ha
M3HMCKBaHUATA 32 KAYECTBO Ha Ta3u (apMakxormes.

B cmywam, korato crenuduianusra, ChAbpXKama ce B MOHOTpadusATa Ha
Esponeiickama ¢hapmaxones vii B HallMOHaJHaTa (JapMakories Ha JbpKaBa-4JICHKa,
Ou Morma Ja € HeAOCTaTbyHa, 3a Ja OCUTYpH KauyecTBOTO Ha CyOCTaHLUATa,
KOMIIETCHTHUTE OPTaHW MOTAT J]a M3MCKAT OT MPHUTEKATES Ha Pa3peIlMTEIHOTO 32
IycKaHe Ha [a3apa Mo-IoIX0AA I Cle (UK.

KommnerenTHute opranu wuHGOpMHUpAT OpraHUTE, OTIOBOPHU 3a BBIIPOCHATA
dapmaxkornies. [IputexaTensaT Ha pa3pelIMTEIHOTO 32 MyCKaHe Ha Mma3apa MpeoCcTaBs
Ha OpraiuTe Ha Tasd (¢apMakomes MOAPOOHOCTH 3a  MpennojaraeMara
HEJ0CTAaThYHOCT U 32 AOI'BIHUTENHO MOAJICHUTE CIIe U (pUKaII1u.

B cimywsan, korato M3XOAHHUST MaTepual HE € ONHMcaH HUTO B E@ponelickama
papmakonesi, HATO BBB (QapMakonesTa Ha JIbp)KaBa-wICHKa, CHOTBETCTBHE C
MOHorpadusi OT (apMakomesTa Ha TpeTa CTpaHa MOXeE Ja ObJie MPHETO; B TAKUBa
Cllydau, 3asBUTENSAT IPEACTaBs KOMHE OT MOHOrpadusra, MPUAPYKEHA, aKO €
HEO00X0IMMO, OT BAJMU3ALMs Ha ChABPIKALIMTE CE B HEsI MPOLICAYPU Ha U3ITHTBAHUS
U OT IIPEBOJI, aKO € He0OXOUMO.

1.2. U3x00Hu mamepuanu, koumo He ca b8 hapmaxones

CbcTaBKku, KOUTO HE GUTypupaT B HUTO enHa (apMakories, ce ONMKMCBAT BHB BUJ HA
MOHOTpa(usi CbC CIETHUTE 3araBUsL:

a) HAUMEHOBAHUETO Ha CyOCTaHLIMATA, OTrOBApSIIO HAa M3MCKBaHUATA Ha pas3znen A,
TOYKa 2, C€ JOM'BJIBA OT THPTOBCKU WJIM HAyYHU CUHOHUMU;

0) ompeneleHHeT0 Ha CyOCTaHIUATa, CHOTBETCTBA Ha Ta3W, (QuUrypupama B
Eeponetickama apmaxones, ce mnpuapyxkaBa OT HEOOXOAUMH OOSCHUTEIHHU
JIOKA3aTeNICTBA, CIICHATHO OTHACSAIM CE IO MOJIGKYJHATa CTPYKTypa, ako €
HEOOXOAMMO; TS TPsOBA J1a ce MpHUIpYXKaBa OT MOAXOASIIO OMMCAaHUE Ha METoa
3a cuHTe3. Korato cyOcTaHumuTe ™MoraT Jnaa ObAaT OMHCaHU camMo IO
NPOM3BOJICTBEHUSI UM METOJI, OMHMCAHHETO € JOCTAaThYHO IMOApoOHO, 3a Ja
XapaKTepu3Hupa CyOCTaHIUATA, KOSTO € KOHCTaHTa IO ChCTaB U €(eKTH;

B) METOAMTE 32 UICHTU (M KAl MOTaT Aa ObJaT OmMcaHu 1o (opMara Ha ISUIOCTHU
TEXHUKHA, KOUTO CE WH3IMOJ3BAT IPU TMPOU3BOACTBOTO HA CYOCTAHIUATA, W
M3MHUTBaHUS TOA ¢opMaTa Ha HW3MUTBAHHS, KOUTO TpsAOBa Ja C€ HM3BBPIIBAT

PYTHUHHO;
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I) U3NHTBAHMATA 32 YHCTOTA CE OMUCBAT BB BPB3Ka C 00aTa Maca Ha MPEABUINMUI
MPUMECH, CHEIHAIHO Te3W, KOUTO MoraT Ja HuMaT BpeleH e(ekr, U ako e
HEeoOX0IMMO, Te3U, KOUTO, KaTo C€ B3eMe MpeaBHJ KOMOWHAIMSITa OT
CyOCTaHIIMM, 32 KOUTO C€ OTHAcsi 3asBJICHHETO, MOraT HeOJIarompusaTHO 1a
MOBIUAAT Ha CTA0MJIHOCTTAa Ha JIEKAPCTBEHMS NPOAYKT WIIM Ja HapylaT
AHATMUTHYHUTE PE3yITaTH;

J1) IO OTHOLICHHE Ha KOMILJICKCHUTE CYOCTaHI[MU OT PAaCTUTENEH WJIM KHUBOTUHCKH
pOU3X0Jl, TpsIOBa Ja ce MpaBU paziMKa MEXIY Clydail, KoraTo MHOroOpoHHU
(bapMakoJOTUYHU ePeKTH HajlaraT U3BBPIUIBAHETO HA XUMUYEH, (U3UUYECKH UIIU
OMOJIOTMYEH KOHTPOJI BbPXY OCHOBHUTE HEOOXOAMMHU KOMIIOHEHTH, U Cllydail Ha
CYOCTaHIIMH, CHIbPIKAIIM €HA WM ITOBEYE IPYIHU OT IEMEHTH, UMAIIM 0100HO
JIeWCTBHE, 10 OTHOLICHHE HA KOMTO ISUIOCTHUAT METOJ 3a aHaJIM3 MOXE Ja Ce
npueme;

C) KOTaTO CC€ MU3IO0JI3BAT MAaTCpUAIN OT )KUBOTUHCKH ITPOHU3X0d, CC OIMMHUCBAT MCPKH 3a
TrapaHTUPaHC OTCbCTBHUEC HA ITOTCHIWAJIHHA ITAaTOTCHHU arCHTH

)K) BCHUYKM CIICOUAIHU IMPCANasHu MCPKH, KOUTO MOTIaT Ja ca HGO6X0)II/IMI/I npu
CbXPAHCHUCTO HaA HU3XOAHUTEC MATCpUaAIM U, aAKO € HeO6XO,[[I/IMO, CC JHaBa

MAaKCUMAJIHHUAT MCPUOJ NPEAn IMOBTOPHO U3IMUTBAHC.

1.3. Qusuxoxumuunu xapakmepucmuku, Koumo mocam 0a noeuusisim Ha
OUOAHATUMUYHOCIMA

Cnennata nH@GOpMaIMsg OTHOCHO aKTUBHHUTE CYOCTaHIIMH, M30POEHU WM HEeM30poeH!

BBB (papMakorienTe, ce MpeaoCTaBsi KaTO YacT OT OOIIOTO ONMHMCAHWE Ha aKTHBHUTE

CyOCTaHLIMM, aKO OMOAHATMTUYHOCTTA Ha JIEKAPCTBEHUSI TPOJYKT 3aBUCH OT TSIX:

- KpucTtanHa gopma U Koe(PUIIMEHTH Ha Pa3TBOPUMOCT,

- pa3Mep Ha YacTUIIUTE CIIel MYyJIBepU3alys, ako € He00 X0 IMMO,

- CbCTOSIHME Ha Pa3TBOPUMOCT,

- Koe QUITMEHT Ha JIeJIeHHe Ha Macjo/Bojia L

[IspBUTE TpH ab3alia HE ce OTHACHT 3a CYOCTaHIIUMHU, U3IIOI3BaHU CaMO B Pa3TBOP.
Korato u3XxomHu Marepuanyd KaTO MHKPOOPTAHU3MH, THKAaHU OT pPACTUTENEH WIIU

KUBOTHHCKH TTPOU3XO/, KIETKU WM TEYHOCTH (BKIIOUUTEIHO KPBB) OT YOBEIIKH H T

AKUBOTHHCKHM IPOU3XOJ UM OMOTEXHOJIOTMYHO KOHCTPYMPAHM KIETKH CE MU3MO0I3BaT

IIpU IPOU3BOACTBOTO HA BETEPUHAPHU JICKAPCTBEHU IIPOAYKIH, IPOU3XOABT U
HCTOPHSATA HA U3XOAHUS MaTEpHUall C€ ONMCBAT U JOKYMEHTHUPAT.

1 .
KoMmmeTeHTHHTe OpraHu Morar cbhII0 Ja Houckat ctoiHoctHTe PK/PH, ako mnpeunenst, 4e Tasu
nHpOpMaNHs € BaKHA.

3200110082 — IIIIP - pemakrupan



OnucaHuero Ha M3XOJHUS MaTepual BKIOYBA IPOM3BOJCTBEHA CTpaTerus,
MpEeUrCcTBATEIHN/IE3aKTUBUpAIM TPOLEAYpU C TsAXHAaTa BalUAU3alUs U BCHYKU
KOHTPOJIHM MpOLEAYpH IO BpPEME Ha Ipoleca, NpEeIHa3HAYeHHW Ja TrapaHTHpaT
KaueCcTBOTO, OE3BPEIHOCTTA U OBTOPAEMOCTTA HA MAPTUIUTE HA KPAlHUS POIYKT.

2.1. Koraro ce u3non3Bar KieThbuHU OaHKH, CE TTOKa3Ba, 4Ye KIETHhUHUTE XapaKTePUCTHKH
ca OCTaHaJIM HEMIPOMEHEHM Ha MPEXOJIHO HMUBO, U3MOJI3BAHO MPHU MPOU3BOJICTBOTO U
cIIe HETO.

2.2. CemeHHU MaTepuaiy, KIETbYHU OAHKHU, CEpyMHU OaHKM U JIPYrH MaTepuaiud OT
OMOJIOTMYEH IPOU3XOJ U, KOTaTO € BB3MOXKHO, MATEPUAIIBT, OT KOWTO ca MOJydeHH,
CE M3NUTBAT 33 BHHILIHU areHTH.

AKO HaJIMYMETO Ha MOTCHLIUAJIHO NATOTeHHH BBHIIHU areHTH € Heu30eXKHO,
MaTepuanbT € M3MO0JI3Ba caMO KOTaTO Mocie/nBaIia 00paboTKa rapaHTHpPa TAXHOTO
peMaxBaHe W/WITM MHAKTUBUPAHE U TOBA CE YIOCTOB epsIBa.

I CIIEHMAJITHM MEPKU 3A TIIPEJOTBPATABAHE IIPEJABAHETO HA
CIIOHTM®OPMHU EHHE® AJIOTIATUU 10 XXKUBOTHUTE

3asBuUTENAT TpsiOBA Na JOKaKe, Y€ BETCPUHAPHUSAT JICKAPCTBEH MPOAYKT € MPOU3BEICH
CBIVIACHO OOACHUTETHUTE OENEeKKM KbM PBHKOBOACTBOTO 3a HamaliiBaHE Ha PHUCKa OT
npelaBaHe Ha CHOHTUQOPMHU eHledaTomaTHH areHTH 10 JKUBOTHUTE upe3
BETCPUHAPHUTE JICKAPCTBEHH TPOAYKTH U aKTyaIH3al[dUTe My, MYyOJIMKYBaHO OT
EBpomeiickata komucuss B Tom 7 oT HeliHaTa mnyOonmkanus ,llpaBuia, ypexmany
JIeKapCcTBEHUTE MPOayKTH B EBpomneiickara o6mmHoCT”.

J. KOHTPOJIHU M3IIMTBAHUA, ITPOBEXXKIAHN HA MEX/WHHUTE ETAIIA
OT ITPOM3BOJACTBEHUMA ITPOLIEC

JlaHHUTE U JOKYyMEHTHUTE, IPUPYKaBaIM 3asBJICHUETO 33 Pa3peIMTENHO 32 ITyCKaHe Ha
nasapa, chIiiacHo wieH 12, maparpad 3, OykBu W) U i), kakro u wieH 13, maparpad 1,
BKJIIOYBAT JAaHHM, CBBP3aHU C KOHTPOJIHHUTE M3MUTBAHUS Ha MPOJYKTa, KOUTO MOTaT Jia
Ce M3BBPUIBAT Ha MEKAWHHHUTE €TalU OT MPOM3BOJCTBEHUS MPOLEC C LEN OCUTYpsIBaHE
Ha ChBMECTHMOCTTA Ha TEXHHYECKUTE XapaKTEPUCTUKN U TPOU3BOICTBEHHS MTPOIIEC.

Te3n n3NUTBaHMSA ca BaKHU 3a IPOBEPKA Ha CbOTBETCTBUETO HA JIEKAPCTBEHHUSI TPOIYKT C
dopmynaTa, Korato, Mo H3KIIOYCHHE, 3asBUTENAT MPEUIOKU aHAIUTHYEH METOH 3a
U3INATBAHE HA KpalHWS MPOIYKT, KOMTO HE BKIIOYBA AHAJIM3 HA BCUYKA AKTHBHU
cyOCTaHIMM (MJIM HAa BCUYKM KOMIIOHEHTH Ha IMOMOIHOTO BEIIECTBO, MOJUICKAIIM Ha
ChIIMTE U3UCKBAHUS KaTO aKTUBHUTE CyOCTAHIINN ).

CpII0TO CE OTHACS, KOTaTO KOHTPOJIBT HA KA4€CTBOTO Ha KpallHUs MPOAYKT 3aBUCH OT
KOHTPOJIHUTE M3MUTBAHUS IO BpEME Ha MPOU3BOACTBOTO, IO-CHEIUATHO, aKo

cyOCTaHLMATA Ce ONPe/elisi OCHOBHO OT CBOSI IIPOM3BOJCTBEH METO/I.
E. UIBIIMTBAHUWA HA KPAUHUA ITPOAYKT

3200110082 — IIIIP - pemakrupan



1. 3a xoHTposia Ha KpalHHUS NMPOAYKT, MapTUaTa KpaeH NPOAYKT BKIIOYBA BCHUYKU
eIMHUIM (apMaleBTUYHU (OpMH, HAMpPaBEHU OT CHIIOTO HAYAIHO KOJIMYECTBO
Marepuaig U MPEeMUHAIN Npe3 ChUMTE MPOU3BOACTBEHU CEPUU M/MIM ONEPAllUH 110
CTEpPWJIM3UPAHE WJIM, B CIy4all HAa HENPEKbCHAT MPOWU3BOACTBEH MPOLIEC, BCHYKU
€AMHUILM, IPOU3BEACHHU 3a OIPENEIIECH IEPUOJ OT BPEME.

B 3asBneHuero 3a paspelmTeNHO 3a IyCKaHE Ha Iazapa ce M30posiBaT Te3H
M3IHUTBAHNS, KOUTO CE MPOBEKIAT PYTMHHO BBPXY BCsKa MapTUJa KpacH POy KT.
[locouBa ce uecToTaTa Ha M3MUTBAHUATA, KOUTO HE CE€ MPOBEXKAAT PYTHHHO.
[TocouBat ce rpaHuIM 32 OCBOOOXKIaBaHE.

JlaHHWTE ®W JOKYMEHTHTE, NPHUAPYKaBaId 3asBICHHETO 32 pPa3peUIMTETHO 3a
nyCKaHe Ha Ia3apa, ChIiIacHO wieH 12, maparpad 3, OykBH W) U i), KakTo ¥ wieH 13,
naparpa¢ 1, BKIIOYBAT JaHHU, CBBP3aHH C KOHTPOJHHUTE W3MUTBAHUS HA KpaliHU
NPOAYKTH TpH OCBOOOKAaBaHe. Te ce MPENCTaBsAT B CHOTBETCTBHE CHC CICIHUTE
U3HCKBaHUSL.

Pasnopenoute Ha obumTe MoHOTpaduu Ha Eeponetickama ¢hapmaxones, WIA aKoO
HsIMa TaKWBa, HAa IbpIKaBa-4JIeHKa, ca MPUIOKUMU 32 BCUUKU TPOIYKTH, ONIpeeTieHN
B TsX.

AKO ce M3MoN3BaT MPoIeIypy Ha U3MUTBAHUS UM TPAHUIIN, OCBEH T€3U, TOCOYCHHU B
obnmTe MoHorpaduu Ha Esponeiickama ¢apmaxones, VWIH aKO HsIMa TaKdBa, B
HaIlMOHAJIHATa (apMaKoIess Ha JbpiKaBa-uwiICHKa, CEe MPEJIOCTaBs T0KA3aTeICTBO, e
KpaHUAT TPOJYKT, aKO C€ M3MUTBA B CHOTBETCTBUE C T€3W MOHOTpaduu, oTroBaps
Ha M3UCKBAHMATA 32 KAYECTBO Ha Tazu (apMakores 3a ChOTBETHATa (hapMalleBTHIHA

dopmMa.

1.1. Obwu xapaxmepucmuku Ha KpatiHus NPOOYKm

OmnpeneneHy M3MUTBAHUS Ha OOUMTE XapaKTEepPUCTUKUA Ha MPOJYKTa BHUHATU Ce
BKJIIOYBAT B M3NUTBAHUATA HA KpalHUsA OPOAYKT. Te3u U3NUTBaHHS, KOTraTo €
OPUJIOKUMO, C€ OTHACAT JO0 KOHTpPOJa Ha CpeIHUTEe OO0EeMH M MAaKCHMAaTHUTE
OTKIIOHEHUS, O MEXaHWYHUTE, (PU3MYECKH WM MHUKPOOMOIIOTHYHU H3NUTBAHUS,
OpTraHOJIEITUYHH XapaKTePUCTUKU, (PU3UUECKH XapaKTEPUCTUKU KAaTO IIIBTHOCT, PH,
WHJEeKC Ha pedpakiusg U T.H. 3a BCSAKA OT TE3W XapaKTepUCTUKU, CTAaHIAPTH H
TpaHULIM Ha OTKIIOHEHUSI C€ ONIPEAEIAT OT 3asIBUTEIS 32 BCEKU OTJIENEH Cydail.
VYcnoBusta Ha U3NUTBAHUATA, KOTATO € MOJXOASIIO0, M3IOI3BAHOTO O0OpYyIBaHE U
CTaHJAPTUTE C€ ONUCBAT C TOYHM NOJIPOOHOCTH, KOraro He Qurypupar B
Esponetickama ¢apmaxones wnu (apMaxomnesTa Ha JbpKaBa-wiICHKA; CHIIOTO CE
OTHacs 3a CiIy4auTe, KOTaTO METOJIUTEe, MpEeAnucaHu OT Te3u ¢apMakoreu, ca
HENPUIIOKUMHU.

OcBen ToBa, TBBpaUTE (apmarieBTUYHU (GOPMHU, KOUTO CjelBa Ja ce Mpuiarar
OpaJIHO, MOJUIKAT Ha IN VItro m3ciieBaHusI 32 CKOPOCTTA HA OT/CISIHE U pa3TBapsiHe
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Ha aKTHBHATA CYOCTAHIMS MJIA CYOCTAHIIMH; KOTaTO MPUJIOKESHUETO € 110 APYT HAYMH,
TE3W W3CIEABAHUS CE TPOBEXKIAT, aK0 KOMIIETEHTHHTE OpPraHM Ha ChOTBETHATA
IbpKaBa-4JIeHKa CMETHAT 32 HE0OXO0 JMMO.

1.2. Hoenmudghuxayus u ananuz Ha akmueHama cyocmanyusauiu cyocmanyuu

Nnentudukamuss ¥ aHAIM3bT HA AaKTWBHATA CYOCTAHIIUS WIJIM CYOCTaHIIUHM Ce
U3BBPIIBA Ha TPEJCTaBUTEIHA IMpoda OT MPOM3BOJICTBEHA NapTUIA WM Ha
orpeneneH Opoil eMHUIM T03UPOBKA, aHATH3UPAHU WHIWBHUIAYaTHO.

OcBeH ako HsMa MOAXOJISII0 OCHOBAaHUE, MAKCUMAITHOTO MPUEMIIMBO OTKIIOHEHUE HA
CHIBPKAHMUETO HAa aKTUBHA CYyOCTaHIMS B KpallHUS TPOAYKT HE TpsOBa 1a
npeBumana +/- 5 % 1o BpeMe Ha MPorU3BOJICTBOTO.

Bb3 ocHOBa Ha M3NHUTBaHUATA 32 CTAOMITHOCT MPOU3BOUTEINAT TPAOBA J]a PEIOKHU
1 000CHOBE MAaKCHMAaJIHO JOMYCTUMM TPAaHUIIM HAa OTKIOHEHHE 3a ChAbp)KaHHE Ha
aKTHBHA CyOCTaHIUs B KpailHUs MPOAYKT 10 Kpas Ha MPeI0KEHUsI CPOK Ha TOTHOCT.

B onpeneneHN M3KIIOUATETHU CIydad MPH OCOOEHO KOMIUIEKCHH CMECH, KOTaTo
aHaAJIM3bT HA AKTUBHU CYOCTaHLIMH, KOUTO Ca MHOTOOPOWHH WJIM Ca B MHOTO MAaJIKH
KOJIMYECTBA, OM HAJOXKWI CIOXKHO TPOYYBaHE, TPYAHO 3a MPOBEXKAAaHE 3a BCsKa
IIPOM3BOJICTBEHA MAapTHUJIA, AHAINU3BT HA €IHA WIM [OBEYE AKTMBHM CyOCTaHIIMU B
KpallHUsA TPOAYKT MOXKE Ja Ce MPOIyCHE MPU H3PUYHOTO YCIOBHE, Y€ TaKuBa
aHaJIM3U Ce M3BBPIIBAT HA MEXIMHHU €Talu Ha IMPOU3BOACTBEHHS mporec. ToBa He
MOXe Ja OoOXBaHE M XapaKTepU3HpPaHETO Ha CBOTBETHUTE cyOcTtaHuuU. Tasu
OINpOCTEHa TEXHUKA C€ JIOM'BJIBA OT METO/I 32 KOJMYECTBEHA OLIEHKA, [T03BOJISBAINA HA
KOMIETCHTHHSI OpraH Ja MOXE Ja TOTBBPIM CHOTBETCTBHETO Ha JICKAPCTBEHHS
HIPOAYKT C HETOBUTE CHeNM(UKALIMY CIIe/l IyCKaHETO MY Ha Ia3apa.

Buonormynusar aHaim3 iN VIVO W  IN VIR0 €  3aIb/DKUTENEH, KOraTo
(bH3K KOXUMHUYHUTE METOJM HE MOTaT Ja MPEIOCTaBsT MOIXoAsn@a WHpopMaIus 3a
KaueCTBOTO Ha MPOJAyKTa. TaKbB aHAJIM3, KOTATO € Bh3MOXHO, BKIIIOYBA pedepCHTHH
MaTepraid M CTaTHCTHYECKH aHajM3, [MO3BOJISABAIIM MPECMITAHETO Ha TPaHHUIA Ha
nosepue. Koraro TakvBa M3MUTBAHUS HE MOTAT Jia Ce MPABAT HA KPaeH MPOIYKT, TC
MOTaT Jia C€ M3BBpPIIBAT HAa MEXJWHEH eTall Ha KOJKOTO MOXKE IO0-KbCHO OT
IIPOU3BOICTBEHHS MTPOIIEC.

Korato mannute, mocoueHu B pazzaen b, mokasBar, ye 3HAUUTENIHO MpPEIO3UpaHEe Ha
aKTMBHA CyOCTaHIIMsI C€ W3MOJ3Ba MpPU MPOM3BOACTBOTO Ha JIEKAPCTBEH MPOIYKT,
OMHMCAHUETO Ha KOHTPOJIHUTE W3MUTBAHUS BHPXY KpalHHS MPOAYKT BKIIOYBA, MPU
HEOOXO/IMMOCT, XHMHYECKO U, aK0 € HEOOXOAMMO, TOKCHKO-()apMaKOJIOTHIHO
u3cJeIBaHe Ha MPOMEHUTE, KOUTO € MPEThPIIsiia Ta3u CYyOCTaHIIUs, U 10 Bb3MOKHOCT
XapaKTepu3alus /Wi aHaJIu3 Ha MPOIYKTUTE OT paslagaHeTo.

1.3. Hoenmudghuxayus u uscieosane Ha KOMIOHEHMU HA eKCYUNUEHMA
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I[OKOJIKOTO € HGO6XO,[[I/IMO, KOMIIOHCHTHUTC HAa IIOMOIIHOTO BCIICCTBO IMOAJICIKAT ITIOHEC
Ha U3IHUTBAHC 3a I/IJIeHTI/I(l)I/IKaHI/ISI.

Ipennoskenara nporeaypa 3a U3MUTBAHE 32 ONPEEIIsIHE Ha OLBETUTEINTE TPsIOBa J1a
IO3BOJIM J1a CE€ MPOBEPH, AN TAaKMBa BEIIECTBA Ca BKIIOYCHW B CIIHCHKA B
[punoxenne koM Hupekruna 78/25/ENO.

M3nuTBaHe 3a ropHata M JOJHA IpaHULA € 3aIb/DKUTENHO 3a KOHCEPBHUPAIMTE
areHTU U U3IUTBAHE 32 TOpPHATa I'PaHMULa 332 BCEKU JPYr KOMIIOHEHT Ha IIOMOIIHOTO
BEILECTBO, KOWTO MOK€e HEOJAaronpusTHO /1a NOBJMsE Ha (PU3UOJOTHYHUTE PYHKIINH;
U3IMTBAHE 3a FOpHATa U JI0JIHA IPaHMIIA € 33ab/DKUTENIHO 3a IOMOIIHOTO BEILECTBO,
aKo TO MOJKE J1a MOBJIMsie Ha OMOAaHATMTHYHOCTTA HA aKTUBHA CYOCTAHIIMS, OCBEH aKO
O0MOaHATUTUYHOCTTA HE € TapaHTHpaHa OT APYrY MOAXOASIIM U3NUTBAHUS.

1.4. Usnumeanus 3a 6ezonacuocm

OcCBeH TOKCHKO-(apMaKOJIOTUYHUTE H3MUTBAHMS, IMOAAICHU ChC 3asBJICHUETO 3a
pa3pelmTeNHO 32 MyCKaHe Ha Ma3apa, JaHHU 332 U3MUTBAHUATA 32 0E30MaCHOCT, KaTo
CTEPHIIHOCT, OaKTepUaleH €HIOTOKCHH, MUPOTCHHOCT M JIOKaJIHA MOHOCHMOCT IIPH
KMBOTHUTE CE BKIIOYBAT B AHATMTUYHUTE JJaHHU, KOTaTO TAKUBA U3IUTBAHUS TPSOBa
Jla Ce HaIpaBsT PYTHHHO, 33 Ja Ce IPOBEPH KaYeCTBOTO Ha IMPOIYKTA.

XK. UIBITMTBAHE 3A CTABMJIHOCT

JlaHHWTE U JOKYMEHTHUTE, IPUIPY’KaBallM 3asBJIECHUETO 32 pa3pelMTENIHO 3a IyCKaHe Ha
nasapa, chIiiacHo wieH 12, maparpad 3, OykBU €) U M), c€ M0JaBaT ChIVIACHO CIECTHUTE
M3HUCKBaHUS.

JlaBa ce omucaHue Ha U3CIEABAHUATA, YPE3 KOUTO Ca OIPENEICHU CPOKBT HA IOJHOCT,
MpenopbUYaHUTE YCIOBHS 3a ChXpaHEHHE M crnenu(UKalMUTe B Kpas Ha CpoKa Ha
TOJHOCT, IPEUIOKEHH OT KaH 1 1aTa.

B ciyyait Ha mpeMHKCH 3a METMKaMEHTO3HHU (Qypaku, IPU HEOOXOUMOCT, HHGOpMAITUS
Ce JlaBa CBINO 3a CPOKAa Ha TOJHOCT HAa MEIUKAMEHTO3HHTE (Dypaku, MPOU3BEICHH OT
TE3W MPEMHUKCH, B CBOTBETCTBUE C IPEIOPHYAHUTE YKA3aHUSI 32 yrmoTpeoda.

