EBPA3UICKAS SKOHOMHNYECKASI KOMUCCHUS
COBET

PEIMEHUE
«22» anpens 2024 r. Ne 36 r. Eperan

O BHecennn n3meHennii B llpaBpuia peryaupoBanusi o6pamenus
BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJACTB HA TAMOKEHHOH TePPUTOPHH
EBpa3uiickoro 3KOHOMHU4YeCKOro coio3a

B coorserctBun ¢ nyHkrom 14 [Iporokona o npumeHeHHH
CaHMTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX U KapaHTUHHBIX (UTOCAHUTAPHBIX
mep (npunoxkenue Ne 12 k Jlorosopy o EBpa3zuiickoM 3KOHOMHYECKOM COHO3€
or 29 mas 2014 roga) u nmynkrom 57 mpunoxenuss No 1 k Permamenty
paboTbl  EBpasmiickoli  5KOHOMHWYECKOW  KOMHUCCHH,  YTBEPIKIEHHOMY
Pemennem Bricmero EBpa3uiickoro 3KOHOMHYECKOTo coBeTa oT 23 jnekadps
2014 r. Ne 98, Coset EBpasuiickoil 5KOHOMUYECKOH KOMUCCHH P € I M JI:

1. Buectu B IlpaBuia peryaupoBaHHus oOOpalleHHs BeTepPUHAPHEBIX
JIEKapCTBEHHBIX CPENCTB Ha TAaMOXKEHHOM TepputopuM EBpasuiickoro
SKOHOMHYECKOI0 €ol03a, yTBepkaeHHble Pemenuem Coeta EBpaszuiickoii
HSKOHOMHUYECKOH Komuccuu oT 21 suBapsa 2022 r. Ne 1 (nanee — IlpaBmiia),
M3MEHEHHUS COTJIACHO MPUJIOKEHHUIO.

2. Ilpocuts EBpa3suiickyr0 5KOHOMMUYECKYID KOMHCCHIO COBMECTHO
C YIOJIHOMOYEHHBIMU OpraHamMHu TrocylapcTB — wieHoB EBpasumiickoro
OKOHOMHYECKOrO0 COI03a B TeyeHue O MecsiueB ¢ JaThl BCTYIUICHHS
HacTosuero Pemenus B cuity rpopadborars BONPOC M0 BHECEHUIO U3MEHEHH I

B IIpaBuiia, npeaycMaTpuBalOIIUX OPOUEAYPY PErucTpaliy 10 MHUIIHATHBE
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rocyjapcTsa — 4ieHa EBpasuiickoro 5KOHOMMYECKOTO COI03a BeTEPHHAPHBIX
JIEKapCTBEHHBIX TpPEraparoB, 3aperucTPUPOBAHHBLIX corinacHo [IpaBuiiam
B OJTHOM U3 rOCYJIapCTB — WiIeHOB EBpa3uiickoro 5JKOHOMHYECKOTO COHO3a.

3. Hacrosamee Pemenune BeTymaer B CWIY [0 HCTEUYEHHUH

30 kaysieHIapHBIX JHEH ¢ Jarel ero o(UIMAIBHOTO OMyOINKOBAHHS.

Yiennl Coera Epasuiickoii 3K0HOMHYECKOI KOMHCCHHU:

Aang

=\ HOKYMEHTOB ‘ L\ AOKYMEHTOR |

-0 [k

(]




[TPUJIOKEHNE

K Pemenuio Cosera
EBpazuiickoil 5KOHOMHIECKOH KOMUCCHH
ot 22 anpenst 2024 r. Ne 36

N3IMEHEHMUWA,
Buocumble B IIpaBuna peryaupoBanus odpamieHusi BeTepHHAPHbBIX
JIEKAPCTBEHHBIX CPEJICTB HA TaMOKeHHO# TeppuTopuu KBpa3uiickoro
IKOHOMHYECKOI0 C0X03a

1. 1lo TexcTy cnoBo «HEeIOOPOKAYECTBEHHBI» B COOTBETCTBYIOIIUX
gpciie W Majeke 3aMeHUTh CIIOBOM «HEKa4eCTBEHHBII» B COOTBETCTBYIOIIMX
yuclle M Iajexe, ClIoBa «KIMHUYECKMX HCCIICJOBAHUN (MCITBITAHUM )y
3aMEHUTh  CJIOBAMH  «KJIMHMYECKHUX  MCCICJOBaHUH  (MCTIBITAHHI)
BETEPUHAPHBIX  JIEKAPCTBEHHBIX IIPENApaToB», CIOBO  «YHHUTOKEHHEN
B COOTBETCTBYIOIIEM  IIaJIeK€  3aMCHUTh  CIIOBAMH  «YHHUYTOXKEHHE
(yTmnmzanusi)» B COOTBETCTBYIOIIEM TITaJIeke, CJIOBA <JIOKIHHAYECKHUX WM
3aMEHUTh  CIOBAMM  «JOKJIMHHMYECKHX  HCCIIEOBAaHUH  (MCITBITAHU)
BETEPUHAPHBIX JIEKapPCTBEHHBIX CPEACTB M», clioBa «cOop (TONUTHHA)Y
B COOTBETCTBYIOILIEM ITAJI€XKE 3AMEHHUTDH CIIOBAMH «COOp {ITOIITMHA) HUIH HHBIE
00s3aTeNbHbBIe IUIATEKW» B COOTBETCTBYIOIIEM IaJIe)Ke, CIIOBO «PEeareHThh»
3aMEHUThH CIIOBAMM «PEAKTUBBI (PEareHTHI)», CIIOBA «IIepeueHb TOKYMEHTOBY
B COOTBETCTBYIOILEM I[aJIe’Ke 3aMEHMTh CJIOBAMM «II€PeYeHb H3MEHCHUUY
B COOTBETCTBYIOLIEM MaJICHKeE.

2. B nyHnkre 5:

a) mpe/UloKeHne MepBoe ad3ala BOCBMOIO IOCKie CJIIOB  «(YHKIHHI
OpraHM3Ma >XMBOTHOTO» JOIOJHUTH CIOBAMHU «(B TOM HHCIE CPEJCTBO IS
HapKo3a)»;

0) B alzaue aBajguaTh BTOPOM clioBa «hapMakomedHol crarbu»

3aMEHUTH CIOBaMH «papmaroneiinoii crateu @apmakoren Coro3ay;
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B) B al3ale JBajguarh TpeThbeM clioBa «(hapMaxkorelHod craTbuy»
3aMEHUTH clIoBaMHU «papmakoneitnoit crarbu @apmakonen Corozay;

r) ad3arl TpHANATE BTOPOH HCKIIIOYHTE,

1) mocie ad3ala TPUALATH IATOTO JOMOJHUTH ab3alleM CIIeAyHOIEero
COJIepIKAHUS:

«HEKAUeCTBEHHOE  BETEPUHAPHOE  JIGKAPCTBEHHOE  CPEICTBO»  —
BETEPUHAPHOE JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIICEe TPeOOBAHHUAM
HOPMAaTHUBHOI'O JIOKyMEHTa Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTBO
i (papmakoneitnoii crarbu @apmakonen Corosa (IIpy HATAYUK );»;

e) abzal TpuaUATH IIECTOM TOCNE CIIOB  «KOHTPOJIIO —KadecTBa
BETEPUHAPHOIO  JIGKAPCTBEHHOI'O  CPEJCTBA,»  JOINOJHHUTL  CIIOBAMH
«oopMmIIseMblif  IIpaBoOOJaaTeNIeM  BETEPHHAPHOTO  JIEKAPCTBEHHOIO
npernapara uy;

) ad3all  TpUAUATH  CEJIBMOM  IOCIE  CIHOB  «JICKJIMHUYECKHX
MCCIC\OBAHMM  (MCIIBITaHKN)»  JIOTIOJNIHUTL  CJIOBAMM  «BETEPHHAPHLIX
JIEKapCTBEHHBIX CPEACTBY;

3) ab3all COPOK IEePBBIA IOCJE CIOB «JIOKIMHUYECKUX HCCIIEIOBAHUMN
(McIbITaHuif)»  IOONOJHMUTH  CIOBAaMHM  «BETEPUHAPHBIX  JIEKAPCTBEHHBIX
CPEICTBY;

1) B ab3alle MTHAECSAT BTOPOM CJIOBA «TPETbUX IOCYJIapCTBY» 3aMEHHTD
CJIOBAMHU «TPETHUX CTPAH;

K) a03all NAThAECAT YeTBEPTHIH U3TOKUTH B CIICJYIOIICH PeaKIMH:

«peepeHTHBI  BETepUHAPHLIM  JIGKAPCTBEHHBIM  mpemapary  —
BeTEPUHAPHBIM  JIEKapCTBEHHBIM  IIpenapar, BKIOYEHHBIH B peectp
BETEPUHAPHBIX  JICKAPCTBCHHBLIX rpenapatoB  (Como3a HA  OCHOBAHUU
PErMCTPALIMOHHOIO  JIOChE  BETEPUHAPHOTO JICKAPCTBEHHOI'O  Iperapara,
COJICPIKAllIEI0 PEe3yJ/IbTaThl BCEX JOKIMHUYECKUX UCCICI0BAHHM (MCITBITAHHN)

BETCPUHAPHOI'O JICKAPCTBCHHOI'O CpeaACTBA W KIHHHYCCKHUX ucciue10BaHui
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(McTIBITaHMi) BETEPHHAPHOIO JIEKAPCTBEHHOTO Mperapara, TOATBEPKIAIIINX

ero KauecTBO, 0e301acHOCTb U I(P(PEKTHBHOCTE, @ TAKKe HCIIONb3yeMblil
B Ka4ecTBE Iperapara CPAaBHEHUS M ABJAIOLIEHCS 3TaJIOHOM, MO KOTOPOMY
OIpEJeiFIOTCs (HOPMUPYIOTCs) CBOHCTBA BETEPHHAPHOI'O JIEKAPCTBEHHOI'O
npemnapara;;

1) B ab3ale NAThJIECIT BOCBMOM CIIOBa «BETEPHHAPHOC JIEKAPCTBEHHOE
CPEICTBO, IPOU3BEACHHOE» 3aMEHUTH CIIOBAMH «KOJIMYECTBO BETEPHHAPHOI'O
JIEKapCTBEHHOI'O CPEJICTBA, TPOU3BEIEHHOTI0Y;

M) rocsie  ab3ala  IecThAECST  [EepPBOro  JIONOJHWTL  abzalem
CJIEJIyFOLIEro COAEDKaHMs:

«YIOJITHOMOYEHHOE JIUII0 IIPOU3BOAHUTEIIS BETEPHUHAPHLIX
JIEKAPCTBEHHEIX CPEJICTB» — COTPYAHUK NPEIIPUSTHS, KOTOPHIH aTTecTOBaH
COIIACHO 3aKOHOJATENbCTBY TOCYAApPCTBA-4/ieHa, HA KOTOPOTO BO3JIAraercs
OTBETCTBEHHOCTh 3a KAUeCTBO IIPOU3BOAUMBIX U BBIITYCKAEMBIX B PeallU3aliio
BETEPUHAPHBIX JTEKAPCTBEHHEIX CPEJICTB U KOTOPBIH rapaHTHPYET, YTO KaXK1as
CepHsl BETCPUHAPHOIO JEKAPCTBEHHOTO CPEACTBA IIPOU3BEJIeHa U MPOBEPEeHa
B coorBercTBUM ¢ [lpaBumaMy Hammexamedl Npou3BOJICTBEHHOU IIPAKTHKM
EBpasuiickoro 5KOHOMHMYECKOI'O COI03a, & TaKKe C YUYeTOM II0JIOKCHUMH
HOPMaTHBHOTO JOKYMEHTa Ha BETEPUHAPHOE JIEKapCTBEHHOE CPEJiCTBO
M PETUCTPAIHOHHOTO JJOChE BETEPUHAPHOTO JIEKAPCTBEHHOIO IIperapara;y.

3. Pazzgen I gononHuTh MyHKTOM 7' CIIEAYIOLIEr0 CONEPKAHU:

«7'. CueunduKaniu ¥ METOABl KOHTPOIsS KAauyecTBAa BETCPHHAPHLIX
JIEKapCTBEHHBIX  CPEJICTB ONPEJENSIOTCS  COIJIACHO dapmakonee
EBpasuiickoro 5KOHOMUYECKOTO COr03a, yTBepKaeHHor Pemenuem Komnerun
EBpasuiickoli skoHOMHMuYecKod komuccuu or 11 aBrycra 2020 r. Ne 100
(nanee — @apmaxomnes Coio3a), a UPK OTCYTCTBHHM B HeH HE0OX0aMMOIl

(papmakoneHONH cTaTbU — COMNIACHO (apMakomesM TOCYLapCTB-YJIeHOB,
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a B CIydae OTCYICIBUs B HHUX (apmakomeidHo# CcTaTbl — COIVIACHO

HOPMAaTHUBHOMY JOKYMEHTY Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTRO. ).

3" Tlomiyskr «0» 1yHKTa 9 TIOCHE CJIOB (JIEKAPCTBEHHOTO CPEICTBA
JOIOJIHUTE CJIOBaMHM  «(3a MCKIKOUEHMEM IPOHM3BOACTBA (hapMareBTHIeCKOH
CYOCTaHIIUHN ).

4. JIonoHuTh MyHKTOM 9! cremyroniero copepikanus:

«9'. Tlpou3BoauTEIb  BETEPMHAPHOIO  JIEKAPCTBEHHOTO  CPEICTBA
OCYILECTBIIIET ~ MPOBEPKY  KadecTBa M OE30IIaCHOCTH  KaXIOW  cepuu
BBIIYCKAEMOI'0 BETEPUHAPHOTO JIEKAPCTBEHHOI'O IIpernapara Ha COOTBETCTBHE
IOKa3aTelsiM HOPMAaTHBHOIO JOKyMEHTAa Ha BETEPUHAPHOE JIEKApCTBEHHOE
CPEJICTBO W 110 pe3ynbTaTraM JaHHOM IpoBepkd OGODMISIET JIOKYMEHT,
MOJTBEPXKIAIOIIMIA KayeCcTBO M O€301aCHOCTh BETEPUHAPHOTO JIEKAPCTBEHHOIO
npenapara (cepTuduKar KauecTBa, aHaTUTHICCKHN MACTIOPT U JIp.).».

5. Ilynkt 10 npusHaTE yTpaTUBIINUM CHITY.

6. B naumenoBanuu ionpaszienia 1 pasena IV cioBo «perucrparmmy
3aMEHHMTH CIIOBOM «OOpaIEHUSD?.

7. B nyHkTe 24:

a) IOAIIYHKT «0» IIOcClie CJIOB  «UMEIOIIEH» JONOJHUTL  CJIOBAMM
«IEHCTBYICIIYIO JIALIEH3HIO 1

0) MOTOIHUTH HOAITYHKTOM B CIIETYFOIETO COMEPIKAHUSI:

«B) MX CONPOBOXIEHUS MHCTPYKIMEH IO MPUMEHEHHIO BETEPHHAPHOI'O
JIEKapCTBEHHOI'O IIperapara U yHakOBKOH C TEKCTOM Ha PYCCKOM s3bIKE M Ha
IOCYIAPCTBEHHOM #A3bIKE I'OCY/apcTsa-uieHa (Ipy HAIMYUU COOTBETCTBYIOIINX
TpedOBaHMi B 3aKOHO/ATENBCTBE FOCYApCTBA-UIeHa, Ha TePPUTOPUE KOTOPOTO
obOpallaercst BETepUHApHBIH JTeKapCTBEHHBIN IIpenapar).y.

8. JlomosrHuTE IMyHKTOM 24! cnietyromiero coiepxanms:

«24'. Ha rtamoxerioll Ttepputopur Coro3a 3ampeliaercs oOparieHne

HEKAYECTBEHHBIX, (DanbCU(OUUUPOBAHHLIX, KOHTpa(aKTHBIX —BETEPUHAPHBIX
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JIEKApPCTBEHHBIX ~ CPENCTB,  BETCPHHAPHBIX  JIEKAPCTBEHHBIX  IIPEraparos,
He 3aperuCTPUPOBAHHLIX B  COOTBETCTBHM ¢ Hacrosimumu [IpaBusiamu
(3a UCKJIFOUEHUEM CIIyddeB, OlpeJiesIeHHBIX MyHKToM 340 Hacrosiuux ITpasun),
a TAK)KE BETEPUHAPHLIX JIEKAPCTBEHHBIX CPEJICTB ¢ HCTEKILIAM CPOKOM I'OJTHOCTH.

HexauectBennsle, GanbcuGUIUPOBaHHBIE, KOHTPA(QAKTHBIC BETEPHHAPHbIE
JIEKapCTBEHHBIC CPEACTBA, a TaKKe BETEPUHAPHBIE JIEKAPCTBEHHBIC CPEJICTRA
C HMCTEKIIMM CPOKOM T'OJHOCTH TIOAJIEKAT M3BATHIO M3 oOpalleHuss Ha
TaMOXKeHHOK — Tepputopun  Cow3a ¥ TOCHEIYIOUEMY — YHHUTOXKEHHIO
(yrwimszanmu)  MIM - BBIBOZYy € TaMoOkeHHOW  rteppurtopun  Corosa
(mpu oOHapykeHMH B IyHKTaX IpOIyCKa 4epe3 TrOCy/IApCTBEHHBIE TIPAHMLILI
rOCY1apCTB-YJICHOB, PACIIONOXKEHHBIX Ha TaMokeHHoi rpanune Coro3a).

YHuuToXeHne (yTWIM3alusl) HEKaueCTBEHHBIX, (DalbCU(pUIIMPOBAHHEIX,
KOHTpa(aKTHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  CPEACTB, a  TaKKe
BETEPUHAPHBIX JISKAPCTBEHHBIX CPENCTB C MCTEKIIMM CPOKOM TOJHOCTH
OCYILIECTBIISIETCS 3a CUET WX BIAJIENblla B COOTBETCTBUU C 3aKOHOJIATEILCTBOM
roCyJapCTB-UJICHOB.

JIvna, pomycruBlIMe oOpallleHHe Ha TaMOxeHHOH Ttepputopun Corosa
HEKaUeCTBEHHbIX, (GalbCUPUIIMPOBAHHEIX, KOHTPAQaKTHBIX BeTEpPHHAPHBIX
JIEKApCTBEHHBIX CPEJICTB, 4 TAKKe BETEPUHAPHBIX JICKAPCTBEHHBIX TPEIapaToB
C UCTEKIIMM CpPOKOM TI'CIHOCTH, HECYT OTBETCTBEHHOCTH B COOTBETCTBHH
¢ 3aKOHOJATEILCTBOM I'OCY/IAPCTBA-UIIEHA, HA TEPPUTOPHUU KOTCPOTO YCTAHOBJIEH
(pakT HapyIIEHHS.».

9. B abzaue 1epeoM myHkTa 32 cioBa «(TOATBEP)KICHHS PErHCTPAIINH,
[IPUBEICHUS  PETMCTPAalMOHHOIO  JIOChEe  BETEPUHAPHOTO  JICKAPCTBEHHOTO
npenapara B COOTBETCTBHE ¢ TpeboBaHusIMH Hactosumx [lpaBwi)» 3aMeHUTH
CJIOBAMM ~ «MJIM  TIPUBEINEHHS  PErHCTPALMOHHOIO  JIOChE  BETEPHHAPHOI'O
JIEKapCTBEHHOIO IIperapara B COOTBETCTBUE € TPeDOBAHUSMH HACTOSIIHX

[TpaBuimy.
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10. B ab3aue nepsom nyskra 36:

a) II0CJIE CIIOB <«3asiBJICHUSI W PETMCTPAIMOHHOTO JOCEE» HOMOTHUTE
CJIOBAMH «BETEPHHAPHOIO JIEKAPCTBEHHOTO IIpelrapaTa,

0) CJI0BO «PEaKTHUBOB) 3aMEHUTH CIIOBAMH «PEaKTUBOB (PCareHTORB )».

11.B nynkre 38 cioBa «B 2JIEKTpPOHHOM BHAE» 3aMEHHTL CITOBAMM
«B DIIEKTPOHHOU hopmey.

12. B nynkre 41:

B IIPEUIOKEHHUN IIEPBOM CIIOBA «B 3JICKTPOHHOM BHJIe W» 3aMEHHUTD
CIIOBAMM «B JIEKTPOHHOM BHU/IE HUIINY;

PEUIOKEHUE BTOPOE HM3JIOKUTH B cilenyronieidt penakumm: «B ciygae
HalpaBjIeHUs IKChbMa 3aKa3HBIM IIOYTOBBLIM OTIIPABJICHHUEM OHO CUMTAETCS
NIOTYYEHHBIM 10 MCTEYEHMM 5 pabouyMX AHEW ¢ JaThl ero OTNIPaBKH, a IIpPH
HallpaBJIEHUH B AIIEKTPOHHOM BUIE — B JICHb OTIIPABKH.».

13. B mynkre 42:

a)B al3ale TMEepBOM CJIOBO  «3asBUTENS» 3aMEHKWTL  CJIOBaAMU
«, HAIIPABJIEHHOMY 3asBUTEJIEM B IIMCbMEHHOHN Qopme B pedepeHTHBII opran
Mo perucrparmyd B TedeHue 90 KaleHIApHbIX JHEH ¢ JIaThl TPUHATHS
pe(epeHTHBIM OPraHoOM 10 PErHCTPALMU COOTBETCTBYIOIIETO PEIICHUSL, Y,

0) MOAIMYHKT «B» M3JI0KUTH B CICAYIOWEH PeJIaKIIiN:

«B) JOKyMEHTBI, IIPEJICTARICHHBIE 3asBUTEIEM B paMKaX IPOLEILyphl
BHECEHMSI B PETUCTPALMOHHCE JOCHE 3apPErUCTPUPOBAHHOIO BETEPUHAPHOIO
JIEKApCTBEHHOI'O IIpernapara WM3MEHEHMH (Jlamee — TIpoIeaypa BHECEHUs
M3MEHEHHHI) 110 IIEPEYHIO COIacHO npuiokeHuio No 6 (najee — riepedeHb
V3MEHEHMH );».

14. JTononuuth mynkramu 42" u 422 cnenyromero cojaep:Kanus:

«42'. Tlpy HemoCTYIUICHHHM OT 3asgBUTENIsl B CPOK, YKA3aHHBIH B ab3are
nepsoMm Inynkra 42 nacroswux llpaBui, 3ampoca o BoO3BpaTe LHOKYMEHTOB

pepepeHTHBIN Opral 10 PerucTpaliy IPUIKMAaeT pelieHne O JanbHeRIImeM nx



XpaHEeHUH MO YHUUYTOXKEHMM  (yTWiIM3aliM) B COOTBETCTBHUHU
C 3aKOHOJATENBCTBOM TOCYIapCTBA-*UICHA.

42°. B criydae 3aBeplueHMs MPOLEAYPhl PETHCTPALMH BETEPHHAPHOTO
JIEKapCTBEHHOIO IIpeapara Ujld OCYILEeCTBIeHHS WHBIX TIPOIEAYP, CBSI3aHHbIX
C pEerucTpaluei, ¢ IIOJIOKUTEIbHBIM PEe3yJIbTaTOM 3asBUTENIb COTJIACOBLIBAST
¢ YIOJTHOMOYEHHBIM OpPraHoM rocyJapcTBa-uieHa, HA TePPUTOPUH KOTOPOIo
MJIaHUpYyeTcsl  oOpallleHHe BEeTepUHApHOTO JISKapCTBEHHOIO — IIperapara,
IePEBOJ, HMHCTPYKLMM 110 MPUMEHEHHI0 BETePUHAPHOI'O JICKAPCTBEHHOT'O
pernapara ¥ TEKCTa Ha MaKeTe YMAaKOBKM BETEPUHAPHOI'O JICKAPCTBEHHOI'O
penapara Ha TOCYJApCTBEHHBIM S3BIK 3TOr0 IrocylIapcTBa-diieHa, eclly
PYCCKHI A3BIK B DTOM TIOCyJapcTBe-ujieHe He SBISieTCsl rOCyapCTBEHHBIM
(Ipr  HaJM4YMM  COOTBETCTBYIOIIMX TpeOOBAaHHE B  3aKOHOJATENLCTBE
roCyapcTBa-uieHa).».

15. B nynkre 44:

a) B OANYHKTE «O»:

B alszale BTOPOM CIIOBA «B aKKPEAUTOBAHHBLIX Ja0OpaTOpPHsx
(MCTIBITATENEHBIX LIEHTPAX )» UCKITIOUNTh;

B ab3alle MTOM CJIOBA «OIIEHKY COOTBETCTBUS) 3aMEHHTH CIIOBAMU
«B) OLIEHKY COOTBETCTBH;

0) MOAMYHKT «B» U3JOXKUTH B CISAYIOUICH pelakIiiu:

«r) ohopMIIEHHE DKCIICPTHOIO 3aAKITFOYEHHSL. Y.

16. B myHkre 46:

a) mocie cJcBa «OMOJIOrMYEeCKOe JIOTIOJTHUTE CIIOBOM
«, OMOTEXHOIOTHYECKOEY);

0) ci0Ba «cTerneHb MarucTpa WM YYeHYIO CTeleHb B IpoQuIMpyromei

OGH&CTH,» HCKJIDYHUTE.



17. B nyukre 47:

a) B ab3aLe BTGPOM IOAIYHKTA «a» CJIOBA «, HAa3HAUMBIIETO DKCIEPTH3Y,
OT 3asiBUTENS WM JPYIMX 3aMHTEPECOBAZHHBIX B Pe3ysbTaTax HKCHEPTU3LI
JIML» 3aMEHUTh CJIOBAMM «WJIM TPYNIBl JHI (KaK IOPUIAMYECKHX, Tak
1 (pU3MYECKUX), KOTOPBIE MOTYT JIeHCTBOBATH B HHTEPECAX 3asiBUTEIISNN;

0) B abszane BTOPOM IOANYHKTa «O0» CIOBa «PerHCTParMOHHBIX
MaTepraioB» 3aMEHUThL CIIOBAMH «PETHUCTPALHOHHOIO JOChE BETEPHHAPHOIO
JEKapCTBEHHOTO npenapara WJ1 INCKYMEHTOB, JIOTTOTHSIIOIITIX
PErucTpaoOHHOE TOCKE BETEPUHAPHOIO JIEKAPCTBEHHOTO Ipenapara, .

18. Iyt 48 mocie ClIOB «HCCIICIOBaHUs (MCIBITAHHS)Y JOIOJHUTE
CJIOBaMM «00pas3IioB BETEPUHAPHOTO JIEKAPCTBEHHOI'O CPEJICTRAY.

19. B abzanax nepBoM u BTOpoM myHkra 50 cioBa «MexIyHapoaHbIM
SMHU300THYECKAM OIOpo» 3aMeHUTH cioBamMu «Bcemupnol opranmsanmeit
3/10POBBSI JKHBOTHBIX).

20. Ipexnoxenne BTOpoe MyHKTa 53 1 npeioxkeHre nepBoe nyHkra 57
IIOCJIE CJIOB «UCCJIEIOBAHMM (MCIBITAaHUH)» JONOJHUTE CIIOBAMHU «00pasiioB
BETEPUHAPHOTO JIEKAPCTBEHHOTO CPE/ICTBAY.

21. IIyHKT 58 W3JI0KUTH B CJIEYIOLIECH pejlakiium;

«58. B cnyuae mpuBIICYCHUA PEPEPEHTHBIM OPraHOM IO PerucTpaluu
coryiacHo IyHkty 45 Hacroswmx IlpaBun Apyrux 3KCMEPTHBIX YUpPEKIEHHM
WJIM OpraHu3aliiil peepeHTHBIH opraH MO perucTpanud Ha3zHauyaeT OLHO U3
HUX OTBETCTBEHHLIM 3a 0000UIeHHEe BCeX PEe3yJbTAaTOB  OKCIIEPTHU3HI
BETECPUHAPHOI'O JIEKAPCTBEHHOTO CPEACTBA. .

22. B npemioxeHuM mnepBOM IMyHKTa 68 cioBa «45 pabouux nHei»
3aMEHUTh clloBaMH «45 pabodmx JAHEH ¢ JarThl TOJNYYEHHS pELeHUs
pedepeHTHOro0 opraHa 110 PErucTpalid O MPOBSICHUH HKCIIEPTU3LI

BCTECPUHAPHOI'O JICKAPCTBCHHOI'O CPEACTBA».
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23. Ilpennioxkenne mnepoe TYyHKTa 69 T1ocie CI0B «UCCIIeHOBAHUM
(MCTIBITAHMM )»  JIONOJIHUTH  CJIOBAMH «00pasios BETEPUHAPHOTO
JIEKAPCTBEHHOTO CPEJICTBAY.

24.B abzame TpetbeM nynkra 70 uubper  «90»  3aMeHHTDH
b pamu «95».

