EBPASHHCKAS DKOHOMHYECKASI KOMUCCHS
COBET

FPEIHEHHE
«22» anpena 2024 r. Ne 36 r. Epesan

O precennn mimencuuii B [Ipasnna peryanposanns obpamerans
BETEPHHAPHBIX JEKAPCTBEHHBIX CPEACTB HA TAMOAKEHHOH TEPPHTOPHA
Eepazuiickoro 3K0HOMHYECKOI0 COK3a

B coorsercreun c© nyskTtom |4 [lporokona o npuMeHeHHH
CAHMTAPHLIN, BETEPHHAPHO-CAHHTAPHLIX H KAPAHTHHHBIX (PHTOCAHWUTAPHBIX
mep (npuaomenne No 12 k Joroeopy o EBpazHiickoM 3KOHOMHYECKOM COMYE
or 29 mas 2014 roaa) m nywkrom 57 npunosedus Ne | k Pernamenty
paborel  EBpazuiickoii  SKoHOMHYecKOH  KOMHCCHH,  YTBEPKIEHHOMY
Pemennem Bricmero Espasniickoro skonoMuyeckoro coseta ot 23 nexabps
2014 r. Ne 98, Coeer EBpasuiickoil 3x0HOMHYECKOH KOMHCCHH P € 1 BT

|. Buect B llpasuna perynupoBanis oOpamieHHA BeTEPHHAPHLIX
JEKAPCTBEHHBIX  CPEACTE HA  TaMomeHHOH Teppuropud  Espasuiickoro
IKOHOMMHYECKOro colo3a, vTeep#aeHHbeie Pemenuem Copera Espasmuiickoit
IKOHOMHYECKOH KoMuecHn oT 21 aueapa 2022 r. Ne | (nanee — [lpasuna),
HIMEHEHHA COTJIACHO MPHIAOKEHHID,

2. NMpocute  EBpazuiickyld 3KOHOMHYECKYIO KOMHCCHI) COBMECTHO
¢ YNOMHOMOUEHHBIMH OpraHaMH rocylapeTi wienoe Espasuiickoro
IKOHOMHYECKOTO COWG3a B TeyenMe O MEcAUEeB © JaThl BCTYIUICHWA
HacTodAnero Pemenna B cuny npopaboTars BONPOC 110 BHECEHHID HIMEHCHHI

B l'lpaF!H.ua.. MpeJyCMaTpHBRaIOILHY Npoueaypy perucTpauHdy no HHHIHATHRE
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rocysapersa — wieHa EBpasHickoro sSKOHOMHYECKOI0 colo3a BeTEPHHAPHEIX
JIEKAPCTBEHHBIX MPenaparos, 3aperMcTPHpPOBAHHBIX cornacHo [lpasuiam
B OIHOM H3 MOCYJApPCTE — wieHOB KBpasuiickoro dKOHOMHHYECKOTO COIOsa.

3. Hacroamee Pemenne BeTynmaer B CHIY 00 HCTeYeHHH

30 kareHsapHbIX QHEH ¢ JaThl ero OQHIHATEHOID ONYOITHKOBAHHS.

HYoaenr Conera Eppainiickoil skonomuvueckoii KOMHCCHH!
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[TPHAOXKEHHE

k Petenmio Coeeta
EBpasHickon SKOHOMHYECKOH KOMHCCHH
o1 22 anpens 2024 r, Ne 36

HiMEHEHHA,

BHOCHMBIE B IIpaBnia peryanpopanns obpameHns BETEPHHAPHBIX
JEKAPCTECHHBIX CPEACTE HA TaMomReHH0i TeppuTopun Espainiickoroe
FROHOMUYECIKOI) CORIN

1. TIo TeweTy ClOBO «HeAOOpOKAYeCTBeHHBIHY B COOTBETCTBYIOUIHX
YHCIE H TMafeme 3AMEHHTh CIOBOM «HEKAYECTBEHHRIH» B COOTRETCTBYHOILHX
YHCIE W Maaewe, CHoBa  GKIHHHYeCKWX  HCLISA0BaHME  (MCTIBITAHMI )
FAMEHHTE CAOBAMH WRITHHHYECKIN HeCenoBanni (MCNBITAHHH)
BETEPHHAPHLIX  JIEKAPCTBEHHEIX  NPEIapaTony, CHOBOD  dYHHYTOMKEHHE
B COOTBETCTBYIOLIEM  TAJeHe 3AMEHMTE  CIOBAMH  «VHHYTOMEHHE
(VTHIH3AUHA)» B COOTBETCTRYIOMIEM [AJCHE, CHOBA «IOKIHHHYCCKHX H»
JAMEHHTE  CJOBaMH  JOKAHHHMECKHX  Hecnenosanmili  (Menmrannii)
BETEPHHAPHBLIX JICKAPCTBEHHBIX CPEACTB H», choBa «chop (nmouumHa)
B COOTBETCTBYIOIEM NMAJeke 2aMEHHTh CIOBAMH «cOOp {NOIIHHA) HIH HHEIE
obfsaTeNbHbIE [IATEXH) B COOTBETCTBYIOMEM MANe#He, CIOBO «PealreHThY
JAMEHHTE CIAOBAMH #PEAKTHBEL (peareHTsl)», CIOBA «lepeYeHb J0KYMEHTOBY
B COOTBETCTBYHOIIEM HAfEXKE 3aMEHHMTE CIOBAMM «lIEPeYeHh HAMEHEHHIY
B COOTEETCTBYIOIIEM MACHE.

2. B iynkre 3:

a) npeAnoXeHne MNepsoc adsala BOCBMOID [OCHE CNOB  wpyHKUHE
OPraHdIMa AHBOTHOTOD JIONOJHHTE CIOBAMH «(B TOM YHCIE CPEIACTBO 1M
HapKO3a;

©)p absage JBaauaTs BTOpoM  chobBa  whapMakoneHHOH CraThHR

FAMCHHTE CIIOBAMH {-:{'l“.lﬂi'}?u{al-.'ﬂ]'lﬂrillﬂﬁ CTaThN 'I)ElpMEIKﬂIIEH CG}DEE}};



2

B) B alzane apaauars TpeTeeM cnoBa  whapmaxoneiiHol  crateuy
3AMCHHTE cloBamMu «apmakoneiinoil craren Qapmaxonen Colozan;

') adzall TPHALATE BTOPOH HCKAKYHTE]

A) nocne adsaua TpUALATL MATONG ACNONHMTE abzaueM ciemyiollero
COACPaHuA?

«HEKAYSCTHEHHOE  BEeTePHHAPHOE  NEKAPCTREHHOE  CpeiCTRO®  —
BETEPHHAPHOE NEKapeTReHHOe CPeICTRO, HE COOTBETCTBYIONEE TpedoBannam
HOPMATHBHOID  MOKYMEHT HA BETEPHHAPHOE JIEKAPCTBEHHOE CPeACTEO
M (papmakoneiinod crarsn Papmaxonen Corosa (NPH HATHYHRA ).H;

e)abzall  TpUALATE InecTol  mocae  CNOB  KKOHTPONH  KauecTBa
BETEPHMHAPHOIO  JIEKAPCTBEHHOIC  CPEACTBa,»  JIONOJHHTL  ClIOBAMH
aohopmasiemslil  npasoobianatenem  BETEPHHAPHOMO  JEKAPCTREHHOIO
TTPETIAPATR Wi,

#)abzan TPHALATE  CRABMOH  IOQIE  CN0B  WIOKITHHHYECKHX
MECAENOBAHKHA  (HCNBITAHKHI)»  AONONHWUTE  CHOBAMH  (BETEPUHAPHLIX
JERANCTBCHHBIX CPEACTEY,

3) alzal copoK MepBhli Mmocie CHoB «IOKITHHHYCCKHN HCCTeNOBAHMI
(MCOBITAHWI)»  JOMOAHMTE  CAOBAMH  «BETEPHHAPHBIX  JIEKAPCTBEHHEIX
CpeiCcTEY;

1) B ab3ate mITEIeCAT BIOPOM ¢/I0Ba «TPETEHX TOCYIapcTh» 3aMCHHTh
CHOBAMH ¢TPETEHX CTPaH»;

K} ab3al BETRICCHT YeTREPTHI HAMOKNTE B clleayiolelt petakiinm:

«peepenTsll  BETEPMHAPHBIH  NEeKapCTBEHHBI  npenapary  —
BETEPHHAPHBEIH  JleKapeTReHHLIH  npenapar, BEIRYEHHBIH B peectp
BETEPUHAPHEIX  JIeKApPCTBeHHEIX  npenaparos  Comzd HA  OCHOBAHHH
PErMCTPALIHONHOID  JI0Che  BETEPHHAPHOIO JIEKAPCTBEHHOID pernapara,
COOEPAALLIEro PesyIbTaTh BCEX JOKIHHHYECKHX HecheqoraHmil (MensimaHii)

BETCPHHAPHOTD JNEKAPCTEEHHOID CPEICTBA H KIHHHYCCKHX HeCTe N OBaHH
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(MeNBEITAHMI) BETEPHHAPHOTO JEKaPCTREHHOTO MPENapara, NolTBepH IaI0NIny

ero nadecrso, OGesonacHocTh M 3pPEKTHBHOCTE, 8 TAKIKE HCMONBIYEMbIH
B KAUeCTBe Mpenapata cpaBHeHHs W ABIANONEHCH JITAN0HOM, 10 KOTOpOMY
OUPEAeiAoTes (HOPMHPYIOTCA) CBOHCTBA BETEPUHAPHOTO JIEKAPCTBEHHOIO
[IpENApaTa;;

1) B ab3ale NATEAECAT BOCEMOM CIORA (RETEPHHAPHOE NEKAPCTREHHDE
CPeJCTRO, POHIBEICHHOS) JAMEHHTE CIOBAMH «KOIHYECTBO BETEPHHAPHOTO
NEKAPCTBEHHOTO CPEICTEA, NPOHIBEAEHHOTON,

M) nmocae  absana WeCTBAECHT  MEPROFO  JONOAHHTE  ab3anem
CAEAYIOUIETO CONePKAHASN!

WY OTTHOMOHEHHOE LD MPOHZBOIHTEN BETEPHHAPHEIX
NEKAPCTEEHHEIX CPeACTBY — COTPYAHHK APeInpuaTiy, KoTopkii arTecTonaH
COMIACHO 3AKOHOMATENRCTRY TOCYAAPCTRA-YNCHA, HA KOTOPOIO BO3Naraercs
OTBETCTBEHHOCTD 34 KAYSCTBO IIPOH3EOIHMBIX H BHIYCKAEMEIX B PeanH3aiHio
BETEPMHAPHBIX JIEKAPCTEEHHEIX CPEICTE M KOTOPEIH rapalTHpyer, Y4T0 Kakaas
CepHA BETEPHHAPHOTO JSKAPCTEEHHOTO CPEICTBA NPOH3IBLACHR W NPOBEPeHa
B cooTBeTCTBHM ¢ [IpapunaMu Hagnexamedl NPOWIROICTEEHHON TpaKTHEH
Eppasuiickoro 3K0OHOMMMECKOID COKO33, a& TAKKE C© YUETOM NOJ0KeHHI
HOPMATHEHOID JIOKYMEHTH HA BETEPHHAPHOE JIGKAPCTBSHHOE CpENcTBO
H PErHCTPALHOHHOID JOCHE BETEPHHAPHOTO NEKAPCTBEHHArO NpenapaTas,

3. Paspen 1l nononnuts nyHxToM 7' cnenyioliero coaepkanis:

w?!, Cneumdukaliuy B MeTosl KOHTPOIR KauecTBa BeTSPHHADHEIX
JEKapPCTBEHHEIY  CPEICTE  onpelensiores  cormacHo  Mapmakonee
Eppasniicioro IKOHOMHYECKOTO COl3a, YTRepIeHHoH Pewennem Konnerns
Eppazniickoil skonomuueckoii womuceun ot 11 asryera 2020 r. Ne 100
(manee — Papmaxonen Cors3a), a NPH OTCVICTEMH B HeH HeoDXoIuMoi

dhapMakoneHHod cTaThkH — COMNAcHO  (pAapMaKonesM  rocyJapeTB-1IEHOR,
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a B Chny4ae OTCYTCTBHA B HMX  (papmaxonefinoil  craTeH —  COMACHO
HOPMATHBHOMY JOKYMEHTY Ha BCTCPUHAPHOE NEKAPCTREHHOES CPEACTEO. Y,

3'.]'{D_qny;-1m wln NYHKTE 9 Nocie CloB «IeKapCTBEHHOTO CPecTRay
JONONHATE CHOBAMH (33 MCKIKUEHHEM HPOHZBEOIACTED d]ﬂpMElUEBTH‘IECEDﬂ
CYOCTAHIIHH ).

4. ononsuTs nyHKToM 9" clieyiomero conepianms:

«9!, [pousrogHTens BETEPHHADHOID  JIGKAPCTESHHOTO CpeacTRa
OCYIIECTBIFIET MNPOBEPKY  KayecTed W DeIONacHOCTH  KaKZoH  cepuH
BEIMTYCKACMOTO BETEPHHAPHOTO JCKAPCTEEHHOIO [pPenapara Ha COOTBETCTEHE
NOREZATCIHM HOPMATHBHOID  JIOKYMEHTR  Ha  BETCPHHAPHOS NEKapCTRCHHOE
CPECTED M 1D PEIVIBTATAM [EHHOH NpoBepkn  OQiODMAAET  JIDKYMEHT,
NOITBEPHIAIOIIMHE Ka4ecTRO W DE30NECHOCTE BETEPHHAPHOTD JIEKAPCTREHHOMD
npenapara (CepTHHHKAT KauecTra, AHATHTHYSCKHIT nacnopT | ap.).».

3. Tlyner 10 npH2HATE YTPATHBILHM CHITY.

6. B naumeHoranuy mogpazmena 1 paggena IV criopo eperscrpatimm
TAMEHHTE CIIOBOM «0OpalIeHH .

7. B nyuxre 24:

a) noAnyHKT  «b»  mocne  cAOR  «MMEKIeH» QONOIHHTE  CJIOBAMHA
SIEHCTBYROLIVED JTHIIEH3HIO M,

0) ACTOIHHTE TOAMYHETOM 8% CHEVIOUIEre COaepRaHua;

“B) X COTPOBOMCICHHA HHCTPYRKUHEH 110 NPUMEHEHHIO BETEPHHAPHOIO
NIEKAPCTREHHOID [PENapara W YIEKOBKON ¢ TEeKCTOM Ha PYCCKOM S3kIKe W HA
FOCYAPCTBEHHOM A2BIKE TOCYAAPCTSA-unena (1P HANHYHN COOTBETCTRYIONIMX
TpeOBAHMI B 3aKOHOIATENBCTRE TOCYIAPCTBA-YIEH A, HA TEPPHTOPHH KOTOPOIo
obpalaercs BeTepUHapHEi JekapeTBeHHBIH npenapar).s.

8. Jonosunts nysrrom 24 cnepyiomero conepaanna;

«24". Ha tamomennoii teppuropun  Comosa sanpeimaercs  obpalnenne

HEKAYECTEEHHRY,  (QaIbCHUUHPOBAHHLIX, KOHTPADAKTHEIX — BETEPHHADHLIX
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NeKAPCTEEHHLIX  CPEACTB,  BETEPMHAPHLIX  JICKAPCTEEHHBIX  TIPeNaparos,
HE SAPErHCTPHPOBAHHEIX B COOTBETCTBHM ¢  HacToaumismue  [Ipasmmamn
(32 HCKIIOYEHHEM CITYYAER, DIPENeneAHiiy NYHETOM 34 nactosumx [Ipasun),
A TAKOKE BETEPHHAPHBIX JIEKAPCTBEHHEIX CPEICTE ¢ HCTEKILMM CPOKOM IOJHOCTH,

HexauecTeernslie, QanccH@HIMPOBAHHBIE, KOHTPADAKTHEIE BETEPHHAPHRIE
NEKAPCTEEHHBIE CPE/ICTRA, 4 TaKMe BETEPUHAPHLIE JIEKAPCTBEHHBIE CPEICTRA
€ MCTEKIIMM CPOKOM TOJHOCTH [OANEKAT HIBATHIO U3 oOpalleHHsa Ha
TaMoeHHoH  TeppuTopur Comoda W OCHEIYIOMEMY  YHHUTOMEHHIO
(YTHNH3AUKHH] HIH  BRIBOIY ¢ TaMowkenHoidl  Teppuropun  Cowsa
(npr oDHAPYMEHHH B NYHKTAX NPOMYCKA uYepes rocyIapcTBEHHEIE TPAHHIH
rocyJapeTB-4WIEHOR, PACIIONOEHHBIX HA TAMOMCHHOI rpannie Cowza),

YHHUTOKEHNRE (YTUIH3ALNSA) HEKAYCCTBCHHLIY, (PANLCHAIHPOBAHHEIX,
KOHTPAfanTHEIX.  BETEPHHAPHBIN  JIEKGpCTBEHHLIX  CPEICTH, a  TAkHe
AETEPHHAPHBIX SKAPCTBEHHBIX CPEACTE C©  MCTEKINHM  CPOKOM  TOIHOCTH
OCYIIECTRIAETCA 34 CHET WX BNAJeIela B COOTBETCTHHH ¢ SAKOHOIATENLCTROM
roCYAapPCTE-4NEHOB.

Jlnua, gomycrupume ofpailigHHe Ha TaMomeHHoH Teppuropun Colosa
HEKAYECTBEHHEIX, (ankcHpHUHPOBAHHEIX, KOHTPAAKTHLIX — BeTEPHHAPHBIX
NEKAPCTHEHHBIX CPENCTE, 8 TAKHC BETEPHHAPHEIX JEKAPCTECHHLIX NPElapaTon
¢ WHCTEKIIHM CPOKOM TOOHOCTH, HECYT OTBETCTREHHOCTE B COOTBETCTBHH
C 3AKOHOAATENECTEOM NOCYAAPCTRA-H/ICHE, HA TEPPHTOPHH KOTOPOID YCTAHOBIEH
(hakT HAPYILIEHHA. .

9. B absaiie neproM myHETa 32 Co0Ba «(NOATBEPAIEHHA PErHCTPALMH,
CPHBEISHHA — PETHCTPAUMOHHOTO  [IOCHE  BETEPHHAPHOTO  JIEKAPCTREHHOTO
[penapara B cooTeercTrHE ¢ TpebopanusaMy Hacroswux [lpasun)s samennts
CHOBAMH MM NPHBEJEHHA  PErHCTPALMOHHOND  JI0CHE  BETEPHHAPHOID
NEKAPCTREHHOND TIPEMapara B COOTBETCTEME C TPeDOBAHHAMH  HACTOAIIHX

ITpasmmy.



§

0. B atsane neprom nynkra 36:

a) mocne cloB G3AABACHUE M PerucTPAlHOAHOND A0CHE® JOTOJIHHTE
CAQBAMH «BETCDHHAPHOTD JICKAPCTREHHOTD NpelapaTar,

0) CNORO UPEAKTHRORY 3AMEHHTE CIIOBAMH «PEAKTHBOB (peareHTos )b,

11. B mynkre 38 crioka «B 3MEKTPOHHOM BHIEH 3AMEHHTE CHOBAMHN
R ANEKTPOHKOTH fopMen.

12. B nynkre 41:

B IPEJUIOWMEHHN TIEPROM CIIOBA «B SNEKTPOHHOM BHIE H» 3aMEHHTL
CIIOBAMH B 3NSKTPOHHOM BHIC RITH»;

NPeIOHEHHE BTOPOS HAAMKHTL B clenyiomed pejakimn: «B cnyuae
HANPARIEHHA TTHChMA 3aKa3HBIM [10YTOBLIM OTHPABJISHHEM OHO CYHTAETCH
AOJYHMEHHBIM 10 HCTEYeHHH 5 pabDouyux aHed ¢ narel ero oTnpaBkd, a npi
HANMPABRIEHHH B AJERTROHHOM BHAC — B ACHE OTIHPABEH. .

13. B nyukre 42:

a)e abzalle (OeprROM CIORO  «IAARMTEIN®  3AMEHMThL  CIIOBAMM
«, HAMPABAEHHOMY 3aABHTENEM B NMUCHMEeHHOH (popme B pedepenTHRIR opran
o perderpauud B Tededde 90 ganenaapHmx anel ¢ AaTel IpHHATHS
pediepeHTHEIM OPraHOM 110 PErHCTPALIMH COOTRETCTBYIOMIEN0 PEIEHHA,Y;

O) NOATNYHET By HIMO0MHTE B CIeYIIICH pejakumn;

«B) NOKYMEHTHI, NPEACTARICHHBIC 3a4BUTEACM B PAMKax npoueayphl
BHECEHHKS B PErHCTPAIMOHHCE A0CHE 3APErHCTPHPOBAHHOICO BETEPHHAPHOMD
MEKApCTREHHOTD TIPENAapara HIMeHeHWil (janee — npoueaypa BHECEHHH
M3MEHEHHH) MO MEPEUHIo COrnacHo npunomenmio Ne 6 (nanee — nepedueHs
HIMEHEHHH |10,

14, Jonoamars nyikramu 42 1w 42° crenyiomero cogepxanus,

«d2' Tlpu HenocTynaenus oT SasBHTENd B CPOK, YKa3aHHEH B afzane
neproM nynxra 42 nacrosmmx [lpaswn, sanpoca o BoIBpate JLOKYMEHTOH

pedepeniHB OPray 10 perucTPatHg NPHIHMAST PEIIEHAE 0 JATEHeHIeM HX



XPAHCHHH  WIH YHHYTOWEHHH  (YTHIMZAUMH) B COOTBETCTBHH
C 3AKOHOMATEILCTROM TOCY IAPCTRA-*IISHA,

42°. B cayuse 3aseplienus NPOUETYPhl PErHCTPALNH BeTepHUAPHOTO
JIEKAPCTREHHOIG [IPENAPATA WIH OCYLIECTBISHHA HHEIX MPOUEIYD, CBASMHHEIX
C pervcTpaiMen, ¢ NOJOMHTENEHEIM PE3VIRTATOM 3af8HTENR COTIACOBRBAST
¢ YIOMHOMOYEHHLIM OPraHoM rocyaapcTRa-uneHa, Ha TePPHTOPHH KOTOPOro
nianHpyeres  oOpalleHHe  9eTepUHAPHOIO  JIGKApPCTBEHHOrD  Mperapara,
NEPeBo)l MHCTPYKIHA 110 NPHMEHEHHID BETEPHHAPHOIO [IEKAPCTBEHHOrO
NPENAPATa M TERCTA HA MAKeTe YNAKOBKH BETEPHHAPHOIO JIEKAPCTBEHHOTO
Hpenapara  Ha I'ﬂﬂ}"ﬂﬂpETEEHHMﬁ A3BIK 3TOMG rocynapcTBa-dieHa, eciH
PYCCKHEt H3LIK B 3TOM IOCYIapeTBe-4IEHE He ABMASTCA TOCYINAPCTBEHHBLIM
(NpH  HAIMYUK  COOTBETCTBYVIOIIHX  TpeDOBAaHMI B 3aKOHOGATENLCTEE
rOCYIApeTRA-UIIeHa ).»,

15. B nynxre 44:

a) B IOJnyHKTe «hm;

B absane BTOPOM CAOBA  «B  AKKPeAHTOBAHHHIX  Aaboparopuax
(HCTILITATENEHLIX HEHTPAX)» HEKIIOYHTE,

B al3ale [I8TOM CA0BA “OUEHKY COOTBETCTBHA® 3aMEHKHTHL CIAOBAMM
“B) OLEHKY COOTBSTCTRHAR;

B) MOAIYHKT «B% HIN0KHTE B CeAyIOHeH petaxiini:

«I') 0OPMISHHE HKCNEPTHOTD 3AKTIOUEHMS 5,

16. B nyukre 46;

a) nocae CICRE ¢ OHOMOTHYBCKOED JNONOIHHTE CIAOROM
¢, GHOTEXHOMOrHYECKOEN

B) cnoBy GCTENEHE MArMCTPA HIH YUEHYIO CTCNeHEs B npodHiupyomei

0D1acTH,» HCKITIOYHTE.



17. B myukre 47:

a) & abzane BTopoM TIOATYHKTA «a» CIoBa «, Ha3HAMHBLIETO SKCIEPTHIY,
OT 3aMBUTENS WM JADYTHX 3aMHTEPECOBAHMLIX B PE3V/LTATAX SKCMEPTHIL
NI 3AMEHHMTE CIIOBAMH 4HAH TPYNNL JHL (KaK  IOPHIHYMECKHX, Tak
H (PHIHHMECKHX ), KOTOPEIE MOTYT IEACTBOBATE B HHTCPECAX 3AABHTENAN,

O) B ab3ane BTOPOM NOIANYHKTA «D» CHOB2  dperHcTPalHOHAEIX
MATEPHAIORY 3AMEHHTE CHOBAMH (PerHeTPALMOHHONG OCHE BETEPHHAPHOIO
JIEKAPCTREHHOTG npenapara HJl1 NCKYMEHTOB, JOTMOIHAIIHY
PETHCTPALHOHHOE JIOCHE BETEPHHAPHOIO NEKapCTREHIION Npenapara,».

18, TTyarr 48 nocre CAOB ¢HCCISIOBAHHA (HCHBITAHHA)Y AOTIONHATE
COBaMH «ODPAIIOR BETEPUHAPHOTO ICKAPCTBEHHOTO CPEICTEAY.

19. B absanax nepsom v wropom nynkra 50 cnosa «MexnyHapoaHsIM
AMHZGOTHYCCHEHM ﬁiﬁpﬂ-}i FAMCHHATE  ClIOBAMH -:-:HL‘-EMHIJ]-TDFI OprafnHzareH
310POBLA KHBOTHRIX?®,

20. Tpennowenne BTOPOE TYHKTA 33 W npeaioKedue nepeoe myHrTa 57
nocHe CHOB «HCCHENOBAHHHA (MCNEITaHnil)» AONONHHTE CHOBAMH «0DPasiok
BETEPHHAPHOID ACKAPCTEEHHOTO CPECTBas.

21. IlyHKET 38 H3I0HHTE B CASAYIONICH pelakiiim;

«38. B cnydae nNpueiedeHHs pedepeHTHRIM OPraHoM 10 PerHcTpalHH
cornacHo nyHkty 43 nactosurax Tpasun Apyrux SKCneprHbix yupemueHuii
HITH OpraHH3aiuil pedepeHTHBIH OPran 1o perucTpaliy HA3HAYAeT OIHO H3
HHX OTBETCTBEHHRIM 33 oDoDileHHe Beex peIyneTaTOB  3KCIEPTHILI
BETEPHHAPHOTO MEKAPCTREHHOIO CPEICTEA. Y.

22. B npemnokenuu nepeoM nyukra 68 cinoma «45 paboumx ameiin
3AMEHHTE  ClloBaMM  «45 pabounx JHeill ¢ JaTHl DONYYUEHHS  pPelIeHHSA
peepeHTHOrO  Oprada  no  PErMCTPalMH O  NPOBEACHUM  SKCICPTHILI

BCTEPHHAPHOIO NEKADCTREHHOTD CPENCTERR.,
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23, llpepnomenne nepsoe nynxra 69 nocne cIoB  «HCCIEA0BAHMI

(MCHBITAHAN ) AONOOHHTE  CIAOBAMHE «ofpasiior  BeTEepHHAPHOTD
JIEKAPCTB2HHOTD CpeacTRan,

24, B abzane Tpetee™ nyuxkra 70 undpm  «90»  3aMeHHTDH
nudipamu « 930,

25, AD3aukl nepssi — TpeTHil mynira 77 NpHIHATE YTPATHBIINMI CHITY,

26.B alzaue nepeoM NYHKTa 78 cnoBa «, a4 TAKOKE TepeBojd
CONACORAHNBIY  peeperTHRM - OpraHoM [0 PErHCTPalliH  [IPOCKTOR
MHCTPYEUMH [0 NPAMEHCHHIO BETEPHHAPHOTO AEKAPCTBEHHOTD Npenaparta
H  TERCTA Ha NpoacKTE MadKeTd  YIIAKOBKM ¢ PYCCKOMO A3RIEA
Hid rOCYAAPCTBCHHLIH H3LIK FOCYIApCTBA-WIEHA, HA TEPPHTOPHH KOTOPOTOD
npeanojaraeTed  obpallcHHe  BETEPHHAPHOIO  JIEKAPCTBEHHOTO Npenaparta
(fipH HAIHYHH  COOTBETCTRYIONMY Tpefopanaii B 3aKOHOJATENLCTRE
FOCYAAPCTBA-YIEHA)) HCKIIOUHTE.

27. B nynkre 79;

aj undgpol «20% sameruTh unhpamn ol S»;

Q) enoBa &, H OCYLIECTBHTL  [IepeBO] ¢ PYCCKOTO  A3RIKA
Ha FOCYAApPCTREHHBIH #3LK FOCYAapeTEa-1eHd, Ha TEPPUTOPHH KOTOPOrD
npeanoiaraeres  o0pallicHMe  BETCPHHAPHOID JIEKAPCTBEHHOID [penapara,
COMIacOBAHHEIY  pedepeHTHEM  OpratoM [0 PerHeTpauMH  TIpoeKTa
HHCTPYEUMH [0 NPEMENEHAI0 BETEPHHAPHOID NEKaPCTBEHHOTD TPEnapara
HOTEKCTA Ha TIPOSKTE MAKSTa YIAKOBKH BeTEPHHAPHOIO JeKapcTBeHHOrD
HpenapaTa (npn HAJTNHHH COOTRETCTRYHOLIHY TpefiosaHnii
B 3AKOHOAATENLETRE rocy JapeTRa-1uieHa)y HCKIOUYHTE.

28.B nyukre Bl caoBa «, @ TAKKE B CAOYHEE TIPEJICTARIEHHA
Hil WEKTPOHHOM HOCHTEE MePeBoja © PYCCKOTo A3hIKA Ha FocyIapeTReHHE i
HIBIK  TOCYJAPCTBA-TUIEHA, HA TEPPHTOPUH  KOTOPOro  TIPEaNosaracTes

ob PALIEHHE BETCPHHAPHOD JICKAPCTBCHHOIND MNpenaparta, CcorijacObBaHHBIR
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|'_'IE¢I CPEHTHBIM OpraHoM NER PElFHCTPRALLHH NMpocKTa HHCTPYEKLIHHK

Mo APHMEHEHHID BETEPHHAPHOIO JICKAPCTBEHHOIO Npenapara W TekKoTa
H2 TMPOEKTE MAKETA YIAKOEKH BeTePHHAPHOIO JIEKAPCTREHHOTD Npenapara
(OpH  HATHYMM  COOTBETCTBYIOUMX  TpeboBauuil B 3aKOHOJATENLCTBEE
rOCYAapcTBa-4NeHa}n ® «(BE TOM 9YHCAE K MX NEpesony © PYCCKOTo A3BIKA
Ha TOCYJApCTBEHHBIA S3RIK rOCYIapeTBa-wileHd, Ha TEPPUTOPHH KOTOPOro
npegnogaraerca  obpamenne BETEPHHADHOID  JIEKAPCTBCHHOTO  NpCnapata
(NpH HAIHYHH COOTBETCTEVIOUIHX TpeOORaHMi B 3aKOHOJATEIRCTEE TON0
rOcyIApCTBa-4neHa ) ) HCKmOYHTh,

29. TlyHrT 82 npHIHATE YTPATHRILHM CHJY,

30. B mynxre BE:

a) npealioeHHE  NepBoe  JIONOAHHTE  CHOBAMH  GC  COOMTIOIEHHEM
KOHHHISHIMANEHOCTH  CReIEHHH o0  2Keneprax,  CONepHaniuxcs
B SKCIEPTHOM 3aKTHOYEHHHY

0) npeLInKeRHE BTOPDE HCKIKUHTE.