Koraro kpaeH nNpoaykr H3MCKBa BB3CTAHOBSBAHE IIPEIM IPHIJIATaHE, CE€ H3UCKBA
uHpopMaIus 3a TPEIIOKEHUS CPOK Ha TOAHOCT 3a BB3CTAHOBEHHS MPOJIYKT,

IMOAKPEIICHU CbC CBOTBETHUTE JAHHU 3a CcTaOMIHOCT.

B chygaii Ha MHOrOmO3eH (UIaKOH, JaHHU 3a CTAOMIIHOCT c€ TPEACTaBAT, 3a Ja
000CHOBAT CpOKa Ha TOJHOCT Ha (UIAKOH, CJIe/ MbPBOHAYATHOTO MPOOWBAHE.

KoraTo kpallHUST POAYKT MOXKE Ja AOBEAE A0 MPOIYKTH OT pasma, 3asiBUTEIAT TPSOBa
Jla TH JIeKIapupa U Ja MOCOYU METOH 3a OMpeAesiHE U MPOLEAYPH 32 U3MUTBAHHUS.
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3aKIIOUeHUATa BKIKOYBAT PE3YATATUTE OT AHAIM3UTE, OOOCHOBABALM IIPEUIOKEHUS
CPOK Ha I'OJIHOCT IpH MPENnopbUaHUTE YCIOBHUS Ha ChbXpaHEHHE U crHelu(uKanuuTe Ha
KpallHus TPOAYKT B Kpas Ha CpPOKa Ha TOAHOCT Ha KpallHUS NPOLYKT NHpU Te3U
IPENOPBbUAHU YCIOBHS 32 CbXpaHEHHUE.

ITocouBa ce MakCUMaJIHO MNpUCMJIIMBOTO HUBO Ha IMPOAYKTU OT pa3riaJ B Kpas Ha CpOKa Ha
TOJHOCT.

WscnenBane 3a B3aMMOJEHCTBHETO HAa MPOJYKTa U OMAKOBKAaTa C€ MPEACTaBs, KOTaTo
PUCKBT OT TakoBa B3aHMMOJICHCTBHUE CE€ CUUTA 32 BB3MOXKEH, OCOOCHO KOraTo CTaBa
BBIIPOC 32 IIpernapaTu 3a NHKEKTUPAHE UM aepO30JIM 3a BBTPEIHA yIoTpeoa.

YACT 3
M3nurBane 3a 6e3BpeIHOCT H OCTATHYHHU KOJIHYECTBA

JlaHHWTE W JIOKYMEHTHTE, KOMTO CBIPOBOXKIAT 3asBJICHHETO 3a pa3pelMTEIHO 3a
MyCKaHEe Ha Ima3apa chIvlacHO wieH 12, maparpad 3, OykBa i) u wien 13, maparpad 1, ce
M0/IaBaT CHIIACHO M3MCKBAHUSTA I10-IOITY.

JbpxaBUTe-WICHKH TapaHTUPAT, Y€ HM3MUTBAHHUATA CE IPOBEXKIAT B CHOTBETCTBHE C
pasmopeadbute 3a qoOpa naboparopHa npakTtuka, ycraHoBeHu B JlupekrtuBa 87/18/EVO
Ha CoBera o1 18 nexkemBpu 1986 1. 3a XapMOHM3UpaHE HA 3aKOHOBUTE, ITOA3AKOHOBUTE U
aJMUHHUCTPAaTUBHUTE pa3nopeady OTHOCHO NpUjlaraHeTO Ha IPUHLMIIMTE 3a J100pa
nabopaTopHa IIpakTMKa M IIpoBepKaTa Ha IMPHJIAraHeTO WM INpPU U3NUTBAaHUSA Ha
xumudeckn cyocrannuu’, u Jupexrnsa 88/320/EMO ma CwBera or 9 ronm 1988 r. 3a
WHCTEKIUS U TPOBEpKa Ha 100para 1aboparopHa mpakTHKa (I[HH)Z.

A. UIBIIMTBAHE 3A BE3BPEJITHOCT
I'nasa |
IIposescoane na usnumeanuama
1. BnBegeHme
JlokymeHTaIusATa 3a 6€30MacHOCT MOKa3Ba:
1. moTreHIMaNHATa TOKCHYHOCT Ha JIEKAPCTBEHHS MPOAYKT M BCIKAKBU OMACHU WM
HeXelaHu e(PeKTH, KOUTO MOTaT Jla HACTBIAT MPU MPEIJIOKEHUTE YCIOBHS 32

yrIOTpe6a IIpH JXUBOTHH; TC CJICABA Ja CC OLUCHAT, BbB BPpb3Ka CbC CCPUO3HOCTTA
Ha CbOTBETHOTO ITAaTOJOTHUYHO CHCTOSHUC,

1 OB L 15, 17.1.1987 r., ctp. 29. JlupekTuBa, MOCJIEJHO W3MEHEHa M JOmbJHEHa oT [lupexTnBa
1999/11/EO na Komucusara (OB L 77, 23.3.1999r., c1p. 8).
2 OB L 145, 11.6.1988 r., ctp. 35. JlupekTtBa, moOCieAHO HM3MEHEHa W JONbIHeHa oT [lupekTrBa
1999/12/EO na Komucwusta (OB L 77, 23.3.1999r., c1p. 22).
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2. TOTCHIMAIHWUTE BpPEIHM e(eKTH 3a YOBEKa OT OCTaThYHH KOJHMYECTBA OT
BETEpPUHAPEH JIEKApCTBEH IMPOAYKT WM CYOCTaHLMS B XpaHU, MOJYy4E€HU OT
TPETUPAHU KMUBOTHH U KAaKBU TPYIHOCTH TE3M OCTAThYHHM KOJIMYECTBA MOTAT Jia
Ch3JaJlaT Ha IPOMHUIITIEHATa IpepaboTKa Ha XpaHU;

3. MNOTCHUOUAJIHUTEC PUCKOBC, KOWUTO MOTIAaT Ja BB3HUKHAT IIPU HM3JIAraHC Ha
BLSﬂeﬁCTBHCTO Ha JICKAapCTBCHHUA IMPOAYKT Ha XOpa, HAIIPpUMEP IIPpHU HETOBOTO
IIpruJjIaraHe Ha JXUBOTHO,

4, IMOTCHIOUAIHUTE PHUCKOBC 3a OKOJIHATa Cp€aa, B pE3yjITaT Ha H3IIOJI3BAHCTO HaA
JICKapCTBCHU A MPOAYKT.

Benuku pe3yntaTu ca HaaeK THA U OO0 IMOBAIMIHU. AKO € HEOOXOIMMO, CE€ HU3MOJI3BaT
MaTEeMAaTUYeCKH M  CTAaTHCTHYECKd  TMpOIEAypH 3a  pa3padOTBaHETO  Ha
EeKCTIEPUMEHTATHUTE METOAM M OlleHKaTa Ha pesyaTatute. OCBEH TOBa, HA KITMHUYHH
JeKkapu ce JaBa WHGOpMAaIlMs 3a TEPalleBTUYHHS TOTEHI[MA] Ha MPOAYKTa W 3a
PHCKOBETE, CBBbpP3aHH C HEroBara yrnorpeoa.

B msaxoun ClIydan MOKE J1a € HeO6XOI[I/IMO Ja CC TCCTBAT MeTa0OIUTHUTE B n3xogHarta
CMCC, KOTaTo TC MPCACTABAT OCTATBbYHUTC KOJIMYCCTBA.

[MomomHO BemecTBO, U3MOJI3BAHO 32 MMBPBY BT BEB (PapMarieBTHKATA, CE pa3miekaa
KaTO aKTUBHA CyOCTAHIIHUSL.

2. MapmakoJiorus

dapMaKoJIOTUYHUTE W3CICABAHUS Ca OT OCHOBHO 3HAYCHHE 3a M3SCHSIBAHE Ha
MCXaHU3MHUTC, IO KOUTO JICKAPCTBCHUAT MPOAYKT MPCAU3BHUKBA CBOA TCPAIICBTUYCH
ebexkr wu, cregoBaTeNHO, (PAPMAKOJIOTUUYHHUTE W3CICABAHUSA, TMPOBESKIAHU C
EKCIIEPUMCHTAIHH U MPULICITHA BUJIOBE )KUBOTHH, CJIe/Ba J1a ObJaT BKIIOUYEeHU B YacT
4.

Ot nmpyra crpaHa, (papMakoJIOTHUYHUTE M3CJIEABAHHUS MOraT ChIIO Ja IOMOTHAT 3a
pa361/1paHeT0 Ha TOKCHUKOJIOTUYHUTE ABJICHUA. HCIIIO IMOBCYEC, KOraro JICKAPCTBCH
IPOIYKT NMpeIu3BUKBa (HapMaKOJIOTUYHH e(PeKTH P JIUIICATa HA TOKCHYHA PEAKIIHS,
WIM TIpA JIO3U MO-HUCKU OT TE€3H HEOOXOIMMH, 3a Jla pa3KpHSAT TOKCHMYHOCT, TE€3U
(dapmaxomoTryHU e(PeKTH ce B3eMaT 110J] BHUMaHKE MPH OlleHKaTa Ha 0e3BpeIHoCTTa
Ha JICKApCTBEHUS TIPOJIYKT.

CrnenoBaTenHo, TOKyMEHTAIUATA IO OE3BPEIHOCTTAa BUHATH CE MPEIX0XkKaa OT JaHHU
3a (apMaKOJOTUUHUTE M3CIEBAHUS, MMPOBEICHU C Ja0OpaTOPHU KUBOTHU U BCSKA
CBBp3aHa ¢ ToBa MH GopMaIus, HabIoJaBaHa o BpeMe Ha KITMHUYHUTE H3CICIBAHUS

C MPULCIHO KUBOTHO.

3. Toxkcukosaorus
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3.1. Toxcuunocm npu npuemane Ha eOHOKPAMHA 003d

Uscnensanusgra Ha eOWHMIIA 032 TOKCHYHOCT MOraT Ja ce€ M3I0JI3BaT 3a
NpeBIKIaHE Ha!

- BB3MOXKHH €()eKTH OT OCTpa CBPHX/103a MPH MPULIETHU BUJIOBE,
- BB3MOXKHU €()eKTH OT C1y4ailHO MpEANKCBaHe Ha Xopa,

-JO3UTC, KOHUTO MOrar IIOJIC3HO Ja 6T>I[aT H3I0J3BAHHU IIpU HU3CICABAHUA C
MHOTI'OKpaTHa 1034.

W3cnenBanusTa ¢ eMHUIA 1032 TOKCHYHOCT CJIe/IBa Ja Pa3KPHAT CHITHUTE TOKCUYHU
eeKTH Ha CYOCTaHIUsSI U BPEMETO 3a TIXHOTO HAYal0 U PEMHUCHSL.

Te3u u3cnenBanusi OOMKHOBEHO CJI€/IBa JIa CE MPOBEAAT C MIOHE /iBa BUAA OO3aiHHIA.
Enuna By 003aifHMK MOJKE Ja C€ 3aMEHHU, aKO € ITOJIXO0ASII0, C >KUBOTUHCKH BHJIOBE,
3a KOUTO € MpeIHa3Ha4YeH JICKApCTBEHUAT MpoaykT. [loHe aBa pa3nu4Hu MHTA HA
npuiarane OOMKHOBEHO ClIe[Ba Jla ce m3ciensar. EMuH OT TAX MOXe Ja € ChIIMST,
WJIH TI0J100€H, Ha TO3U MPEJIOKEH 32 MPHUISTHU BUAOBE. AKO CE€ OUYaKBa CHIIECTBEHO
W3JIaraHe Ha MOTPEeOUTENs Ha BB3CHCTBUE HA JIEKAPCTBEH MPOYKT, HAPUMEDP Upe3
MHXaJIallksl U1K KOHTAKT C KOXKaTa, Te3U MbTHUILA CJIe/[Ba JIa Ce U3y4ar.

3a Ja C€ HaMaJlnu 6pO$IT " CTpaJaHuATa Ha BKIIIOUCHUTC )KUBOTHHU, HCIIPECKbLCHATO CC
pa3pa60TBaT HOBH TMPOTOKOJIM 3a TCECTBAHC Ha CAWHUIA-A03a TOKCHUYHOCT.
HpOBCI[GHI/ITe H3CjIcABaHrs B CBOTBCTCTBUC C TC3UW HOBU NpoLCaAypHU, LIC 6’BZIaT
IIpueTHU, KOIraTo 6’BI[aT MOAXOJAI0 BaJIMAWU3HUPAHH, a CbIIO KM M3CJIICABAHUATA,
MPOBCKAAHU B CBOTBCTCTBUC C YCTAHOBCHUTC MCIKAYHAPOIHO MPU3HATU MPCIIOPHKU.

3.2. Toxcuunocm npu nOBMOPHO npuemare Ha 003a

M3nuTBaHusATa 3a TOKCHYHOCT IIPU MOBTOPHO IpMEMaHe Ha /103a ca IpelHa3HaueHU
Jla PasKpHUAT BCSIKAKBU (PU3MOJOTUYHU W/WIIM NATOJOTHYHH MPOMEHU, TPUUYMHEHH OT
MHOTOKPATHO MPEANMCBAHE HA aKTUBHA CYOCTaHIMS WJIM KOMOWHAIMS OT aKTUBHU
cyOCTaHIIMM, KOUTO CE M3CIIEBAT, U J]a ONPEJCAT KaK Te3U MPOMEHHU Ca CBBP3aHU C
JI03UPOBKATa.

3a cyOCTaHIIMY WJM JICKAPCTBEHH MPOJIYKTH, MPEAHA3HAYCHH CaMo 3a yrnoTpeda mpH
JKUBOTHH, OT KOMUTO HE C€ MPOM3BEXKIAa XpaHa, W3cleJABaHE Ha TOKCHYHOCT #pu
HOBMOPHO NpuemMane Ha 11032 TPU EAWH BHUJ CKCIICPUMEHTAIHO JKHBOTHO,
OOMKHOBEHO € JOCTAaTh4HO. TOBa W3CIEABAHE MOXKE Ja CE 3aMCHU OT HM3CJIeIBaHE,
NPOBEAICHO C TMPHUIEITHO XKUBOTHO. YecroTara W WTHTAT Ha MPUIOKEHHE H
MPOIBIDKUTEIIHOCTTA Ha HM3CJICBAHETO CjenBa Ja ObJar W30paHW, KaTo ce MMar
NPEIBUJ TPEUIOKECHUTE YCIIOBUS 3a KIMHHMYHA ynorpeba. M3cnemoBarensr maBa

3200110082 — IIIIP - pemakrupan



CBOMTE OCHOBAHHWS 33 CTEICHTA U MPOIBIKUTEIHOCTTA HA ONUTUTE U U30paHHTE
JO3UPOBKH.

3a cyOCTaHIMM WJIM JIEKApCTBEHU TMPOJYKTH, NpPEJHA3HAYCHW 3a ymoTpeda mpu
XKUBOTHH, OT KOUTO C€ HPOU3BEXKAA XpaHa, HM3CIEABaHMATAa cleiBa Ja Oblar
U3BBPLICHM IIOHE C JBa BUJA, E€OUHUAT OT KOUTO CleBa Ja HE € TIpusad.
WscnenoBatenst obocHOBaBa u300pa CH  Ha BHJAOBE, KAaTO WMa MPEIBH]
ChILECTBYBAILMTE [O3HAHUSA 32 MeTaboyiM3Ma Ha MPOJYKTa IPH KUBOTHU U XOpa.
CyOcrannusara 3a U3INWTBaHE ce IpueMa opaiHo. IIpogbmKuTenHOCTTa Ha
u3nuTBaHeTo e noxne 90 auu. M3cnenoBaTenar sICHO u3jara U 1aBa CBOMTE OCHOBAHMUS
3a METOJla U YecToTaTa Ha IPUEMaHe U NMPOIb/DKUTEIIHOCTTA HA OIUTUTE.

MakcumanaHaTa J03a OOUKHOBEHO ciaeaBa aga ce H36epe Taka, 4€ Ja CC€ IMpCAU3BHKaA
posiBaTa Ha BPCIHH e@eKm. Haii-auckara J103a CJIc/iBa na HC IMPCACTABH HUKAKBH
J0Ka3aTcCJICTBA 3a TOKCHMYHOCT.

OneHkaTa Ha TOKCHYHUTE €PEeKTH C€ OCHOBaBa Ha HAOJIIOAEHHE BBPXY MTOBEIACHUETO,
pacrTexa, XeMaToJOTUYHU U (DM3MOJIOTUYHH U3MHUTBAHUSA, CIEHUATHO TE€3U, CBBP3aHU
C OTIENUTETHUTE OpPraHH, a ChII0 U BBPXY MAOKIAAM OT ayTONCUH U
OpUPYKABAILMTE TM XUCTOJOTWYHU JaHHU. M300pbT M 00XBaThT Ha BCska Ipymna
M3MUTBAaHUS 3aBUCH OT M3IOJI3BAHUTE KUBOTMHCKU BUJOBE U HUBOTO Ha HAy4YHUTE
MO3HAHMSL.

B cnydaii Ha HOBM KOMOMHAIlMM Ha M3BECTHU CYOCTaHIIMH, KOMTO Ca M3CJIEJBAHU
CBITIACHO pa3Nopef0MTe Ha HACTOSL@TA IUPEKTHUBA, U3MUTBAHUATA C MOBTOPHO
MIPUIIOKEHU JI03U, OCBEH KOraTO TOKCUYHUTE WM3IMUTBAHUA Ca JOKa3ajad 3aCHUJIBaHE
WIM HOBH TOKCHYHHM e(eKTH, Morar Jjga ObJaT MOAXOJSINI0 HW3MEHEHH OT
M3CIIeI0BAaTENs], KOWTO U3Ipallid OCHOBAHUATA CU 34 TE3U U3MECHCHUS.

3.3. I[lonocumocm npu npuyennume 8udoge

CrenBa J1a ce mMpeoCTaBsT MOJPOOHOCTH 32 BCIKAKBU MPHU3HAIM HA HETIOHOCUMOCT,
HaOMI0JJaBaHW IO BpEME Ha HW3CICABAHUSTA, M3BBPIICHU C TPHUIICIHU BHUJIOBE B
CHOTBETCTBHE ¢ H3HckBaHusaTa Ha Yact 4, I'masa |, Pasmen B. Tesu usciaeasanus,
JIO3UPOBKUTE, MPU KOUTO HACTHIIBA HEIOHOCUMOCT, U CbOTBETHUTE BUJIOBE U IOPOJH,
cienBa na oOpnat uaeHTH puiupanu. Criensa a ce mpeIoCcTaBAT, ChITo Taka, TaHHH 32
BCSIKAKBU HEOUAaKBAHH (PM3HOJOTUYHU TPOMEHHU.

3.4. PenpoOdykmueHa moKCuuHOC, 6KIIOYUMENHO MePamo2eHHOC

3.4.1. 3y4yaBaHe Ha edekra BbpXY peNpoOAyKTUBHOCTTA
llenTa Ha TOBa HW3cieaBaHE € Ja ce UACHTU(UIIMpPAa BB3MOXKHO HAapylllaBaHE Ha
MBXKKATE WIH JKEHCKHTE DPENPOAYKTUBHH (QYHKIWHU WM BpemHH €(eKTH BBPXY

NOTOMCTBOTO B pE3yATaT Ha NPEINUCBaHE Ha JIEKAPCTBEHU MPOIYKTH WIIU
CyOCTaHLIMM, KOUTO C€ IIPOYYBaT.
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3a CcyOCTaHIIMM WJIM JICKApCTBEHW IPOJYKTH, MpEIHA3HAYCHW 3a ymoTpeda mpu
JKUBOTHH, OT KOWUTO C€ MPOMU3BEXKJIA XpaHa, HU3CIEIBAHETO Ha e(QEeKTUTE BBPXY
PENPOTYKTUBHUTE CIIOCOOHOCTH C€ M3BBpIIBA MojA (opMara Ha M3CIEABAHE Ha JIBE
TIOKOJICHUs, KOMTO JIa Ca MOHE OT €IUH BUJ, OOMKHOBeHO rpu3aun. CyOcraHIusATa
WJIH TIPOJYKTHT, KOWTO Ce U3CIe/iBa, CE MPEANUCBA Ha MBKKU U KEHCKU €K3eMILISPH,
B TOIXOISIIO BpeMe mpenu uudrocBane. [lpunmaranero cieaBa Aa MPOIBIDKH 10
oTOuBaHeTo (OT KbpMEHE) Ha mokosieHuero F2. M3mon3Bar ce moHe Tpu J03H.
Maxkcumannara f03a cieniBa aa ce u3bepe Taka, 4e Ja mpeau3BUKa BpeAHH eeKTH.
Haii-nuckara mo3a cnexmBa Ja HE MpeIU3BHKBA HHKAKBH JIOKA3aTelICTBAa 3a
TOKCUYHOCT.

OuensiBaHeTo Ha eeKTUTE BBPXY PEMPOTYKTHBHOCTTA CE OCHOBaBa Ha IJI0I0BUTOCT,
OpeMEHHOCT W MaWuMHCKO ITOBEJCHHWE, Ha KbPMEHETO, pacTeXa M Pa3BUTHETO Ha
nokoJiennueTo F1 oT 3aueBaHeTO /10 3peyiocTTa; pa3BUTUETO Ha MOKoJieHueTo F2 o
oTOUBaHETO (OT KbPMEHE).

3.4.2. WM3yuaBaHe Ha eMOpPUOTOKCHYHHU/(PETOTOKCUYHU €(EeKTH, BKIIOYHUTEIHO
TEpaTOTEeHHOCT

3a cyOCTaHIMM WM JIEKapCTBEHM IPOJYKTH, IpPEAHAa3HAuYeHH 3a YIoTpeda INpH
KMBOTHH, OT KOUTO C€ IIPOM3BEXKAA XpaHa, CE HPOBEXKIAT H3CICIBAHUSA Ha
eMOPHOTOKCHYHUTE/ PETOTOKCUUHUTE €(PEKTH, BKIIOUUTEIHO TepaToreHHocT. Te3u
U3CIIEIBAaHUS C€ NPOBEXJIAT [IOHE Ha JBa BUAa 003alHULM, OOMKHOBEHO Ipu3ady U
3aek. YcmoBusTa 3a Tecta (Opoil >KMBOTHH, JI03H, BPEME IO KOETO Ce NMpHeMa U
KPUTEPUHU 32 OIIEHKAa Ha PEe3YATATUTE), 3aBUCAT OT HUBOTO HAa HAYYHOTO MO3HAHUE IO
BpEMe Ha T0JIaBaHe Ha 3asBJICHUETO U HUBOTO HA CTATHCTUYECKA 3HAYMMOCT, KOUTO
clenBa Ja JOCTUTHAT pesynrarute. M3cienBaneTro Ha rpusada MoXe J1a ce
KOMOMHMpA C u3cieBaHe Ha epeKTUTE BBPXY PEPOIYKTUBHUTE (PyH KIIUU.

3a cyOCTaHIIMM WIJIM JIEKApCTBEHHM MPOAYKTH, KOUTO HE ca MpeAHAa3HAuYeHH 3a
yrnoTpebda TpH KUBOTHU, OT KOMTO HE CE€ MPOM3BEXKIA XpaHa, W3CIeABAHUS Ha
eMOPHUOTOKCUYHUTE/ PETOTOKCUYHUTE €(eKTH, BKIIOYUTEIHO TEPAaTOTEHHOCT, Ce
U3MCKBAT TIOHE MU CIAWH BHJI, KOWTO MOXKE J]a € MPHIICIICH BHUJI, aKO POAYKTHT €
npeaHa3HaueH 3a ynorpeda MpH >KUBOTHHM, KOUTO OMXa MOTIIM Ja Ce M3MOJ3BaT 3a
pasIuIoz.

3.5. Mymaeennocm
MznutBaHusATa 3a MYTareHHOCT HMMAaT 3a Il Ja OMPEeNeNsT BB3MOXKHOCTTA Ha
CyOCTaHIIMHMTE Jla MPUYUHSAT MMPOMEHH, IPEJaBall Cce B TCHETUYHUS MaTepual Ha

KIICTKHTC.

Bcsika HOBa cyOcTaHmms, TpenHa3HaueHa 3a ymoTpeba BBB BETEPUHAPHU
JIeKapCTBEHU MPOJYKTH, TPsIOBaA Jja ObJie OLleHEeHa 3a MyTareHHU CBOMCTBA.
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EpOSIT U BUJOBCTC U3INMTBAHUA U KPUTCPUUTC 3a OLICHKA HA PCIYJITATUTC 3aBUCAT OT
HHMBOTO Ha HAYYHOTO IMO3HAHUEC, KOTraTO € IMOAaBaHO 3aABJICHHUCTO.

3.6. Kanyepozennocm

JIBATOCpOYHM W3CIICBAHUS 32 KAHIIEPOTCHHOCT IPU JKUBOTHU OOMKHOBEHO C€
M3HCKBAT 3a CYOCTaHIIMH, Ha KOUTO e ObJaT U3JIaTaHu Xopa

- KOMTO MMar OJM3Ka XUMHYECKAa aHaJorus C U3BECTEH KaHLEPOIeHEeH
areHT/ gakropu,

- KOMTO 10 BPEME Ha M3MUTBAHE 3a MYTAreHHOCT Ca Jajld PE3YyITaTH, IMOKAa3BallM
BB3MOXKHOCT 3a KaHIIEpOT€HHHU e(eKTH,

- KOHUTO Ca MOpOJUJIM CbMHUTCIIHU MMPU3HAIA 10 BPEMC HAa UMW TBAHC 3a TOKCUYHOCT.

HuBoto Ha HAYYHUTC IMO3HAHHSA 11O BPEMCETO HA ITOAAaBaHC HaA 3as4ABJICHHUCTO CC B3CMa

10/ BHUMaHHE TIpU pa3paboTBaHE HA KAHIICPOTCHHU M3CIIEABAHUS U OLCHSIBAHETO HA
pe3yaATaTuTe OT TAX.

3.7. Usknrouenus

Koraro nexapcTBeH mpoayKT € mpeaHa3Ha4YeH 3a JIOKadHa ynoTrpeda, opranndeckara
abcopOuust ce m3cieABa NMpH MPHUIEIHUTE BHJIOBE XHUBOTHU. AKO c€ JTOKaXKe, 4e
opranuueckara abcopOIus € He3HaUUTeTHA, TOKCHYHUTE U3MUTBAHUS C MHOTOKpaTHa
7033, U3MHUTBAHUATA 3a PENPOAYKTHBHA TOKCMYHOCT U U3MHUTBAHUATA 34
KaHI[EPOr€HHOCT MOTIaT J1a Ce MPOIyCHAT, OCBEH aKo:

- NIPY YCTAaHOBEHHUTE YCIOBHUS Ha yIoTpeda, HE ce OYaKBa OpAJHO MpHEMaHE Ha
JIEKapCTBEHUSI TPOJTYKT OT )KUBOTHOTO, UITU

- JIEKQPCTBOTO MO’KE Jia IOIMAaJHE B XpaHU, MOIY4E€HU OT TPETUPAHOTO >KUBOTHO
(TpBAHU UMILTAHTAHTH )

4. JIpyru u3MCKBaHUS

4.1. Umynomoxcuunocm

Koraro edexrute, Habm01aBaHy 110 BpeMe Ha U3CIIEBaHUsI C MHOTOKpaTHA 1032 TIPH
JKUBOTHH BKJIIOUBAT ONPEJEICHM MPOMEHH B Terjara W/WIM XUCTOJOTHSTa Ha
auM(paTHYCH OpraH M MPOMEHU B KICTHYHOCTTA HA JIMM(ATUYHU THKAHU, KOCTHUS
MO3bK WM TepudepHUTE JIEBKOIUTH, HU3CIEAOBATENSAT  B3eMa  IIPElBU

HEOOXOAMMOCTTa OT JOIBIHUTEIHH H3CIEABAHUS Ha €PeKTUTE OT MPOAYKTa BBPXY
MMyHHaTa CUCTEMA.
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Huporto na HAY4YHOTO ITO3HAHUEC IO BPEMC Ha IMOJAABAHC Ha 3adBJICHUCTO CC B3CMa
npeaBu Impu paspa60TBaHeT0 Ha TaKkvuBa HU3CJICABAHMA W OLICHKAaTa Ha PE3YJITATHUTC
OT THAX.