25. AO3zakl IEpBBIN — TPETUH IIyHKTA 77 NPU3HATH YTPATUBIIHMMH CHITY.

26.B a0zame mnepoM IyHKTa 78 cioBa « a Takke TiepeBoja
COINIACOBAHHBIX  PE(EpPEeHTHBIM OpPraHoM II0 PErHCTPAlMKA  IIPOEKTOB
WHCTPYKLUU 110 IPUMEHEHHUIO BETEPUHAPHOI'0 JIEKAPCTBEHHOTO IIperapara
U TeKcTa Ha I[POCKTE MakKeTa YINAaKOBKH C  PYCCKOTO  s3bIKa
Ha TOCYNAapCTBEHHBIN SI3BIK IOCYyAapcTBa-4ileHa, HAa TEPPUTOPHH KOTOPOIO
IperosaraeTcesi obpalleHne BETEPUHAPHOTO JIEKAPCTBEHHOTO Iiperapara
(ripy  HaJU4YMM  COOTBETCTBYIOLIMX TpeOOoBaHMH B  3aKOHOJATEIILCTBE
roCy1apcTBa-4JIeHa)» UCKIIIOUYUTD.

2’7. B nyukre 79:

a) uuppst «20» 3amenuts nuppamu «15»;

0)cioBa « M OCYLIECTBHUThL T[EpPSBOJ € PYCCKOTO  SI3BIKA
HAa TOCYIapCTBEHHBIN S3bIK roCyJapcTBa-ulieHa, Ha TepPUTOPHU KOTOPOIO
npejnoaraercst o0OpallleHMe BETEePUHAPHOIO JIeKapCTBEHHOTO IIperapara,
COIVIACOBAHHBIX  pe(EepeHTHBIM OpPraHoM 10  PEerucTpPalMH  [POEKTa
MHCTPYKIIMHM IIO IPUMEHEHHMIO BETEPHHAPHOIO JIEKAPCTBEHHOI'O Tpernapara
M TEKCTa Ha IIPOEKTE MakKeTa YINaKOBKHM BETEPUHAPHOTO JIEKAPCTBEHHOI'O
npernapara (mpu HAITMYUU COOTBETCTBYIOIIUX TpeboraHui
B 3aKOHOJIaTENILCTRE FOCYIAPCTRA-WIeHA)» UCKITFOYUTh.

28.B mnynkre 81 cioBa « a Takke B ciydae MPEICTaABIICHHS
Ha DJIEKTPOHHOM HOCHTEIIE IIepeBOJIa C PYCCKOTO SI3bIKA HA TOCYHapCTREHHBIN
SI3BIK  TOCY/IapCTBa-ujieHa, Ha TEPPUTOPUH KOTOPOTO  IIPEANOJaracTcs

06paI_H,€HI/IG BCTCPUHAPHOI'O JICKAPCTBCHHOI'O Ipelrapara, COorjiaCoBaHHLIX
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pe(epeHTHBIM  OPraHoOM 110 perucTpanuu  NpoeKTa  MHCTPYKIUH
10 [PUMEHEHHIO BETEPUHAPHOrO JIEKAPCTBEHHOTO IIpermapara M TeKcTa
Ha IPOCKTE MaxeTa YINAKOBKM BETEPHMHAPHOIO JIEKapCTBEHHOIO Ipernapara
(Ipy  HAJIMYUMM  COOTBETCTBYIOIIMX TpeOOBaHWH B  3aKOHOJATENHLCTBE
rocyfapcTBa-uieHa)» U «(B TOM uHCIe K WX MEPEBOJY C PYCCKOIO S3BIKA
Ha TOCYJApCTBEHHBIH S3BIK IOCYJapCTBa-dleHa, Ha TEPPUTOPHUU KOTOPOTO
npeanoaracTess 00paleHue BETEePUHAPHOTO JIEKAPCTBEHHOr'O Mperapara
(Ipy HaNWMYMKU COOTBETCTBYIOIIMX TPEOOBAHUM B 3aKOHOJATENHCTBE STOIO
rocyJlapcTBa-ujieHa))» UCKITFOUHTE.

29. Ilynxr 82 npu3HaTh YyTPATHRILIUM CHITY.

30. B nyuxre 88:

a) Ipe/UIoKEeHHe IMepBOe HOMOMHUTH CIOBAMH «C  COONIOIEHHEM
KOH(QUICHIIMANBHOCTH  CBeJeHMH 00  oKcmeprax, — COmepKalluxcs
B OKCNEPTHOM 3aKITIOUEHHUNY;

0) npeJIoKeErne BTOPOe UCKITFOYHUTh.

31. B nyukre 89:

a) B MOJIIYHKTE «0» CI0Ba «1 Ha TOCYHAPCTBEHHOM sI3bIKE rOCYIapCTBa-
ujeHa, Ha TEPPUTOPHH KOTOPOTO IIpesionaraetest odpanieHne BeTepUHapHOro
JEeKapCTBEHHOrO Ipenapara (IpH HaJIMYHUU COOTBETCTBYHOIIMX TpeboBanui
B 3aKOHOJIATEJIECTBE [OCYJaPCTBA-UJICHA)» UCKITFOUMTE;,

0) B IOANYHKTE «B» CI0BA «M Ha I'OCYAAPCTREHHOM $I3LIKE TOCY/IAPCTRA-
ujieHa, Ha TEPPUTOPUU KOTOPOIo IpeAroaraeTest odpalieHue BeTepHHAPHOIo
JIEKapCTBEHHOIO Ipenapara (Ipd HaNM4uu¥ COOTBETCTBYIOUIMX TPeOOBaHUM
B 3aKOHO/ATE/bCTBE I'OCY1apCTBa-UIeHa),» UCKIIOUHTD.

32. B noanyHkre «B» myHKTa 91 cnmoBa «, u (WiaM) HeNpeaCTaBICHHE
MepeBoia C PYCCKOIO S3bIKa Ha IOCYJApCTBEHHBINH SI3BIK OCYAapCTBa-4jiena,
Ha TEPPUTOPHMH KOTOPOrO Ipejrojlaraercss oOpalieHne BeTepUHAPHOIO

JICKapCTBCHHOIO  Hpenapara, I[IPpOoeKTa HWHCTPYKLUMWHU 110  TTPUMEHEHHIO
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BETEPUHAPHOTO JIEKAPCTBEHHOIO IIperapara U TEKCTa Ha IMPOeKTe MakeTa
YIIAKOBKHM  BETEPHHAPHOTO JIEKApCTBEHHOIO rpenapara (NpH  HaJIWM4HN
COOTBETCTBYIOIIUX TpeDOBaHUNW B 3aKOHOJATEIHCTBE T'OCYIAPCTBA-UIICHA)Y
UCKIIIOYHTE.

33. Ilpennoxkenue BTOpOE IOAINYHKTa «a» MNyHXTa 92 mocie c¢lioB
«UCCIIeI0BaHUN (MCMIBITAHUM)»  JIOMONHUTH  CJIIOBAMH «obpa3ioB
BETEPUHAPHOIO JICKAPCTBEHHOTO CPEJICTRAY.

34. B nynkre 113 uudpsr «10» 3amesuTs nudpamu «15».

35. B nynkre 118:

a) B ab3alle NMepBOM C€JI0Ba «HAa OCHOBAHUHU NAHHBIX (apMakoHaI30pay
UCKJIFOUYUTD;

0) B ab3ale TperbeM CcJlOBa «, KX MEPeBOA C PYCCKOro s3bIKa
Ha TOCYJApCTBEHHBIN SI3BIK TOCYAapcTBa-uieHa, Ha TEPPUTOPHU KOTOPOIO
obpalijaeTcss BETepUHAPHBIA JIEKAPCTBEHHBIM TMIpernapar B8 COOTBETCTBUH
C YCIOBHSAMHM PErHCTpaIy (IIpH HAIUYUK COOTBETCTBYIOIIUX TpeOOoBaHuUid
B 3aKOHO/IATENbCTBE IOCYJapCTBA-UJIEHA), W) 3aMEHHUTD CIIOBAMH «H HX).

36.B nynxre 120 cnoa «u (MiM) HempencTaBlieHHsT WX TIEPeBojia
C PYyCCKOrO s3blKa Ha TIOCYJAapCTBEHHBIH SI3bIK  IOCyJapcTBa-dyiieHa,
Ha TEPPUTOPUU KOTOPOro obpalmiaetcsi BETEPHUHAPHBIH JieKapCTBEHHBIN
IperapaT B COCTBETCTBHUU € YCJIOBMSIMM pervcrpaiuu (MpH  HaJIMUUN
COOTBETCTBYIOIIMX TPEOOBAHMM B 3aKOHOJATEILCTBE TOCYHApCTBA-UICHA),»
UCKITIOUHTH.

37. B nyukte 126:

a) IpeIJIOKESHUE TIePBOE  JIONIOJIHUTh CIOBAMH  «C  COOMIOAEHHEM
KOH(QUACHLMAIBHOCTA  CBeJeHWM 00  3Kcmeprax,  COAepKaluxcs
B 3KCIIEPTHOM 3aKJTIOUEHUUY;

0) ripeayioKeHNEe BTOPOE UCKITFOUUTh.
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38. B mynkte 127:

a) B IIOAIIYHKTE «a@» CJI0OBa U HA rOCY/IapPCTBEHHOM SI3BIKE T'OCY1apCTBa-
yjieHa, Ha TEPPUTOPUM KOTOPOro obdpaliaercs seTepuHapHblid JIEK&apCTBEHHBIHA
Ipernapar B COOTBEICTBUM C YCIIOBUSIMH PETUCTpAllMM (IIPU  HATHYUH
COOTBETCTBYIOIIMX TPeOOBAHUH B 3aKOHOJATENHCTBE TOCYIAPCTBA-UIIEHA))
VCKIIIOUHTD;

0) B noIyHKTE «O» ClI0Ba «HM Ha roCyJIapCTBEHHOM SI3BIKE I'OCYAapCTRA-
4JICHa, Ha TEPPUTOPUU KOTOPOTO 00palaeTcs BeTepHHApHbINA JICKAPCTBEHHEIN
npernapar B COOTBETCTBUM C YCIHOBHSIMH perucrpauuu (Nnpv HaJudun
COOTBETCTBYIOIIMX TPEeOOBaHMWI B 3aKOHOJATENBCTBE TOCYIApCTBA-UiIeHa),»
UCKJIOUUTB.

39. B noanyHkre «r» myHkTa 129 cnopa «, u (W/in) Henpe/icTaBacHue
iIepeBoia ¢ PyCCKOTO s3bIKAa Ha IOCYAapCTBEHHBIM S3BbIK IOCYJIapcTBa-ujeHa,
Ha TEPPUTOPUM KOTOPOro oOpalaercs BETEPUHAPHBIA JIeKapCTBEHHBLIN
npenapar B COOTBETCTBUM ¢ YCIOBHSIMM PErucTpaluu, MpoeKkTa HHCTPYKIUH
0 TPUMEHCHUIO BETEPHUHAPHOIO JIEKAPCTBEHHOI'O Ipernapara W TeKcTa
Ha IMPOEKTe MaKeTa YIAaKOBKM BETEPUHAPHOIO JIEKAPCTBEHHOTO Tpernapara
(mpy  HalIMuUMM  COOTBETCTBYIOIIUX TpeOOBaHHMM B  3aKOHOJATENLCTBE
rocy/1apcTBa-4aeHa)y» UCKIIOUUTE.

40. [Ipeanoxenue BTopoe NOAIYHKTA «a» MyHKTa 130 KCKITIOYHTE.

41.Tlo Texery abs3ana mnepBoro myHkta 133 clioBa «HOpPMATKBHBIN
JIOKYMEHT Ha BETEPUHAPHOE JICKAPCTBEHHOE CPEJCTBO W» 3aMEHHUTHL CIOBAMMU
«PETUCTPAllMOHHOE JIOChE BETEPUHAPHOIO JIGKAPCTBEHHOT'O IIperiapara,
HOPMATMBHLIA JOKYMEHT Ha BETepUHApHOE JIeKapCTBEHHOE CPEeACTBO
v (M),

42. Ab3zann Tpermii mynxta 139 mocie ciosa «BHE)» TOHONHUTE
CIIOBaMH  «, cojepxkalire O0O0OCHOBaHUE U IIOJITBEPXKJICHHE BHOCHMBIX

U3MEHEHUH, a TaKkKe NOKYMEHT (ero 3aBepeHHas KOIHS), TOJITBEPIKIAIOIIAN
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MPaBOMOYHOCTh  3asiBUTeNss  (€ro  OpeJicTaBuTeNsl)  HAa  BHECEHHE
B PErHCTPAlMOHHOE JOChE BETEPUHAPHOIO JIEKAPCTBEHHOrO TIpemapara
U3MEHEHUH (B TOM YHCIIE JOBEPEHHOCTE),).

43. B noanyHkre «I» nyHkra 144 cnosa «u (MJIM) HempeacTaBlIeHHE
[IEPEBOJIa C PYCCKOI'0 sI3bIKA HA I'OCYJNAPCTBEHHBIA S3BIK IOCYAapCcTBA-UjIeHa,
Ha TEpPPUTOPUM KOTOpPOro obOpamaercss BETEPUHAPHBIM JeKapCTBEHHBIH
npenapar B COOTBETCTBHUHU C YCIIOBUSIMH PETHMCTPAIUH, MPOEKTOB HHCTPYKIIUK
MO0 TPUMEHEHHID BETEPUHAPHOrO JIEKApCTBEHHOI'O Iperapara M TeKCTa Ha
IpPOEKTe MakeTa YIAKOBKM BETEPUHAPHOIO JIEKApCTBEHHOT'O I[pernapara
(MpM  HaJU4YMM  COOTBETCTBYKOIIMX TpeOOBaHMH B  3aKOHOJATEILCTBE
rOCYJIapCTBA-UJIEHA)» UCKITFOUUTE.

44. IlpennoxkeHue BTOpOe MOAMYHKTA «a» MyHKTa 145 U mpeiokeHue
nepBoe nyHkTa 150 mocne cioB «ucciaeqoBaHUN (MCTIBITAHUN)» JIOTOJIHUTE
CIIOBaMHM «00pa3I[0B BETEPUHAPHOTO JEKAPCTBEHHOTO CPEACTBAY.

45. AG3anpl mepBBIA — TpeTHi MyHKTa 158 HpU3HATH YTPATHBITMMH
CUILY.

46.B abzane nepBom myHKTa 159 crmoBa «, a Takke MepeBojia
COIVIACOBAHHBIX  pe(EepeHTHBIM OpraHoM 10 PErucTpalud  [POEKTOB
MHCTPYKIMU IO TNPUMEHEHHMIO BETEpHUHAPHOrO JIEKAPCTBEHHOI'O Ipernapara
M TeKcTa Ha I[IPOEKTe Makera YIHAKOBKM C  PYCCKOTO  sI3hIKa
Ha IOCYJIAapCTBEHHBIA $3BIK TIOCYJApPCTBA-4JIeHa, HA TEPPUTOPHH KOTOPOIro
npeanonaraercs oOpailleHde BEeTePHHAPHOrO JIKAPCTBEHHOTO IpernapaTa
(Ipy  HAJIM4YMY  COOTBETCTBYICLIMX  TpeOOBaHUM B 3aKOHOJATEILCTBE
roCyapcTBa-wWIeHa)» UCKIIIOYUTh.

47. B nynkre 160:

a) nudpel «20» 3amMeHUTh Hudpamu «15»;

©)cioBa «, M  OCYIIECTBUTH IIEPEBOJ C  PYCCKOTC  SI3BIKA

Ha FOCY}I&pCTBeHHbIﬁ ABBIK I'OCYAapCTBa-4JIeHd, Ha TEPPHTOPHUU KOTOPOIO
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obpaiaercss BETCpUHAPHBIM JIEK2PCTBEHHAIM IIpenapar B COOTBETCTBHM
C YCIOBHMSIMH  PETrMCTpAIlMM, COIJIACOBaHHEIX pedepeHTHBIM  Oprancm
1O PErucTpanuy IPOoeKTa HHCTPYKLUUH 110 IPUMEHEHUIO BETEPHHAPHOIO
JIEKApCTBEHHOI'O IIpenapara M TeKcTa Ha IPOEKTe MakeTa YIIaKOBKH
BETEPUHAPHOI'0 JIEKAPCTBEHHOIO Ipenapara (Ipyu HAIMYMK COOTBETCTBYIOLIMX
TpeOOBaHMIi B 3aKOGHO/IATENIBCTRE TOCYIapCTBA-UJICHA)» UCKITIOUUTE.

48. B mynxre 162:

a)B abz3ale MEpBOM CJIOBA «M MPEACTABICHHS HA 3JEKTPOHHOM
HOCHTEJIe IIepeBOJa C PYCCKOI0O s3bIKA Ha TOCYAAPCTBEHHBIH  SA3BIK
rocyaapCTpa-ujena, Ha TEPPUTOPHUHU KOTOPOro obOparaercs: ReTepUHapHBII
TeKapCTBEHHBIN IIpenapar B COOTBETCTBUM C YCJICBUSMHU PErHCTpAIMM,
COITAacOBaHHBIX  peQEpPeHTHBIM OpraHoM IO  PEeTUCTpalud  I[POeKTa
HHCTPYKIHHM II0 IPUMEHEHHMIO BETEPHMHAPHOIO JJEKAPCTBEHHOI'O Ipernapara
M TEKCTa Ha INPOEKTE MAKeTa YIAKOBKH BETEPUHAPHOI'O JICKAPCTBEHHOIO
perapara (ipu HATUYHH COOTBETCTBYIOL{UX TpeboBaHUH
B 3aKOHOJATENLCTBE IOCYAAapCTBa-4IIeHa)» M «(B TOM YHUCIe K HX IIEPEBOY
C PYCCKOro s3bIKa Ha I'CCYJApCTBEHHBIM S3BIK  TOCylapcTBa-uyjieHa,
Ha TEPPUTOPUHM KOTOPOro obOpamaercs BeTEPUHAPHBIA JICKAPCTBEHHBIN
npenapar B COOTBETCTBUM C yCIOBHUSIMU PETHCTPAIIHH )» HCKIIIOYHTE;

0) ab3ay BTOpPOH NpU3HATH YTPATUBUIUM CHUITY.

49. llpeqnioxkenne nepBoe IyHKTa 163 mociie CIOB «HCCIICIOBAHUN
(MCUIBITAHUI)»  JIOTIOJHUTH CIIOBAMH «00OpasLoB BETEPUHAPHOTO
JEKapCTBEHHOTO CPEJICTBAY.

50. B ab3ane Bropom nyukra 167 u nynkre 169:

a) IpeUIoKeHHe IIepBOC JOMNOIHUTH CIOBAMHM  «C  COOJIFOIEHHEM
KOH(pUACHIMAIILHOCTH  CBeJeHuH 006  sKcmeprax,  COpepKaliuxcs
B DKCIIEPTHOM 3aKIIFOYEHUWY;

0) ImpeanoKeHne BTOPOe UCKITFOYUTh.
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51. B noamynkrax «O» u «B» myHkra 170 cioBa «M Ha rocy[apCTBEHHOM
A3BIKE  IOCYJApCTBa-djieHa, Ha TEppUTOPUHM  KOTODOro  oOparmiaercs
BETEepPUHAPHBIH JIeKapCTBEHHBIN npernapar B COOTBETCTBHH
C YCIOBMSIMH DPETrMCTpaluM (IIPU HAJIMYUU COOTBETCTBYIOUX TpeOOoBaHHI
B 3aKOHO/ATEIBCTBE IOCY1apCTBa-UiIeHa)» HCKITIOUHTD.

52. B nmynkre 178 nudpsi «10» 3amennts nudpamu «15».

53. B a0zaue TperbeM myHKTa 183 cioBa «, UX MEpPEBOJ C PYCCKOro
A3bIKa Ha TOCYIApCTBEHHBIM S3BIK [OCYyHapCTBa-4iieHa, Ha TEPPUTOPUU
KOTOporo  oOpamiaercst — BeT€pHHAapHBIA  JIGKAPCTBEHHBIM  IIpemapar
B COOTBETCTBUU € YCIIOBUAMH PErUCTPALdU (IIPU HATTMYUM COOTBETCTBYIOLIHX
TpeOOBaHMH B 3aKOHOJATEIBLCTBE TOCYAapCTBA-UJICHA),» UCKITFOUNTE.

54.B nmpemnoxenuu 1mepBoM nyHkra 185 cmoBa  «u  (mn)
HeIpeaCTaBIIeHUs UX IIEPeBO/ia ¢ PYCCKOIro 43bIKa HA FOCYIAPCTBEHHBIN SI3BIK
rocyJlapcTBa-ujieHa, Ha TEppUTOPUM KOTOPOro obpalaercss BeTepHHAPHLIN
JIEKApCTBEHHBIA IIpernapar B COOTBETCTBMM C YCJIOBHSIMH pPEerHCTpal[iil
(Ip¥  HaJMYMM  COOTBETCTBYIOUIMX TpeOOBaHMH B  3aKOHO/IATEILCTBE
rocyJlapcTBa-uwieHa),» KCKIIOUHTD.

55. B ab3ane sTopom nyukra 189 u nynkre 191:

a) NpeJIoKeHWe IepBoe  JOINOJIHUTH  CIIOBAMH  «C  COOJIOIEHHEM
KOHQUAESHIMAIBHOCTY  CBeJleHMH 00  sKcmeprax, — COAepIKaliuxcs
B OKCIIEPTHOM 3aKTFOUSHU I,

0) npeayoKeHue BTOpPOe HCKITFOYHUTh.

56. B nonnyHkrax «O» u «B» myHKTa 192 coBa «¥ Ha TOCy 1apCTBEHHOM
A3BIKE  TOCY/AapCTBA-ulieHa, HA  TEPPUTOPHM  KOTOPOro  obparaercs
BETEPUHAPHBIM JIEKAPCTBEHHBIM IIperapar B COOTBETCTBUM C  YCIORUSIMH
perucTpanuu (pu HaJTUIHN COOTBETCTBYIOIIUX TpeboBaHuH

B 3aKOHOAATC/IBCTBE FOCYI[apCTBa-‘IHGHa))) HCKITIOYHUTD.



16

57. B abzane nsarom myHkTa 195 ciioBa «B COOTBETCTBUH C IIEpEUHEM
JIOKYMEHTOB)» UCKITFOUHTh.

58. B nynkre 198:

a)B al3alle INepBOM ¢€JI0OBa «4 TepeBoJia C PYCCKOro  s3BIKA
Ha TOCYNApCTBEHHBIH fA3BIK IOCYZapCTBa-wieHa, Ha TEPPUTOPUU KOTOPOIO
oOpaimiaercss BETEpPUHAPHBIM JIEKApCTBSHHBIA TIpenapar B COOTBETCTBUU
C YCIOBHSIMM pPETHCTpalMM, IPOEKTa HMHCTPYKLUHUU TIO0 MPUMEHEHHIO
BETEPUHAPHOIO JIEKAPCTBEHHOI'O [penapara M TeKcTa Ha IPOeKTe MakKera
YIAKOBKMA  BETEPUHAPHOrO JIEKAPCTBEHHOrO Tpemapara (IpW HaJIHYHH
COCTBETCTBYIOLIMX TpeOOBaHXMH B 3aKOHOJATENILCTBE TOCYIapCTBa-uyjIcHA)»
UCKJIFOYUTD;

0) B mnpeasioKeHMM TepBoM ab3ama BTOporo crioBa «H (i)
HEeNpeJCTaBIeHUsl IEPEeBO/Ia ¢ PYCCKOTO sI3bIKa HA TOCYIApPCTBEHHEIN SI3BIK
rocyJlapcTBa-4jeHa, Ha TEepPPUTOPUM KOTOPOro obpalaercsi BeTepHHAPHBII
JEKapCTBEHHBI INpernapaT B COOTBETCTBHUM C YCIOBHSIMU PErHCTpaliH,
JpoeKTa MHCTPYKLUMM 110 [PUMEHEHHIO BETEPUHAPHOTO JIEKAPCTBEHHOI'O
npernapata M TEKCTa Ha IIPOEKTE MakKeTa YIaKOBKM BETEPHHAPHOI'O
JIEKAPCTBEHHOro Ipernapara (MpM HaTUYUU COOTBETCTBYIOIIHUX TpeOOBaHMM
B 3aKOHO/IATEJIbCTBE TOCYIaPCTRA-UJIEHA)» HCKITFOUUTE.

59.B abzane mepsoMm myHKTa 199 cioBa «, a TaKkKe TIepeBoaa
C PYCCKOTO S3BIKA Ha IOCYJapCTBEHHBIM S3BIK  IOCY/IapCTBa-ujIeHa,
Ha TEPPUTCPUM KOTOPOro OOpailaeTcss BeTEePUHAPHLIN JIeKapCTBEHHBIN
Ipernapar B COOTBETCTBUU C YCIOBUSIMU PErHCTPALUU, TTPOCKTOB UHCTPYKITHH
0 [IPUMEHEHHUIO BETEPUHAPHOIO JIEKAPCTBEHHOI'O Iipernapata W TeKeTa
Ha IPOEKTe MaKeTa YNAKOBKKM BETEPHUHAPHOIO JIEKapCTBEHHOTrO IIperapara
(Mp¥  HalMYUM  COOTBETCTBYIONIMX TpeOOBAaHMM B  3aKOHOJIATELCTBE

rOCYJIapCTRA-UJIeHa)» UCKIIFOUNTE.
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60. B moanyuxre «a» nyukra 200:

a) B abzalle TpeTheM CII0Ba «U HA rOCYAapCTBEHHOM SI3BIKE FOCYapCTBa-
4JIcHa, Ha TEPPUTOPUM KOTOPOIo 00palaetesi BEeTepUHAPHbIH JeKapCTBeHHEBIH
nperapar B COOTBETCTBUM C YCIOBMSIMU perucrpauuu (Ipu HaIUdHU
COOTBETCTBYIOLINX TpeOOBaHUM B 3aKOHOIATENLCTBE TIOCYJapcTBa-uiieHa)y
MCKJIIOYUT;

0) B alszaue 4YeTBepTOM CJIOBA «M HAa TOCY/JapPCTBEHHOM  SI3LIKE
rocy/lapcTBa-ujiera, Ha TEPPUTOPHUH KOTOPOro oOpalaeTcss BeTepHHAPHBIM
JIEKAPCTBEHHBIN Ipernapar B COOTBETCTBHH C YCIOBUSAMM PErHCTPALIUN
(Ipy  HaMMYUM  COOTBETCTBYIOIIMX TpPeOOBaHUM B  3aKOHOAATEILCTBE
rocyapcTBa-ueHa),» UCKITHOYHUTh.

61. B nyskre 203:

a) JIONOJIHUTh ~ CJIOBAMH 11 ~ BETEPUHAPHBIX  JIEKAPCTBEHHBIX
IpernapaToB, KOTOpPblE HE OTHOCATCS K Ipylne (KaTeropur) BeTEepUHAPHBIX
JIEKapCTBEHHBIX —IpenapartoB (¢ OJHAM  JNEHWCTBYIOLIMM  BELICCTBOM),
3apErUCTPUPOBAHHBIX B COOTBETCTBUM C 3aKOHOJATEHCTBOM TOCYIApCTB-
qJICHOB U HE UMCIOIIIUX B COCTaBe JIEHCTBYIOIIMX BelllecTB (B Cilydyae HaIUYUs
cooTBeTCTBYyMOIIRH  (apmakomeiiHod  cratem  @Papmakonen  Coroza)
IO IIEPEUHIO COIVIACHO NMpuiIokeHuto No 16, 4 BeTepUHAPHBIX JIEKapCTBEHHEIX
[IperaparoB, KOTOPBlE HE OTHOCATCS K I'pylIle (KaTeropuM) RETEPUHAPHBIX
JEKapCTBEHHBIX  IperaparoB,  3aperucTpupoBaHHLIX B COOTBETCTBHH
C  3aKOHOJATENIbCTBOM  [OCYHApPCTB-WIEHOB, 110  IEPEYHID  COTrJIacHO
npustoxernio Ne 16';

0) 1ONOJIHUTE ad3aleM CIICAYIOLIEr0 COJIePIKAHMSI:

«Cpok  IpoBeJieHHs1 Npoledypsl TNpPUBEJIEHUST B  COOTBETCTBHE
PErUCTpallMOHHOrO 10Che He NonsKeH npeBnlnath 130 pabounx muel ¢ gaTh
OPUHATHS PePEPEeHTHBEIM OpPTraHoM I10 PerucTpaliy PeUIeHHs] O MPOBEACHUH

OKCIIEPTHU3bl BETEPUHAPHOTO JICKAPCTBEHHOI'O CPEACTBA 11O JACHL BHCCCHHA
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CBEJICHUH O BETEPUHAPHOM  JICKAPCTBEHHOM  TIperapare B peecTp
BETEpUHAPHBIX JIEKapCTBEHHBIX mpenapatoB (Coroza (6iok-cxema 9.12!
npunoxenuss Ne 9 x macrosmum IlpaBunam) ans rpynn  (karteropwuif)
BETEPUHAPHLIX  JICKAPCTBEHHBIX  IIpErnapaToB,  3aperuCTPHPORAHHBIX
B COOTBETCTBMM C 3aKOHOJATENILCTBOM TI'OCYAAPCTB-WIEHOB, 10 IIEPEUHIO,
mpeaycMoTpenHoMy mpuiioxkerrem No 16" k nactosmmm [Tpasunam.».