31. B nynkTe 89:

i) B NOAIYHKTE «0x CIOBA «M Ha MOCYAAPCTBCHHOM A3LIKE TOCYDapCeTRa-
M/IEHA, HA TEPPHTOPHH KOTOPOTO ApeAnonarasTes odpaleHMe BeTCPHHAPHOTO
NERAPCTEEHHOD penapara (IpH HAIMMHE COOTBETCTRYIMIMY TpeboBaHmuii
B JAKOHOJATENLCTEE MOCY JAPCTEA-YIISHA )Y HCKITIOYUTE,

0} B MOANYHKTE ¢BY» CJI0BA «H HA FrOCYAAPCTBEHHOM #36IKE TOCYAAPCTRA-
YeHd, Ha TEPPUTOPHH KOTOPOTO Npeanonaraeres obpamenHe BeTepHHAPHOMD
NEKAPCTEEHHOTO TIPenapara (Apd HANWYWK COOTBETCTBYIOUMX TpeboBaHmHi
B 3AKOHOAATENLCTEE IOCY/IapeTha-y/IeHa ), HCKITIOYHTh.

32. B noanyHETe «B» NYHKTa 91 cnopa «, u (MIH) HenpeacTapICHHE
MEPERONA € PYCCKOID #3BIKA HA rOCYIapeTBEHHBIA #3IBIK FOCY 1apeTha-wieHa,
HA TEPPHTOPHH  KOTOPOIG  npeanosaraercs obpaiieHne  BeTepHHAPHOI

NEKApCTEEHHONO  [penapara, NPOeKTa MHCTPYEUHH [0 NPHMEHCHHIO
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BETCPHHAPHOTO JCKapPCTECHHOTD [pErapata H TEKCTa Ha [pOcKTe MakeTd

YHAKOBKH — BETEPHHAPHOTO JIEKAPCTBEHHOrO npenapara  (pW  HalW4mMm
COOTBRTCTRYIOIMX TPeDOBAHHA B 3AKOHOJATENIRCTRE OCY/IApCTRA-uIeHa)y
HCRIOUM T,

33. llpeanoxenne BTOpoe NOANYHKTA «a» NOVHKTa 92 nocne cios
WHCCNeNoOBaAHUH (HCITEITAHHH )» TOMOMHHTE CIIOBEAMH «obpasios
BETEPHHAPHOID JIGKAPCTBEHHOIO CPEaCTBaY,

34. B nynrre 113 undipst «10» samennts ouibpamn «l 5.

35. B nyuxre 118:

a) B ab3ale NepROM CIOBA «HA OCHOBAHWH JaHHEIX (apMakonansopan
MCKTKMHTE;

B) B abzane TpeTkeM CHOBA «, KX [EPEBO] C PYCCKOIO #ILIKE
Ha FOCYJAPCTHEHHEI A3LIK FOCYAapeTRA-HIEHA, HA TEpPHTOPHH KOTOporo
oOpallaercs BeTePHHAPHBIH JICKAPCTBEHHBIH NPENapar B COOTRETCTBMN
C YCOOBMAMM PErHCTPALHH (MPH HAMMYMH COOTBETCTRYIOWMX Tpebonanil
B 3KOHOMATENBCTRE MOCYAAPCTRA-4ICHA), H» 3AMEHHTD CIOBAMM «H HX».

36.B nynkre 120 cnopa «n (MAH) HeNMpeACTABTEHHA WX IMEpPeBOA
¢ PYCCKOrO #36IKA  HA  TOCYJAPCTBEHHBIH  #3LIK  TOCYIEpCTRa-yieHa,
Ha TEPPHTOPHH KOTOPOro obpaniaetcs BeTEPHHAPHHIH  NeKapcTReHHLI
Npenapar B COOTBETCTBHH C YCAOBHSMH PEHCTPALMH  (TIPH  HATHHUMH
COOTBETCTBYIOMINX TpeDOBaHHI B 3aKOHOAATENLCTRE TOCYNAPCTRA-UIeHA),»
MCEITHIMHTE,

37. B nynkre 126:

a) MpeANOKEHHE  TepBoe  JOMOMHHTE CIOBAMH  ¢C  cobirojienuem
KOHQHISHUMANEHOCTH  cBedeHHH  of  akcneprax,  ColepwalmMxcs
B 3KCIIEPTHOM 3aKIHMEHHHY

El:ll NPEAIOHEHHE BTOPOE HCKAKYHTE.
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38. B nynkre 127:

a) B NOAMTYHKTE €2 CI0BA «H Ha TOCY/IapCTREHHOM S3LIKe roCy/1apeTha-
YIEHE, HA TEPPHTOPHE KOTOPOTO 0OPAlaeTes seTepHHapHbli JeKEPCTBEHHEI
npenapar B COOTBEICTBHH € VCIOBHSMH perHCIpalid (npy  HaIHYHH
COOTBETCTBYIONIHX TPeDOBAHHH B 3aKOHOJATEILCTHE TOCYAAPCTRA-YIEHA )
HCKIKYHTE,

0) B nognyHETe «by CNOBA M HA rOCYApCTBEHHOM H3LIKe rocyaapcTea-
YileHa, HA TEPPUTOPHH KOTOPOro 0dpatiacTes RETePHHAPHBEA NeKapeTREHHIN
OpEenapaTr B COOTBETCTBHH C YCIOBHAMH perucTpaudd  (IpH  HATHYHH
COOTBETCTBYIOIIMN TpeDORaHHI B 3aKOHOJATENECTRE roCYJapeTBa-unenal,»
HCKIIMHTh.

39. B noanyukre «r» nyaxkta 129 cnora «, u (W) HenpencrasneHne
NIepeBoa ¢ PYCCKOro f3nlka Ha rocyIapeTREeHHEIH A3LIK rOCYIApCTBA-YIICHA,
Ha TEPPHTOPHH KoToporo obpaujaercs BeTepHHapHBiH  JleKapcTBeHHBI
npenapar B COOTBETCTEHA C YCIAOBHAMM PEFHCTPAILMH, NPOSKTE HHCTPYHKIIHA
N0 MPHMEHEHHIO BETEPHHAPHOTO JIEKAPCTECHHOID NPenapara H o Tekcra
HE NPOSKTE MAKETA YIAKOBKH BeTEPHHAPHOIO JIEKapeTBEHNOro npenapara
(MpH  HATHYHH  COOTBETCTBYIOUIMX  TpeDOBAHHI B 3aKOHOJATEILCTEE
rocy/IApCTBa-4IIeHA )% HCKIIOYHTh.

40, Ilpeanoxenne BTopoe NOANYHKTA «a» AVHETA 130 HCKMIOUYHT,

41, ITo Texcty adzama mepporo myHkTa 133 ClOBA “HOPMATHBHBI
NOKYMEHT HA BETEPMHAPHOE NEKAPCTREHHOE CPEJICTAD MY ZAMEHHTH CIOBAMH
GPEFHCTPANHOHHOE [0CHE  BETEPHHADHOTO JEKAPCTBEHHOTO MNpenaparta,
HOPMATHBHEIH ~ AOKYMEHT Ha BETepHHApPHOE JIEKApPCTHEHHOS CpelcTRO
M (I 5,

42, Absan tpernii nynkra 139 nocme cnoea «BHIE)»  AONONHUTE
CcAOBAaMH  «, cojlepkaniie  ofocHDBANWE M MOATBEPHIEHHE BHOCHMBIX

M3MEHEHWH, 8 TaKiKe A0KYMEHT (ert 3aBepeHHas KONHA), MOaTBepRIIoIIHH
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MPaBOMOYHOCTE  3AABHTENd  (ero  NPEICTaBHTENA) Ha  BHECEHHe
B PECHCTPALMOHHOE [A0CHE BETEPHHAPHOIO JIEKAPCTBEHHOTO [Ipenapara
HIMEHEHEH (B TOM MHCIE J0BEPeHHOCTE ), %,

43. B nognyukre ¢y nydakra 144 cnosa «m (Han) HenpencranieHng
MepeBoiia ¢ PYCCKOro f3kIKa Ha FOCYNapCTEEHHBIH A3LIK rOCY/1apCTBa-yieHa,
Ha TEPPHTOPHH KOTOpOro obpamiaerca BeTEpHHAPHBIH JIeKapcTBeHHEIH
Nperapar B COOTBETCTBHHE ¢ VOJIOBHAMHE PErHCTPALHH, NPOSKTOR HHCTPYRIHE
M0 NPHMEHEHWIO BETEPHHAPHOIO JIEKAPCTBEHHOIO [pPernapara H TexcTa Ha
MPOEKTE MakKeTa YIaKOBKH BETEPHHAPHOrO JIEKapCTBEHHOTO [penapara
(IpH  HATHYHH  COOTBETCTBYIOMIMX TpeDoBauMi B 3AKOHOJATC/ILCTHE
TOCY JAPCTEA-YIEHA ) S MCITIOMHTE.

44. lIpennoxenne BTOpoe NojAnyHKTa «ar nyHETa 145 0 mpeqnoweHne
neproe nyHKTa 130 nocae cnoB «HCCNENOBAHHA (HCNIBITAHHIH )Y JOTHIHHTH
COBAMH «0DPA3LI0E BETEPHHAPHOIO ACKAPCTBEHHOTO CPEACTBaY,

45, Abzanel nepeeiil — TpetHit mynxkta 158 npMIHATE YTpPATHELIMME
CHITY.

46. B absaue nepsom nyukrta 159 cnoBa «, a Takme TepeBofa
COITIACOBAHHBLIX  pethepeHTHBIM OpPraHoM [0 PETHCTPALHH  [POEKTOR
MHCTPYKIHH [0 TPHMEHEHHIO BETEPHHAPHOrO JISKAPCTREHHOIO Npenapara
W TeKcTa Ha  [OpPOeKTeé MakeTa YNakoBKH C  PYCCKOTO  f3RIKA
Ha IOCYMAPCTBEHHENH H3LIK TOCYIAPCTBA-YIEHA, HA TEPPHTOPHH KOTOPOIO
npeanonaraeTes obpalierne BEeTEPHHAPHOIO JEKAPCTBEHHOID Npenapara
(IpH  HATHYHH  COOTBETCTBYROUIHX  TpeDOBAHHME B 3aKOHOJATCILCTRC
roCy apCcTBa-TIeHA ) HCKITIOMHTE.

47. B nynxre 160;

a) undiput «20» 3aMeHHTh qHppami «l Sn;

©)ciiopa  «, W OCYLWECTEHTE MNEPERBOJ  ©  PYCCKOTOQ  S3bIKa

Ha Fﬂﬂ}“ﬂﬂ[}ETHEHHhIﬁ A3LIK MOCYAAPCTBA-YIIEHA, HA TEPPHTOPHH KOTOPOro
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oOpamaeTes BETEPHHAPHBIA  JNEKapCTBEHHEIHA [PenapaT B  COOTBETCTBHH
¢ YCIOBHAMH PErHCTPAlMH, COTTACOBAHHEIX  peepeHTHBIM  OpraHoM
[0 PErMCTPALMH NPOSKTd HHCTPYKUHH 110 [PHMEHEHHIO BeTepHHAPHOrD
JEKAPCTRCHHOID  Mpenapara M TEKCTA HA  NPOEKTe  MaKela  yIaKoBKH
BETEPUHAPHOTD JEKAPCTBEHHOTO TPENapaTa (MPH HATHYHH COOTBETCTBYIONIHX
TpeBoBaHUE B 3AKCHOIATENBCTEE TOCY APCTRA-MICHA )Y HCKITFOYHTD.

48. B nyuxre 162;

a) B absale nepsoM cHOBA «M OPEICTARICHHA Ha IEKTPOHHOM
HOCHTEE [ePeBOjid C© PYCCKOrD H3EIKA  HA  TOCYJAPCTREHHEI  H3HIK
rOCYJAPCTBA-WISHA, HA TEPPHTOPHH KOTOPOre o0palljactes BeTepHHAPHEIN
NeKAPCTBCHHBIH TIPEnapar B COOTBETCTBHM C© YCIOBHAMM  PErHCTpalliu,
COINACOBAMHLIX  peePEHTHHIM  OPraHoM [0 PerdcTpaiMy  NpoekTa
MHCTPYKLHH 10 NPHMEHEHHIO BETEPHHAPHOTO JIeKapeTEEHHOTD Npenapara
M TEKCTa HAa NPOSKTe MAKETa YVIAKOBKH BETEPHHAPHOID IIeKAPCTBEHHOID
npenapara (rpu HATHYHH COOTBETCTRYHOLLMY Tpehozannii
B 3aKOHOJATENLCTEE IOCY1APCTBA-WISHA ) H (B TOM MHCIE K WX IepeBoay
¢ PYCCKOIO  #3BIKA HA  reCYJapCTBeHHBIT  A3BIK  rOCYapeTBa-uyieHa,
HA TCPPUTOPHH  KOTOporo oOpaliaeTcd  BETEPHHAPHRIN  JIeKApCTBEHHELH
NPenapar B COOTBETCTEHH ¢ YCJIOBHAMH PErHCTPALIHN }» HCKITIOYHTE,

©) absal Bropoil NpH3HATE YTPATHBUIHM CHIY,

49 [lpennowenne nepBoe NYHKTa |63 Moche CIOB «MCCAENOBAHHIA
(HCDBITAHWI )Y TONOMHHTE  cROoBaMH  «oDpa3loR  peTepHHApPHOTO
NEKAPCTBEHHOMD CPEICTBaY.

50. B absaue sropom myukra 167 ¥ nyuxre 169

a) IpelIoeHde  MepBoe  JONONMHHTE CHOBAMH  «f  coOamoaeHHeM
KOHGHISHIHATEHOCTH  cBeleHuii  of  akeneprax,  comepwallinxcs
B SKCTIEPTHOM FaKITHOUEHHHY

0) npeanoKeHHe BTOPOE HCKIOYHTE.
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31, B noanyaxTax «bn» v «p» nynkra 170 cnosa «n Ha rocy 4apcTBeHHOM
A3RIKE  TOCYAApPCTRA-YIeHA, Ha  TEPPHTOPHH  KOTOPOro  oDpaliaeTcs
RETEPHHAPHHI NEKAPCTBEHH L IpenapaT i COOTBETCTHHN
¢ YCIOBHAMH PECHCTPAlMK (NPH HAIHYUHK COOTBETCTBYIOWNX TpeboBaHHii
B 3AROHOMATENBCTRE MOCYAAPCTRA-HUICHA ) HCKTIOYHT.

52. B mynxre 178 undper «109 samennte undpasu ¢l 5y,

53. B abzame tperrem nyHiTa 183 clnoBa «, HX OSPEBOD © PYCCKOTO
A36IKA  HA TOCYAAPCTBEHHBI  #3BIK  1OCYNAPCTBA-HIEHA, HA TEPPUTOPHH
KOTOpOrSO  0Opam@acTes  BeTEPHHApHBLIT  JnekapeTheHHBIH  npenapar
B COOTBCTCTBHI C YCIOBHAMM PErHCTPALEN ([PH HANHYHH COOTBETCTEYIOLTHX
TPedOBARKI B 3aKOHOJATEILCTEE [OCY AAPCTBa-4aeHa),» HCKTFOMHTE,

54. B npeanowmedud  pepsom  nywkra 185 cooBa  «m (unm)
HETIPICTARNEHAS HX MEPERO/A ¢ PYCCKOID S3LIKA HA FOCYIAPCTBEHHEIN A3HIK
FOCYJapcTBA-WIEHA, HA TEPPHTOPHH KOTOpOro o0pallaercs BeTepHHAPHEL
NEKAPCTREHHKI  [penapar B COOTRCTCTRMM € YCIORMAMH  PErHCTPAIEH
(MpH  BAIHYHH  COOTBETCTBYIOIMY  TpefoBanMii B 3aKOHOJATENLLTBE
FOCYIAPCTEA-WIEHA ), HCKMIOUHTE,

55. B abzaue sropoM nyukra 189 w nynkre 191;

a) NpeiloKeHHe  Neproe  AONONHHTE  CHOBaMH  «¢  cobimoaeHHeM
KOHHIEHITHATEHOCTH CBEJICHHHA ob JKCIeprax, COAEPHRALLIHXCH
B IKCHEPTHOM 3AKMIOYEHHH»,

D) npeamKeHne BTOPOE HCKIOUH T,

56. B moanyrkrax «b» v «p» nynxra 192 cnosa ¢ Ha rocyIapcTBEHHOM
AIBIKE  TOCYNApeTRa-ujieHa, HA  TEPPHTOPMH  KoToporo  obpalmaercd
BETEPHHAPHEH JleKapcTBeHHbLIH npelapar B COOTBETCTEHH C  YCIOBHAMH
PErHCTPALHH {rnpn HATHYHH COOTBETCTBYFOLIX Tpeborannil

B SAKOHOIATENLCTRS FOCy.1d pETBﬂ-T-IJ'[EI-IE!_:I B HCEITIOYHTh.
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537. B absaue nartom nynsra 195 cnopBa «B COOTBETCTBHH C HEPEYHEM

JOKYMCHTOBY MCEITIOYUTL.

58. B nynxre 198:

a) B aldsale neppoM  IOBE M HEPEECGHA ©  PYCCKOIO  S3LIKA
Hd FOCYJApCTBEHHBIH A3BIK TOCYAapCTBa-wieHa, Ha TEPPHTOPHH KOTOPOIO
obpamaercd  BeTepMHapHLIi  NEKAPCTBSHHLIE Npenapar B  COOTRETCTRHM
¢ YCIOBMAMMH  PerMCTPaLUMH, [OPOSKTA HHCTPYEUHH 1O IIPHMEHEHHIO
BETEPHHAPHOID JCKAPCTEBEHHOID TPENAPATE H TEKCTd Hd NMPOERTE MakKeTd
YVIIAKOBEH  BETCPHHADHOTD JIEKAPCTECHHOTD  IIpeIapaTa [H]JII HATHYH E
COOTBETCTBVIONMNY TpeQoBaHdi B 3aKOHOZATENLCTEE TOCYIAPCTBA-TIICHA )
HCEITEYM HTE,

D) B npeaaoikeHdy  mepBOM  absaua  BTIOPONO  clioBa «H (HITH)
HenpedcTapIelHa Nepepoja ¢ PYCCKOro A3LIKA HA TOCYJApPCTREHHEIH A3RK
rocyMaperea-wieHa, Ha TEPPUTOPHH KoToporo obpaiaeTcs BeTepHHAPHLI
J[EWﬁFﬁT'HEHI—EHﬁ NpenapaT B COOTBETCTBHM C  VCIOBHAMH PETHCTPAHH,
NpoeETd HHCTPYKIHH 10 TPHMEHEHHIO BETEPHHAPHOD JCKAPCTICHHO
npernapata H TeKeTd Ha NMPpOCKTS MAKeTa YNAKOBEH BETCPHHAPHOMD
JNEKAPCTBEHHOTO Npenapara (npH Halu4yMy¥ COOTBETCTBVIOLIHX TpeboBaHRii
B 3aKOHOIATCARCTEE ['ﬂ'ﬂjr'iliii:lﬂTBH"{ﬂEl'IH}}h HCIITIOYHY Th.

50. B absaue nepsoMm oyHkTa 199 cnosa «, A TAKKE mepesoaa
C  PYCCKOID  H3LIKA H3  IOCYJAPCTBEHHEIH H3BIK  TOCYIAPCTRA-WIEHA,
HE  TEPPHTOPHH  KOTOPOro  ODpAllagTcd  BeTePHHAPHBIA  eKapCTBeHHEH
Npemapar B COOTBCTCTEHH C© YCIIOBHAMH PETrHCTPALIHA, [TPOSKTOE HHCTRPYKIIMH
no ApUMeHSHHEY  BETCPHHAPHOTO  JEeKapCTBREHHOTD npenapara H TEKCTH
Ha NP2CETS MAKETA YIIAKOBRKH BCTCDHHAPHOTO JIEKaDPCTBECHHOID TIpEliapaTa
{ll]illl'l HETHYHH COOTBETCTEYRMIIHX TPEEGHHHHﬁ B FAKOHOMATCILCTRE

rocyY 1apcTBa-"1IeH ﬂ_‘j B HCKINTHOYHTh.
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60. B noanvukTe wax nyukra 200

a) B afisale TPeTHEM CNoBa «H HA I'OCYJApCTBEHHOM A3ILIKE rOcY1apeTsa-
WIEHA, HA TEPPHTOPHH KOTOPOTO 0OpaIiaeTes BeTEPHHAPHEIH ITeKapeTEeHHELH
Npenapar B COOTHBEICTBHH C© YCOIOBHAMH PErHCTPAuMH (OpH  HATHYHH
COOTBETCTBYIOIIMX TpeDOBaHHMH B 3aKOHOIATENBCTBE TOCYIApCTBA-UNEHA)N
HCKITIOMHTD,

0)p abzaue 4eTBEPTOM CIOBA #H HA TOCYJAPCTBEHHOM  SA3RIKE
rocyJapeTRa-'UIEHA, HAa TEPPHTOPHH KOTOPOTo 0DpallaeTcs BeTEpHHAPHBLIH
NEKAPCTBEHHBIH Mpenapar B COOTBETCTEHH € YCIOBHAMH PerucTpanHu
(MpH  HATHYHH  COOTBETCTBYIOUIHX  TpeOOBAHHH B 3AKOHOJATENLCTRE
FOCY IAPCTBA-1IEHA),» HCKIKOMHTE,

61. B nyuxre 203:

a) JONOAHHTE  CJIOBAMM  «UI8  BETEPHHAPHBIX  JEKapCTREHHEIX
NPENapATOB, KOTOPHIE HE OTHOCHTCH K Ipynne (KaTeropHi) BeTepHHAPHBIX
JMEKAPCTBEHHEIX  NpenaparoR (¢ OJHHM  JeHCTBYHOIMM  BEIIECTBOM),
JAPETHCTPHPOBAHNLIX B COOTBETCTBHH € 3AKOHOAATEILCTBOM [OCYAApCTE-
YIEHOB B HE HMEIOIHX B cocTape NeficTBYIONINX BeIUSCTR (B Cllydae HATHYAR
cooTBeTcTBYILeH  dapmakoneiinoil  craten  Papmakonen  Cowosa)
Mo NepedH) Corgacio npuaekenuio No 16, 1 BeTepUHAPHEIX JTEKAPCTBEHHEIX
NPeNaparos, KOTOPLe HE OTHOCATCA K I'PyMne (KaTeropHH) BeTepHHAPHEIX
JEKAPCTBEHHEIY  NPEnapaTor,  3anerHCTPHPOBAHHLIX B COOTBETCTBHM
C  ZAKOHOJATENBCTROM  TOCYIAPCTR-YSHOB, MO [ePeYH  COrJIacHo
npHioxeHnrn Ne 16",

D) TONOIHHTE ab3aLeM CIeTyHIEro CoMePHAHMKA:

«Cpox  NpoBeOeHMS  NpoUenyphl  NPHBEASHHA B COOTBETCTRHE
PErHCTPALHOHHOrD Jocke He Jomked npessimars 130 pabounx awmed ¢ gatel
MPHHATHSA pediepeHTHRIM OPraHoM M0 PErHCTPALHH PELIEHHA O MPOREIEHHH

AHCMEPTH3E BETEPHHAPHOID JIEKAPCTECHHOID CPpEJIcTed MO JIEHE BHCCSHHA
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CBEACHHH O BETePHHAPHOM  JIEKAPCTBCHHOM — npenapate B peectp
BETEPHHAPHEIX JIEKAPCTEEHHBIX npenapatos Coiosa (Onok-cxema 9.2
npunoxenus No 9 k wacrosuaM  Tlpaswinam) nis rpynn  (kareropii)
BETEPUHAPHEIX NeKAPCTEEHHEIX Npenaparos, SAPErHCTPHPOBAHHEIY
B COOTBETCTEHH C 3aKOHOJATENRCTROM TOCYIAPCTR-YIEHOB, IO IEpedHio,
MPEIyCMOTPEHHOMY NpuaoxenreM No 16" k nacrosmmm | Tpasumam.s,

62. B abzane aersrom myHkTa 204 caosa ollannpie 0 JOKMHHHYECKHY
H¥»  3aMEHHTE cioBaMi  «[JaHHee O JIOKNHHHYECKHX  HCCIENOBAHHEX
(HCTIBITAHHAX ) BETEPHHAPHOTD AEKAPCTREHHOTO CPEACTRA My,

63. Ilyuer 206 H3N0KHTE B ClIeAYIONEH pelakimy:

«200. [Iponenypa npHBEIEHHS B COOTBETCTBHE PECHCTPAITHOHHOTO
N0Che:

a) He Tpedyercs ANA RETEPHHAPHLIN JIEKAPCTBEHHBIX TPENAPATOR,
KOTOPEIE OTHOCHTCH K IPyIle (KaTeropHl) BeTepHHAPHLIX JeKapCTBEHHBIX
npenapatos (¢ OAHHM JEHCTBYIOLUIHM  BENICCTBOM), 3APErdCTPHPOBAHHEIX
B COOTBETCTBHH C© 3aKOHOOATENLCTBOM TOCYHNAPCTE-UNEHOB W HMCIOHIHMX
B COCTABE IEHCTBYIOUIHE BeecTsa (B CAy4ae HAUIHYHA COOTRETCTBYIOIISH
hapmaxoneiHo CTATBEH dapmarkonen Coroza) o [IePEYHIO,
NPEeaycMOTPEHHOMY npHIomedHeM Ne 16 & nacrosmum  lparmnam,
B oTHCmMEHHH  TAKHX  BETEPHHAPHBIX  JIGKAPCTEEHHBIX — npenapaTton
VIOIHOMOMSHHEIH  Opras  OCYIIeCTBANeT JeficTBHi, NpeaycMOTpeHHbIe
nyHETOM 235 nacrommmx Ilpasun, B cpok, yeTanosneHubli mynxToM 2035
HacTosmx [Ipagwnmn;

0) OCYIIECTBAACTCH s rpynn (Kareropuii)  BeTepPHHAPHEIX
TMEKAPCTEEHHEIN  [IPENaparos,  3aperdcTpHpPOBAHHLIYX. B CODTBETCTBHH
C 3aKOHCOJATENLCTEOM FOCYJAAPCTE-YIEHORB, N0 TMEPEYHID, [TPEJIYCMOTPEHHOMY
npunowenres Ne 16' k macromumv [lpasunam, no cxeme B3aWMHOTO

npu3Hanus. B xoae naHHOli npolelyphl A8 YKA3aHHBIX TPYON (KaTeroprii)
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BETEPHHAPHEIX 1€KAPCTBEHHEIX NPENApaTOR NONoKeHHs nyHxTos 219 — 225,
230232, 237 n 241 nacronuax Ilpasun He DpHMEHAIOTE. ».

04, Ilpennoxenne nepeoe nveTa 216 nocoe CIOB  «MCCASNOBAHK
(MenBITAHMR )» AOMONIHHTE CNOBAMH «wobpasuos BCTCPHHADHOTO
JIEKAPCTBEHHOTD CPencTBay,

65, ITyskt 217 HanomuTh B CIeyoumei peiaKiy;

«217. Cpok  DpoBelieHHs OSKCOEPTHHIM - YUPEIK/JEHHEM  HKCHEPTHIE

STEPMHAPHOTO  JIEKAPCTBEHHOIO  CPelcTBA B LENAX  NpHBEIeHHS
PErHCTPALIHOHHONO  JOCRE  BETEPHHAPHOTO  JNIEKAPCTBEHHOIO  Npenapara
B COOTBETCTBHE ¢ TPeDOBAHHAMHE HAcTOSWMX [Tpasus cocTasnaer:

A BETEPHHAPHBIX  JIEKapCTEEHHEIX  MNPENaparos,  KOTOPHIE
HE OTHOCATCH K TpPYNNE (KATETOPHH) BETEPHHAPHLIX JIEKAPCTBEHHEIX
HNPEenapaToB (¢ OJHHM JeHACTBYIOUIHM BELIeCTROM), 3aPerHcTPHPOBAHHELX
B COOTBETCTBMH ¢ ZaKOHOATEJILCTEOM TOCYIAPCTB-YUIEHOB B HE HMEIOUHX
B COCTABE JIEHCTBYIOUIMX BElUIECTE (B COYYde HANHUHA COOTRETCTRYKMIIEH
(rapmaroneinoi CTATEH PDapmakoney (Comaa) o e pet,
NpeAyCMOTPEHHOMY  lIpuiomenneM Noo 16k  wmactosumasM  Tlpasuiaw,
¥ BETEPMHAPHBIX JISKADCTBEHHBIX [IPEMAPATOR, KOTOPBIE HE OTHOCHTCS
K rpynne (KaTeropHH) BeTepHHAPHBIX  JEKAPCTECHHEIX  [IPCHapaTtoR,
JAPErHCTPHPOBAHHEIX B COUTBETCTBHH € 3JAKOHOAATENRCTROM TOCYlapeTha-
wilena, 10 NepeyuHo, NpeiyeMoTpeHHoMY npuiosedmem Ne 16" k wactosmmm
Ilpasnnam, — ve Gonee 90 pabouux gHei;

AAf TPYOn (KaTeropuil) BReTEPHHAPHEIX NEKAPCTRCHHEIX IIpErapaTos,
JAPErHCTPHPOBAHHEIX B COOTBETCTEMH € 3aKOHOMATENRCTBOM [OCYAAPCTE-
YIEHOB, 10 TEpedHIo, NpPSAyCMOTPEHHOMY [pHIMKeHHsm Noo 16
K HacToamwnM Tpasunam, — ve Doaee 70 pabounx prei.