4.2. Mukpobuonocuunu ceoucmea Ha 0CMamvyHume KOaU4ecmeda

4.2.1. Tlorennmanau eeKTH BHPXY YOBEIIKATa YpeBHA uiopa

MukpoOHOTOTUYHUAT PUCK, KOWTO MPEACTaBISABAT OCTaThYHUTE KOIUYECTBA OT
AHTUMUKPOOHU CHEJUHEHMS 3a YOBELIKaTa 4YpeBHa (uiopa, ce M3Clie[Ba ChIVIACHO
HUBOTO Ha HAyYHOTO IMO3HAHKE IO BPEMETO Ha IM0JIaBaHE Ha 3asBJICHUETO.

4.2.2. TlorenunanHu e(pekTH BBPXY MHUKPOOPTAHM3MH, U3IMOJI3BAHU 3a MPOMHUIIIIEHATA

npepaboTKa Ha XpaHU

B onpenenenu ciydan Moxke Aa € HEOOXOANMO MPOBEXKAAHETO HA U3IMUTBAHMUS, 32 J1a
ce OIpeeNId Jalu OCTaTbUHUTE KOJIMYECTBA NIPUYUHABAT TPYAHOCTHU, BIUSAT BBPXY
TEXHOJIOTUYHUTE TPOIECH NpH NPOMUIUIEHATa TpepadoTka Ha XpaHUTEITHU
HPOIYKTH.

4.3. Habniooenust npu xopa

5.

IlpenocraBst ce wuH@oOpManus, MOKa3Ballld Jald CbCTAaBKUTE Ha BETepUHApEH
JIEKApCTBEH MPOJYKT CE€ HM3IMOJI3BAT KaTO JIEKAPCTBEHM NPOAYKTH IpPHU Tepamus Ha
XOpa; ako TOBa € Taka, Cle/Ba Jla Ce W3rOTBU JIOKIAJ 3a BCUYKM HAOIIOIABaHU
epexTy (BKIIOUMTETHO HEXEJaHW pEeakluu) MpU Xopa M Ha TAXHATA IPUYUHA,
JIOKOJIKOTO MOTaT Jja Ca Ba)KHU 3a OLICHKAaTa Ha BETEPUHApPHUS JICKAPCTBEH IIPOAYKT,
ako € HeoOXOOMMO, B CBETIMHATa Ha pe3yATaTd OT ONUTH OT Oubauorpadcku
JOKYMEHTH; KOTaTO ChCTaBKU Ha BETEPUHAPHU JICKAPCTBEHU IPOAYKTH caMH Mo cede
CH HE C€ M3MOJ3BaT WIM HE C€ M3MOJI3BAaT BeUue KaTo JIEKAPCTBEHHM IPOAYKTH 32
Tepamnus Ha Xopa, CJIe/Ba Jia ce ocoyaT MPUIUHHTE.

Exoroxcmunoct

5.1. llenta Ha m3cienBaHETO 3a €KOTOKCMYHOCT HA BETEPUHAPEH JIEKAPCTBEH IPOIYKT €

Jla ce OLICHST MOTEHIUATHUTE BpeHU e(peKTH, KOUTO yrnoTpedaTa Ha MPOAYKTa MOXKeE
Jla TPUYMHU Ha OKOJTHATA Cpefia U Ja HabenexxaT MmpeArna3Hu MepKd, KOUTO MOrar Jia
ca HEOOXOMMH 32 HaMaJIIBaHE Ha TO3H PHUCK.

5.2. OI_ICHKaTa 3a CKOTOKCUYHOCT € 3aAbJDKUTCIIHA 3a BCAKA 3asBKa 34 pa3pCIIMTCIIHO 3a

MyCKaHE Ha Ia3apa Ha BETEPUHAPEH JICKAPCTBEH MPOJYKT, pa3iMdHa OT 3asBKUTE,
MOJIa/ICHH ChIVIACHO uieHoBe 12, maparpad 3, Oyksa i) u 13, maparpad 1.

5.3. Ta3u oreHKa OOMKHOBEHO Ce MPOBEX/a Ha Be (hasu:
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B mppBara ¢asa, uscnenoBarensT ONEHsABa MOTEHLMAIHATA CTEIeH Ha M3JlaraHe Ha
MpOJyKTa Ha OKOJHATa Cpela, HETOBUTE AKTUBHU CYOCTAHIIMM WM CHOTBETHH
MeTabONIUTH, KaTO CE B3eMa MPEIBUI:

- MpPULETHUTE BUJOBE M MPEIOKEHHUS MOJEN 3a ynorpeda (Hampumep, MacoBO
JIeYeHUE UITU UHIMBUIYyATHO JIeUeHUE Ha )KUBOTHO),

- MCTOJ Ha IMpHUEMaHE, IMO-CIICHUAIHO BEPOATHATA CTCIICH, 10 KOATO IIPOAYKTHT IIC
BJIN3a JUPCKTHO B CUCTCMUTEC HA OKOJIHATAa Cpcla,

- BB3MOXHOTO OTACIIEIHC Ha IPOJAYKTa, HEIOBUTC AKTHBHU CY6CTaHI_II/II/I HJ1
CHOTBETHUTE META0OJIUTH B OKOJIHATA cpeaa 4Ype3 TPECTUPAHUTC KHUBOTHU,
yCTOI>'I‘II/IBOCT B TakKhWBa CKCKPECTU.

5.4. BeB BTOpaTa (haza, KaTo ce MMa HpPEIBUJ CTEIEHTAa Ha M3JaraHe Ha IPOJIYyKTa Ha
OKOJIHATa cpelia, U HalmyHaTa nHGopManus 3a (U3NIHU/XUMUYHY, PapMaKOJIOTUYHU
U/WIHA TOKCUKOJIOTHYHU CBOWCTBA Ha ChEIUHEHHETO, MOJIYYEHO MPHU MPOBEKIAHETO
Ha Jpyr'M U3IWTBAaHUA U ONMTH, H3UCKBAHM OT HAcToAUATa JUPEKTUBA,
U3CIIEJOBATENIAT IMpELEHsBa JalM € HEOOXOJUMO JONBIHUTEIHO CIELHAIHO
u3cieBaHe Ha epeKTUTE OT MPOIYKTa BBPXY ONpeeieHa eKOCUCTEMA.

5.5. Axo € He00X0AUMO, TOIIBIHUTEIHHN U3CIECIBAHMI MOTAT J1a CE M3MCKAT 3a:
- pa3BI/ITI/I€TO 1 MOBCACHUECTO UM B I1OYBATa,
- Pa3BUTUETO U TTOBEACHUETO UM BbB BOJIa U BB3AYX,
- e()eKTH BBPXY BOJHH OPTaHU3MH,
- e(eKTH BBPXY IPYTU HENPHUIICTHN OPTaHU3MH.

Te3u NOMBIHUTEIHU U3CIEABAHUS CE MPOBEKIAT B CHOTBETCTBUE C MIPOTOKOIHUTE 32
u3NuTBaHuATa, omnpeneiaeHu B [lpunoxenune V kM QupexruBa 67/548/EVIO Ha
CoBera or 27 wHH 1967 1. 3a cOnmkaBaHe Ha 3aKOHOBHTE, IOI3aKOHOBU U
AQIMUHUCTPATUBHHU  PA3MOpPe0M OTHOCHO KIACH(MKAIMATA, TAKSTHPAHETO W
€TUKETUPAHETO Ha ONAaCHHU Cy6CTaHI_[I/II/Il, WM KOraTo KpailHaTa TO4YKa HE €
MOAXOMAIIO pa3riiejaHa B T€3U MPOTOKOIH, B CHOTBETCTBUE C IPYIH MEXIYHAPOIHO
NPU3HATH MPOTOKOJIM 3a BETEPHHAPCH JIEKAPCTBEH TMPOJYKT W/WJIM aKTUBHA
CyOCTaHITUSI WU CyOCTAaHIIMU W/WUITK OTHEJICHUTE METa0OJIUTH, TI0 IEIeChOOpPa3HOCT.
BposiT u BUIBT Ha M3NUTBAHMATA M KPUTEPUUTE 32 TAXHATA OILICHKA 3aBUCAT OT
CTENEHTa Ha HAYYHOTO MO3HAHKE 10 BPEME Ha MOJIaBaHe Ha 3asBJICHUETO.

T'masa ll

loB 196, 16.8.1967 r., c1p. 1. JlupekTHBa, MocJeaHO U3MEHeHa U nombJHeHa oT Jupektua 2000/33/EO
Ha Komucusta (OB L 136, 8.6.2000 r., ctp. 90).
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IIpeocmassane na oannume u OOKyMeHmume

Kakro BBB Bcska HaydHa pa60Ta, JAOCHCTO Ha HMIIUTBAHUATA 3a 0€30I1aCHOCT BKIIOYBA
CIICOIHOTO:

a) BBBCICHHUE, OIPEHESNAIIO MPEeaAMETa, MPUAPYKCHO OT BCAKAKBa IMOJIE3HA
oubmuorpadcka cripaBka;

0) noapoOHa uaeHTUPUKALMS HAa U3CIIEIBAHUTE CYOCTAaHIIUH, BKIIOYBALIO:

MEKIyHapoaHO HemareHTHO HanMmeHnoBaHue (INN),

HAMUMCHOBAHHUECTO OT MC)KIIYHapOI[HI/ISI CBIO3 IIO0 TCOpeTI/ILIHa nu HpI/IJ'IO)KHa XUMU S
(IUPAC),

Homep ot CAS

TeparneBTHYHA U (HapMAKOJIOTHYHA KIacH (PrKaIus,

CHUHOHUMHU U CBbKpAIlICHUA,

CTPYKTypHa (opMyina,

MoOJIeKyITHa GopMyIa,

MOJICKYJIHO TCTJIO,

CTCIICH Ha ITpUMCCH,

Ka4CCTBCH U KOJIMYECTBCH ChCTAaB HA IPUMCCUTE,

orvcaHue Ha (pU3NYeCKUTe CBONCTBA,

TOYKa Ha TOIICHC,

TOYKa Ha KHUIICHE,

MMapeH HATUCK,

pa3TBOPUMOCT BHB BOJIa M OpPraHUYHH pa3TBOpHUTENH, u3paseHa B ¢/, karo ce
[IOCOYM TeMIlepaTypaTta,

ILIBTHOCT,
CIIEKTpH Ha pedpaxuusi, poTauus u T.H.;
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B) MOAPOOEH MPOTOKOJ OT EKCIIEPHUMEHTA, [TOCOYBAIIl IPUYMHUATE 32 MPOIyCKaHEe Ha
OTpeie/IeHH U3MMTBaHUS ONMKMCAHU M0-TOpe, ONMMCAHNE Ha M3IMOJ3BAHUTE METO/IH,
amapaTH M MaTepUaJM, JAaHHU 3a BUJIOBETE, IOPOJA WJIU IAM Ha >KUBOTHH, OT
KbJIC Ca TOJYYCHH, TCXHHS HOMEP M YCJIOBUSATA, NMPU KOMTO ca TIEAaHU HU
XpaHeHHM, KaTo ce OTOens3Ba, Hapel C JAPYroTo, Jald HIMAaT OIpEACICHU
natoreHu (SPF);

I) BCHYKM TIOJIY4EHH  PpE3YyNITaTH, OJOTONPHUSATHU UM  HEOJarompusTHU.
[TbpBOHAYATHUTE AJAHHU Clie[Ba Aa ObJAT OMUCAHU JOCTATHYHO MOJPOOHO, KOETO
Jla TIO3BOJIM PE3YJTaTUTE Aa ObJaT KPUTHUYHO OI[EHEHH, HE3aBHCHUMO OT TSAXHOTO
TBHIKYBaHE OT CTpaHa Ha aBTOpa. Pe3ynraTuTe Moratr Aa ce ChIPOBOXIAT OT
UJTIOCTPALlMK KaTO HAYWMH 32 O0sICHEHUE;

,I[) CTATUCTUYCCKH aHAJIN3 Ha PE3YITATUTC, KOI'aTO TaKbB CC M3MCKBA OT IIpOorpamMarta
3a U3IIMTBaHUATA, U OTKIIOHCHHATA HA JaHHUTC,

€) OOEKTMBHO OOCHXKJaHE Ha MOJydeHHTE PE3YyJTaTH, BOJEIIO /10 3aKIIOUEHHUs 3a
0e30I1acHOCTTa Ha CyOCTaHIIMTA, 32 HEHHUs Oe30MaceH auana3oH B KUBOTHH,
MOAJIOKCHUW Ha H3INUTBAHC W MNPHULCIHU XUBOTHHU W BB3MOXHHUTC CTPAaHUYHU
edeKTH, 3a TMPHIOKHUTE MOJIeTara, 32 aKTUBHUTE JIO3M M BCSIKAKBU BBH3MOXKHHU
HECBHOTBCTCTBUA,

) MOAPOOHO OINMMCAHUE U 33ABIO0YEHO 0OCHKAaHE Ha PE3yITaTUTE OT MPOYIBAHETO
Ha 6G3Bpe,Z[HOCTTa Ha OCTaTBbYHHUTC KOJIMYCCTBA B XpaHW U OTHOUICHUECTO U KbM
U3CIICIBAHETO Ha TIOTCHIMAHUS pPUCK, KOWTO OCTaThUYHUTE KOJIUYECTBA
NpeCTaBsABaAT 3a Xopara. ToBa oOCHKAaHE € MOCIEeBAHO OT MPEUIOKEHHUs, 32
Jla ce TapaHTHpa, Ye BCSAKA OMAcHOCT 3a XopaTa € OTCTpaHeHa upe3 Mpujlarane Ha
MEXIyHApOJHO TPU3HATH KPUTEPHH 3a OLEHKA, HalpuMep: HeHaOIroJaBaHH
HUBa Ha ePeKT MPH KUBOTHHU, IPEIIOKEHUS 3a M300p Ha (akTop 3a O6e30macHOCT
1 3a npuemiiuBa nHeBHa qaxxoa (I1M1);

3) 3amgbia0oyeHO OOCHXKIaHEe 3a BCAKAKBM PHUCKOBE 3a XOpaTa, IPUTOTBAIM
JEKapCTBEHUs MPOAYKT WIM IHpPEINUCBAallM IO Ha JKUBOTHM, CJIEIBAHO OT
IPEUIOKEHUS 3a MOAXOIALIMTE MEPKH 32 HaMaJIsIBaHE Ha Te3U PUCKOBE;

1) 3aa1b10049eHO OOCHKIaHE 3a PUCKOBETE 3a OKOJHATa Ccpela, KOMTO MOXE Ja
ch3aze yrnorpebara Ha BETEpUHAPHUS JICKAPCTBEH MPOAYKT MPU MPEATOKEHUTE
MPAKTUYECKH YCIOBUS, CIIEBAHO OT IMOIXO S PEIIOKEHUS 3 HAaMaJIIBaHE Ha
TE3U PUCKOBE;

i) msamata HeoOxomuMa WHGOpMAIUs 3a 3all03HABAaHE HA JIeKaps, KOJKOTO €
BB3MOXHO IO-IIBJIHO, C MOJIE3HOCTTA OT IPEUIOKEHUsI NPOAYKT. OOCHKIaHETO
ce JIOM'BJIBA OT MPEUIOKEHUS 32 CTPAHUYHHUTE €PEKTH 1 BB3MOXKHOTO JICUEHUE Ha
OCTPH TOKCHYHH PEAKIIHH MPH KUBOTHUTE, HA KOUTO CE MpHUjIara MpoayKra;
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K) 3aKIIOUUTENICH eKCIIepPTeH AOKIAJ, KOWTO JaBa MOApoOeH KPUTHYEH aHalu3 Ha
uH(opMaIuATa, CIIOMEHATa IO-TOpe, B CBETIMHATa HAa HUBOTO HAa HAYYHOTO
MO3HAHUE M0 BPEMETO Ha MOJaBaHe Ha 3asBJICHHUETO, 3a€IHO C MOAPOOHO pe3toMe
Ha pe3yITaTUTe OT TMOAXOASINMTEe W3MUTBAHWS 3a O€30IMacHOCT W TOYHA
ouomorpadusi.

b. UBCJIEABAHE HA OCTATBhbYHU KOJIMUECTBA
I'naga |
Ilposesicoane na usnumeanuama
1. BbBeaeHue

Ilo cmuceiaa Ha HacTodaTa AUPCKTUBaA ,,0CTATBYHHA KOJIMYeCcTBa’ 03Ha4YaBa BCUYKU
AKTUBHU CY60TaHHI/II/I NJIN TCXHU MCTO6OHI/ITI/I, KOUTO OCTaBaT B MECOTO WM APYI'U
XpaHUTEIHH TMPOIYKTH, MPOU3BEICHH OT >KUBOTHOTO, HAa KOETO BBIPOCHUST
JICKQpCTBEH MPOIYKT € OUJI MIPHIIOKEH.

Lenrta Ha U3cneqBaHETO HA OCTAaTHUHUTE KOJMYECTBA € Ja CE OMpeAeiH Jalu, Mpu
KaKBHW YCJIOBHS M JIO KaKBa CTEIICH OCTAaThYHU KOJIMYECTBA CE 3abpKAT B XPAHUTE,
IPOU3BENICHN OT TPETHPAHWUTE JKUBOTHH M JIa CE YCTAHOBST KapEHTHUTE IMEPHOIH,
KOUTO TpsiOBa Jla ce clas3BaT, 3a Ja ce M30erHaT BCHYKU PHUCKOBE 32 YOBEIIKOTO
3[[paBe U/WJIA TPYITHOCTHUTE MPU MPOMHIITIEHATA TpepaboTKa Ha XpaHH.

OI_ICHKaTa Ha pHCKa, AbJDKAIl CC Ha OCTATbYHHU KOJIMYCCTBA, BOAU OO YCTAHOBSIABAHC
Jajini  OCTaTbYHMU KOJIMYCCTBAa MPUCHCTBAT IPH XKXUBOTHHUTC, TPCTUPAHHU IIPU
MNpCIopbYaHUTE YCIOBUA HaA yrIOTpe6a H U3ydaBaHC Ha e(i)eKI‘I/ITC OT TC3U OCTAaThbYHHU
KOJIM4YCCTBA.

B cnydaii Ha BeTepuHAapHU JIEKApCTBEHU MPOAYKTH, MPEAHA3HAYCHH 3a ynoTpeda oT
KUBOTHHM, OT KOMTO C€ IpPOM3BEXKIA XpaHa, AOKYMEHTAlUATa 3a OCTAaTbUHUTE
KOJIMYECTBA I1OKa3Ba:

1. A0 KakKBa CTCICH M KOJKO ABJITI0 OCTATBYHHUTC KOJIMYCCTBA OT BCTCPpUHAPHUA
JICKAPCTBEH IIPOAYKT HJIHM HCTOBUTC META0OJIMTH OCTaBaT B TBHKAHUTE Ha
TPETUPAHOTO JKUBOTHO UJIM XPAHUTEC, ITOJIYIYCHHU OT TAX]

2. de, 3a J1a ce MPEIOTBPATH BCSKAKBB PUCK 32 37JpaBETO HA MOTPEOUTEIIST Ha XpaHH
OT TPETHPAaHU XHMBOTHHU, WJIM MPOOJIEMHUTE MPU MPOMHUIINICHATa MpepaboTKa Ha
XpaHH, € BB3MOXHO Ja CC YCTAHOBAT PCAJIMCTUYHU KAPCHTHU NEPUOAN, KOUTO
MOTaT JIa Ce CIa3BaT MMPU MPAKTHYECKUTE YCIOBHS 32 OTIIICKIAHE,

3. de, MMa MPaKTUICCKN aHATUTHIHH METOJIU, TTOIXO/ISIIH 32 pYTUHHA yIToTpeda, 3a
OIICHKA Ha CIIa3BaHETO Ha KAPECHTHHS MTEPUO/I.

3200110082 — IIIIP - pemakrupan



2.

2.1.

2.2

MeTa001M3bM H KHHETHKA HA OCTAThYHHTE KOJIHNYECTBA

Dapmakoxunemuka  (abcopoyus,  pasnpocmpaneHue,  Ouompancpopmayus,
omoesre)

lenta Ha (apMaKOKMHETHUYHUTE M3CICABAHMUS IO OTHOIIEHHE HAa OCTATHYHUTE
KOJIMYECTBA OT BETEPUHAPHM JIEKAPCTBEHW NPOAYKTH € Ja C€ HalpaBU OLIEHKa Ha
abcopOrusra, paslnpocTpaHeHueTo, OuoTpaHchopManusITa W  OTHEISIHETO Ha
IPOYKTa IIPU MPULETHUTE BUIOBE.

Kpaiiausat npoaykr unu GopMynupoBKa, KOSITO € OMOEKBUBAJIEHTHA, Ce MpPEANncBa
Ha MPUIETHU )KUBOTHH P MAKCUMAIIHO MO3BOJIEHATA J103a.

Kato ce B3eMe mpeaBUaA METOABT HA MPEIUCBaHE, CE OMUCBA ISIOCTHO CTEMEHTA Ha
abcopOIust Ha JIGKAPCTBEHHS TPOAYKT. AKO € JoKazaHo, 4e abcopOMpaHeTo Ot
OpraHu3Ma, Ha TMPOIYKTH 3a JIOKATHO MPUJIOKEHUE € HE3HAYMTEIHO, HE CC M3MCKBAT
M0-HATATBIIHU U3CIICBAHMUS 32 OCTATHPYHUTE KOJNIECTBA.

OmnmucBa ce pa3npoCTpaHEHUETO HA JICKAPCTBEHUS MPOIYKT B MPHUIIECITHOTO KUBOTHO;
BB3MOXKHOCTTA 32 CBBpP3BaHE Ha Mja3Ma W MPOTEUH WUJM 332 NPEMUHABAHE B MIISIKO
WJIH STATa M ChOMpPaHEeTO Ha JIMIOPUINYHN ChCTABKU C€ B3€Ma 01 BHUMAaHHE.

Omnucsar ce mbTULIATA 3 OTAEIAHE HAa IPOAYKTa OT IPULEIHOTO KUBOTHO. [ TaBHUTE
METa0OIUTH e UICHTHUPUIIUPAT U XapaKTepU3nparT.

. H3qepn6aHe Ha ocmamwvyHume Koauvecmea

L[eJ'ITa Ha TC3W HU3CJICABAHUA, KOUTO H3MCPBAT CKOPOCTTA, C KOATO CC H3UYCPIIBAT
OCTATBhUYHUTEC KOJIMYCCTBA B MNPULCIHOTO KHUBOTHO CJICH IMOCICIHOTO MPUCMAHC Ha
JICKApCTBCHUA IPOAYKT, € Jia CC€ ITO3BOJIM OIMMPCACIIAHECTO Ha KAPCHTHU ICPUOIU.

IIo Pa3IMIHO BpEME CJICA KaTO KUBOTHUTC, IMTOJJIOKCHHN HAa U3CJICABAHC, Ca ITOJTYIHUJIN
ImocjacaHara ao3a OT JICKApCTBCHUA IMPOAYKT, HAJTMYHHUTC OCTAaThbYHH KOJIMYCCTBA CC
oHpeaAcAT 4Ype3 IMOAXOIAIIN (1)I/I3I/I‘IGCKI/I, XUMHYECKA WA OHOIOTHYHH MCTOAU,
OonpeaAcisiT €€ TCXHHUYCCKUTC IpoucaAypu, U CUTYPHOCTTAa M YYBCTBUTCIHOCTTA Ha
H3IIOJI3BBAHUTE MCTOAU.

PyTI/IHeH AHAJIUTUHYCH METO/I 32 OTKPUBAHE HA OCTATHYHH KOJIUIECTBA

[IpennaraT ce aHaTUTUYHY TPOLEAYPU, KOUTO MOTAT Ja C€ U3BBPIIBAT KATO PYTHHEH
mperjae] M KOMUTO HWMarT TakoBa HHBO Ha YYBCTBUTEIHOCT, KOETO I103BOJISBA
HapylUIeHUsATa Ha 3aKOHHO pa3pellleHUTe MAaKCHMaJHM TPaHHUIM 3a OCTaThUHUTE
KOJTUYECTBA, 1a OBIAT OTKPUTU ChC CUTYPHOCT.
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[IpemioxkeHUAT aHATUTUYEH METOJ ce onmucBa mojapoOHo. Toit ce Baymam3upa u €
JIOCTAaTBhYHO JIECEH 3a YnoTpeda Ipy HOPMAJIHH YCIOBUS HAa pYTUHHO HaOII0eHHe Ha
OCTaThYHU KOJIMYECTBA.

CregHuTe XapakTepUCTHUKI CE OIUCBAT:

- CTIeTM (PIHOCT,

MNpCHuU3HOCT, BKIIFOYUTCIIHO YYBCTBUTCIIHOCT,

--TO4YHOCT,

-TpaHUIla Ha OTKPUBaHe,

KOJIMYCCTBCHA I'paHU1Ia,

MPAKTUYHOCT U MPHIOKUMOCT ITPU HOPMAJTHU J1a00paTOPHH YCIIOBUS,
--TIO/IaTJMBOCT HA BIMSHUSL
O060CHOBAHOCTTA HA U3IMOI3BAHETO HA MPEUIOKEHUSI aHATUTHYEH METO/] CE OLICHSBA

B CBC€TJIMHATa HA HUBOTO HAa HAYYHUTC U TEXHUYCCKH ITO3HAHUA 110 BPEMETO, KOraTo €
nmoaaacCHoO 3asaABJIICHUCTO.

['maga Il
Ilpeocmassane na oanHume u OOKymMeHmume

Kakro BBB BCsiKa Hay4YHa pa60Ta, JOCHCTO 3a HU3IIHUTBaHHUATA 3a OCTaTbYHHU
KOJIMYECTBA, BKIIFOUYBA CIICIHOTO:

a) BBBEACHHE, ONPEACIAN MpeaAMeTa, NPHAPYKEHO C BCSIKAKBH IOJIC3HH
o6ubmorpadcku CripaBKu;

0) MoapPOOHO OTKCaHUE HA JICKAPCTBEHUS TPOIYKT, BKITIOUHUTEITHO
- CbCTaB,

- YUCTOTAa,
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- I/IZ[CHTI/I(l)I/IKaI_II/ISI Ha rapruyjara,

BpB3Ka C KpaHUS MPOIYKT,

cnenuruIHa aKTHBHOCT U M30TOITHA YMCTOTA HA OeNs3aHUTE CyOCTaHIHH,

IIO3UIIHMA Ha OesI3aHuTe aTOMHU B MOJICKYJIaTa,

B) noz[po6eH CKCIICPUMCHTAJICH MIPOTOKOJI, ITOCOUBAII MPUYNHUTE 3a IMPOITYCKAHCTO
Ha OIpCACJICHU H3IMWTBAHMA, I/136pOCHI/I IIOo-TOope, OINMHMCAaHUEC Ha H3IMOJI3BBAHUTC
MCTOOU, alapatu M MaTrcpuali, HO,I[pO6HOCTI/I 3a BUAOBETEC, IMMOpoJa HJIM IIaM
JKUBOTHHU, OT KbAC Ca NOJIYYCHHU, TCXHUAT 6pOI7I Hn YCIIOBHATA, IIPU KOUTO Ca
TIIeaaH U XpaHCHU,

I) BCHYKH TIOJNy4eHU  pe3ylITaTH, ONaronpusATHH WIUM  HEOJIaronmpusTHH.
OpurvHaJHUTE JaHHU CJIe[iBa Ja C€ OMMINAT JIOCTaThbUYHO MOAPOOHO, KOETO Ja
MO3BOJIM pE3yNTaTUTE Ja ObJaT KPUTUYHO OLIEHEHU, HE3aBUCHUMO OT TAXHOTO
TBJIKYBaHE OT aBTOpa. Pe3ynraTure Morat 1a ce NpuapyXkaBaT ¢ UIIOCTPALINH;

I[) CTaTUCTUYCCKHU aHAJIIN3 HA PE3YITATUTC, KOTATO TaKbB CC U3UCKBA OT IIporpamara
3a U3IIMTBAHC, U OTKIIOHCHUA HA JAHHUTC,

€) OOeKTMBHA TUCKYCHSI Ha MOJy4eHUTE pE3YyNTaTH, ClelBaHa OT MPEUIOKEHUs 3a
MaKCUMaJIHU TPAaHUIIM 3a OCTaTbYHUTE KOJIMYECTBA OT AKTUBHHUTE CYyOCTAaHILIMH,
ChIbp)KAllM Cc€ B NPOAYKTa, OIpelessHe Ha MapKUPaIIOTO OCTaThYHO
KOJIMYECTBO M CHOTBETHUTE MNPULEIHU TBKAaHW, U TPEIJIOKEHUS OTHOCHO
KapeHTHUTE MEPUOIH, HEOOXOIMMH, 3a Jla C€ OCHUIYpH, Y€ HsAMAa OCTaTbYHU
KOJIMYECTBA B XpPAaHMUTE, NOJYYEHU OT TPETUPAHU KMBOTHH, KOUTO OMXa NOBEIU
JI0 PUCK 32 KOHCYMaTOPHTE;

) 3aKTIOYUTENICH CKCIEPTeH JOKIad, KOWTO TMpeaocTaBs MOAPOOCH KPUTHYCH
aHalIu3 Ha I/IHq)OpMaL[I/ISITa, MMOCOYCHa IO-TOpC, B CBCTJIIMHATA HAa HHBOTO Ha
HAYYHOTO IIO3HAHHWE, KOraTo 3asBJCHUETO € MOJAJCHO, 3aeIHO C MOJAPOOHO
pe3toMe Ha pe3yiTaTuTe OT M3MUTBAHUATA 32 OCTATHYHH KOJMYECTBA M TOYHA
oubmuorpadcka crpaBka.