62. B abzane gessitom nysHkra 204 cioBa «JlaHHBIE O JOKIMHAYECKHIX
H» 3aMCHUTb cloBaMHM «JlaHHBIE O JOKIMHHYECKHMX HCCIENOBAHUIX
(MCHIBITAHUSX) BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEACTBA M.

63. Hynkr 206 U3M0KUTE B CISAYIOMIEH peIaKIIHK:

«206. Ilpouepypa mnpuBe/leHMsI B COOTBETCTBHE PETHUCTPAITHOHHOIO
JOChe:

a) He Tpebyercst JUId BEeTEPHHAPHBIX JICKAPCTBEHHBIX IPEAPaToB,
KOTOPBIE OTHOCATCS K Tpymnre (KaTeropuu) BETEPHHAPHBIX JIEKAPCTBEHHBIX
npenaparos (C OJHUM JIEACTBYIOUIMM BEIIECTBOM), 3aperuCTPUDOBAHHBIX
B COOTBCTCTBUM C 3aKOHOJIATENIbCTBOM TI'OCYJIAPCTB-WICHOB H MMEIOUX
B COCTaBe JEMCTBYIOIIME BEIIECTBA (B CiIydae HaJIUYMsl COOTBETCTBYIOILEH
(papmaxkoneiiHol  crarbu @apmakonen  Coroza) 1o IEPCYHIO,
npejaycMorpennomy  upuiaoxenpeM Ne 16 k  Hacrosuium  [lpasmiam.
B orHomeHnuMM TAKUMX ~ BETEPUHAPHBIX  JICKAPCTBEHHBIX  IIPENapaTos
YIIOMHOMOYEHHbLIM  Opral  OCyHIECTBIsIET AEHCTBHS, IIPELyCMOTPEHHEIE
IyHKTOM 235 mHacrosmux Ilpasui, B cpok, ycraHoBleHHBIH myHkrom 205
HacTosux llpasui;

0) ocymiecTsiserca  Juis  rpynn  (KaTeropuil)  BeTepHHApPHBIX
JICKAPCTBCHHBIX  IIPENApaToB, 3aperUCTPUPOBAHHBIX B COOTBETCTBUU
C 3aKOHC/IATEIhCTBOM I'OCYJapCTB-UJICHOB, 110 MEPEUYHIO, MPETyCMOTPEHHOMY
npunokenneM Ne 16' k wmacrosigum IlpaBmiaM, Mo cXeMe B3aMMHOIO

npu3Hanud. B xoje JJaHHOW TpoIeryphl I yKa3aHHLIX TPYI (KaTeropuii)
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BETCPHHAPHEIX JIEKAPCTBEHHBIX IPErapaToB MOJIOKEHUS MYHKTOB 219 — 225,
230 — 232, 237 n 241 nactosmx [IpaBuil He TPUMEHSIFOTCS. ).

64. [Ipennoxenne nepBoe IHnyHKTa 216 mocie CIIOB «HCCleN0BAHMIA
(McTIBITaHMH )» JIOTIOJIHUTE CJIOBaMU «00Opa3IeB BETEPUHAPHCTO
JIEKAPCTBEHHOT'O CPEJICTBAY.

65. IIyHkT 217 M3710KNTE B CIENYIOUICH pe/laKIku:

«217. Cpox DpOBENEHHS DKCIEPTHBIM YUPEKHACHHEM OKCIEPTH3bI
BETEPUHAPHOIO  JIEKAPCTBEHHOIO  CpeAcTBa B IENSIX  [PUBEICHMS
PETrHCTPAlMOHHOIO  JIOChE  BETEPUHAPHOIO  JIEKAPCTBEHHOT'O  Iperapara
B COOTBETCTBUE C TPeOOBAHUSIMU HACTOSIITNX ! IpaBHIT cocTaBiser:

IUIs  BETEPUHAPHBIX  JICKapCTBEHHBIX  [PENapaToB,  KOTOpbIE
HE OTHOCATCS K Tpyiie (Kareropud) BeTePHHAPHBIX JIEKAPCTBEHHBIX
IpenapaToB (¢ OJHMM JACHCTBYIOIIMM BEIIECTBOM), 3aperHCTPUPOBAHHBIX
B COOTBETCTBUM C 3aKOHOAATEIIBCTBOM TOCYJIAPCTB-YICHOB M HE HMEIOIUX
B cOoCTaBe JCHCTBYIOUIMX BeEIECTB (B Cllydyae HAJUYMSI COOTBETCTBYIONIEH
papmakonennon CTaTbU dapmakornen Coro3za) 110 [EPEYHIO,
npenycMorpenaoMy  npuwioxkenrem Ne 16k Hacrosmmm  [Ipaswmiram,
U BETESPUHAPHBIX JICKAPCTBEHHBIX MpernapaToB, KOTOPBIE HE OTHOCSTCS
K Ipynne (KaTeropuu) BeTEPUHAPHBIX  JIEKAPCTBEHHBIX  IIpenaparos,
3aPEruCTPUPOBAHHBIX B COOTBETCTBHU € 3aKOHOJATEJILCTBOM TIOCYIapCTBa-
YIeHa, Mo MEePeyuHio, IPeIyCcMOTpeHHOMY npuioxenreM Ne 16! x Hactosmum
[IpaBuiam, — He Hosiee 90 pabounx JHEH;

JUIA Tpynn (KaTeropuil) BEeTePHUHAPHBIX JICKAPCTBEHHBIX IIPEIapaToB,
3apErucTPUPOBAHHBEIX B COOTBETCTBUU C 3aKOHOAATENILCTBOM [OCYIApCTB-
4JIeHOB, [0 IEpPEeYHIO, TPeJAYCMOTpeHHOMY mnpuiokennem Ne 16!
K HactosiuuM lIpaBunam, — He Oosee 70 pabouynx aHEH.

ITo wuroram »KCHEpPTU3bl BETEPHHAPHOTO JIEKAPCTBEHHOI'O CpEJCTBA

Od)OpMHHGTCH HPEABAPHUTCIIEHOE  DKCIEPTHOE  3aKIIIOUYCHHC, 4 TaKXc
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B COOTBETCTRMM C IyHKTamu 52 — 55 mactoamux [Ipasun 3ampoc B anpec

3asBUTEIIS 0 [IpeaOCTaBIIeHUH HeJocTaroneH (,Z[OHOHHHTGJ‘IBHOﬁ)
HH(OpMaLnK, HEOOXOJUMBIX pa3bsICHEHUH WM YTOUHEHUH, KaCarOLIUXCS
JOKYMEHTOB, BXOJIAUIMX B COCTaB OOHORJICHHOI'O PErHCTPAIIMOHHOIO JOChE,
JAHHBIX, yKa3aHHBIX B OOHOBJIEHHOM pPETHCTPAlHOHHOM JIOChE, M JIAHHBIX,
yKa3aHHbIX B [IEPHOJAUIECKOM OTYETE, MOSICHUTEIIBHOM 3aIMCcKe-000CHOBAHMY.
IIpeasapurenbHoe SKCIEPTHOE 3aKIICUEHHME W 3alpoc B aipec 3asBUTEs,
a B CiIydae OTCYTCTBMsl 3allpoca — HMTOIOBOE OJKCIEPTHOE 3aKIIFOUeHME
HAlpaBJISIFOTC B yKa3aHHBIE  CPOKM  3KCHEPTHBIM  YUPEXkKJIEHUEM
B pedhepeHTHEIN opraf.».

66. Jlononuuts myHkToMm 218 ciemyromero conepxanus:

«218'. B cimyuae odopmieHWs  peBAPUTENHHOTO DKCIEPTHOrO
3aKIIFOYEHWsT B OTHOIIEHMM  TIpyHn  (KaTeropuil)  BeTepuUHAPHEIX
JIEKapCTBEHHBIX  IIPENaparoB, 3aperdCTPUPOBAHHBIX B COOTBETCTBUHU
C 3aKOHOJATEILCTBOM I'OCYJapCTB-UICHOB, MO MEPEURIO, IPEAYCMOTPEHHOMY
npunoskerneM Ne 16' k wacrosiumm IlpaBunam, npouenypa IpHBEISHU
B COOTBETCTBME  PErMCTPAllUOHHOIO J0ChE BO300OHOBISETCS C  JIATHI
IIOCTYTIJIEHUST B PE(EPEHTHBINA OpraH Mo PETUCTPAllUH OTBETA 3asBUTENS HA
3anpoc, yKasaHHblE B nyHkre 217  macrosmumx IlpaBun, koTopsii
He mosaHee 4 paboumx JHeW HampaBiseTcss pedepeHTHBIM — OpraHoM
10 PErUCTpaly B OKCIIEPTHOE YUPEkKJIEHHE I 3aBEpUISHMS 3KCIECPTH3HI
BETCPUHAPHOTO  JICKAPCTBEHHOIO  CpeicTBA, a B clydae ohOpMIeHHS
TOJOKUATEIEHOIO UTOTOBOI'O DKCIEPTHOIO 3aKIIIOUeHUsT pedepeHTHRH opran
o perucrpaumu OCYIIIECTBIISIET NEeHCTBUSI, IpeyCMOTPEHHBIE
nysxkramu 227 — 229 (mpu HeoOXOIUMOCTH) W MYHKTOM 233 HACTOSIIMX
I TpaBu.».

67. B nynkre 220:

a) nudpsr «10» 3amenuTs G pamu «15»;
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O)cioBa « M OCYHNECTBUTH IIE€PEBOJl €  DYCCKOIO  sI3BIKA
Ha TOCYJIapCTBEHHBIM S3BIK IOCYJapcTBa-wileHa, Ha TEPPHTOPUU KOTOPOI'O
npeanonaraeTcst odpalleHre BETEPUHAPHOIO JICKAPCTBEHHOTO IIperapara,
COIIACOBAHHBIX  peEepeHTHBIM  OpPraHoM [0  PEerucTpaludd  IPoeKTa
AHCTPYKIMHM 110 [PHUMEHEHHM!O BETEPHHAPHOI'O JICKAPCTBEHHOTO Iperapara
M TEKCTa Ha IPOEKTe MaKeTa YIAaKOBKY BETEPUHAPHOrO JIEKapCTBEHHOI'O
npenapara (mpu HaJIMYUU COOTBETCTBYIOIIMX TpeboBaHui
B 3aKOHOJIaTEJILCTBE TOCYJaPCTRBA-UJICHA)» UCKIIFOYHUTh.

68. liyrkt 222 u npemiiokeHue I1epBoe NyHKTa 223 1ocie CIoB
«HUCCIIeOBAHUM (MCObITAHMH )» JIOTIOJTHUTH CIIOBAMH «0Opasion
BETEPUHAPHOTO JIEKAPCTBEHHOI'O CPEACTRAY.

69. B ab3aue TperbeM nyHkra 227 CllOBa «, a TakKe MEPeBOI NPOeKTa
MHCTPYKIMH [0 IPUMEHEHHMIO BETEPHMHAPHOTO JIEKAPCTBEHHOI'O IIpenapara
W TEKCTa Ha IIPOEKTe MAKeTa YIAKOBKM BETEPUHAPHOTO JIEKAPCTBEHHOIO
Iperapara ¢ pycCKoro si3plka Ha roCy/I3pCTBEHHBIN SI3BIK COOTBETCTBYIOIIETO
rOCyapeTBa-wWieHa» UCKIIOYUTD.

70.B  mpemmoxenuu mepBoM  nIyHKTa 229  cimoBa  «u (W)
HellpeICTaBICHUs. IIEPEeBO/la ¢ PYCCKOTO SI3bIKa Ha TOCYIAPCTBEHHBINH SI3BIK
rocyJapcrBa-ujieHa, Ha TEppUTOPUU KOTOpPOro obpallaercs BeTepUHAPHBIN
JICKAPCTBEHHBIN IIpernapar B COOTBETCTBMH C YCIIOBUSMH PETHCTPAIlUH,
IIPOEKTOB WHCTPYKIUU [0 IPUMEHEHUIO BETEPUHAPHOIO JIEKAPCTBEHHOIO
npenapara M TEKCTa Ha IIPOEKTE MaKeTa YHIaKOBKH BEeTEPHHAPHOIO
JACKAapCTBEHHOro mpenapara (IIpH HaJIWYUU COOTBETCTBYIONMX TpeCoBaHuii
B 3aKOHO/IATeJIbCTBE TOCYIAPCTBA-UICHA)» KCKIFOUNTD.

71. IIyHKT 233 U3JI0KUTH B CIEAVIOENH PeaKIIN;

«233. Pe(epeHTHBI OpraH 1o pPErucTpaliid Ha OCHOBAHUH CBOJHOIO
WJIIA WTOIOBOIO ODKCIIEPTHOIO 3aKIroueHus (B cllydasx, NpelyCMOTPEHHBIX

nyakramn 217, 218, 226 u 232 nacrosumx [Iparun) He mosznuee 5 pabounx
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JIHEH C JIaThl €r0 MOJIYYEHHUS OT DKCIIEPTHOIO YUPEKACHUS NPUHHUMAET OIHO
U3 CIIEAYIOIIUX PEeNIeHUN:

a) O TIOATBEPIXKICHUU IPUBEICHHUS B COOTBETCTBHE C TpeBOBAHUSMU
HACTOSIINAX IpaBuut PErucTpalMoOHHOr0 JOChe BETEPHHAPHOTO
JIEKapCTBEHHOTO Tpenapara, KOTOPLIM He OTHOCHTCS K Ipylle (KaTeropuu)
BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpernapatoB (C OJHUM JIEHCTBYIOMIUM
BEIIECTBOM), 3apErUCTPUPOBAHHBIX B COOTBETCTBHM C 3aKOHONATEIHCTBOM
rocy1apCcTB-4JICHOB M HE MMEIIMX B CcOCTase JICUCTBYIOIIMX BELIECTB
(B cllyyae HalM4usi COOTBETCTBYIOIIEH (hapmakorieiiroi crathu Mapmaxoren
Coro3a) 110 nepeyHto, nperycMoTpeHaomMy npuiaoxeauem Ne 16 K HaCTOSIAM
[IpaBuiiam, WM BETEPUHAPHOIO JIEKAPCTBEHHOI'O Mpernapara, KOTOpPbIH
HE OTHOCHTCA K TIpynne (KaTeropud) BETCPHHAPHBEIX JIEKAPCTBEHHBIX
IPENAapaToB, 3aperuCTPUPOBAHHBIX B COOTBETCTBMM C 3aKOHOLATEIHCTBOM
roCyapCTB-4/IEHOB, M0 MEePEeyuHio, MPEeIyCMOTPEHHOMY IpHiokeHuem No 16!
K HacrosmuM I[IpaBuiaM (c BO3MOXKHOCTBK OOpaIleHuss B COOTBETCTBUHU
¢ HactosmuMHu llpaBuiamy BeTepuMHApHOrO JE€KapcTBEHHOrO Iperapara,
3apPErHCTPUPOBAHHOIO B COOTBETCTBHHM € 3aKOHOAATEIILCTBOM TOCYIapCTB-
YICHOB, HA TEPPUTOPHSX TOCYJapCTB-YIeHOB, YNOJIHOMOYEHHBIE OpraHbl
KOTOPBIX  MOATBEPAMIIA  [PUBEIEHUE DPETHCTPAIMOHHOIO  LOCLE  ITOTO
rpenapara B COOTBETCTBHE ¢ TpeOOBaHMIMM HacTOSIINX I IpaBwin);

0) 0 IOATBEP:KACHUM IIPUBEJIEHWS B COOTBETCTBHE C TPebOBAHHUAMU
HACTOSIITUX [IpaBui PErucTpalMoOHHOrO J1IOChe BETEPUHAPHOTO
JIEKapCTBEHHOIO IIpenapara, KOTOPbIA OTHOCHUTCS K rpylne (KaTeropmu)
BETEPHUHAPHBIX JIEKAPCTBEHHBIX npenaparos, 3apEerucTpUpPOBAHHBIX
B COOGTBETCTBHU C 3aKOHOJATENILCTBOM I'OCYHAapCTB-1JICEHOB, IO TIEPEYHIO,
IPeJlycMOTpeHHOMY — npunoxendem Ne 16' k  wacrosmum ITpaumam
(C  BO3MOXHOCTBIO OOpALEHUS] STOr0 BETEPHHAPHOI'O IJEKAPCTBEHHOIO

pernapara Ha TaMOXXeHHOU Tepputopun Coroza);
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B) 00 OTKase B MOATBEPKIAEHUU IPUBEIEHUSI PEIHMCTPAIIMOHHOTO A0ChE
BETEPUHAPHOT'O JIEKAPCTBEHHOI'O IIpelapata B COOTBETCTBUE ¢ TpeDOBaHUIMHU
Hactosux [TpaBuit.y.

72. B mynxTe 234:

a) B IIPEJUI0KEHUH TIEPBOM:

CJIOBA «B Clly4ae, IPEAYCMOTPEHHOM IIYHKTOM 221%» 3aMEHHTHL CJIOBAMU
«B CIIy4asx, NPeyCMOTPEHHBIX IyHKTamu 217, 218, 226 u 232x»;

IOIIOJIHUTE CIIOBAMM «C cOOJIIO/IeHHMEM KOHOUASHITHATBLHOCTH CBEeHU
00 sKeIEpTax, cOJEPKALIUXCS B IKCIIEPTHOM 3aKTFOYEHHM

0) npeanoKeHue BTOpoe UCKIFOUHTh.

73. B IOAIIYHKTE «I'» IyHKTa 235:

a)B abzalme ImepBoM cjoBa «IyHKTOM 206» 3aMEHHUTb CIOBaMH
CHOAIIYHKTOM «a» IyHKTa 2060»;

0) B ab3ale TpeTbeM CIIOBA «H HAa FOCY/IAPCTBEHHOM SI3BIKE ICCYIapCTBa-
4jIeHa, Ha TEPPUTOPUH KOTOPOIO MpeAnoaraeTcs oopaleHle BeTepuHapHoro
JEKapCTBEHHOIO Tpenapara (Ip¥d HalMYUU COOTBETCTBYIOIIMX TpPeOOBAHMMH
B 3aKOHO/IaTeIbCTBE IOCYJapCTBA-UJiCHA)» UCKITFOUNTE,

B) B a03alle YCTBEPTOM CJIOBA «H HA TOCYMAapCTBEHHOM  S3BIKE
roCyHapcTBa-4jieHa, Ha TEPPUTOPHKA KOTOPOrO Mpexrnosaraercs obpalieHie
BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpeilapara (IIpy HATMYUK COOTBETCTRYIOIUX
TpeOOBaHUI B 3aKOHOMATENLCTBE I'OCYAAPCTBA-UIICHA),» HCKITFOUNTE.

74. AGzan, nepBelii myHkTa 236 mocie cioBa «lIpaBui» JONCIHATS
cloBaMu  «(B cllydyae, MpPeAyCMOTPEHHOM IMOJITYHKTOM «a» IyHkra 233
HacTosiux Ilpasui), MIM ¢ BO3MOXHOCTBIO OOpallleHHsT BeTEpPUHAPHBIX
JIEKapCTBEHHLIX IIPEeapaToB #a TaMoXeHHOU Tepputopun Corosza (B ciydae,

IPEeAyCMOTPEHHOM MOAIYHKTOM «O» nmyHKTa 233 Hacrosiux [Ipaui)».
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75. B nnyukre 237:

a) B abzarie 1epBoMm:

nocie  ciioB  «B  OTHOIIEHMHM — BeTEPUHAPHBIX  JIEKAPCTBEHHEIX
[penaparoBy JIOMOIHUTH CIOBaMH  «, KOTOpbIE OTHOCSTCSI K TPYIIIE
(kaTeropuM) BeTePUHAPHBIX JIEKAPCTBEHHBIX TIPENapaToBy;

ciioBa «(apMaKoIeHHOM CTaTbU» 3aMEHUTE CIIOBaMH «(apMakomeiHoi
cratb @apmaxenen Corozan;

0) B ab3ale BTOpOM CJIOBa «J0 I0Ja4M 3asiBJICHHUS O IPHBEICHHMU
B COOTBETCTBHE PETMCTPALNMOHHOTO AOChEY» 3aMEHHMTH CIIOBAMM «0 JAThI
VMHALMAPOBAHHUS YIIOJIHOMOYEHHLIM OPraHoM AeHCTBUH, TMPEeryCcMOTPEHHBIX
NOJIMYHKTOM «a» myHKTa 206 nactosmiux [Ipasmimy;

B) B a03alle TPeThEM CJIOBA «A0 I[OJAYM 3asiBIICHUS O DPHBEICHHH
B COOTBETCTBHE PErHCTPALMOHHOIO JIOChE» 3aMEHHUTH CIOBAMH (0 JATHI
MHUIIMAPOBAHUSA YIIOJHOMOUYEHHBIM OPraHoM JICHCTBUNA, NPeIyCMOTPEHHEIX
MOATYHKTOM «a» IyHKTa 206 Hacrosiuux [IpaBumi,y.

76. B mynkre 238:

a) B TNOAMNYHKTE «a» cJoBa «IIyHKTOM 206» 3aMeHHTh CJIOBaMH
«TOANYHKTOM «a» myHKTa 206»;

0) B IOAIIYHKTE «O»:

ciioBa  «IyHKTOM 200» 3aMeHUTh CJIOBaMH (IOIIIYHKTOM  «a»
nyHkra 206»;

[OCJIe CII0OBa «IIPENapaToBy AOIOJHUTE CIIOBAMU «, KOTOPEIE OTHOCSTCS
K Ipynne (KaTeropum) BeTepUHAPHBIX JIEKaPCTBEHHBIX IIPEIIapaToOBy.

77.B noanyskre «B» nyHkTa 240 cnoBa «u (MJIH) HElpe/ICTABICHHE
MepeBojia ¢ PyCCKOro s3bIKa Ha FOCYJApCTBEHHBIH SI3BIK rocyjapcTBa-dieHa,
Ha TEPPUTOPUM KOTOpOro oOpallaercs BETepUHAPHBIA JIeKApCTBEHHBIN
Ipernapar B COOTBETCTBUU C YCIOBHMSIMH PErHCTpaliy, TIPOeKTa UHCTPYKIUN

O NDHUMCHCHHUIO BETCPHHAPHOI'O JIEKAPCTBCHHOI'O IIpe€liapata M TeKCTa Ha
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NPOeKTe MakKeTa YIaxOBKXM BETEPHHAPHOIO JIEKAPCTBEHHOTO IperapaTa
(Mmpu  HanMYMM  COOTBETCTBYIOUIMX TpeDOBAaHHK B  3aKOHOJATEIHCTBE
roCylapCcTRa-uieHa)» UCKIIOUHUTh.

78. Ilpemioxkenue BTOPOE MOMAIYHKTa «a» ilyHkTa 241 rmocie clioB
«uccneaoBaHuR (McOoelTaEMif)»  HOMCITHUTL  CIOBaMH «00pa3uoB
BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEIICTBAY.

79. IloanmyHKTEIL «e» U «u» yEKTa 249 UCKIIIOYNTD.

80. ITynkr 254 npusdarsh yTpaTUBUIAM CUITY.

81. B nynkre 255:

a) mocyie  abzaua  MepBOro  JOMONHUTL — ab3amemM  ClleIyIOMIEro
COJIepIKAHUSI:

«aKTyaJI3UPOBAHHOE CBOJHOE WJIM UTOTOBOE DKCIEPTHOE 3aK/IIOUYEHHE
(B chaydasx, olpeJerieHHbIX HacTosiimumu llpaBumamu) ¢ coOsrojieHreM
KOH(QHUJICHLMAILHOCTH  CBEJEHMH 00  3Kcmeprax,  CoAepiKaluxcs
B DKCIIEPTHOM 3aKITFOUCHUH;));

0) ab3a1lpl BTOPOH U TPETHH MU3TOKUTE B CIEJYFONICH peJaKiiiu:

«AHCTPYKLMIO II0 IPUMEHEHUIO BETePUHAPHOTO JIEKaPCTBEHHOI'O
npernapara Ha pyCCKOM H3bIKe;

MAKeThl IEPBUYHON ¥ NPU HAIWYIUM BTOPKHYHON YIIAKOBOK HA PYCCKOM
A3bIKE C YKa3aHWEM Ha HHUX PETUCTPALMOHHOIO HOMEpAa BeTepHHAPHOIO
JEKapCTBEHHOIO MperapaTa..

82. JIomomHuTE MyHKTOM 255 clieAyIONIero coaepyKanus:

«255". TlepeBoa HOKYMEHTOB, YKA3aHHBIX B NyHKTe 249 HacTOSIIHX
IIpaBui1, ¢ pycckoro s3blKa Ha IOCYIApCTBEHHBIN sI3bIK HOBOTO TOCYIapCTBa-
4jIeHa OCYLLUECTBIAECTCS HOBBIM YIIOJTHOMOYEHHBIM OPraHOM U (MJIM) HOBBIM
OKCHEPTHBIM yHpeXJeHHeM (MPU HAJUUYUHM COOTBETCTBYIOLIMX TpeOOBaHMH

B 3aKOHO/IaTe/IbCTRBE TOCY1apCTRa-UJIeHa).
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Ilepepoa MHCTPYKIMHM IO IPUMEHEHHIO BETCPUHAPHOTO JIEKAPCTBEHHOTO

nmpemnapaTra W TEKCTOB Ha Makerax YNaKOBOK, YKAa3aHHBIX B IIYHKTe 255
HacTosmux lIpaBumi, ¢ pycckoro si3blka Ha TOCYZAapCTBEHHBIA SI3LIK HOBOIO
rocyjapcrBa-aieHa  (Ipd  HAJIMYHUM  COOTBETCTBYIONIMX  TpeboBaHMi
B 3aKOHOZATENBLCTBE TOCYNApPCTRA-YJICHA) OCYIIECTBISETCS —3asiBUTENIEM
B COOTBETCTBUH ¢ MyHKTOM 427 Hactosmmx IlpaBmi MO COINacOBaHHIO
C HOBBIM VIIOJIHOMOYEHHBIM OPraHOM.)».

83. B nmpemioxeHun BTOPOM TOANMYHKTA «e» IyHkTa 264 ciosa
«Takoe mnecooTBeTCTBUE» 3aMeHUTh cioBamu «Mudopmanms o Takom
HECOOTBETCTBUNY, CIIOBO «OCYIIECTBIICHUS) 3aMEHUTD CJIOBOM (IIPOBEIEHID).

84. ITlynkr 265 npu3HaTh yTPaTUBIITUMH CHITY.

85. B nynkre 266:

B ab3anax BTOpPOM — BOCEMOM ciioBa «llpaBui, nmpuHUMaeT» 3aMeHHTDH
ciioBamu «lIpaBuil, — npuHUMAaeT;

B abzane ceabMOM CJIOBO «OCYHIGCTBJICHHS» 3aMEHMTH CIIOBOM
«IIPOBEACHUSY;

abszal JeBSATBIM II0CHE CJIOBA («YyBEIOMIISIETCS» JIOMOJHUTE CIIOBAMU
«IyTEM HaIpaBJIcHUs HHOOPMATIULY.

86. JIONONHUATE MTyHKTOM 266" CIIeIYIOEro CONEnKAHMSE:

266'. Pemenne 0 MPUOCTAHOBJICHUM OOpALIEHUs CEPUN BETEPHHAPHOIO
JIEKapCTBEHHOIO IIperapara Ha TEPPUTOPUSIX HECKONBKUX TOCYIapCTB-4JIcHOB
IPUHUMAETCS TEM YIIOJHOMOUEHHLIM OPraHoM, KOTOPBIA SIBJISICS Ha LATy
perucTpanuy  9TOTO  BETCPMHAPHOIO  JIEKAPCTBEHHOTO  Iperapara
pe(epeHTHBEIM OpraHoM [0 PETUCTpaluY, a Ha TEePPUTOPHH  OJHOIO
U3 TOCYJapCTB-YICHOB — YIIOJHOMOUYEHHBIM OpPraHoM JTOr0 rocyJiapcTBa-
YjieHa, HA OCHOBAHUH:

a) MHULIMATUBHOTO  3asiBIICHUs]  [paBooOiajaressi  BeTepHHAPHOIO

JICKAPCTBCHHOTO  IIpCIlapata O  HPHOCTAaHOBICHMUM 06pa]_U,€HHH CCPpUH
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BETEPUHAPHOTO JIEKAPCTBEHHOI'0 Ipenapara (C yKa3aHUeM IpeJiojiaraemoi
NaThl BO30CHOBJIEHHS OOpalleHHs) Ha OyMaxHOM HocHTene W (WiM)
B DJIEKTPOHHOM BHJE Ha PYCCKOM s3blKe IO (opme, NpenycMOTpeHHOMH
npuitoxxenueM Ne 10 k mactoswum Ipasuwiam (popma 10.8);

0) mepBUYHOrO BBISBIEHHS HECOOTBETCTBUS 0OPa3llOB BETSPUHAPHOI'O
JEKapCcTBEHHOIO  IIpemapara  olnpelielieHHOW  cepun  TpeboBaHMsIM
HOPMATHBHOTO JOKYMEHTa HAa BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTBO I10
MTOraM OCYIIECTBJICHUS BBIOOPOYHOIO KOHTPOJIS KauecTBa BETEPUHAPHBIX
JIEKAPCTBEHHBIX IIPEAPATOB.».