[lo wWTOraM >KCHEPTH3IE BETEPHHAPHOTO JCKAPCTBEHHOIO CpeacTRa

Dlj;lD[_'I MIIAETCH NPEABAPHTEILHDE  DRCIEPTHOE  3akIOYeHHe, a4  Takxke
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8 COOTBETCTBHM ¢ NyHKTaMu 52 — 55 mactosmmx [lpasun 3anpoc B agpec

saspHTens O NpeaoCTABICHHHK HepocTamed  (nononERTETRHOI)
HHpopMAHH, HeOOXOIHMBEIX PATHACHEHHH MM YroydeHuH, Kacaiolmxcs
NOKYMEHTOB, BXOJSIMX B cOCTAR OOHORAEHHOID PEIMCTPALMOHHOID ACChE,
AAHHLIX, YEKa3aHHBIX B ODHOBNEHHOM PEFHCTPAITHOHHOM A0ChE, W JAHHBIX,
YRAZAHHBIX B NEPHOIHYECKOM OTHETE, MOSCHHTEALHOH sanucke-o000CcHOBAHH .
IpensapuressHoe IKCMepTHOE 3AKMGUEHHE W 3alpOC B aqpec 3aaBHTENs,
a4 B Cly4ae OTCYTCTBHA 3JAMpOCAa — HTOTOBOC 3KCHCPTHOE 3akIKrIeHHE
HANPABIAIOTER B YKA3aHHBIE  CPOKH  3KCHEPTHBIM  yUPENKIEHHEM
B pehepeHTHLI opraH.».

66, [lononnute nyarrom 218! cnenviouero conepmanus;

«218. B ciyuwae  odopMICHHA  NPEIABAPHTENBHONO  IKCIEPTHOTO
FAKMOYEHHA B OTHOLIEHHH  TPYINL  (KaTeropHil)  BeTepHHAPHEIX
JNCKAPCTEEHHBIX  [IPENapaToB, 3aperHcTPHPOBAHHEIX B COOTBETCTEHH
¢ 3AKOHOAATENLCTBOM FOCY IAPCTE-YIICHOE, 110 MEPEUHID, NPeIycMOTPEHHOMY
npugosennem Ne 16" k wactosmum [lpaewnam, npoleiypa npHeeIeHs
B COOTBETCTRME PerMCTPAlHOHHOTO J0CLE  BO3IOOHOBJHETCE ©  JaThl
MOCTYNAEHKHA B pelepeHTHBIH Opral no perdcTpallHi OTEETa 3IaABHTENd Ha
anpoc, yKazannelH B nyukre 217 nmactosmmx  [lpasun, KoTopwii
He nosauee 4 paGounx gHell  Hanpaengerca  peepeHTHRIM - OpraHom
M0 PErHCTPALME B IKCHEPTHOE YUPSRKISHHE I8 34BEPUICHHMS 3KCIEPTHIE
BETEPHHAPHOIO  JIEKAPCTREHHOTO  CPEeNCcTBA, a8 B’ cayyae  ohopMIeHHs
MONOAKHTEIEHOTO HTOPOBOTO BKCNEPTHOTO 3aKIKYelnd pedepenTanii opran
1o perncTpaiu OCYLISCTBINST AelcTrHA, LpPelyCMOTPEHHEIC
nysrami 227 — 229 (npH HEoOXoMMOCTH) M NyHKTOM 233 HACTOSIHX
[ Ipasum.».

67. B nysuxre 220:

a) undpel «lOn samernTe nudpamu «1 5»;
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G)cnoBa & W OCYLIECTBHTL  TIEPEBOJ  ©  PYCCKOTO  #3kIKa
Ha TOCYJAPCTRCHHBIN H3BIK rocyIapcipa-uleHa, Ha TEPPHTOPHH KOTOPOro
NpeanoaaraeTes o0paiieHte BeTePHHAPHOND NEKAPCTEEHHONO Tpenapata,
COTMACOBAHHEIX  pedepeHTHEIM  OPIEAHOM 10 PerHCTPalHH  [poekTa
HHCTPYKIHH 10 NPAMEHEHHO BETEPHHAPHOTO JICKAPCTREHHOTO TIPEnapara
H TEKCTA Ha NPOSKTe MAKeTa YIAKOBKH BETEPHHAPHOTO JEKapCTREHHOIO
penapara (TpH HAIHEH I COOTBETCTBYIOMIMX Tpefonatuii
B 3AKOHOJATENRLCTBE IOCY IAPCTBA-1IIEHA )% HCKITIOHHTE.

68, [Tyrkr 222 n npennoswenne neppoe nyHkTa 223 nocne cnos
wWHCCHeIoBanmii (HeNETAHHA)  1GNOJHHTE CMOBAMH dofpasnon
BETEPHHAPHOTO NEKAPCTRCHHONO CpeacTsan,

69, B abszaue Tpersem nynxra 227 cnoBa «, a TAKKE NEPEBOJ NPOCKTA
HHCTPYKIHH [0 NPHMEHEHHIO BETEPHHAPHOTO NEKapeTEEHHOTO Tpenapari
M TEKCTa HA [IPOeKTe MaKeTa YIAKOBKH BETePHHAPHOTO MEKAPCTBEHHOID
MPENapara ¢ PYCCKoro A3nka Ha rOCY/I3PCTREHHLIH 361K COOTBETCTEYIOIIEN)
MCY 1apcTha-"UICHaY HOKITHY AT,

70. B npeanoxeHHd nepBoM  nydkra 229 crmosa o« (WAH)
HENPEICTABIEHHA TMEpPeBD/la ¢ PYCCKOrO #3blKA HAa TOCYIAPCTBEHHBIT A3KIK
rOCYJApCTRA-WISHA, HA TEPRUTOPHH KOTOPOre obpailacTcs BeTepHHAPHBI
NEKAPCTRCHHBIA NPCHapar B COOTBETCTBHH € YCINOBMAMH PErHCTPAIMH,
MPOEKTOB HHCTPYKUMH 1O [NPHMEHEHHID BETEPHHAPHOTO JEKApCTREHHOID
ApenapaTa W TEKCTa Ha NpoeKre MAKeTa YHaKoBKH  BeTepPHHAPHOMD
NEKAPCTRCHHOTO Npenaparta (MpH HATHYHE COOTBETCTBYHOIMX Tpebonaumii
B 3AKOHOJATENECTRE FOCYIAPCTRA-YICHA )Y HCKTIOYHTE.

71 Ilyagr 233 panosauTs B CIeaviomel pejakiyu:

w233, PepepenTumiit opran no perMcTpaliid HA OCHOBAHHH CRBOAHOTO
WK HTOrOBOTO JKCHEPTHOTO 3AKMOYEHHS (B CAYYARX, NPEIYCMOTPEHHBIX

nmyukramu 217, 218, 226 u 232 nacroammx Ipaeun) He noinree 5 pabounx
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JHEH © JaThl €ro IMOIYHeHHs! OT JKCTePTHOTO YUPERICHHA NPHHHMAET OIHO

H3 CHEeVIOHIHX pelleHHH:

a) 0 NOATBSPKICHHH MDHEEIEHHA B COOTBETCTRHE ¢ TpeboBaHHsaMH
HACTOAIINX [pasun PErHCTPAIMOHHOTO NoChe RETEPHHAPHOMO
JIERAPCTBEHHOND NPLNapaTd, KOTOPRH HE OTHOCHTCA K rpynne (KareropHs)
BETEPHHAPHLIX JICKAPCTBEHHBIX IIPeNapaTos (€ OMHMM  AeHCTBYIOIHM
BENIECTROM), 3APETHCTPHPOBAHHBIX B COOTBETCTEMH C 3AKOHOIATEILCTBOM
MeYapeTe-4/1eHO0B H HE HMEHUINX B COCTARS ﬂﬂﬁﬂ‘l'l‘l}’m[u}ix BEIIECTE
(B cliyyae HanHuMs coorsercreytomedi dapMaronelinod crarsu Papmaxonen
Coroza) no nepeuHio, npeayeMoTpeHHoMy npuitoxenined No 16 K nacroammm
[lpaBmias, WIM  BETEPHHAPHOTO JEKADCTBEHHOTO [Ipehiapara, KOTOpEI
HE OTHOCHTCH K rpynne (Kareropud) BeTepHHAPHBIX JIEKAPCTBEHHEIX
NPENapaTos, 3aperHCTPUPOBAHHBEIX B COOTBETCTBMH € 3aKOHOJATEILCTBOM
FOCYARPCTE-WICHOE, 110 NEPeyHIo, MPeTyCMOTPEHHOMY Npuiomennen No 16/
K HacTosumM [lpasinaM (¢ BOIMOKHOCTEIO ODpALIEHHS B COOTRETCTRHH
¢ Hacrosiami Tpasuiamy  BeTepHHAPHOTD NEKAPCTBEHHOO IIpenapara,
FAPErHCTPHPOBAHHOIO B COOTBETCTBHH C© 3AKOHOJATENRCTEOM [OCYAAPCTE-
WIeHOB, HA TEPPHTOPHAX rOCYJapcTB-UIEHOB, YNOIHOMOYEHHBIE OpraHhbl
KOTOPBIX  MOATBEPAMIH  [pHBEleHHe PErHCTPAlHOHHOTO [OCKe  2TOrD
Apenapara B COOTRETCTBHE ¢ TpebopanuaMi HacToaumx ITpasnn);

D) 0 NOATBEPKICHHN NPHBEICHHA B COOTBETCTBHE ¢ TpeboBaHHAMY
HACTOH TN [pasun PerHCTPALIHOHEOTD JOChE BETEPHHAPHOMD
NEeKapeTBeHHOro  Npenapard, KOTOPRIH OTHOCHTCA K Tpyine (KateropHsH)
BCTEPHHAPHEIX  NEKAPCTREHHRIX MpenapaTon, FAPETHCTPHPOBAHHELX
B COOTBETCTBHM € 3aKOHOJATENLCTBOM TIOCYAAPCTR-HICHOB, M0 [EPeUHID,
NpeiycMoTpeHHoMy npunomenneM Ne 16! x  wactosumm  [paeunam
(¢ BOIMOKHOCTBIO OOpallleHHA 3TON0  BETEPUHAPHOIO JIEKAPCTREHHOTO

npenapara Ha TaMoxeHHol Tepputopun Cowoza);
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B) 00 OTKA%Ee B MOATBEPMICHHH [IPUBSIACHMA PErHCTPALHOHHOMD J10Che

BETEPHHAPHOTO JEKAPCTREHHOID [IPEIAPATA B COOTBETCTBHE © TpeDoBaAHHAMMN
HactToamy [Tpasun.y,

72. B nyukTe 234

a) B NpPeAIoKeHHH NeEPBOM:

CMIORA «B CyYae, NPpeaycMOTPeHHOM NYHKTOM 221% 3aMeHMTE clloBaMu
«B CITY1afAx, NpeIycMOTREHHEIX MyHETaMu 217, 218, 226 1 232»;

HONONHHTE CIOBAMH «C cOOMIOIEHMEM KOH(ILISHUHATLHOCTH CREICHMI
00 IKCHEPTAX, COASPHALTHXCA B IKCIICPTHOM 3aKAI0USHIH;

0) NpeaIoKeHHe BTOPOS HCRITOYHTD,

73. B noanynkTe «ry mynsta 235:

a} s abzame neppoM  cnosa  «nyakroM  2006n  3aMeHMTE  CIOBAMM
«IOJIMYHKTOM «an myHrTa 206m;

0) B abzaue TpeTLEM CAOBA «H HA IOCYIAPCTBEHHOM AIbIKES TOCYAapCTRA-
4/IeHd, HA TEPPHTOPHE KOTOPOIo Npeanoiaraercs odpalieHe BeTepHHApHOTD
JICKAPCTBEHHOrD Npenaparta (Ipi HAIWYMN COOTBETCTBYIOIIMX TpeboBaHu i
B 3aKOHOAATENLECTRE TOCYIAPCTRA-UNEHA )% HCKIOYHTE;

B) B ab3ame 4YeTBEPTOM C/I0BAa «H  Ha TFOCY/IAPCTBEHHOM  A3RIKE
rOCYAAPCTRA-YIEHA, HAa TEPPHTOPHH KOTOPOrD Npeanciaraerca obpaiicHie
BETEPHHAPHOTO NEKAPCTBEHHOTO MPENapara (1P HiTHHHE COOTBETCTBYHOLIMX
TpefoBAHNN B 32KOHOIATENECTRE TOCY RAPCTRA-YIEHA ), HCKTHOMHTE.

74, AGzan nepeslii nynxra 236 pocne cnosa «llpasuns  gonenpuTe
COBAMM  «(B Cly4ae, NPe/yCMOTPEHHOM TIOMIYHKTOM «a» nyHxTa 233
HacToAniHx Ilpasun), MAH ¢ BOIMOKHOCTEIO ODpAILEHHA BETEPHHAPHRIX
JEKAPCTRCHHEIX NPenapaTos da TaMomendod reppuropun Cowosa (B Clry4ac,

APEAYCMOTPEHHOM NOMIyHETOM «On myHkTa 233 nactoawmx Tpasun)y,
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73. B nyHkTe 237:

a) B ab3alie nepaom:

nocne  cnos «B OTHOINEHHMH  BeTEDHHAPHEIX  JIEKAPCTBEHHELX
npenaparos»  JAONOGIHHTE CIOBAMH &, KOTOpPhLIE OTHOCATCH K [pPyIne
(KaTeropHi) BeTEPHHAPHEIX NEKAPCTRCHNLIX NPenapaToRy;

cloBa «apMakoneiHoil cTaTkiy SAMEHHTL CloBaMy «apMaromeiHo
crareH Dapmaronen Coraas,

6) s abzaue eTOpOM cloBa @0 NOAAYM 3ASRNEHHS O NPHBEAEHHH
E COOTBETCTRHE PETHCTPAIHOHHOTO J0CHE) 3AMEHMTL CIACBAMH 0 [AaTh
HHHLIHAPOBAHKA YIIOUHOMOYESHHEIM OPrafHoM JeHCTBHH, NpemycMOTPEeHHEK
NOAMYHETOM «an nynera 206 nacrosuins Hpasnay;

B) B aD3ale TPeTheM CIOBA 10 NOJAYM 3ASBIEHHA O NPHBEIEHHH
2 COOTHBETCTBHE PETHCTPAUHOHAOIO A0ChRER 3AMCHHTE CJIOBAMH «10 JATH
HHUIHHPOBAHHA YIOMHOMOYEHHEIM OpraHoM JleHcTiui, NpeaycMoTpeHHBIX
HOAYHETOM «ay nyHkra 206 sacrosims [pasusi,».

76. B nynrTe 238:

4) B MOANYHKTE «a» clopa «nyHkToM 2060 3a8MEHHTB cloBaMH
COOAMYHKTOM «ay» nyHeTa 206mn,

D) B MOANYHETE ¢!

cnoBa  nyHETOM 2069 38MCHHTH  CIOBAMH  «IOANYHETOM @y
nyHETa 2000;

ocie CloRA ¢NPEenapaToRy AOMOIHHTE CHOBAMU «, KOTOPLIE OTHOCHTCH
K TPyIe (KATErOpiH) BeTEPHHAPHBIX NEkapDCTEEHHBIX TPEnapaToBy.

77. B noanynkre «B» nyHkra 240 cnosa «d (HAH) HenpencTapneHHe
NEPes0a ¢ PYCCKOrD f3eKa Ha FOCYIapeTBeHHBIH A3LIK FOCYAapcTRa-1ieHa,
HA  TEPPUTOPHH  KOTOPOro  oDPalaeTes  BeTEpHHAPHEI  JIeKApCTREHHKN
MPenapaT B COOTRETCTEHM ¢ YCIOBHAMM PErHCTPALIHH, TIPOEKTA HHCTPYKIMHN

mo NPHMEHSHHKY RETEPHHAPHOID JICKAPCTECHHOD Opernapara H TeKeTa Ha
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MPOEKTe MAKeTa YNAKOBKM  BETEPHHAPHOIO [IEKapeTBeHHOT0  npenapara
(IIpH  HAAHYHH  COOTBETCTEYIOUIHX  TpeDoBaHnld B 3aKOHOJATENRCTRE
rocy1apcTea-uieHa )» HCKTHYHTE.

T8 [lpennomenng BTOpOE DOJANYVHKTA «ay iyHkra 241 nocne cnog
«HCCIenoBaAHM (HCNBITAHHA)S  JOTICITHHTL CNoBaMH «0Opasios
BETEPHHAPHOTD JIEKAPCTBEHHOTD CPEICTRAR.

79, TloanyHETEL «en 0 aW» NYEKT2 249 HekmouuTh,

S0, Tlyarr 254 npu3HaTE YTPATHBIIHM CHAY.

31. B nyukre 233:

a) mocine  afzana nepsoro  JonodHdTkE  ablanes  ciegyiolero
COJlepRanni:

«AKTYANHIHPOBAHHOE CROIHOC HIIH HTOMOBOE JKCNEPTHOE JAKIHOHEHHE
(B caywasx, OonpefeleHHuix HacToAuMi Tlpasuaamu) ¢ cobmogenseM
KOHQHASHUHANTEHOCTH cBEICHHHA o IRCTEepTax, COAEPIKALIIMXCA
B IKCOEPTHOM 3aKNIO9eHHHIH,

0) abzaubl BTOPOH 0 TPETHI HANOKHTE B Cleyioulel pelakuuu:

G¢HHCTPYKUHIO 10 [PHMEHEHHKD BeTePHHAPHOTD  JIEKapCTBEHHOO
NpernapaTa Ha Py CcoKomM a3nike;

MAKETEl TTEPEHTHON H NPH HAIHIHH BTOPRYHCH YIIAKOBOK Ha pycCcKoM
A3BIKE C© YHEA3dHHEM Hd HHA PETHCTPAllHOHHOTD HOMEPa BeTCPHHAPHOTO
JEKAPCTEEHHOTD PenapaTa. .

82. JlomonH|TE MYHETOM ’255'¢nc}1ymmem CONEPIKAHMA:

«255', [lepepoa AOKYMEHTOR, YRAIAHHLIX B NyHETe 249 HacTofmInx
Ilpasin, ¢ pyccKoro g3elKa Ha FOCYJIAPCTREHHLIA 36K HOBOTO TOCYIapCTRA-
WIEHA OCYIMECTRIHETCH HOBEIM YIHOJHOMOYEHHBIM OPradoM H (HIH) HOBEIM
IKCOCPTHRIM  YYPeRISHHEM (NPpH HAAHYHH COOTBETCTBYHOUIHX TpeDoBAHH

B 3aKOHOAETCIIECTRE Pﬂﬂ}“ﬂﬂpﬂ'i'ﬂﬂ-‘lﬂﬂllﬂ].
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[lepesoa HHCTPYKIHM N0 IPHMEHEHH IO BETEPHHAPHOID JIEKAPCTREHHOTO
npenapata ¥ TEKCTOB HA MAKETAX YNAKOBOK, YEASAHHLIX B NyHKTE 2535
HacToamwKux llpaBun, ¢ pycckoro g3Lika HA TOCYZAPCTBEHHBIH A3LIK HOBOTO
rocyjapeTea-uneHa (MpM  HATHYHMH  COOTRETCTRYIOWMXY  TpeboBaHuii
B 3JAKOHOOATENLCTBE TOCYJapcTRa-YNEHA) OCYIICCTBIANETCH  3aMBHTENEM
B COOTBETCTEMH ¢ nyHkrom 427 mactosumx [lpasun no cornacompanmio
C HOBBIM VIIOMHOMOYEHHBIM OPTaHOM. 3,

83. B npemnoseHHn BTOPOM NMOANYHKTA «e» nyaxra 264 cnosa
«lakoe HecoOTBETCTBHE® 3amMeHHTh crnoBamA  «Mudopmanna o Takom
HECOOTBETCTBHHY, CIOBO «OCYIIECTRICHHSY 3AMEHHTE CAOBOM (IMPOBEISHIM:,

84. Ilyukr 265 npH3HaTh YTPATHEIIHMH CHITY.

83. B nyvakTe 206:

B ab3arax ETOpPOM — BOCEMOM C/IORA {{H[}HBH.’I. APHHAMASTY 3aMEHHTR
cnosamu «llpasun, — npuHHMasTy;

B abdiale CcelbMOM  CIIOBO  «OCYUIECTRACHHA® SAMEHMTE  CIIOBOM
HMPOBEIICHH AN,

absan OeBATHI] MOCHE CI0BA «YBEIOMIACTCSY JONMOJIHUTL CIOBAMH
“ITYTEM HATPABICHHA HHHBOPMALTHEY.

86. JlononuuTs TYHKTOM 266/ CHENYIIIErs COASPKINHA:

266", Pewenie 0 NPHOCTAHOBIEHHN 00pallleHHA cepHi BeTePHHAPHGIO
JEKAPCTBEHHOIO NIPENAPara Ha TEPPHTOPHAX HECKONBKHX MOCYIapeTB-4IeHOE
NPHHHMAETCH TEM YNOJHOMOUEHHLIM OpPradHoM, KOTOPEIR HRAANCH Ha 2ary
perHcTpalng ITOIG BeTEpHHAPHOID  JICKAPCTECHHOTO  [penapara
peiepeHTHEIM OPraHoM [0 PerdeTpaiiu, a Ha TePPUTOPHH  OJHOrO
M3 FOCYAapcTB-UNEHOB — VIOMHOMOWEHHEIM OPrafoM 5Toro rocyuapersa-
YIIeHA, HA OCHOBAHHN:

) HHHIIHATHEHOTO  3a8BACHMS  npapoobianare]s  BeTepHHAPHOTO

NEKAPCTBEHHOTO  Npernapata O [pHOCTAHOBISHHH {}ﬁ'p-ﬂ].U,E[-EHH CEPHH
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BETEPUHAPHOIO NEKAPCTBEHHOrO Opernapara (¢ YKazaHHeM npeanojaraemMoii
natel  BozobGHOBNeHMs obDpamenHa) Ha OYMaXHOM  HocHTene W (Mnm)
B MWIEKTPOHHOM BHAE Ha PYyCCKOM #3nlke no dopMe, npegycMmorTpeHHol
npuioskenneM N 10 & nacrosumm Hpaswnam (dopma 10.8);

©) 1IepBHYBOre BLIABJIEHHS HECOOTEETCTEHA O0pPasHOR BeTepHHAPHOrD
JEKAPCTBEHHOTO  Mpenapara  onpedeneHHoll  cepud  TpeboBaHHMAM
HOPMATHBHOTO [JOKYMEHTA HA BETEPHHAPHOE NEKApPCTRCHHOC CPEACTRO 110
MTOrAM OCYHIECTRIEHHA BHIDOPOMHOTO KOHTPOAA KA4ecTRA BETEPMHAPHEIX
JEKAPCTREHHEIX NPEIapaTon.»,

87, Iynxrer 267 n 268 npraHarth YTPATHRIHMK CHITY.

88. B afsanax pTopoM H TPEeTEEM NYHKTa 269 croBa «iyHkTa 265
JAMEHHTE CA0BAMHE «OyHETA 2665,

89. Nonomants nyustamu 272" 1 2727 cnegyiomero colepxanms;

«272'. [lpencrapnenuse npasoobiaiaTeneM BETCPHHAPHOTD
JEKAPCTBEHHOTO NPENaparTa 8 COOTBETCTEHH ¢ ab3alaMi BTOPEIM, YeTREPTHIM,
iIECTRIM W CEABMEM MyHKTa 200 1 ab3ateM TpeTeHM NYHKTA 269 HacTOAMX
Ilpasun  pesyantaThl AOMOIHWTENBHO [POBEIEHHBIX SKCHEPTHI W MHEIE
MATePHAILL HE 103/ Hee 5 pabOYHX THEH ¢ JaThl HX NOIYYeHHA HaNpARIAIOTCS
peepeHTHEIM OPIaHOM [0 PErHCTPAUNHH HAM YNOAHOMOUYEHHEIM OpratoM
B IKCIEPTHOR YHPEAIICHHE I8 aHAI3A.

272°. Pedepentrril oprad 00 perucTpalHM WAM  YIOJHOMOHEHHELH
Ooprad He nodjgHee 5 pabodyux JHER © AATH NONYYEHHA 3aKII0YeHHE
JKCHEPTHOID  YUPeWIeHHA ¢ pPe3yIRTATAMH NPOREACHHOTD  COrNacHo
nyaxTy 273 vacrosmux | lpasun ananusa:

a) MPHHAMAET PEIIEHHE O COXPaHEHHH TPHOCTAHORICHWH oDpaleHns
BETEPHHAPHOIO JISKAPCTEEHHOTD MPEMAPaTa MW ero CepHH /0 yoTpaHenHs
MPHYHH, TPEeJCTaBIAKIIHX  YIPO3y IOPOBRKD, MWHIHH YeJ0BeKa HIH

HHBOTHBRIX TPpH MPHMCEHEHHH BETEPHHAPHOTD JICKAPCTRCHHOTD Npenapara,
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nmbo 10 BHECEHMA  W3MeHeHWH B MHCTPYKUHIO 00 [IPHMEHEHH:O
BETEPHHAPHOID JIEKAPCTREHHOIO (penapara (B cay4ae ecid SKCHepTHBIM
VUPEHIEHHEM BRIHECEHO BAKTIOYEHAE O TOM, YTO NPHYHHE NPHOCTAHOB/ICHHA
OOPALISHHA BETEPHHAPHOIO NEKApPCTBEHHOTO NPENapata HIH ero  CepHH
HE YCTPAHEHbI (HAlpUMep, NPHMEHCHHE BET¢PHHAPHOTO JEKAPCTBEHHOIO
npenapata npeacTaBlaeT YIPa3y 3M0pOBLIO, WHIHH 9e10BeKa HITH HHBOTHBIX
H  (HIM) CBElEHMH ©  BCTCPHHAPHOM  JICKAPCTHEHHOM  [penapare
HE COOTBETCTBYIOT CBEJEHHAM, COAS[UKANIMMCH B HHCTPYKIMH [0 ero
NPHMEHEHNID)) W veejomiseT  npasoobianatens  seTepHHAPHOrO
NEKAPCTBEHHOTO TPEnapata (MyTeM Hanpasienus HHhopMaing Ha Oy MamsHom
HOCHTEJE H N0 JEKTPOHHOH NMOYTE) 0 NPHHATOM PEIIEHHH ¢ YKAaHHEM
NPHYHH  IPHOCTAHOBAEHHA O0palllends  BeTepHHAPHOIO JIEKApCTREHHOTO
Npenapara 1 ¢ NPHIOHKEH HEM KOTHH 3aK/IHOMEH A IKCTIEPTHOTO YUPek/IeH Hs;

) npUHHMAaET pellleHHe O BOIOOHORICHHM OOpaALeHHs BeTepHHAPHOID
JIEKAPCTBEHHOTO IIPENapara HIH ero cepii M HalpasaseT npasoobnaiaTenio
BETEPHHAPHOIO JAEKaPCTBEHHOO npenapara (Ha OyMamHOM  HOCHTEne
H 1D 3JEKTPOHHOH MOYTE) KOMAK0 3aKIIOYeHHA SKCHEPTHOTD VUPEHKICH i
(R CAYu#e SC/M IKCIEPTHEIM YUPEXKICHHEM BEIHECEHD 3aKkI0YeHHE O TOM, 4T0
IPHYHHE MPHOCTAHOBIEHHA oDpallleHAs BeTEPUHAPHOID JIEKaApCTBEHHOTO
npenapara  YCTpaHeHsl  (HampHMep,  NPHMEHEHHE  BeTepHHAPHOID
JEKapPCTBEHHOTO MPErnapata He Mpe/CTamiseT Yrpo3y 3I0POBLIY, JKH3HH
HEJOBEKd HIH JKHBOTHBIX, & CHEICHHA © BETCRUHAPHOM JEKAPCTREHHOM
APENAPATE COOTBETCTBYIOT CBEASHHAM, COACPMALINMCH B HHCTPYKIHM 110 ero
NPHMSHEHHEO ) ).,

O0. Mynrr 274 nononHaTh ad3aleM CAeayIionero colepxanns:

«B MePHON  NPHOCTAHOBISHHS  oDpalieHua  BeTEpPHHAPHOD
NEKAPCTEEHHOTO penapara SANPeN A Tes ero MPOHIBOIACTEO,

TPAHCIIOPTHPOBRKA, OTTIYCK, PCA/IHZAIHA, NMPHMEHEHHE, BBO3 HA TAMOHETTH YD
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reppuToprio Coroza, nepemerierne no TaMomendol teppuTopun Cowosa
H BHIBO3 © TAMOMEHHOH TepprTopHi Cotosa.n.

91. B nyuxre 282;

a) MOANYHET «0» HIN0KHTE B CHeAYIOUIeH pelakiiuu;

«D) neHcTRYOMHE cepradurar (HIH Konps ceprudmgara, sapepeHHas
B YCTAHOBJEHHOM MOPAJIKE), BRIIAHHEBIH B COOTBETCTBIH € IOONYHKTOM 0N
nyHETa 9 Hacroawmux [pasun.

lNocypapeTea-uleHbl B3aUMHO [IPHIHAIT JULIEHIHM HA TIPOHIBOACTRD
BETEPHHAPHEIX EKAPCTREHHEIX CPEJICTE H (HITH) ceprudHKaThl, BEIIABAEMEIE
VIIOIHOMOYEHHBIMH OPrafaMi B COOTBETCTBHH ¢ TOATNYHETAMH «a» B «b»
nyHkra 9 nacrosumx Ipagmn.