YACT 4
Ipe AKJIMHUYHO U KJIMHUYHO U3MUTBaHe
JlanHuTEe M JOKYMEHTHTE, KOUTO MpPUJAPY)KaBaT 3asBICHUATA 3a Pa3pELMTENHO 3a

nycKaHe Ha Tasapa, ChIiIacHO wicHoBe 12, maparpad 3, Oyksa i) u 13, maparpad 1, ce
N0JIaBaT B ChOTBETCTBUE C Pa3MOpPeIOUTE Ha HACTOSIIATA YaCT.
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T'maBa |
Ilpeoxnunuunu uzuckeanus

HpeI[KIII/IHI/I‘{HI/ITC n3cjicaBaHusd CC MU3UCKBAT, 3a Ja CC OIPCACIN (papMaxonoquaTa
AKTUBHOCT M ITOHOCUMOCTTA Ha IMPOAYKTA.

A. DAPMAKOJIOT A
A.l1. @apmakoguHaAMHUKA
Uscnenanero Ha dapmMakogHAMUKATA CIEABA ABA PA3IMYHU MOIX0/IA:

[IbpBO MexaHU3MBT Ha JAelcTBHE U (apMaKOJIOTMUHUTE €(eKTH, BBPXY KOUTO ce
OCHOBaBa MPENMOPHUYAHOTO MpHJIATaHE Ha TMpaKTUKa, TpsOBa na OBAAT TMOAXOISIIO
omucaHu. Pesynratute ce u3pasaBar KOJUYECTBEHO (M3MOJI3Bailk, HaIpUMep, KpUBa Ha
no3a-eeKT, KpruBa Ha BpeMe-e()eKT, U IPYri) U, KOTaTo € Bb3MOYKHO, B CPAaBHEHUE ChC
CyOCTaHIIUsI, YHATO AaKTUBHOCT € J00pe wu3BecTHa. Koraro ce HW3MCKBa IO-BHCOKA
epUKaCHOCT 3a aKTMBHA CyOCTaHIIUs, pa3lMKara ce J0Ka3Ba M Cce II0Ka3Ba, 4ye €
CTaTUCTUYCCKHU 3HA4YHMa.

Bropo, wusciemoBarenaT JgaBa mIbIHA (apMakoJOrMYHAa OLEHKA Ha aKTUBHATa
CyOCTaHIIMsI, ChC CIIEMATIHO BHUMaHUE BBPXY BB3MOKHOCTHTE 332 CTPAHHYHU €(PEeKTH.
ITo npuHLIMD ce u3cneaBaT MaBHUTE (PYHKIIMH.

WacnenoBatensat naentudunupa edexra ot mbTs Ha Ipriaraie, GopMyJaanusTa u Apyra
BBPXY (papMaKosoTHUYHAaTa aKTUBHOCT Ha aKTHBHATA CyOCTaHIUS.

HSCHG)IB&HI/ISIT& Ca MO-WHTCH3WBHHU, KOratro IIpe€ropbyaHaTra n03a € OJIH3KO J0 Tasu,
KOATO € Bb3MOXKHO Jida IPCAN3BUKA HECKCIIAHHU PCAKIUHU.

ExciepuMeHTanHUTE TEXHUKU, OCBEH aKO HE ca CTaHJIApPTHHU MPOLEIYpH, CE OMUCBAT
TOJIKOBA MOJPOOHO, Ye Ja MO3BOJAT Aa OBJAT BB3NPOU3BEICHU, U H3CIEIOBATEINAT
YCTaHOBSIBA TSXHATA BATUIHOCT. EKCliepUMEHTATHUTE pe3yaTaTH ce u3jaraT sICHO W, 3a
OIIpe/eNIeH! BUJIOBE U3MUTBAHUS, C€ IIUTUPA TSIXHATA CTAaTUCTUYECKA 3HAYMMOCT.

OcBeH ako He ca IMOCOYEeHM J00pU OCHOBAHMS 3a MPOTHUBOMOJIOKHOTO, BCSKAKBA
KOJJMYCCTBCHA TMPOMSHA Ha peaKUH B pe3yiaTaT OT IOBTOPHO TNPHEMaHEe Ha
CyOCTaHIUSITA, CHINO C€ U3CIE/IBA.

JlekapcTBeHN KOMOMHAIIMK MOTAT Jia Ce IMOoIydaT Ha (papMaKoJIOTHYHA OCHOBA MIIM Upe3
KIMHUYHA ~ WHIMKanuu. B mepBus  ciywail,  (gapMakogMHAMMYHHA — W/WMIM
(apMaKOKMHETHYHH H3CIICABAHUS JIOKAa3BaT TE3W B3aMMOACHCTBUS, KOHUTO MOTAT Ja
HampaBsT camara KOMOHMHAIWs LIEHHA 3a KIMHU4YHA ynorpebda. BeB BTOpus ciydaid,
Koraro HayyHa OOOCHOBKa 3a JieueOHaTa KOMOWHALUS CE€ ThPCU Ype3 KIMHUYHU

3200110082 — IIIIP - pemakrupan



CKCIICPUMCHTHU, U3CJICABAHUATA OIPCACIIAT JaJIM OYAKBAHUTC e(beKI‘I/I oT KOM6HHaL[HHTa
Mmorar aa 6T)JIaT JOKa3aHW MpU XKUBOTHU H, Haﬁ-MaJ'IKO, CC MpPOBCpsABa 3HAYCHUCTO Ha
BCsKa HEXKENaHa peakius. AKO KOMOWHAIMsATa BKIHOYBA HOBA aKTHMBHA CYOCTaHIIUS,
NOCJIEIHATA TPEIBAPUTEIHO CE TPOYUYBA 33 IbIOOUCHO.

A.2. PapMaKoKHHETHKA

OcHoBHa (bapMaKOKI/IHCTI/I‘lHa I/IH(l)OpMaI_II/IH OTHOCHO HOBAaTa aKTHBHAa CY60T3HHI/I$I €
IIOJIC3HA B KIIMHUYCH KOHTCKCT.

(DapMaKOKI/IHeTI/I‘{HI/ITC oeJIM Morat Ja c€ pasaciisiT Ha IBC INTaBHU obnactu:

(1 onucarenHa (apMakOKMHETHKA, BOJEIA JI0 OL€EHKAaTa Ha OCHOBHHM IapaMeTpH
KaTO MPOYUCTBAHE HAa TSIOTO, 00EMU) Ha PAa3MpPOCTpaHEHUE, CPETHO BpeMe Ha
MIOJIY’)KUBOT U JIPYTH;

(i) U3MOJI3BaHEe Ha TE3M IMapaMeTpu 3a H3CleABaHE BPb3KaTa MEXIy pexuma Ha
JO3MPOBKA, IJJa3Ma M TbKaHHA KOHIEHTpamuss U  (PapMaKOJIOTUUHHTE,
TEparneBTUYHNUTE UM TOKCUYHUTE €(EeKTHU.

B npumensu BupoBe (AapMakOKWHETUYHUTE W3CIEIBAaHUS Ca, KaTO MPaBHIIO,
HeoOX0/IMMH, 3a Jla ce M3IO0JI3BAT JIEKAPCTBA C BBH3MOXKHO Hal-rojsiMa e(uKacHOCT U
6e3omacHocT. TakuBa U3ceBaHUs ca 0COOCHO MOJIE3HH, 3a Ja TOMOTHAT Ha JIEKapuTe J1a
YCTAaHOBAT PEXHMMa Ha J03UpaHe (BT M MSCTO Ha NPUIIOKEHHUE, /1033, MHTEPBAT 3a
no3ara, Opoil mpuemMaHuss W JApPYyrd) M JAa TMpUeMaT PEeKMMU Ha JO3UpaHe, CIOopea
OTIpe/IeNIieHN XapaKTepUCTUKU Ha Mmomynanusra (Be3pact, 0ojnect). TakuBa usciaenBaHus
MOraT Ja ca 1mo-e(eKTUBHYU MPH MOBEYE KUBOTHU W IO MPUHIIHII MPEIOCTABAT MOBEYE
uHQOpMaIINs OTKOJIKOTO KIACHUYECKUTE U3CIEABAHUS Upe3 TUTPALIHSL.

B cnyqaﬁ Ha HOBHU KOM6I/IHaHI/II/I OT IIO3HaATu CY6CTaHHI/II/I, KOUTO Ca H3CJICABAHU B
CBOTBETCTBHE C pa3MoOpeNOUTE Ha HACTOsIIATA JUPEKTUBA, (apMaKOKHHECTUYHHUTE
u3cienBaHus Ha (puKcupaHa KOMOMHAIMS HE C€ M3UCKBAT, aKO MOXKE /1a c€ 00OCHOBE, Ue
MPEANUCBAaHETO Ha aKTUBHUTE CYOCTaHIIMM KaTO (MKCHUpaHa KOMOMHAIUSA HE MPOMEHS
TEXHUTE (papMaKOKUHETUYHH CBOWCTBA.

A.2.1. BuoHAaHAIUTHYIHOCT/OMOE KBUBAJIEHTHOCT

CbOTBETHU W3CIeABaHUS 32 OMOAHAIMTUYHOCT C€ IMPOBEXAAT, 3a Jia CE YCTAaHOBU
OMOEKBUBAJIEHTHOCT:

- KOTaTo ce CpaBHsBa NPeQOpMYIUPAH JEKAPCTBEH MPOAYKT CbC ChILECTB yBalll,
- KOraTo c€ CpaBHsBa HOB METOJ] WJIA ITT HA IIPUJIAraHe C BEYE YCTAaHOBEH,

- BbB BCUUKH CITy4au, TOCOYeHU B wieH 13, maparpad 1.
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b. IOHOCUMOCT ITPU ITPULEJITHUTE BUJOBE XXUBOTHU

HCJ'ITa Ha TOBa HU3CJICABAHEC, KOCTO CC MPOBCKIAa C BCUUYKM BUJ0OBEC ) XKUBOTHH, 3a KOUTO €
MMpCeAHA3HAUCH JICKApCTBCHUAT IIPOAYKT, € Ia CC HAIIPABAT C BCUYKU TaKUBaA ) XKUBOTHUHCKU
BHUAOBEC JIOKAJIHU H 0611.[[/1 OIMMTHU 3a MOHOCUMOCT C LCJI ONpPCACIIIHC Ha IOHOCHMaA
JAO3UPOBKA, JOCTATHYHO IIMPOKA, 3a Ja ITO3BOJIM aACKBATCH TOJICPAHC HA 0e30IMacHOCT U
KIMHAYHU CHUMIITOMH Ha HCIIOHOCHUMOCT, KaTO CC HU3IIOJI3BA MPCHIOPBUYAHHUA BT HIIHA
II'bTUIIA, JOKOJKOTO TOBAa MOKC Ja CC IMOCTUTHC YPE3 YBCIMYABAHC Ha TCpallCBTHUYHATA
J03a H/Uin IMPOABJKUTCIHOCTTA HA JICUCHUCTO. ]_IOKJ'IaI['bT 3a OIIUTUTE CbABPKA KOJIKOTO
MOXXC ITOBCUYC HO,[[pO6HOCTI/I 3a OYaKBaHUTC (I)apMaKOJ'IOl"I/ILIHI/I e(bCKTI/I 1 HCKCIIaHU
PEaKuru; MOCICAHUTE CC OLICHABAT, KaTO CC OTACIIA HOI[O6aBaH10 BHHUMAaHHEC HA (1)31('1“3, e
H3II0JI3BAHUTC ) KMBOTHHU MOI'aT J1a Ca MHOI'O ICHHU.

JlexapcTBEHHAT MPOAYKT C€ IpUjIara NOHe M0 NPEenopbYaHus T 3a MPHUIIOKEHHE.
B. PEBUCTEHTHOCT

JlaHHM 3a mosABaTa Ha PE3UCTEHTHU OpraHU3MH ca HEOOXOOUMHM B Ciydail Ha
JICKapCTBEHU TPOJIYKTH, W3IMOJI3BAHU 3a TMPEBEHIMS WM JICYCHHE HAa HHOEKIHO3HU
3a00JIIBaHUS UM MTapa3suTHU UH(QEKIUUH TTPU )KUBOTHUTE.

I'masa Il
Krunuunu usuckeanus
1. O6um npUHIUNH

HCHI/ITC Ha KIMHUAYHUTC OIINTH Ca Oa OOKaXaT WM MDOTBBPIAAT e(beKra oT
BETEPUHAPEH JICKAPCTBEH MPOIYKT ClIe]l MPEANMCBaHEe Ha MpernopbhyaHara JO3MPOBKa,
Ja CC onpeaAcAT HCTOBHUTC ITOKA3aHHSA W INPOTHBOIIOKA3aHUA CHITIACHO BUIOBCTC,
BB3pAcTTa, IOpOJaTa 1 oja, HauuHa My Ha yrnoTpeda, BCIKaKBH HEXEJIaHH PEaKIiH,
KOMTO MOXE J]a IMa U HeroBara 0€30MacHOCT U TTOHOCHMOCT ITPH HOPMAITHH YCIIOBHUS
Ha yrnoTpeoa.

OcBeH aKko € OompaBJaHO, KIMHUYHU OMUTH C€ MPOBEXKIAT C KOHTPOJHH >KMBOTHU
(KOHTPOJHY KIMHUYHHU OMUTH). [lomydeHuaT eekr cieBa qa ce CpaBHU C JTHKIUBO
JekapcTBO (Muramedo) Wiiu ¢ HeTpeTHupaHe u/uiu ¢ edekra OT pa3pelieH JIeKapCTBEH
IOPOAYKT, 3a KOWTO ce 3Hae, uye MMa TepameBTUYEeH edekr. Bcuuku mnomyueHu
pe3yaTaTH, MOJOKUTEITHHN WIH OTPULIATEIIHH, C€ TOKIa/(BaT.

M3non3panuTe MEeTOAW 3a IOCTaBSHE Ha AUarHosa ce OIMpCHACIIAT. PCByJ'ITaTI/ITC ce
OMNpCAC/IAT YpC3 HUIIO0J3BAHC HA KOJIHMYCCTBCHU HWJIM KOHBCHIMWMOHAIHHW KIWMHWYHH
KPpUTECPHH. HO,Z[XOI[?[HII/I CTaTUCTHYECCKHU METOJH CE€ U3IIOJI3BAT U 000CHOBABAT.

B cnywalli Ha BeTepHHapeH JEKApCTBEH IPOAYKT, IpEAHA3HAYEH MPEJUMHO 3a

y1'IOTp66a 3a YBCIIMYaBaAHC HA MPOU3BOAUTCIIHOCTTA, CIICHIUAIIHO BHUMAaHUEC CC OTHCIIA
Ha:
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- IIPOU3BOACTBOTO HA KUBOTUHCKU IIPOJIYKTH,

Ka4eCTBOTO Ha KHUBOTUHCKUTE MPOIYKTU (OPTAHOJIEHTUYHO, XPAHUTEITHO, XUTHEHHO
Y TEXHOJIOTUYHO Ka4yeCTBO),

XpaHUTCIIHA C(I)CRTI/IBHOCT H PaCTCK HAa )KUBOTHOTO,

O6I_H 3IpaBCH CTaTyC HA JKUBOTHOTO.

ExcriepuMeHTaIHUTE TaHHU C€ TOTBBPKIABAT C JAHHH, MTOJYICHH MIPHU MPAKTHUYEC KA
TEPEHHU YCIOBUSL

KOFaTO, 10 OTHOIICHHEC Ha CICIHaIHA TCPAIICBTUYHA MHAWKAIIUS, 3aABUTCIAT MOKE
Ja TOKaKe, Y€ HE My € BB3MOXHO Ja NpPEJOCTaBH H3YEpHaTeIHH JaHHU 32
TepaneBTUYHUS e(PEeKT, 3a1I0TO:

a) WHIUKAIUUTC, 3a KOUTO € IPCIAHA3HAUCH BBIIPOCHUAT JICKAPCTBCH IIPOAYKT CC
cpeuiaT TOJKOBA PAAKO, Y€ JIOTUYHO HC CC OYaKBa OT 3adBUTCIIAT Ja NPEAOCTaBH
H3YCPIIAaTCIIHU JOKA3aTCICTBA,

0) mpu CbBpEMEHHATa CTEIEeH Ha HaydHOTO MO3HaHUe, 34eprareilHa nHpopManus He
MOJKe J1a ObJIe TPEeIOCTaBeHA,

pa3pelMTENHOTO 32 IyCKaHe Ha Ta3apa MOXe Ja Oble JaIeHO caMo Ipu
CIICJIHUTE YCIIOBUS :

a) BBIIPOCHHUST JIEKAPCTBEH MPOJYKT C€ JIOCTaBsl CaMO 110 BETEPHUHAPHO TPEIITHCAHIE
U MOXE, B OINpENeNICHH CiIydau, JIa ObJe NpeAnucaH caMO IPU CTPUKTHO
BETEPUHAPHO HAOIIOICHHE;

0) nucToBKaTa M BCAKa Apyra MHQopmauus TpsOBa na NpuBiedYe BHUMAHHMETO Ha
NpaKTUKYBAallMsl BETepUHAp BBPXYy (akra, ye B ONpEAETICHH OTHOILICHUS,
HAJIMYHUTE OJPOOHOCTH OTHOCHO JIEKAPCTBEHUSI IPOIYKT, Ca BCE OIIE HEIIbJIHHU.

2. IlpoBe:xk1aHe HA ONUTHTE

Bceuuky BeTepuHapHU KIMHUYHM OMUTH C€ MPOBEXKIAT B CHOTBETCTBHE C MB3IISUIO
00chAeH MopoOEH MPOTOKON HAa OINMUTA, KOWTO C€ M3rOTBS B MUCMEH BUJ TPEAH
HavyajioTo Ha onurta. J[oOpOTO CHCTOSHUE HAa ONMUTHHUTE >KUBOTHH IIOUICKH HA
BETEPUHAPEH KOHTPOJ U C€ B3eMa MPEABU IPU U3TOTBSIHETO Ha MPOTOKOJIA 33 OMUTA
U TI0 BpeME Ha IMPOBEXK/IaHEe Ha OIMUTA.

N3uckBar ce NpeaBapuUTENIHO YTBBPACHU CUCTEMAaTUYHU HAIMCAHU IPOLEAYPU 3a

OpraHU3alUATa, MPOBEKIAAHETO, CHOUPAHETO Ha JaHHU, JTOKYMEHTHPAHETO |
IIpOBEPKAaTa Ha KIMHUYHUTE OIUTH.
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[lpeau 3amouBaHe Ha OMUTA, CHIVIACHETO HA COOCTBEHMKA HA JKUBOTHHUTE, KOUTO IIE
ce W3MOJ3BAaT IpH ONMTa TpsAOBa Ja ce MoiIydyd U JokymeHTHpa. [lo-crneununanHo
COOCTBEHMKBT TpsAOBa Ja Ob/e HHPOPMUPAH MHUCMEHO 32 MOCIEIUIMTE OT Y4aCTHETO
B OIHMTA, BBPXY IOCIEABALIOTO Pa3NOPEKIAaHE C TPETUPAHUTE XUBOTHHM WIIU 3a
MPOU3BEXKAAHETO HAa XpaHU OT TpeTHpaHUTe XMBOTHH. Komme oT ToBa m3Bectue,
HNOJANUCAHO OT COOCTBEHMKAa Ha XMBOTHUTE M C MOCOYEHA JaTa, ce€ Mpujiara KbM
JOKYMEHTHTE 32 OIUTA.

OcBeH ako OMUTHT HE ce MPOBEXK/IA Ha CIAMNO, pa3nopeaduTe Ha uieHose 58, 59 u 60,
OTHOCHO €TUKETUPAHETO Ha BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTH C€ MpHjiaraT mo
aHaJIOTUs C ETUKETUPAHETO Ha QopMynaluu, MpeIHa3HAaYeHU 3a yrmorpeda BBHB
BETEPUHAPHUTE KIMHUYHU OMUTA. BB BCMUKM ciydau, TyMHTE ,3a yImoTpebda camo
IpU BETEPUHAPHH KIMHUYHU OMUTH~ CE€ MOCTAaBAT MO 3a0€NeKUM U HEU3IUUUM
Ha4YWH BBPXY €THKETA.

I'maga Il

Jannu u doxymenmu

Kakro BBB BCsika HayyHa pa0oTa, JOCHETO 3a e(pUKACHOCTTAa BKIIOUBA BBHBEICHHE,
OIpEENSIIO TeMaTa, IPUIPYKEHO OT BCIKaKBa moJie3Ha oubnuorpadceka JOKyMeHTaIUsI.

[sanata npegKIMHUYHA U KIMHUYHA JOKYMEHTAIMS TPSOBa J1a € JOCTAaThYHO MOAPOOHa,
3a J1a MO3BOJM Jla Ob/ie HampaBeHa OOEKTMBHA OllCHKA. BCUUKM M3ciienBaHus U ONMUTH,
OJIArONIPUSITHYU WJTH HEXKEJIaH! 3a 3asSBUTEIS, Ce JOKIaIBaT.
1. dumose 3a npeAKJIMHUYHA HADJII01€ HUS

Korato e Bb3MOXHO, C€ 1aBaT JaHHU 32 PE3YITATUTE OT:

a) HU3IKUTBaHMA, JOKa3Ballu Q)apMaKOIIOFI/I‘IHI/ITC HeﬁCTBHH;

0) M3NUTBaHUS, TOKa3BaM (apMaKOJIOTHUYHUTE MEXaHU3MH, KOUTO Ca B OCHOBAaTa Ha
TepaneBTUYHUS ePeKT;

B) U3IUTBAHMUS, JOKA3BAId OCHOBHUTE (JapMaKOKUHETUYHU TPOLECH.

AXO BB3HUKHAT HEOYAKBAHU PE3YJITATH MO BpeMe Ha U3MHUTBAHUATA, TOBA CJICJBA JIa
Ce OITHIIe TOAPOOHO.

I[OHBJ'IHI/ITCJ'IHO CC MpCAoCTaBAT CJICAHUTC JaHHH 3a BCHYKU MPCAKIMHUYIHU
HU3CJICABaHUA:

a) pesrome;
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0) moapoOeH MPOTOKOJ OT EKCIIEpUMEHTa, JaBall ONHCaHWE Ha H3MOJ3BAaHUTE
METO/IY, arapaTd ¥ MaTepHalid, OJpOOHOCTH KaTo BHJIOBE, BB3pacT, TETIIO, 1O,
Opoil, mopoaa UK 1AM KXUBOTHU, HACHTU(PUKAIIMS HA KUBOTHUTE, /1032, BT H
cXeMa Ha B3eMaHe Ha JICKapCTBOTO;

B) CTATUCTUYECKH aHAIIU3 HA PE3YJATaTHTE, KOTaTO € YMECTHO;

r) OOCKTUBHO OOCHKIaHE Ha TMOJYYCHUTE PE3YITaTH, BOJCHIO JO 3aKITIOUYCHHS 32
0e3BpeIHOCTTa U ey KACHOCTTa Ha IPOYKTa.

[IBIHOTO WJTM YaCTUYHO MPOITYCKAHE Ha TE€3W JaHHU TPsOBa Aa Ob1e 00SICHEHO.

2.1. Quwose 3a KIUHUYHU HAOIIOOEHUS

Benuku moapoOHOCTH ce MpelocTaBsAT OT BCEKM H3CleAoBaTel Ha WHAMBHAyaTHa

OnaHka, B CTydail Ha MHIMBUIYAJTHO TPETUpAHE, M HAa KOJCKTUBHA ONaHKa, B CIydai

Ha KOJICKTHBHO TPETHUPAHE.