87. Ilyuxrel 267 1 268 npu3HaTh YTPATUBIIUMHA CUITY.

88. B abzanax BTOpOM M TpeTheM INyHKTa 209 crioBa «ityHKTa 265»
3aMEHHTD CJIOBAMM «IiyHKTa 2661,

89. ononHuTs nyHxtamu 272" u 2722 cieAyIOmero coiepKanms:

«272". IpeicraBieHuble npaBooOIaaresieM BETEPUHAPHOTO
JIEKAPCTBEHHOIO NpenapaTa B COOTBETCTBUHU ¢ abzallaMi BTOPBIM, YETEEPTEIM,
IECTBIM M CeIbMBIM IIYHKTa 266 U ab3arieM TPeThbHM IyHKTa 269 HacTOSImMX
[TpaBua pesynbTarTsl JIONOJHUTEIBHO TIPOBENEHHBIX SKCHIEPTH3 M HHBIE
MarepHuallbl He Mo3aHee 5 pabouux AHeH ¢ JaThl UX [CJIyUYeHUs: HAPaBIISIOTCS
PEMEPEHTHBIM OPraHOM IO PErueTPAlvd MM YIOJIHOMOYEHHBIM Opranom
B DKCIIEPTHOE YUPEKACHUE [JIST aHaIn3a.

2727 PedepeHTHBIM Opran (10 pErucTpaluy MIM  yIOTHOMOYCHHBIMN
Opra He Io3JHee 5 pabouux JHeH ¢ JaThl TOJYUYEHHUs 3aKIIOYeHHUs!
DKCHEPTHOTO  YUPEXHIASHUS ¢ pe3yJbTaraMd  IPOBEACHHOTD  COIJIACHO
nydakTy 273 Hacrosawmux [Ipasui ananuza:

a) IPMHUMAET PELICHUE O COXPAHEHUHM TMPUOCTAHOBIEHUS OOpalieHus
BETEPUHAPHOI'O JIEKAPCTBEHHOIO [Iperapara WIK €ro CECpUM J0 YCTPaHCHHS
IPUYMH, TNPEJACTABISIOIIAX yIPO3y 3JI0POBHIO, JKU3HH 4YeIO0BEKa WJIH

JKHBOTHBIX IPH IMPHUMECHCHMKW BETCPHUHAPHOI'O0 JICKAPCTBCHHOIO HpenapaTa,
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imbo  JI0  BHECEHMS HW3MEHEHHH B WHCTPYKIMIO [0  I[IPUMEHEHHIO
BETEPUHAPHOI'O JIEKAPCTBEHHOIO IpenapaTta (B CilIydae eclid 3KCIEepPTHBIM
YUPEKIEHHEM BRIHECEHO 3aKJIIOYCHHUE O TOM, UTO MPHUYMHBI IPHOCTAHOBICH IS
oOparieHusl BETEPHHAPHOIO JIEKAPCTBEHHOTO IIpelapara WM ero Ccepuu
He YCTpaHeHbl (HanpuMep, IPUMEHEHHE BETePHHAPHOTO JIEKAPCTBEHHOIO
npenapara npeicTaBiieT yIrpo3y 3/10pOBbIO, JKU3HH 9eJIOBEKA WIIA KUBOTHBIX
W (WIM) CBeNEHMS O  BETePUHAPHOM  JICKapPCTBEHHOM  IIpelnapare
HE COOTBETCTBYIOT CBEJICHHUSIM, COJEpPKaNIMMCS B MHCTPYKIIMH 10 €ro
NPUMEHEHHIO)) M yBeJOMisleT — IpaBooOnajaresisi  BETEPUHAPHOTO
JIEKapCTBEHHOIO Mpernapara {myreM HalpaslieHHst THQOpMaIiy Ha GYMakHOM
HOCHTEJIE M IO DJIEKTPOHHOM I0YTE) O NPUHSITOM pEIICHHH ¢ yKazaHUeM
OPUYMH IIPUOCTAHOBJICHUS OOpallleHHs] BETEPUHAPHOIO JIEKAPCTBEHHOIO
Iperapara u ¢ NPUI0KEHUEM KOITMH 3aKIFOYCHUS SKCIIEPTHOTO YUPEIKICHUS,

0) IprHMMAET pelleHHe O BO30OHOBICHHU OOPAIICHHS BETEPUHAPHOIO
JIEKapCTBEHHOI'O IIpernapaTa WM ero Cepuu M HalpAaBJSIET MPaBoodIIa aTelno
BETEPUHAPHOTO JIEKAPCTBEHHOI'0 Ipenapara (HAa OyMakHOM HOCHTEIe
M II0 SJIEKTPOHHOM I10YTE) KOMMWIO 3aKIIOUEHUS] JKCIEPTHOTO YUPEKICHUS
(B cilydae eclid 9KCHEPTHBIM YUPEKICHHEM BHIHECEHO 3AKITIFOUEHHE O TOM, UTO
TIPHYHHBL  [TPUOCTAHOBIIEHHMS OOpaIleHHs] BETEPUHAPHOTO JIEKAPCTBEHHOIO
nperapara  ycTpaHeHbl — (Hampumep, — IIpUMEHeHHe  BeTCPUHAPHOrO
JEKapCTBEHHOIO IIperiapara He INPEeNCTaBliseT Yrpo3y 3A0POBBIO, JKH3HHU
YEeNIOBEKA WIIM JKUBOTHBIX, & CBEEHUS O BETEPHHAPHOM JIEKAPCTBEHHOM
nperapare COOTBETCTBYIOT CBEACHUM, CO/IePKaIAMCS B HHCTPYKIAH 110 €I0
DPUMEHEHHIO)).».

90. Ilynkr 274 1onoaHuTh ab3arem cleayromero cojaepKanms:

«B  nepuwoj  mpuOcTaHOBIEHMS  OOpallleHWss  BETEPUHAPHOIO
JICKAPCTBEHHOTO nmpenapara 3aIpPeLalTCs ero IIPOU3BOJICTRO,

TPaHCIIOPTHPOBKA, OTIIYCK, péalu3anys, IMPUMEHCHHE, BBO3 Ha TAMOKCHHYIO
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teppuToprio Coroza, mepemelleHue 10 TamoxeHHOW Tepputopuu Coicsza

¥ BBIBO3 C TaMOKeHHOH Tepputopun Coroza.y.

91. B nynkre 282:

a) NOAIYHKT «O» U3II0XHUTH B ClIe/lytoleH peTaKIiu:

«0) nedcTByromui ceprudukar (Mim Korust ceprudukara, sapepennas
B YCTAHOBJICHHOM IIOPSIJKE), BBIJIAHHBIM B COOTBETCTBHU C IOAIIYHKTOM «O»
nynkra 9 Hacroswux [Ipasui.

I'ocyjapcrBa-uieHbl B3aMMHO IPH3HAIOT JIMICH3UM Ha TPOH3BOJICTBO
BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB U (MJIM) cepTU(UKATHI, BbIaBaeMble
YIOJIHOMOYEHHBIMA OPTaHaM4 B COOTBETCTBUHU C IIOJIIYHKTAMH «a» U «O»
nyHkra 9 nacrosiuux Ipasumn.

B ciysae HeBO3MOXKHOCTHU NPEICTABIIEHUs! JEHCTBYIONIETO cepTHdhHKaTa
Upy Tojave 3asBJIEHUs] O PErucTpaliyd BETEPUHAPHOI'O JIeKapCTBEHHOIO
periapara 3astBUTeNb MPeICTaBIIsIET BMECTO HETO:

KOIHUIO  pEIlleHHsl  YIOOJHOMOYEHHOIO  CpraHa O  TTPOBEICHHH
(apmateBTHUECKOW MHCHEKIMM Ha COOTBETCTBHE YCJIOBUH IPOU3BOACTBA
tpeOoBanusam  IlpaBun  Hajuiexammed  IpOM3BOJCTBEHHOW — MPaKTUKH
(U1 IpeAnpUsITUH-TIPOU3BOAUTENEH TOCYIapCTB-YWICHOB) HIIH O MPOBEIEHUH
COBMECTHCH (hapMaleBTHYeCKOH HWHCIEKIMH Ha COOTBETCTBHE YCIOBUI
IPOM3BOJICTBA CTPaHLI-IIPOU3BOLUTENsT TpeOoBanusiM [lpaBun Hamiexarieit
IPOU3BOJCTBECHHON NPAaKTUKKM (AJisl NPEANPUSTUH-TPOU3BOIUTENICH TPETHHX
CTpaH);

KOIIMIO J0ChE IIPOU3BOJICTBEHHOIO yuacTKa (MacTep-daii).

B cirygyae HeBO3MOXKHOCTH TIpeACTaBIeHUs! IeHCTBYIONIEro cepruduxara
IpH 110Jla4Ye 3asBICHUS O NPUBEAEHUH B COOTBETCTBUE PETHCTPAIMOHHOIO
JGCHE 3asBUTEIIb NIPEJCTABISAET BMECTO HEIO!

KOIIMIO  pEIIeHHs  YIOJIHOMOYEHHOI'O  OpraHa o  IIPOBeACHUHU

(papMaleBTUUECKON WHCHEKIMH Ha COOTBETCTBUE YCIOBUM TNPOM3BOACTBA
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TpedoBaHUsIM [TpaBun HaIexarie [IPOM3BOJICTBEHHOM MPAKTUKH
(14 NpEeNpUATUI-IPOM3BOIUTENEH TOCYJapCTB-WICHOB) WM O IIPOBEICHMH
COBMECTHOM  (papMalleBTHUECKOH HHCICKIMH HA COOTBETCTBHE  YCJIOBHIA
IIPOM3BOJICTBA  CTPaHBI-IPOU3BOAUTEISL TpeboraHusam lipaRun wHamiexanien
IPOU3EO/ICTBEHHOM TIPaKTUKU (JUIT  IPeAIpUSITHH-TIPOM3BOIATENEH  TPeTHUX
CTpaH);

KOITHIO JIOCKE TIPOU3BOICTBEHHOIO yyacTKa (Mactep-gaiin);

KOITHIO TIOCTISTHET O UHCIIEKIIMOHHOTO oTyera, BBIJIAHHOTO
YIOJIHOMOYEHHEIM OpPraHOM MM KOMIIETEHTHBIM OPraHoM He paHee YeM
32 3 roma IO Jarbl HOJAauM 3asBICHHS O IIPUBEACHHH B COOTBETCTBUE
PErucTPaIMOHHOrO 10ChHE;

CBEIEHUS O pe3ylbraraXx BCeX WHCHEKIMH JaHHOH IIpOM3BOJACTBEHHOMN
IUIOINAZAKKH  HAa  cooTBercTBMEe  TpeboBawusiM  IlpaBun  Hajuiexamei
IIPOU3BOLACTBEHHON IIPAKTHKH, MPOBENEHHBIX 3a MPEIIIeCTBYIOMIME 3 Toja
JO JaTh! [10JIa4d 3asBJICHUSI O NPUBEAEHUHM B COOTBETCTBHUE PErHCTPAIMOHHOIO
JIOCBE,;

CBEIEHUS O HalIM4Yuu (OTCYTCTBMM) peKJiaMariiii B OTHOLIEHHHM KayecTBa
BETEPUHAPHOIO  JIEKAPCTBEHHOIO fIperapara, IPOH3BEIEHHOI0 Ha JIAHHOMN
IIPOU3BOACTBEHHOMN IUIOLIAJIKE, 3a MOCIeHNE 3 Iojia ¢ MPeIOCTaBIcHUEM KO
STUX PEKIIaMAalIyif;»;

0) MOAIMYHKT «K» U3JIOKHUTH B CICAYIOMICH PeIaKIMH:

«K) JOKYMEHTBI, coepkalye TpeOoBaHUsS K KadecTBy (hapMarieBTHUECKOH
CyOCTaHIIMM M OIMCaHWe ee METOJIOB KOHTPOJISl JMOO yKa3aHWe CCBIIKM Ha
(apmaxoneiinbie crathd Papmaxonen Cotoza win (GapMakonen rocy1apersa-
yjieHa (IIpH HaIUYHH )Y,

B) JIOIOJTHUTb IIOIITYHKTOM «H" CIIEMYIOMIEr0 COMEpIKAHMSL:

«n')  JeHCTBYIONAs JIMIEH3Ms] Ha IPOU3BOACTBO  (hapMareBTHIECKO

cyOCTaHIMH, BBIIaHHAS! B COOTBETCTBUM C MOITYHKTOM «@» IIyHKTa 9 HACTOSIIINX
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[Ipasuy, WM JOKYMEHT, TMOATBEPIKIAIONIMYA COOTBEICTBUE —TIPOM3BOJCTBA
(apMarieBTHYECKOH CYOCTAaHIIMM IIpaBMJIAM  HaJ/UIEKAILCH ITPOM3BOCTBEHHOMN
IPaKTHKH CTPAHBI-IPOM3BOMUTEIS], BBIIAHHBIA KOMIIETEHTHBIM OpPTaHOM TpeTheit
CTpPaHBI, VIl KKJION TPOU3BOACTBEHHOM MIOIIAKH, HA KOTOPOH OCYLIECTBIISETCs
IPOU3BOACTBO (hapMalleBTUIECKOM CyOCTaHIIMM;»,

92.B mnynkre 284 clI0BO «peakTHBAM» 3aMEHUTH CIIOBAMH «PEaKTHBAM
(pearentam).

93. JloromHuts mmyHkrom 330" crieyroniero couepxanms:

«330".CBemermst 00 yNONHOMOYEHHBIX — JMIAX  [IPOM3BOIMTENEH
BETEPMHAPHBIX  JIEKAPCTBEHHBIX  CPEACTB 110  PE3ylbTaTaM  IIPOBEIEHHOM
aTTeCTallii Pa3sMEIIaIOTCI B PEECTpax YMOTHOMOYCHHBIX JIUIT TIPOU3BOAUTENEH
BETCPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB COOTRETCTBYIOIUETO IOCYAApCTBA-UNeHA
Ha OMUIMANBHBIX calfTaX YIOJIHOMOYCHHLIX OpraHOB B COOTBETCTBHH ¢
HOPSIKOM, YCTAHOBJIEHHBIM 3aKOHOAATEILCTBOM IOCYAapCTBa-UICHA.».

94.B mynkre 335 cioBa «0 Ka4eCTBEHHBIX M HENOOPOKAUECTBEHHBIX
BETePHHAPHBIX JICKAPCTBEHHBIX Ipenaparax, a Takke (ambCHUIUPOBAHHbIX
1 (WIK) KORTpa(akTHBIX BETEPUHAPHBIX JEKAPCTBEHHBIX IIPENapaTax» 3aMEHUTH
CTIOBAMM «O HEKAYECTBEHHDLIX, (DaTbCHQHIMPOBAHHBIX U (MITH) KOHTpa(aKTHBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTBAXY.

95.B  mynkre 336 choBa  «HEJOOPOKAYECTBEHHLIX — BETEPHHAPHBIX
JICKApCTBEHHBIX  MPEnapaToB, a rtake (QalbCHQUUMPOBAEHBIX W (WiIN)
KOHTpa(paKTHLIX BETEPUHAPHBIX JIGKAPCTBEHHBIX MPENapaToBy» 3aMEHUTh CIIOBAMHU
«HEKAYeCTBeHHBIX,  (anbCHQUUMPOBAHHBIX M (Wid)  KOHTpadaKTHBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX CPELCTBY.

96. [TynkTer 338 1 339 U3II03KUTH B CIESAYIOIIEH peIaKIyu:

«338.BBo3 nHa TamoxeHHyio Teppuropmio Coroza (papMaleBTHIECKHX
CyOCTaHIIMH OCYLICCTBIAETCS TIPH YCIOBHM HAJIMYMS HA MOMEHT YBeJIOMIICHHUS

TaMOKEHHOrO OpraHa TrocyJapcrBa-ujieHa O HPHObITHM Takoro ToBapa Ha
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TaMOXKEHH Teppuroprto  Coroza  paszpeilieHuss Ha  BRO3,  BBIJIAHHOTO
YIOMHOMOUEHHBIM OpPraHoM B IIOPSJIKE, YCTAHOBIEHHOM 3aKOHOIATEILCTBOM
rocyiapcTBa-usieHa.

BBo3 ma Tamoxkenmyro tepputoputo  Coroza  (papMareRTHUECKUX
CyOCTaHIMH, BHECEHHBIX B YCTaHOBJIICHHOM HacTosinumu lIpaBmiamu nopsiike
B peecTp BeTEepHHAPHBIX JEKapCTBEHHBIX MNpenaparoB (Coro3a, OCYILIECTBIISIETCs
B IEIIX IIPOM3BOACTBA WJIM peald3allMd BETEPUHAPHBIX JICKAPCTBEHHBIX
IPeTapaToB, 3apEerUuCTPHPOBAHHLIX B COOTBETCTBHU ¢ HaAcTOsILUMU [ IpaBuimamu,
a TaKKe B IEIIX anuTeYHOro W3TOTOBIEHMS BETEPUHAPHBIX JIEKAPCTBEHHBIX
MPENapaToB ¢ YYCTOM MOJIOKEHUH NOMITYHKTa «BY» IyHKTa 13 HacTosmmx [Ipasuit.

Bso3 ma Ttamoxennyro teppuropuio (Coroza  (apmaneBTHUeCKHX
cyOcTaHIyii, He BHECEHHBIX B PEECTp BeTePHHAPHBIX JieKaPCTBEHHBIX TIPETIapaToB
Coro3a, OCYILECTBIISIETCSI B IEJISIX:

pa3pabOTKH BETEPUHAPHBIX JIEKAPCTBEHHEIX CPEJICTB;

NPOBEJICHUsST  MCCTIEOBaHui  (MCIIBITAHWI) — CTAHJAPTHRIX  0OpasiioB
ACUCTBYIOLIMX — BEILECTB TP YCIOBMM  IIOCIEAYIOWICIO  YHUYTOXKEHHS
(yTHIM3aLMi) Ha TEPPUTOPUM TIOCYJapcTBa-wieHa 3a CYeT CPEJICTB Biaesbla
HEU3PACXOJA0BAHHAIX 00PAa3LOB MM OCTATKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEICTB 1GCHIE 3aBEpPLUCHMSI MCCIENOBaHUH (MCUBITAHMH) WM HMX BBIBO3A
¢ TaMOXKeHHOM TeppuTopux Coro3a B COOTBETCTBUH ¢ TAMOXKEHHOM MpoLeypoi,
JIOITYCKAKOIISH TaKOHU BBIBO3;

OKCIEPTH3bI BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTS B paMKaX IPOLE/TYPhI
PETUCTPalliM  BETEPHHAPHBIX  JICKAPCTBEHHBIX IPEMAPaTOB  IPU  YCIOBHK
MOCTENYIONIErO YHHUTOKEHUS (YTHIM3AUMK) HA TEPPUTOPUH TOCYAapCTBa-uieHa
3a CYET CPEICTB BIAAC/IBLA HEU3PACXOJIOBAHHBIX OOPa3LOB MM OCTATKOB
BCTCPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB II0CIIE 3aBEPLUEHMSI SKCIEPTH3RI MM UX
BbIBO3d € TaMOXKEHHOW Teppuropuu (Coro3a B COOTBETCTBUM C TaMOIKECHHOM

IPOLIETYPOH, TOMYCKAIOIIEH TaKOH BEIBO3;
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MPOM3BOJICTBA  OMLITHO-IIPOMBIIIIEHHON — TApPTHM  BETEPHHAPHOI'O
JICKapCTBEHHOTO Mpenapara s JOKIMHUYECKUX HCCIEI0BaHNH (MCIIbITaHuMiA)
BETEPUHAPHLIX  JICKAPCTBEHHBIX CPECTB U KIIMHUYECKUX  HCCIIELOBAaHUMN
(MCIbITaHMI) BETePUHAPHBIX JIEKAPCTBEHHBIX IPEIapaToB.

339.BBo3 Ha TamoxeHHyr0 Tepputopuio (Coro3a  hapMareBTHUECKHX
cyOCTaHIMH I auTeYHOIro M3rOTOBIEHHS BETCPHHAPHBIX  JIEKAPCTBEHHBIX
IIpernapaToB  OCYILUECTBIISETCS B YCTAHOBJIGHHOM  3aKOHOIATEIBCTBOM
roCyJapcTBa-4iieHa MopsiiKe.».

97. B iynkre 340:

a) B MOAMyHKTe «O» CIIOBa «KIMHUYECKMX HCCIENOBAHUU (WCTIBITAHWI)
BETEPUHAPHOIO JIEKAPCTBEHHOIO CPENCTBA» 3aMEHUTH CIIOBAMH «K/IMHUYECKUX
KCCIIENOBAHMM (MCIIBITAHUH) BETEPHHAPHOTO JICKAPCTBEHHOTO MPeriaparay;

0) npejuioXKeHHe  BTOPOE  IMOAIYHKTOB  «JI» — «3» IOCIE  CJIOB
«B KOJIMYECTBE,» JIOMOJIHUTH CIOBAMU «YKa3aHHOM B TapaHTHHHOM ITHCHME,
3aIpoce Ha paspellieHre BBO3a WK PEIeIiTe, ).

98.Ilynkr 341 JOHOIHHUTE CIIOBAMH «B COIPOBOYKIEHUH NOKYMEHTa
IPOM3BOIUTENIS BETEPHHAPHOTO JIEKAPCTBEHHOI'O CPEJICTBA, TMOATBEPIKIAIONIETO
€ro KayecTBo ¥ 0e30macHOCTh (CepTU(UKAT KayecTBa, aHATUTHUYECKMH M8CIIOpT
 JIp.), 32 KCKJIFOUEEMEM BeTepHHAPHbIX JICKAPCTBEHHBIX MTPEIaPaToB ISl JIMUYHOTO
MOTPeOTeHMD.

99.1lysxr 342  pomonHuTh  crmoBamd  «(cepthdHKaT  KayecTsa,
AHAJIMTUYECKHMH MACTIOPT U IIP.), 38 UCKIIOYCHHEM BETePUHAPHBIX JIEKAPCTBEHHBIX
IpenapaToB UL JINGHOT'O ITOTPEOICHHSL. .

100. ITynxret 343 — 346 npy3HaTh YTPATHBIINM CHITY.

101. B mynxre 348 ciioBa «, myHKTOB 343 1 344%» UCKIIIOUUTE.

102. B abszane Bropom moxpaszaena 3.3 mpunoskeHust No 3 K yxa3aHHBIM

[IpaBuiiam crioBa «¥ KaIuOpOBaHO» 3aMEHUTh CIIOBAMHE «H (HJTH) KaTHOPOBAHOY.
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103. B npunioskennu Ne 5 k ykazavubiM 1 IpaBunam:

a) B pazaeie I:

B IIYHKTE 7:

JIOTIGIHUTE MOYHKTOM «H'» CIEIYIONIET0 COMEPKAHMUS:

«u') craryc obpalleHust BETEPUHAPHOTO JIEKAPCTBEHHOIO [IPeITapaTa;

JJaHHBIE O CTaTyCE YKa3bIBAIOTCS ¢ YUETOM MOJIOKEHUN HMOJIIYHKTA «I')
nyHkra 7 pasjgena II nacrosmero Ilopsuakxa («eBobomuoe oOparienuey,
«panbcudurar», «KOHTpaaxTy», «odpauleHue npenapara NpHOCTAHOBIECHOY,
«oOpallleHue Cepur NPHUOCTAHOBJIEHO», «IIperapaT U3BIT K3 OOpalieHus»,
«cepusl M3bsiTa U3 00palLIeHus»);

JaHHBIE O CTATYCE YKA3bIBAIOTCS C YUETOM IOJIOKEHUH TOJIMYHKTA «3%
nyHkra 7 pasnena IV nHacrosmero llopsiaxa («cBoGoiHOe obparmeHuey
(U1 BETEpUMHapPHBIX JIEKAPCTBEHHEIX IPEerapaToB, MPOU3BOJUTENH KOTOPHIX
UMeeT JEHCTBYIOIMH  cepTHdHKAT) WM «oOpalieHre  OrpaHHueHO
(IUisT BeTEPUHAPHLIX JIEKAPCTBEHHBIX IPENAapaToB, MPOM3BEAEHHEIX II0CIE
Jatel, KOrja y UX lpoussoaurelss Obul 0TO3BaH cepruduxar, ero JeiiciBue
MPEKPAIEHO WU €T0 JEHCTBME IPUOCTAHOBIICHO));»);

B TIOJIIYHKTE «JI» CJI0Ba «TaMOKeHHasi Tepputopus Coro3a» 3aMEHHTEH
CJIOBaMH «yKa3pipaeTcsl « EBpazuiickuii 5KOHOMHUYECKUH COIO3Y,;

B IIOJIYHKTE «H» CJIOBa «IIOJIHOE HAUMEHOBAHME» 3aMEHUTH CIOBAMHM
«KOJ, IIOJIHOE HAMMEHOBAHUEY;

IYHKT 8 U3JI0KHUTE B CIEAYIOUICH peaKkivu:

«8. B ciyyae OTMEHBEI perucrpanyd BeTepUHAPHOT'O JIEKApCTBEHHOIO
nperapara COOTBETCTBYIOIIME CBEICHMS] DepearoTcs YITOJHOMOYEHHBIMU
opranamu U (WJIM) SKCHOEPTHBIMH  yupexierusimd B Komucenro
C MCIIOJIE30BaHUEM CPECTB MHTEIPUPOBAHHON CUCTEMBI B TeueHue 5 pabounx
LHEH ¢ JaThl NPUHATHS TAaKOro PeLICHMs JIIsi BHECEHUsI U3MEHEHHH B peectp

BETEPHUHAPHBIX JICKAPCTBCHHLIX IIPCIIapaToB COIOSE[, HE HMCKJIFRO4Yast by 3TOM
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CBEJIEHUI M3 peecTpa BETEPUMHAPHBIX JIEKApCTBEHHBIX IpenapatoB Coroza
O BeTepUHApPHOM JIEKAPCTBEHHOM IIpenapare, perucTparus KOTOoporo
IPU3HAHA HENCHCTBUTEIILHOM. »;

B IIYHKTE 13:

B al3aume mepBoM ciioBa «He MeHee dem 20 JeT ¢ JaThl MOJAui
3asBJIEHUS] HA PErMCTPALMIO BETEPUHAPHOTO JIEKAPCTBEHHOI'O IIperapara
UCKJIIOYHTD;

JIOTIOJTHUTB TTOAITYHKTOM «BY» CIIETyIOIIET0 CONCPIKAHHS:

«B) COTJTACOBAHHBIE HOPMATHMBHBIE OKYMEHTHI Ha BeTepUHApPHBIE
JIEKapCTBEHHEIE CPEACTBA, HHCTPYKIHH 110 UCIIOJIL30BAHUIO CPEJICTB U MAKETEI
YIAKOBOK CPEJICTB.»;

JIONOJIHMTh MyHKTamu 14 1 15 caeayroniero coaepaHus:

«14.C pmarel momauM 3asBIEHUS Ha PETUCTPALMIO BETEPUHAPHOTO
JIEKapCTBEHHOIO IIperapara XpaHeHHWe B 3JIEKTPOHHOM BHUIC HJOKYMEHTOB,
yKaza#HHeIX B IyHKTe 13 Hacroswmero Ilopsika, ofecneuuBaercs
peepeHTHBEIMU OpraHaMH 110 PErucTpaldd B TCYCHHE CpOKA ACHCTBHS
perucTpanuy BETEPUHAPHOTO JIEKAPCTBEHHOIO IIpenapara W He MeHee 5 JeT
ocjie  OKOHYaHMs  CpoKa  JICHCTBUS  PErUcTpaldd  BETEPUHAPHOTO
JEKAPCTBEHHOIO INpenapara (Xpanenue T0KyMEeHTOB Ha OyMa)KHOM HOCHTEe
OCYIIECTBJIACTCS IIPU HEOOXOAUMOCTH).