B cny+sae HEBOIMOMKHOCTH NPEACTARNCHUS JCACTRYIONErO cepTHhuKara
HpH NoIa4e S4adBJAcHHA O PErHeTpaldd  BeTepHHApHOID JeKapCTEEHHOTOD
MPENnapara 3asBHTeNb [PEACTARINET BMECTO HErD:

KOMHK)  PEINEHHA  VIIUWIHOMOYEHHOQ  oprada o UPOBREIeHHH
(hapManeBTHYECKOH HHCMEKIHH Ha COOTEETCTEHE YCIOBHH NPOHIBOACTBA
tpebopannan  [lpasmn  vannemamell  NpoOM3BONCTREHHOH  NPaKTHEH
(U npear pRATHA-NPOH3BoAHTENeH TOCYIapCTB-UIlcHOB) WM O NPOBEISHHH
COBMECTHOH (apMalEBTHYECKOH HHCNEKIHH Ha COOTBCTCTBHE YCIOBHI
NPOH3BOACTEA CTPAHB-TIPOHZBOSHTENA Tpebopanuan [lpasun naanesamed
NPOHIBOACTBEHHOH MPAKTHEA (68 NPeinpusTHil-nponisoinTenei TPeTLAX
CTpaH);

KOTHIO JOCEE TIPOHAROACTREHHOID YYacTra (MacTep-thain),

B cnyyae HeBOIMOKHOCTH NpeACTARNEHHS AeHCTBYIOWErD cepTH(UKATA
OpH Mojavde 3aiBIEHHS O TPHBEJeHHH B COUTBETCTBHE PErHCTPALHOHHOrD
AGCHE 3AABHTENS MPEACTARIACT BMECTO HEMD:

KOMHIO  PeHieHHs  YVIOOJIHOMOYEHHOTO  OpraHa O [OpORedeHHH

drapMaleBTHYCCKOH HHCNEKIMH Ha COOTBETCTBHE YCIOBHI NPOM3IBOJICTRA
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TpeboBanHam | [pamun HaJIekaTieH NPORIBOACTREHHO MPAKTHKH

(S8 NpeAnpHATHH-NIPOH3BONHTENSH TOoCYAapeTB-WIEHOB) HIH O [NpPOBEIEHHH
copmectHoi  (papMaueBTHHeckolf  MHCIEKUMH  HA  COOTBETCTEME  YCIOBHI
NPCH3BOJICTEA  CTpaHB-Npou3soauTens  Tpebopanusy  [lpasun  wamiemanei
NPOHSBOACTECHHOR  NPAKTHKH (U IpeInpHATHH-TIPOHSBOAMTENSH  TPeThHX
CTpan);

KOTTHIO 0CHE TIPOHIBOJICTBEHHOND YIACTRA (MacTep-gaiiin),

KOTTHIO MOCTETHETD HHCNEKIHOHHOTD OTUETE, BLITAHHOID
VIIHOMOYEHHLIM  OPraHOM  HIH KOMOSTEHTHEIM  OpPraHOM HE paHee dem
31 3 roga A0 OATEL [OOAYH  3asBIEHHS O ITPHBEICHHH B COOTBETCTRBHE
PETHCTPALHOHHOTO JI0CHE;

CBEJEHHA O Pe3yIbTarax BCEX HHCHEKUHH [aHHON [poM3IBOICTREHHOH
ImEaAKH - Ha  cooTBercTBHe  rpeDopanuamM  [lpasun  naanescamed
NPOHIBOACTHEHHON TPAKTHEH, [IPOBSASHHLIX 33 [OpeIUIecTBYIOmMe 3 roga
J0 JIATH! TOJAYN 3EHBIEHHE O NPHBEJIEHAH B COOTBETCTEME PErHCTPAIMOHHONO
JIOCHE,

CREJSHHA O HAIHYHMH (OTCYTCTEHH) PEEIaMalMid B OTHOHIEHHHM Kadecrsa
BETEPHHAPHOIG  JIEKAPCTREHHOID  TIperaparta, [EPOH3BEACHHOIMD  HAa  JAHHOH
HPOHEBOACTEEHHOH NIOLGUIKE, 38 NOCAEIHHE 3 rojda ¢ NPeJocTaRICHNEM KOt
ITHX PeRIaMalini;»,

0) HOANYHKT «K» M3T0MHTE B CISIYIOMEH pelakimu;

“K) TOKYMEHTE]L, cojlepaliie TpeboBaHus K KauecTrY (hapManerTHYeCKoi
CyOCTAHLIMM M ONHMCAHHE €8 METOAOE ROHTPONA A0 yKasaHHe CCHUTKM Ha
(apmakoneiinpe crarsn @apmakonen Cowoza M QapMakonel rocyaapeTea-
yieHa {[PH HATHSTHH )35,

B) AOTIONHHTE MOAMYHKTOM «H' 5 CIEIYIOMIETO CONepuanH;

¢i'} MefiCTEVIONWAS JHISHIAA  HA  (POHIBONCTRO  apMalleRTHHECKOi

C}'ﬁGTEHL[HIL BblLOAHHAA B COOTHETCTEHM C MOJANYHETOM a3 NYHETR 9 HACTOATIIHN
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[lpasun, um  AOKYMEHT, NOOTBEIIAIONIAN  COOTRCICTBHE  MPOHIBONCTRA
thapuanesTiueckoll  cyOCTAHIME OPABIIAM  HALISKAMEH [IPOHIBONCTREHHON
NPaKTHEH CTPAHBIFIPOH3BONMTENN, BhIIAHHBIH KOMIIETEHTHEM OPraHoM TpeThei
CTPAHBL, U KEAI0H MPOH3SOACTREHNOI MIOMASKH, HA KOTCpol OCyIecTRISeTCH
[POHIBOACTEO (hapMaleRTHYSckOH CyDCTanim;»,

92.B nynkre 284 ¢ioBo «peakTHBAMY IAMEHMTE CIOBAMH «PeakTHRAM
(peareHTaM .

93. MononauTs myHkToM 330" enemyromero colepanm;

«330", Coenenna 06 yNOJHOMOYEHHBIX  JMIAX  [POM3BOARTEICH
BETEPHHAPHEIN ~ NEKAPCTHREHHLIX  CPEACTE MO Pe3yviLIaraM  npoBefeHHofl
ATTECTAIHH PAIMENAKTCA B PeecTPax YNOHOMOMEHHRIX JMl MpoH3BOIHTENel
BETEPUHAPHEIX JIEKAPCTECHHBIX CPE/ICTB COOTBETCTRYIONIEND IOCYIapeTRA-tICHA
HA  OMHIMATEHEIX  CAHTAX VIOAHOMOYEHHEIX OPraHoB B COOTBETCTEMH
NOPAIKOM, ¥CTAHOBICHHEIM 38KOHOIATETRCTEOM INOCY JapCTRa-UWIcHA. .,

94.B mynkre 333 CIOBA «0 KAYECTBEHHEIX W HENODPOKaYECTBEHHEIN
BETEPHHAPHBIX JIEKAPCTEEHHEIN Npenaparax, a Takse (PankCHuiHpOBAHHER
M (Mn) KOHTpaakTHRIX BETEPHHAPHLIX NEKAPCTEEHHLIX NPLNapaTaXs JaMeHHTE
CAOBAME 40 HEKAMECTEEHHLN, (ansecHihbHUHPOBAHHEIX U (HIH) KoHTPafakTHLIX
BETEPUHAPHLIX TEKAPCTBEHHEIX CPEICTBAX M,

95.B  mymkre 336 cioss  «nenoDpokavecTREHHLIN  BETEPHHAPHEIX
NEKAPCTBEHHEIX  MPENAPATos, a  Take  QanbCHQMUMpoBaRH=IX B (HaH)
KOHTPR(IAKTHRIX BETEPHHAPHBIX NEKAPCTBEHHEX IPENAPaTORY JAMEHHTE CIOBAMH
(HEKAIECTBEHHEIX,  (UILCHMIMPOBAHHEIX W (WIM)  KoHTpadakTHEIX
RETEPHHAPHBIX JIEKAPCTREHHEIX CPEaCTEY,

96. HyakTer 338 1 339 n3nomuTh B CIeayomed pelaKimm;

«338.Beoz Ha TamomenHyio TeppuTopHio Cowosa  dapmauesTHyeckny
CyDCTaHIHI OCYIIECTRANETCH NPH YCIOBHH HAIHYHA HA MOMEHT VBEAOMICHHSA

TAMOMEHHM T  Oplada  rocygapecTea-4icHa o J'JPHEI;II'HH TAKOIO  TOBRapa  Ha
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TaMmKeHHy0  TeppuTopiio  Corosa paspeliicHM®  Ha  BRO3,  BEIAHHOTO
YIOMHOMOUEHHBIM OpTaHoM B TIOPAIIKE, VOTAHORIEHHOM SaKOHOAATENECTEOM
roCY1ApCTEA-1IEHA.

Bros na TaMomeHHyw  TeppHropHio  Colosa  apMaLeBETHUECKHN
cyDCTAIME, BHECEHHBIX B yeTanoBRNeHHoM Hactostimmu [lpasmmavu nopsmke
B PEECTD BETCPHHAPHBIX NEKAPCTBEHHRIX Npenaparos Cowosa, OCYIIeCTRAACTCH
B HRMAX  [POH3BOACTBA WM PEAlM3AlMA  BeTEPUHAPHEIX  JIEKAPCTHREHHBIN
MPenapaTos, 3APerHCTPHPOBAHHEIY 8 COOTBETCTRHM ¢ Hactosmpse [ Ipasunams,
a4 TAOKE B LENSX ANTEHHOTO HITOTORNCHHA BETEPHHAPHEIX JEKAPCTBEHHBIX
[PEIEapaToB ¢ YUeTOM [IONOMERHT TOMTYHKTA «By nyikra 13 nacroaum Tpaswu.

Broz  na rtamomeHHyn  veppHropHie  Cowsa dapMaueBTHYeCKHX
CyOCTAHIIMH, HE BHECEHHEIX B PECCTP BETEPHHAPHKIX JCKAPCTBEHHBIX [IPeTIApaTOR
Cowosa, OCYILICCTRIASTC: B e

paspaboTEH BeTEPHHAPHEIX JISKAPCTBEHHBIX CPEICTE;

NMPOBENEHHA  HecnenoBaHuil  (MenwiTanmil)  crannaprumx  oBpasinos
NeHCTBYIOUIHY  BELECTE  MPH  YOINOBHH  NOCHSHYIOWETD  YHHYTOMEHHI
(YTHIH3AUKHE) HA TePPHTOPHH TOCYAAPCTEa-"CHA 33 CUET CPEICTs Bajenslia
HEM3PACKONOBAHHBEIX 0DPa3liOB WIH OCTATKOE BETEPHHAPHBIX JIEKAPCTBEHHBIX
CPelCTs NGCNe 3aBeplleHMs HcoagloBaHMii (MCURITAHMI) HIM WX BRIBO3A
¢ TaMOmeHHoR Tepprropii Coiosd B COOTBETCTRHE £ TaMoskeHHoH [POLIETY PO,
JOIVCKAIGUISH TAaKeH BEIBO3,

OKCTIEPTHIL BETEPHHAPHBIX MEKAPCTREHHLIX CPSICTE B PAMIAX TTPOLIEIYPEL
PEFHCTPALIMH  BETEPHHAPHEIN  JEKAPCTREHHEIN  NPENAPETOR  NPH  VCIIOBWH
MOCIEYIOLIETO VHUHTOMEHISA (YTHAUZAUHH) HA TEPPHTOPHH MOCYIapeTRa-1NeHa
3a cHET CpeACls BNafesiblia HEeHIpacxoloBaHHLIX ﬂﬁ])&ﬂl{ﬂﬂ HIIH OCTAaTKOR
BETEPHHAPHBIX JIEKAPCTECHHBIX CPEACTRE NOCINE 3ABEPIUEHHA IKCTIEPTHIBL HIIH WX
BRIBO3A ¢ TaMmoweHHOH TeppuTopi Colosa B COOTBETCTBHH C TAMOIKEHHOH

npoUenypoi, jonyckaroueii Takoil BRIB03;
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NPOHIBOJACTBA  COLITHO-IPOMBIIJIEHHOH — 0apThH  BeTEpHHAPHOrO
NEeKAPCTREHHOID TIPEnapata a8 JOKIHHHYSCKHK HCC/IenoBaHnii (MCnnITanyii)
BETEPHHAPHBIX  JIEKAPCTBEHHBIX  CPEJCTE M KIMHMYECKHX  MCCIENOBaHMi
(HCHBITAHKIT) BETEPHHAPHEIX JIEKAPCTREHHBIX NPENAPATOR,

339.Broz Ha tamomweHHylo Tepputopuio Cowaa  apMateBTHYECKHX
CyOCTAHIMH A ANTEYHOTO H3TOTORJEHWS DBETEPUHADHEIN [IEKAPCTBEHHEIX
NPENApaTOR  OCYIIECTRIASTCH B VCTAHORIGHHOM  3AKOHOUATENLCTEOM
FOCY, MAPCTSE-UIeHA TTOPIIKE. .

97. B mynicre 340

a) B MOANYHKTE «D» CHOBA (GIMHHYECKHX MOCIea0BaHnii (Mermrranmii)
BETEPHHAPHOTD NEKAPCTREHHOND CPEICTBAY 3AMEHHTE CHOBAMH (KITHHHYCCKIN
HECIIENOBAHHH (HCOLITAHHI) BETEPHHADHOTD JCKAPCTBREHHOIO Npenaparan;

0) npemokeHHE  BTOPOE  TMOANYHKTOE  «lp -  «3n  [OCkHe  CIoB
#B  KOJTHYECTBE,» JIOTIONHUTE CIOBAMH «YKA3aHHOM B rapaHTHRHOM ITHCEME,
FANPOCE Ha PEIPELISHHE BBO3A HITH PELIenTe, .

98, [Tynkr 341 nononHuTe CHOBAMH GB COUPOBOMIEHHH JOKVMEHTA
NPOWIBOIHTENS BETEPHHAPHOTO [IEKAPCTREHHOND CPEICTRA, TOATBEPHIARIIIEro
ero KayeeTso M OC30MACHOCTE (CePTHHOHLAT Kauecrsa, aHannTHYeCKH MacnopT
1P ), 38 HCK/IOYCHUEM BETEPHHAPHLIX JIGKAPCTRCHHEIX NPENAPATOR IUTH ITHTHOTO
noTpebeHns,

9 Ilynkr 342 pononawte  chosamu «(cepTHdMEaT  KauecTma,
AHATHTHYECKHI NACTIOPT M /P.), 33 HCKIOUCHHEM BETePHHAPHLIX TEKAPCTREHHEIX
NPenapaTos A THMHONO NoTpedneHns.».,

100, Hyngrs: 343 — 346 npH3HATE YTPATHELIHM CHITY,

101. B myukre 348 cnosa «, nyHeTos 343 1 344y HCKMIOHHTE.

102. B abzaue sropoM nogpasziena 3.3 npunomenns Ne 3 K yKadaHHBIM

[ Ipapminam criosa «H ka0 poOBAHON 3AMEHITE COBAMM «H (HJH) KLTHOPOBAHOY,



34

103, B npunomennn Ne 5 K ykazannsiv [ Ipasnnas:

a) B pazaene I:

B IYHKTE 7;

JOTICAHHTE DOANYHETOM «M'» CIeayionero coaepaHna;

«n') eTarye obpanen g BETEPHIAPHOND NEKAPCTREHHOTO Tpenapara:

JAHHEIE O CTATYCE VKASBIBAKITCH © YHETOM [TOJNOMEHHH NOIMYHETA &y
nyura 7 paspena Il wacroswero llopsaka («cpobogmoe obpaiienues,
aansemnrars, «xonrpaparts, «obpaunieHde npenapara NPHOCTAHOEACHOR,
«0OpalleHne Cepul NPHOCTAHOBNEHO», ®IPENAPAT HIBAT K3 obpatieH sy,
WCePHA HIBATA W3 0Dpalenns»);

JAAHHBIC O CTATYCE YKAIBIBAIOTCA © YHETOM ITONCHKEHHH NOINYyHKTA 30
nytnrra 7 pasnena IV macrosmero llopagka («csobomHoe obpatneHues
(JIj13 BETEepHHEPHEIX JICKAPCTBEHHEIX NPEN&paros, NPOHIBOIHTENE KOTOPHIX
uMeeT  gcHeTeyOmHA  ceprndukar) wam  wobparlesne  orpaHHueHOd
(JInA  BETEPHHAPHLIY JICKAPCTBEHHLIX TIPEMAPATOB, NPOWIBE/CHHBX MNOChe
NATH, KOTAA ¥V HX NPOoH3BOONTENs OLL1 oTo3BaH ceprudnkar, ero feiicTrae
NpexpalieHo WK ero JelcTrie NpHOCTAHOBISHO )M,

B NOJNYHKTE «1% CI0Ba cTaMomeHHas Teppuropus Corosan 3aMeHHTh
CIOBAMM «YRAsEBaeTeH « EBpazniickuil sxonomutecknil comoam;

B MOANYHKTE «HY CAORA «N0JHOE HAWMEHOBAHHE) JAMEHHTH CIOBaMH
RO, MOTHOC HAMMCHOBAHHC)

MYHET 8 H3NOMHTE B CleayiomeH peaakimn;

«8. B ciydae OTMEHEl PErHCTPALMH BETSPHHAPHOTO MEKapCTBEHHOMD
Npenapara COOTBETCTEVIONINE CBENSHHA NePeialoTes  VIOIHOMOUSHHBIMH
oprasaMu M (MNM)  SKCHepTHEIMH - yupesnedusmMu B Komwuccuo
¢ MCHOMB30BAHHEM CPEACTB HHTEIPHPOBAHHON CHCTEMEL B TeveHue 5 pabounx
AHEH ¢ TaThl MPUHATHA TAKOTO PelIEHHA N1 BHECEHHA M3IMEHEHHWH B peectp

BCTEPDHHAPHBLX NEKADCTBEHHEBIX MNPEllapaToB EDH.'IFFE, HE HUEITHIYAH TP 5TOM
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CBEJEHHH M3 peecTpa BETEPHHAPHEIX NEKAPCTEEHHBIX npernapator Coiosa
O BETEPHHAPHOM JNEKAPCTBEHHOM [IpEmaparte, perscTpaius  woToporo
IPHIHAHA HEICHCTBHTENBHOH. ¥,

B OyHETE | 3:

B abzaue nepeoM CloBd «He MeHee uvem 20 jger ¢ Jarkl nofgayu
3AMBJICHHA Ha PErHCTPALMID BETEPHHAPHOIO JICKAPCTBEHHOID Npenaparas
HCKTIOYHTE,

AOMOAHHTE TOAMYHKTOM «B» CIEAVIOUIEro COAepRaHns:

#B) COTNACOBAHHBIE HOPMATHEHEIE JOKYMEHTE HA BeTepHHApDHBIE
NEKAPCTEEHHBIE CPENCTRA, MHCTPYKLHH 110 HCTIOMLIOBAHHID CPE/ICTR M MAKeTR
YIAKOBOK CPEACTB.»,

JOIOJIHHTL DVHETEMH 14 1 13 caeayiowero cojlepxanns:

«14.C parel nojgadu 3aMBICHHMS HA PErHCTPALMK)  RETEPHHAPHOIQ
JEKAPCTEEHHOND TPEnapara XpaiHeHHe B 3JeKTPOHHOM BHAE JOKYMEHTOR,
yEazaHHex B nyHkre 13 Hacrosmero llopsaaka, obecncumBaercs
pehepeHTHEIMH  OPraHaMH 1O PErMCTPAlMK B TeueHHe cpoka JelcTius
PETHCTPALIMH BETEPHHAPHOTO JICKAPCTBEHHOTO IIPEapaTa H He MeHee 3 Jer
MociIe  OKOHYAHHA  CpOKA  JeHCTBHA  pPerHcTpaldH  BETEPHHAPHOTO
JIEKAPCTEEHHOIO Openapara (XpaHeHHe JOKYMEHTOB HA OyMamKHOM HOCHTZNE
OCYIIECTR/IASTCA MPH HeOOXOIHMOCTH ).

15. Xpanenne, KOMILIEKTOBAHHE,  y4eT, [epefada B apxus
H HCIONLIOBAHHE APXHBHEIX JOKYMEHTDB, YKA3aHHLIX B MyHKkTe 13
HECTOALIETO [Topanka, OCYIIECTRIAETCH B COOTBETCTEHH
¢ 3AKOHOAATENBCTBOM FOCY JapCTRa-UIEHA. »;

6) B paznene [I:

B HaHMEHOBAHHH CloBa «0 KaHYeCTBEEHHLIX H rIe,tl{aﬁptmat:e::'mmmmx
BETEPHHAPHLIX NEKAPCTREHHLIY NMpenaparax, a Takiae QaibcHpUIHpoBAHHBIX

H {H.ﬂ]-*]} HQH'FFELq'JHH'i'IJ[-:H{ BETCPHHAPDHLIX  JICKAPCTBCHHLIX  MIPEIaPAaTa
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JAMEHHTE CHOBAMH €0 HEKAYECTREHHEIN, (PaibCcHMUMPOBAHERYX B (HIH)
KOHTpahakTHLIX BETEPHHAPHBIX NTEKAPCTREHHBIX CPEICTRAXY;

N0 TEKCTY CA0BO «HEA0DPOKAYECTBEHHMAR B COOTBETCTBYIOINX HHCIE
M Majieke IaMEHUTh CIOBOM «HEKAMECTREHHEI» B COOTRETCTBYIOIIHX YHCIE
H TMajgewe, ChoB0 «HEJODPOKAMECTREHHOCTR? B COOTBETCTHYIOMNIMN HHCIE
H [181eKe 3AMEHHTh CIIOBOM «HEKAYECTBEHHOCTEY B COOTBETCTBYIOMIMX YHCIE
M [a1eHe;

B IYHKTE | cCloBa «0 KauecTREHHLIX W HeloDpoKavYecTREHHLIX
BETEPHHAPHLIX MEKAPCTBEHHEIX MPenaparax, a Takme daiscnhHiHpoBaHHBIX
H (MIH) KoHTPaaKTHEIX BeTEPHHAPHHX [eKapCTBREHHEIX NpenmapaTtaxs
FAMEHWTE CIIOBAMH «0 HEKAYECTREHHHIX, (paibcupuimpoBadumx u (nim)
KOHTPAQAKTHRIX BETEPHHAPHAIX IEKAPCTREHHRIX CPEACTRAXY;

B IIYHKTE 21 C/IOBA GIPHIHAHHBIX KAYECTREHHEIMH, M BETCPHHAPHEIX
NEKAPCTEEHHEIX TIPEnapaTax,» HCKIHYHTh;

B NOANMYHKTE «a» IMYHKTA 5 ClOBA «NPHIHAHHEIX KAUCCTREHHEIMH, HIH
BETEPHHAPHLIX EKAPCTBEHHEIX MPENAPATAN,”? HEKITHUHTE;

B nyHKTe 7:

MOANYHKT «a» WITOKHTh B CReAYOMeil pejakiun:

«a) KOI 1 HaHMEHOBAHME TOCYIapCTRA-YWIEHA, HA TEPPHTOPHH KOTOPOro
BHIABIEHA CePHA (NapTHA) HeKavecTReHHOrD, hanseudmumporaniore u (W)
KOHTPahaKTHOID BETEPHHAPHOTO NEKAPCTREHHOTO CPEICTRE»;

B MOGIYHKTE «8% CHOBA «KAUYCCTREHHEIMU MM HCKMIOYMTE;

B MOAMYHKTE (]

abaans! NepeELIi 1 BTOPOH HAIOMHTE B clenyouel pelakimu:

«rjcrarye oOpalieHHs  BETepHHAPHOID JIGKAPCTBEHHOID Npenapara
M JJaTa HIMEHEHHA 3TOr0 CTATYCA:

«CBOODAHOE oDpaleHey;»;
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B 40300aX TPETEEM H HETBEPTOM CIOBO «IPEHapaToRy 3aMeHUTh CI0BOM
HCpelCTEY;

MOAITYHKT ¢Mp» H3I0MKHTE B CIEAYIONEH pe/lakiiii:

«M) KO M HAHMEHOBAHHE CTPaHE], Ha TEPPUTOPHH KOTOPOH HaxoamTes
IPOHIBCIHTEL BETEPHHAPHOIO NIEKAPCTBEHHOIO Npenapara;»;

MOAIYHKT €O% HAI0KHTE B CIeayomeil peakimnm:

«0) HAMMEHOBAHHE — OPraHH3alKK, B KOTOpOH  ORIO  BWSRIEHO
HEKAYECTBEHHOE, PABECHDULHPOBAHHOE W (HoH)  KoHTpadakTHoe
BETEPHHAPHOE JIEKAPCTHEHHOE CPEICTBO, MECTO ee HAXOBJIeHHH (aapec
IOPHIMYECKOTO JTHIIA) B pec MECTa OCYIIECTRICHHA JeSTelLHOCTN (B coyyae
eCITH ajipeca pasiHYaroTea) — JANA IOPHAHYECKOro NTHI@A Win (haMunHb, HMa
H  OTYeCTBO  (OpH  HAIHYHH), MECTO JHHTENBCTBA W aJpec  Mecra
OCYIECTRICHHA JEATEIBHOCTH (B CAyYae eciM ajgpeca pasiinyairrcs) — juis
(H3HHECKOTO JMIA, SaPErHCTPHPOBAHHOND B KAYECTBE HHAWRKWAYAILHOID
npeanpuHuMarens, Jaubo  HauMeHOBAHHE OPraHa  rocyapcTha-uleHa,
BREISBHBLIETO HEKAYECTBEHHOE, PATBCHOHIHPOBAHHOE H (1)
KOHTPafitKTHOE BETEPHHAPHOE JIEKAPCTBEHHOE CPEACTBO%;

B HOANYHKTAN 4% W «p CIoBa «(HE 3AMOMHASTCA ANA BETeHHAPHRIX
JIEKAPCTBEHHEIX [IPENAPATOR, NPHIHAHHBIX KAMSCTBEHHEIME )% HCKITIOUNTE;

ZONONHUTE NOITYHETOM «C» CHE/YIOIETD COIePKatHA:

4C) CnpapodHas HHOPMAHA O NPOBEISHHOM BRIDOPOUHOM KOHTpOae
KAYCCTBA  BETePUHAPHOTO  [IEKAPCTBEHHOTO  CPEACTBE,  HAXOAAMErocs
B oOpalieHnn Ha TaMoxenHoil Teppuropry Coloza (TOProgoe HaHMEHOBaHHE
BETEPHHAPHOTO JIEKAPCTBEHHOID  [Ipenapara, PerdcTpalHoHHLIA  HOoMep
BETEPHHAPHOTD NEKAPCTHEHHOID MPENapara, HOMEpP CEPHH BeTSPHHAPHOID
JCRAPCTHCHHOIG CpelicTBd, KO H HaHMEHOBIHHES TOCYapoTBa-qieHa,
Hi TEPPHTOPHH KOTOPOrD NPOBOJHICA BRIDOPOUHEI KOHTPOIL KavecTsa

BETCPHHAPHOIO  JIEKApCTBEHHOTO  CpPCAcTBa, Jj1dTd W HOMCpR  [pOoTOKOME
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HCCIIEADBEAHHA {HL‘I] EITAHHA H] KOH T PO KAMSCTRA BETCPHHAPHOIO

NEKAPCTEEHHOTD CPE/ICTRA).»;

B NYHETE 9 CJIOBE «KIYCCTBEHHBIM B (HJIH 1 HCKITIOUHTE,

nyHET [0 JCHOMHATE CHOBAMH &, 30 HCKIIOYEHHEM CBEIEeHMHI,
YEa3aHHBIX B NOANYHKTE «CH NyHKTa 7 HACTOAIIETo pasiena, KOTOpsle
He TOAIeRaT ONyOIHKOBRHHIO M A0CTYIHB TOABKO I8 VIOAHOMOMEHHBIX
OpPrasoB K (HIH) KCNEePTHRIX YUpekaenni, a Take s Komucennn;

B) B MyHKTe 7 pazjaena [V:

B TIOAMYHETE «ay CNOBO «HAMMEHOBAHHEY 3aMEHWTH CIIOBAMH «KOJ|
1 HAHMEHOBEHHE,

B MIOJIMYHKTE €% CACEO «NOLTHEPHCIEHHAY HCKTIOUHTE,

B MOJNYHKTE €30

absan nepebIi JOTONHATE CIIOBAMM «H 1aTa HIMEHEHHA 3TOrD CTATYCRN;

abzan eropoil nononHuTE cnopamu «JIJIMMITTT (yeasemaetcs narva
Havajia JelcTRAE cepTHRHKATA )N

abaan Tperuit nononHwrs cnosamu «ULMM.ITTT (ykassisaercs nara
OT3LIBA cepTH(HKaTa)y;

abzan versepThld nonoannTe cnoBamd «LJJMMITTT (yrazwigaerca
naTa npeKpalleHHd NeHoTeHg cepradmraraly;

abzan naterii gononHrTe caosaMu «[UJLMMITTT (vkasweaerca aara

NPHOSTAHOBISHHA JICHCTRHSA CepTHHEATA )Y,
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104, Tlpunoscene Mo 6k ykazamHeIM  [lpasuaaM  HAIOMHTE
B CACAVIOWEH peaakimm:
«[TPHITOWEHHE No 6

Kk [lparnnam peryinpoBaHus
ODpaileHns BETEPHHAPHEIX
NEKAPCTBEHHEIX CPe/ICTR
HA TAMCIKEHHOH TeppHTOPHH
Eppasuiickoro SKOHOMHYECKOTD COK3Y
(B penakumy Pemenns Cosera
Erpazniickoil axonoMuteckoil
KOMHCCHH oT 22 anpens 2024 r. Ne 36)

NEPEYEHB
HIMEHEHHH PErucTPanHoHEHOr0 10Che BETEPHHAPHOTD JCKAPCTREEHHOT)
Apenaparta, Tpedyonmy uim e TpedyIoIHY NPoBeIeHIs 3KCIepTHIL
BETEPHHAPHOID JEKAPCTREHHOTO CPeicTRI

I. MameHen s, BHOCUMEIE B TOKYMEHTEL, COEPManinecs
B PEFHCTPAIIHOHHOM J0ChE BETEPHHAPHOD NEKAPCTREHHOIO Npelapara,
He TPEDYIOLIHE NPOBEACHHA IKCHEPTHIL BETEPHHAPHOTD JIEKAPCTBEHHOTO
cpelicTha (He3 NpoBe/leHH A MKCIEPTHIEL PETHCTPALIHOHHOTO 0Che
BETEPHHAPHOID JICKEPCTREHHOTO npenapara H 663 NpoReIeHHs HKCIepPTHIH
0OpaIloE BETEPHHAPHONO NeKaperBeHHore cpegerea)’

I. Famenenne TOProBOro HaUMEHOBAHHA BETCPUHAPHOTD
NEKAPCTREHHOID Npenaparta.

2. Hamenenun HAHMEHOBAHMS  NPOM3BOAHTENA BETEPMHADHOTD
JNERAPCTEBEHHOND  CPeJCTBA W {MAH) MecTa ero HaxXomIAEHHHA {aapec
HOPHIHYECKOTD JIHIA) O3 HIMEHEHHA APEeCcOB NPOHIBOICTREHHEIX 10ATOK,
YUACTHYIOUIMX B IIPOHIBOACTEE BETEPHHAPHOID IEKAPCTBEHHO) CPEICTBA,

3. Msmenenns  HawMeHOBaHH®  NpaBoofNafaieid  peTepHMHApPHOrO
NEKAPCTBEHHOTO  lipenapata W (HAH) MECTA €ro  HaxomjeHus (aupec
HOPHIHYECKOID nuMud) ¥ (HIM) anpeca MecTa OCYIMECTRIeHNS [NeATeNn:EHOCTH

(B CAYYAE SCHH ANpeca pasIHYaioTes).
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4, Mamenenns B TEXHOIIOTHH IIPOHIBOJICTRA BETCPHHADHOTD

NeKapCTBEHHONG Npelapara, He BIHAIIHE Ha KavecTro, 3dhexTHRHOCTE
1 De30IMACHOCTL BETEPHHAPHOTD NEKAPCTEEHHOTD Npenapara,

5. Hasmenenus, BHOCHMEIE B JIOKYMEHTHI, cojlepKauecs
B PerdcTpallHOHHOM [0ChEEe BETEPHHAPHOTO NEKapCcTECHHOIO mnpenapara,
B CBA3M ¢ BCTYILUIGHHEM B CHIY 4aKkToBR oprados  Espasuiickoro
AROHOMHYecKorD cowsa (nanee — Coo3) W HOPMATHRHBIX NPABOBLIY AKTOR
rocyiapers — dnenop Corosa (1anee — rocyapcTRa-uiicHsl), He BIHAIOIIHE
Ha  Kadecrso,  oddexruniocrs W Ge30MACHOCTE  RETEPHHAPHOTO
JEKAPCTEEHHOIO NPenapaTa.