[IpenocraBennTe NOAPOOHOCTH UMAT CIEAHUS BUL:

a) uMe, azgpec, QyHKIHS ¥ KBAIH (PUKAIMs HAa OTTOBOPHHUS U3CIIEA0BATET;

0) MSCTO U J1aTa Ha TPETUPAHETO; UME U aJpec Ha MPUTEkaTess Ha )KUBOTHUTE;

B) JJaHHU OT MPOTOKOJA OT OIHTA, JaBallld OMFMCAHWE HA MU3MOJ3BAHUTE METOIH 32
OCHUTYpSIBaHE Ha CTOXAaCTHYHA M3BaJIKa U CIIAIN €KCIIEPUMEHT, MOAPOOHOCTH KaTo
BT HA MIPUJIATAHE, CXeMa Ha B3UMaHe Ha JIEKApCTBOTO, /1032, UACHTHUKAIIUS Ha
ONMMUTHUTE >KUBOTHW, BHUJIOBE, IMOPOJU WM MIAMOBE, BB3PACT, TEINO, IO,

(bHBI/IOJIOFI/ILIHO CBbCTOSHHUC,

I) METOJl Ha OTIJIeXk/IaHE U XpaHEeHe, TOCOYBaHE Ha ChCTaBa Ha Qypaxka U Mmpupojara
Y KOJTMYECTBOTO HA BCUYKH 100AaBKH, ChABPKAILM ce BBB (hypaxka;

1. n) ucropus Ha ciydas (KOJKOTO € BB3MOXHO IMO-H3YEPIIaTesIHO), TOSIBa U MTPOTHYAHE
Ha MEXyBPEMECHHO TOSBHIIN CE 3a00JIsIBAHM S,

e) JUarHo3a 1 Ha4YnHHU 3a IIOCTaBAHECTO U,

) CHMITOMH U CEPUO3HOCT Ha OO0JeCTTa, aKo € BB3MOXKHO CIOpE]
KOHBEHIIMOHAJIHUTE KPUTEPUH;

3) HpeHH?:Ha I/I[[eHTI/I(l)I/IKaHI/IH HAa KIMHWYHHUS OIIUTCH npenapaT, MN3I10JI3BAH HpI/I
OIIUTA;

M) JI03UPOBKAa Ha JIEKAPCTBEHUS MPOJIYKT, METOJA, I'bT M YECTOTAa Ha MpUJIaraHe U

npeanasHu MEpKH, ako MMa, B3eTH 110 BpeMe Ha NpuiaraHeTo (MpoIbHKUTEITHOCT
Ha MHKEKTUPaHE, U APYIH);
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1) IPOIBIDKUTEIHOCT Ha TPETUPAHE U MIEPUOJ Ha TOCIeIBAI0 HAOII0IeHUE;

K) BCHYKH IOJAPOOHOCTH OTHOCHO JICKQPCTBEHUTE MPOIYKTH (Ipyrd OCBEH TO3H,
KOWTO ce Wu3clie[iBa), KOMTO ca MpPEOIMCBaHM MO BpeMe Ha IMepuoia Ha
U3cieBaHe, IPeau UM 3aeAHO C U3MUTBAHUS MPOIYKT U, B MOCIEAHUS CIy4aii,
nopoOHOCTH 32 HAOJII0JaBAHUTE B3aUMO/ICH CTBHUS;

J) BCUYKU PE3YATATH OT KIMHUYHUTE ONUTU (BKIOUUTEIHO HEONAronpusTHUTE WU
HEraTuBHU pGSYJ'ITaTI/I) C II'BJIHO IIOCOYBAHE€ Ha KIMHHUYHUTEC Ha6J'IIO}leHI/I$I u
pe3yaTaTuTe OT OOEKTMBHHUTE H3INUTBAaHMS HAa AaKTUBHOCTTA (JabopaTopHU
aHaJlM3M, TICHUXOJOTMYECKH W3MHUTBaHUs), HEOOXOOUMH, 3a Ja C€ OLEHU
3asBJICHUETO; U3MOJI3BAHUTE TEXHUKHM TPsOBA J1a Cce OIPENENAT, U J1a ce OOSCHU
3HAYEHHUETO Ha BCUYKM OTKIOHEHMsS B pe3yaTaruTe (OTKIOHEHHsS OT METOoJa,
pasnuYMs MEXITy UHIUBUIUTE WIH e(PeKTUTEe OT TPEeTHpPaHEeTO); JOKa3BaHETO Ha
(dapMakoJMHAMUYHUS €PEKT TP )KUBOTHUTE HE € caM 10 cede CU JOCTaThYEeH, 3a
Jla ce 000CHOBAT 3aKIIOYEHUSITa OTHOCHO TE€PANIEBTUYHUS €EKT;

M) BCHYKH JaHHU OT HEMPEABUACHU €(PEKTHU, BPEAHU WIIM HE, H OT BCHYKH MEPKH,
B3€TU B IIOCIEIACTBUE; NPUYMHHO-CIEACTBEHATAa Bpb3KAaTa CE€ M3CIEABA, aKO €
BB3MOKHO;

H) eeKT BbpXY Ha )KUBOTHHCKATa MPOAYKIUs (SHMIIEeHOCeHEe, MIIeUHa MPOTYKTHBHOCT
U PEeNpOAYKTUBHU (DyHKIINH);

O) C(I)CKTI/I BBPXY KaYCCTBOTO HA XPAHUTC, IMOJIYYCHU OT TPCTUPAHUTC KUBOTHHU, I10-
CricouaJHo, B cnyqaﬁ Ha JICKAPCTBCHU IMPOAYKTH, IPECAHAZHAYCHU 3a M3II0JI3BAHC
3a YBC/INYAaBaHC HA IMIPONU3BOJUTCIIHOCTTA,

1) 3aKTIOYCHHE 332 BCEKH OTJENICH CIydail HMJIM, KOTaTo ce€ OTHAcsAd 3a KOJCKTHBHO
TpEeTUpPaHE, 32 BCEKU KOJICKTUBEH CITydail.
[IponyckaHeTo Ha eHA WITU TTOBEYe OYKBH a) - 1) c€ 000CHOBABA.

HpI/ITC)KaTCJ'IHT Ha pa3pClMTCIHO 3a ITYCKAHC Ha I1a3apa B3EMa BCUYKU H606XO,Z[I/IMI/I
MCpKU, 3a Ja TrapaHThpa, 4€ OPUTHHAIHUTEC AJOKYMCHTH, KOUTO IIPCACTABJIABAT
OCHOBaTta Ha MNOpEAOCTaBCHUTEC JaHHH, CC€ IIa3dAT IIOHC II€T TOAWMHH, CJICO KaTo
BCTCPUHAPHUAT JICKAPCTBCH MPOAYKT BEUC HC € pa3pCIICH.

2.2. Pezrome u 3axnrouenus om KiuHUYHume Haoao0eHus

ITo oTHOWIEHNE HAa BCEKH KIMHUYEH OIMUT, KIMHUYHUTE HaOIoaeHus ce 00001IaBar B
pe3ioMe Ha OIMKMTA U PE3YJITATUTE OT HEro, KaTo ce 0TOENsA3Ba IMO-CIEIHAITHO:

a) Opoli MpOBepKH, OpOil KUBOTHH, TPETUPAHH WHIMBUAYATHO A KOJEKTHBHO, C
pasaelieHne B 3aBUCUMOCT OT BUIOBETE, IOPOAA U 1AM, BB3pacT U 11011,
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0) Opoii >KUBOTHH, OTIIAJHAIIM [TPEIBAPUTEIHO OT ONUTUTE ¥ IPUUNHUTE 32 TOBA;

B) B CJ'Iy‘I&fI Ha KOHTPOJIHU )KUBOTHH, OAJIU:

HE ca TPETHPaHH;

ca MPHENH JTHKIUBO JIEKapCcTBO (TJ1a11e00);

ca Mpuemy JApYyr pa3pelieH JeKapCTBEH MPOAYKT C U3BECTEH e(eKT;

- Ca IIpuECIM U3CI€ABaHaTa akKTUBHa C}’6CTaHHI/I${ B pa3jindHa (bOpMYJ'IaHI/IH HJIN 110
Ppa3JInYCH BT,

1") 4YCCTOTa Ha Ha6J'II-OI[aBaHI/ITe HCXKCJIAaHW PCAKIINH

n) HaOmofeHus 3a edexra BBbPXY MNPOU3BOJUTENHOCTTa (sfIleHOCeHe, MIleyHa
IPOIYKTHBHOCT, PETPOAYKTUBHY (PYHKIIMH U Ka4ECTBO HA MECOTO);

C) JaHHU OTHOCHO TECTOBH XMBOTHH, KOUTO MOXKC [a Ca IIPpH MOBUIICH PUCK IMOpaaun
TIXHAaTa Bb3PACT, HAYUH HaA OTIJICKAAHC U XpaHCHC HWJIM LCJITAa, 3a KOATO Ca
npcaHasHauCHUu, WM XUBOTHH, YUCTO (1)I/I3I/IOJIOH/I‘-IHOTO Ny mnaToJIOTHYHOTO
CBCTOSIHUEC, U3MCKBA CIICHHUATTHO pa3riiCcKaaHe,

)K) CTaTUCTUYCCKN aHAJIN3 Ha PE3YITATUTC, KOTAaTO TOBA CC M3HMCKBA OT IIporpamMara
3a U3IIMTBAHC.

Haxpasi, wuscmemoBarensT mpaBu oOOMM 3aKIIOYEHUS OT EKCIEePUMEHTATHUTE
pe3yATaTH, KaTo M3pa3sBa CBOETO CTAHOBHWINE 3a OE3BPEAHOCTTA Ha JICKAPCTBEHUS
IPOAYKT IPU MPEUIOKEHUTE YCIOBUS Ha YIIOTpeOa, HETOBUS TepareBTHUeH ePeKT U
BCAKAaKBa IOJie3HA WH(OpPMAIHS, CBBP3aHA C TOKA3aHHWS W TPOTHBOIOKA3aHUS,
JO3UPOBKA M CpeaHa MPOJBDKUTEIIHOCT Ha TPETUPAHE W TPH HEOOXOIMMOCT,
BCAKAKBU HAaOJIOJJaBaHU B3aUMOJICHCTBUS C JPYTH JIEKAPCTBEHHU IIPOIYKTH WIH
bypaxHu 100aBKH, a CHILO U BCAKAKBU CIICIIUAIHU MPEANa3Hd MEPKU, KOUTO TpsOBa
Jla ce B3EMaT 110 BpEMe Ha TPETUPAHETO M KIMHAYHU CUMIITOMH IIPH CBPBXI03a.

B cnydaii Ha ¢ukcupana npoaykroBa KOMOWHAIMS, WM3CIEAOBATENIAT CHUIO MpaBU
3aKTIOYEHHS] OTHOCHO O€3BPEIHOCTTa M €(PUKACHOCTTA Ha MPOJYKTa B CPAaBHEHHUE C
OTJISITHOTO MPETMUCBaHE Ha BKITIOYCHUTE aKTUBHUTE CYOCTAHITUU.

3. 3ak/I04uTeJIeH eKCcIepPTeH J0KIa/

3aKTIOUUTEIHUAT €KCIEpTeH JOKIaJ MPEACTaBs MOApOoOeH KPUTHYCH aHaiu3 Ha
[sUIaTa NpeAKIMHUYHA U KIMHUYHA JTOKYMEHTAIMs B CBETJIMHATAa Ha CTENECHTa Ha
HAyJYHOTO NO3HAHHE M0 BPEMETO Ha MOJaBaHe Ha 3asABJICHHETO, 3a€THO C IMOAPOOHO
00001IeHre Ha pe3ylATaTUTe OT M3IUTBAHUS W ONUTH W TouHa OumOmorpadcka
CIIpaBKa.
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TSI

HM3uckBanus 3a HUMYHOJOTUYHU BETCPUHAPHHU JIEKAPCTBCHU NMMPOAYKTH
be3 Ja 3acdra CIHeuuaJlHUTC HN3WCKBAHUSA, YCTAHOBCHU OT 3aKOHOJATCICTBOTO Ha
O6IJ.[HOCTT3. 3a 60p6aTa U HU3KOPCHSABAHCTO Ha OoltecTuTe npu KUBOTHUTC, CICAHHUTC
HN3HUCKBAaHHUA CC OTHACAT 3a UMYHOJIOTUYHUTE BETCPUHAPHHU JICKAPCTBCHU IMPOAYKTH.

YACT 5
Pe3rome Ha nocueTo
A. AIMUHUCTPATUBHU JAHHU

NMyHONIOTHYHUAT BETEPUHAPEH JIEKAPCTBEH MPOAYKT, KOWTO € MPeAMET Ha 3asiBICHUETO,
ce uAeHTU(UIMpa ype3 HAaMMEHOBAHHME W HAUMEHOBAHME HAa aKTUBHUTE CYOCTAaHIIMH,
3aeHO ChC cuiaTa W (apmaneBTHuHaTa (opMa, MeToJa W NBTA Ha NpUIIAaraHe, U
OIMCaHKE Ha KpallHUS THPTOBCKU BUJI HA ITPOIYKTA.

Nwmeto u anpeca Ha 3asSBUTENS C€ TIOCOYBAT, 3a€HO C IMETO U a/ipeca Ha TPOU3BOAUTEIS
U Ha IOMEIICHUATA, KBJIECTO C€ HU3BBPINIBAT PAIIMUYHHUTE €TAld Ha IPOU3BOJICTBO
(BKIIFOUUTETTHO TTPOU3BOAUTENS HA KpallHUS MPOAYKT U MIPOU3BOAUTENSA(UTE) HA aKTMBHA
CyOCTaHIIUSL,-H) U, aKO € HEOOXOMMO, UMETO U ajjpeca Ha BHOCHTEIIS.

3asBUTEIAT I/II[CHTI/I(I)I/II_II/Ipa 6p0$1 U 3arjiaBusATa Ha TOMOBCTC HOOKyYMCHTAlUA,
npeacraBCHa B IIOJAKPCIIa Ha 3asBJICHUCTO U IMOCOYUBA KAKBH HpO6I/I, aKO MMa TaKuBa,
ChIIO Ca MPEAOCTABCHU.

[TpunoxeHo KbM aAMUHUCTPATUBHUTE JAHHU Ca M KOMHUS OT JTOKYMEHTA, MOKa3Balll, 4e
NPOU3BOAUTENSAT € OTOpPH3UpaH Ja TMPOU3BEXKIA HMMYHOJIOTHYHM BETEpUHAPHU
JIEKApCTBEHU MPOJYKTH, KAaKTO € ompezesieHo B wieH 44 (C KpaTKo OMUCaHHE Ha
IPOU3BOACTBEHOTO MsACTO). OCBEH TOBa, C€ MPEAOCTaBs CIHMCHK Ha OpPraHU3MHUTE, C
KOUTO CE MaHUIYIIMPa Ha MPOU3BOJCTBEHOTO MSCTO.

3assBUTEIAT usnpamga CriiCbK Ha CTPaHUTE, B KOUTO € U3JaJCHO pa3spCIIMTCIHO, KOITUC OT
BCHUYKU PE3IOMCTA Ha XAPAKTCPHUCTUKUTC Ha IPOAYKTA, CBIJIACHO YJICH 14, KaKTO Ca
OI[O6p€HI/I OT IOBPXKABUTC-WICHKM MW CIHHUCBK Ha CTpAaHUTEC, 10 KOHUTO € IOJAaACHO
3as4BJICHHC.

b. PEBIOME HA XAPAKTEPUCTUKUTE HA ITPOJIYKTA

3asgBUTENAT NpeiJiara pe3ioMe Ha XapaKTepUCTUKUTE Ha MPOJYKTa, B CbOTBETCTBUE C
wieH 14.
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B nonbnHeHue, 3asgBUTENAT NPEAOCTaBs €1HA WJIM IIOBEYE MOCTPU HJIM MOJEN Ha
Ma3apHus. BUJ HA HUMYHOJIOTMYHUS BETEpUHAPEH JIEKAPCTBEH IMPOJYKT, 3aeTHO C

JIMCTOBKATa, KOTaTO CE U3UCKBA.
B. EKCITEPTHU JOKJIAIN

B cvotBercTBHE ¢ wieH 15, maparpadu 2 u 3, eKCepTHUTE AOKIaaU TpsOBa aa Obaar
IPEIOCTABEHU 110 BCUYKHU aCIEKTH HAa JOKyMEHTAIUATA.

Bceku excniepTeH JOKIaJ ChbpiKa KPUTUYHA OLIEHKA HA PA3IMYHUTE U3NUTBAHUS U/UIHU
ONUTH, KOUTO Ca U3BBPIIEHHM B CHOTBETCTBHE C HACTOSIATA IUPEKTUBA, M I1OKa3Ba
BCUYKM CHOTBETHHU JIaHHHU 3a OlleHKa. EkcrepTsT M3passiBa CBOETO CTAaHOBMILE JAlH ca
PEJOCTaBEHH JI0CTAThYHO FapaHIlUK 3a Ka4eCTBOTO, O€30MacHOCTTa U e(PMKACHOCTTA Ha
CBHOTBETHUSI POIYKT. Pe3tome Ha (akTuTe HE € 10CTaThUHO.

Bcnuku BakHM JaHHM ce 0000IaBaT B MPHIIOKEHNUE KbM €KCIIEPTHHUS JTOKIaJl, KOraTo €
BB3MOXKHO B TabnuuyHa u rpad¢uuyHa ¢opma. ExcriepTHUAT Aokiag U 0000mIeHHusTa
ChABPKAT TOYHO I1030BaBaHE Ha HWH(POPMALUATA, CHIbPXKAIA CE€ B OCHOBHATA
JOKYMEHTAIIHSI.

Bceku excriepTeH JOKIA] C€ M3TOTBS OT MOAXOASAINO KBATH (PUIIMPAHO M OMUTHO JIUIIE.
JloKmagbT ce MOAMKMCBA OT €KCIepTa M ce MOCTaBs JlaTa, ¥ KbM JOKIaJa ce Impuiara
KpaTka WHpOpManus 3a 00pa30BaHUETO, KBATU(MKAIIMOHHUS U MPAKTUYECKA ONMHUT Ha
excriepra. [TocouBa ce npodecuoHanHara Bph3ka MKy €KCIIepTa U KaHAu/1aTa.

HJACT 6

AHATUTUYHH (P M3UKO-X UMHUYHU, OHOJIOTUYHU WIA MUKPOOHOJIOTHYHH)
M3MUTBAHUS HA UMYHOJIOTUYHHM BeTe PHHAPHU Jieue OHU MPOIYKTH

Beuuku m3nos3BaHM OpoLeAypd Ha HW3MUTBAHE OTIOBapsAT Ha HUBOTO Ha HaydyHUs
Iporpec 1o ToBa BpeMe M TpsiOBa Jla ca BAIMIU3UPAHH INPOIEIypH; MPEIOCTaBIT Ce
pe3yATaTUTE OT U3CIEIBAHUATA 33 BATIMAU3ALIMSL

Bcsika mpouenypa(-1) Ha U3MUTBaHE C€ OMUCBA C IOCTATHYHO MOAPOOHO, Taka ye 1a Ob/e
BB3IPOU3BOAMMA TMPU KOHTPOJHH M3MUTBAHUS, MPOBEXKIAHM [0 MCKaHE Ha
KOMIETEHTHHsI OpraH; BCHYKM CHEIMAIHM anapaTH U o0OpyaBaHEe, KOMTO MOraT Ja ce
U3I0JI3BAT, CE€ OMUCBAT € MOJAXOJANM MOJIPOOHOCTH, IPU BB3MOXKHOCT IPUAPYKEHH ChC
cxema. GopmynuTte Ha 1a0OpaATOPHUTE PEAKTUBHU CE JOI'BJIBAT, aKO € HEOOXOAUMO, KaKTO
U TPOW3BOJCTBEHUs MeToJ. B ciywaii Ha mpomeaypu Ha M3MUTBAaHE, BKIIOYEHU B
Eeponeiickama ¢apmaxones nnn QgapmakonesTa Ha JbprkaBa-wi€HKa, TOBA OMUCAHUE
MOKE J1a C€ 3aMEHH C MOoAPOOHO M030BaBaHe Ha BBHIIPOCHATA (papMaKoIIes.

A. KAYECTBEH U KOJIMUECTBEH CbCTAB HA CbCTABKUTE
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[MompoObHOCTUTE W JOKYMEHTHTE, KOWTO TpsOBa Ja WPHUAPYKABAT 3asBKUTE 3a
pa3pemmTeNIHO 3a TyCKaHe Ha Tasapa, chIylacHO wieH 12, maparpad 3, OykBa B), ce
M0/IaBaT CHINIACHO CIEAHUTE U3UCKBAHMUSL.

1. KauyecTBeH chCTaB

,,I(a‘lCCTBCH CbCTaB” Ha BCHYKA CBHCTaBKH Ha HUMYHOJIOTHYHUSA BCTCPHUHAPCH
JICKApCTBCH IMMPOAYKT O3Ha4YaBa 0003HauaBaHe WJIM ONHCAHKE HAa:

aKTUBHATa CYOCTAHIIUSAN ),

- CbCTaBKUTC Ha aJIDKYBAHTUTC,

ChCTaBKaTa(UT€) HAa EKCUMIUEHTUTE, HE3aBUCHUMO OT TSAXHATa HPHUpPOAA I
U3IOJI3BAHOTO  KOJIMYECTBO, BKIKOYMUTEIHO KOHCEPBAHTH, CTaOMIM3aTOpPH,
E€MyJITraTOpH, OLIBETUTEIIN, IIOANIPABKU, apOMATU3aTOPU, MAPKEPHU, U IPYTH,

CbCTAaBKHUTC Ha (bapMaI_[CBTI/I‘{HaTa (bOpMa, IIpuJjiaraHa Ha )KUBOTHH,

Te3u naHHU ce TOMBJIBAT OT ChOTBETHU JIaHHM, OTHACSILM CE 1O OIIaKOBKATa, U, aKo €
HEoO0XOAMMO, HayMHA Ha 3aTBapsiHE, 3aeJHO C MpPUCHOCOONEHUSTA, C KOUTO
MMYHOJIOTUYHUAT BETEPUHAPEH JIEKapCTBEH NPOJYKT CE€ W3MOJ3Ba WM Ipujara u
KOUTO C€ JIOCTaBSAT C JIEKAPCTBEHUS IPOTYKT.

2. ,O0uvaiiHaTa TEPMHUHOJIOTHS , KOSTO ClIeJBa Jia CE€ H3MO0J3Ba 32 ONMHUCAHHE HA
ChCTAaBKUTEC HAa HMYHOJIOTUUYHH BETEPUHAPHH JICKAPCTBEHUW TMPOJIYKTH O3HAYaBa,
BBIIPEKU MIPUIJIATAaHETO Ha JAPYTUTe pa3nopeadu Ha wieH 12, maparpad 3, OykBa B):

- 110 OTHOIIIEHHE Ha CYOCTaHIIUUTE, KOUTO ca B Egponetickama ¢apmaxones NiH, aKko
HE ca, B HaI[MOHAJHaTa (apMaKores Ha elHa OT JbpKABUTE-UWICHKH, OCHOBHOTO
3arjaBre Ha BBIIPOCHATa MOHOTpadusi, KOATO € 3aIbJKUTENIHA 32 BCUUKA TaKMBa
CcyOCTaHIIUHM, C IPENpaTka KbM ChOTBETHATA (papmakores,

- II0 OTHOIIEHHWE Ha Jpyru CyOCTaHIMU, MEXIYHApOJHOTO HEMAaTeHTHO HME,
npenopbuyaHo oT CBeTOBHaTa 3ApaBHA OpraHu3alMsa, KOETO MOXE Ja ce
IpUJpYKaBa OT APYrO HEIATEHTHO HMME WJIM, aKO HE MOXKE€, TOYHOTO HAy4yHO
0003HaueHNe; CyOCTaHIIMM, KOUTO HSAMAT MEXIyHapOJHO HENATEHTHO MME WIM
TOYHO HAydyHO OOO3HAUeHHE ce€ OMHUCBAaT 4Ype3 TOBA, KaK M OT KaKBO ca
MPHUTOTBEHH, OMI'BJIHEHH, TPH HEOOXOANMOCT, OT CHOTBETHH MOAPOOHOCTH,

- 10 OTHOINCHHWE Ha OIBETHTEIHWTE, 00O03HauyaBaHe upe3 ,E”, Koma, KOHNTO UM e
ompeneneH B Jlupexrusa 78/25/ENO.

3. KoiaundecTBeH cbCTAB

3a ga ce MOCOYM ,,KOJMYECTBEHHUS CBhCTaB” Ha AKTUBHHUTE CYOCTaHIMU Ha
UMYHOJIOTHUYEH BETEpUHAPEH JICKAPCTBEH MPOJYKT, € HEOOXOAUMO Ja Ce ONpeAein
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BHHArW KOTaTO € BH3MOXKHO OpOSIT HA OPraHU3MHUTE, CIENU(PUIHOTO ChIbPKAHUE HA
MpOTEeWHH, Macarta, Oposst Mexxnynapoaau equauim (IU) nnm equaUImMTE OMOTOTHYHA
aKTUBHOCT, WJIM 3a €IUHHIIA-TI03UPOBKA MUK 3a 00eM, U C OIfie] Ha apKyBaHTa U
ChCTABKUTE HA EKCIUIHUEHTHTE, MacaTa UM 0o0eMa Ha BCIKAa OT TAX, KATO CE B3eMa
M0J] BHUMaHWE JJAaHHUTE, TPEI0OCTaBeHH B paznen b.

Koraro e ompenenena MexayHaponHa eAMHUIIA 32 OMOJOTMYHA AKTUBHOCT, TS
cleqBa Jia ce U3IO03Ba.

EI[I/IHI/IIII/ITC OuoJIornyHa AdKTUBHOCT, 3a KOHUTO HsiIMa Hy6J'II/IKYBaHI/I JaHHH, C€
Hu3pa3daBaT IO TaKbB HA4YWMH, 4€ Oa NPCAOCTAaBAT HCABYCMHUCIICHA I/IH(l)OpMaHI/IH 3a
AKTUBHOCTTA Ha CBCTABKUTC, HAIIPUMEP, KATO CC IMOCOYU HUMYHOJIOTUYHUAT e(beKr,
BBpPXY KOMTO C€ OCHOBaBa MCTOALT 3a OIPCACIAHE Ha 103aTa.

4. Paspurtue Ha papmanusTa

[lpenocraBs ce OOSCHEHHWE OTHOCHO CBCTaBa, KOMIIOHEHTHTE U OMAKOBKHUTE,
NOJKPENEeHO ¢ HaydyHW JaHHU 32 pa3BUTHETO Ha Qapmanusra. llocouBa ce
IpeIo3upaHeTo, ¢ oOsicHeHWe 3a Hero. EdukacHocTTa Ha Besika cucTemMa 3a
KOHCEpBHpaHE ce J0Ka3Ba.

B. OIIMCAHUE HA ITPOM3BOJACTBEHUA METOJ] HA KPAVIHUS IIPOYKT

OnucaHuero Ha TPOU3BOJCTBEHHS METOJ, [MPUJIPY)KABalll0  3aABJICHUETO 3a
pa3pelmMTeNHO 3a MyCKaHe Ha Maszapa, chIlacHO wieH 12, maparpad 3, OykBa 1), ce
M3roTBs MO TaKbB HA4YMH, Y€ Ja JaJe NOAXOJAIIO0 ONHCAaHHWE Ha €CTeCTBOTO Ha
U3IMOJI3BAHUTE OlEpallu.

3a Ta3u eI OIMMCaHMETO BKIIOYBA ITOHEC!

pa3NUYHUTE €Tany Ha MPOU3BOJCTBO (BKIIOYUTEIHO MPOLIEYPH 3a IPEUNCTBAHE), 3a J1a
MOXX€ Jla C€ HalpaBu OIEHKa Ha BB3MNPOU3BOJUMOCTTAa HA MPOU3BOJCTBEHATA
npoleaypa M Ha pUCKAa OT HEXeTaHU e(QeKTH BBbPXY KpalHUS MPOAYKT, KaTo
MUKPOOHOJIOTUYHO 3aMbpPCSABAHE,

B Clly4ail Ha HEIIPEKbCHATO IIPOU3BOJCTBO, IIBJIHU NOJPOOHOCTH OTHOCHO IPEIIa3HUTE
MEPKHM, B3€TH 3a TapaHTUPAHE Ha XOMOICHHOCTTa U IOBTOPSIEMOCTTAa Ha BCsAKa
napTuJa OT KpaHUS POILYKT,

IIOCOYBAaHC Ha CY60T3.HLII/II/ITC, KOHUTO HE MoOrat aa 6’bI[aT BB3CTAHOBCHHU IO BPECMC Ha
MMpon3BoOACTBOTO,

- HO,Z[pO6HO OlnucaHuc¢ Ha CMCCBAHCTO, C KOJIMYCCTBCHU AAHHM 3a BCHYKM H3IIO0JI3BAHU
BEILECTBA,
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- IOCOYBAHC Ha €Talla Ha IIPOU3BOJACTBO, HA KOMTO ce HU3BBPIIBA B3CMAHCTO Ha Hp061/1 3a
MMPON3BOACTBECHUTEC KOHTPOJIHU U3ITUTBAHUA.

B. ITPOM3BOACTBO U KOHTPOJI HA U3XOAHUTE MATEPUAJIN

3a OCJIuTE Ha HACTOAIMA naparpaq) ,, I3XOJJHHU MaTepI/IaHI/I” O3HayaBa BCHYKU
KOMITIOHCHTH, HU3MOJ3BAaHKM B MPOU3BOACTBOTO HAa HWMYHOJOITMYCH BCTCPHUHAPCH
JICKAapCTBCH IIPOAYKT. CpC,Z[I/I Ha KyJITypaTa, U3I0JI3BAHU 3a IIPONU3BOJACTBOTO HAa dKTHBHA
CY60T3.HI_[I/I${, CC CUUTAT 3a €ANH OTACIICH U3XOJACH MaTcpural.