15. Xpanenue, KOMIUIEKTOBaHWE, YueT, Iiepenadya B apXuB
U MCHONE30BAHUE AaPXUBHBIX JIOKYMEHTOB, VYKa3aHHBIX B IyHKTe 13
HACTOSALIEIrO Iopsinxa, OCYILIECTBIISIETCS B COOTBETCTBUU
C 3aKOHOJATENILCTBOM I'OCYAapCTBa-4JIeHa. »;

0) B paznaene II:

B HaMMEHOBAHMM CJIOBA «O KAYECTBEHHBIX U HEI0OPOKAYECTBEHHBIX
BEeTepPUHAPHBIX JIEKAPCTBEHHBIX IIperaparax, a Taxke QaibCuGUIUpPOBAHHBIX

M (MaM) KOHTpa(akTHBIX BETEPHMHAPHBIX JIEKAPCTBEHHBIX IIperaparax»
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3aMEHHUTh CIIOBAMH «O HEKAYEeCTBEHHLIX, (aNbCU(UUUPOBAHHLIX ¥ (WJiN)
KOHTpa(aKTHLIX BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTBAXY;

10 TEKCTY CIOBO «HELOOPOKAYECTBEHHHBIH)» B COOTBETCTBYIOLINX YHCIIE
U I2J€7Ke 3aMEHUTDL CIOBOM «HEKAUECTBEHHBIH» B COOTBETCTBYIOLIMX UYMCIIE
M TIaJieXke, CIOBO «HEeN00POKaYeCTBEHHOCTH» B COOTBETCTBYIOIIMX YKCIIE
U IaJie)Ke 3aMEHUTDL CIIOBOM «HEKAYECTBEHHOCTH)» B COOTBETCTBYIOLIMX YHCIIE
U TIaJIeKe;

B nOyHkre 1 cioBa «0 KaueCTBEHHBIX U HeJI0OpOKAYCCTBEHHBIX
BETEPUHAPHBIX JICKapCTBEHHBIX TIpenaparax, a Takke (GalibcupuiupoBaHHbBIX
1 (unm) KoHTpa(haKTHBIX BETEPHHAPHBIX JICKAPCTBCHHBIX —Iperaparax»
3aMEHHUTH CJIOBAMHM «O HEKAYEeCTBEHHHIX, (anbcu(DUUIUPOBAHHBIX U (WIIH)
KOHTpa(aKTHBIX BETCPUHAPHBIX JTIEKAPCTBEHHEIX CPEICTBAXY;

B IIYHKTE 2 CJIOBA «IPU3HAHHBIX KAYECTBEHHEIMM, M BETEPUHAPHLIX
JIEKapCTBEHHEIX Mpernaparax,» UCKIHUHTE;

B MOJANYHKTE «a» IYHKTa 5 CIOBa «IIPU3HAHHBIX KAYECTBEHHBIMH, WU
BETECPUHAPHBIX JICKAPCTBCHHBIX TPEIapaTax,» UCKIFOYNTh;

B IIYHKTE 7:

HNOJITYHKT «a» W3J0KHUTh B CIEAYIOIEH peaaKiiiu:

«a) KOJ 1 HAaUMEHOBaHUE IOCyapCTBa-WieHa, HA TEPPUTOPUU KOTOPOTO
BbIABI/IEHA CEpUA (apTHsl) HEKAUeCTBEHHOI0, PallbCUPUITMPOBAHHOTO U (1)
KOHTpa(pakTHOrO BETEPUHAPHOIO JIEKAPCTBEHHOTO CPEJICTRA;Y;

B IIOANYHKTE «B)» CI0BA «KAYECTBEHHBIMU WJIN» HCKITFOUNTD;

B IOATYHKTE «I:

a03allbl IEPBEIA U BTOPON M3JIOKUTH B CIIEJIYIOINEN pelaKkIiu:

«r) craryc oOpallleHuss BeTepUMHAPHOTO JIEKApCTBEHHOTO TIperiapara
M JlaTa U3MEHEHHs ATOro cTaryca;

«CBOOOHOE OOpAIIEHHE;);
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B a03a1ax TPEThEM U YETBEPTOM CIIOBO «IIPEapaToBy 3aMEHUTH CIIOBOM
«CPEIICTBY;

HOJITYHKT «M» U3JI0KUTE B CIEIYIOIeH pelaKIiu:

«M) KOJI 1 HaMMEHOBAHUE CTPaHbl, HA TEPPUTOPHH KOTOPOM HaXOMATCS
[{PON3BO/IMTEND BETEPUHAPHOTO JIEKAPCTBEHHOTO Mperapara;y;

MOAINYHKT «0%» H3JI0KUTH B CICIYIOIIEH peTaKkIHu:

«0) HAUMEHOBAaHUE OpraHu3alud, B KOTOPOH OBUIO  BLIABJIEHO
HeKkauecTBeHHoe,  QalbcuuuupoBaHHoe W (WIH)  KOHTpadakTHOE
BCTCPHHAPHOC JIEKAPCTBEHHOE CPEJCTBO, MECTO €€ HaxXOuJIeHus (aapec
IOPUIYUECKOTO JIMLA) U 8PEC MECTa OCYIIECTBIIEHUS AeSATeIBHOCTH (B CiIydae
€CJIM aJpeca pasjuyaroTcs) — Uil IOPUJIMUECKOT0 JIMMA WIH (QaMuius, uMs
M OT4eCTBO (IIpM HAIMYMH), MECTO O KUTEeIhCTBA M  ajapec MecTa
OCYILECTBIICHAA ACATEIBHOCTU (B Cllydae €cClid ajpeca pasiuyarorcs) — s
(U3UYECKOro JMLA, 3aperUCTPUPOBAHHOIO B KAuecTBE UHIUBUIYAILHOTO
npeaupuHuMarens, JubOO HauMEHOBaHHME OpraHa [rocy/apcTBa-uiena,
BBISIBUBIIIETO HEKa4yeCcTBEHHOE, GanbcupUIMPOBAHHOE 17} (vun)
KOHTpa(akTHOE BeTEepPUHAPHOE JICKAPCTBEHHOE CPENICTBO;Y;

B HOAIYHKTAX «I» U «p» CI0Ba «(HEe 3aI0JIHAETCS [IJIS BETEPUHAPHBIX
JIEKapCTBEHHBIX TIPENapaToB, MPU3HAHHBIX KAUECTBEHHBIMH )» HCKITFOUNTE;

JIOTIOJTHUTB NMOJAIYHKTOM «C» CIEYIOLIEro COJIePIKaHns:

«c) crrpaBodHasl HHPOPMaLUsl O IPOBEJACHHOM BBIOOPOUHOM KOHTPOJIE
KauecTBa  BETEPUHAPHOIO  JIEKAPCTBEHHOTO  CPEACTBA,  HAXOISIIETOCS
B oOpalueHuy Ha TaMOXeHHOU Teppuropuu Coroza (TOProBoe HauMEHOBAHUE
BETEPUHAPHOIO JIEKAPCTBEHHOI'O IIperapara, pPerucTpallMoOHHBIH — HOMep
BETEPHHAPHOIO JIEKAPCTBEHHOI'O Ipelapara, HOMEP CEepHH BETSPHHAPHOIO
JIEKapCTBEHHOIO CPeJICTBa, KOJ M HAaUMEHOBAaHUE rocyapcTBa-ujeHa,
Ha TEPPUTOPUM KOTOPOrOo MPOBOAMIICS BBIOOPOYHBIM KOHTPOJIHL KavyecTBa

BCTCPUHAPHOI'O JICKAPCTBCHHOI'O  CpEeACTBa, Jdara ©W  HOMEDP IIpOTOKOJa
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vccraeoBaHus  (MCHIBITAHMA) — KOHTPOJISL — KadecTBa  BETEPHHAPHOIO
JIEKapCTBEHHOIO CPEICTBA).»;

B IIYHKTE 9 CIIOBA «KAYECTBEHHBIM M (MJTH)» UCKITIOUHUTE;

nydkT 10 [CMOMHHUTHL CJIOBAaMHM «, 32 HWCKJIOUCHHEM CBEJEHMHIA,
YKa3aHHBIX B TOJANYHKTE «C» IIYHKTa 7 HACTOAIIEro pasjena, KOTOpble
HE MOAJIekKaT OMYONMKOBaHHIO U AOCTYIHBI TOJBKO TSI YIOJHOMOYCHHBIX
OpraHoB M (MIIM) SKCIEPTHLIX YUpexkKACHUH, a Taioke st KoMuccnny;

B) B yHKTE 7 pazpena IV:

B IIOMIYHKTE «a» CIIOBO «HAaUMEHOBAHHE» 3aMEHUTH CJIOBAMH «KOJI
U HAUMEHOBAHUEY;

B [IOJITYHKTE «€» CIIGBO «IIOATBEPIKJIEHUS UCKIIOUNTE;

B IOJIIYHKTE «3%:

a03all epBbId JONOIHUTE CIIOBAMHU «H JIaTa U3MEHEHUS 3TOr0 CTATYCay;

abzan Bropo# gonoiaHuth cioBamu «/IJI.MM.ITTT (ykasweiBaercs jarta
Hayasa AeHcTBUS cepTudukara)y;

ab3ay Tpetuil nonomHUTh cnoamu «JJJLMM.ITTT (ykasoiaercs jara
0T3bIBA cepTUdUKaATa)»;

absau verBepThld JonoHuATe cioBamn «/JJL.MM.ITTT (ykaseiBaercs
aara NpeKpalleHust IeHCTBUSI cepTH(hUKATA);

ab3an naTeiil ononEuTs cnoBamu «JJIMM.ITTT (ykaseiBaercs jara

IPAOCTAHOBIICHUS AeHCTBUS cepruduraTa)y.
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104. ITpunoxenne Ne 6 k  ykazaHHbIM  [lpasmigaM  M3JI0KHATH
B CJIe/lYIOUIEH peakiiuu:
« TPHUJIOXEHHWE Ne 6

Kk [IpaBunam perympoBaHus
oOpailleHns BeTepUHAPHBIX
JICKapCTBEHHBIX CPEJICTB
Ha TAMOXXEHHOU TEPPUTOPHUH
EBpasuiickoro s3KOHOMHYECKOTO COI03a
(B pemakmuu Perenus Cosera
EBpasuiickoit 2KOHOMHUUYECKOH
xomuccnu ot 22 anpens 2024 r. Ne 36)

INEPEYEHDB
H3MeHEeHHH PerucTpanuodHoro J0che BeTePHHAPHOI0 JIEKAPCTBEHHOI0
npenapara, Tpedylomm X WK He TPeOYIoIINX NPoBeIeHHs YKCIEePTH3bI
BeTEPUHAPHOI0 JIeKAPCTBEHHOI'0 CpeIcTBA

I. I3MeHeHust, BHOCUMBIE B IOKYMEHTbI, COJICPIKALIHECS]

B PErUCTPALMOHHOM JIOChe BETEPUHAPHOIO JICKAPCTBEHHOTO IIperapara,
HE TpeOyroUIMe IIPOBEAEHUS SKCIIEPTH3bI BETCPUHAPHOTO JIEKAPCTBEHHOTO
cpencTBa (0e3 IpoBeICHUS SKCTIEPTH3EI PEFUCTPALMOHHOIO 10ChHE
BETEPUHAPHOIO JIEKAPCTBEHHOIO MpenapaTa 1 0e3 IpoBeIeHUs DKCIIEPTH3E
00pa3sLoB BETEPUHAPHOTO JEKAPCTBEHHOTO CpeicTBa)!

|. M3Mmenenue TOPrOBOrO Ha¥MEHOBaHUsI BETEPHUHAPHOI'O
JIEKapCTBEHHOIO Mperapara.

2. I3MmeueHus HAauMEHOBaHHUs HPOU3BOIUTENS BETEPUHAPHOTO
JIEKapCTBEHHOrO  CpeAcTBa M (WIM) MecTa ero HaxowxJeHus (agpec
IOPUIMYECKOT0 HIA) O€3 U3MEHEHUS aIPpecoB [IPOU3BOICTBEHHEBIX IIIOAIOK,
Y4aCTBYIOLIMX B IPOU3BOJICTBE BETEPUHAPHOIO JICKAPCTBEHHOTO CPECTBA.

3. IsmMenenns  HaMMEHOBaHuMs  I1paBoOOTafaTeNisi  BETEPHHAPHOTO
JIEKapCTBEHHOI0 iIperiapara M (MJiIM) MecTa €ro HaxoxeHws (ampec
IOPUIMYECKOr0 JvIa) U (MIIM) ajJpeca MecTa OCYIIEeCTBICHHS AeATEIbHOCTH

(B cimyuae eciy aapeca pa3imdaroTcs).



40

4. UsmeHenuss B TEXHOJIOTHM  IIPOM3BOJICTBA  BETEPHHAPHOIO
JIEKapCTBEHHOr0 [Ipernapara, He BIUSIOIIUE Ha KauecTBO, 3(PPeKTHBHOCTH
1 0€30NaCHOCTh BETEPHUHAPHOTO JIEKAPCTBEHHOIO IIperapara.

5. U3meHenus, BHOCHMBIE B JIOKYMEHTHI, cozepxKauecs
B PErucTpalroOHHOM JIOChe BETEPHHAPHOIO JIEKAPCTBEHHOIO IIperapara,
B CBSA3M C BCTYIJIEHHMEM B CHIly akTOB OpraiHoB EBpasuiickoro
HKOHOMHUYeCKoro coroza (manee — Cor03) U HOPMATHBHBIX IPABOBLIX AKTOB
rocynapers — uinenos Corosa (majiee — rocyjapcTBa-uieHbl), HEe BIIUSIONINE
Ha  KadecTBO, S(Q@EKTUBHOCTb ¥  OE30MACHOCTH  BETEPUHAPHOIO
JIEKapCTBEHHOIO IIpernapara.

6. MUsmenenne B creuubukaudu u  (WIM) TIPOUEAype aHauM3a
JAEACTBYIOLIEr0  BellecTBa M (MJIM)  BCIIOMOTaTebHOTO  BellecTBa
Oe3 M3MEHEHHUS METOJOB KOHTPOJIS U ToKasarenedl KauecTBa BETEPHHAPHOIO
JIEKApCTBEHHOIO [Iperapara.

7. U3menenue TpeOOBaHMH KadecTBa M METOJIOB KOHTPOJISl MEPBUUYHOM
YIAKOBKM ©O€3 H3MEHEHHsl METOJO0B KOHTpOJIsSI M II0KazaTesicd KadecTsa
BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpernapara.

8. lismenenue win jgodaBiieHre HOBOrO BHAa (pacoBKu O€3 MZMEHEHUsI
TUIIA W Martepuasa UePBUYHON YNaKOBKA BETEPUHAPHOTO JICKAPCTBEHHOTO
npenapara.

9. smenedve BTOPUYHOW YIIAKOBKM BETEPUHAPHOTO JIEKAPCTBEHHOI'O
npenapara.

10. Usmenenue  nm3aliHa  MakeTOB  IEPBUYHONM W BTOPHUHOM
(IIpy HAJIMYMHM) YIAKOBOK BETEPUHAPHOrO JICKAPCTBEHHOTO Mpenapara.

1. Mcxmroyenne oJHOrO M3 NMOKa3aHUU K MPUMEHEHHUIO BETEPUHAPHOIO
JIEKapCTBEHHOIO IIperapara, OJHOTO M3 CIOcOOOB BBEACHHSI KUBOTHBIM

BCTCPHUHAPHOTO JICKAPCTBEHHOI'O IMperapara, OJHOT0 U3 BH/I0B )KHBOTHBIX.
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12. MsmeHeHue OTHeuaTkoB, IITAMIIOB M HAJANUCEH HENOCPELACTBEHHO
Ha JIEKapCTBEHHOM (OopMe, He BIMAIOIMX HAa KayeCTBO JICKAPCTBEHHOIO

npernapara.

I1. U3MeHeHus, BHOCHUMBIE B JIOKYMEHTBI, COJIEPKAIIIHECs
B PErMCTPAITMOHHOM JOCHE BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpenapara,
TpeOyrou1e NPOBeIeHNs SKCIEPTH3BI BETEPHHAPHOTO JIEKAPCTBEHHOIO
cpe/cTBa (C MPOBEIEHUEM 3KCIIEPTU3BI PErUCTPAIIHOHHOIO JIOChE
BETePHHAPHOTO JICKAPCTBEHHOT'0 IpenapaTa 1 IPOBEICHUEM HKCIIEPTH3EL
00pa3LoB BETEPUHAPHOTO JISKAPCTBEHHOI'O CPE/ICTBA)

13. Mamenenre u  (uau) jgoOaBieHHe MPOH3BOAUTEIsE W (HIH)
IPOU3BOJICTBEHHOMN TIJTOIIAIKH:

a) rapaHTUHOE ITUCHMO 1paBoodIaaTeNns BETEPUHAPHOTO
JICKAPCTBEHHOIO  TIperapara O COXPAaHEHWM KauecTBa BETEPHUHAPHOIO
JIEKApCTBEHHOIO IIpernapara IIpW HU3MEHEHWU W (MiIM) J00aBJIEHHMH HOBGH
POM3BOJCTBEHHON IIIOIIAIKH;

0) cBeleHMsT O  HOBOM  TpoM3BoAuMTeNne W  (Wid)  HOBOWM
MPOM3BO/ICTBEHHOM IUIOIIAAKE: HAMMEHOBAHUE, MeCTa HX HAX0XKJIeHus (aapec
FOPUJIMYECKOTO JIMIIA) M apec MecTa [POM3BOJCTRA (B CIydae eCllk ajpeca
pasnMyaroTCs),  yKasaHue  CTagMid  IPOM3BOJACTBEHHOIO  IIpollecca,
OCYIIECTBJIAEMbLIX ~ HOBBIM  I[pOM3BOAMTENEM ¥ (WiIM) Ha  HOBOMU
IPOHU3BOACTBEHHOM IIONIAJIKE;

B) KOIUSL JEUCTBYIOIIECTO JIOKYMEHTd, BBIJAHHOIO VIIOJIHOMOYEHHBIM
B chepe oOpaileHus BeTEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB OpratoM
rocyaapcTsa-4jiesa  JUIs  KakJIOH HOBOM INPOMU3BOJCTBEHHON IIIOIIAIKH,
3aBepeHHas B YCTAHOBIEHHOM IOPSIAKE M TOJTREPIKIAIOIIAS COOTBETCTBUE
NPOU3BOIMTENSI,  PACIOJIOXKEHHOIO Ha TEPPUTOPUU  TPEThEH  CTpaHbl
UM TaMoskeHHOH Teppuropun Coroza, TpedoBanusM IlpasBun Hajexaiiei

IIPOU3BOJACTBEHHOM IpaKTWKu EBpa3uiickoro 3SKOHOMHYECKOIO COKO3a,
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yreepknerHbX Pemenuem CoBera EBpazsuiicKoil d9KOHOMHYECKOH KOMHUCCHU
or 3 wHosbps 2016 r. Ne 77 (mamee - TlpaBuna mHamiexareit
POU3BOACTBEHHON NPAKTUKU), M KOMUs AEHCTBYIOUISH JMICH3UH Ha IPaBo
IIPOU3BOJCTBA BETEPUHAPHOTO JIEKAPCTBEHHOI'O Ipenapata Ha TaMOXKEHHOM
Tepputopun Corosa;

I) cXeMa  TCXHOJOIMUECKOTO  IIpoliecca  MPOM3BOJACTBA  HOBOTO
IIPOU3BOJIUTEIISI WM HA HOBOW IIPOH3BOJCTBEHHON IUIOUWIAAKE BETEPUHAPHOTO
JIEKapCTBEHHOIO Tpernapara, BKIIOYas KOHTPOJIb KAa4ecTBA IMPOMEKYTOUHON
NPOAYKIUY;

J1) JIOKYMEHT,  TOJATBEPKIAIOMINN KauyeCTBO 51 0e30macHoCTh
BETEPUHAPHOIC  JIEKAPCTBEHHOI'O  IIpernapara, [IPOU3BEJICHHOTO  HOBBIM
MPOU3BOAUTENIEM WM Ha HOBOW IIPOU3BOACTBEHHOW TUIOIMIA/IKe (cepTudukat
KauecTBa, aHAIMTUYECKUN I1aciopT U JAp.);

€) 00pa3lbl BeTepUHAPHOTO JIEKAPCTBEHHOTO Tperapara B 3asBIEHHOMN
yIAaKoOBKe, IPOM3BEAEHHBIE HOBBIM TPOU3BOJMTEIEM MM Ha HOBOH
MPOU3BOJCTBEHHON TUIONIAIKE;

) TIPOEKTHI UHCTPYKIIHU 110 IIPUMEHEHU O BETEPUHAPHOTO
JIGKAPCTBEHHOI'O  Iperiapara, HOPMATUBHOIO JIOKYMEHTA Ha BETEPHHAPHOE
JIEKAPCTBEHHOE CPEJCTBO, MAKEThl IEPBUYHON U BTOPUYHOU (DU HATHUHHM)
YIaKOBOK €  yYKa3aHWEeM  HOBOIO  IPOU3BOJMTEIIS WM HOBOH
POU3BOJACTBSHHOW IIJIOLIAIKH.

14. ismenenne uin jgoOaBineHME [IPOU3BOLMTENS (dapmalleBTHUECKOM
cyOcTaHIIuy, UCIIOIb3YyEMOH npu IIPOU3BOJICTBE BETEPUHAPHOI'O
JEKapcTBEHHOIO IIpernapara:

a) rapaHTUiHOE IACHMO rpasoobuiaiarens BETEPUHAPHOTO
TeKapCTBEHHOIO IIpermapara O TOM, 4YTO HM3MEHEHHE IIPGH3BOJIATEIIS

HE NPUBOAUT K CHIDKEHHIO KauecTBa (hapMaleBTHUECKO# cyOcTadIuu;
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0) rapanTHitHOE IIACHEMO IpaBoo0IIagarels BETEPUHAPHOIO
JIEKapCTBEHHOI0  Iipermapara o0  OTCYTCTBMM  W3MESHEHMH B dyacru
TEXHOJIOTHYECKOro JIpolecca MPOU3BOJICTBA U METOJiOB KOHTPOJIS KayecTBa
BETEPUHAPHOTO JIEKAPCTBEHHOTO TIperapara,

B) CBEJIEHHSI O HOBOM IIpOM3BOIMTeNE (apMaleBTHIECKONH cybcTaHiuu
(II0JIHOE€ HAMMEHOBAaHHS IPOU3BOJMTEINS, MECTO ero HaXOXaeHHs (amapec
IOPUAMYECKOr0 JIMLA) M aJlpec MecTa IPOU3BOJICTBA (B Cllydae eciid ajpeca
paznuyarorcsi), TesedoH, aapec AEeKTPOHHOM MOUTHI);

') KOsl AEMCTBYIOIIEro JOKYMEHTa, BBIJJAHHOTO YIIOJIHOMOYEHHBIM
B cepe oOpalleHHs BeTEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB OPraHoM
recyflapeTBa-ujieHa JUIs  KaKAOW HOBOM MPOW3BOJCTBEHHOW IUIOIIAJKK,
3aBepCHHAsT B YCTAHOBJICHHOM TMOPSJIKE M IMOJTBEPIKIAIONIas COOTBETCTBUE
IIPOU3BOAMTENS, PACHOJOKEHHOTO Ha TEPPUTOPUH  TPEThed  CTPaHBI
WM TaMOXeHHOW Tepputopun Coroza, TpeboBanusaMm lIpaBui Hajexaiiei
NPOU3BOACTBEHHOM MPaKTUKU, M KONUS AeHCTBYIOLICH NHUIICH3WM Ha IPaBoO
MPOU3BCACTBA BETEPHHAPHOTO JEKAPCTBEHHOI'O Iperapara Ha TaMOYKeHHOMN
Teppuropun Corosa;

J) OIIMCAHWE TEXHOJOIMUECKOTO (poilecca IMPOU3BOJICTBA HOBBIM
NPOK3BOAUTENEM (apMalleBTUUECKOM CcyOCTaHUMM, BKIIOYAss KOHTPOIb
VICXOTHOTO CBIPBS, IPOMEXKYTOUHOH NPOAYKHIMH U YKa3aHWe KPUTHUYECKHX
CTalH (1POU3BOACTBA, HCHOJIB3YEMbIX OPraHUYECKUX PACTBOPHUTENIEH;

€) IOKYMEHT,  HOJTBep)KHAloIuUi  KadecrBO ¥ 0Oe30IacHOCTD
(papMarieBTHUECKOH CcyOCTaHIIMM, [POU3BEACHHOW HOBLIM TPOMU3BOIUTEIEM
(ceprudukar kauectsa, aHATUTUYCCKKI TACTIOPT M JIP.);

) Pe3yJIbTAThI M3yUCHUSI cTaGUIIBHOCTH (papmareBTMYECKOT
cyOCTaHIM#, [POU3BEJIEHHOM  HOBBIM  IPOU3BOJMUTEIIEM, B  TeueHHe

3as1BJICHHOT'O CPOKa F'OAHOCTH U IIPHU PECKOMEHIOBaHHBIX YCIIOBHAX XPAaHCHUI,
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3) 00pasiel papmalneBTHUecKoi CyOCTAHIMH, [TPOMU3BEICHHON HOBBIM

IPOU3BOAUTEIICM,

1) oOpasukl BETEPUHAPHOTO JIEKAPCTBEHHOTO npernapara,
MPOU3BEACHHOI'O C MCIOIB30BAHUEM (hapMalleBTHYECKON CyOCTaHIIMU HOBOTO
[IPOU3BOJIUTEIIS C CEPTU(HUKATOM KauecTBa.

15. UsmeHerue TEXHOJIOI'MYECKOTO polecca IIPOU3BOJICTBA
BETCPUHAPHOTO JICKAPCTBEHHOI'O IIperapaTa, KOTOPOe MOMKET OKA3aTh BIUSHUE
Ha KayecTBO TOTOBOIO HPOJIYKTA:

a) ONMCaHNE W3MEHEHUS] B TEXHOJOTHYECKOM IIpOIIecce IIPOU3BOJICTBA
BETEPUHAPHOT0 JIEKAPCTBEHHOTO Tperapara;

0) B ciyyae BHECEHHS HM3MEHEHHMH B uacTM TMoKaszaTelell KkadyecTBa
¥ (MJIM) METOJNOB KOHTPOJS KauecTBA BETEPUHAPHOTO JICKAPCTBEHHOI'O

Hpeliaparta — IPOCKT HOPMATUBHOID JOKYMCHTA C 000CHOBAHMEM BHOCHMBIX

U3MEHEHMH;
B) JOKYMEHT, IOJATBEPXKIAOIMIUN  KAavyeCTBO %} 0e30I1acHOCTh
BETEPUHAPHOTO JIEKaApCTBEHHOT'O Ipernapara, [IPOU3BEJIEHHOI'O

IPM  M3MEHEHWH TEXHOJIOMMM INpOoM3BoAcTBa (cepTH(HKAT KauecTsa,
AHAIMTHYECKUH NIACIIOPT U Jip.);

r) oOpasIel BETEPUHAPHOTO JIEKapCTBEHHOIO npenapara,
NPOM3BENECHHOI0  IOC/Ie  HZMEHEHMsl  TEeXHOJIOTMYECKOro  npolecca
MPOU3BOJICTBA BETEPUHAPHOIO JieKapCTBEHHOTO IIpeIapara.

16. Mismenenuss B HOPMAaTMBHOM JIOKyMEHTE HA4 BETEPUHAPHOE
JIEKQpPCTBEHHOE ~ CPEJICTBO,  KacalOLIMecss MEeTON0B KOHTPOIST ©  (uiu)
KOHTPOJIUPYEMBIX TT0Ka3aTellel KauecTBa:

a) OTYET O BATMAALMH U3MEHEHHBIX METOI0B KOHTPOJLS;

0) IPOEKT HOPMATABHOrO JTOKYMEHTA HA BETEDHHAPHOEC JIEKAPCTBEHHOE

CPesCTBO HIIN IIpOEKT H3MCHCHUM A HOPMAaTUBHOI'O HJOKyMCHTA
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Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTBO, BKIJIIOYAIOIIWH OIHKCAHHUE BCEX
[I0Ka3aTelied KayecTBa U METOA0B KOHTPOIS, B KOTOPEIE BHOCSITCS H3MCHEHUST,

B) JIOKYMEHT,  TOJITBEPXKJAIOIUN  KadecTBO H  0OE301acHOCTD
BETEPUHAPHOIO  JIGKAPCTBEHHOTO  mpenaparta  (ceprudukaT  KauyecTna,
AHAIMTUYECKUH NIACIIOPT | JIP.);

r) 00pasiibl BETEPUHAPHOTO JIEKAPCTBEHHOTO Mperiapara.