6. Msmenenne B  cneumdmkannn @ (WIM)  0poueiyvpe  aHanHza
ACHCTBYIOIIEro  BellecTBa W (MAH)  BCOOMOTATENLHOIO  BElIECTRa
Bes HIMEHEeHHH METOJOB KOHTPOIA W nokazatencH KavecTBa BeTepHHAPHOMD
NEKAPCTREHHOTO Npenaparta.

7. Mamenenne TpeDoBaHuil KauecTBa W METOJOR KOHTPOIS NePRHUHON
VITAKCEKH €3 H3MEHeHMs MeTOJ0B KOHTpONd M NoKazareliell KadecTea
BETEPHHAPHOIO JEKAapCTBEHHOTO IIpenapara.

8. Hamenenne win podasnenne Hoeoro Buaa gacosku 0e3 naMenenns
THIA H MATEPHAna NepPEHYHOH YNAKOBKH BETEPHHANHOIO NEKAPCTRCHHOIO
mpenapara,

9. Hsmenenue BropH=HOH VIAKOBKHM BETEPHHAPHOID JEKAPCTBEHHOTO
npenapara.

10, Mamenenne  nH3aliHa  MAKETOR  MepBHYHOR W BTOPHYHOM
(1P HAIMYHK) YIAKOBOK BETEPHHAPHOTO JIEKAPCTREHHOIO Npenapara.

11, Mexmouenne oHOrD M3 MOKA3aHWH K NPHMEHEHHI0 BeTePHHAPHOID
NEKAPCTBEHHOID Nperapata, oJHOIM0 H3 ChocoDOB BREACHHS KHBOTHBIM

BCTCPHHAPHOIO ACKAPCTRCHHOMD MPETaparta, 0HON U3 BHT0B JKHBOTHRIX.
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2. M3menente oTneuaTxoB, WTAMNOE W HAANHCEH HETOCPENCTBEHHO

Ha JlﬁliﬂpL"TE-E'!b[Hﬂii EI]D]J'ME, HE BIHANINHEY HAa KA4YECTBED NCKAPCTBCHHOTO

HNPelld T,

1. Hamenenns, BHOCHMEIE B JOKYMEHTHI, COePKamMecH
B PErHCTPALHORHOM J0CEE BETCPHHAPHO JCKAPCTBEHHOTD NPEMaparTa,
Tpedylonine Npose/leHHs JNCIEPTHIEL BETEPHHAPHOTD JIEKapCTREHHOTO
CpeACcTRA (€ NPOBEEHHEM SKCTIEPTHIE PErHETPALIHOHHOID A0CEHE
BETEPHHAPHOTO JICKAPCTREHHOTO NPENapaTa i MPOBeAeHHEM JKCTICPTH Ik
0BPA3NOE BETEPHHAPHOIO IEKAPCTBEHHOTO Cpe/icTRa)

13, Mamenenne w  (wm) jgobaBnewde NpoussoiuTens #u  (MIH)
MpOHIBOACTBEHHOH nuiomanKm:

a) rapaHTHiHDE MHCEMO [PAaROODIaATENs BETEPHHAPHOTD
JEKAPCTHEHHOID  Mpenapara o COXPaHeHHH KAYECTRA  BeTEPHHAPHOID
NEKAPCTEEHHOTO TIPEnapara npH H3MeHeHHH # (MIH) jnobDapneHHH HOBGH
NMPOHIBOLCTBEHHOR MITOIATKH;

D) cBE/leHHs O HOBOM  TIpOM3BOAMTENe WM (HIW)  HOBOI
MPOA3EICTBEHHONR NA0MAIKe: HAMMEHOBAHHE, MECTA X HAXOKIeHUA (aapec
HPHAHYECKOTO JIHOA) H aJpec MecTa MPOH3BOJACTREA (B CIV4Yae eciM agpeca
PAzHYAOTeH),  YKA3AaHMME  CTAOMH  NPOH3IBOJCTREHHOID  Hpoliecca,
OCYINCCTRAMEMBIX  HOBBIM  [POMZBOAMTENeM W (HIH) Ha  HOBOH
NPOHIBOACTBEHHOH NI0MIATKE;

B) KONUS  [eHCTBYIOIIETO NOKYMEHTA, BRAAHHOIO YIOIHOMOYEHHBIM
B clpepe ofpaieHda BETEPHHAPHBIN JIEKAPCTBEHHLIN CPEICTE OprafoM
FOCYJApPCTRA-YWIEHA JUIA KaKIOH HOBOH [IPOHIBOLACTBEHHON ImomwmaakH,
JaBepeltas B YCTAHOBIEHHOM MOPAAKE W NONTRCPMABIONAA COOTBETCTBHE
MPOHIBOAWTENA, PaCOONOKEHHOTD  HA  TEPPHTOPHH  TpeThell  CTpaHH
Hin TamMoeHHol TeppuTopud Cotosa, tpebopannsm [Tpasun Hapnemanei

L BOACTBEHHOH 11 PAETHEH EB}"FEIHHriﬂ RO AEOHOMHYSCKOND  COHEA,
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yreepuiendsix Pemenner Copera Eppasuiickoll skoHOMHYECKOH KOMHCCHH
or 3 wnoabpm 2016 r©. Ne 77 (ganee - [lpasuna wagaesxauiei
NPOHIBOACTBEHHON NPAKTHKH), W KONWA NCHCTBYIOMEH NHIEHIMI HA NpaBo
NPOHIBOICTRA BETEPHHAPHOTO NEKAPCTREHHOIO Npenapata Ha TaMOoMKeHHO
Tepputopun Coro3a;

) CXeMa  TCXHOJNOHYECKOrO  [Ipouecca  NpoM3IBOACTEA  HOBOIO
MPOHIBOIHTENA HIIH HA HOBOH MPOM3BOACTREHHON MIONIALKE BETEPHHAPHOIO
NEKAPCTBEHHOrO NPenapara, BKIOYAT KOHTPOIE KAHECTBRA MPOMEKYTOYHOH
MPOIY KN,

1) JOKYMEHT,  OOATEBePHRJAONME  KauecTBo M OE30M4CcHOCTb
BETEPHHAPHOTC  JNEKAPCTREHHOID  lpenaparta, TPOHIBCACHHOIO  HOBBIM
POH3BOAHTEICM HIIH HA HOBOH NPOHSBOIACTBEHHOR nmiomanke (cepTHdmukar
Ka4ecTBa, aHanHTHYecknil nacnopt u jap.j;

e) 0Dpaslibl BETePHHAPHOIO NEKAPCTHEHHOIO Mpenapata B 3agBaeHHOH
YIAKOBKE, [POHIBEIEHHBIE HOBRIM NPOHIBOIHTENEM HIM  HA  HOROH
MPOWIBOACTEEHHOH NAOIIAKE;

) MPOSKTRl  MHCTPYKIMH N0 NPHMEHEHWH)  BeTepHHAPHOID
JIEKApPCTBEHHOMD TIPSIapara, HOPMATHEHOIO JOKYMEHTA Ha BETEPHHAPHOE
JIEKAPCTBEHHOS CPEICTBO, MAKETh! NEPRUYHOH H BTOpHYHOH (mpH HamHTHH)
YHAKOBOK € YKa3aHHEM  HOBOMO  [IPOHIBOAMTENS  MIM  HOBON
NPOH3BOACTBEHHOH MIONIEAKH,

14, Mamenenne wan fodarneHde npoMsBoanTens dapsManerTHUecKok
cyOCTaHUMK,  HCTIONB3IYEMOH  ApH  [OPOU3BOACTEE  BETEPHHAPHOTO
NEKapPCTBEHHOTD Npenapata;

a) rapaHTHHHOE MHCEMO IpasoobnataTens BETEPHHAPHOID
JERdPCTECHHOTD  TIperiapara o ToM, HTO  HIMCHCHHE NROHIBOAWTERR

He IMPHEBOIHT K CHHEEHHKY KavueCTRa t]TﬂpMEIHEB'FH'—]EEI{DH E}-"EETEHIIFTH:.
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0) rapanTHiiHOE [THCHLMO npasoobiaiares BETEPHHAPHOTD
JIEKAPCTREHHOIO  nipenapata o0  OTCYTCTBHM  H3MSHeHMiT B uactd
TEXHOAOIHHECKOTO NPOLECea NMPOHIBOACTED H METONOR KOHTPONA KadecTsa
BETEPUHAPHOID JIEKAPCTEEHHOTO NIpenapara;

B) CEEJICHHA 0 HOBOM MPOHIBOAHTENE (papMaleRTHYecKoi cyOcTanumn
(MoaHoe HAHMEHOBAHHE NPOHIBOAHTENA, MECTO €0 HAXOWISHRS (agpec
IOPHIMHECKOTO JIHIA) H anpec MEcTa NPOH3BOACTBA (B ClyYae eciim agpeca
PANTHYAITCA ), TenedoH, aapec WEKTPOHHON NoYTh );

) KOnHA JASHCTEYIOIIEre JOKYMEHTA, BRUIAHHONO YIOAHOMOYSEHHBIM
B cepe oOpalleHHA BETEPHHAPHBIN JICKAPCTRCHHMX CPEACTE OPTaHOM
FOCY/APCTBA-WIEHA JUIA  KEOEAOH HOBOH  NPOHIBOACTBEHHOH NNOMIATKH,
3ABEPEHHAN B YCTAHOBIEHHOM [OPATKE H NOATBEPHIAIONIAY COOTBETCTBHE
NPOHIBOAHTENA, PACNONOMEHHOrO  HA  TEPPHTOPMH  TpeThell  cTpaHm
HiH TamoxeHHoll TeppuTopin Coroza, Tpebopanuam lipaswn nannemanied
NPOHZBOACTBEHHOH NPaKTHKH, H KONHA JAefcTRYOMEN NHIEHIHA Ha mpaso
MPOH3BCACTBA BETEPHHAPHOIO JIEKAPCTEEHHOIO NPENapara Ha TAMOMEeHHOH
TeppuToprl Coroaa;

1) ONHCAHHE TEXHONOIHYMECKOrD (poilecca MPOHIBOACTEA  HOBRIM
npon3BoanTeNeM  QapmanesTHuecko  cyDCTAHUME, BKIIOYAA KOHTPOAL
HCXOMHOTO CHIPEA, MPOMEKYTOMHON NPOAYVKIHH W YKA3aHHE KPUTHYECKHX
CTAAHH MPOH3BOJACTEA, HENONEIYVEMEIX OPraHHYCCKMR PACTROPHTENEH,

€) MOKYMEHT,  NOATBEeKIaIIHA KAYECTHO M Oel0nacHOCTE
(papMaleBTHUYSCKOH CyBCTAHIHH, NPOR3IBEIeHHON HOBLIM [IPOH3BOIHTENEM
(ceprHHEAT KA1eCTRa, AHANHTHYECKHA Macnopt | ap.);

) pesyiInTaThl HEVUCHHSA CTAabHIILHOCTH (hapMareBTHHECKOH
cyDCTaHUMH,  NPOHIBEASHHON  HOBRIM  NPOMIBOAMTENEM, B  TEUcHHE

FAABICHHOTD CPOKa NOAHOCTH H TTPH PEKOMCHNOBRHHBIX YCIHOBHAX XPaHEHHAL
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3) obpasuel (papmatepruyeckoll cvOCTAHIHN, NPON3BEICHHON HOBLIM
NPOHIBOATENEM,

H) 00pasiibl BETEPHHAPHOID JICKApPCTBEHHOTO [Ipenapara,
HNPOH3BEICHHOID € HECNONL30BaHHEeM dapMalerTHYeckoii cyOCTaHIIHN HOBOTO
[POHIBOMMTENS ¢ CePTHDHKATOM KauecTsa,

15. HameHerne TEXHONOIHYECKOID npoLecca NPOHIBOACTEA
BETEPHHAPHOTO JIEKAPCTBEHHOTO MPENapara, KOTOpOe MOMET OKASATE BIMSHNE
HA KAYeCTBO MOTOBOIO HPOAyKTa:

A) OIHCAHHE HIMEHEHHA B TEXHOIOIHYECKOM [POLEcce NPOH3BOACTREA
BETEPHHAPHOTO [ICKAPCTEEHHOTO IPENApaTa;

D) B cayuae BHeCEHMA HIMEHEHHH & dacTH noKazaTenell KavecTBa
M (HIH) METOJOB KOMTPOAA KA9ecTBa BETePHHAPHOTO NeKapeTREMHOrO
MpenapaTa — [NpoekT HOPMATHBHOTO JOKYMEHTA ¢ 0ODCHOBAHHEM BHOCHMLIX
HIMEeHEeHHH

B) MOKYMEHT,  NOATBEPKIAOMIMA  KaYecTBo H  Ge30NacHOCTE
BETEPHHAPHOID NEKAPCTREHHOTO Ipenapara, IPOH3BEAEHHOIO
MpU  H3IMEHEeHHH TeXHOMOTMH NpPoHIROACTEA  (CepTHlMKAT  Kadecrsa,
aHaIMTHYECKHH Nacnopr v ap. )

r) obpasisl BETEPHHAPHOIO JICKApCTREHHOID npenapara,
IPOHIBSACHHOIO  [0C]€  HEMEHEHHH  TEXHUJOIHYECKOTD  Mpollecca
MPOH3BOICTEA BETCPHHAPHOTD HEKAPCTREHHOMD NperapaTa.

16. MaMeHeHHs B HOPMATHBHOM  JOKYMEHTE Ha  BeTepHHapHOS
ICKAPCTECHHOE  CPCACTBO, KACAIOUIHECd  METONOB  EOHTPONA H (Mawu)
KOHTPOMHPYEMBIX TIOKasaTeneil KauecTsa:

) OTYET O BAIMIALHN H3IMEHEHHEIX METOROR KOHTPOIS,

O) NpoeKkT HOPMATHBHOIO JOKYMEHT HA BETEPHHAPHOES JeKapCTBEHHOE

CPEACTRO HIIH MPOCKT H3MEHEHHS HOPMATHEHGTO JAOKYMEHTA
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Ha BETEPHHAPHOE JIEKAPCTRCHHOE CPCUCTRG, BEIOYAIOMIMA ONHCaHHEe Beex
noKazaTened Ka4ecTsa i METOI0B KOHTPOIA, B KOTOPLIE BHOCATCH HAMCHEHMS !

B) AOKYMEHT,  NOATESPHAAIONME  KauecTso H  DEe30nacHOCTh
BETEPHHAPHOTOG  JIEKAPCTREHHONO  npenapara  (ceprudmrar  xauecTsa,
AHANTHTHYECKWI TTacmopT 0 ap.);

r) 0DPAsIEl BETEPHHAPHOTO NEKApCTREHHONO NpenapaTa.

17. Mamenende cocrana  BCNOMOFaTellbHBIY  BeWECTE  (BRIIGYAs
KPAcHTENW W BKycoBRIE J00aBkM), de pamsiomee Ha 5eKTHBHOCTL
H De30TACHOCTE BETEPHHAPHOTO IEKAPCTBEHHOTO NMpenapara:

a) TOKYMEHTEI, MOATEREPHAAIIHE Ka49ecTRO H Be30MacHOCTE HOBRIX
BCIOMOPATENBHBIX  BEIIECTRE  (CepTM(MKAT  Ka4yecTBa, aHATHTHYECKH
MACTOPT | Ap.):

0) OnHCaHHe METOI0R EOHTPOJIH HOBLIX DBENOMOraTeNbHBIX BEIIECTR
WM CCHUIKA Ha dQapmakonednyio crartelo Papmakones Eppasuiickoro
IKOHOMHUYECKOTD COwsa, yTRep#xieHHol Pemmienwenm Konnerun Erpasmiickoro
IKOHOMAYMECKOH  wommeewn ot [1 asryera 2020 . Ne 100
(manee — Mapmakones Coroza), WK PapMakonen rocylapersa-twieHa;

E) Pe3YIIBTAThI M3VUCHHA cTabHIBHOCTH BETEPHHAPHOI'O
JEKAPCTBEHHOTD  Mpenapara, NROMARSAEHHOID C  HOBBIM - COCTABOM
BCTIOMOPATENLHBIX BEIECTE BO BCEX THIAX NEPBHYHONA YIAKOBEM;

) pe3syaeTaThl CODCTBEHHBIN HoCHeloBaHui (HenBITaHH) HNK crpaska
HA OCHORAHUHM MHPOPMALMM W3 HAYUHLIX JHTEPATYPHBIX  HCTOYHHKOR
0o HapMako-TOKCHRONOTHYCCKAM  CROHCTBAM  HOBRIX  BCNOMOIATENLHEIX
BEIIECTR,  COMEpXalEas  Hayynoe 0ODOCHOBAHHE ¢ IIPeACTABIEHHEM
(GakTHUSCKHX JAHHEIX, MOATBePHIMOMLMY, YTO HANHYHME B COCTABE HOBBIX
BCHIOMOPATCIBHBX BEIIECTE HE NPHBEAET K YXYAIEHHID TOKCHEOIONHIECKHX
cpoiicTs M (Win)  MisMenennmio  OHONOCTYNHOCTH — BETEPHHAPHOIO

JEKAPCTREHHOID MpenapaTa,
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1) 0Opasibl BETEPHHAPHOTD NEKAPCTEBEHHOIO Npernapara,

MPOM2BEJIEHHOI0 ¢ HOBBIM COCTABOM BCIIOMOTraTel bkl BellecTn;

&) IPOEKTH HHCTPYELHA o [IPHMEHEHHIO BETEPHHAPHOD
NECKAPCTBEHHOTO Mpenapara, HOPMATHEHOTO JIOKYMEHTA Ha BeTepHHapHoe
JEKAPCTEEHHOE CPEICTED © HOBRIM COCTABOM BCHIOMONATENbHBX BEIISCTR,
MAKETOR NepBHYHOH B BTOPHYHOH ([IDH HANHYNH) YIRKOBOK.

18. Mamenenne cocraRa BCIOMOTATENBHEIX BEIHECTB, KOTOPOS MOMET
NOBIHATE HA fIJEIJMEKﬂHHHﬂTH“EﬂKHE H TOKCHEOJIO'HYCCKHE TAapaMETpEl
BETEPHHAPHOIO JIGKAPCTREHHOTD I];JEH&FELTEE:

a) 0DOCHOBAHHE BHOCHMBIX HIMEHEHHA W NpOBEIEHHBX HCCIenoBAHR
(HCMEITAHAH), MOATBEPAIAOIINN, YT0 HATWYHE B  COCTABE  HOBRIX
BCIIOMOTATENBHBIX BEILECTH HE NnpHBeIeT K YXYIIIEHHD
(PapMAKOTOKCHKOJIOIHYECKHX  CBOMCTE  BETCPHHAPHOIQ  JIEKAPCTEEHHOTO
npenapata;

) cipapka HA OCHOBAHHH HHEOPMAIHH H3 HAVYHBIX JIHTEDaTYPHLIX
HCTOYHHKOB O HOBBIX BCTIOMOFATENLHAIX BELIECTRAX (0 (PUAMKO-XHMHUYBCKHX,
(papMaeBTHYECKHX, TOKCHKOIOTHYECKHX CROMCTRAX, MCMOILIOBAHNH HOBEIX
BCIOMOIATENLHBIX  BEMIECTE B COCTARE RBETEPHHAPHBIX  JIEKAPCTBEHHBIX
NMPEenaparos, HAXOUAUIMXCH B 0DpaimeHHd, MAH o0 WX  HCHONbIOBAHHK
B (apMALEBTHYECKOH MIH KOCMETHUSCKOH [IPOMBILLICHHOCTH), CCEUIKH
Ha (Qapmaxoneddoie  crared  @apuaxoned  Comosa  wiw dapsakones
rOCYIAPCTEA-9eHA (TTPH HAMHYHH);

B) JOKYMEHTEl, NOATEEPAIANIIHE KAYecTBO H (e301acHOCTE HOBRIX
BCIOMOTATENRHEIX  BewlecTs  (ceprudiMkar  KadecTa,  aHATHTHYECKHH
MACHOPT H JIp.);

l'} TpﬂﬁﬂEElHHH K KabeCTBY BEnOMOarciibHBIX BEHISCTB, METOR

EOHTPMIAE H OTUETRL 10 BANHIAHH METOJOB aHLIH3a {ﬂ,JIH HE‘dJElPMEKDHEﬁHHZ".
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METOIIOR aHANK3a), KoUK Qapmakoneiinmx crateid @apmvakonen Cowza MM
drapMaxoneH rocynapeTea-uieHa (pM HaTHYHH);

A) BaHHEe O CTA0HIBHOCTH BETEPHHAPHOID NIEKAPCTBEHHOTD NPEnapaTa,
NPOH3BSAEHHOrD ¢ HOBBIM COCTABOM BCHOMOISTE/ILHBIX BElECTE BO BCeX
THNAX NEPBHYHOA  YIAKOEKH, MLAHHLBIE O CTabHILHOCTH BO  BCKPBITOM
VIIAKOBKE, €CIH NPENYCMOTPENO XpAHEHHE Npenapara I1ocie OepBore
BCKPBRITHA,

e) OTHer 0 CPAaBHUTENLEHOM HCCIeJ0BAHNH {HCTIBITAHHH )
TOKCHKWIOTHYECKHX CROHCTE BETEPMHAPHOID JIEKAPCTBEEHHONO IIpEnapara
C NpeHIM H HOBBIM COCTABOM BCIIOMOTATCIBHKX BELUIECTDE HA J'[ﬂﬁD]’.'lEth}pHEl:'E
MHBOTHBIX 1pH OUHOKPATHOM " MHOTOKPATHOM BREJEHHH,
NOMTBEPASIAIING, 9T0 HOBRIE BCIOMOIATENLHLIE BEUIECTBE HEe [PHBOIAT
K W3MEHEHHI} TOKCHYHOCTH BETEPHHAPHOTO NEKAPCTBEHHOIO Mpenapara;

) OTUeT o HCCIIeA0ORAHHH (HCIIBITAHHI) NEPEHOCHMOCTH
BCTEPUHAPHOIG  JICKAPCTECHHOrD  Lpenapars ¢ HOBHIM - COCTABOM
BCHOMOTATENEHBIX BEUICCTE HENCBRIMH MKHBOTHHME B PEKOMEHIYEMOH 03¢
IpH MHOMOEPATHOM BECACHHR B COYYAC RLIMRICHAA YREAHYEHHA TOKCHYHOCTH
B XOJE ONETOR Ha JAB0PATOPHELY HHBOTHEIX

shoTyer ob  HcoonepopanHy  (MCnETaEMH)  PapMAKOKHHETHEH
BETEPUHAPHONO  JEKAPCTECHHOrQ  NPEnapars ¢ HOBRIM - COCTABOM
BCIIOMOTaTE BN BCHICCTR Ha USJICBHX HHAOTHRIX I1IPH PeKOMEHIYSMOM
PEEHME SOZHPOBAITHAS

H) OTYET 00 MIVYEHHH JHHAMHKHM BLIBEAEHHS OCTATOYHBIX KOMHYECTB
JeHCTRYIOUIHX  BellecTs  (JIeHCTBYIOLEro BeLIeCTRA ) BeTEPHHAPHOO
NEKAPCTECHHOIO npenapata B (miM) HX MeTadDOIHTOB © HOBRIM COCTABOM
BCTIOMOTATENRHBIX  BEIIECTE M3  OPraHM3IMa  [NPOIVETHBHBEIX  HKHBOTHEIX
(B cayuae H3aMeHeHHH (PapMAKOKMHETHYSCKHX [TapaMETPOB, BHIABIEHHEIX

OpH  H3Y4eHHH  PAPMAKOKHHETHKH), NOITREPEAAIONHA  00OCHOBAHHOCTE
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CPOKOB  BOIMMEHOIO  IOAYYEHHA  NHILEPOTD  CRIPEA  JKHBOTHOIO
NPOHCXOHJIEHHA  [IOCTE  TPHMEHEHHS  BUTCPHHAPHOTO  JICKAPCTBEHHOrD
NPETapara 8 OTHOWEHHH MPOAYKTHBHEIX #HBOTHEIX,

K) OTHET O KIHHHYECKOM HCCTeoBaHuM (Monbitanun) ek THBHOCTH
NpH  3asBeHHEIX  [DOKA3aHHAY K [IPHMEHEHHIO  BETepHHApHOrOo
JIEKAPCTREHHOIO NpenapaTta ¢ HOBRIM COCTABOM BCIOIOMOTATENBHBIX BEIIECTR
(B clyyvac BBISABICHHEIN HIMEHEHHH (PAPMAKOKMHETHHECKHX NAPAMETPOR) HITH
HayuHoe O0OCHORAHHE TOTO, YTO BHIABIEHHLIE HIMEHEHHS He NPHBEXYT
K CHHACHHIO 3feKTHBHOCTH BETEPHHAPHOID [IEKAPCTECHHOTO NIpellapaTa;

1) oTYer, MOATEE PAIAROILIHI, HTO H3IMEHEHHE CoCTARA
BCIIOMOTATR/ILHLIY  BELISCTE He MPHBCID K CHIMEHHK) HMMYHOTEHHOCTH
BETEPHHAPHOTD  JIGKAPCTBEHHOTO  [penapara  (Ans  AMMYHOIOIHYEecKHX
(HMMYHOOHONOrHYECKAX) BETEPHHAPHEIX JICKAPCTBEHHEIX NPenaparon);

M) MPOCKTEL  MHCTPYKUHH [0 NPMMEHEHHIO  BETEPHHAPHOTO
NEKAPCTBEHHOTD [penaparta, HOPMATHBHOTC [IOKYMEHTA HA BCTEDHHAPHOE
NEKAPCTEEHHOE CPE/ICTRO ¢ BHECEHHEBIMH W3MEHEHMAMH B “MACTH MpHMeHeHHs
BETEPHHAPHOIO  [IEKAPCTBEHHOIO  MPENapara,  MAKeTH [ephu-Hoil
H BTOPHYHOH (NPH HAIHYMH) YTAKOROK,

H) 0Gpasibl  BeTEPMHAPHOIO JeKApCTBEHHOIO Nperaparta ¢ HOBHM
COCTABOM),

0) cTaHaapTHLie  oDpasubl M (WAKM) TecT-CHCTeMBl (B Ciyuae WX
HCNONB30BAHKA [IPH KOHTPONE KAYMECTRa).