B cnyyaii Ha:

- aKTMBHa cyOcTaHIus, HeomucaHa B Ee@poneiickama ¢apmakones WIA BbHB
dapMakoriesita Ha IbpKaBa-UJICHKA,

nJIn

- aKTMBHA CyOCTaHIIUs, onucana B Egponelickama gapmaxones Wi BbB (hapMaxomnesra
Ha Jbp)KaBa-ujeHKa, KOTaTo c€ MPHUIOTBS IO METOJl, KOMTO MOXE Ja OCTaBH
OpUMECH, HEMOCOYeHM BBB (apMakomeiickata MoOHOTpaguss U 32  KOSTO
MOHOTpadusATa € HeTOAXOAS A 32 aIEKBATHO KOHTPOJIMPAaHE Ha HEHHOTO KayecTBo,

KOATO € MPOU3BCACHA OT JIMIC, PA3JIMYHO OT 3asABUTCIIA, MOCICAHHUAT MOXKE Oa B3CMC
MCpKU, 3a Ja C€ MNpCAoCTaBU HOIIpO6HOTO OMMMCaHUEC Ha MHTPOU3BOJACTBCHUSA MCTOM,
Ka4YCCTBCHU I KOHTPOJI 11O BPpEME Ha ITPOU3BOACTBO U BAJIMAN3AlMA HA ITpoueca TUPEKTHO
Ha KOMIICTCHTHUTC OpTaHUW OT MNPOU3BOAUTCIIA HA AKTHBHATa CY6CT3.HI_[I/I$I. B To3u
cnyqaﬁ, MNPOU3BOAUTCIIAT IPCAOCTAaBA Ha 3adBUTCIA AJAHHHUTC, KOUTO MOrar mga ca
HeO6XOI[I/IMI/I Ha MOCIICAHHSA, 3a Ja IIOCME OTIOBOPHOCT 3a JICKAPCTBCHUA ITPOIYKT.
HpOI/I3BOI[I/ITeJISIT MOTBBPIKIaBa MMCMCHO Ha KaHAUWAATa, Y€ rapaHTUpa MOBTOPACMOCTTA
Ha MapTUuauTe U HAMaA Oa MPOMCHAI MMPOU3BOACTBCHU A IMPOLCC NN CHCIII/I(bI/IKaIII/II/ITC 0e3
Ja I/IH(l)OpMI/Ipa 3asABUTCIIA. I[OKYMGHTI/ITG U JaHHUTE, B IOAKPCIa Ha 3ajABJICHUCTO 3a
TaKaBa MpoMsHa, CC MPCAOCTABAT HAa KOMIICTCHTHUTC OpTaHU.

JlaHHHUTE U JOKyMEHTHTE, IPUAPYXKABAIIM 3asBJICHUETO 32 Pa3pELIMTEIIHO 32 ITyCKaHEe Ha
naszapa, chriiacHo wieH 12, maparpad 3, Oyksu u) u i) u wieH 13, naparpad 1, BkiouBar
pe3ylTaTuTe OT W3IMHUTBAaHUATA, CBBP3aHH C KOHTPOJA Ha KAayeCTBOTO HA BCHYKH
U3I0JI3BAaHH ChCTaBKH, M CE TOJIaBaT B CHOTBETCTBUE ChC CIESTHUTE Pa3nopeaou.

1. H3xoaHu MaTepuaiu, u30 poeHu BbB (papMakKoneure

Momnorpaduute B Esponetickama ¢hapmaxoness c€ OTHACIT IO BCUYKH CYOCTAHIIUH,
MIOCOYECHU B Hesl.

[lo orHOomeHue Ha Jpyru CYOCTaHIIMU, BCSKAa Jbp)KaBa-weHKA MOXE Ja H3HCKBA

cria3BaHe Ha HelHaTa HalMOHaJIHa (papmakores 3a MPOIYKTUTE, MPOU3BEKIAHU HA
HEWHa TEPUTOPHUSL.

3200110082 — IIIIP - pemakrupan



KomronenTH, oTroBapsim Ha HM3UCKBaHWATA Ha Eeponeiickama gapmakones WIH
(dapmakornesiTa Ha €Ha OT JAbPXKABUTE-UWICHKH CE€ CUMTA, Y€ CIla3BaT B JOCTAThUHA
crenen wieH 12, maparpa¢ 3, OykBa u). B To3m cnydail omumcaHueTO Ha
AQHAJTMTUYHUTE METOJM MOXKE Jla C€ 3aMEHH C MOIPOOHO M030BaBaHE Ha BBIIPOCHATA
(apmakones.

[TozoBaBaHe Ha (apMakomeuTe Ha TPETH CTPAHU MOXE Ja C€ MO3BOJU B Cllydaw,
KOraTo CyOCTaHIMATa HE € OMucaHa HUTO B Egponelickama gapmaxones, HUTO B
ChOTBETHATa HallMOHaJIHA (papMmakolies; B TO3U Ciydall ce u3Mpaila MoHorpadusra,
HIpUIPYKEHA, aKO € He00X0AUMO, OT IIPEBO/I, 32 KOMTO 3asIBUTEIIAT OTTOBAPSL.

OusetuTensT TpsIOBAa BUHATH J1a M3MTBJIHABA M3UCKBaHUATa Ha lupekruBa 78/25/ENO
Ha CnBerTa.

PyrunHuTe M3nMTBaHMS, NPOBEXKJAHW Ha BCSKa NapTUAa HM3XOJHU MaTepuai,
TpsiOBa J1a ca KAaKTO € MOCOYEHO B 3asBJICHHETO 3a Pa3pelMTENIHO 32 MYCKaHe Ha
nazapa. AKO c€ WU3I0JI3BAaT U3IMTBAHUS, pa3IMUHU OT TE3U II0COYEHU BBHB
(apmaxomnesiTa, TpAOBa Ja € M3IPATEHO J0KA3aTeICTBO, Y€ MU3XOJHUTE MaTepUalU
OTrOBapAT Ha W3MCKBAHMATA 32 KAUECTBO Ha Ta3u (apMaKoIes.

B cnyuam, korato crneuudukanus WM JpYyrd pasnopendu, ChAbpKAIM Ce B
MoHorpadust Ha Eeponelickama ¢papmakones N B HAIlMOHATHATa (apMakories Ha
Ibp)KaBaTa-uwieHKa ca HEeJAOCTaTh4YHH, 3a Ja TapaHTUpaT KayecTBOTO Ha
cyOCTaHIMsTA, KOMIETEHTHUTE OpraHM MOraT Ja H3UCKAT OT 3asBUTENS 3a
pa3pemMTeNHO 3a MycKaHe Ha ma3apa Mo-MOAXOAS M CIIeuUKAIIIH.

Kommerentnure opranu uHGOpMUpAT OpraHUTE, OTIOBOPHH 3a BBIIPOCHATA
(papmaxoriesi. 3asBUTENAT 3a pa3pelMTEIHO 32 IyCKaHE Ha Ta3apa MpeaocTaBs Ha
OpraHuTe Ha Taszu (apmakores: MOJPOOHOCTUTE 3a IUTHUpaHATa HEJOCTaTbUHOCT U
MPUJIOKEHUTE AOMBIHUTEIHH CTIe U (PUKAINH.

B cinyyam, korato HM3XOJHHMAT Marepuall HE € ONMCaH HUTO B Esponeiickama
¢apmaxones, HUTO BBB (papMakoresaTra Ha JdbpiKaBa-uJieHKa, CHOTBETCTBUE C
MoHOTpadusi OoT (hapmakomesiTa Ha TpeTa CTpaHa MOXKE Ja ObJie MPUETO; B TaKWBa
Cllyyad, 3asBUTENST M3Ipala KolHhe OT MOHorpadusra, NpUIpyKeHa, KOTaTo €
HE0O0XOAMMO, OT BAJMJU3AIMs HA MPOLEAYpUTEe Ha W3MHUTBaHE, ChIAbpXKAlM CE B
MOHOTpadusiTa M OT TMPEBOJ, NpH HEOOXOAMMOCT. 3a aKTHMBHU CBCTaBKU Ce
MpEeNoCTaBs J0Ka3aTeJICTBO 3a BB3MOXKHOCTTA HAa MOHOTpadusTa, /1a KOHTpPOJIHpa
aJIEKBaTHO TSAXHOTO Ka4ECTBO.

2. W3xoaHu MaTepuau, Hen30 poeHU BbB (papmakonest
2.1. U3x00nu mamepuanu om duoi02uver npousxoo

Omnucanuero ce naBa noj gopmara Ha MOHOTpausL.
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Koratro € BB3MOXKHO, NMPOU3BOACTBOTO HAa BAKCHMHU C€ OCHOBABA HA CHCTEMA OT
3apOAMIIHU TMapTUAM U Ha YCTAaHOBEHHW KIEThUHM OaHKU. 3a MPOU3BOACTBOTO Ha
MMYHOJIOTUYHU BETEPUHAPHM JIEKAPCTBEHU INPOAYKTH, ChIbp)KAIM CEpyMH, TpsaOBa
Ja ca IIOCOYEHU TNPOoM3X0oAa, OOLIOTO 37paBe M HMMYHOJOTHYHHUS CTaTryc Ha
IIPOU3BEXKNALMTE MM KUBOTHU; U3I0JI3BAT C€ ONPENEICHN U3TOYHULIM HA IbPBUYHU
MaTepuaiy.

[Ipoun3xoxbT M HCTOpHUSITA HA U3XOAHUTE MaTEpHAIN CE ONUCBAT U IOKyMEHTUpAT. 3a
TCHHOMH)XCHCPHU M3XOJHHW Marcpuaind, Ta3du I/IH(l)OpMaIII/IS{ CbAbpPiKa AJaHHHU KaTo
ONMCAaHUETO HA U3XOJHWUTE KICTKM WIHA IIAMOBE, KOHCTPYKUMSATA Ha BEKTOpa Ha
eKcripecusi (HaMMEHOBaHUE, MPOU3XO0J, (YHKIHMS Ha pPEIIMKOHA, peryiaTopu Ha
IPOMOTOpA U JPYI PETyIaTOpHHU €IEeMEHTH), KOHTpoJd Ha cexkBeHumsATa Ha JJHK nm
PHK neiicTBUTEIHO BMECTEHA, JMIOHYKICOTHIHU CEKBEHLIMHM Ha IUJIaCMUACH
MCKAYKICTBUCH BCKTOP, MJIACMUINTC, U3IIOJI3BAHU 3a KOHTpaq)eKI_II/ISI, I[O63.B€HI/I nim
ACICTHUpaHu T'C€HU, OMOJIOTMYHHUTE CBOHCTBAa Ha OKOHYATEIHATA KOHCTPYKOUA U Ha
eKCIIpecCUpaHuTe reHu, Opoil Ha KOIIMETO ¥ TeHHA CTa0MIIHOCT.

3apOJII/IHlHI/ITC Marepruair, BKIIOYUTCIHO KICTBYHHUTC OaHKHu U HU3XOOHHUAT CCPYM 3a
MMpONU3BOACTBOTO HA AaHTUCCPYMH, CC U3MUTBAT 3d UACHTHUYHOCT U BbHIIIHU arCHTH.

[IpenocraBs ce uHGOpMAIMsI 32 BCHYKH M3IMOJI3BAHU CYOCTAaHIIMM OT OMOJIOTHYEH
MpOU3XOJ, BBHB BCEKH €Tall Ha MPOU3BOJCTBEHATa mpouenypa. Mudbopmarusra
BKJTIOYBA:

- HO,Z[pO6HOC’I'I/I 34 U3TOYHHUKA HA MaTCPHUAJIUTE,

- MMOAPOOHOCTH 3a MpHIIO’KEeHA 00padOTKa, MPEYNCTBAHE U WHAKTHBALIMS, C IJaHHU 32
BaJIM/IM3AIMATa Ha KOHTPOJIA HA TE3W MPOIECH M Ha KOHTPOJAa MO BpeMe Ha
POLIECUTE,

- HOI[pO6HOCTI/I 3a BCAKAKBU HM3IHUTBAHUA 34 KOHTaAMUHAIIHWA, HpOBCI[CHI/I C BCiKa
MapTUia OT CyOCTaHIHUATA.

AKO € OTKpI/ITO nimn HpeIIHOJ'IO)KeHO HaJlM4Yu¢€ Ha BBHIIHHW ar¢HTHu, CbOTBCTHUMAT
MaTepuaig ce OTCTPaHsABA WJIM HW3IOJI3BA MPH U3KIIOYUTEIHH OOCTOSTEICTBA, CAMO
KOTaTo TocieBaia 00padoTkKa Ha MPOAYKTa, TapaHTHPa TIXHOTO PeMaxBaHe U/UITH
HWHaAKTUBALUA, HpCMaXBaHeTO I/I/I/IJH/I HWHAKTUBaUsiATaA HA TaKMBa BBHIIIHU Aar¢HTHU CC
JIOKa3Ba.

Koraro ce u3moinsBar KIeThYHI 6aHKI/I, CC IOKa3Ba, Y€ KICTBbYHHUTC XaPaKTCPUCTHUKU
ca OCTaHaJIM HCOPOMCHCHU [0 HaM-BUCOKOTO INpEXOJHO HHBO, H3IIOJI3BAHO B

IMpOn3BOACTBOTO.

3a JXKUBH ATCHIOMPAaHU BAaKCHUHU, TpH6Ba Ja CC IIpCACTaBU OOKa3aTCJIICTBO 3a
ATCHIOUPAUMTEC XapaKTCPUCTUKN HA 3apOJuIIia.
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Koraro ce u3uckBa, ce mpenocTaBsAT Mpodu OT U3MOI3BaHUS OMOJOTHYEH U3XOJEeH
MaTepuaia WIM PEAareHTH, M3IOJI3BaHU B INPOLELYPUTE Ha H3NUTBaHE, 3a Ja Ce
IIOATIOMOTHE KOMIIETEHTHHUS OPraH Jla OpraHU3upa U3BBPIIBAHETO HA IPOBEPOBBYHU
W3IUTBAHUS.

2.2. U3x00Hu mamepuaiu om HeOUOL02U4eH NPoU3x oo
OrnucaHueTo ce laBa BbB BUJI HA MOHOTPa(us C'hC CICAHUTE 3aIIaBuUs:

- HAMMCHOBAHUETO HA U3XOJHUA MaTCpHrall, UII'bJIHABAIO U3UCKBAHUATA HA TOYKA 2
OT pasacit A, CC JOM'bJIBA OT ThbPIrOBCKH MJIM HAYYHHU CUHOHHWMM,

- OMKCAaHUETO Ha U3XOJHHS MaTrepuai, BbB ¢opma, Moj00Ha Ha Ta3M, M3IOJI3BaHA B
OIMCATEIIHUTE IYHKTOBE B E6ponetickama ¢ghapmakones,

GbyHKIUS HA U3XOIHUS MaTepua,

METO/IH 32 UACHTU(DUKAIHS,

YICTOTaTa C€ OMHMCBA IO OTHOIICHUE Ha 00IIaTa cyma OT MPEABUANMUTE MTPUMECH,
0COOEHO Te3H, KOMTO MOTaT Jla UMaT BpeleH e€(PeKT U, ako € HeoOX0IMMO,, KaTo
ce uWMa MpeABU] KOMOWHANMATA OT CyOCTaHIIMHU, Te3W, 3a KOUTO CE€ OTHACA
3ad4ABJICHUECTO, MOrar H66JIaFOHpI/I$ITHO a TIIOBJJIUSAT Ha CTa6I/IJ'IHOCTTa Ha
JICKAPCTBEHHUS MPOAYKT WJIU Jla HapyllaT aHAIUTHYHHTE pe3ynratu. [IpemocraBs
Ce KpaTKO OMHMCaHWE Ha W3BBPIICHUTE W3NUTBAHUS 3a YCTAaHOBSBAaHE Ha
YUCTOTATa Ha BCSKA MAPTH A U3XOJCH MaTepHall,

- BCAKAKBU CIICIMATHU TPEITa3Hu MEPKU, KOUTO MOTaT Ja ca HeoOXOIUMHU 1O BpeMe
Ha CHXPAaHCHHETO Ha M3XOJHHS MaTepual M, aKo € HEoOXOIMMO, Ce€ IMOCOYBa
CpOKa Ha ChXpaHEHUE.

I CIIEHMAJIHU MEPKU 3A IIPEJOTBPATABAHE IIPEJABAHETO HA
KNBOTUHCKHU CIITOHTUOOPMHU EHIHEDAJIOITATHUN

3asBHTEIAT TPsAOBA Jla TOKaXe, Y€ BETCPUHAPHHSAT JICKAPCTBEH IPOIYKT € IPOU3BEICH
cbrmacHo OOsicHuTemTHUTE OeNeXkd Ha PBHKOBOACTBOTO 3a HaMalsBaHE HAa PUCKA OT
npegaBaHe Ha OKMBOTUHCKM  CHOHTU(OpPMHU  eHmedajonmaTHH  areHTH, dYpe3
BETEPUHAPHUTE JICKAPCTBEHU MPOIYKTH M HETOBUTE aKTyalM3aluH, ITYOIMKYBaHHU OT
EBporneiickaTa komucusi B ToM 7 Ha myonuKanusTa ,JIpaBuia, ypeskaanm JIeKapCTBEHUTE
npoxaykru B EBponeiickara o6mmocT”.

J. KOHTPOJIHU UBITMTBAHUMA 110 BPEME HA TIPOU3BOACTBO

1. JlanHuTe W JOKYMEHTUTE, MPHAPY)KABAIM 3asiBJICHUETO 32 pa3peUMTENIHO 3a
nycKaHe Ha Maszapa, chIlacHO wieH 12, maparpad 3, OykBu u) u i) u wien 13,
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naparpa¢ 1, BKIrouBar mogpoOHOCTH, CBBP3aHU C KOHTPOJIHUTE U3MUTBAHUS, KOUTO
Ce MPOBEXJAT HAa MEXAWHHUTE IPOAYKTH, C ONNIEJ NPOBEpPKA Ha €IHAKBOCTTA Ha
IIPOU3BOJCTBEHUS IIPOLIEC U KPAWHUS IIPOAYKT.

2. 3a WHAKTUBUpPAHM WM JETOKCH QUUMpPAHU BAKCUHH, HHAKTHBALUMATA WM
JIeTOKCHU MKalMsTa ce U3MMUTBA [0 BpEME Ha BCsAKa IIPOU3BOJCTBEHA CEpHsl, BeHara
cJie/l polieca Ha MHAKTUBALMS WM 1eTOKCH (DU KLl M.

E. KOHTPOJIHU U3IIUTBAHMS HA KP ATHUS TTPOYKT

JlaHHWTE U JOKYMEHTHUTE, IPHUIPYKABAIIH 3asIBICHUETO 32 Pa3peIIMTEIIHO 32 MyCKaHe Ha
nasapa, cbriiacHo wieH 12, maparpad 3, OykBu u) u i) u wieH 13, maparpad 1, BkouBar
HOJIPOOHOCTH, CBBP3aHU C KOHTPOJHUTE M3MUTBAHUS Ha KpailHus mnpoxaykr. [lpum
HaJIMYMe Ha TMOAXOAAIM MOHOTpaduM, ako ce MU3IOJI3BAT MPOIeAypr Ha U3MUTBAHE VIIH
TPaHWIM, pa3UYHA OT Te3W, YIOMEHaTH B MoHorpaduute Ha FEeponelickama
gapmarones, 1K ako HAMA, B HallMOHAJHATa (papMakories Ha JIbp)KaBa-dieHKa, TpsiOBa
Jla ce TIPEACTaBU JI0Ka3aTEIICTBO, Y€ KPAWHUSAT MPOIYKT, aKO C€ M3IMHUTBA B CHOTBETCTBHE
¢ Te3u MoHorpaduu, OM 3aJI0BOJIIII M3UCKBAHUATA 32 KAYECTBO Ha Ta3W (apMakomes 3a
cboTBeTHaTa (hapmareBTHYHA (opma. 3asBICHHUETO 3a Pa3peIMTENHO 3a MYyCKaHE Ha
nmasapa n30posiBa Te3W M3NUTBAHUS, KOUTO CE M3BBPIIBAT C MPEICTABUTEIHH MPOOU OT
BCsIKa MapTUJia KpaeH MpoayKT. YecroTaTa Ha M3MUTBAHUATA, KOUTO HE CE M3BBPIIBAT Ha
BCsIKA MapTUJIA, CE TOCOYBAT. [ paHHUIINTE MPU 0CBOOOXKIaBaHETO TPSAOBA J1a ce TT0coYaT.

1. O0 1M XapaKkTepuCTHKH HA KPAaHUS NPOAYKT

Ol'[peI[eJ'IeHI/I HU3IIMTBAHUA Ha O6H.[PITC XApaKTCPpUCTUKNU Ha HIPOJAYKTa CC BKIHOYBAT
CpCa UBMHUTBAHMUATA HaA KpaleHfI IMpOAYKT, OOPHU aKO Ca IMpaBCHU I10 BpPCMC Ha
MMPON3BOACTBCHM A ITPOIICC.

Te3u U3UTBaHUSA, KOTaTo € MPUIIOKUMO, CE OTHACAT 10 KOHTPOJIA HA CPETHUTE MACH
U MaKCUMaJHUTE OTKIOHEHHS, [0 MEXaHWYHH, (U3UUYECKH, XUMHUYHU WU
MUKPOOMOIOTUYHN HM3MUTBAHUS, (M3HMYECKUA XapaKTePUCTHKH KaTo IUTBTHOCT, PH,
WHJIEKC Ha TIPEUylBaHe U Jp. 3a BCAKA OT TE3U XapaKTEPUCTUKHU, CIICHH(PUKAIUU C
MOIXOASAIMTE TPAaHUIM 32 CUTYPHOCT, CE€ YCTAHOBSBAT OT 3asBUTENS 3a BCEKU
OT/ZCJIEH CIy4ai.

1. HnenTuduKanus ¥ aHAJIU3 HA AKTUBHA cyOcTaH IMsA(-H)
3a BCUYKHU U3IMIUTBAHUS OIIMCAHUETO HA TEXHUKUTE 3a aHAINU3 HA KpElfIHPISI IMPOAYKT C€
ONpENeNaT AOCTaThYHO TOYHO U MOAPOOHO, 3a Ja Morar Ja ObAarT JEecHO
BB3IPOU3BEICHHU.
AHanu3bT Ha OWMOJOTMYHA AKTUBHOCT HA aKTMBHATa CyOCTaHUMs(-M) CE M3BBPIIBA
WJIM Ha MPCACTABHUTCIIHA Hpo6a OT IPOU3BOACTBCHA IMapTU[d, WM Ha OHPCACIICH

Opoil eNMHUIIN TO3UPOBKA, aHATU3UPAHU CAMOCTOSTENHO.

Axo e H€O6XOI[I/IMO, CC MPOBCIKAA CHIIO CIICHUAIIHO U3CIICABAHC 3a I/IILGHTI/I(bI/IKaL[I/IH.
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[lpu omnpeneneHn U3KIIOUYUTETHU CIIydyad, KOTaTO aHaJW3bT Ha AaKTUBHUTE
CyOCTaHLIMM, KOMTO Ca MHOTOOPOWHM WJIM ca TMpPEACTAaBeHM B MHOIO MAaJIKH
KOJIMYECTBA, OM HAIOXKHWIO CJIOXKHO H3CIeABaHE, TPYIHO 3a IPOBEXIAHE I10
OTHOILCHHE Ha BCSKA NPOM3BOJCTBEHA MApTHAA, AHAIM3BT HAa €JHA WIM IOBEYE
aKTUBHU CYOCTaHLIMM B KpaWHMs MPOJYKT MOXKE Ja C€ IMPOIYCHE, NMPU HU3PUUYHOTO
YCIIOBHE, Y€ TaKUBA AHAJIM3U Ca MPABEHU HA MEKIUHHU €TaIH, KOJIKOTO € Bb3MOKHO
B MO-KbCHU €Talll OT MPOU3BOJCTBEHUS Mpoliec. ToBa oOJieKUeHHE MOXKE /1a HE ce
pasumMpy 3a XapaKTepU3WpPaHETO Ha CHOTBETHUTE cyOcTaHIMHU. Ta3um ompocTeHa
TEXHHUKa C€ JOI'BJIBA OT METOJ 32 KOJIMYECTBEHA OL[€HKA, T0IIoMaral KOMIeTeHTHU S
OpraH Ja IpOBEpU, Y€ MMYHOJOTMYHHUAT BETEPUHAPEH JICKApPCTBEH MPOIYKT € B
CBHOTBETCTBHE C HEroBaTa (opmMmyra, e/ MycKaHeTo My Ha Irasapa.

2. HNnenTndukanus v aHAJIHU3 HA AKYBAHTH

JIOKOJ'IKOTO HAJIMYUETO HA IPOLCAYPU HA U3MMMTBAHC, KOJIMYCCTBOTO U €CTCCTBOTO Ha
A/DKYBAHTUTC 1 HCTOBUTC KOMIIOHCHTH CC ITPOBECPSBAT B I(paﬁHHH IIPOAYKT.

3. I/I)]eHTI/I(l)I/IKaIII/Iﬂ N AaHAJIM3 HA KOMITIOHCHTH HA € KCUHUITMCHT

JIOKOJIKOTO € HEOOXOAWMO, CKCIUMUEHTHT(UTE) MOMISKH MOHE Ha M3MUTBAHUS 3a
UJICHTU (U KALTHS.

[Ipouenypata Ha u3NUTBaHE, MpEAJIOKEHA 3a UACHTHU(UIIMpPAHE HA OI[BETUTEIMN
TpsiOBa Ja MO3BOJIM U3BBHPIIBAHETO HA MPOBEPKA, Y€ TaKMBa BEILECTBA Ca pa3pelleHU
cbriacHo Jupexrusa 78/25/ENO.

M3nuTBaHus 3a ropHata U JOJHA I'paHMIA ca 3aJBDKUTEIHU 3a KOHCEpBUpALIUTE
areHTH; W3MHUTBaHE 3a TOpPHAaTa TpPaHWIA 32 BCHYKM JPYrd KOMIIOHEHTH Ha
eKCIIUIIUEHT, KOUTO MOTaT Ja MpeAN3BUKAT HeXellaHa PEaKIUsl, € 3a{bIIKUTEIICH.

4. W3nurBaHud 3a 6e3BpeHOCT

OcBeH pe3ylTaTuTe OT W3MUTBAHMSATA, MPEACTABEHH B CHOTBETCTBUE ¢ YacT 7 Ha
HACTOSIIIIOTO TPHUJIOKEHUE, C€ MPEICTaBAT MOAPOOHOCTH 3a H3IMUTBAHUATA 34
0e30macHOCT. 3a MpEANnoYMTaHe € Te3W H3MUTBAHMS Ja ca W3CICABAHUS TPH
CBpPBX/103a, IPOBEJCHU IOHE C €IMH OT Hall-YyBCTBUTEIHUTE MPUIETHU BUIOBE U
MIOHE IO NMPENopbUaHUs BT HA TPUIIOKEHUE, TPEICTABIISBAIL] HAM -TOJISIM PHUCK.

5. TecT 32 CTepPUJIHOCT ¥ YUCTOTA
[lonxomsnm M3MUTBAaHWSA, KOUTO Ja JOKaKaT JIMIICATa HAa 3aMbPCSBAHE C BBHIIHU
areHTH WJIM Jpyrd CyOCTaHIIMM, C€ MPOBEXIAT CHOpeA IpupojgaTa Ha

MMYHOJIOTUYHHS BETEPUHAPEH JICKapCTBEH IIPOAYKT, METOJAa M YCIOBHUATA Ha
IIPOU3BOJICTBO.
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6. HNuakTuBanus
Axo e HeoOXoauMoO, M3IHUTBAHE 3a MPOBEPKA HAa WHAKTHBAIIMATA CE MPOBEXKIA C
MPOJyKTa B KpaifHaTa My OMaKOBKa.

7. OcTaTb4Ha BJIAKHOCT
Bcesika maptuia nuoduinsnpal MpoayKT ce U3MHUTBA 32 OCTAThYHA BIAXKHOCT.
8. IloBTOpsieMOCT HA MAPTUANTE

3a ;a rapaHTHpa, Ye¢ ¢(PMKACHOCTTAa Ha MPOAYKTA € BB3IPOU3BOJMMA OT IMapTHAA 0
napTuja M 3a Jia JIOKaKE CHOTBETCTBHE ChC CHCHU(PUKAIIMUTE, WU3MUTBAHUS 3a
erKacHOCT, OCHOBAHHU Ha IN VItro wim in VIVO MeTou, BKIIOYUTEIHO MOIXOSIIN
pedepeHTHH MaTepHasy, KOraTo € MPHIIOKHUMO, CE TIPOBEXKIAT Ha BCEKU KpacH 00eM
WM BCSIKA TApTHAA KPacH MPOJYKT, C MOAXOISIIATE JOBEPUTEIHH TPAHUIU; TIPU
U3KITIOUUTEIHA  OOCTOSTEICTBA, M3MUTBAaHUATA 3a €(UKACHOCT MOraT Ja ce
U3BBPIIBAT Ha MEXIUHEH, KOJIKOTO € BB3MOKHO IT0-KbCEH,ETall B MPOM3BOICTBEHHUS
poIiec.