17. ViameHneHnne coctaBa  BCIOMOTATENLHBIX — BeLIECTB  (BKJIIOYAS
KpacuTenn M BKYCOBEIE J00aBKHM), He Biusiomee Ha dHOEKTHBHOCTD
1 0€30I1aCHOCTh BETEPUHAPHOTO JIEKAPCTBEHHOIO Mpernapara:

a) JIOKYyMEHTBI, IOATBEPXKAAIOIINEC KadecTBC W 0e30MacHOCTh HOBBLIX
BCIIOMOTATENIbHBIX  BEIIeCTB  (cepTU(HUKAT  KadyecTBa, AHATMTHYECKUH
macropT U Jp.);

0) onmMcanue METOJOB KOHTPOJISI HOBBIX BCIIOMOTaTENIbHBIX BEIIECTB
WJIM CChUIKA Ha (apMakoneinyro cratbio Dapmakornen Epasuiickoro
HKOHOMHMYECKOI0 01033, yrBepKaeHHon Pemenuem Konnerun EBpaszuiickoro
9KOHOMHYECKOW  xkomuccum or 11 asrycra 2020 1. Ne 100
(nanee — Mapmakones Coro3a), UK GpapMakoren rocyaapcTBa-uieHa;

B) pe3yJIbTaThl W3yYeHus cTabMIIBHOCTH BETEPUHAPHOI'0
JIEKapCTBEHHOI'O  IIperapara, I[POM3BEJACHHOTO ¢  HOBBIM  COCTaBOM
BCIIOMOTATEJILHBIX BEILIECTB BO BCEX THIAX MEPBUUHON yIaKOBKU;

I') Pe3yabTaThl COOCTBEHHBIX MCCIENOBAHUM (MCIIBITAHUN) WIIH CIIpaBKa
Ha OCHOBaHMM HHG(OPMALMK U3 HAYYHBIX JIMTEPATYPHBIX MCTOYHHUKOB
0 (apMako-TOKCHKOJIOTMYECKUM CBOWCTBAM HOBEIX BCIIOMOTATENLHBIX
BCLICCTB,  CcojlepKallas HaydyHoe OOOCHOBaHHME ¢  IPEJCTaBJICHHEM
pakTHUeCKNX MAaHHBIX, MOATBEPKIAIOMIKX, YTO HAIMYUC B COCTABE HOBBLIX
BCIIOMOTaTEJIbHBIX BEILIECTB HE MPUBEACT K YXYAIICHUIO TOKCUKOIOTHIECKUX
CBOHCTB M (WIM)  M3MCHCHHMIO  OWOJIOCTYITHOCTH  BETEPHUHAPHOI'O

JICKAPCTBCHHOI'O IIpeIiapara,
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1) 00pasIsl BETEPUHAPHOTO JIEKApPCTBEHHOIO npenapara,
IPOU3BECHHOI'O C HOBBIM COCTABOM BCIIOMOTATEILHBIX BELIECTB;

¢) IPOCKTHl ~ MHCIPYKIMM 1O  IPUMEHEHHIO  BETePHHAPHOIO
JICKAPCTBEHHOIO IIpenapara, HOPMAaTUBHOTO JIOKYMEHTa Ha BeTepHHApHOE
JIEKapCTBEHHOE CPEICTBO C HOBBIM COCTAROM BCIIOMOTATEILHLIX BEIECTB,
MAaKeTOB IIEPBUYHON U BTOPUYHOH (MpY HAJTHYIHH) YIIAKOBOK.

18. M3smeHeHue cocrara BCIIOMOTATENBHBIX BEIIECTB, KOTOPCE MOMKET
NOBIMATE Ha (hapMaKOKMHETHYECKHE M TOKCHKOJIOTHYECKHE TIapaMerphl
BETEPUHAPHOTO JIEKAPCTBEHHOIO [IPENapaTa’:

a) 000CHOBaHME BHOCHUMBIX U3MCHECHHUM W TIPOBEIEHHBIX HCCIICIOBAHMIM
(MCIIBITaHMH), TOATBEPXJAIOMINX, UYTO HAJIWYHEe B  COCTaBe HOBBIX
BCIIOMOTATeIIbHBIX BEIeCTB HE IIPUBEICT K YXYIIIEHUIO
(apMaKOTOKCHKOJIOTHYECKUX  CBOHCTB  BETEPUHAPHOTO  JIEKAPCTBEHHOIO
mpernapara;

0) cupaBka Ha OCHORaHUM WMH(MOPMALMM M3 HAYYHBIX JIUTEPATYPHBIX
HUCTOYHUKOB O HOBBIX BCIIOMOI'aTEJIbHBIX BELIECTBAX (O (QU3MKO-XUMUYECKUX,
(apManeBTHUECKUX, TOKCUKOJOTHIECKUX CBOHCTBAX, UCIOJIB30BAHMM HOBBIX
BCTIIOMOIaTeJIbHBIX BEIIECTB B COCTaBE BETCPUHAPHBIX JIEKAPCTBEHHBIX
TIPernaparoB, HaXOMAINUXCS B oOOpalleHHMH, WM 00 UX HCIONL30BAHUH
B (papMaleBTUYECKOW WM KOCMETHUYECKOW TPOMBIIIICHHOCTH), CCBIIKU
Ha Gapmakoneiiesie crarbu  ®apmakornen Corosza Wi  (hapmakoren
rocyaapcra-uieHa (Ipu HaJIUYun);

B) JOKYMEHTEI, TOJTBEPHIAIOIINE KAYeCTBO M 0e3011aCHOCTs HOBBIX
BCIIOMOTaTesIbHbIX  BellecTB  (cepTudMKaT  KadecTBa, aHAJIMTHYECKHI
acrnopT u ap.);

r) TpeOoBaHUSI K KauyecTBY BCIOMOTATEJIBHBIX BEIIECTB, METO/bI

KOHTPOJISL ¥ OTYETHI 110 BallMJallMi METOJI0B aHanu3a (i1 HeapMaKomneHbIX
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METOJIOB aHalln3a), konuu (apmakoneinsix crared @apmaxonen Coroza wiu
(apmakoreu rocyaapersa-aieHa (Ipu HAJTMYKN);

1) JaHHEBIE O cTaOMIIBHOCTH BETEPUHAPHOTO JIEKAPCTBEHHOTC Tpeapara,
NPOU3BEACHHOIO C HOBBIM COCTABOM BCIIOMOTATENBHBIX BEIIECTB BO BCEX
TUIIAX [IEPBUYHOM yIaKOBKH, JaHHBIE O CTa0WJIBHOCTH BO BCKPHITOM
yIaKoBKe, €C/IM IIPeAyCMOTPEHO XpaHEHWe Iiperiaparta IIocjie IEPBOIO
BCKPBITHS;

€) OTueT 0 CPaBHUTETHLHOM MCCIIeIOBAaHUH (MCTIBITAHUN)
TOKCHKOJIOTHYECKUX CBOMCTB BETEPMHAPHOTO JIEKAPCTBEHHOTO IIpenapara
C IPEXHUM U HOBBIM COCTABOM BCIIOMOTATEIBHEIX BEIIECTB HA JJA00PATOPHBIX
YKMBOTHBIX npu OJIHOKPATHOM u MHOTOKPaTHOM BBEJICHUH,
MOJITBEPIK/IAIOIINN, UTO HOBBIE BCIIOMOTATe/NBHBIC BEIIECTBA HE IIPHBOJIST
K M3MEHEHMIO TOKCUYHOCTH BETEPHHAPHOTO JIEKapCTBEHHOIO MIperapara;

’K) OTYET 00 UCCaeI0BaHUU (MCTIBITAHUH ) [IEPEHOCUMOCTH
BETEPUHAPHOTO  JIEKAPCTBEHHOI'O0  IIpermapara ¢  HOBBIM  CCCTABOM
BCIIOMOTATENILHBIX BEIECTB MEJIERBIMH JKUBOTHBIMH B PEKOMEHAYEMOM J103€
MPY MEOTOKPATHOM BBEJICHUU B CJTy4yae BHISIBICHUS YBEIIMUEHHUS TOKCHYHOCTH
B XO/I€ OIBITOB Ha JJA0OPATOPHBIX KUBOTHBIX;

3) oTueT 00  MCCIENOBAHMU  (MCHBITaHMM)  (hapMaKOKHHETHKHU
BETEPUHAPHOIO  JIEKAPCTBEHHOrO  Ipernapara ¢  HOBBIM  COCTABOM
BCIIOMOTATEJIBHBIX BEIIECTB HA UEJIEBBIX JKUBOTHBIX TIPH PEKOMEHIYEMOM
peKUMe TO3UPOBAHUS;

1) oT4er 00 M3YYeHMH JMHAMUKHU BBIBEJCHUS OCTATOYHBIX KOJHIECTB
ACUCTBYIOMIMX  BELIECTB  (JICHCTBYIONIEIO — BEIECTBA)  BETEPUHAPHOI'O
JEKapCTBEHHOIO Mperapara U (MaM) uxX MeTabOTUTOB C HOBBIM COCTABOM
RCIIOMOTATENLHBIX  BEIIECTB W3 OpraHu3Ma MPOIYKTUBHBLIX >KHBOTHBIX
(B cioydae u3MeHEHUH (apMaKOKHHETHUSCKUX I1apaMeTPOB, BBISBICHHBIX

MpyU  M3yUYEHHH (PAPMAKOKWHETHKH), TOITBEPKIAIONIHHA 000CHOBAHHOCTD
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CPOKOB ~ BO3MOJKHOI'O — IIONYYEHUS  THIIEBOIO  CBHIPhS  JKUBOTHOTO
NPOUCXOXKIACHUST  MOCHIe  IIPUMEHEHMS  BETEPHHAPHOTO  JIEKAPCTBEHHOLO
1perapara B OTHOIIEHUH [TPOYKTUBHEIX KHBOTHBIX;

K) OTYET O KIUHHYECKOM HCCIefoBaHuU (McrbITanuu) >QGeKTHBHOCTH
OpY  3asBICHHEIX  [OKA3aHMSAX K  IPUMEHEHHIO  BETEPUHAPHOI'O
JICKAPCTBEHHOI'O Iperapara ¢ HOBbIM COCTABOM BCIIOMOIATEIbHBIX BEIIECTB
(B cilydae BBIIBIEHHBIX M3MEHEHUH (apMAKOKHHETUYECKHX [TAPAMETPOB) MK
Hay4HOe OOOCHOBAHHE TOrO, YTO BLIABICHHBIC HM3MEHEHUsSI HE IIPUBEIYT
K CHIKEHHIO 5 (QEKTUBHOCTH BeTEPHHAPHOI'O JIEKAPCTREHHOTO MpenapaTa;

J) OTYeT, [TOJITBEPK AU, YTO H3MCHEHHE cocTaBa
BCIIOMOTATEIbHBIX BEIICCTB HE IPHBENO K CHIDKEHHI0O MMMYHOTEHHOCTH
BCTEPUHAPHOTO  JICKAPCTBEHHCIO  IIpenapara (Uil  HMMYHOJIOTHUYECKUX
(MIMMYHOOHOJIOTHYECKHX) BETePHHAPHLIX JIEKAPCTBEHHBIX [PENapaTos);

M) IPOEKTBl  MHCTPYKIMH IO  NPUMEHEHHIO  BETEPHHAPHOTO
JIEKapCTBEHHOIO Tpernapara, HOPMATHBHOIO JIOKyMEHTa Ha BETEDHHAPHOE
JIEKAPCTBEHHOE CPEJICTBO C BHECCHHBIMM M3MEHEHUSIMU B YACTH NPUMEHEHUS
BETCPUHAPHOTO  JICKAPCTBEHHOIO  IIpelapara,  MakeThl  MepPBUIHOU
1 BTOPUYHOH (TIPH HATMYHKH) YITAKOBOK;

H) 0Gpasupl BETEPUHAPHOIO JICKAPCTBEHHOIO IIpenapaTa ¢ HOBBIM
COCTaBOM;

0) cTaHJapTHRIE 00pasuel ¥ (MIH) TecT-cucTeMbl (B clydae  #x
MCIIOJIL30BAHUS IIPU KOHTPGIIE KauecTRa).

19. 3amena papmanesTrueckoi cyOcTaHIuu, UCII0JIB3YeMOM
IpY MPOU3BOJICTBE BETEPHMHAPHOIO JIEKAPCTBEHHOIO Iperapara, Ha ee
COJICBOE WJIM H30MEPHOE IPOM3BOAHOE (Jajiee — HoBas (hapMarieBTUYecKas

cyGcTanus):
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a) MOTUBHUPOBAHHOE o0ocHOBaHHUE BHOCHMEIX M3MEHEHU
U TIPOBEJIEHHBIX MCCIENOBAHUN (UCIBITAHUN) C OLECHKOM IIPEUMYILECTB
MCIIOJIb30BAaHUs HOBOM (hapMalleBTHUECKON CyOCTaHITIH;

0) cchimka Ha (apmaxoreiinyio cratbio ®apmaxornen Coioza HIH
(dapmakonen rocyrapcTpa-uneHa U (WiKk) HOPMATHBHBIN JOKYMEHT Ha HOBYIO
(papManeBTHUECKYIO cyOCcTaHIMIO (crieuduKaysi, METO/IbI KOHTPOJIs);

B) IOKYMEHT, TOITBEPKAAIONINE KAa4yecTBG MW 0Oe30IacHOCTb HOBOM
(papmauestuueckoil cybcraHuuu (cepTHUKAT KAYeCTBa, AHAIUTUYECKHil
[acIopT U JIp.), Pe3y/IbTaThl aHAIM3a MPOMBIIIIIEHHEIX CEPUI;

r)cxemMa  Ipollecca  MPOM3BOJCTBA  HOBOH  (dapmaneBTHUYecKoil
CyOCTaHIIMHM 1 KOHTDOJISL €e Ka4ecTBa B IIpoIecce MPOU3BOICTBRA;

1) JaHHble O CTa0MJIBHOCTH HOBOW (apMarieBTHUeCKo CcyOcTanimm
B [IpOLlecCe XPaHEHMs B IIEPBUYHON YIIAKOBKE MMPOU3BOIUTENS U 0OOCHOBAHUE
YCIIOBUW XPaHEHUS;

¢) clipaBKa Ha OCHOBAaHMHM HHMOPMAIIUM W3 HAY4YHBIX JIMTEpATYPHLIX
HMCTOYHMKOB O HOBOH dapmaueBTudueckodl cyberanmum (0 (hU3HKO-
XUMHYECKHX, (apmMaileBTHYCCKUX, TOKCHKOJIOTHYECKIX CBOMCTBAX,
UCIONLE30BAaHUKM  HOBOH  (papMalieBTHMUecKoi  cyOcTaHIMu B cocTase
BETEPUHAPHBIX JIEKAPCTBEHHBIX NIPENapaToB, HaXOISAIINAXCs B 0OpallieHHH, HIn
O ee HCHOJBb30BaHMM B  (apMAUEBTHYCCKOM MJIM  KOCMETHYECKOM
POMBIIIJIEHHOCTH, (papMalleBTHUECKOH COBMECTHMOCTH );

) COOCTBEHHBIE  MCCNEAOBAaHUA  (HCHBITAHUS)  WIM  HAy4YHOE
obocHOBaHME ¢ IpeacTaBleHUEM (AKTHYECKUX JIAHHBIX O CPABHHTEILIOM
U3y4eHuu (papMakoJMHAMUKKH (B TOM dHCie creliuGuyeckoil aKTHBHOCTH)
IpexHed M HOBOH (apmareBTHIeCKuX cyOCTaHIni;

3) OTYET 0 CPaBHUTEITHFHOM HCCIIeIOBAHUU (MCTIBITAaHUH )
TOKCHKOJIOIMUYECKHMX CBOMCTB BETepUHAPHBIX JIEKAPCTBEHHBIX I1PENapaTos,

UOJNYYCHHBIX M3 UPEKHEH M HOBOH (hapMalleBTHUYECKUX CyOcTaHImi
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Ha H&60paT0pHBIX KHUBOTHBIX IIPHA OAJHOKPATHOM W MHOI'OKPAaTHOM BBCIACHHH,

[OJTBEPKIAIOIINMH, UTO HOBas (apmarieBTUUecKasi CyOCTaHIMSI HE [IPUBOIUT
K M3MEHEHHIO TOKCUYHOCTH BETEPUHAPHOIO JIEKAPCTBEHHO0 TIpeTiapara;

H) OTYeT 00 UCCIICIOBAHUM (MCTIBITAHUH ) IEPEHOCUMOCTH
BETEPUHAPHOI0 JIEKAPCTBEHHOIO IIperapara ¢ HOBOHM (apMalleBTHYECKOM
cyOcTaHUMed  Ha  LEeJleBbIX JKMBOTHBIX B PEKOMEHIyeMOM  J03e
IpY  MHOI'OKPAaTHOM  BBEJACHMM (B Cloydyae BBISBICHHS  YBEIIMYEHKS
TOKCMYHOCTHU B XOJI€ OIBITOB Ha 1a00PaTOPHBIX JKUBOTHEIX );

K) oT4yeT 00  uccienoRaHWH  (MCOBITAEWH)  (papMaKOKHHETHKH
BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpenapara ¢ HOBOU (apmalieBTHuecKoi
cyOcTaHnMed Ha 1EJEBBIX JKMBOTHBIX TIPH PEKOMEHIYeMOM pPEKUME
JIO3UPOBAHUS;

J) oT4eT 00 H3YYEeHUH JMHAMHKH BBIBEIIEHHs OCTATOYHBIX KOJIMYECTB
JEeHCTBYIOIIMX BEILIECTB BETEPUHAPHOTO JIEKAPCTBEHHOrO mpernapara U (Mim)
UX MEeTabDOJMTOB C HOBBIM COCTaBOM  BCIOMOI'ATEIbHBIX  BEIIECTB
U3 OpraHu3Ma TpPOJYKTUBHBIX JKUBOTHBIX (B  cllydae  HM3MEHEHHH
(apMakOKMHETUYECKUX  [1apaMeTpOB,  BBIABIEHHBIX  [PH  W3YyYCHHH
(papMaKOKUHETHKN), TIO/ITBEPIK TAIOIIIH 000CHOBAHHOCTh CDOKOB
BO3MOHOI'O MOJIyYeHHUsI TMILIEBOTO CHIPHSI JKUBOTHOT'O MTPOUCXOKICHUS TTOCITE
IPUMEHEHUs BETEPUHAPHOIO JIEKAPCTBEHHOIO TMpernapata B OTHONIEHHH
POIYKTUBHBIX )KMBOTHBIX;

M) OTUET O KJIMHMUYECKOM HCCIIEIOBAHNHU (MCIBITAHNUN) 2 HEeKTHBHOCTH
IpXA  3adBIICHHBIX  IIOKA3aHUAX K  [PUMEHEHUIO  BETEPHHAPHOI'O
JIEKapCTBEHHOIO Iipenapara ¢ HOBOH (apmaneBTHUeckoit cyOcrafrueit
(B cilyuyae BBISBIICHHBIX U3MEHEeHHM I TOKCHUKOIOTMYECKUX
M (papMaKOKMHETHYECKUX TMapaMeTpOB) WM Hay4dyHOe OOOCHOBAHHE TOTO,
4TO BBISBIIEHHBIE M3MEHEHHS He IMPUBEIYT K CHUIKCHUIO 3(PHEKTUBHOCTH

BETCPHUHAPHCIO JICKAPCTBEHHOI'O ITperiapara,



51

H) IPOEKTEl  MHCTPYKUMM 1O  NPUMEHEHHIO  BETePHHAPHOIO
JeKapCTBEHHOTO IIpernapara, HOPMaTHBHOIO [IOKYMEHTa Ha BETepHHAPHOE
JIEKApCTBEHHOE CPEACTBO ¢ BHECEHHBIMU M3MEHEHUSIMU B YACTHU MPUMEHEH U
BETCPUHAPHOIO  JIEKADCTBEHHOIO  IIpernapara,  MakeThl  IEePBHYHOI
1 BTOPUYHOH (TIPY HAJIMYUH) YIIAKOBOK;

0) 0OpasLbl BETEPUHAPHOIO JIEKAPCTBEHHOI'O Iiperapara ¢ HOBbLIM
COCTaROM;

1) CTaHJApTHBIE 00pasubl M (WIH) TecT-cucTeMbl (B ciydyae HX

MCII0JIB30BaHUSI IIPU KOHTPOJIE KauyecTBa).

III. I3meHeHus1, BHOCUMBIE B IOKYMEHTBI, COJIepIKAIHecs
B PErACTPALUOHHOM JIOChE BETEPUHAPHOI0 JIEKAPCTBEHHOTO Mpernapara,
TpeOyIOIIKe MPOBEIEHUS SKCTIEPTH3EI OTHOIIEHHS 03KH,/1AEMOMH ITOJIE3bI
K BO3MOXHOMY PUCKY IpUMEHEHUs] BETEPUHAPHOTO JieKapCTBEHHOT'O
npenapara U He TpeOyIOIIHe IIPOBEACHUS IKCIIEPTH3HI BETSPHHAPHOTO
JIEKapCTBEHHOIO CpeJicTBA (C IIPOBEIECHUEM DKCIIEPTH3EI PErUCTPALUOHHOIO
J0ChE BETEPHUHAPHOI0 JIEKAPCTBEHHOTO TIpemapara
1 0e3 MPOBEIECHUS DKCIEPTH3BI 00PA3I0B BETEPHHAPHOIO
JIEKapCTBEHHOIO CPECTBA)

20. ismenenue CpPOKOB TOJHOCTM M (MJIM) YCJIOBHH XpaHeHuUs
BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpeiiapara:

a) JaHHBle O CTabMIILIIOCTH BETEPUHAPHOTO JHEKApCTBEHHOTO Ipenapara
(BO BeceX 3asBACHHBIX TUIAX IEPBUYHON YIAKOBKH), I0TBEPIKIAIONIHE
CTabMIBHOCTH TpenapaTa B TEUCHHWE 3asABIEHHOTO CPOKA T'OJHOCTH
IIPH PEKOMEHIOBAHHBIX YCIIOBUSX XPAHEHUS,

0) IpPOEKTBl  MHCTPYKLUMM 1O TPUMEHCHUIO  BETEPUHAPHOIO
JICKapCTBEHHOI'O IIperapara, HOPMaTHBHOI'O JOKYMCHTa Ha BeTePHHAPHOE
JICKApCTBEHHOES CPEACTBO, MAKETHl [IEPBMYHON U BTOPUYHOR (IIpU HAJIMYMH)

YIAKOBOK C BHECCHHBIMH H3MCHCHHUAMH.
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21. U3menenue CpOKOB TOJHOCTH M (WIM) YCIOBHH XpaHeHus
(GapmarieBTHYeCKOM  CyOCTaHIMM, WCIONB3YeMOM  Juid  IPOM3BOJCTBA
BETEPHHAPHOI'O  JIEKAPCTBEHHOI'O  IIpeliaparta:  pe3ynbTaThl  M3y4YeHus
cTabuIIbHOCTH (papManeBTHIecKol CyOCTaHIIMK B TEUSHUE 3aSBICHHOIO CPOKa
IIPH PEKOMEHIOBAHHBIX YCIIOBUSIX XPAHCHHSI.

22. VIsmeHenue Iokasaresedl KadecTBa M (WJIM) METOJIOB KOHTPOIS
KayecTBa (papMaleBTHUECKOM CyOCTaHIKK, UCIIONB3YyeMOH I IPOMU3BOCTRA
BETEPUHAPHOTO JIEKAPCTBEHHOI'O lIperapara:

a) OLleHKa BHOCHMBIX H3MEHEHHI B MapaMeTphl KOHTPOJII KayecTBa
(papmaneBTUYEeCKOH CYOCTaHIIMM B CPABHHUTEIBHOM AacCleKTe OTHOCHTENHHO
[IEPBOHAYAIBHO 3aJ0KEHHBIX TaPaMETPOB;

0) cietudukanusg ¥ METOALI KOHTPOJIS KavyecTBa (papMaleBTHUYECKON
CyOCTaHIIMM C BHECEHHBIMU U3MECHCHUSIMH,

B) JaHHBIE O  CTAOMJIBHOCTH,  TOJTBEPXKIAIOIINAE  COOTBETCTBKE
papmanestrueckoii cybcranuuu TpeOOBaHUSIM OOHOBICHHON crienupuKaiy
B T€YEHHE BCEI'0 CPOKA I'OJIHOCTH.

23. CoxkpairieHie IIPOAOJDKATEIILHOCTH Kypca [IPUMEHEHHUSI
BETEPUHAPHOTO JIEKAPCTBEHHOI'O IIpenapara:

a) OTYETBl,  LOATBepxkiarole  3(QHEKTUBHOCTE  BETEPHHAPHOIO
JICKapCTBEHHOIO Tpenapara IpHU COKpAIleHHH IPOJCIIKUTEILHOCTH Kypca
IIPUMEHEHUS;

0) mpoekT HHCTPYKIIUH o IIPUMEHEHUIO BETEPUHAPHOTO
JIEKAPCTBEHHOTO IpeiapaTa, MakeThl IIEPBUYHON U BTOPUYHOH (ITPpU HATHIHH)
YIAKOBOK C BHECEHHBIMHM M3MEHEHMSIMH B 4YacTU TIPOJIOJDKUTENLHOCTH
NpPUMEHEHUs BETEPUHAPHOTO JIEKaPCTBEHHOTO Mperapara.

24. 3smeHenne CPOKOB BO3MOKHOTO TIOJIyY€HUS] MHILEBOTO CHIPLS
JKHBOTHOTO  MPOMCXOXICHHA  NHOCHe  IPUMEHEeHYs  BETepUHAPHOIO

JICKAPCTBEHHOTI'O TIpeTlapaTa B OTHOLICHUH HPOAYKTUBHBIX JKHBOTHBIX:
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a) oTueT 00 M3YYeHUH JUHAMHKU BBIBEICHHUS OCTATOUHBLIX KOJIHYECTB
JEHCTBYIOIIMX BELIECTB BETEPUHAPHOIO JICKAPCTBEHHOTO Tpernapara u (W)
150'¢ MEeTa0O0JIMTOB U3 OopraHdsma  TPOJAYKTHBHBIX JKUBOTHBIX,
TCATBEPKAAIONINN  HEOOXOLUMMOCT H3MEHEHHS! YCTAHOBJIGHHBIX CPOKOB
BBIBE/IEHHS OCTATOYHBIX KOJIMYECTB HNEHCTBYIOIIMX BELIECTB BETEPHHAPHOIO
JIEKapCTBEHHOI'O Ipenapara W (W) #uX MeTabOoJIUTOB U3 OpraHusma
[POAYKTUBHBIX JKHBOTHBEIX IIOCIE KypCOBOIO IPHMEHEHHS BETePHHAPHOIO
JIEKapCTBEHHOIO Iperapara;

0) rpoexT UHCTPYKIIUU o PUMEHEHHUIO BETCPUHAPHOTO
JIEKapCTBEHHOIO IIperiapara ¢ BHECEHHBIMH H3MEHEHUSIMM B YacTh CPOKOB
BO3MQKHOT'O IIOJIyYEHHS! [IAILEBOTO ChIPbS JKUBOTHOIO TIPOHCXOMKICHUS TIOCIIE
IPUMEHEHUS] BETEPUHAPHOIO JIEKAPCTBEHHOTO TperapaTa B OTHOIIEHUH
HPOAYKTHBHBIX KABOTHBIX.

25. JlobaBneHne  mokazaHMH K IPUMEHEHHIO  BETEPUHAPHOTO
JIEKapCTBEHHOTrO npenapara (0e3 u3MeHeHus pekuMa J03UPOBaHNUsE U I[eJIEBLIX
BUIOB KMBOTHEIX):

a) otuer 00 uzyueHUH 3PPeKTUBHOCTH BETEPUHAPHOTO JIEKAPCTBEHHOTO
npenapara IpH HOBBIX ITOKa3aHUsIX K TPHMEHECHHIO;

0) npoekr HMHCTPYKIAN 1o TIPUMEHEHHUIO BETEPUHAPHOTO
JAEKapCTBEHHOIO  IIperapara W MakeTbl [IepBMYHOM W BTOPUYHOM
(IIpy HaIMYMK) YIAKOBOK ¢ BHECCHHBIMY M3MEHEHUSIMU B YaCTU IIPUMEHEHUS
BETEPUHAPHOIO JIEKAPCTBEHHOTO IIperapara.