19. 3amena dhapMalesTHYECKOI CYDCTAHIHH, HETIOL3Y eMOH
NpH  MPOHIBOJACTEE  BETEPHHAPHOTO [ICKAPCTBEHHOIO Mpenapara, Ha ee
CONEROE HIIH H3OMEPHOE MPOH3BOJHOE (lanee — HOBas (papmMalierTHUecKas

cyDeTANLMA )
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&) MOTHBHPOBAHHOE oDOCHOBaHKHE BHOCHMEIX HEMEHEHHE
M OPOBEACHHBIX HCCnenoBanui (MensiTanuii) ¢ OLEHKOH NPCHMYILECTE
HEMONBE30BANHA HOBOH (papMalesTHYeC Kol cyOoTaniHu;

0) cenika  Ha  GapMaroneiinvio crateio  Papmawonen Coiosa WM
apmakonen rocynapersa-unena ¥ (HIM) HOPMATHBHBIH IOKYMEHT Ha HORYO
(hapMaleBTHYECKYIO CYDCTAHIHIO (CnendHKALHA, METOIE KOHTPOIA);

B) LOKYMEHT, nojrsepscnaommii xedecTeo #H o 0e30macHocTh  HOBOR
apmanesTnveckoil  cybeTannuy  (CepTHPHKAT KauMecTBa, aHalMTHYeCKnil
MARCHOPT U AP, ), PE3YNLTATE AHAAN3A NPOMEIILIEHHBIX CepPHii;

'} exeMa  Ipoelecca  NpoM3BoAcTEA  HOoBOH  dapMalienTHyeckod
cyOCTAHIMN H KOHTDO/IA €2 KAYeCTBa B MPOUECCe NIPOH3B0ICTRA,

) nanHele O crabuasHOCTH HOBOH dapMatesTHaeckol  eyGerannmm
B NpoLHecce XpaHeHHs B NepBHYHOH YNAKOBKE MPOHIBOAHTSNIA W 0DOCHOBAHHE
YCAOBHI XpaneHns,

e} clipaska Ha OCHOBAHMM WHOOPMAIHM W3 HAYUHBIX [THTEPATYPHEX
HCTCUHHKOE 0 Hosol  dapmanentuyeckoil  cyberanunn (o fisuko-
XHMHYCCKHX, (papMaileBTHYECKHY,  TOKCHKONOTHYECKHX croMicTEAax,
HCIONB30OBAHHH  HoBo#H  dapmanesTudeckoil  cyOCcTaHUMH B COCTARE
BETEPHHAPHEIX JICKAPCTHEHHBIX NPENapaTos, HaXoAAIHMXca B o0pallieHHH, WiH
0 £ HCNOAB30BAHMH B (papMauEBTHYCCKOR  MIH  KOCMETHYECKOH
NPOMBILIERHOCTH, QapMalerTHYeCcKOR COBMECTHMOCTH ),

#) cobeTselHEE  MeCHeIoBaHHA  (MCORITAHHA)  HIM  HAyYHOoe
ODOCHOBAHKME C NpEacTABNEHHEM (AKTHYECKHMX JaHHEIX O CPARHHTEILHOM
H3YUeHHH (apMakOJIHHAMHEN (B TOM uHcne crenuhuyecKoll aKTHRHOCTH)
npeskhei u nosoli papmanesTiMeckux cyocTanuii;

1) OTYET 0 CPABHMTEMRHOM MCCARIOBAHHI (MCHEITAHMH)
TOKCHEOJOTHHECKMX CBOHCTB BETEPHHAPHEIX JICKAPCTECHHEIN 11pErapaTos,

HOJYVYHEHHEIX M3 [pexHed W HOBOH  (apMalleRTHYSCKHX  cyOoTanimi
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H& JIE!_'ED]’_'IETDPHHK HAHBEOTHBIX [PH OOHOKPATHOM H MHOTOKPATHOM BBEJIEHMH,

MO/ TREPIKIAIONING, YTO HOBas (apMaleBTHUeCKan cyDCTaHINA He [IPHBOANT
K H3MEHEHHIO TOKCHYHOCTH BETEPHHAPHOrO NEKapCTBEHHOTO Npenapara;

H} OTHET ob HCCIeI0BAHHH (HCTTRITAHWH) NEPEHOCHMOCTH
BETEPHHAPHOIC JEKAPCTBEHHOO Lpenapara ¢ HOBOH dQapmallerrHyeckoi
cyDeraHiHeH  Ha  LENeBBIX  EHBOTHRIX B pPeKOMEHIyemMol  mose
MpH  MHOTOKPATHOM  BBEJCHHH (B COYYaE BHSBICHHA  YBeJHWYEHKHS
TOKCHYHOCTH B X0O/I€ DIILITOB HA JaDOPATOPHEIX HHBOTHEIX);

k) otaer  of  HccnenoBaHMM  (MCHETAHHH)  QapMaKOKHHETHKH
BETEPHHAPHOrO [EKAPCTBEHHOIO Mpenapata ¢ HOBOH dapMalesrnyeckoi
cybeTaHUHed HA HENeBEIX MKHBOTHRIX [PH  PEROMCHIIYEMOM  pPEXHME
NO3HPOBAHHA;

) oTHeT 00 H3IYHEHWH [MHAMMKM BEIBEJCHHH OCTATOUHEIX KOAHYECTE
OeHCTBYIONIMX BELECTE BETEPHHAPHOID JIEKAPCTEEHHOrD npenaparia u (nmm)
HX MeTaDOIHTOB © 2 HOBEIM - COCTABOM — BCOOMOTATENEHEIX  BelllEcTh
M3  OPraHu3Ma [POJYKTHBHBIX  AUBOTHRIX (B cIyuae  M3MeHeHuid
apMaKOKHHETHHECKHX  MapaMeTpoR,  BRIABIEHHRIX  HpH  M3YUCHHH
(hapMAKOKHHETHKH ), HOATBE PR TAROIIHI oDOCHORAHHOCTE CDOKOB
BOIMOIKHOIO NOIYYEHUS THIIEBOIO CEIPBA HUBOTHOTO NPOHCKXOKIACHHS M10CTe
[IPUMEHEHHMA BETEPHHAPHOIO JIEKAPCTBEHHOIO Mperapara B OTHOIEHHH
MPOAYKTHBHEIX MHBOTHBIX;

M) OTHET O KJIHHHYECKOM HCCJAE0BAHHH {HCIBETAHUH) MWpeKTHRHOCTH
MpH  3as#BJIEHHBIX  [OKA3AHWSX K NPHMEHEHHID  BeTepHHAPHOIO
NEKAapCTEEHHOND [Openapara ¢ HOBOH (apmanesTHueckoll  cyDoranumel
(B cry4ae BLIABJICHHKIX H3IMEHEHWH TOKCHEOIOMHYECKHX
H ¢EPMEKGEHHW*IEEHHH HE}}&METF{FB} HIIH HaY4YHOE O00CHOBAHHE TOTO,
qT0 BRISBIEHHBIE HIMEHEHHS He NPHBEIYT K CHHKeHHD MpdexTHBHOCTH

BCTCPHHApHOMO JITeka TREHHOTD MREMapaTas
E
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H) MPOEKTH HHCTPYKUHH 1o MpHMEHen IO BETEPHHAPHOIO
NEKAPCTBEHHOND Npenapard, HOPMATHEHOIO AOKYMEHTA H& BETEPHHAPHOE
JAEKAPCTESHHOE CPENCTBO ¢ BHECEHHBIMH HIMEHSHHIME B 4aCTH [IPHMEHEHHH
BETEPHHAPHOTD  JICKAPCTBEHHOTD  TMPEMapara,  Makelkl  HepBHYHO#MH
11 BTOPHYHOH ([IPY HAMHMHHE) YITAKOBOK;

0) 0Dpasiiel  BETEPHHAPHOrO JIEKAPCTECHHOIO [pelapara c HOBLIM
COCTABOM!

) CTAHAAPTHRIE 0O0pasiel W (HWIH) TeCT-CHeTEMBl (B CIyHae Hx

HCTINTEIOBAHHA ITPH KOHTROIE [{EHEG'I'HE{:I.

1. M3menennd, BHOCHMEIS B JIOKVMEHTRI, COMEKAlIHEeCH
B PETHCTPAUHOHHOM JOCHE BETEPRHAPHOID JIEKAPCTBEHHOTO IIpeapaTa,
TpedyIoLHe NpoBe/1eHHA KCIIERTHZE OTHOIIEHNAS OMHIZeMOH NOALIR

K BOIMOMHOMY PHCKY NIPHMEHEHHH BETEPHHAPHOID IeKapPCTBEHHOIO
EPEnapara u He TpeOYIOIME NposeIeHMA FKCIIEPTH3E! BETEPHHAPHOTO
AEKAPCTREHHOTO CPEICTBA (C IPOBEIeHHEM IKCTIEPTHIE PETHCTPAIIMOHHOTO
J0CHE BETEPHHAPHOID NEKAPCTEEHHOTD Npenapara
H 0e3 NPoBeIeHIA IKCNEPTHILL 00paslOE BETEPHHAPHOTD
JEKAPCTREHHOIO CPeJICTRE)

20. MiMenenne cpokoB TOAHOCTH W (HAM)  yCenoBHil  XpaHeHHS
BETEPHHAPHOIO JICKAPCTBCHHOTO NIPENapaTa:

a) naHpble 0 cTabUIBHOCTH BETEPHHAPHOID HEeKapCTBEHHOrD npenapara
(BO BCEX 3aABIEHHLIX THIAX NEPBHYHOR YIAKOBKH), NOATBEPHIAMIIHE
CcrafHibHOCTE  Tpenapara B TedeHHe 3aABICHHOTO CpOKa ToJHOCTH
IPH PEKOMEHI0BAHHEIX YCIOBHAX XPAHSHH;

0} npoeKTHI HHCTPYKIIHH 10 TIPUMEHEHHIO  BeTepHHAPHOTO
NEKAPCTBEHHOID TIPENAPATA, HODMATHEHOIO MNOKYMEHTA HAa BETEPMHAPHOEC
NEKApCTBEHHOS CPEICTRO, MAKETHl NEPBHYHOH H BTOPHYHON (NTPH HANHYHH)

YVITAKOBOK © BHECCHHBIMH HIMEHCHHAMH.
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21. MaMenenue CpOKOE ToOAHOCTH M (HAH) YenoBHil  Xpadeuns

hapMaresTHYeCKOH  cYDCTAHIMM,  MCNONB3YEMOH  JUIR  NPOM3BOACTEA
BETCPHHAPHOIO  JIEKAPCTBEHHOIO  LPENapara;  pe3ynbTarel  MIVUEHHA
cTabMIBHOCTH (hapuMaliesTHUeCKoH cyOCTARLMH B TedeHHe 3aABICHKOTO CPoKa
NPH PEKOMEHIDBAHHEIX YCIOBHEX XpaHeHHd.

22, MameHenne nokasaTefiell kadectsa M (MIH) METOOR KOHTPOIS
KauecTRa (apmaliesTHUeckol cybeTanunn, HenoassyeMoli 1ns nponzeoIcTea
BETEPHHAPHOTD IEKAPCTRCHHOID NMpenapara:

a) OUCHEA BHOCHMEIX W3MEHeHMIl B HapaMerpsl KOHTPOMR KauyecTna
(rapmanepTHyeckoil cyOCTAHLHN B CPABHUTENLHOM ACTIEKTE OTHOCHTENLHO
NEPROHAYANBHO 3AN0MEHHEIX [TADAMETPOB;

0) cnelHPUKAIIHA W METO/IB KOHTPOJIA KAa4YecTBa (hapMalerTHYeckoi
CyDCTaHIHE C BHECCHHBIMH H3MEHEHHAMM;

B) JaHHBie O  CcTAaDHALHOCTH, [OATBEPHIAIDIIME  COOTBETCTRHE
(hapmanesTueckoi cybeTanumn 1pebopannaM obHorneHHON crnenuduKaim
B TEUEHHE BCETO CPOKA IOIHOCTH.

23. Coxpaiterie TEPOIOIEHATENLHOCTH Kypca TPHMEHEHISA
BETEPHHAPHOIO NEKAPCTREHHOTO NPENapaTa;

a) oTHeTBl,  BOATBEpMAIME  3deRTHEHOCTE  BETEPHHAPHOIO
NeKAPCTBEHHOID NPEN&apaTa NpH COKpalllelHH NpoIoiHHTENRHOCTH Kypea
NPHMEHEHHA;

0) npoexr MHCTPYKIIHH 1o NPHMEHEHHID BETEPHHAPHOTO
TEKAPCTEEHHOTO NMPETAPaTa, MAKETH HEPBHYHON H BIOPHYHOH (ITPH HAHyHM )
YUAKOBOK € BHCCCHHBIMH M3MEHEHHAMH B UacTH OpOJOMKHTENLHOCTH
NpUMEHEHHA BETEPHHAPHOND [IEKAPCTBEHHOIO Npenapara.

24, MsMcHEHHE CPOKOB  BOIMOMHOIO NOJVYEHHA [THINCBOIO  ChIpPbSA
HHBOTHOTO  MPOMCKOMIEHMA  [OCAe  HPUMEHEHMs  RETEPMHAPHOID

JEKAPCTRCHHOTD NMpenapaTa B OTHOMEHHH ODPOOYETHEHRX WHBOTHRIX
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a) ordaer 0b HIVUEHHH JIHHAMHKM BRIBEACHWS OCTATOMHEIX KONHYECTH
AeHCTRYIONIMX BEIUECTE BETEPUHAPHOIO JEKAPCTBEHHOIO npenapara # (Him)
HX  MeTaloHTOR M3 OpraHH3Ma NPOAYKTHBHEIX  KHBOTHEIX,
MOATEEPHIAIONIMA  HEODXOAHMOCTE  HIMEHEHHS!  YCTAHOBJIGHHBIX  CPOKOR
BBIBC/ICHHS OCTATOMHBIX KOJIHYECTR [ICHCTBYIOIINX BEILECTE BeTEPHHAPHOIO
JEKAPCTREHHOTG Npenapata o (uaM) WX MeTaDoNHTOBR M3 OpraHM3Ma
IPOIYKTHBHBEIX JKHBOTHBIX TIOCJE KYPCOBOIO IPHMEHEHHS BETEPHHAPHOMO
NIEKAPCTREHHOIO NpENapara;

0) IPOEKT HHCTPYKITHH (o NPHMEHEHHIO BETEPHHAPHOTO
NEKapcTBEHHOTO NPEaparTa ¢ BHECCHHBIMH HMIMEHEHWAMH B YacTH CPOKOR
BOSMOMKHOTO TONYHEHHS NHIEROT0 CHPBLA HBOTHOMD IPOHCKOEICHHA OCTe
NPHMEHEHHA  BETEPHHAPHOTD JICKAPCTREHHOIO TPENApPaTa B OTHOIIEHHH
MPOIVETHRHBIX MHBOTHRIX.

25. lobapnenne  nokasanmii K NPUMEHEHHKY  BeTepHHAPHOTO
NEKAPCTREHHOTD npenapara (He3 HIMeHCHH S, PEaHMA NOIMPOBAHNA H LENeBRIX
BH/IOE HHBOTHBIX ):

a) oTHeT 00 HIYIEHHH 3PERTHBHOCTH BeTePHHAPHOID NeKAPCTREHHOTD
IIPEApaTa NpH HOERIX MOKA3AHHAX K [TPHMEHEHHID,

0) npoeKT HHCTPYKIHH o IPHMEHEH M) BETEPHHAPHOTO
NEKapCTEEHHOTO  TPETapara W MAakKeThl  NepBMYNOH W BTOPHMHON
l:TIPH HATHTHH ) YNAKOBOK © BHCCCHHBIMY HIMCHCHHAME B YaCTH NPAMEHCHHA
BETEPHHAPHOTO NEKAPCTBEHHOIO NPEIApaTa.

26. lobapieHne HOBOIO BHIA MHBOTHEIX, JUTH KOTOPOTO pekoMeH/yeTcs
NPHMEHATE BETEPHHAPHBIH JTEKAPCTBEHHEIH [Tpenapar:

a) orier 00 HCC/IEIOBAHHH (MCORITAHWH) NEPEHOCKHMOCTH
BETEPHHAPHOIO JIEKADCTHEHHOTO TIPENapaTa HA HOBOM BMJE MHBOTHEIX [IPH
OMHOKPATHOM M MHOTOKPATHOM — NPHMEHEHHH B TEPaneBTHYCCKON

H NOBLIIEHAMH J103a¥;
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B)oruer 00 wcenenoBanuy  (HenwTaHui)  QAPMAKOKHHETHKH
BETEPHHAPHOTO NEKAPCTBEHHOTO Npenapara Npd OPHMEHEHHH B OTHOIEHHH
HOBOTO BHAA AHBOTHLIX [PH PEKOMEHIYEMOM PEXNHME A0IHPOBAHMS,

B) oTder o0 MIYHeHMH AHHAMHKH BRIBEACHHHE OCTATOWHRIN KOJHYECTE
AEHCTRYIONMX BEIECTE BETEPHHAPHOTO JIEKAPCTEEHHOND Npenapara u {unu)
MX MeTaboIMTOB W3 OpraHHIMa HOBOID BHAA NPOAYKTHBHRIX MHBOTHHX
(B cnydae, ecad  aoDasiseTcs  BHA  OPOAYKTHBHEIY  KHBOTHBIX),
NOATBEKAAIOLIME CPOKH BLIBEISHHS OCTATOMHBIX KOJIHUECTE AelCTRYIONIHX
BELIECTE BETEPHHAPHOTD NEKAPCTBEHHOTD MPEIAPATa M {HIH) HX MeTabO/IMTOR
H3 OPraHH3IMa NPOAYKTHBHBIX KHBOTHBIX TIPH KVRCOBOM  NPHMEHEHHH
BETEPUHAPHOIO JeKapCTBEHHOTD npenapara B MEKCHMANLHOH
PEKOMEHORAHHON JI03e,

I} OTHET O KIMHAHECKOM HecneaoBanuy (Heneranui) saexTnsnocT
BETEPHHAPHOIO  JIEKAPCTBEHHONO  Openapata [OpH  BCEX  3asB/IMeMBIX
HOKAZAHHAK I3 HOBOIO BHIA MHBOTHEIX,

) npoekT HHCTPYKITHH Mo NMpUMEHEHHID BETEPHHAPHOIO
JEKAPCTREHHOTO  Mpenapara MW MaKeThl NEepERHYHOH MW BTOPHUHON
(ITpH HAHYHH) YIAKOBOK € BHECEHHBIMH HIMEHEHHAMH B HYaCTH NPHMEHEHHS
BETEPHHAPHOTO NIEKAPCTECHHOI) Npernapara.

27. MsMenenne peuMa Q03HPOBaHMA (H3IMEHCHHE [103Bl, KpaTHOCTH
H  HHTEPBANA MEHIY BBEICHHAMH, MMHTEIBHOCTH KYpCa [MpHMEHEHHs )
BETEPHHAPHOIO JICKAPCTBEHHOIO [Ipeapara:

a) oTyer 00 WIYHEHHH (PAPMAKOKHHETHKH (B CNYUYae YMEHBIICHHA WK
YBEJHYEHHA [03H, W (HIH) HIMEHEHHA KPATHOCTH, H (HMIH) HW3IMEHCHMS
HHTEPBAIOB MEAY BBEISHMAME);

D) oTuer 00 HIYHEHHH JHHAMHKH BRIBEAEHHS OCTATOUHEIX KOJIMMECTB
ACHCTBYIOLUINX BELIECTE BETEPHHAPHOrD JNEKAPCTEEHHOIO Npenapara u (wim)

HX  MeTaboaHTo B, HD_II,TEE]J'H{,EI,EI-D[L[Hﬁ CPOKH  BRIBCACHHA OCTATOYHRIX



53
ROMHYECTE  ACHCTEYIOUMX  BEWIECTHE  BETEPHHAPHOID  JIEKAPCTBEHHOID

Mpenapara v (MR} HX MeTaboanTos 13 OPraniIMa NpoayKTHEHBIX AHBOTHERIX
MOCHe KyPCoBOI0 NPHMEHEHH: BETEPHHAPHOIO NCKAPCTREHHOIO Npenapara
B CivHac VECIHYCHHA ﬂ,n!l.l-hilli‘pﬂ'l'ﬂﬂﬁ HIIH KYPCOBOM JO3EL,

B) otyer  ob  wWecnenopanum  (Menwtanum)  pderTHEHOCTH
BETEPHHAPHOMD NEKAPCTBEHHOID [PENapata npH 3aABIAeMBIX MOKAZAHHAX
K [IPHMEHeHHK) 1NPH HOBOM pesHMe JO3HPOBRAHHA HAM H3IMCHCHHH CXCMLI
MPHMEHEHTHA;

) NpOCKT HHCTPYKIHH o NpHMEHEHHIO BETEPHHAPHOID
JICKAPCTRCHHOI'D npenapara, MAKSTEI NePEHYHOH H BTOPHUHOH
(Npy HATWYHH) YNAKOBOK ¢ BHECCHHEIMM H3MEHEHHAMH B YacTH IIPHMEHEHHA
BETEPHHAPHOID JIEKAPCTREHHOIO Npenapara.

28, MaMeHeHHe T1NYTH  BBEAEHHH BETEPHHAPHOTO  JEKApPCTREHHOTO
npenapara:

4) OTUETBl O TPOREIEHHBIX HCeche oBanuax  (HenwTanuax ), O0seM
HEODXOIHMBIR JOKIHHHYECKHX HCCNEM0BEHHHE (HCORTAHKA) BETEPHHAPHOTO
JICKAPCTBEHHOTO CPENCcTBAa W KAHHHYECKHX HCCISI0BAHWH (HCTILITAHHH )
BETEPHHAPHOTO JIEKAPCTREHHOIO [pERapata  3aBHCHT OT  HOBOMO  [IYTH
BEEJCHHA W ONpefelserca B COOTBCTCTBMN ¢ npunoxxedsem Ne 19
K llpapunam perynupoBadnsg o0pamernns BeTePHHAPHLIX JeKapPCTBEHHBIX
CPENCTR Ha TAMMKEHHON TEpPHTCPHHA EBPasHiicKoro SKOHOMHYECKOTD COn3a,
yreepsaeHaeiM Pemennen Corera Eppasuiickoli sxomoMudeckoll KOMHCCHHE
ot 21 ansapsa 2022 r. Ne | (X rpynnal;

O) NPOeKTH  HHCTPYKIMH 10 [NPHMEHEHHID  BEeTePHHAPHOTO
JAEKAPCTESHHOTY Npenapara, HOPMATHBHOIO NOKYMEHTA HAa BETEPHHAPHOEC
JEKAPCTBEHHOE CPEICTRO, MAKETE NepBvM4HON | BTOPHUHOA

(mp# HanwUHK) yIakoBok (MpH HEoDXOIHMOCTH ).
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29 JpyrHe H3IMeHeHWs, BHOCHMEIE B JOKYMEHTRI, COACpMKalecs

B perducTpalHOHHOM [A0CRE BCTCPHHAPHOIO NMeKapCTHEHHOTID npenaparT:,

He YKasanHeie B pasacnax | v 1l nacrosmero nepeyns.

[pumeanys;

|. Jing kaveropHn HIMeHendH, yrasaumkx B painene [, ofocHopanHe
NOAKCHD.  COOCPATh  HAGOPMAIINIG, DOATREMEOAGIIYMY, 910 RHOCHMBC
B PECHCTPAIMOHHDE  NOCKE  BCTCPHHAPHOID JEKAPCTBEHHOTO mpenapars
HAMEHEHHA HE BINAKIT HA CT0 Ka4oCTs0, dMICKTHEROCTS H De30macuocTh.

2.0m4eTEl 0 IOKNMHHYSCHMY  WCCNCAORAHWSX  (MCHLITANHAX)
BETEPHHAPHOND JIEKAPCTEEHHOTO CPEICTRE M KINHHYCCERX HCC/ICNOBAHHAX
(HCILITANHAK) BETEPHHAPHOID JMCKAPCTHEHHOTD NPEIAPAT, TepeuncIeHITbE
B MOANYHETAX 3% — 3 MyHKTa 18 HACTORINErD NEepedHs, MOWHO TEMEHHTH
orHeroM o H3YHeHEY OROSKBHBATEHTHOCTH BeTEPHHADHLIN NeRAPCTRCHHbIX
NPENEPUTOR € MPCGKHHEM M HOBRIM COCTAROM BCIIOMOTATENLEER BEINECTH
(AN BETEPHHAPHEIX NCKADCTRCHHBIX TIPENAPATOR, K KOTODBIM TIPHMEHRMO
HCCIe/0RA e {HCORITANRE) OHOIKBUEATEHTHOCTH BETEPHABPHEIX
MEEUPCTEEHHLIN — NPeNSpEToR B COy4ae  HAyuHorD  oDOCHODAHHE
CONOCTABHMOCTH  TOKCHYHOCTH OPEKHHX H  HOBBIX  BCIIOMOTATENRHLIX
BELIECTE] S,

105, B noanyukre 1.1 npuaosenas Ne 7 k yrazannsis Tlpasunam cnosa

HTCDPHTODHH Comwsa» 3aMEHHTE CIOBAMH HTCPPHTOPHH EBPE‘SHEEKDI'G

IKOHOMHYECKOrD COMH3a, YTEepkacHHBIMA Pemennem Cosera Eppasmiickodi

IKOHOMHYECKOH KoMucei o1 21 aneapa 2022 r, No |,
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107, B npainoscenn Ne 10 & ykasanasiy [paginan:

a) B thopme 10.1:

Nocie CHOR «Ha TAMOKEHHOH TeppHTOpHH DRpasniicKoro HKOHOMHYECKOro
COMZAY JIONOJIHMTS CHOBAMM «, YTBepaieHHBIM Pemenvem Cosera Espazmiickoii
AKOHOMHYCCKOH KoMHCCHH oF 21 snpapa 2022 1. Ne 1)»:

B OYHETE O CIOBA «B HOPMATHEHEGD TIPAROROH 8KT, COCTARBIOUMI TIPABO
EBpazHiickoro  SKOHOMHYECKOrD C€OM03,»  3AMEHHTE CIIOBAMH (R AKTEL OpPraHos
ERpasiiickons aRoHOMHHECKOT0 COMOBa:;

O)B nynkre 8 dopmel 105 cnora «B  HOPMATHMEHEIA npaBoBoil  axr,
cocTaRMAIONME npaso EppasHifckoro JKOHOMHMECKOTO COMGE» JAMEHHTE CIIOBAMH
“B AKThE OPIados EBpasHilckoro SKOHOMHMECKOTO COMOZaN,

B) B dGopme 10.6 cnosa wnpasnnamu Colosay saMeHuTs chosavi «l [papananm
PErYIHPOBEHHA ODPALICHNA BETEPHHAPHEIX JEKAPCTREHHRIX CPAACTE HA TAMOWKEHHOH
TepPHTOPHH EBpasuiickoro sKoHOMHHECKOTO CoMo3ay,

r) B gopme 10.9 nocae cnor anpaktiki EBpasHHCKOTO SKOHOMWYECKOTD oIy
JOMONHUTE  COBAMH ¢,  yreepanenueiMH  Pemenmem Cosera  Espasmiicroii
AHOHOMHUECKOT KoMHCCHH 0T 3 noatps 2016 . Na 77w,

108, B nprnoskeran No 11k yiasanseim [lpasunam:

a} B abzarie TperkesM nomnyusra 1.2.3.1:

CIIOBO CITOATEEPHACTIHAN HCRTHOYH TR,

caosa  ollpasil  Hawesamel  NPAKTHKM»  3aMEHHTH  caosamp  «lIpasmn
HALTEHRATIEH NPOMSBCACTBENHON TpaKTHEN EEpazriickoro sxoloMHYEckoro comsa,
yTRepaIeHHb  Peinenses Coeera  Enpasmiickoli  SKOHOMHYECKOH  KOMMCCHH
or 3 Hosdpa 2016 v, Ne 77,

choka  «(nanee  —  ceprudmkar)  mo dopMe,  IpenycMOTpeHHOH
nprncaeines No 3k npunoaennio Ne |» samennts ciosamy ol gaiee — ceprudmkar)
(33 HCKMIOYEHHEM TPOH3BOACTRA (hapMAlIeBTHHMECKHX CyOcTanmii) no dopme cornacHo

HPHIOAEHHIO NE 13
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CNOBA #TEPPUTOPHH COM3AN 3aMeNHTE ClIoBAMH «TeppuTopin  Espasmiickoro
IKOHOMHMECKOTD  COIOXL,  yTBepiiiienubiM  Pemenwem  Cosera  Espasuiickoii
aKoHOMIMECKOH komMuceun ot 21 aupaps 2022 1, No | (nanee — [pasuna),»;

0) noamyekT 1.2.3.2 Wanomu s B Crnemyiomesi peTakiim;

#1232 Jna npeanpHaTHH-NpORsBOIHTENSH TPETRHX CTPaH NMPEICTaBIRSTCH;

JAOKYMEHT, TIOATBEPAIAIONINA COOTBETCTEHE NTPOMIROJICTRE (DapMAIERTHYECKOI
CyOCTAHIMH  NIPABMIaM  Hayiewallelf  npou3BofcTBeHHON  NpaKTHKH  CTpaHEl-
TPOH3ROIHTENA, BELTAHHEIH KOMOCTEHTHRIM OPraHOM TPeTheH CTpaHkl, s Kaknoil
[POHIBOACTBEHHOH  NIOIIAMKH, HA  KOTOPOH  OCYINECTRIACTCS  [POH3BOJICTEO
thapmanerTHUecKol CyDCTAHIMH,

cepTHHKaT (38 HCKTIOYCHHEM NPOHIBONCTEA (hapMalleBTHYCCKIX cyOcTanimnii)
no (opme coracHo mpHAowenmio Ne 1k Tlpasunam (B ciyyae pasmerneHns
HPOHIBOACTEEHHBIX TUIOMIANOK HA TEPPUTOPHAX PAHEIX CTPAH COeiyeT [IpeicTaBuTh
cepTHHKATE (HIH HX KOMHH, 3ARCPEHHBIE B VCTAHOBIEHHOM NOPHIKS), BbLIAHHBE
YFIOHOMOYEHHEIM OPraHoM OHOTO W3 TOCYIAPCTR-HIIEHOR ). »;

B)B noanmyHkTe «O» noanyuxta 2.4.1.2 cooa  «ceprHdimkar  ananusa
MITH TIECTIOPT KauecTsa)» 3aMEHHTL ClopamMi «cepTudiiKar KauecTsa, aHamHTHHeCK i
MACTIOPT M . )»;

rie abdame BTopoM noaoyHera 322 cnoBa  «perymHpoRanus  oDpaiienus
BETEPHHAPHLIX IEKAPCTREHHABIX CPEACTB Ha  TamomeHHoR  Teppuropud  Cownas
HCKITHOUHTb.

109. B npanosennn Ne |2 k viazanasimv [pasanam:

a)B  pasnene 2 ¢A0BA  €COOTHETCTEYIOHIyIO o0NMACTh  AKKPEIMTAUNH B
COOTBETCTEHH € 3aKOHOMETENRCTBOM  [OCYJApcTBa  —  WieHa  Espaszuiickoro
SKOHOMHUECKOrO colosa (Janee — rocyaapereo-wied, Cooidps 3aMeHHTE  ClIoBaMy
WHEODKOMHMYIO  MaTepHanbHO-TeXHHueCKYH)  Dasy M KBainduuMpOBAHHEIX
CHCHHATHCTOR B COOTBETCTBYIOMICH oDNMacTH HCCHEnOBaHHi (MCNLITAHNA)R, CIOBO

«COr3an 3aMEHITE CIoBasMM « EBpasHiicKoro 3ROHOMIUECKOTO CORYEaN;
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6) abaar ceanmoil nopaznena 2.1, waIoAMTE B CIEYIOWEN pelaKim;

wllpn  decaenosanmi  (MenwiTanue)  OHOSKBHBANEHTHOCTH B KAHECTEE
pelepeHTHOTO  RETEPHHAPHOTO  JICKAPCTBEHHOID  NPenapara HellonbIyercH
BETEPHHAPHEIR  JEKAPCTBEHHEIH  Npenapar, TpoelmHid B COOTESTCTEHH
¢ Ilpasumamy perynHposanis oOpatlieHia BETEPHHAPHEIX TEKAPCTBCHHEIY CPEICTE Ha
TAMOMWEHHOH TeppuTOpHi  EBpasuiickoro SKOHOMMHMECKOND COHRE, YIBEPHCIeHHEIMH
Pemenmwem Coperta Eppasmiickoil skonomuyueckoil womuccsn o1 21 apsaps 2022 T,
Ne 1 (manee — IlpaEmna), MpONSAYPY NOATBEPAIEHHA PEFHCTPAIIMM MM NPMBEASHHA
PETHCTPALMOHHOIO J0CEE B COOTBETCTBHE ¢ yKasaHHbIMH [lpasunamu w mmeroniai
DECCPOYHYIO PETHCTPALTHED. 3,

B) ab3all neaaaTh 9eThepTaiil pasaena 10 nocne cioBa «peaKTHBOBY JOMNONHMTE
CIOBOM «{ PEarcHTOR |».