XK. MBITUTBAHUA 3A CTABMJITHOCT

JlaHHWTE U JOKYMEHTHUTE, IPUIPYKABAIM 3asBJICHUETO 3a PA3peUIMTEIHO 3a 1yCKaHE Ha
naszapa, CbIIacHO wieH 12, maparpad 3, OykBM M) W 1), c€ HPEACTAaBAT CHINIACHO
CIIETHUTE U3MCKBAHUS.

JlaBa ce omucaHle Ha TPOBEICHUTE M3MUTBAHUS, C 1€ Ja MOAKPEIAT MPEUIOKEHHS OT
3asBUTEIS CPOK HA TOAHOCT. Te3uW M3MUTBAHWS BUHATU Ca MU3CJICIBAHUS B PEATHO BpEeMe;
TE Cce MPOBEKAAT BBPXY JIOCTAThUCH OpPOM MapTHAM, TPOU3BEIACHH CHITIACHO OMHUCAHHUTE
MPOU3BOJICTBEHU TMPOIECH U BBPXY MPOAYKTH, CbXpaHSBAHU B KpaiiHaTa OMakoBKa(-u);
TE3W W3MHUTBAHUS BKIIOYBAT OWOJIOTMYHU U (PU3UKO-XAMHUYHU W3IUTBAHUS 32
CcTaOMIHOCT.

3aKIoYeHusATa ChAbPKAT PE3YITaTUTE OT aHaJu3uTe, OOOCHOBABALWM MPEATIOKEHUS
CPOK Ha TOJJHOCT, IPH MPEUIOKEHUTE YCIOBUS 32 ChXpaHEHUE.

3a mpoayKTH, IpHJIaraHu BBB (ypaxu, HHPopMAIUs Ce JaBa ChILIO 32 CPOKA HAa TOJAHOCT
Ha MNPOJYyKTa, HAa pa3IMYHUTE €TallM Ha CMECBaHE, KaTO CMECBAHETO CE€ M3BBpIIBA
CBIJIACHO MPETOPBUAHUTE UHCTPYKIUH.

Korato kpallHMST TNpPOAYKT U3UCKBAa BB3CTAHOBSIBAHE IMPEAU MPEAINUCBAHETO,
n0ApOOHOCTH 3a MPENJIOKEHHS CPOK Ha TOJHOCT CE€ H3UCKBAT 3a BBH3CTAHOBEHMUS
IPOJYKT, KaKTO € mpenopbuano. [logaBar ce naHHU B MOJAKpena Ha MPEIIoKEeHUs CPOK
Ha rOJJHOCT 3a BB3CTaHOBEHUS MPOIYKT.
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YACT 7

HM3nuTBaHe 3a 6e3BpeTHOCT

A. BbBE/IEHUE

1.

M3nutBanusTa 3a 6€3BPEAHOCT MOKA3BAT MOTECHIIMAITHUTE PUCKOBE OT UMYHOJIOTHYEH
BETEPUHAPEH JIEKaPCTBEH MPOAYKT, KOUTO MOTaT /1a Cce MPOSBAT MPU IMPEITI0KEHUTE
HAaYMHU 32 ymoTpeba Mpu >KUBOTHHU: T€3U PHUCKOBE CE€ OLICHSIBAT BHB BPB3Ka C
MOTEHIIMATHUTE U3TOJU OT IMPOIYKTA.

IIpy UMYyHOJIOTMYHY BETEPUHAPHU JIEKAPCTBEHU NMPOAYKTH, KOUTO CE€ CHCTOST OT JKUBU
OpraHW3MH, CHEIMaTHO Te3d, KOUTO Morar Ja ObJaT paslpocTpaHsBaHU OT
BAKCUHUPAHUTE )KUBOTHH, IIOTEHIUAHUAT PUCK 32 HEBAKCUHUPAHU JKUBOTHHU OT ChUIMSA
UJIM HAKAKBB IPYI NOTCHIIMAIHO U3JI0KEH BUJ, CIE€IBA Ja CE U3CIEABA.

2.

JlaHHUTe ¥ JOKYMEHTUTE, KOUTO TpAOBa Ja NpHAPYKaBaT 3asBICHHETO 32
pa3penmTeNHO 3a MyCKaHe Ha Ia3apa, ChbIacHo wieH 12, maparpad 3, Oyksa i) u 13,
naparpad 1, ce mogaBaT ChINIaCHO M3MCKBaHUATA Ha paszen b.

JIbpKaBUTE-WIEHKU TapaHTUpaT, Y€ MPOBEXKIAHETO Ha JIA0OpAaTOPHUTE M3IMUTBAHUS

ce MPOBEXAAT CHINIACHO MPHHIHUIMTE 32 J100pa labopaTopHa MpaKTHKA, TOCOYCHHU B
Hupextuu Ha CeBeta 87/18/EMO u 88/320/ENO.

b. ObIIN U3UCKBAHUWA

1.

2.

M3nuTBanmsra 3a 6€3BpCJIHOCT CC M3BBPHIBAT C MPULICIITHHU BHOOBC.

I[03aTa, KOATO CJicABa Ja CC HU3I0JI3BA, € KOJMYCCTBOTO IMPOAYKT, MPCIOPBHUAHO 3a
H3IO0J3BaHEC MW ChAbpPKAINIO0 MAKCUMYM THUTHP HWJIM CHJIA, 3a KOATO € IOJaJACHO
3ajABJICHUCTO.

[IpoGara, m3non3BaHa 3a M3MUTBAHETO 3a OE3BPENHOCT, CE B3MMa OT MapTHUlA HIIA
NapTUI, TPOU3BEIICHN CHIVIACHO MPOM3BOJICTBEHHUS IPOIIEC, ONMCAH B 3asBICHAETO
3a pa3pelMTEeIHO 3a yCKaHe Ha Ta3apa.

B. IABOPATOPHU U3TIMTBAHUA

Be3BpeIHOCT HA MPUEeMAHETO HA e/THA 1032

NmyHONOrHYHUAT BeTEpUHAPEH JIEKAPCTBEH MPOAYKT c€ IpHeMa Mo MpenopbyaHara
71032 U 10 MPEernopbyaH HAaYMH 3a MpUJIaraHe Ha )KUBOTHHU OT BCEKH BHJ M KaTETOPHUs,
32 KOUTO € MpEeJHAa3HA4YeH, BKIIOYMTEJIHO >KMBOTHM HAa MHMHHMMAajHaTa BbB3pacT 3a
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npunarase. JKuBoTHuTe ce HabIIOAaBaT U U3CIEABAT 3a MIPU3HALM HA CUCTEMATUYHH
U JoKanHHU peakiuuu. [Ipu HeoOXoauMoCT, Te3u U3CielIBaHUs BKIOYBAT MOJIPOOHU
MaKpOCKOIIMYHU M MHUKPOCKOITMYHHU HM3CJIEIBAaHUS HAa MH)KEKTUPAHOTO MSCTO CIIE[
CMBPTTa Ha XUBOTHOTO. JIpyrd OOCKTUBHHM KPUTEPUHU CE€ 3aIMCBAT, KaTO PEKTalHa
TeMIiepaTypa U U3MepBaHMs Ha IPOU3BOAUTETHOCTTA HA )KUBOTHOTO.

JKuBoTHHTE ce HAOIIOIABAT M MPETJICKIAT, JOKATO TTOBEYE PEaKIuU HE Ce 0YaKBarT,
HO NPU BCUYKH CIy4ad, IIEpUojaa 3a HaOIIOJECHUE U Tperie]] € Hail-Manko 14 neHa
ciel PeANuCBaHETO.

2. be3BpeaHOCT NpH eIHOKPATHO MPHEMAaHe HA CBPbX/103a

CBppX103a OT MMYHOJIOTMYEH BETEPUHAPEH JIEKAPCTBEH IMPOIYKT ce Ipuiara Io
NPENOpPbUAaHUs HAYMH 3a INpuUjlaraieé IpH JKMBOTHH OT Hall-4yBCTBUTEJIHATA
KaTeropusi NpuuenHd Bujose. KuBoTHHUTE ce HaOMIOMaBaT M MperiexaaT 3a
MpPU3HALM HAa CHCTEMaTHUYHHU U JIOKAJIHU peakuuu. [pyru oOeKTUBHU KpUTEPHUH, KATO
pEKTajgHa TeMIiepaTypa U MU3MEpBaHUs Ha IPOU3BOAUTEIHOCTTA HA XUBOTHUTE, CE
3alnCBar.

JKupoTtHute ce Ha6J'IIOIIaBaT " OperiicxKaar Hali-MaJIko B MNpOABIKCHUEC Ha 14 JACHa
CJICO NpCArnrCBaHeTo.

3. Be3onacHocT npu MOBTOPHO MIpHJIaraHe, Ha e/IHA 1032

HOBTOpHOTO InpujiaraHe Ha €IHa A03a MOKC a € H606XO,I[I/IMO 3da OTKpUBAHC Ha
HCXKCIIaHU C(I)CI(TI/I, NpCAN3BHUKaHU OT TaKOBa MNPCAIIMCBAHC. Te3n u3nUTBaHHUSA CE
MMpoBCXKAAT C Haﬁ-HYBCTBHTCm{HTC KaTCropuu MnpuuciHu BUA0BC, KaTO CC HU3II0JI3Ba
MNpCIopbUaAHH S HAYMH Ha ITpUJIaraHe.

JKvuBoTHUTE ce HaOMIOMaBaT W MPETICKAAT HA-MaJIKo B NMPOABKEHUE HA 14 qHH
ciel MPUEMAHETO 3a NpU3HALM HAa CUCTEMaTUYHM U JIOKAIHM peakuuu. pyru
OOCKTMBHHM KPUTEPUU, KATO PpEKTAIHA TeMmIepaTypa U H3MEpBaHHS Ha
MPOM3BOJIUTEIHOCTTA HA )KUBOTHUTE, CE 3aIIMCBAT.

4, HN3caenBaHe Ha PENPOAYKTUBHUTE CIIOCOOHOCTH

5. WscnenBane Ha penpoayKTUBHHUTE CIHOCOOHOCTH €€ HM3BBPIIBA, KOTAaTO JAaHHUTE
MOKa3BaT, Y€ M3XOAHMIT MarepHual, OT KOWTO € HalpaBeH MPOIYKTHT, MOXE Ja €
NOTEHIMAIIEH PHUCKOB (akTop. PenponyKTHBHHTE CIIOCOOHOCTH Ha MBXKHA H
HeOpeMeHHHU U OpPEMEHHH >KEHCKH Ce M3CJIeBa C IPEMOpBhUYaHUTE JI03U U MO BCEKU OT
IpernopbUYaHUTe IMBTHINA 3a MpHiIaraHe. B JOmMbIHEHHE ce MpoydBaT BPETHU
HOCIEANIH BBPXYy MOTOMCTBOTO, CHIIO W TEPATOJOTMYHHM MOCICAWIM W TaKUBa
IpPUYUHSBAIM a00pT,.

Tes3u n3cnenBanus MOrar 1a OBIAT YacT OT U3CIEABAHUATA 32 OE3BPEIHOCT, ONMUCAHU
B maparpad 1.
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H3cnenBane Ha MMYHOJIOTHYHUTE ()YHKIUH

Koraro  umMmyHonornueH BeTEpUHApeH JIEKAPCTBEH HPOAYKT O MOTBI
HeOJIaronpusaTHO Ja MOBJMSAE€ Ha MMyHHATa peakius Ha BAKCMHUPAHOTO >KMBOTHO
UM HAa HEIOBOTO IIOTOMCTBO, C€ IpPaBAT MOAXOAALM U3IUTBAaHUS 34
UMYHOJIOTUYHUTE (PyHKIIUH.

6. CneuuajHu U3MCKBAHHUS 32 ’KUBU BAKCHHU:
6.1. Pasnpocmpanenue na wama Ha 8aKkCuHama

Pa3Hp0CTpaHCHI/ICTO Ha [MaMa Ha BAaKCHMHATa OT BAKCHMHHPAHW KbM HCBAKCUHUPAHU
NpPULIEIHU JKUBOTHU C€ M3CIE/IBa, KaTO C€ H3MO0JI3Ba MPENOPBUYAHMAT HAUYMH 34
npujiaraie, KOMTo Hail-BepOsITHO BOJM 110 pa3npocTtpaHeHue. OCBeH TOBa, MOXeE Ja €
HEOOXOJMMO J1a C€ TMPOYYH PA3MPOCTPAHEHHETO KbM HEMPHUIIETHH BHIOBE, KOHUTO
MO>Ke€ J1a ca U3KITIOYUTEIHO BB3IPUEMUNBY KbM Il1aMa HA KMBaTa BAKCHUHA.

6.2. Pasnpocmpanenue 66 aKCUHUPAHUNE HCUBOMHU

W3npaxHenus, ypuHa, MISIKO, Siila, YCTHU, HOCHU U APYTH CEKpeTH TpsiOBa aa Obaar
U3CICBAaHN 3a Haiuuue Ha opraHu3ma. OcBeH TOBa, Morar ja ObJaT HM3UCKAaHU
U3CIIEIBAHUSL 32 Pa3MpPOCTPAHEHHETO Ha IaMa Ha BaKCMHATa B TIOTO, KAaTO Ce
OOBpHE CIEIMAIHO BHUMAaHUE Ha MPEIINOYMTAHUTE MECTa 3a BB3MPOU3BEKIAHE Ha
opranusma. IIpu >KMBU BAaKCHHHU 3a JOOpE YCTaHOBEHH 300HOTHYHU OOJECTH IIPU
KMBOTHH, OT KOMTO CE€ MPOM3BEXJA XpaHa, TaKMBa W3CIEIBaHUs TpsOBa oa Obaar
HalpaBeHU.

6.3. Pesepcus na gupyieHmHocmma Ha ameHyupanume 6aKCUuHu

PeBepcust KbM BHPYICHTHOCTTA TPsAOBA J1a Ce M3CIeABa HA MaTEepUal, MPOU3X0XKIAII
oT passage mexay master seed u KpailHUSI IPOAYKT Ha HUBO, HA KOETO OPTaHU3MBT €
Haif-cmabo areHroupaH. . [IbpBOHA4YaIHATA BAKCHMHAIMS C€ HM3BBPINBA, KATO CE
U3I0J13Ba MPEOPhYaHKsI BT Ha MPUJIaraHe, KOWTO Hai-BEpOSTHO BOIH JI0 PEBEPCHSI
Ha BUPYJICHTHOCTTA. VI3BBPIIBAT CE MOHE MET CepHitHU Passages rnpe3 )KUBOTHUTE OT
NpULETHUTEe BHUAOBE. Korato ToBa TEXHHMYECKH € HEBB3MOXKHO, IOpaad
HEBBH3MOKHOCT Ha OpraHM3Ma Ja ce PEeIUTUKHpa afeKBaTHO, CE MPaBAT KOJIKOTO €
BB3MOXKHO TOBEYE Passages mpes MpHIeTHATE BUIOBE. AKO € HEOOXOIMMO, in Vitro
pa3MHOKaBaHe Ha OPraHU3bM MOXe Ja Objie HalpaBeHo MeXx Iy passages in vivo. The
passages ce U3BBPINBA IO BT HA NIpUJIaraHe, KOWTO Haii-BEPOSTHO BOAMU J0 PEBEPCHS
Ha BUPYJICHTHOCTTA.

6.4. Buonoecuunu ce0licmea Ha 86AKCUHANEH WAM
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Jlpyru H3NUTBaHHUS MOTaT Ja ca HEOOXOAMMH, 3a Ja CE€ ONpPEIEiH, KOJKOTO €
BB3MOXHO MO-TOYHO, MPHUCHIIMTE OWOJOTUYHH CBOWCTBA Ha BaKCHHATHHS IIAM
(HampuMep HEBPOTPOITU3bM).

6.5. Pexombunayus unu 2eHOMHO Npecopmupane Ha Wamose
OO0cbxaa ce BEPOSITHOCTTA OT PEKOMOMHAIMS U TEHOMHO MIPECOPTHPAHE C TIOJIEBU
WJTU IPYTH IIAMOBE.

7. N3caeaBane HA OCTATHUYHHTE KOJIHYECTBA

3a HMMYHOJIOTHYHHUTE BETEPUHAPHH JICKAPCTBEHU TIPOJYKTH, OOMKHOBEHO HE €
He00X0IMMO J1a ce TIPaBAT U3CIEIBAHMS 32 OCTaThUHH KonmndecTBa. OT Apyra cTpaHa,
KOTraTO IMpu MTOPOU3BOACTBOTO HAa MHMYHOJOTMYHH BCTCPUHAPHHU JICKAPCTBCHU
NPOAYKTH C€ W3MOJ3BAaT QUKYBAHTH W/WJIM KOHCEPBAaHTH, TpsOBa Ja ce B3eMe
npenBU BB3MOXKHOCTTA, OCTATHYHM KOJIMYECTBA Ja OcTaHaT B xpaHuTe. . Ote
moBeYe, B CIIydall Ha XMBH BAaKCMHU 32 300HOTHYHH OOJIECTH, ONPEICISTHETO Ha
OCTaThYHHUTE KOJIMYECTBA Ha MSCTOTO Ha WHIXKEKTHPAaHE MOXE Ja Ce W3UCKBA B
JOITBTHEHUE KbM U3CTICIBAaHUATA, ONTMCaHu B maparpad 6.2.

[paBu ce mpemiokeHHue 3a KAPEHTCH MEPUOa U ce 00CHXKIa HeroBara aJeKBaTHOCT
JMCKYTUpA [0 OTHOIICHHE HA BCSKO M3CJICBAHE 32 OCTAThYHU KOJIUYECTBA, KOCTO €
IIPaBEHO.

8. BisaumopeiicrBus
OTOersi3Ba ce BCAKO M3BECTHO B3aUMOJICHCTBUE C APYTH MPOITYKTH.
I'. TEPEHHU U3CJIEJABAHUS

OcCBeH ako € ONpaB/aHO, PE3YATATHTE OT JIAOOPATOPHUTE M3CICABAHMS CE JOMBJIBAT C
MOJIKPEISIM JaHHU OT TEPEHHUTE U3CIICABAHUSI.

J. EKOTOKCHMYHOCT

Lenra Ha n3cnenBaHeTO 3a €KOTOKCHUYHOCT Ha UMYHOJIOTHYEH BETEPUHAPEH JIEKAPCTBEH
OPOAYKT € Jla Ce OIEHAT NMOTEHLIHAJIHUTE BPEAHM e(eKTH, KOUTO yrmorpebaTa Ha
MPOJYKTa MOXKE Jla MPUYMHM Ha OKOJIHATA cpefia M Jia ce HabenexaT Impelna3sHu MepKH,
KOWTO MOTaT Ja ca HE0OX0IMMH 32 HaMaJlsIBaHE Ha TaKWBa pU CKOBE.

OI.[CHKaTa Ha CKOTOKCHUYHOCTTA € 3aAbJIKUTCIIHA 3a BCAKO 3asBJICHHUC 3a PaspCHIMTCIHO

3a MyCKaHe Ha I1a3apa ¢ UMyHOJOTMYEH BETEPUHAPEH JIEKAPCTBEH MPOIYKT, pa3IudyHa OT
3asBJICHHSATA, IMOJAJICHH B CHOTBETCTBHE ¢ wieH 12, maparpad 3, Oyksa i) u 13,

naparpad 1.

Ta3u oreHKa OOMKHOBEHO CE€ MPOBEXK/1a Ha JBE (pas3u.
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H’praTa (1)3321 OT OHOCHKaTa C€ IMPOBCKAAa BHUHAIU: HW3CJICAOBATCIAT OLCHABA
IMOTECHIMAIHAaTa CTCIICH Ha U3jlaraHC Ha OKOJIHAaTa Cp€aa Ha MPOAYKTa, HCTOBUTC aKTUBHU
CY60T3.HI_II/II/I, NN CbOTBCTHU MeTa6OJ'II/ITI/I, KaTo uMa NpcaBHUI:

- MPUIETHUTE BUJIOBE W NPEUIOKEHUS HAuMH Ha yrnoTpeda (HampuMep, MacoBO MU
WH]IUBUTyallHO JICYCHUE Ha )KUBOTHHUTE ),

- MCTOJ Ha IpujaraHe, IHO-CII€IHaJIHO BEpOATHATA CTCIICH, 0 KOATO MIPOAYKTHT
MpeMrnHaBa JMPEKTHO B OKOJIHATA CUCTEMaA,

- BB3MOXHOTO OT/ENSIHE Ha MPOJYKTa, HETOBUTE aKTMBHU CYOCTaHI[MU WJIM ChOTBETHHU
METa0OJIUTH B OKOJHATa CpeAa OT TPETUpPAHM >KUBOTHH, 3alla3BaHe B TaKWBa
€KCKpEeTH,

- UBXBBPJIIHC Ha HCU3IIOJI3BAH HUJIM HCHYKCH IMPOJYKT.

Korato 3axmoueHusTa ot mppBara (aza MoKakaT MOTESHIIMATHO H3JIaraHe Ha OKOJIHATa
cpena Ha MPOAYKTa, 3asBUTENAT NMPOIBIDKaBa C BTopaTa ¢asa M OIeHsIBa MOTEHIMATHATA
€KOTOKCHYHOCT Ha MPOJYKTa. 3a Ta3W IIeJl, TOW OTYMTA CTEIICHTa Ha MPOABIDKUTEITHOCT
Ha M3JIaraHeTo Ha OKOJIHATA Cpefia Ha MPOIyKTa, U MH(opManusaTa 3a ¢u3nIHU/XUMUYHH,
$apMaKoJIOTUYHU W/MIIM TOKCHUKOJIOTUYHU CBOMCTBA HA CHCIUHCHHUETO, IMOITY4CHU B
pe3yaTaTr Ha MPOBEXKAAHETO Ha APYrd MU3IMUTBAHUS M OMUTH M3MCKBAHHM OT HACTOSIIATA
mupektuBa. Korato e HeoOXoauMo, ce W3BBPIIBAT JOMBIHUTETHU H3CICIBAHUS 3a
BB3JICHCTBUETO Ha MpoAykTa (I0YBa, BOJA, BB3AYX, BOAHU CHCTEMH, HEIPHUIICITHH
OpPTaHU3MH ).

Te3u MOMBIHUTETHU U3CIEABAHUS C€ TPOBEKAAT CHIIACHO MPOTOKOJIHUTE 32 U3IMUTBAHE,
onpenenenu B Ilpunoxenue V kbm JupekruBa 67/548/EMMO na CwbBera, WM KOTATO
KpaifHaTa TOYKa HE € MOJXOJIIO pas3riefaHa B TE€3H MPOTOKOJIU, B CHOTBETCTBUE C
IpPYTH MEXKIYHAPOMHO TPU3HATA MPOTOKOJIM 32 HMMYHOJOTHYHU BETEPUHAPHHU
JICKAapCTBEHU MPOAYKTH W/WIU aKTUBHUTE CYOCTAaHIIMHM W/UJU OTHAEICHUTE METabOoNIUTH,
KaKTO € MOJXOASIO. BpoAT M TUIIBT M3NHUTBAHUS W KPUTEPUUTE 3a TSAXHATA OLICHKA
3aBUCSAT OT CTEIIEHTa HAa HAyYHOTO [MO3HAHKE 10 BpEME Ha I10JjaBaHe Ha 3asBJICHUETO.

YACT 8
Onutu 3a epuracHocT
A. BEBEJIEHUE
1. Denra Ha OMUTHUTE, ONMCAaHU B Ta3M YacT, € Ja JOKaKe WJIM MOTBBPAU ePUKaCHOCTTa
Ha MMYHOJIOTMYEH BETEPUHApPEH JIEKapCTBEH MpPOAYKT. Bcuukd mpeTreHUuH Ha
3asBUTEINS HA 3asBJICHUETO, OTHACAIM CE JI0 CBOMCTBaTa, eeKTuTe M ynorpedara Ha

IpoaykKra, cjcaBa na 6L,Z[aT Hall'bJIHO IIOAKPCIICHHU OT PE3YITaTUu OT CICHUATHU
HU3NUTBAHHWA, CbAbPIKAlI CC B 3a5BJICHUCTO 3a pa3pCIIMTCIIHO 3a ITYCKAHC Ha I1a3apa.
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2.

JlaHHUTE W AOKYMEHTHTE, KOWTO TPHUIPYKaBaT 3asBICHHETO 3a pa3pelMTeIHO 32
IycCKaHe Ha Iasapa, chIvIacHO wieH 12, maparpad 3, OykBa i) u 13, maparpad 1, ce
I10JaBaT, B CbOTBETCTBUE C PA3MOPEIOUTE MO-OITY.

Bcruuky BeTepuHapHW KIMHWYHHM ONUTH CE TNPaBSAT B CHOTBETCTBHE C IOAPOOECH
IPOTOKOJI 32 OMHUTA, KOHTO ce M3roTBsl B MHCMEH BUJI MPEIH 3all0YBaHE HA OMMTA.
J1loOpOTO CHCTOSIHMETO HAa OMMUTHHUTE KUBOTHH € MIPEIMET Ha BETEepUHAPEH KOHTPOJI U
ce B3UMa I10J] BHUIMaHHUE 110 BpeMe Ha ChCTAaBSIHETO Ha BCEKU MPOTOKOJ 32 OMHUT U 110
BpEeMe Ha MPOBEXJAHE HA ONUTA.

Msucksar ce NpEeABAPUTCIIHO YCTAHOBECHU CHUCTEMATUYHU IMPOUCAYPHU B IMMCMCH BHUI
3a oOpraHusanusaTra, HPOBCKIAAHCTO, C’bGI/IpaHCTO Ha JOaHHH, HOKYMCHTalUsATa U
IMpOBCPKaTa HA KIMHUYHUTEC OIIUTU.

[Ipenn HayanoTO HAa BCEKM OMNUT, C€ MOJy4yaBa M JIOKYMEHTHpPA CHIVIAaCUETO Ha
cOOCTBEHHMKA HAa JKUBOTHUTE, KOUTO Il ObJAaT M3noia3Banu B onuta. [lo-cnenuanfo,
COOCTBEHUKBT Ha JKMBOTHHUTE c€ MHQPOpPMHpa B MHCMEH BHJ 3a IMOCICAUIIUTE OT
Y4aCTHETO B ONHUTA, BBPXY MOCIEABAIIOTO MPEMaxXBaHEe HA TPETUPAHUTE >KMBOTHHU
WJTM 3a TIOJy4aBaHETO Ha XpaHW OT TPETHUpaHU XKUBOTHU. Komme oT ToBa m3BecTue,
MOJANKCAHO U C MOCTaBEHA Jara OT COOCTBEHHKAa Ha >KMBOTHOTO, C€ MpHJIara KbM
JIOKYMEHTAIIUATA 32 OMUTA.

OcBeH ako OMUTHT Ce MPOBEXk/a CIeNelKara, panopeadurte Ha wieHoBe 58, 59 u 60
ce mpuJjarar Mo aHaJOTHsl KbM €THKETHPAHETO Ha (OpMYNalliu, NMpeIHa3HAYeHU 3a
ynorpeba Mmpyu BeTepuHApHU KIMHUYHU ONUTH. BB BCHUKH Citydan, 0003HAUECHHETO
,CaMmo 3a yrnorpeba npu KIMHUYHU BETEpUHAPHU ONMUTU” TpsOBa 1a ObJie MOCTaBEHO
110 BU/IMM U HEM3TPHBAEM HAYMH BBPXY €TUKETA.

b. ObIII1 N3NCKBAHUA

1.

I/I360p’bT Ha BHUJ BaKCHMHA CC 000CHOBABa BBb3 OCHOBA Ha €ITM300J0TMYHU JaHHH.

Onutute 3a eQuKaCHOCT, MPOBEACHH B Jlabopatopusi ca KOHTPOJHHM ONUTH,
U3M0JI3BAlM HETPETUPAHU KOHTPOIIHH KUBOTHHU.

[lo mpuHLMI, TE3W ONUTU C€ MOJKPENAT OT ONUTH, U3BBPILIEHU IPU TEPEHHU
YCJIOBUSI, KATO C€ U3IMOJ3BaT HETPETUPAHU KOHTPOJIHH )KMBOTHU.