26. JlobaBneHne HOBOI'O BUJIa KHUBOTHBIX, JIJII KOTOPOTO PeKOMEHYETCs
IPUMEHATH BETEpUHAPHBIH JIeKapCTBEHHBIHM Mperapar:

a) OT4YeT 00 UCCIIeIOBAHUU (MCTIBITAHUH) [IEPEHOCHMOCTH
BETEPMHAPHOTO JIEKAPCTBEHHOTO TIperapara Ha HOBOM BUJC JXUBOTHBIX IIPH
OJIHOXpAaTHOM M  MHOTOKPAaTHOM  IIPUMEHSHUM B  TePaneBTHUYECKOH

1 NOBBILICHHOU J03aX;
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O0)oryer 00  wuccnenoBanuu  (MCHBITAHAH)  (HAPMAKOKMHETHUKH
BETEPUHAPHOTO JIEKAPCTBEHHOT'O TIpenapara MpHu IPUMEHEHHH B OTHOIIEHUU
HOBOT'O BU/I2 XKMBOTHBIX NIPA PEKOMEHAYEMOM PEKUME [103UPOBAHHUS;

B) oTueT 00 M3yYeHWMH JAMHAMHMKH BBIBEHCHUS OCTATOYHBIX KOJIUYECTB
JACHCTBYIOIMX BCLIECTB BETCPMHAPHOIO JIEKAPCTBEHHOTO IIperapara u {viim)
UX MeTaOCIMTOB W3 OpraHu3Ma HOBOTO BUJA TPOJYKTUBHBIX KMBOTHBIX
(B cnyuae, eciu  jgodaBisieTcss B  (POAYKTUBHBIX  JKHBOTHBIX),
NOJATBEPKAAIOIINI CPOKM BBIBEIECHUS OCTATOYHBIX KOJIMUYECTB AEMCTBYIOMIMX
BEIIECTB BETEPUHAPHOTO JIEKAPCTBEHHOTO 1penapara u (Win) ux MeTabOoJIHTOB
U3 OpraHM3Ma NPOAYKTHUBHBIX JKUBOTHBIX MPU KYPCOBOM IIPUMEHEHHU
BETEPUHAPHOTO JIEKapCTBEHHOTO periapata B MaKCAMAaJIbHOM
PEKOMEHOBAHHOM J103€;

T) OTYET O KIMHHUYECKOM HCCIIeOBAHUU (HMCIEBITAHUU) 3(D(QEKTHBHOCTH
BETEPUHAPHOIO  JIEKAPCTBEHHOT'O  Iperapara TMpH  BCeX  3asBJISEMbIX
TIOKa3aHUAX 11 HOBOT'O BHJIA )KUBOTHBIX;

JT) TIPOEKT UHCTPYKIINH 1o IPUMEHEHHTO BETEPUHAPHOTO
JIEKApCTBEHHOIO  TIpenapara M MaKeThl [epBHYHOM U BTOPHYHOMN
(Ip¥ HANMYMM) YIAKOBOK ¢ BHECCHHBIMHM M3MEHCHUSMU B YACTH IPUMEHEHUS
BETEPUHAPHOTO JIEKAPCTBEHHOT'O IIperapara.

27. Vismenenue pexxuma J03HpoBaHMs (M3MEHCHHE J03bl, KPATHOCTH
M MHTEpBalla MEXJIY BBEJICHUSIMH, IUTENBHOCTH Kypca HIpUMEHEHUs)
BETEPUHAPHOTO JISKAPCTBEHHOTO ITperapara;

a) oryeT 00 WM3YYEHMU (ApMEKOKHHETHKH (B Cydae YMEHBLUICHUS WIIH
YBEIIMYECHMS J03bl, W (WIK) U3MEHEHHS KpaTHOCTH, U (HMIIM) W3MEHEHWS
MHTEPBAJIOB MEX/TY BBEJICHUSIMH);

0) oTueT 00 M3YYEHUM IMHAMHUKH BBIBCJCHUS OCTATOYHLIX KOJIMYECTB
IEHUCTBYIOLIMX BEIIECTB BETEPUHAPHOIO JICKAPCTBEHHOIO Mpernapara W (i)

HX MBTaGOHHTOB, HO,[(TBep}K,HaIOHlHﬁ CPOKHM  BEBEIBCJICHHA OCTAaTOYHBIX
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KOJIMYECTB  JECHCTBYIOUIMX  BEIIECTB  BETEPUHAPHOIO  JIEKAPCTBEHHOI'O
npernapara i (WiM) ux MeTaboJUTOB M3 OPraHU3Ma MPOYKTHBHBIX HKHUBOTHEIX
nocjie KypcoBOro INPHMEHEHHs BETEPUHAPHOI'0 JICKAPCTBEHHOTO Iperapara
B Cllydae YBEIMYEHHUs OJJTHOKPATHOHN WIIH KyPCOBOIA 03B,

B)oTyer 00  HcchneOoBaHUM  (MCIIBITAHHH) s herTHBHOCTH
BETEPUHAPHOTO JIEKAPCTBEHHOI'O IIperapara IpU 3asBiISIEMbIX TOKA3aHMX
K IIPUMEHEHMIO IPU HOBOM PEXHME JO3MPOBAHUA WK WU3MEHEHHU CXEMLI
IIPUMEHEHUS;

I') IPOEKT UHCTPYKIIUU 1o [PUMEHEHUO BETEPUHAPHOTO
JEKapCTBEHHOIO0  IIperapara,  MakeThl  MepBHYHOH M BTOPHYHOM
(Ipu HaJIW4YMH) YIAKOBOK C BHECEHHBIMU M3MCHCHUSIMU B YACTH MPHUMEHEHUS
BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpernapara.

28. sMenenre IIyTd BBEIEHUS BETEPUHAPHOTO  JIEKAPCTBEHHOIO
mpernapara:

a) OTYETBl O MPOBEACHHBIX HCCAEAOBAHUAX (McIBITaHuax). OO0bem
HEOOXOAMMBIX [OKIMHHYECKUX UCCIEAOBaHUN (MCIIBITAHUI) BETEPHUHAPHOIO
JIEKapCTBEHHOI'O CpEeACTBA M KIMHUYECKUX MCCIE0BaHUM  (HMCIILITAH)
BETEPUHAPHOIO JIEKAPCTBEHHOIO IIperapara 3aBUCUT OT HOBOIO IYTH
BBEICHHUS M OIPEHCIACTC B COOTBETCTBMM C npwioxkeHuem Ne 19
Kk IlpaBunaMm peryaupoBaHusi oOpauleHHs BeTepUHAPHBIX JICKAPCTBEHHBIX
CPEJICTB Ha TAMOXXEHHOW TEPPUTOPHHN EBRPAZUUCKOT0 HKOHOMHYECKOIO COI03a,
yrBepxaeHidbIM Peutennem CoBera EBpazuiickoil SKOHOMAYESCKOH KOMUCCHUH
or 21 staBapst 2022 r. Ne 1 (X rpynma);

O) mpOeKTel ~ MHCTPYKLMH 110  IPUMEHEHHUIO  BETEPUHAPHOIO
JIEXapCTBEHHOIO Mperapara, HOPMATUBHOIO JIOKYMEHTAa Ha BeTepHHApHOE
JICKapCTBEHHOE  CPECTBO, MAaKeThl ~ MNEpPBUYHOW U BTOPHUYIHOMU

(Ipy HAJIMYKK) YIIAKOBOK (IIPU HEOOXOJUMOCTH).
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29. Jlpyrue H3MEHEHHs, BHOCHMBIE B JIOKYMEHTBI, COHCPIKAIIHECS

B PCrucCrpalMoOHHOM JOCLC BCTCPHUHAPHOI'0 JIEKapCTBEHHOI'O IIpenapara,

He ykasannble B paszgenax I u Il Hacrosiimero nepeuns.

[pumeuanus: 1. /st kareropuu M3MeHeHHH, yKa3zaHHBIX B pasfene I, obocHoBanue
JOIDKHO — COJlepKaTh WH(GOpMANINIO, MOATBePIKAAOIIYIO, YTO BHOCHMBIE
B PErHCTPAllHOHHOE MOCLE BETCPUHAPHOI'O JIEKAPCTBEHHOTO Iperapara
H3MEHEHUS HE BIMAIOT Ha ero KayecTso, 3hHekTHBHOCTE 1 6e301acHOCTh.

2.0TueTel 0  JOKJIMHHUYECKHX  HCCIICHOBAHHSX  (MCIIBITAHHUSX)
BETEPUHAPHOIO JIEKAPCTBEHHOIO CPEJICTBA M KIMHHYECKHX HCCIIENOBAHHAX
(MCTIBITAaHHUAX) BETEPMHAPHOI'O JICKAPCTBEHHOIO IIperapara, MepedrcIIcHHbIe
B IOJNYHKTAX <OK» — «UI» IyHKTa 18 HACTOSIIEro mepedHs, MOMKHO 3aMEHHTD
0T4eTOM 00 M3ydeHMM OHMO’KBHBANCHTHOCTH BETCPHHAPHEBIX JIEKAPCTBEHHLIX
IpenaparoB ¢ INpPeKHEM M HOBBIM COCTABOM BCIIOMOTATEIBHEIX BEINECTB
(ms BeTEPHHAPHBIX JIGKAPCTBEHHBIX IMPENaparoB, K KOTOPLIM UPHMEHHMO
HCCIIEIOB2HHE (ucmpITaHKE) OHOIKBHABAIEHTHOCTH BETEPHHAPHBIX
JCKApCTBEHHEBIX  IIperaparoB B clIydyae  HAYYHOTO  00OCHOBAHMUS
COIIOCTABMMOCTH ~ TOKCHYHOCTH IIPEKHUX M HOBBIX  BCIIOMOTATENBHBIX
BEIIECTB).».

105. B moanynxre 1.1 npunoxenns Ne 7 x ykazanusim IpaBuiiam cnosa
«reppuroprr  Coroza» 3aMEHUTh CIOBAMU «TeppuTopuu EBpaszuiickoro
HSKOHOMMYECKOIO €O0103a, yTBep)kaecHHBIMH Permennem Cosera EBpasmiickoii

SKOHOMUYECKOW KoMuccuu ot 21 suBapst 2022 r. Neo 1».
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107. B npunosxenun Ne 10 x ykazauapiM I IpaBriam:

a) B popme 10.1:

IOC/IC CJI0B  «HA TAMOXXEHHOH TeppuTopur [BpasuiicKoro 3KOHOMHUYECKOTO
CO03a» JIOUOJIHATE CIOBaMM «, yTBep:KieHHbIM Pemenunem Cosera Espaswmiickoit
SKoHOMUYeCKOH xomuccun ot 21 suBapst 2022 . No 1)»;

B IMyHKTe 6 CJIOBa «B HOPMATHUBHBIA IIPAaBOBOH AaKT, COCTABJISIOIIMMA MPaBO
EBpasuiicKoro 5KOHOMHYECKOTO COI03a,» 3aMEHHTh CJIOBAMH «B AKThl OpraHOB
EBpasuiickoro sSKOEOMHYECKOTO COI03aY;

0)B mynxre & dopMbl 10.5 croBa «B HOPMATHMBHEIA IPaBOBOM  aKT,
COCTaBJISIFOIIMA Ipazo EBpasuiickoro HKOHOMMYECKOTO COI03a,» 3aMEHHTh CJIOBAMU
«B aKThl OpraHoB EBpasuiickoro 3KOHOMUYIECKOTO COK3EY;

B) B popme 10.6 cnopa «mpaBuiamu Coro3a» 3aMeHMTH croBamu «I [paBumaMu
perynupoBanus oOpalieH sl BeTepPUHAPHBIX JICKAPCTBEHHELX CPEJCTB HA TaMOYKEHHON
TePPUTOpUH ERpazuiicKoro SKOHOMHUYECKOTO COI03aY;

r) B hopme 10.9 nocne cnoB «rpaktuky EBpasuiickoro SKOHOMHYECKOTO CO03a)
JOTIOJIHUTE ~ CJioBaMu  «,  yrBepokaennbiMd  Pemennem  Cosera  Epasuiickoi
DKOHOMMYECKOW KOMHUCCHHM OT 3 HOsIOpst 2016 . No 77».

108. B npunoxxennn Ne 11 x ykazannbim | [paBvam:

a) B ab3arie TpeTheM noxryHkra 1.2.3.1:

CJIOBO IIOATBEPIKACHUSDY UCKITFOUNTE;

cioBa  «llpaBun Hajmexamied IpaxkTUKW» 3aMeHuTh cnosaMut  «IIpasuin
Ha/UTeKaIed IPOU3BCACTBEHHON NPakTUKM EBpa3suiiCKOro SKOHOMHUYECKOIO COMO3a,
yrBepkiennpix  Pemienwem  Cobera  EBpasuiickoli  3KOHOMHUECKOM — KOMHCCHU
or 3 Hos10pst 2016 1. Ne 77,»;

cioBa  «(mamee  —  cepruduxar) 10 GopMme,  IMPELYyCMOTPEHHOM
npunokenreM No 3 K npuioxkennto Ne 1» 3aMeHUTH crioBamu «(Jiasiee — cepTrdHKar)
(32 MCKJIOYEHHEM TIPOU3BOACTBA (hapMalleBTUUECKUX CyOCTaHIHi) 110 (JOpMe COTNIacHO

npuItokeHuro No 1»;
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cioBa «repputopur Cor03a» 3aMEHUTH CIIOBaMU «TeppHTOprH EBpasuiickoro
OKOHOMHYECKOro  co1o3a,  yrBepokieHHbiM — Pemtenmem  CoBera  EBpasuiickoid
OKOHOMUYECKOH Komuccuu o1 21 suBaps 2022 1. No | (nasee — [paswa),»;

0) mommmyHKT 1.2.3.2 M3NOXKUTE B CIEAYIONIEN PENAKLIMHN:

«1.2.3.2. J1na npeanprusTHR-IIPOU3BOINTENEH TPETBHHX CTPaH HPEICTABISIETCSL:

JOKYMEHT, IIOATBEPXKIAIOLIMI COOTBETCTBHE IIPOM3BOJICTBA (hapMalleBTUYECKOM
cyOCTaHIM — IpaBWiIaM — Hajylexalield  IPOM3BOACTBCHHOM IPAKTHKH — CTpaHbI-
IIPOU3BOJIUTEIISA, BbIAAHHBIH KOMIIETEHTHLIM OPraHOM TPeThed CTpaHBI, ISl KaKIOM
IPOU3BOJICTBCHHOM  IIOLIA/IKK, Ha KOTOPOM  OCYHIECTBISETCS  iIPOM3BOJCTBO
(bapmaneBTHIeCKoi cyOCTaHIHH;

ceprudukar (3a MCKIIOYEHHEM TIPOU3BOACTBA (hapMalleBTHUECKUX CyOCTaHIMi)
mo Qopme coracno npwiokenuto No 1 x Ilpaswiam (B clydae pasMeleHus
IIPOU3BOJICTBEHHBIX TUIOMIA0K HA TEPPUTOPUAX PA3HBIX CTPaH CIEIYeT MpPe/CTABUTh
cepruuKaThl (MM UX KOIHM, 3aBEPEHHBIC B YCTAHOBJIEHEOM HOPsJIKE), BLIIAHHBIC
YIIOJITHOMOYEHHBIM OPraHOM OJTHOTO U3 TOCY/IdpPCTB-UIEHOR).»;

B)B INOANyHKTe «O» moamyHkra 2.4.12 croBa «(ceprudukar aHammza
WITH TIaCIIOPT KA4YeCTBA)» 3aMEHUTh CIIOBaMH «(cepTu(HKAT KauyecTBa, aHAIMTHUECKHIA
1aciopPT U JP.)»;

r)B abzane BTOpOoM nNommyHkTa 3.2.2 coBa «peryIUpoBaHUs OOpAIleHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOKeHHOW Teppurtopun  Corozay
VICKJTFOYHTB.

109. B npunoxxennu Ne 12 x ykazanusim [ Ipapumam:

a)B pasjienie 2 CIOBA (COOTBETCTBYIONIYIO OOJACTh AKKPEIUTAUMd B
COOTBETCTBMM €  3aKOHOLATEIBCTBOM — TOCyhapcTsa — wieHa EBpasuiickoro
SKOHOMHHYECKOIO coro3a (jajiee — rocynapetBo-uiieH, COro3)» 3aMeHHTh CIOBAMH
«HEOOXO/IMMYIO  MaTepuajbHO-TEXHUUYECKYI0 023y ¥ KBaM(UIMPOBAHHBIX
CHCIMAIIMCTOR B COOTBETCTBYIOIEH 00acTH wMccneloBaHuH (MCIBITAHHH)», CII0BO

«Coro3a» 3aMEHHUTE CJIIOBAMH ((EBpaSHﬁCKOI“O OKOHOMHMYECKOI0O COKO3a»,
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0) abzay cenpbMoii moapazena 2.1. u3NoXKUTE B CIeMYIONIeH peIaKiiiu;

«IIpn  wccnegoBavmi  (UCIHBITAHMM) — OMOSKBHBAJIICHTHOCTH B KAYECTRE
pe(epeHtHOro  BETEPHHAPHOIC  JIGKAPCTBEHHOTO  IHperiapara  MCIOJIBb3YeTCs
BCTCPUHAPHBIM ~ JIEKApCTBEHHBI  Ipenapar, LPOIICAINMA B COOTBETCTBUH
¢ Ilpasunamu peryivpoanust 0OpalleHus] BETePUHAPHBIX JIEKAPCTBEHHBIX CPELCTB HA
TAMOYKCHHOU TeppUTOpUH EBPasHiCKOro 9KOHOMHYECKOI® COH03a, YTBEPIKICHHBIMU
Pemenriem Coseta EBpasmiickoil skoHOMHYecKod komucerd oT 21 smBaps 2022 .
Ne T (nanee — Ilpasuia), npoueaypy NOATBEPKICHHSI PETHCTPAIME W NPUBEIEHIS
PErucTpalMoOHHOIO JIOChe B COOTBETCTBHE € YKa3aHHBIMHU |lpaBumamu ¥ vMeronimii
OeCCpOUHYIO PErHCTPALIHIO. ),

B) ab3aI| IBajlllaTh YeTBEPTHIA pazzena 10 mocie ciioBa «peakTHBOBY JONONHUTH
CIIOBOM «(pEareHTOoB)».

110. B caocke 1 k npunoxxenuro Ne 13 k ykazanubiM [ Ipasram:

a) ClI0Ba  «BETEPMHAPHOTO JIEKAPCTBEHHOIO I[Iperapara, 3aperdCTPHPOBIHHOTO
B coorBercTBHM ¢ [lpaBuimamMu  peryiMpoBaHusi — OOpaIeHdst — BeTepUHapHbBIX
JICKapCTBEHHBIX CPEJICTB HA TaMOKeHHOH Teppuropun Coroza (janiee — Ilpasuia),»
UCKITFOUUTE;

0) ciopa  «HacrosiuuMy  {lpaBumamu» — 3amenuTh  cioBamu  «I IpaBraMu
peryIMpoBaHus 0OpalICHUs BETEPUHAPHBIX JIGKAPCTBEHHBIX CPECTB HA TAMOMKEHHOMH
TeppUTOpHH EBpasniickoro 5KOHOMUYECKOIO COIO3a.

111. B npunoxenun Ne 14 « yxazanubiM [ IpaBuam:

a)B nynkre 2 cnosa «lIpaBun peryimpoBanust OOpAllleHUst BeTePMHAPHBIX
JIEKAPCTBEHHBIX CPEJICTB Ha TAMOYKEHHON TepPUTOPUH EBRpasHiicKoro sKOHOMHYECKOTO
corosa (nanee — Ipapuna)» samenuts cinoBamu «l IpaBrun peryimpoBanus oOpalieHus
BETEPUHAPHBIX JIGKAPCTBEHHBIX CPEJICTB Ha TAMOMKEHHOHM TeppuTopuu Epasuiickoro
SKOHOMHYECKOIO  COr03a,  yrBepskaeHHbIX — Pemennem  Copera  Epasutickoi

sKoHOMUYecKOM Komucend oT 21 staBapst 2022 1. No 1y,
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0)B IOAIyHKTE «I» IYHKTa 12 CIOBO «, PEAreHToOB» 3aMEHHTH CIIOBOM
«(pearcHToB)y;

B) B HAMMEHOBaHMM pazziena [V clioBa «, peakTuBaM M peareHTam» 3aMEHUTEH
CJIOBAMHU «M peakTHBaM (peareHTam)»;

r) B IyHKTe 17:

B ab3alle [IEPBOM CJIOBA «PEAKTHBBI M PEarcHTHI» 3aMEHUTH CIIOBAMU «PEAKTHBEI
(peareHThI)»;

B ab3a1le BTOPOM CJIOBO «, PEareHTOB,)» 3aMEHHUTH CJIOBOM «(pearcHion),»;

I)B TIOMIYHKTE «B» IIyHKTa 35 CIIOBO «PEaKTHBOBY» 3aMEHHUTh CJIOBAMU
«PEaKTUBOB (pearcHToB)»;

€)B MOMIYHKTE «II» IIyHKTa 38 CJIOBO «, pPEareHToB,» 3aMCHUTH CJIOBOM
«(peareHToB),»;

K)B IIyHKTe 42 clloBa «, peareHThl ¥ PEeaKTUBLDY 3AMEHUTh CIIOBAMHU
«, PEAKTHBHI (peareHTHI)».

112. B npunoxxennun Ne 15 k ykazanusiM | Ipapram:

a) B ynkre 2 pasjiena I ciioBa «nacrosmx [ pauim 3amenuts ciioBamu «IIpasun
peryIMpoBaHus OOpaIleH sl BETEPUHAPHBIX JICKAPCTBEHHBIX CPELCTB Ha TAMOMKEHHOM
TEPPUTOPUN EBPasuiickoro 5KOHOMHYECKOT'O COr03a, YTBep KIeHHbIX Perenrem Cosera
EBpazuiickoil sxonomuyeckor komucenu ot 21 srBapst 2022 1. No 1.y,

0) B paznene V:

HOJIITYHKTE «B» TyHKTa 2 CJIOBO «PEaKTHBOB,» 3aMEHUTh CIIOBAMH «PCAKTHBOB
(peareHToB),»;

B IIOAIYHKTE «M» ITyHKTa 3 M B IOJIYHKTE «M» IYHKTa 5 CIIOBA «PEaKTHBOB,
pEareHTOBY» 3aMEHUThH CIIOBAMH «PEaKTUBOB (peareHToB ),

B IIYHKTEe & CIIOBAa «pPEareHTbl M PEaKTUBBD» 3aMEHMTH CIIOBAMH «PEaKTUBLI
(peareHThl)».

113. HanmenoBanue npunoxkenust Ne 16 x ykazanabim [IpaBunam 1omoniuTh

croBamu «B Papmakorniee EBpazuickoro 5KOHOMHUYECKOIO COI03a.
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114. Nononuuts npunoxenuem Ne 16' cneyromero coiepskanus:

«TPHUJIOXKEHUE Ne 16!

K IIpaBuiiam peryaupoBanus
oOpallieHus! BETePHHAPHEIX
JIEKApCTBEHHBIX CPEJICTB
Ha TaMOJKEHHOU TEPPUTOPUHU
EBpazniickoro s)KOHOMHUECKOI'O CO103a

NEPEYEHDb
rpynn (KaTeropuii) BeTepHHAPHBIX JeKapCTBEHHbIX NPenapaTos,
3aperucTPUPOBAHHDBIX B COOTBETCTBHH € 3AKOHOZATEIHCTBOM
rocyAapeTB — WieHOB EBpasuiickoro 3k0HOMUYECKOro €034, IPUBeIeHHe
PErHCTPAHOHHOY0 §3Che KOTOPLIX B COOTBETCTBHE C TPEOOBAHHIMM
IIpaBui peryiupoBanus 60palieHus BeTePHEAPHBLIX JIEKAPCTBEHHBIX
CPeICTB HA TAMOKEHHOH TepPUTOPHH EKBPa3HHCKOIo 3KOHOMHYECKOI0
€032 OCYHIECTBIISIETCS 110 CXeMe B3AaMMHOI'0 IPU3HAHHUS (B CiIydae
NPOU3BOJACTBA BETEPUHAPHLIX JTEKAPCTBEHHBIX MpenapaTron
HA TAMOKEHHOH TeppuTOopuu EBpa3uiickoro >KOHOMHYECKOI0 cOK03a
¥ HAXOXK/IEHUs HX B 00paleHuH Ha TAMOKeHHOIl TeppUTOpPUH
EBpasuiickoro saxoHoMHYecKoro corosza doJiee 5 Jjier
(110 COCTOSIHMIO HA ATy BCTyILIeHHs B cuiy Ilpasmi))

1. llpoTrBonapasuTapHele  BETEPHHAPHBIC JIEKAPCTBEHHBIE —NpENaparsi,
peIHa3HAYCHHbBIC B LIEJIsIX IPUMEHEHHUS JIUIl HEMPOAYKTHBHLIX JKUBOTHBIX.

2. BerepuHnapHuslie JICKapCTBECHHBIEC Ipernaparsl PaCTUTENILHOIO
[IPOUCXOMACHUSI.

3. ButamMuHbl ¥ BUTaMUHONOJOOHBIE BETEPUHAPHBIE JIEKAPCTBEHHEIS
lipenaparsl.

4. BerepunapHbie JIeKapCTBEHHBIE LDEIapaThl, COJAEpIKallde B KauecTBe
JIEHCTBYIONIMX BEIIECTB MUHEPAIIBI.

5. AHTHCENITHYECKNE BETEPUHAPHEIC JICKAPCTBEHHBIE IPEIIAPATEI.

6. Berepunapuble  5eKapcTBEHHBIC — Ipenaparbi,  NpPe/HA3HAUYCHHDBIC

JUIA BOCCTaHOBJICHUS BOAHO-3JICKTPOJIMTHOTO Dajranca B Oprainu3mMce > KHBOTHBIX. ).
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115. B crocke 1 k mpunoxenuto Ne 17 k yxasanusiM [Ipasuiam:

a) CJI0BA «PETYJLIPHOIO MCOHUTOPHHTA 0Oe30macHOCTH U >()GeKTUBHOCTH
IPUMEHEHHUS] BeTEPUHAPHOIO JIEKAPCTBEHHOI'O Ipernapara, 3aperucTpupoBaHHOIO
B COOTBeTCTBUM ¢ [lpaBuiamu perynmpoBaHus OOpalleHHs BeTepPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB Ha TaMOKeHHOM Teppuroprn Coroza (manee — [pasuia),
CBOJISITCS» 3aMEHUTH CIIOBOM «0006IIal0TCsy

0) JIOTOJIHATE ~ CIIOBAMU ~ «PEryNHPOBaHus OOpaIleHds BeTepHHAPHbBIX
JICKApCTBEHHBIX ~ CPEACTB  HA  TAMOXEHHOM  TeppuUTopuu  EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a.

116. B nynkre 2 mpumnoxenust No 18 x ykasandwiv IlpaBunaM crora
«lpaBun perymapoBanus ofpanieHusl BETCPHHAPHBIX JIEKAPCTBEHHEIX CPEJICTB
Ha TamoxeHHOH Tepputopun Coroza, IIpaBun perynuposanus obparieHust
KOPMOBEIX ~ 00aBOK Ha TamMokeHHOH Teppuropuu Cowosa u  IIpapun
peryaupoBaHus oOpainenus LUAarHOCTUYECKUX, NEe3UHOUIUPYIONINX,
JE3UHCEKIIMOHHBIX W JIe3aKapH3allMOHHBIX CPEJCTB BETCPHHAPHOTO HA3HAYEHUS
Ha TaMmoxeHHoH Tteppuropum  Coroza»  3ameHuts cioBamu  «lIpaBun
peryampoBaHusi  oOpalleHusl ~ BETEPHHAPHBIX  JIEKAPCTBEHHBIX  CPEICTB
Ha  TaMOXXCHHOH  TeppuTOpuM  EBpa3smiickoro  9KOHOMHMYECKOTO  COHO3a,
yTBepikIeHHbIX PemienneM CoBera EBpasuiicKoil 9KOHOMHYECKOH KOMUCCHH
oT 21 smBapst 2022 r. Ne 1, Ilpapun perynupoBanusi oOpainenus KOPMOBEIX
106aBOK Ha TaMOXKEHHOH Tepputopun EBpasuiickoro sKOHOMUYECKOTO CO03a,
yTBepKAaeMBIX  EBpasuiickoit 9KOHOMHYECKOU KOMHUCCHEH, ITpaBun
peryJMpoBaHus  OOpallleHus  JMArHOCTHYECKUX  CPEJCTB  BETEPMHAPHOTO
Ha3HaYCHMsI Ha TAMOXXCHHON TEppUTOPUN EBpasuiickoro 3KOHOMHUYECKOI0 cOI03a,
yrBepxIeHHblX Permennem CoBeTa EBpasHMCKOH 5KOHOMHYECKON KOMUCCHH
or 23 ceursbps 2022 1. No 140, IlpaBunm peryiupoBanus oOparieHus
Ne3MHOUIAPYIOINX,  JIE3UHCEKLMOHHBIX ¥ Je3aKapM3alMOHHEIX  CPEJICTB

BETEPMHAPHOIO HA3HAYCHWSI Ha TAMOKECHHOW Teppuropuu EBpasmiickoro
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SKCHOMHYECKOT0 C€O0r03a, yTBepkaAeHHbIX Pemenuwem Cosera Espasuiickoii
OKOHOMHYECKOU Komuccuu ot 12 nexadps 2023 r. Ne 150».