110. B cnocke 1 & nprackennio No 13 k& ykasanasiv Tparusiam:

) CN0BA  ¢BETEPHHAPHOTO JICKAPCTREHHOID PENapara, 2aperHeTPHpPOBIHHONG
B cootsercTeui ¢ [lpapHnamMi  peryiiMpoBaHMA  OOPALIEHWA  BETepHHAPHEIX
JIEKAPCTBEHHBIX CPEACTE HA TaMOMWEHHOH TeppuTopi Cotosa (manee — Ilpasmna),»
MCKTHIMHTE;

B)cnoea  whacTomukmy  Tlpasunamus  samennts  cnosami ol Ipapmnanm
PErYIHPOBAHKA OOPAIISHHA BETEPHHAPHEIX JICKAPCTREHEBIX CPEICTB HA TAMOKEHHOGH
TePPHTOPHK EBpazuiicKoro SKOHOMHUCCKOTO COIOHD:,

111. B npuacessennn Ne 14 & yrasasuwim [ Ipassnam:

ajs mynkre ! cnosa «llpasun perynmpopaHus oDpallleHHS  RETEPHHAPHEIX
JIEKAPCTBEHHLIXN CPEICTRE HA TAMOKEHHOH TeppHTOPHH EEpaiHIICKOTO 3KOHOMHYECKDID
coiosa (nanee — lpasuna)y sameninti cnopavu «l Ipasan peryimposanns ofpaienns
BETEPHHAPHRIX JIEKAPCTECHHBIX CPEACTB HA TamosweHHol teppuropun Eppasusiickoro
IKOHOMHUECKOTO  Colo3d,  yrpepwiendsix  Pemennem  Corera  Espasuiickoi

KOHOMHYECKOH KoMHCCHH 07 21 ansaps 2022 r. No 1»;
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B) B noanynkre <«» nyekrta 12 cNOBO «, PEATEHTORY SAMEHHTL CHAOBOM

¢ PeareHToR by

B) B HauMeHOBaHHK paigena IV cinoBa « peakTHBAM M PEareHTaMy 3aMeHHTh
CIOBAMH M PERKTHBAM | pearcHTanm j»;

r) B oyikre 17;

B afGalle [MepBoM CioBa ¢PEAKTHBLL H PEATCHTE» 3MEHHTE CIOBAME «PeaKTHREI
(peareHTh }»;

B a03a1e BTOPOM CJIOBO «, PEATEHTOR, » 3AMEHITh CIOBOM «peareHor),»;

J) B HOMIYHKTE «B» IyHKTR 35 CIOBO  «PEAKTHBOEY SAMEHMTL  CIOBAMM
HPEATMBOR (pPeareHToRn s,

€] B NOMIYHKTE «1% [yHKTa 38 ClOOBO «, PearcHTOR» HMEHHT: CIIOBOM
Wl pearenmon),n;

W)B nyHKre 42 cnoBa 4, PEAreHTEl M PEAKTHBRDY  SAMEHHTL  CIIOBAME
o, PEAKTHREL | PeareHTh ).

112, B npraosermn Ne 15 k veasanssiv TIpagnnanm:

a) B myHKre 2 payiena | crona «nacrosunix Hpasiny: saMennts cnosamu « Ipasan
PErYAMPOBAHHA COPAIEHHH BETCPHHAPHBIX JEKAPCTBEHHBIX CPEICTE HA TaMOKEHHOH
TepprTopHl Espasuiickoro skonoMiseckoro corosa, yreepkaeHHex Pemnennem Copera
Erpasmiickol sronomugeckon komucchn ot 21 aasaps 2022 ro No L

) B pazaene V:

NOMIYHKTE (B TYHKTA 2 CI0BO «PEAKTHROR,% 3aMEHHThL CNOBAMM (PEAKTHBOR
(pearenToR),»;

B NIOAMYHKTE «M» TYHKTA 3 H B NOOTYHKTE «M» IMYHKTA 5 ¢IOBA «PEAKTHROR,
PeareHToR) 3AMEHNTE CIOBAMM ¢PEIKTHEOR (PeareHTOR j»;

B NyHETE ¥ CJ0B3 «peareHTHl M PEaKTHERDS 3AMEHUTL CJIOBAMH «PeaKTHBLI
| pearen T ).

| 13, Hammenonanue npunoskenna Ne 16 g ykasasnwn |lpapunam gononamrs

crnosami B Dapmakones EBpazniickoro SKOHOMHYECKOTD COMOEa.
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114, Hononauts npunokennem N 16! cnenyiomero conepranns:
«[TPUJIOKEHHE Ne 16

k [pasmiiam perviupoeanin
ODpalleHHA BeTePHHAPHEX
NEKAPCTREHHRIX CPEJCTR
HA TAMOMKEHHOH TeppHTOpPHHA
Eppasuiickoro sKOHOMHYSCKOTO COO3a

NEPEYEHD
FPYIN (KATeropuil) BeTepHAAPHBIX JeKaAPCTBENHBIX IPCHAPATOR,
JPETHCTPHPOBAHHBIX B COOTBETCTENM € 3AKOHOZATENLCTEOM
rocyaapers — wiedos EBpasniicikonrs dKoHOMHMECKOT) COI034, NPHBCACHTE
PErHCTPAHOHHONO I0Che KOTOPLIX B COOTRETCTENE ¢ TPedoBANHAMY
[pasun peryanposannn ofpamenns BeTepHBEAPHLIX JCKAPCTEEHHBIX
CPENCTR HA TAMOKEHHOH TeppuTopil EBpasuilckoro 3KoHOMHYECKOT'0
COKOZE OCYIECTHBAALTCH N0 CXeMe BIAHMHOT) NPHIHAHNS (B CIy4ae
NPOMIBOACTEA BETEPHHAPHLIX JEKAPCTBCHHLIX NPenaparon
Ha TaMOKeHHoH TeppuTopnn ERpazniickoro sKoHOMHYECKO1I'0 CO1034
H HAXOATCHHSA WX B 0DDANICHHH HA TAMOKEHHON TePPUTOPHE
Espasniickoro SKoHOMHMECKOT0 cowia Gonee 5 et
(110 COCTORHIIO HA JaTY Berymaenns B euay Hpasna))

I. llpoTHBonapasuTapHele  BETCPHHAPHBIE  JICKAPCTEEHHLIE  [pEeraparsl,
IPEAHATHAYEHHBIE B TENAX TPHMEHSHNS 118 HENPOAYETHEHEIX HMHROTHRIX,

2. Berepunapueie JIEKAPCTREHH Bl npenaparTkl PACTHTEALHOTD
NPOHCKOMTEHMA.

i. BuTaMupel B BHTAMHHONOAOOHEIE  BETEPHHAPHEIE  JICKAPCTBEHHEIR
Npenapars.

4. BerepunapHeie JieKapCrBeHHble GPENapathl, CoJEpAallve B KadecTre
JNEeHCTRYIONINX BELECTE MHHEPAIILI,

3. AHTHCENTHUECKHE BETEPHHAPHEIE TEKAPCTECHHBIE NPenapaThl,

6. Berepunapurie  JexkapciBeHHBIE  UpeNAaparhi,  NpeHaTHaMEHHEE

ATH BOCCTAHOBACHEA BOJHO=-JIEKTPOJIHTHOr O danaHca g UPTAHHAME FKHBOTHRIX. ¥
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115, B crocke | k npunosenno Ne 17 ¢ yeazanuss [pasunam:

d) CA0BA «peryiapHore MOHHTOPHHTZ OGesonacHoctd ® (e THRHOCTH
NPHMEHEHHA BETEPHHAPHOID NICKAPCTECHHOND [IPeiapata, 3aperucTPHpOBAHHOro
B COOTBETCTEHW ¢ [lpasuiamu perynuposanus oDpanieHHs BeTepHHAPHELX
JIEKAPCTEEHHBIX CPeICTB Ha TaMOKeHHOH TeppuTopul Cowsa (ganee — lNpasuna),
CBOJATCH 3AMEHHTE CIOBOM «0000IaTedn;

0) AOTIONHATE ~ CHOBAMH  «PErYNMPOBAHKS  OOpAIIEHHS BeTepPHHAPHEIX
TNEKAPCTBEHHBIX  CPeACTE  HA  TAMOMKCHHOH  reppuropu  Erpazuiickoro
IKOHOMHUYECKOID COlo3an,

[16. B nyskre 2 npunookenust Ne 18 x yxasamueim [paennam cnopa
«lIpasun perynuporanus obpalleHHa BETEPHHAPHBIX [IEKAPCTBEHHEIX CPEICTE
Ha TamomeHHoll Teppuropnn Coroza, [lpasun  peryamposanms  ofpamexns
KOPMOBEIX  100aROK  Ha  Tamomennolf  Tepputopun  Cowoza  w o [lpasun
peryiIMpoBaAHHA oOpaleHHa OHATHOCTHYECKHX, Ne3HHGHIHPYIOLIHX,
JAEIMHCEKIHOHARIX W [1e3aKapH3alHOHHBIX CPEICTR RETEPHHAPHOIO HASHAYEH WS
Ha  TaMomeHHOH  Teppuropun  Comsan  samennts  cnoBamu  «l Ipasmn
peryIMpoBaHHA  ODpANIEHNs  BETEPHHAPHEIX  JIGKAPCTBEHHEIX  CPEdCTR
Ha  TaMOKEHHOH  TeppuTopuH  EBpasHickoro  IKOHOMHYECKOTO  cOlosa,
yreepaaeHHsX  PemenieM Copera Eepaswiickoll sxkoHoMBYECKOd koMiceHm
or 21 axeaps 2022 r, Mo |, Ilpaeun peryauposatnd oOpalieHHS KOPMOBLIX
AobaBoK Ha TAMOKCHHOH Teppatopud EBpazuiickoro YKOHOMHYECKOTD Colo:za,
yIBepaaaeMelx  Erpasuiicroi IOHOMHYLCKOH KOMHCCHEH, [Tpasun
peryIHpoRaHHA  ODpAllleHM:  IHArHOCTHYCCKHX — CPENCTBE  BeTepHHApHOTD
Ha3HAUEHHA Ha TaMOMKeHHOH TeppuTopHH Espasuilckoro skoromuueckoro cowsa,
yreepaacHHRX  Pemennem Copera DERpasmiickoli oxoHoMMueckod  KoMHCCHN
or 23 cenTabpa 2022 r. Ne 140, Ilpasun perynuposanua ofpaiieHns
Ae3HHQHUHRPYIOUMY,  Ae3HHCEKIMOWHBIX M Ie3aKApH3AUHORHEX  CpPEACTR

BCTEPHHAPHOIO  HASHAYEHHA Ha TAMOKCHHONH TeppHTOpHMH ERpazuiickoro
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IKOHOMHUSCKOID  COMO3d, YTREpwRAeHHHX Pewennem Cosera Espasniicroii

IKOHOMHYecKkoil komuccun ot 12 gexabpa 2023 r. Ne 1508,

117, B npunoscennn Ne 20 k yxazanusiM Hpapunam;

a} alzalsl NePBLIA # BTOPOH HCKIIOYHTE;

0) nyHET 1.7 H3noKHTE B CNeavIiomel peaakimH;

«1.7.B  perucTpalMOHHOM  [l0CHE  BETEPHHAPHOTD  JICKAPCTHEHHOrO
TIPENAPATA OTPAMAIDT BCE PEIVARTATE [IPORSACHHLIX MCCIeN0BaAHHIN (HCTILITRHE)
B coOTBeTCTBHM ¢  TpeDopaHmAMH  llpasun  perynuposadns  ofpamenns
BeTePHHAPHBIX  JICKAPCTBEHHBIX  CPEJICTE  HA  TAMOMCHHOH  TeppuTOpHH
Eppazuiickoro sxoHOMHHMECKOrO coloza, yrsepsaenHeix Pemennem Cosera
Enpasniickolt  oskoHoMHYeckol  komsuecwn or 21 amBapa 2022 . MNe |
(manee coorsercrienno — Ilpasuna, Cows), ¢ ywasanMeM MecTa W BpeMeHH
NPOBCACHHA HCCIEQ0BAHMHE (MCHETAHMH), & TaKie ¢ NpeIcTARTEHHEM JTANHBX
0 KamIOMY OTASNLHOMY SKHBOTHOMY, 00pasily M paccYHTAHHBIMH CPeJIHHMH
BETHUHHAMM ¢ 0Ds3aTensHol cTaTHeTHYECKOH 0OpaboTkol pesynkTaToR. »;

B) B HAMMEHOBaHMH pazgend 2 K B OyHKTe 2.1 CnoBa «3aABICHMS WY
HCKMHOUHTE,

re nospuen ¢ kogosm «RBRD2» caoso «Comsar 3aMeHHTE  CIOBAMM
«Eppainiickoro sKoHOMHYECKOTD cO03an;

A) 8 mosHUMe ¢ xogoM «RD2.4» cnosa «rocylapersa-dnenar 3aMeHHTh
CIOBAMH «rocynapersa — diena Cornsa (Janee — rocyJapcTBO-1IeH Jy,

€) NO3HIMIO ¢ KoaoM «RIX3» nocne ¢lop «BeTepHHAPHOND IeKapCTREHHOrO
CPe/CTBAY JNOIMNIHHTE CHOBAMH «HITH OTUYET O TPOREICHHH WCClenoBaHHi
(HCMEITaHHA)  OMOIKBHBANIGHTHOCTH BOCIPOHAREACHHEIX  BETEPHHAPHBLIX

JIEKAPCTREHHEIX [TPENAPATOR (JKeHEPHKOR )]
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) no3HUEKD ¢ KotoM «RDOF 10w wanowuts B cnemyronied penaxcuum;

« S 14D, ACKYMCHTH, COACIURAIIHE TPEDOBAHNY K KRYCCTRY DO Tk
iPapmMaEETHYCCKO CYDUTANIHN H DIHCAHHE METOA0R
EoHTpona anbo ykasanie cosUied Ba dapmakone i e
CTATLA Dapuakonen Comza nan GapMaroies
FOCYIAPCTRA-UIEHA {TIPH HATNSHIT)

3) NO3HIHID ¢ KogoM «RDOC 1 1y sermiounTh;

H) B nosuiuax ¢ xkogamu «WWls v «WZl» loBa «B COOTBETCTBHM
C MepevHeM JAOKYMEHTOR,» 3AMEHHTh CHOBAMH «B COOTRETCTBMM C NEPEUHEM
H3MEHEHHIL, NPelycMOTPeniEM MpHnosenter No 6 k [pasumanm peryHposasns
oOpaneHisn ReTepHHAPHLIX JEKAPCTBEHHBIX CPEICTB HA TAMOKEHHOH TeppHTOpHH
EBpasHicKkoro 3KOHOMHYECKOTD COR3a,M;

K) mocne  mosdiouu © kogoM  «SR9n  gononunte  tabamuy  pasgenom
CACOYIOMIETD COMePAAHNA:

«JIOKYMEHTEL PEIHCTPALMOHHOTO JIOCHE BETepHHAPHOTO
NEKapCTBEHHOID Mpenapara, MPpEACTARITHEMBIC B DAMEAX oponeiyphl
MPHIHAHHA PCTHCTPALHH BETEPHHAPHOID NEKAPCTEEHHOTO apenapara,
FAPETHCTPHPOBANKOTO B cooTBeTcTEHN © {Ipasniamn

25 PEFMCTRHITHOHHOR [IO0CEE RETEPHHAPHOI MNR1
NCKAPCTREHHOTD IPenapata

26 OTHET O Iy IRTATAX PEIyIMpHOro MOHHTOPHHT NR2
GezsenacHocTi i HheKTHEROCTH BETEPHITANHOMG
IERAPCTREHIOTG TPEIAPATS 33 DepHoa of parenns
BETEPHHAPH DT JICKOPCTBEHHONS TPEMapaTa

27 IEPHOIHYESCKHE OTHET 34 NEpUDT PETHCTRALIMH MIR3
BETEPHAADHOTD JTEKANCTREHHOTS MPEnapaTa, Ho He Gomee
qeM 33 5 NOCTEMHAR JeT e MaETHMECKOTO OO PACHHA

28 METEPHAIK {TTPH HAAHYHH ), TPeIcTARIIEI HEE 110 NR4
HESHIHATIAE 3AARHTCAR B paMEax apuakonaisopa

29 CROANGE HITH WTOIOROE AKCHEPTHOC 3AETI0HEHE NES
(B ciydasx, onpejencHans Tparman) NES.1, MES.2,
0 PeAVIETATAM JABSPIEHARIX HA MATY [I0TATH NIRS.3. KRS5.4,
TANHNCHHA O MPHAHEHHH BETEPHHAPHOrD JekapeTeeHbore NEIS (opa
MPEAAPATA K HOBOM FOCYAAPCTRE-YIEHE IPOULIY HeoDXOIHMOCTH |

PETHETPALHH HETEPHHAPEOTO NEKALCTREAHOM
NPEIATRTH, WTTREPHIEHRR €00 PErHCTPRITHE,
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BHCCCHNA B PETHCTPATTHOHHOE D0ChS BETEPHHADHM
JCKAPCTHCHHDTG TPCITEPATL HEMEHCHHT

30 WHCTPYKIHA 110 [IPHMEHEH ) BETCPHBAPHOTD NEG
NEKAPCTREHHGTO TPEMARATL

3l HOPMATHBRHEL HOKYMEHT HO BETCPHHAPHOE NE7T
NEKAPCTREHHOE CPENCTED

32 MAKCT VIEIKOBKH BCTSPHHAPHOTO NERAPCTREHIIOND MER
NPETHRETE
33 MATEPHAMNLL MPEACTARNCHERES nO nuEHaTHee JagenTean  NREGs,

MpH OTCYTCTEHE B mpase Cowoan MJTY (noxysenT
YIOTHOMOMEHHOMD Oprada B 00NacT OXpaHEl JI0POBRK
YEIOBCKA MOCYapeTas-LneHa ¢ cormacopansn MY

{ BRITIE, M aHe A0NYCKacTCan ), pe3yabTarsl
JENCAHRTENBHEX NOKTHHHYCCKHX B {HIH) KIHHHYECKHX
HCCTEOBAHMI (HCITRITAHRI), CTIPABKA HA OCHOBAHHI
AETYAILROH HHQOPMANHA B3 HAYYHMY THTCDATVHRMX
HCTOYHHKCB H JIp. ) (I HETTHEH )

n) B noanyHeTe 2.1.3:

B ad3ane TpetbemM kog «RDOT 1 1» samennTs kogosm «RDOL10m:

nocae adbsala NATOroe JONONHWTE ab3aiesM ClHeIYIOUEro COAepKaHHA:
«NRS-name-NNNNNMN.zip — OOBEHHIET AOKYMEHTHI, HMERL[HE
B COOTBETCTBHH C MOANyHETOM 2.1.1 HacTodilero npuicwenns koaw NRS.| —
NRS.5 (npH BeohXoaHMOCTH )R,

B abzane mectom cnosa «RDZ, RD9E, RDIO u SR1» zamenntes cnosamu
«RD2, RDYE, RD10, SR1 n NR5»,

8. B npuaomennn Ne 23 K veasanunism [pasuaan;

a) NOJINYHKET  ory  NyHkTa 19 gonoguuts abzanamy  croeiyviouero
COIEPRAHWS:

«HeyHenenHe ¢poka roJIHOCTH BETEPHHAPHEIX JIEKAPCTEEHHRIN MpeNapaTos
(38 MekmoyendeM OHOJOIHYECKHX H  OHOTEXHONOIMUECKHX  BETCPHHAPHLIX
JIEKAPCTEEHHEIX  NPeNdpaTtoBs) OCYIUECTRARETCH C  VUHETOM  ITOJossenuii
Peromenannn Konnerun Espasuickoi IKOHOMHYECKOH KOMHCCHH

o1 260 espans 2020 r. Ne 2 «PyROBOJCTBO N0 HCHHCIEHHID JaThl HAYANA OTCYETAa
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CpoKa TOTHOCTH TOTOBBIX JIEKAPCTREHHLIX (DOpM JCKAPCTBCHHLIX TIPeNaparon

1715 MEQHITHHCKOTD NPHMEHEHHA H BETEPHHAPHEIX JICKAPCTREHNLIX NPENapaTos.

Hara Ha4ana oTcHeTa cpoka FOJTHGCTH OMOIOIHHMECKHX
H OHOTEXHONOrHYECKHX BeTEPHHAPHBIX fAPENApPATOR PACCUYHTHIBAETCA © JaThl
BhITAYH VIIGTHOMOYEHHEIM JTHLOM POHZBOAHTENA BeTePHHAPHEIX
NEKAPCTEEHHBIX CPEICTE paspelteHHs (MPOTOKOIA) 0 COUTHETCTBHH BLITTYIIEHH O
cepun BETEPHHAPHOID MEKAPCTREHHOID npenapara NMOKATATENAM,
YCTAHOBMNEHHRIM B PETHCTPAIHOHHCM [JOChE BETCPHHAPHOID JEKAPCTBEHHOTO
npenapara (B TOM HHCIE B HOPMATHBHOM JIOKYMEHTE Ha BeTCPHHAPHOE
IeKapcTBeHHoe  cpeactro), W Tpeboranmam  Tlpapmn  mannewanied
MPOHIBOACTBEHHOH  NpakTHEH  EBpasiiickoro  SKOHOMMYECKOTO  coosa,
yreepiaeHHux Pemenrem Cosera Empasuiickoll 3KOHOMHYECKDH KOMHCCHH
or 3 woaOps 2016 r. Ne 77 (panee — TTpapnna Haujemkanedl npoM3BoacTBeHHoH
NPAKTHKH ). 5,

) nyHkre 20 cnopa  «ERpasufickero  IKOHOMHYECKOTO  CORO3a,
yreepiaeHHeiME PemendeMm Copera Eppaszmiickoll sKOHOMMHYECKOH KOMHCCHH
oT 3 noabps 20016 r. Ne 775 HCKIIOMHTE.

119, B npuacmennn Ne 24 k viasannwiy [Tpasunam:

4) B HAHMEHOBAHHH CIIOBO «IIPENAPATOR» 3AMEHHTE CIAOBOM (CPEICTBY,

0) myHKT 17 H3I0KHTE B CNSAVIOWEH pelaKkiiim;

«l17. llokazarenn kavecTBa, NPHMEHHMBIE KO BeeM (apMaleBTHUeCKHM
cyOCTAHLIMSM, HCTOMBIVEMEIM JIH MPOHIBOJCTREA BETEPHHAPHEIX NEKAPCTBEHHBIX
MPeNapaTon:

a) onucanne. Caeayer npejicTaBuTE ONMCAHHE BHELIHEro BHAa (HanpuMep,
1anax, opma, uger). KpHUTepuu npHeMIeMOCTH JIOJKHE BEIHOHATE B ceds
OKOHYATEARHEIH NpHeMIeMEIH  BHCINHMI sua. Ecin BO  Bpems  XpaHeHHs
(papmanesTHueckoil  cyberanumy  HadmojaeTes  M3MEHEHHE ee  OKpack,

LI,EJ]ECGDEE]EIE.H-D BEAKOUECHHE KOMHUYSCTBEHHOH MCTOLHKH DIIpSIe/IEHHA [IBETa,
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0) mpenrudukamma. Mecnenoranma (Menwitanms) npu wieHTH(HKALHE
JOIKHEL  YCTAHARNMBATE  MOJAHHAOCTH  Qapmauestiueckodl  cyBeranmuw
{1 TOM 4HCAE WITAMMOB MHKPOOPTAHHIMOB) C BOIMOMHOCTRE) PasrpaHHYeHHs
AHAIOIMHYHBIX 0 CTPYKTYPE COSTNHEHHIH, KOTOPHIE MOTYT B Hell NPHCYTCTROBATS,
Meenenopannsn  (MCOBITGHHA)  OpH HICHTHGHKANHE  JIONKHR  OBITH
cnenndHHEME AN DapMaleRTHYecKoll  cyOCTAaHUMH M [IPOBOIHTLOS
€ HCMIOJIB30BAHHEM HECKOIBKHX CHEIHHYHBIX XHMHYECKHX HIH DHOIOrMHeCKHX
METO0B, MENATENEHD B COUSTAHHH ¢ (HIHKO-XHMHYECKOH METOANKON;

B) maccopas nous, O UENBI0 YCTaHOBAEHHS COUSPHAHHA (AKTHEHOCTH)
JACHCTBYIOIIETD BEIIECTBA M OPH  HEODXOJMMMOCTH TPOAYKTOR JIerpaialiy
B dapmasesTideckodl  cyDeTaHIMK  cnegyer HCHONB3OBATE  ClenHHYHEE
dH3HKO-XUMHTECKIHE, XHMHYECKHE HIIH GHONOTHYECKHE METO/ Ik
KOIMYECTBEHHOTO  ONPEACICHUS, NOZBEOIKICIING TOAYHATE JOCTOREPHLIE H
CTabUIbHBIE PE3YIILTATHL S

r) AonoauuTs nyHETamy 18 u 19 crienyoiero conepxanna;

«]8. Tpebosanua  k  wauectsy  dapmauestuueckodi  cyGCTAHIHH
B RARHCHMOCTH OT €€ ArpPerarHoro CocTOSHUA M JIEKAPCTBEHHOH  (opMer
BETEPHHAPHOID JISKAPCTBEHHOTO MPenajpara, A18 NpoMIBoAcTBa KOTOPOI0 OHA
pefHATHAYeHA, BEIOYAIOT B ce0s cIe/yIolHe NOKA3aTeH KauecTaa:

@) PacTBOPHMOCTE;

0) TeMIEpaTypa  [NABNEHMA  (pasnomenus), MM TeMIeparypa
FATRCPACBANMA, HIH TEMIIEPATYPA KMITCHHA,

B) IIOTHOCTR;

') ¥NeNsHOE BpalleHHE,

J) yAeALHEIH OKA3ATENL MOTIOMIEHHA;

) NOKA3aTelh NPeIoMICHHA;

¥ ) MPO3PavHOCTE PACTROPA,

K] } HBETHOCTE pacTBOpPA,
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H) pH pacreopa;

K) MEXAHHYSCKHE BIIIOYEHN]

1) TOCTOPOHHAE TPHMECH (PONCTBEHHEIE COSIHHCHH);

M) MOKA3aTCAH YHCTOTE (XAOPHEL, cynkdarhl, cyikfarias sona, TaKensie
METAILTEL W Ap. ),

H) MACCOBAA IO BIArH;

0) OCTATOYHBIC OPraHHYeCKHE PACTBOPHTEIH (B CITYYAe MY HCIOJIBI0EAH M
HA MociaeaHed cTajlii TeXHOJIOMHYSCKoro nponecea);

I) MHPOIEHHOCTE WK cofepikaHde  DaKTepHanbHBIX  9HAOTOKCHHOR
(JIAJI TeeT);

i‘}:l TOKCHYHOCTE,

C) MHEPOOHAA YHETOTA HIN CTEPHIIBHOCTS,

19. ITepevern W HanMeHoBaNKE NOKa3aTeaeld KavecTsa QapmalesTHyeckodi
CcyOCTAHLHA JOMKHE! COOTBETCTROBATL TIEPEHHIO H HAHMEHOBAHMIO ToKazareneit
KA4eCcTBd, NpHBENeHHbM B Papmaronee Cowosa, HAH NPH WX OTCYTCTBHH —
B thapmakonesx rocyaaperr-aiedos. [lpn oreyrersun 8 Papmakonee Comosa
HIH  apMakonesy  rocyJlapeTB-yieHOB  COOTBETCTEVIOUIMX  Tpebopanuii
Ha  GapMaueBTHUCCKYHY  CyOCTAHIMKY NPOHIBOINTENE  JIOJGKEH YCTAHOBHTE
HOKA3aTenr Ka4ecTBa TakWM  00paszoM, 4ToDEl O0ECTICUHTH COOTBETCTRHE
BETEPHHAPHOTO JIEKAPCTREHHOTO [penapara, MPOH3BOIHMONO
(H3roTaemHBacMore) w3 apmanesTHueckod  cyberaHimm,  Tpebopanmnsm
HOPMATHEHOI'O JIOKYMEHTA Ha BETEPHHAPHOE JIEKAPCTREHHOE CPEICTRO.Y.

120. B npuaomxennn No 26 k ykasanumm [paruaam;

a)B nyHkTe 3 cnoso «Corozan  samesuts  cnosaMu  «Eepasuiicroro
AKOHOMHYCCEOTD CORO3an

0)p nynkre 12 caosa «llmenexums MOWET NPOBOIHTECA® 3AMEHHTH
cnopaMi  oMucnexuus  mpousBonMTens  (HepezMAeHTa),  HAXOAAUICTOCH

3a npenenamu Corosa, NPOBOJHTCHY
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B) YHKT 13 HUI0MHTE B Cleyomed peaakim;

«l3. B cayuae NUCEMEHHOTO YBEIOMICHHS YHOIHOMOYEHHOTo opraHa
00 oTkaze (¢ YKalaHMEM NPEYHH  OTKasa) B NPOBEISHHH  HHCHEKLHH
NPOH3IBOAUTENA (HEPeINACHTA), Haxoaamerocs 3a npeaenamu Cowoza, cybwexr
B cihepe 0DpaleHHs BETEPUHAPHBIX NeKAPCTBEHHEIX CPEICTE BIpaBe oGpaTHTECH
C JAABICHHEM HA NPOBL/CHHE TAKOH HHCIEKIMM B YHOAHOMOYCHHGLIH oprad
APYroro rocy1aperTBa-tieHa.n;

) DyHKT 17 H3N0KHTE B ceayiciei pelakium:

«Benymui dapmauesrnyeckuii  uHcnertop ofecneuusaer paspaboTiy
NPOrpaMMel - HHCOCKTUPOBAHMS 1o hopMe  CONEACHO TpHAGKeHHIo No |
H NOATOTOBKY KOHTPOJIBEHBIX JIHCTOB 1O (hopMe CormacHo NpriIokeHnn Ne 2 mubo
HHbIX opM pabouux sanuced. llporpamma MHCHEKTHPOBAHMS HanpaBIseTCH
HHCHIEKTHPYEMOMY cyOBeKTY He noijHee uem 2a 10 padounx aneii a0 wmauana
[MpOBeASHHA HHCMEKIIHY,

Bemymuii  dapmatiesTHdeckHi  MHCHEKTOP W WICHH  HHCTIEKIMOHHON
IPYNILL B X0/ HHCIEKIHH BIIpaBe:

NOUIYHaTe J0CTYT (BXOJMTH) B 1000e NOMEleHHe B COOTRETCTBHH
¢ NpOTpaMMoil HHCIIEKTHPOBAHHA;

NOAYHaTh TAKHE JOKA3aTe/bCTBA, KAk MOKYMEHTALMA, (hoToMaTepHain
(BHASOIANHCH ) NOMELIEHHH W oDopyIoBaHH;

MOAYHATE AOCTYN K gobomy o0bekTy (npejMery) B paMkax ofmactH
HWHCIEKTHPOBAHHA H H3VHATH €ro;

NPHHHMATE MEPRl WK TPeDOoBaTL MPHHATHA Mep B OTHOMSHHH NPEIMETOR
(MATePHATBHEIX  CBHMJICTENBCTR),  KOTOPRIE  [IPEANOAOMMTENEHO  MOTYT
CBHJETENECTEOBATE O HECOOTBETCTBHH Tpebhonanuam [Iparun  pannesamei
NPOHIBOACTEEHHOH NPAKTHKY, B TOM YHCNE B OTHOLIGHHH OFPAHHYEHHA A0CTYIA
K TakuM fnpeaMerad H obecnedeHHs HX COXPAHHOCTM B LENAX JaikHelimera

pazdHpaTenBCTRA B YCTAHOBICH HOM NOPSAKE;
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OCYMIECTRIATE  OCMOTP  [pOBepiaeMbIX  ODBEKTOB,  O3HAKOMIEHHE
C JAOKYMEHTALUHEH W 3alHCHMH, ONPOC OTBETCTESHHBIX JTHI HHCHEKTHPYEMOro
cyDhexTa, HabDMIAEHHE 232 IeNTeNLHOCTRIO Ha pafouHx MecTax;

NPeKpaliaTe  [NpoBeAeHHe HHCHEKTHPOBAHHA [PH  fIPENATCTROBAHHH
B PEATHIALNN VEAZAHHEIX [[PAR.»;

) B abzane nepsom nynkrta 206 chaoea «(B cayuae [epsoHauanbHONH
HHCIIEKUMH) WAH [PHAOKEHHI0 Ne 4 (B ciydae NOBTOPHOH (KOHTPOARHOI)
HHCTIEKIIHH) K HACTOSIMM TTpaBriaMy HCKIHMHTE;

e) B nyHKTE 28:

B abzane nepsoM WHpsr «30% sameHnTs undpami «B0»;

B adsale BTOPOM CIOBA «H BRINOJHAET MOBRTOPHYID (KOHTPOILHYIO)
HHCITEKLHID: HCKTHYHTE;

ab3an TPeTHA HCKIIYHTh;

#) B nyakTe 29 ab3arsl BTopoi, TpeTHil 1 YeTBepTHIH KCKITIOUHTE;

3) DYHET 30 H3NKEHTE B CASAVIONICH pelakiny;

«30.C  yuerom  pesyiabraros  ouewkw  CAPA-npana  penyumii
(apMaresTHUECKHil HHCEKTOp oBeciieyHBaeT COCTABIEHHE OTYETA 1o (hopue
COrMacHo npunoxeHH N 4 B oredenwe 30 xaneHmapHEIX AHel ¢o  ans
MpelocTaBieHHs HHenekTupyeMelx cybberrom CAPA-nmana w oryera o ero
BRITOTHEHHH. 3,

) MYHKT 36 NPHIHATE YTPATHRIIHM CHITY;

K} abaal 1eTBepThH NYHAKTA 37 H30MUTE B CACAYIOIEH Ppelakiiimn:

«HPENSTCTRORAHHE B OCYILCCTBICHHH HHCIEKTOPOM TIPaBR, YCTaHORIEHHEIX
nyvurToM 17 nacrommax [Tpasumn.»;

n)s  abzane nmgToM  nymeta 37 cnosa  «B cnydae»  3aMeHHTh

cinosamu «37'. B cayuaes;
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M) B TDHnoaeHHH No | K yKasaHHOMY NPHAOKEHHD!