Bcuuky onmuTy ce ommcBar JOCTaTb4HO l'IOI[pO6HO, 3a I1a € Bb3MOXHO IIOBTAPAHETO
UM KaTO KOHTPOJIHU U3IMMUTBAHUSA, ITIPOBCIKIAHU 1O M0J10a Ha KOMIIETCHTHUTE OpTaHH.
Wscnenosaremnar JOKa3Ba BaJIMJHOCTTa Ha BCHUYKHM H3IIOJI3BAHM TCXHUKU. Benuku
PEIYITATH CC MPECACTABAT KOJIKOTO € BB3MOXKHO I1O-TOYHO.

JloknazBar ce BCUUKU MOJIYdEHH PEe3ylTaTH HE3aBUCUMO Jlaiu ca OJaronpusiTHU UM
HEOIaronpusITHH.
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3. EdukacHOCTTa Ha UMYHOJIOTUYEH BETEPUHAPEH JICKAPCTBEH IMPOJYKT CE JOKa3Ba 3a
BCSKA KATETOpPHsS OT BCHYKH BHJOBE, MNPEIJIOKEHH 3a BaKCHHAIUS, 10 BCEKH
npernopbuaH HAYMH Ha TMpUJIaraHe ¥ HU3MON3BAalKK TMpeAsoKeHaTa cXema 3a
npuiarane. AJIGKBaTHO C€ OICHSIBa BIMSHUETO BBPXY €(PUKACHOCTTA HA ITACHBHO
MOJTy4eHW ¥ TPUIOOMTH OT MaiKaTta aHTUTeNla. BCHYKM H3MCKBaHHS OTHOCHO
HAYaJoTO ¥ MPOIBHDKUTETHOCTTA Ha 3alUTa C€ MOAKPEIIST C JaHHU OT OMUTHTE.

4. JlokazBa ce e(duKacHOCTTa Ha BCEKM OT KOMIIOHEHTHTE Ha MHOTOBAJICHTHU U
KOMOMHHMPAaHU UMYHOJIOTUYHHM BETEPUHAPHU JIEYEOHHU MPOIYKTU. AKO IPOAYKIBT ce
IpernopbyuBa 3a IMpHJIaraHe B KOMOMHALIMS WM €THOBPEMEHHO C JAPYr BETEpUHApPEH
JIEKapCTBEH MPOIYKT, TpAOBaA J1a € T0Ka3aHO, Y€ Ca ChbBMECTUMH.

5. Koraro mpoIykT mpeicTaBiisiBa 4acT OT CXeMa 3a BaKCHHHpAHE, MpernopbyaHa OT
3asIBUTENS, MbPBOHAYAIHUS MM ycWiBall e(eKT MM NPUHOCHT Ha MPOJIYKTa 3a
euKacHOCTTa Ha cXeMarta KaTo 1510, TpIOBa 1a O'bJe JoKa3aHa.

6. Jlo3a, xosaTro cienBa nma Obae H3MONI3BaHA, € TOBAa KOJMWYECTBO OT MPOJIYKTa,
MPEnopbYaHO 3a U3MOJI3BAHE U CHABPHKAILO MUHUMAIIHO TUTHP UJIA CHJIA, 32 KOETO €
MOJAJCHO 3asBJICHHETO.

7. TlpoOuTe, M3M0I3BaHM 32 OMUTH 32 €(UKACHOCT C€ B3eMaT OT MapTHAA WJIM NapTUH,
IIPOU3BEJICHN CBIVIACHO IIPOU3BOJCTBEHUs IIPOLIEC, OINHUCAaH B 3asABJICHUETO 32
pa3pelMTENHO 3a IyCKaHE Ha Ma3apa.

8. 3a AUArHOCTUYHU UMYHOJIOTUYHU BCTCPUHAPHU JICKAPCTBCHH ITPOAYKTH ITPUIIOKCHH
Ha )XUBOTHH, 3adBUTCIIAT 0TOEIISI3Ba KaK ce TBIKYBAT PCAKIIMHUTC OT IPOAYKTA.

B. IABGOPATOPHMU OIIUTU

1. Tlo mpunimn, noka3BaHe Ha €pUKACHOCTTA C€ MPOBEXJA MPU J00pe KOHTPOIUPAHU
nabopaTOpHU YCIOBHS 4pe3 MPOBOKAIMS Clie[] TMpujaraHe Ha WMYHOJIOTUYHUS
BETEPUHAPEH JIEKAPCTBEH NPOAYKT HA MPULETHO >KMBOTHO IPHU IPENOPBUYAHUTE
ycioBHs 3a yrnoTrpeba. JIOKOJIKOTO € Bb3MOXKHO, YCIOBHUATA, IPU KOUTO CE€ U3BBPIIBA
MpOBOKaIUATa TPsiOBa Ja BB3MPOU3BEKAAT E€CTECTBEHUTE YCIOBUS 32 WHQEKUIHS,
HalpuMep M0 OTHOILEHHWE Ha KOJIMYECTBOTO HA MPUJIOKEHU OPraHU3MHU U HauMHA Ha
[pujiaraHe Ha MPOBOKALUsATA.

2. AkKO e BB3MOXHO, HMYHHHSIT MEXaHU3bM (MEKIYKICTHYHH/XYMOPAIIHU,
MECTHH/O0IM KITacoBe HMMYHOTJIOOYIWH), KOWTO 3alo4yBa clie]] MpHUjaraHero Ha
UMYHOJIOTUYHUS BETEPUHAPEH JIEKAPCTBEH NPOAYKT Ha MPHIEIHH >KUBOTHH TIO
MpernopbUaHus BT HA MIPUJIATaHe, Ce OMPEIEeIIS U JOKyMCHTHPA.

I'. TEPEHHU OITNUTU

1. OcBeH ako He € O6OCHOBaHO, PE3YITATUTE OT Ha60paTOpHI/IT€ OIIMTH CC OOII'BJIABAT C
JaHHU OT TCPCHHU OIIHUTH.
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2. Koraro maGopaTopHWUTE ONMUTA HE MOTaT Jia MOJKPENSAT €(UKACHOCTTA, CaMOTO

MMPOBCKAAHC HA TCPCHHUTC OIIUTHU MOKE a CC IIprUeMa. .

HJACT 9

I[amm H JOKYMEHTH 3a H3NIUTBAHETO 34 6e3BpeI[HOCT H OIIUTHUTE 3a e(l)I/IKaCHOCT Ha

HMYHOJIOTHYHHUTE BeTe PUHAPHH Jie KAPCTBEHH MPOAY KTH

A. BbBE/IEHUE

Kakro BBB Bcsika HayyHa paloTa, JOCHETO OT H3CIeIBaHMsATAa 3a Oe3BpEelIHOCT U
e(u KaCHOCT BKJIIOYBA BBBEJIEHUE, ONPEIENAIO MpeAMETa U MOCOYBAIIO HANpaBEHUTE
U3MUTBaHUSA, cbrylacHO YacT 7 1 8, a chlo U pe3toMe, ¢ I030BaBaHUs Ha MyOIHMKyBaHa
auteparypa. IlponyckaHeTo Ha W3MWTBaHE MM ONMT, nocoueH B Yact 7 m &, ce
oTOens3Ba U 00CHK/Ia.

b. TJABOPATOPHU N3CJIEJIBAHUA

3a BCUYKH H3CJICABaHUA CC IPEAOCTABA:

2.

3.

pestome;
HanMCHOBAHHWC HA OpraHa, U3BbPIIMJIIO U3CIICABAHUATA,

noApoOeH TPOTOKON 32 €KCIEpPUMEHTa, C OMHCaHWEe Ha U3MOJI3BAaHUTE METOMH,
amapaTypa ¥ MaTepHaM, JaHHW KaTo BHJOBE, MOPOJA WM 1AM Ha XKUBOTHHTE,
KaTETOPUH KUBOTHH, OT KbJIE€ Ca B3ETH, TSAXHATA UACHTU(PUKAIIUSA U HOMEp, YCIOBUS
MPU KOUTO Ca IMIeJaHu U XpaHeHH (TT0COYBaHe, Hapel C IPYroTo, Al ca CBOOOIHU
OT OTpE/ICNICHN MAaTOTCHU W/WUJIA ONPEICIICHN aHTUTENa, MPUPOoaTa U KOJIMYECTBO Ha
n00aBKU, CHIBpXKALM Ce BBB (ypaxka), 1033, HaYMH, TUIAH M JaTH Ha MpUJIaraHe,
OITMCaHNEe Ha U3MOI3BAHHUS CTATUCTUYECKH METO/L;

B cnyqaﬁ Ha KOHTPOJIHU KUBOTHH, JAJIN Ca IMOJYIUIIN rmaue6o HJIM HC Ca TPCTUPAHH;

BCUYKM OOIWM W WHIWBUYaTHU HAOJIOACHUS W TOJYYECHU pe3yaTaTH (CbC CpeaHH
CTOMHOCTU M CTaHAAPTHH OTKIOHEHMs), HE3aBUCUMO JalMu ca OJaronpusTHH WU
HeOnaronpusTHU. JJanHUTE TpsIOBaA J1a C€ OMKCBAT C JOCTaThYHO NOAPOOHO, KOETO J1a
MO3BOJIM Pe3yITaTUTE Aa ObAAT KPUTUYHO OIL[€HEHH, HE3aBUCHUMO OT THIKYBAaHETO UM
0T aBTOpa. M3XOQHUTE AaHHU ca MpeAcTaBeHH B TabiauueH BUA. 3a OOSICHEHHE U
WIIOCTPALHS, PE3YATaTUTE MOTAT Jia ca CBHIIPOBOJEHHU OT PEMPOAYKIMH Ha 3aIl¥CH,

doToMuKporpaduu U Ipyru;
PHUPOJIA, YECTOTA M MPOIBIKUTEITHOCT Ha HAOII0JaBaHUTE CTPAHUYHH €(DeKTH;

Opoii KUBOTHH, OTIAHAIM MPEABAPUTEIHO OT U3CIECIBAHETO U MPUUYUHHUTE 32 TOBA;
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10.

11.

12.

CTaTUCTUYCCKU aHAJIM3 Ha PE3YJIITAaTUTEC, KOTAaTO TaKbB C€ M3UCKBA OT IIporpamara 3a
HU3MUTBAHEC, U OTKIIOHCHUA B JAHHUTC,

10sIBa U POTUYAHE HAa MEKAYBPEMEHHO MOSIBUIIM ce 3a00JIIBaHuS;
BCUYKM TOAPOOHOCTH, OTHACSAIIM CE€ O JICKAPCTBEHHUTE MPOIYKTH (pa3iuyHU OT
IPOAYKTa Ha U3CJIEABAHE), IPHIIAraHETO Ha KOUTO € OUII0 HEOOXOAMMO IO BpeMe Ha

H3CIICABAHETO,

0OEKTHBHO O6C’b)KI[aHC Ha IOJYYCHHUTC PpE3ylITaTh, BOJACIIM OO0 3aKIOYCHMHA,
CBBpP3aHU C 0e30macHOCTTa U C(I)I/IKaCHOCTTa Ha MpOoAYKTa.

B. TEPEHHU U3CJIEABAHUA

JlaHHWTE, OTHACSIIM CE€ JO0 TEPEHHUTE W3CIEIABAHMS ca JOCTAThYHO MOAPOOHU, 3a 1a
MTO3BOJIAT Ja C€ HAIPaBX OOCKTUBHA OIICHKA. Te BKIIOUBAT CJICIHOTO !

1.

pesiome;
uMe, aapec, PyHKIUs ¥ KBaJTU (U KAk Ha OTTOBOPHUS U3CIICA0BATEIT;
MSCTO U JlaTa Ha MpHJIaraHe, UMe M aJpec Ha COOCTBEHHKA Ha )KUBOTHOTO(UTE);

HO,I[pO6HOCTI/I OT MMPOTOKOJAa OT OIKNTA, JaBall OIIMCAHHWC Ha MU3IOJI3BAHUTC MCTOIU,
arapata U MaTcpualiu, HOHpOGHOCTI/I KaToO II'bT Ha MPUJIATAHC, IIJIaH Ha IpUJIaraHe,
034, KaTeropuun KHUBOTHH, MNTPOABIDKUTCIHOCT Ha HB.6J'IIOI[CHI/IC, CCPOJIOTNUCH
OTIOBOp U APYIru U3CJICABAHUA, HAIIPABCHU HA )KUBOTHUTC CJIC IIPCANINCBAHCTO,

B CJIy4ail Ha KOHTPOJIHM KUBOTHH, JJJIN Ca MOJIYYUIIH I1J1a1e00 UM He ca TPETUPaHU;

UICHTU(UKAIMS HA TPETUPAHUTE M KOHTPOIHUTE JKUBOTHH (KOJCKTUBHO WIHM
WHUBHUIYAIHO, KAaKTO € MOJXOJSII0), KaTO BUJIOBE, TOPOAH HIJIM ITIAMOBE, BB3PACT,
TEIJI0, IMOJI, (PU3HOJIOTUYHO ChCTOSHHUC;

KpaTKo ONHCaHHe Ha METO/Aa Ha OTIISXKIAHE M XpaHEHE, KaTO Ce CIIOMEHAT BCHYKH
N00aBKH, ChIbP)KAIIM Ce BB (hypaxa;

BCUYKM JaHHU OT HaOJIOJeHMATa, MPEACTaBSHETO U pe3yATaTuTe (ChbC CPEIHU
CTOWHOCTH M CTaHJApTHU OTKIOHEHWS), WHAWBUIYAITHHUTE JaHHH ce OTOeNs3Bart,
KOTaTO CE€ MPOBEXKAAT U3MUTBAHUS U U3MEPBAHUS HA OTICITHA WHIMBU/IN;

BCUYKM HAOJIOAEGHUA U pe3yATaTd OT U3CIEABAHUATA, ONATONPUATHH WM
HEONAaronpusTHU, C IBJIHO OINMCAaHWE Ha HaONIOJEHUsSTa W pPE3yATaTHUTE OT
U3IUTBAHUATA HA JIeHOCTUTE, HEOOXOAUMH 3a OLEHKA Ha MPOJYKTa; U3MOJI3BAaHUTE
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10.

11.
13.
14.

15.

16.

TEXHUKA TpsOBa Ja ca ONpENeICHH W Ba)XXHOCTTA HAa BCSIKO OTKIOHCHHE B
pe3yaTaTtuTe 00sSCHEHO;

epeKkT BBPXY JKMBOTHHCKATa MPOAYKUHS (SHIIEHOCEHE, MIJIEYHA MPOTYKTUBHOCT,
penpoayKTUBHA CTOMHOCT);

Opoil mpeXAEBPEMEHHO OTIAAHAIM KUBOTHHU OT MU3CJIEIBAHETO U IPUUUHUTE 3a TOBA;
€CTECTBO, YECTOTa U MPOIBDKUTEIHOCT Ha HAaOII0 JaBaHUTE HEXENaHU e(eKTH;

ImosABa U MpOTUYaHC Ha MCKIYBPEMCHHO ITOABHUIIN CC 3360J’I5IBaHI/I$I;

BCUYKU MMOJPOOHOCTH, OTHOCHO JIEKAPCTBEHH MPOIYKTH (Pa3IMYHU OT H3CICIBAHUS
MPOJIYKT), KOUTO Ca MPUJIOKEHU TIPS UM YCIIOPEIHO C U3CIICIBAHUS MTPOIYKT HITH
10 BpeMe Ha HaOJIOJATEIHHS TEePUOJl; MOAPOOHOCTH 3a HAKAKBH HAOJI0aBaHU
B3aHUMOJICHCTBUSI,

O0CKTHBHO OOCHXJaHE Ha MOJYYCHHTE pE3yNTaTd, BOJCIIO [0 3aKIIOYCHHS 3a
Oe3BpenHOCTTa U e KACHOCTTA Ha IIPOIYKTA.

I'. OB 3AKJIOUEHMA

[IpaBsr ce 0061 3aKIIOUEHUS 32 BCUUKU PE3YITaTU OT U3MUTBAHUS U ONUTH, IPOBEICHU
cbrimacHo Yact 7 u 8. Te chabpkar OOEKTUBHO OOCHkKJaHE HAa BCUYKH IOJIY4YEHU
pe3yaTatd W BOIAT JIO 3aKIIOYeHHe 3a Oe3BpenHocTTa W e(UKacHOCTTa Ha
UMYHOJIOTUYHU S BETEPHUHAPEH JIEKAPCTBEH MPOJIYKT.

1. BUBJINMOTPAD®CKA CIIPABKA

bubnuorpadusra, uutupana B pe3toMeTo, cnomeHato B Pazmen A, e moapoGHO
MIOCOYCHA.
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1IPUJIO’KEHUE 11
YACT A

OtMeHeHu [IMpPeKTHBH H TeXHUTE MOC/IeIBAIIM H3MeHEeHUSI ¥ TOIbJIHE HUS
(mocouenu B 4wieH 96)

HupexruBa 81/851/EVO na Ceeta (OB L 317, 6.11.1981 r., cTp. 1)
Hupexrusa 90/676/ENO na CwBera (OB L 373, 31.12.1990 ., c1p. 15)
Hupexrura 90/677/EVIO na CoBeta (OB L 373, 31.12.1990 r., cTp. 26)
Hupexrupa 92/74/EVO na CwBera (OB L 297, 13.10.1992 1., c1p. 12)
Hupexrusa 93/40/EVO na CvBera (OB L 214, 24.8.1993 ., ctp. 31)
Hupexrura 2000/37/EO na Komucusra (OB L 139, 10.6.2000 r., cTp. 25)

Hupexrusa 81/852/ENO na CrBera (OB L317,6.11.1981 1., cTp. 16)
Hupexrua 87/20/EVO na Cwera (OB L 15, 17.1.1987 r., cTp. 34)
Hupexrusa 92/18/EMO na Cveera (OB L 97, 10.4.1992 r., cTp. 1)
Hupexrusa 93/40/EMO na CobBera

HupexruBa 1999/104/EO na Komucusita (OB L 3, 6.1.2000 1., cTp. 18)

YACT b

CpoxoBe Ha mpHeMaHe KATO HAIIMOHAJIEH 3aKOH
(mocoyeHu B 4JieH 96)

JupexruBa Cpok 3a TpaHCTIOHUpaHE
Hupexrusa 81/851/EVO 9 oxromBpu 1983 r.
Hupexrupa 81/852/ENO 9 oxromBpu 1983 T.
Hupexrua 87/20/ENIO 1 romm 1987 1.
Hupexrusa 90/676/ENO 1 ssuyapu 1992 1.
Hupexrua 90/677/EV1O 20 mapt 1993 1.
Hupexrua 92/18/ENO 1 anmpuit 1993 .
Hupexrusa 92/74/ENO 31 nexemBpu 1993 r.
Hupexrua 93/40/ENNO 1 ssuyapu 1995 T.

1 sayapu 1998 r. (wien 1.7)

Hupexrusa 1999/104/EO 1 syapu 2000 r.
Hupexrusa 2000/37/EO 5 nexemBpu 2001 .
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ITPUJIOKEHHUE 1M1

TABJIMIJA HA CBOTBETCTBHUETO

Hacrosma JupexruBa HupexrtuBa | HupekruBa | [Iupexrusa JupekruBa
JTUPEKTUBA 65/65/EVO | 81/851/EMO | 81/852/EU | 90/677/ENO | 92/74/ENO
O
Unen 1 Touku | Unen 1 | Ynen 1,
lu2 Touku 1 m 2 | maparpad 1
Unen 1 Touka Ynen 1,
3 naparpad 2,
2-pu ab3arl
Unen 1 Touka | Unen 1, | Ynen 1,
4 TOYKa 3 naparpad 1
Unen 1 Toukm Ynen 1,
5u6 naparpad 2,
3-tHu u 4-TH
ab3arg
Unen 1 Touka Ynen 1,
7 naparpad 2
Unen 1 Touka Unen 1
8

Uien. 1 Touka

9

Unen 5, 3-ta
aJyuHes, TOYKa

8

Unen 1 Touku Unen 420, 1-
or 10 1o 16 Ba aMHES

Unen 1 Touka Unen 50a,
17 naparpa¢g 1,

2-pa ajnmHes

Unen 1 Touka Unen 16,
18 naparpad 1

Unen 1 Touka Unen 18,
19 naparpag 1,

OeJIe)KKa II0J
JIMHUA

Yiren 2

Unen 2,
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naparpad |

Unen 3 Touka YUnen 2,
1, 1-Ba anunes naparpad 2,

1-Bu ab3an
Unen 3 Touka Ynen 2,
1, 2-pa anuHes naparpad 3
Ynen 3 Touka Ynen 1,
2 naparpad 3
Ynen 3 Toukm | Ymen 1 | Ynen 1,
3ud Touku 4 u 5 | maparpad 1

u UYren 2,
naparpad 3

Unen 3 Touka Unen 2,
5 naparpad 2,

3-Tu ab3arg
Unen 3 Touka Unen 1 Touka
6 4
Unen 4, Unen 1,
naparpa 1 naparpad 4
Unen 4, Ynen 3
naparpad 2
Yien 5 Ynen 4,

maparpad 1,

1-

Barojnaparpa

b
Unen 6 Unen 4,

naparpagd 2,

1-Ba anuHest
Ynen 7 Unen 4,

naparpad 1,

2-pa anuHest
Ynen 8 Ynen 4,

naparpad 1,3-

Ta AIMHES
Unen 9 YUnen 4,

naparpag 3,

1-Ba anuHest
Unen 10, Unen 4,
naparpadu 1 u naparpa¢g 4,
2, 1-Ba u 2-pa l-ea u 2-pa
ANMHEN ATUHESH
Unen 10, Unen 2,
naparpad 2, 3- naparpadl,
Ta aluHes 2-pa anuHes
Unen 11 Unen 4,

3200110082 — IIIIP - pemakrupan




naparpad 4,
3-Ta anuHes

Unen 12, Unen 5, 1-Ba
naparpa 1 aJIHest
Unen 12, Unen 5, 2-pa
naparpad 2 amHes
Ynen 12, YUnen 5, 3-ta|Ynen 1, 1-
naparpad 3 ot alvHes, Ba ajuHes
a) J10 M) TOYKHA OT 1 110
9
Ynen 12, Unen 5, 3-ta
naparpad 3 i) aJliHesl, TOUYKa
10, 1-Ba
IMHESI
Ynen 12, Unen 5, 3-ta
naparpad 3 ot aluHes,
i) 10 M) Toukn oT 11
no 14
Yien 13, Ynen 5, 3-ta
naparpad 1 aJliHesl, TOUYKa
10, 2-pa
JIMHESI
Unen 13, Unen 1, 2-
naparpad 2 pa anuHes
Unen 14 Usnen Sa
Ynen 15, Unen 6
naparpad 1
Ynen 12, Unen 7
naparpadu 2 u
3
Unen 16 Uien 6
Ynen 17, Ynen 7,
naparpad 1 naparpad 1
Unen 17, Unen 7,
naparpad 2 naparpag 3
e 17, Unen 4, 2-pa
naparpad 3 aMHEes
Ui 18 Uien 8
Unen 19 Unen 9
Ynen 20 Ynen 2,
I'BPBU naparpad 3
naparpad
Unen 20 Usnen 9
BTOPH
naparpad
Unen 21 Usnen 8
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Unen 22 Unen 8a

Unen 23 Usnen 9

Unen 24 Unen 10

Unen 25 Unen 50

Ynen 26, Ynen 12

naparpadu 1 u

2

Unen 26, Unen 15,

naparpad 3 nmaparpad 2

Unen 27, Unen 14,

naparpad 1 naparpad 1,
1-Ba anuHest

Ynen 27, Unen 14,

maparpad 2 maparpad 1,
2-pa anuHes

Yien 27, Ynen 14,

naparpad 3 nmaparpad 2

Ynen 27, Unen 14,

naparpadu 4 u naparpagu 3

5 u4

Ynen 28 Ynen 15,
naparpad 1

Unen 29 Unen 13

Unen 30 Unen 11

Ynen 31, Unen 16,

naparpad 1 naparpad 1

Unen 31, Unen 16, | Unen 2

naparpad 2 naparpad 2

Unen 31, Unen 16,

naparpad 3 maparpad 3

Yien 32, Ynen 17,

naparpad 1 naparpad 3

Ynen 32, Unen 17,

naparpad 2 naparpad 1

Unen 32, Ynen 17,

naparpad 3 naparpad 2

Unen 32, Unen 17,

naparpad 4 naparpad 4

Unen 33 Unen 18

Unen 34 Unen 19

Unen 35 Unen 20

Unen 36 Unen 21

Unen 37 Unen 22,
naparpad 1

Unen 38 Unen 22,
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naparpadu 2,
3u4

Unen 39 Unen 23

Uien 40 Unen 23a

Unen 41 Unen 236

Unen 42 Unen 238

Unen 43 Ynen 22,
naparpad 5

Unen 44 Unen 24

Unen 45 Unen 25

Urnen 46 Unen 26

Unen 47 Unen 28,
naparpad 1

Unen 48 YUnen 28,
naparpad 2

Unen 49 Unen 28,
naparpad 3

Usnen 50 Unen 27

Unen 51 Unen 27a

Unen 52 Unen 29

Usnen 53 Unen 31

Unen 54 Unen 32

Yiren 55, Yien 30,

naparpad 1 maparpad 1,
l-ea u 2-pa
ATMHCH

Ynen 55, Unen 30,

naparpad 2 naparpa¢g 1,
3-Ta aHes

Yien 55, Ynen 30,

naparpad 3 maparpad 2

Uien 56 Unen 33

Unen 57 Unen 3

Unen 58, Unen 43

naparpagu OT

1 1o 3

Ynen 58, Unen 47

naparpad 4

Unen 59, Unen 44

naparpad 1

Unen 59, Unewn 45

naparpad 2

Ynen 59, Unen 47

naparpad 3

Usnen 60 Unen 46
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Ynen 61, Unen 48, 1-Ba
naparpad 1 aMHes
Unen 61, Unen 48, 2-pa
naparpad 2 aJIHest
Unen 61, Unen 48, 3-ta
naparpad 3 TNHESI
Yiren 62 Yien 49, 1-Ba
alHest
Unen 63 Unen 50
Unen 64, Unen 2,
naparpad 1 naparpad 2
Ynen 64, Ynen 7,
naparpad 2 naparpad 2
Ynen 65, Ynen 50a,
naparpad 1 naparpa¢d 1,
l1-Ba u 3-Ta
JIMHEH
Ynen 65, Unen 50a,
naparpa¢u 2, naparpadu 2,
3ud 3ud
Usen 66 Unen 500
Ynen 67 Ynen 4,
naparpad 3,
3-Ta anuHes
Unen 68 YUnen 1,
naparpad 5
Uien 69 Usnen 50B
Unen 70 Ynen 4,
naparpad 5
Unen 71 Unen 4
Yneu 72 Ynen 421
Unen 73 Unen 42a
Unen 74 Unen 428
Unen 75 Usnen 42r
Usnen 76 Unen 42e
Yiren 77, Unen 42:x
naparpad 1
Ynen 77, Unen 426
naparpad 2
Unen 78 Unen 423
Unen 79 Unen 42u
Unen 80, Unen 34, 1-Ba
naparpad 1 U 2-pa alnvHen
Ynen 80, Ynen 3,
naparpad 2 naparpad 1
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Ynen 80, Unen 34, 3-ta
naparpad 3 aMHes
Unen 81, Unen 35
naparpad |
Unen 81, Unen 3,
naparpad 2 naparpad 2
Ynen 82 Ynen 3,
naparpad 3
Unen 83 Unen 36
Unen 84 Unen 37
Unen 85 Unen 38
Unen 86 Unen 4, 1-Ba
aNnuHes

Uinen 87 Unen 38a
Unen 88 Unen 2a
Unen 89 Unen 42i Unen 26
Unen 90 Unen 39
Unen 91 Unen 42
Unen 92 Unen 5
Unen 93 Unen 24a
Unen 94 Unenose 40,

41 n 49, 2-pa

anuHes
Ynen 95 Ynen 4,

naparpad 2,

2-pa anuHest
Unen 96 - - - -
Unen 97 - - - -
Unen 98 - - - -
[Ipunoxenue I IIpunoxen

ue

IIpunoxxenue - - - -
I
IIpunoxenue - - - -
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