Mocie CA0B  &HAa coOTBETCTRHe Tpebopannsm  [Ipasun  wagnexcaniei
MPOH3BOJACTEEHHOR  npakTHKH  ERpasHickoro  SKOHOMHYMECKOTO  Comsam
AOMONHATE  CloBaMu  «, yreepwaentsix Pewennem Cosera Espasufickoi
IROHOMHYECKOH KoMMCCHH OT 3 Hoabpa 2016 r. Ne 77 (panee — ilpasuna
HAAIeRANIeH NTPOH3BONCTBERHOH MPAKTHEM | ;

no TeKcTy ciaosa «Erpasuiickoro sKOHOMHYLCKOro co103a) HCKHOMHTE,

B OojnyHkTe 0.4 TaDiMuel  CIOBO  GPEAKTHELI®  3AMEHHTL  CIOBAMH
{PEAKTHBEIL (pearenTsl )»;

Hi ipiiaoskenns Ne 3 w4 K yYKasalHOMY [OPHIOGKEHHID  MAI0WKHTH
B CACVIOUICH PeaKiHK:

«l IPMJIOJKEHHE No 3

i [lpasunam nposeaeHis
dhapMalnesTHYECKHE HHCTEKIHI]

((opma)

OTUET
O ApoReIeHHH GapMATCBTHYLCKOH HHEMEKTTHA TPOHIBOACTE
BETEPHHAPHEIX JeRAPCTBEHHBIX CPLICTE HA COOTBETCTEHE TPehoBAHNAM
Hpaepun vagaewameii nponssoscreennoii npaktikn Eapasniickoro
FROHOMHYCCKODD CORIIA

OT 0 20 No XX - YYY-OMP/20NN!

B coOOTBETCTEHH ¢ = -
(HEMEHDBARNE, naTa B No JOEYMCITTE, H8lHI0NeTned OCHOBEHACM JUTH IPOEEEHHY
daparen THISC DR KHCIeRInT )

C » no«_ »

NpoBeiicHa 11]'3 PMALEETHHECKAN  HHCIEKIHA NPOH3BOACTBEA  BETEPHHAPHLIX
ACKAPCTREHHBIX CPEACTE HA cooTBeTcrBue Tpebosannam [lpasun sapnexamned
NPOHIBOJICTREHHOH — mpawTHkH  Eppasmiickoro  SHoHOMHYECKOTo  coloza,

yreepaciennplx Pemenvem Coseta Eppasuiickoll sKOHOMHYECKOH KOMHCCHH
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or 3 nosbpa 2016 r, Ne 77 (nanee — llpasuna nagnemameii npouspoacTeeHtoi

MPAKTHER)

{ HAHMCHOBIHME HHCTIEETHRYEMMD CVOLEKTL B -:du:pu ﬂﬁpﬂlm‘:nﬂﬂ RETERHHAPINAX NEKNPCTECHHEY CEACTH)

(HIPEC MECT HIXOHICUHA HHCIIEKTHPYEMOA NPOHIBONCTRENHON MI0mMATKH)

rpynnoi gapMaleBTHYECKX HHCIIEKTOPOR B COCTARE;

(YKAEATL AOKHOCTR, PAMBIRKY, HME, OTISCTBO ([IPH HATHOHN) BEyInero
haparateBTHYECKOTD HECIEKTOPE )

(¥VHAIATE OIBKHOCTE, (PanHINI0, HME, OTHECTRO (IIPH HANWYHH) {baw.iucﬁnmecmm WHCTTCRKTONE )

(YKRIATE JODKHOCTE, (EMILIHIO, HMA, 0THCCTRO (mpA namsne) apMatcETIYeCHoTo HHCOSK 0P )

YCTAHORBICHO CNENYIOMICE,

”WHEHD}IHTEJ’IE OCYIHCCTBIIACT CEBORY JICHTCNTEHOCTE HA OCHOBAHHH

(}"H:EI'IE.T.E HOMER, CPOK ,JI.EHE"I'I!H.'! JAUMEYMENTA, PPCIa Ierd B COOTRETCTEHE © 3aK0HOIATETLE TROM

TRCYIAPCTEA — WieHa EBpaxmCcKoTD IHOHOMMNECKDTO COM03E HIH TPETREH CTPAHK! ,'J.Hl-rrimﬁ BH

ACTICIEHOCTH, HIEMEROBEHHE YTINIHOMOCHHOTD OPRTENa TOCYIAPCTRE — YNeHa HI:FIJHJH'HE}:IIITI

AROHOMAYSCROTO CHO3E WITH KOMITETEHTHOMD OPTaE:L 'I'pE'j'I;:ﬁ CTAHNM, BREUABINETD ,ﬂﬂH}'MEHI}

llepeuchs BeTepHHAPHBIX NEKAPCTEEHHEIX CPENCTE,
NPOHIROACTRD KOTOPBIX 3AABIEHO A NPOBEJEHHA HHCIEKIIHH

Ne | Topropoc HAHMEHODANHE Mexnynapoasos Nexapcreennan dopma Craumm
nn RETCPHHAPHOTD HEMATEHTOBAHHOE {npH HATH9HA) HPOW3ROICTRE
JEEAPCTREHHGTD HAHMEHOBIHNE H JI0SHPOBKA
CPEICTR BETEPHIAPHOTD

NEKAPCTREHHDIT
CPEACTRR HITH TTPH 210
OTCYTCTEHA
M T PHHETO:
(FPYIHPORMHOE)
HEHMCHDBAHNE

BHBL JeATENBHOCTH HHCIIEKTHPYEMOro cyoLerTa

IlporsponeTio thapMauesTHIECKHX cyOCTanMiA O
[poHsBOACTEO BeTePHHAPHELX TEKAPCTREHHEIX NpENaparas 1
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[Ipon3roacTBO NPOMEKYTOUHRX nitn HepachacoBaHHBIX («Baiks)
BETEPHHAPHEIX JEKAPCTBEHHLIX CPeiCTR

Viakoska (MepeHMHAS BTOPHIHAS) [
Brnmycraonii KOHTPOn, Cepiy BETEPHHAPHEIX JTeKAPCTBEHHBIX CPE/CTE [
Brinyex b peanusausio cepuu (NapTii) BETEPHHAPHOTO NEKAPCTRENHOTD B
CpecTRa

Mpouee (yicaz)

[

Kparkoe onncanie HHCNEKTHPYEMOTO cyDnekTa:

(VEA3ETE reorpadHteckne NONmREHNES, HATHIHE PAIOM JPVIHY IPOIBROICTR, IERTeNRHOCTR
KOTOPEI MOAET NORTAATE HA KAMECTRD BRITYCKACMOH AAITHED CYTREE oM HPOUTYEIHN)

Hara niposesienns npeapiaymei hapMalesTHIecKoil HHCIeKIHI

(PapmateBTIHHECKHE HHCTICKTOPEL, TPOBOJIHBLIHE NPe/bIYLILY I GapMaleETHYecky

HHCITEeKIITHID

(¥EALATS JORHOCTS, DaMHIIHIO, HMH, OTHECTHO (NpH RATHYHE) BEAYOIETD
(hAPMANCETHYECKOID HHCISKTOPA)

(¥eazTe 10TAHOCTE, PAMEITHEID, HMA, 0T9SCTRD (OPH HATHYHE) (apMaleBTHYecK0T0 HECIERTopA)

(VELATE OIHEHOCTE, DAMEIHIG, HMA, OTIeCTRO (NPH Renrm) GapMalerTHEECKOTO HHEICKTOPa)

Pesyibrarel W saMedanis npensLy e gapmaiesruieckoil HHCNek M’

OcnoBHbIe  HIMEHEHHSA, TNPOHIOMIENIIHE C© J4Thl OPOBEICHHA  npensyTyieli

(hapMaleBTHHECKDIT HHCTIERIHA

Hear nposesienns fapMalieBTHYECKOH HHCMEKUMM, MOITBEPAJIEHHE COOTRETCTRHS
MPOHIBOICTRA  BeTEPUHADHBIX JEKAPCTREHHBIX cpeicere  Tpeboeanmam [lpasmn
HaalneRaleH NpoqsBoIcTREHHON  npaktHkl  EppasuiicKoro  SkOHOMHYECKOTO
COHIIA.

ChefleHid O JOIKHOCTHEIX THOAX W COTPYIHHKAX HHCIEKTHPYeMOTn cyDhexTa,

YUACTRYIOIULHX B NPOBEISHHH (JapMallcBTHUECKOH HACTIEKIIHN

[ VEAIATH JOIDKHOCTE, HaMHiIHIo, WA, OTHeCTRO {IIpH HATHIHH))
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[ ¥KERTH AONEHCC T, (AMHITHIO, HME, OT9ecTso {npH HAMHIHH])

{yrasaTs J0MEHOCTE, (DAMBINIG, HME, OTHeSTEO (NP HamiaHi))

[lepeyen NOKYMEHTOR, JONOMHMTEILHO [PEICTABNCHHBIX  HHCIEKTHPYEMEIM
CYOLeKTOM MHCOEKUMOHHOH Tpynne ans  nposencHis  gapmanerTHueckoli

HHCIEKLIHH

PeayneTarsl nposenennod fapManeETHIeckoll nHeneKumu:

|. DapMalesTHYCCKaR CHCTeMA KaecTBa

2. Ilepconan

3. Nomenenus v obopyaoeatie

4. NoxyMenTanws

3. IlponsroseTrO

6. KoHTponks kauecTea

1. HeaTensHoCT, NepejasaeMas U8 BRINDAHGHAS  Ipyroil  opramnsanuy

{ayTcopoHar)
8. [Nperensnu, nediekThl KayecTsa 1 OTIBIBE! IPOIYKIHH

9. CamorHCne s

[ 0. Peanusatma W TpaHCHOPTHPOBEA NPOIYEIIHI

| 1. OneHKa 0CHOBHOTO OCHE TPOHIBOACTREHHOT IomanKH

12. Paznoe

13, Tlepeaens suspnennmx necooTeeTcTrli TpeGoranuam [pasun nannesameii

NPOHIROICTREHHOIN npakTHiy’

Mvagr [pagin

No A ek [logpebroe ooncanme K racerdmican s
1 HPOHIBOACTEHOH BRIABICHHOTO HECOOTRETCTRN A HECOOTHETCTRHE
NPARTHER

i 2 3 4
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ymeer [pasan
MNe HAILIEALIEH Houpobuoe onncarne Krncendusanms
i1 PO BICTREHITOH BRISIIEHIOTD HECOO THETCT BN HECOOTHETCTHHA
U THRH
I 2 3 4

'-I-'E[IfthI.I[.!II'I'H"-]'E:EHEH CHETEMA HKEUECTRA

[Mepeonan

[Momemenns n obopyiosanne

HokymeHTamNE

[TpomasopcTso

Konrrpons kauscrsa

JesrensnocTs, NepenapaeMan LA BENMIAEHHA IPYTOR OPTRHHIEIHH (8YTCopeHnT)

I'[pmrumn ,E[E’Cbl:]:flm KAUECTHEL  OTILIBRE TPV KT

CemomHeIeKIIHNT

B pewnerare  npopcaeHA0l  apManesTHUeCKOW  MHCICKIME  BRISRICHBI  HECOOTRETCTHHA

Tpedopanniam [Tpasun sarewamedi nporssoncTeernoil npaxtuen Espasnickoro sKoHOMHYSCKOTD

SO, KOTOPLIE HUNGKCHE 0 KIACCHMIHPOBAHE B HHCHSKUHOHROM OTHETE, RCCTD; . W3 HHEX!
KPHIHIECKHE HECODTRETC TS o
CYHIECTRECHIEN HECOOTRCTCTRHE" —

rpoue’
KonnueeTro El-!{:%I:MIf:IEHFHJ'H I AN r[ﬂ_ﬂp —
HHCNEKTTROHHOTD CT9eTa | ¥ELITTh HAHM CHOBAHHE UHCIEKTHPVEMODS  cvTbEETS
H X YOSy AT B ehepe OFPAINCHAR BCTCPHHAPHERK BEKANCTBEHNLIY CPEIETE, TOCYRIPCTED — 4HeH

Frpaamile oo Jmmom HYeckoro oo [ TREThR CTPRKA)
2 AKICMITITAP —

[¥ERTATE  MAMMEHOBANAE  YIOTHOMOUSHEGIE  OpiRH,
FECVIRPETES — wieda Eapasniichom SRomsHgecno o )

14, 3akmouenne:  TIpoM3BOACTRO  BETEPHHAPHLIX  NEKAPCTBEHHBIX  CPENCTH
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(BAMMEHORAHHE HHCIEKTHRYEMOrD cyEnekTa)

(cODTRETCTBYET/ HE CODTRETCTRYET {yr:[rjura;}'xmfr&]:l
Tpebonanuam [lpasnn Hannexamel NponIROICTREHHON NPAKTHEN,

COTHeT COCTaBIeH B NOAMHCAH WIeHAMH HHCNERITHOHHOI TPy Ik

{¥E&3aTH JOIDEHOCTD, (RMHAIHIO, MM, ¢reecTrl (MPH HRTHHE) (mommucs )
BEAYIETO PAPMANEETHYECROND HHCIIEKT o)

(VEALETH JOTRHOCTS, (AMHITHED, HME, OTYECTRO ([P HATHSHN) {MOJIITACK )
JrapMANERTHYECKOID HHCTIEKTOPE)

[VEA3ATE DOTAHOCTE, aMIIHID, HME, TYecTRo (TP HATHHYEHA ) { TOAMTHEE )
(BApMATICHTHYCCKOTD HRCTIEKTOPA)

Tara: « » A ow

' Wuemmit  mosep omieTe o nposensinod dapmanesrmeckol  WHEDEKILEN opanpyveTce o0 cesEe,

KX - Zamaunl OykoeHupi qessyHpoIHEE KoA rocviapemma — unedr EapesplicReTe SHOHOMMMECKORD Cokaa:

¥

YYY - BOMER, TPRCBOCHHMA OTYETY B NOPRONG, YCTHHORICHHOM SAKONO[EITENLCTROM FOCYIUPCTRE —  eHl
EapaisiRekord IK0H0M HHECIre conaa;
GMP -  Tlpaessa  saiiesagiedl  ppomwoacTeessoll  npactiid  Bapiisiickoro  IEOHOMHMECKOrO  Colgam

0NN - rog nponcacHny (EDMLEEETHICCKO HHCHEKILIN,
' Craamm  NpORIROACTIA  BeTEPHHAPHOID HRKAPCTREHHOED  CpMuIcTRE, YEEEHHLIE B JSHANCHEE
0 IEpREnEHEN A PHALEETSEC K HECIERUMN TPORISOICTIN BTTEPHHBPHOND NERSPCTREH OO CpeatTRa,
B cnyuse MPOBEIEERT GAPMALENTHYECROT HICTIE K.
* BlaarneHHEE HECOOTHETCTRRR OUEHHBAIOTER Corinenn Tpefosnnnms TTpagny vannesamed IPOHIEDICTHCHEDDN NPAKTHERN
ERpRanficEnro SHOROMIMECKOTO COMIN © TRMBEACHHEM COLIOK 18 T¥HKTL 3TOTO A0KYMEHTA,
' HeooOoTHETOTHIO, KOTOPRIE COVIZHOT BOAMOMNIOCTE NPOHIB0ACTES ML EPHEGAAT K CYIRCTUSHEOMY JUCHY OPOHIB0ETR
HETEFHHENROTO JISHKADCTRER O CREICTRL, MECHOTO 1T 3067050 0 3A3HH MIBOTIOND HITH Meiomexi.
* HeconTRETCTERA, KOTOPRIE BE MOTYT KIACCH(HITAPOBATLCE KBK KPHTHUECKNE, 160!

HPHEETIE JUTH MOCYT (PHICCTH K NPOHEROICTEY BETEMMINAPHOIT. NERIPCTEEHROTD CRENCTIR, HE COUTHETCTHVHILErE
NOKYMEHTIM PCrHCTRAIAGHHOTSY J0ChE ARHN0IM BETCPHHAPHOM TEEARCTREMNOI (PERpaT,;

YEEIRBARIT KO CYLWSCTOCHHOS OTENOHEHRE oF Tpebopanndi [lpasns nagsckaumiedl (pOMIPOICTECHHON TWPEKTHEN
Eapazufickare ssnsgsiaecioro cooga,

YREIRIBIECT HE CYLISTTBCHHOC OTRIOHEHIE 01 Tpedanammii MEKnyHRPOIHER [(OTOROPOR AN HHKX 1KTOR E cipep=
alpalLieHHA BETERMHATHLY MEKAPETISHHEY CPELCTE, EXDLMDHY B npand EBprinickone JxoHosmmeckorn comms;

YRBIBIKT A HECOOCOGHOCTH  MHCHEkTHpYEMOrD oyfbesTa OCVIICCTREITH CopHAlmE BRNYCK BET CRIHE I Y
ACKAPCTAEHHME CPICTE DANOPOIHOTD KAYECTES MMM HECHOXODIOCTE  YIOTHOMOSSHHOTG JIHLA  MHCREKTHRYEMOMD
CYFLEETA BRINOARETE CROH I0ARHOSTHIE 00FsaHA0CTI;

NPLACTARIEHFT COBM ROMOAHAIIO HECOOTHETCET AN, 111 OOHG MY KOTOPBIX CaMO M0 cefie ne KINAETCS CYIIECTREHARM,
HO EDTORSIC & COBDREYMHOCTH Op€eIcTiRIasT CYIISCTRCHHOS HECOOTRETCTHHE W ROmEHES OOLACHATLER | qanncllpq}umu
I EOHECTHE TARDRGT
"HOCOOTBETCTRNS, KOTOPRE HE MOTYT KAMCCHHLIMPORETECH KAK K HTHISCKNE W CYLECTBEMHLE, HO VIR ST
HU oTEnOHCHES OT TpebomaHuA llpasin maanessansedi nposnsoncisessof npakreel Eppaanfickoro SHoeHOMEIECKGTD
COER,
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HPHAGKEHHE Ne 4

Kk Ilpasuaam npopeienns
thapmalesTHUECKHX MHCHEKITHI

(hopma)

OTHET
0 HPOBETEHIH NOBTOPHOH (KOHTPOILHOIT) (papMaleBTHYCCKOH WHCMeKIHK
MPOHIBOACTEA BETCPHHAPHLIX JIEKAPCTBEHHBIX CPEICTE HA COOTRETCTRHE
Tpefopanuam Tpasua naiesamed NpoHIBOACTEENHOIN TPAKTHEN
Erpasniickoro 3K0H0MHYECKOT0 Coo3a

O 4% M 20 Ne XX —YYY-GMP/20NN-F!

B cooreeTCeTRHY

[ HAMMEHOREHHE, NFTH H No G0KyMEHTE, RENRIUCTOCH OCHOBANHERN 118 NPORCREHHS
DapMAEETHYEC KOH HHCTIEHITA)

G ) [k 4 "

MPOBEICHA MOBTOPHAR (KOHTPONLHAA) (hapMaleRTHYECKAS WHCTCKIMA MEeTOIoM
AOKYMEHTAPHOIO / BRIERIHOTO  MHCIICKTHPOBAHHS  (HYNCHOE  nodueprryms)
MPOUIBOICTRA  BETEPHHAPHBIX  IEKAPCTEEHHLIX  CPEACTB  HA  COOTBETCTBHE
rpeboBanHamM [Ipasui Haanexamed nponssoacTBeHHON npakTikn Espasniickoro
IKOHOMHYECKOID O3, yiBepikleHHbX Pemennem Cowera Eppasuiickoi
IKOHOMHYECKOR Komucenu oT 3 wosBips 2016 r. Ne 77 (pnanee — [lpasmaa

HAJNCKANIEH NPOHIBOACTEEHHOH NIPAKTHKH)

{HARMEHOBRREE HHCNERTHPYEMOro ¢yOherTa b chepe obpamcHUa RETEPHHAPHEIX EKAPCTRCHILIX CPEICTI)

(Apes MECT) BEXDHATHHA HHCNCRTHEYEMOR NponspoacTennoh TIORRTEH]

FPYIIOH GapMalesTHHECKHX HHCNEKTOPOE B COCTABE:

(YRE3ATE JOMKHOCTE, (M, HMA, OTYLCTRO (ITPH HANKYHE) BEOYIICTo
(PAPMANEATHYECKDID HHCHEKTOPE )

(YREHTE MONAHDCTh, (MUY, HME, OTYecTBO (1P BaTHYHH ) (AP AT HHEC KO HHCTICKTOPA)
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(VHAIETE AOIHHOCTE, (HMITHIO, HME, OTYeCTED {TipH HHthHIm:I_:b:'El.]:I{-ﬂIUEﬁH“IEERﬂFﬂ HHCAICETO}
LHene  npokeienws  nosropuoil  (koHTpoIRHOH)  dapMatesTHueckoi
HHCIICKLIHH: MOATBEP#ACHHe YCTPAHCHHA HECOOTRETCTBMIL, BLINBIEHHEIX B XOje
paHee npoBeleHHoi (papMalesTHYeCKDd HHCIIEKITHH,
Creaenna o npefbiayiiei dapMaleBTHIeCROli HHCTICKITHY:
1. Jlara (nars1) nposenenus papMaeBTHMECKOH HHCMEKITHM:

o B o« ]

2. Homep W jara oryera o nposeieHHON dapManesTHYeCKol HHCTeKIIHK
(MHCMeRIHN, Mo pesyakTaraM kotopoit npencrarnessl CAPA-nian » oruer o ero

BRIITOJIHEHHH):  No OT @ ® I,

=1 a0

(WRAZLIRAEMCR  VHEMHBIN  HOMEP  OMYEmd,  APUCEOERNBIE B0 cxeMe,
npedvesompennon npuroxcenien N 3k npuaoxcemwo Ne 26k paswaw
PEVIUPOGanYA  oOp@ujenin  REMEPUNGPHBIX  NERAPCMBENHMY  cpedeme
HEl IAMONCERRON MERpumoma Eepaauiicko2o IKoHoMuNeckozo consa).

3. Cocras  HHCIICKUMOHHON  rpylisl, DpoROMMBIIEH (papMalneBTHUECKYIO
HHCMEKIHED  (MHCTICKIMID, 110 pesynsTaram kotopoil npeicrasienst CAPA-nnau

H OTHET O €r0 BEIMTOMHEHHN)!

(yRasarTh JOUKRHOCTD, (aMEIHIG, M, OTYECTRO (IIPH HAIMSHN) REIVIIETD
PUpMAIERTHYCCKOTO HECTIEKTOpa)

(¥RATEATH LODKHOCTS, (AMILTHI, HMA, OTHECTRD (TIPH HAIKYIH) HapMAIEBTHHECKO ) HHCIIEKTOpA)

(YRAZHTh IOUTHHOCTE, QRMATTAIO, HMS, OTHeCTERO (IpH HAD L) QapMalesTHISCKOTO HHEmekTopa).

4. PeayneTaTel B osaMedanus (hapManesTHYeCckol HHoHerumH (HMHCIeKIHM,
0o pesyisraraM koTopoil npeacrasineds CAPA-ran w 0TYeT 0 €ro BLITOIHEHHH ):

BEISEJIEHO HECOOTBETCTEWH, H3 HHX:
(OOIED KOATesTRG )

EPUTHHECKHE HECOOTBETCTEHA —

CVINECTBEHHBIC HECODTBCTCTEHA — :

HpoYHe



121
HMucnexrupyemsie  30HB  NOBTOpHAS  (KOHTPOIBHAA) (apMaleRTHYCCKan

HHCIICKIMA [POH3IBOACTEA BETCPHHAPHLIX JICKAPCTBEHHBIN CPEACTE MpOBEIeHa
METO/IOM

L] nokymenTapioro nHCHeRTHpOBAHIS

[ BEiesanoro HHCHEKTHPOBAHNS COMACHO MpOTpaMMe HHCHEKTHPOBAH A

OT » M r

Chenennsi 0 J0KHOCTHEIX JHUAX H  COTPYIHHKAX HHCTIEKTHPYEMOro
offbeKTa,  YYACTBYIOIIMX B [POBEICHMM  [OBTOPHOI [ KOHTPOILHOE)
(pEpPMALERTHIECKDH WHEMEKINK (3anofHAETCA B Cllyyde TPORSICHHS BEIE3AHOID

HHCIEKTHPOBAHMA )

(chanasm, W, OTHECTRO (IPH HAIMSIG) NPEICTABNTENS WHCTIEKTHREYEMOTO OOLRKTH, SOENOCTE)

{hamMHmHA, HMA, OTHSCTRO {NPH HATHYHKE) MPERCTABHTENA HHCHOCKTHEYCMIND O0hERTa, IDKHOCTE}

(tpasiunue, 1aa, oT9eCTEO (NPH HAIHYHH) DPCOCTARNTEAN HHCMERKTHPYEMOrD DOReKTA, ORI

Pezynbrarm npopeneHnol nostophoil (koHTponsHOI) (apMauesTHYeCcKoH

HHEICKLIHH
[epesens necoorpercrnmi Creienng o yoTpaHeHnH HeCODTRCTCTRHA
. Lhienra yorpanenns
H WX KBAHIPHEATIHA (KPATKOE COMIEPHARNHE MEPOTIPHSITHS,
HECOOTRETCTRHA
MO BEPHCIAIDIINR Joky MenT)
Konnueorae SE1eMInmpon 1 sksemnn Ap —
HHCNEETHOH OO 07TeTa (YWa3aTh  EHMEHOBINEE  AHCOCKTHPYEMOTS  cyviLesTa
W HX HOayHaTeTn B cipepe 0GPAMENNA BETEPIHAPHEIN AEKAPCTAEHHME CPEICTE, MOCYIAPCTAN — MEEH
Enpaysiickone 3MoHOMITECKDID CONA | TPETHR CTREHA)
2 IKIEMILNAP —
{vEAIaTE HEHMEHOBIHHE  YIONEOMOCHIOD  OPrisa
POCYaRpCTRES — wiear Eopasnificmira Seeosiieckors conra)
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Jakmouenue:  TIPOM3BOACTEO  BeTEpHHAPHBIX JIEKAPCTBEHHLIX CPSIACTE

[ HAMMERDEAHKEE H||n:.;|'||:|rr|;-|_1-5-'¢:~1-::|i'-|:| cyheKTa)

{IIJDDTE-E'HTH}'ET-"HE COOTRTCTEYET [ VEAZATE HYyHH0C] )
rpebosanmam Tpasun vaiexawed npoR3IBOACTHEHHON NPAKTHKY,

Otuer sBASETC]  HEOTHEMIEMOH  UACTEIO  OTYETA O  NPOBEICHHH
Npenelayiieii (papMalerTHYeCKoH HHCHEKIHH NpPOHIBOJICTRA  BeTepHHAPHEIX

[IEKAPCTECHHRIX CPEJCTR, 110 pesyibrataM koTopod npencrapiensl CAPA-nnan

H OTHET O €D BREITFOTHEHH,

(Tuet coctapiied H MOANMHCEH YaeHaMi HHCIIEKIHOHHOH IpYIINLL

(¥RAATE AOHAOCTE, QEMILIRK, WMA, 0TTeCTBO (TP HalHTin) (oanues)
BEAYNETO apMaieaTHHCCHIIO HHCIEKTopa)

{yRa3aTsH A0MKHOCTL, GAaMATHIO, MMH, OTYLCTRO (NPH HATHYHH) (Heyanmen)
(aPMALEETHYECKDIO HECHEKTOpa)

(FREUWTE AMIRHOCTE, aMAIND, HMA, 0TYSCTRO (HPH HATHYHMK) [ OJITHCE)
JapMATEETHYEC R Hﬂcnmnpﬁ]

Hara: « W 20 .

| ¥uerHpi posep dunnnsnore (OKORYATLISHONG) OTHETR O DPOSEISHIN BONTOPNDE {ROHTROTLHOH] GapstaneaTHYECKi
HEICOERITAE OpMIPYETCE T CXEMe, THE:

MX — Zegrmannaif Gvsnennn il seexayenpoapsil Ko rocy apeTsa - ek Espaaniickore IX0HoMIEER0re om0

YYY — HOMEp, NPHCBOEHHLIA OTVETY B NOPALKE, VCTOHORNCHHOM TEROHOJATENLCTNOM TOCYVIAPCTER — uICHR
Enparsuiickoro skoRoMIMeCEor comaa;

GME — [pagiaa sapnescanei npomiporcToeRHol nparTHiy EBpaisfickors IK0NOMHEEC FOrD COsE;

HiNM - roa npogs e GApMALSATHICCEOR HICHEK NN,

F— Gymsenmil ko, ofomemmoud geannbmu {oxoeHaTabin i

I*:' :: ft1g '}
|2l AOKYMEHTR |2
£tk JE
"-\.'—.'-_ _.'E' i