117. B npunoxennn Ne 20 k yxazanusiM [ [paBumam:

a) abzalibl epBhIi U BTOPOH UCKIIIOYHTE;

0) myHKT 1.7 M3J10KUTE B CEYIONIEH peiakiuu:

«1.7.B  perucrpalMOHHOM  JOChE BETEPUHAPHOTO  JIEKAPCTBEHHOI'O
Nperapara OTPpaxKaloT BCe pes3yabTaThl IIPOBEACHHBIX MCCIIeN0BAaHNH (MCIBITaHnii)
B cooTeercTBUM ¢ TpeboBanusiMu IlpaBunm  perynupoBanus  obparueHus
BCTCPUHAPHBIX  JICKAPCTBCHHBIX  CPEJICTB  HA  TAMOXKEHHOH — TeppUTOpHH
EBpasuiickoro 3KOHOMHMYECKOI'O COI3a, YTBep)IeHHBIX Pemenumem CoseTa
EBpasuiickoii skoHomMmyeckod komucenn ot 21 smsaps 2022 1. Ne |
(manee coorerctBeHHo — llpaBuia, Coto3), ¢ yKaszauueMm MecTa M BPeMEHH
MPOBE/IEHUA MCCIEeNIOBAHUN (UCIBITAHMI), a TAaKKe ¢ NPEJICTABIEHHEM JIaHHBIX
110 KQXJOMY OTJEIBHOMY JKHBOTHOMY, 00pasily M pacCUMTAHHBIMU CpeHUMH
BEIIMUMHAMH C 003aTENEHON CTaTUCTHUECKOH 00pabOTKON pe3yabTaTOB. »;

B) B HANMGHOBAHWM paszjesia 2 W B HyHKkre 2.1 cloBa «3asiBIICHUST WY
VICKITFOYHNTB;

r)B mnosunuu ¢ kouoMm «RD2» cmoBo «Coro3a» 3aMEHHUTH CIIOBAME
«EBpa3uiickoro sKOHOMUYECKOTr0 COI03a»;

n) B mosunuu ¢ xouoMm «RD2.4» crosa «rocymapcrsa-diieHa» 3aMeHUTh
cIcBaMH «rocyaapcersa — uiena Corosa (gajnee — rocy1apcTBO-4jeH )»;

e) moszunuio ¢ kogoM «RD3» mocne clioB «BeTeprHAPHOro JIEKAPCTBEHHOTO
CpelcTBay JOIOJHUTE CJIOBAMHM (MUIM OTHCT O TPOBEASHUU MCCIIeT0BAHUIMA
(MCTIBITaHUM) ~ OMODKBMBAIEHTHOCTH — BOCIHPOM3BEJEHHBIX  BETEPHHAPHBIX

JICKapCTBEHHBIX NIPENapaToB (IXKEHEPUKOB)»;
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K) mo3uLMIo ¢ kKogoM «RDIF.10» u3noxuTs B cienyromen pejakiun:

«9£.10. JNOKYMEHTBI, CoZepIKale TPeOOBAHHS K KaUueCTBY RDOf.10»;
(bapmanesTHUCCKOH CYOCTAHIIMKE U OITHCAHHE METOJIOB
KOHTPOJIS JIHOO0 yKa3aHHE CCHUIKH Ha ()apMaKomeiHble
cratbi Papmakonen Coroza unu (hapMakoiien
rocyiapcTBa-uiaeHa (IIpH HaTHuun )

3) NO3UIKI0 ¢ KojtoM «RD9T. 11 MCKIFOUNTE;

¥) B mosuuuax c¢ koxamu «WW1» u «WZI» cioBa «B COOTBETCTBHH
C IepevHEeM JIOKYMEHTOB,» 3aMEHHUTH CJIOBAMH «B COOTBETCTBHH C II€PEUHEM
U3MEHEHHH, TIpelyCMOTPeHHBIM nputoxkeHneM Ne 6 k TIpasunam peryiampoBanus
obpareHus BeTepUHapHLIX JIEKAPCTBEHHBIX CPEICTB HA TAMOKEHHOM TEPPUTOPUH
EBpa3zuiickoro sKOHOMHYECKOTO COI03a,);

K) TIOCJIe  HO3HLOUM ¢ KOAOM «SR9» HONONHUTH TaONHily pasjienom
CIEAYIOIIETO COJIePIKaAHUS:

«JIOKyMEHTBI PETUCTPALIHOHHOTO JOChE BETEPHHAPHOI'O
JIEKapCTBEHHOT'O Iperapara, IpejcTaBlisgeMble B paMKaX IPOLE/yphbl
MPU3HAHUS PErUCTPALMY BETEPHHAPHOIO JIEKAPCTBEHHOTO TIperapara,
3apEruCTPUPOBAHHEOrO B COOTBETCTBUU ¢ 1IpaBuiamu

25 PErMCTPALIHOHHOE JIOCHE BETCPHHAPHOTO NRI1
JIEKapCTBEHHOIO IIpenapara

26 OTYET O pe3ynbTaTax PeryaspHOr0 MOHUTOPHHTA NR2
OesonacHOCTH H 3Q(HEKTUBHOCTH BETEPHHAPHOIO
JIEKapCTBEHHOTO IIperapara 3a nepuo | o0paleHns
BETEPHHAPHOI'0 JICKAPCTBEHHOT'O IIpenapara

27 NEPHOMYECKHH OTUET 3a IIEPUO/] PETHCTPAITHN NR3
BETEPHHAPHOI0 JEKapCTBEHHOIO IperiapaTa, Ho He DoJee
YeM 3a 5 IOCIIEAHUX JIeT ero (PaKTHUYCCKOIro 00palleH s

28 MarepHalisl (1IpY HAJIHIUH), IPEJICTABIIEHBIE 10 NR4
HHHIMATHBE 3asIBUTENS B paMKax (apMakoHag3opa

29 CBOJIHOE WIIH HTOTOBOE 3KCIIEPTHOE 3aKIIIOICHHE NRS
(B ciyyasix, onpeneneHHEIX | IpaBumanmu) (NRS5.1,NR5.2,
II0 pe3yNILTaTaM 3aBEPilleHHBIX Ha AaTy Mogadn NR5.3, NR5.4,
3asBJICHHS O IPUSHEHUM BETEPUHAPHOIO JieKapcTReHHoro NRS.S (pu
npenapara B HOBOM roCyiapcTRe-4iieHe poleIyp He00X0/IMMOCTH))

PErucTpaniy BETCHHUHAPHOTO JIEKAPCTBECHHOTO
Hpenapara, IHOATBEPIKACHHSA €ro PErucTpanii,
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BHECEHMA B PETHCTPAIIUOHHOC JOCHE BCTCPHHAPHOIO
JICKapCTBCHHOTO IIpeliapara U3MEHEeHWH

30 WHCTPYKIHS 1O IPUMEHEHHIO BETEPHHAPHOTO NR6
JIEKapCTBEHHOTO Npernapara

31 HOPMAaTHUBHBIN JIOKYMEHT Ha BETEPHHAPHOE NR7
JIEKapCTBEHHOE CPEJICTBO

32 MakeT YIIAKORKH BETEPHHAPHOT0 JIEKapCTBEHHOI'O NRS
npenapara
33 MaTepUaltbl, IPEJCTARIEHHBIE 10 HHHIIHATHBE 3agBHTeIS  NRO9»;

1pu oTcyTcTBHH B 1ipase Coroza MY (sokymenT
YIIOJIHOMOUEHHOI'0 Oprana B 00JIacTi OXpaHbl 3/I0POBbS
YeJIoBeKa rocyiapeTaa-unena o corjiacopanua MY
(BBILIE, YEM «HE JOIIYCKAETCS» ), Pe3yIbTaTh
JOTIOJIHUTENBHEIX JOKTHHUYIECKUX U (MIIH) KITMHAYECKUX
HCCJIENIOBAHNHN (MCIIBITAHU), CIIpaBKa Ha OCHOBAHHH
aKTyalbHOM HHpOopMaUK U3 HAYYHBIX JINTEPATYPHBIX
HUCTOYHUKOB U JIp.) (IIPH HAITMYHH )

n) B noanyHkre 2.1.3:

B abzarie TpetbeM Ko «RDIT. 1 1» 3amennuts KogoM «RDIT.10»;

nocie adzana OITOro JIONOJNHUTHL ad3aleM  CIEJYIOIIEro Comep KaHus:
«NRS5-name-NNNNNN.zip - o0BeUHIET JIOKYMEHTHI, UMEIOIHE
B COOTBETCTBUM C MOJANYHKTCM 2.1.1 Hacrosimmero mpuiioxenus: koasl NRS5.1 —
NRS5.5 (npu HEOOXOAUMOCTH );»;

B ad3are mectoM cioBa «RD2, RD9f, RD10 u SR1» 3amMeHuTh cioBamMu
«RD2, RD9t, RD10, SR1 1 NR5».

118. B mpmitoxxenun Ne 23 k ykazaHHsIM [ [paBumam:

a) HOAMYHKT «I» IIyHKTa 19 [J0TMOJHUTE absanamu  ClIeQylonero
COAEPIKAHUSL:

«Hcuncnenue ¢cpoxa roJHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX NPEIAapaToB
(3@ MCKIIHOYEHMEM OMOJIOIMYECKUX M OHMOTEXHOJIOTHYECKUX BETePHHAPHEBIX
JIEKAPCTBEHHBIX  UPEMapaToB)  OCYIHIECTBISICTCS C  YyYEeTOM  IOJIOYKEHHUH
Pexomengaiimm Komnerun EBpasuiickoii HKOHOMMUYECKOH KOMHCCUH

ot 26 despains 2020 r. Ne 2 «PykoBOCTBO 10 UCUMCIICHUIO JIAThI HAYalla OTCUYETA
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CpOKa T'OJHOCTH IOTOBBIX JIEKAPCTBEHHBLIX (OPM JIEKAPCTBEHHBIX IPENapaTosn
JUIsE MEJMITMHCKOIO [IPUMEHEHMS ¥ BETEPUHAPHBIX JIEKaPCTBEHHBIX TIPENIapaTOB.

Jlara Havana oTcuera cpoka rOJIHOCTH OMOTOTHYIECKUX
1 OUMOTEXHOJOTMUECKUX BETePHHAPHBIX IIPEIIapaTOB PACCUHTBHIBAETCS C JIATHI
BbIJIAYN YIHOJHOMOYEHHBIM JUIOM IPOU3BOIUTEIS BETEPUHAPHBIX
JIEKApCTBEHHBIX CPEJICTB paszpelleHua (IIPOTOKoIa) O COOTBETCTBUM BHIIYINEHHOM
cepuu BETEPUHAPHOTO JEKAPCTBEHHOTO rperapara TIOKa3aTeJIsiM,
YCTaHOBJIEHHBIM B PETUCTPALIMOHHCM JOCHE BETEPHHAPHOIO JIEKAPCTBEHHOIO
npemapara (B TOM 4YHCIE€ B HOPMATMBHOM JIOKYMEHTE Ha BeTepHHAPHOE
JIEKapCTBEHHOE  CpPeACTBC), W TpeboBanusMm  llpaBun  Hagmexamei
[IPOU3BOJICTBEHHOM  NPaKTHKA  EBpasuiickoro  5KOHOMMYECKOIO0  COI03a,
yTBepxkaeHHbIX Pemieanem CoBera EBpasmiickoll 3KOHOMHYECKOH KOMHCCHU
oT 3 Hog0ps 2016 r. Ne 77 (nanee — Ilparuna Hajuiexanie mpou3BoACTBEHHON
MIPAKTHKH).»;

0)B nyukre 20 cnoBa «EBpasuiickero 5SKOHOMHYECKOTO — COMO3a,
yrBepakieHHbiMu PemenneM CoBera EBpazmiickodl 3KOHOMHYECKOH KOMHCCHU
ot 3 Hos1Opst 2016 1. Ne 77 UCKITIOYUTS.

119. B npuncxenun Ne 24 k yxazandsiM [IpaBunam:

a) B HAUMEHOBAHUU CJIOBO IIPEIIAPATOBRY 3aMEHNUTH CIIOBOM «CPEICTBY;

0) nyHKT 17 U3IOXKUTE B ClIeAYIOIIEH pelaKIuu:

«17.1lokazarenu xauyecTBa, HpPUMEHHUMBbIE KO BceM (hapManeBTHUECKUM
cyOCTaHUHsIM, UCIIOJIb3YEMBIM JIJISI IIPOU3BOJICTRA BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparos:

a) onucanue. Cieayer MpeAcTaBUThH ONKCAHKME BHEIIHETO BH/IA (HApUMep,
3amax, Qopma, 1BeT). Kpurepuu NpHEeMIIEMOCTH JIOJDKHBI BKJIIOYAThL B ceds
OKOHYATENILHLIH IpUeMIIEMbId  BHEIIHMK BuJA. EHeauw Bo Bpems XpaHeHHs
(apmanesruyeckoi  cybcraHuMu  HaOmogaeTcs  M3MEHEHHE €€ OKpACKH,

HGHGCOO6p33H0 BKJIFOUECHHUE KOJIMYECTBEHHOM METOIUKH OllpeacICHHS LIBETA,
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0) unentupukanus. MccnenoBanust (HCHBITAHWs) NpU  HAEHTHUKAIHN
AOJDKHBI  YCTAHABIMBATL  JIOJJMHHOCTL  (hapMmalleBTHUeCKOd  cyOcTaniuu
(B TOM YHClie IITAMMOB MHKDOOPTaHM3MOB) C BO3MOXKHCCTBI) PasrpaHWUEHHUS
AHAJIOTHYHBIX 110 CTPYKTYPE COEIMHEHHH, KOTOPbIe MOTYT B HEll IPHCYTCTBOBAT.
HccnenoBanuss  (WCHBITAHUS) pH UICHTU(GUKAIMH  TOJDKHBI OBITE
cempuYHBIMA - Juls  bapmaneBTHUeckoil  cyOCTAHIMM ¥ NPOBOAUTLCS
C MCIIOJB30BAHMEM HECKOJIBKMX CNENM(PUYHBIX XHMUUYECKHX MM OUOJIOTHUECKHX
METOJIOB, JKEJIATEJbHO B COYETAHUH € (PU3UKO-XUMHUYIECKOH METOMUKOM;

B) maccoBas josis. C Ienplo yCTAHOBJIGHMSI COZEepKaHus (aKTHBHOCTH)
JICHCTBYIOIIETO BENMIECTBA M IIPpH  HEOOXOIMMOCTH MPOJYKTOB Jerpajalum
B (apManeBTHYECKONH CyOCTAHIMH  ClieJlyeT HCIOIb30BaTh — crelupUUHbIe
(pU3UKO-XUMHYECKHE, XUMHUYECKUE 1280 Ouonoruueckue METObI
KOJTMYCCTBCHHOTO  ONpEJIETICHUs, IIO3BOJISIONINE TOJMYy4arh JOCTOBEPHBIE U
CTaOUJIbHBIC PE3YJILTATHL.Y;

I') JOIONHUTH MyHKTaM4 18 u 19 clie/iy oImero coaepixanus:

«18. TpeboBanust ~ x  KadecTBy  (hapMaleBTHUeCKOM  cybcTaHum
B 3aBUCHMOCTH OT €€ arperaTHOrO0 COCTOSIHUS M JIeKapCTBEHHOW (DOPMBI
BETEPUHAPHOIO JIEKAPCTBEHHOTO IIpenapara, M IIPOM3BOJICTBA KOTOPOIO OHA
[pejnazHayeHa, BKIIOYAIOT B ceOsl CIISIYIONIHE MOKA3aTEIM KA4eCTRA:

a) pacTBOPUMOCTE;

0) remmeparypa  IUIGBIGHUS  (pasiiOKeHust), MM TemIiepaTypa
3aTBEPACBaHUs, WM TeMIeparypa KUIIeHHS;

B) TJIOTHOCTE;

r) yIenbHOe BpalleHHE;

1) YAENbHbIH MOKa3aTellb MOIJIOMECHNS;

€) nokaszaresb TpeTOMICHHSI,

) IPO3PAYHOCTh PAacTBOPA;

3) UBETHOCTH PACTBOPA,;
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u) pH pacrBopa;

K) MEXaHUYECKHE BKITFOYEHHSI,

JI) IIOCTOPOHHME TIPUMECH (POJICTBEHHBIE COeTMHEHMNS);

M) IIOKa3aTe/IM YUCTOTHI (XIOPUABL, cyIbdatel, cynbdaTHas 30514, TsDKelbie
METaJLIbI | 1Ip.);

H) Maccoras JI0Jisl BJIary;

0) OCTaTOYHBIE ODIaHMYECKUE PACTBOPUTENH (B CIydae UX MCIIONH30BAHUSI
Ha NOCJIEAHEN CTa U TEXHOIOIMYECKOI0 MpoIecca);

) IUPOT€HHOCTh WJIM  COJEpKaHWe OaKTEPHAIbHBIX  3HIOTOKCHHORB
(JIAJI TecT);

P) TOKCUYHOCTE;

C) MUKpPOOHAS YUCTOTA WIIH CTEPUIILHOCTD.

19. Ilepeuens 1 HaMEHOBAHME TTOKA3aTelel KauyecTBa (hapMareBTHIECKO
cyOCTaHIIUM JTOJKHBI COOTBETCTBOBATH MEPEUHIO H HAUMCHOBAHHUIO TTOKasaresieil
KavecTBa, npuseleHnbiM B Dapmakonee Coioza, WM TPU HUX OTCYTCTBAM —
B (hapmaxonesx rocyjapcrB-uiaeHoB. llpu orcyrerum B ®apmakonee Corosa
WM (GapMakomesx — rocylapcTB-4JIEHOB — COOTBETCTBYIONIMX  TpeGoBaHHi
Ha (apManeBTHYECKyl0 CyOCTAHIHIO TPOM3BOJUTENL JIOJDKEH YCTAHOBUTE
oxKasareJd KadecTBa TakuM o00pa3oM, dYTOOBI 00€CIeYnTh COOTBETCTBUE
BETEPUHAPHOTO JIEKapCTBEHHOTO npenapara, IIPOU3ZBOJIUMOIO
(M3roTaBiMBaeMoro)  uM3  (bapMaleBTHYeCKOH — cyOcTaHnmum, TpeboBaHHIM
HOPMAaTHUBHOI'O JOKYMEHTA Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTBO..

120. B npunoxenun Ne 26 k ykazauubim [Ipasuam:

a)B mynkre 3 cioBo «Coro3a» 3aMenuth crnosamu «EBpasuiickoro
HKOHOMUYECKOTO COI03a;

0) B nmyskre 12 cnoBa «MHCHEKIMS MOXET NPOBOAUTLCA» 3AMCHHUTH
cioBamMu  «Mmcrmekuuda  npousBoaMTeNs  (HEPE3WACHTA),  HAXOASIIErocs

3a npeaenaMu Corosa, TPOBOIUTCSY;
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B) IIYHKT 13 M3JI0KHUTB B CJIETYIOIIEH pelakiiuu:

«l13.B ciyyae MMCbMEHHOTO YBEJOMIICHHS YIIOJIHOMOYEHHOIO Oprasa
00 oTkaze (C yKazaHMeM TIpHMUH OTKa3za) B NPOBEAEHUH HHCTIEKLHHU
IIPOU3BOAUTENS (Hepesu/ieHTa), Haxousuerocs 3a npegenamu Corosa, cyobexr
B chepe 0OpalieHust BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB BIPABe OOPATHUTHCS
C 3ajBJI€HMEM Ha MPOBEJCHWE TAKOW WHCNEKIUH B YIOJHOMGYEHHBIH Opra
JPYroro rocyaapcTBa-4ieHa.;

T') IYHKT 17 U3I0XKHUTE B CIEAYICILEH pelaKkiuu:;

«Bexyumii - papmanentudeckuil MHCIeKTOp obecreumBaeT pa3paboTKy
[IPOrpaMMbl MHCICKTHPOBAHMA 110 (OpPME COINIACHO NPHIIOKEeHHIo No |
U TIOATOTOBKY KOHTPOJIBHBIX JIMCTOB 110 (hOpMe COrNIacHO mpritoskenuto No 2 6o
MHBIX (popM pabounx sammced. ITporpamma HHCHEKTHPOBAHHSI HAIPABIISCTCS
MHCIIEKTUPYSMOMY CyOBEKTy He ro3jHee uem 3a 10 paGoumx jHel 10 Hauana
TIPOBEACHUS] MHCTIEKITHH,

Beaymuii  papmaneBTuueckuit  MHCIHEKTOP M WiIEHbl HMHCIEKIMOHHOM
TPYIIILI B XOZ€ UHCIIEKIHH BIIPABE:

OJy4aTh JIOCTYN (BXOAWUTH) B J000€ I[OMEIIEHHE B COOTBETCTBUU
C IPOTrPaMMOM MHCTIEKTHPOBAH S

[IOJly4aTh TaKHWe JOKa3aresbCTBA, KakK JOKYMEHTAIHs, (oToMarepuansl
(BUJI€03aINCH) TTIOMEIIeHUH 1 000y I0BaHuS;

MOIy4aTh JOCTyN K JiodoMmy oObekTy (mpeamery) B paMkax obIacTw
WHCIIEKTUPOBAHUS U U3YYaTh €ro;

NPUHAMATE MEPbI Wik TPEDOBATH NPUHATHS MEp B OTHOIIEHUH MPEMETOR
(MaTepUaTbHBIX  CBMAETENBCTB),  KOTOPBIE  MPEAONOKUTENIEHO  MOTYT
CBH/IETEILCTBOBATE O HECOOTBETCTBUM TpeOoBanusMm IlpaBmin  Haanexamei
IIPOU3BO/ICTBEHHOM NPAKTUKH, B TOM YHCJIE B OTHOIICHWH OTPaHHYEHHs JOCTYyIIa
K TaKkuM [IpeIMeTaM M ODCCIEYeHMsI UX COXPAHHOCTH B LENSX TAIbHEHIIEero

pazOMparTesbCTBa B YCTAHOBICHHOM THOPSIJIKE;
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OCYMIECTBJIATH ~ OCMOTP  MPOBEpPSEMBIX  OOBEKTOB,  O3HAKOMIICHHE
C JIOKYMEHTAHeH W 3allUCsiMHU, ONMPOC OTBETCTEEHHBIX JIUI HHCIEKTHPYEMOIO
cyObekTa, HabIIFoACHHE 3a JISSITENBHOCTRIO Ha paCourX MECTax;

OPEeKpaIlaTs IMPOBEJCHUE HHCIEKTHPOBAHUS TPH  IIPENSTCTBOBAHUH
B pealM3aliy yKa3aHHbIX [1PaB.»;

1) B abszaue IepBoM MyHKTa 26 cioBa «(B ciyuyae IepBOHAYAILHOM
MHCIIEKIAW) MM npuioxkenuto Ne 4 (B ciy4ae IOBTOPHOW (KOHTPOJILHOM)
MHCIIEKLIMH) K HacTosinuM | [paBmiramy HCKIIOYnTE;

€) B IIyHKTE 23:

B ab3a1ie nepBoM IUPPHL «30» 3aMeHUTh rudpamu «30%»;

B a03ale BTOPOM CIIOBA «H BBIINOJHSAECT ITIOBTOPHYIO (KOHTPOJBHYIO)
UHCIICKIINIO» UCKITFOUNT,

a03al TpeTHH UCKITIOUHTE;

K) B IIyHKTe 29 ab3a1ibl BTOPOH, TpeTH U YeTBEPTHIA HCKIIOYNTE;

3) ItyHKT 30 U37CKUTH B CIEIYIONIEH pelaKIiu:

«30.C  ywgerom  pesynabraroB  oueHkn  CAPA-rutama  Bemyuuii
(hapMaLEeBTHYECKMI MHCIIEKTOp o0ecliednBacT coCTaBlIeHHe OTYeTa 1o (opme
cormacHo npunoxenuro Ne 4 B tedenwe 30 KameHAapHBIX AHEH €O J(HS
IPeJOCTABICHUST WHCIEKTAPYEMBIX cyObekToM CAPA-miama um ordera o ero
BBIMIOJIHEHHM. »;

1) IyHKT 36 NPU3HATE YTPATURIIAM CHILY,

K) ab3a1] YeTBEePTHIN ITyHKTa 37 M3I0XKUTh B CISAYIOUIEH Peakiiu:

CIOPETSTCTBOBAHKWE B OCYIIECTBIEHUM HMHCIEKTOPOM IIpaB, YCTAHOBJICHHBIX
NyHKTOM 17 Hactosdmux [pasuii.y;

n)B  absane narom nyHkra 37  cinoBa  «B  cioydae»  3aMEHUTH

ciosamu «37'. B criyuae;
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M) B mpunoxkeHud No 1 K yKa3zaHHOMY IIPUJI0KEHHUIO:

Iocjie  CIOB  «Ha COOTBEeTCTBHE TpebosanusM IlpaBun Hamiexaiiei
NPOU3BOJICTBEHHON  IpakTUKU  EBpasuicKkoro  5KOHOMHYECKOTO  COI03ay
AONOJHUTE ClIOBaMU  «, yTBepkAeHHBIX Pemennem Cosera Epasuiickoif
OKOHOMHUECKOW KOMHCCHU OT 3 Hos0psa 2016 r. Me 77 (mamee — Ilpasmna
HaJlJIe)Kalend IPpOU3BOJCTBEHHON MPAKTHKH ),

O TEKCTY CiIoBa «EBpasuiicKoro 3KOHOMHUYECKOI0 COI03a» UCKIFOYHUTE,

B momuysHkre 6.4 TaOMMUBI CJIOBO «PEAaKTUBLI» 33aMEHUTHL CJIIOBAMH
«pEaKTHUBEI (pearcHThbl)»;

H) ipuwioxenuss Ne 3 w4 K yKa3aHHOMY [IPHJIOKEHHIO H3JIOKHTE
B CIEAYIOIIEH peJlaKIMHu:

«TPHUITOXKEHHUE No 3

K IlpaBuiam npoBeneHwust
(papManeBTHIECKUX MHCIIEKIH

(popma)

OTYET
0 MpoBelernu GapManeBTHYeCKOH HHCTEKIHA POHU3BO/ICTBA |
BETEPHHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB HA COOTBETCTBHE TPEOOBAHUAM
IIpaBui HajIeKRAIECH IPOK3BO/CTBEHHOM npakTuku EBpasuiickoro
IKOHOMHYECKOI0 COi034a

oT « » 20 No XX - YYY-GMP/20NN!

B coorrercrBum ¢
(naumenopanue, jiata 1 No TOKyMEHTa, SIBIISIFOIIET0CS OCHOBAHHEM JUIS! TIPOBC/ICHHS
(papMarieBTHIECKOH HHCTICKITHH)

C « » ITO « »

NpoBejieHa  (apMaleBruyeckas —KHCTIEKIHS [POM3BOJCTBA  BETCPHHAPHBIX
NeKapCTBEHHBIX CPEACTB Ha COOTBETCTBUE TpeboBaHwsMm [lpaBui Hajexanei
MPOM3BOACTBCHHONW  MpakTHKU  EBpasuiickoro  HSKOHOMHMYECKOTO  COI03a,

yrBepikennbix Pemenuem Coera EBpaswiicKofl 3KOHOMHMYECKOH KOMMCCHH
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oT 3 HoAOpst 2016 1. Ne 77 (nanee — llpasuia naiexaiei [IPOU3BOJICTBEHHOM

MPaKTUKH )

(HauMCHOBAHHEe HHCTIEKTHPYEMOTO cyOhekTa B chepe 0OpalleH s BETepUHAPHBIX TIEKAPCTBEHHBIX CPEJICTB)

(ampec MecTa HaX0iK/IeHHsT HHCIIEKTHPYEMOH IIPOM3BOICTREHHOMN TIOMA/KH )

Ipynnoi GpapmareBTu4ecKuX HHCIEKTOPOB B COCTABE:

(yKasarb JI0JDKHOCTD, (haMUIHIO, UMsL, OTUYECTRO (TP HAIMYHE) BEYIIETO
(hapMarieBTHYECKOr0 HHCIICKTOPA)

(YKa3aTb HOIDKHOCTD, (haMMIIMIO, HMs, OTYECTBO (IPH HAJMYIH) HapMALCBTHYECKOTO HHCIIEKTOPA)

(yKasars JIOJDKHOCTE, (HaMUITHIO, HMsl, OTYECTBO (IIPH HATHYHI) (apMAIEBTHYECKOTO HHCIIEKTOPa)

YCTAHOBIICHO CIEAYIOIIEe:

HpOI/ISBOI[I/ITeJIb OCYHICCTBIACT CBOX) OEATCIILHOCTE HA OCHOBAaHU U

(YI(E;B&TB HOMEDP, CPOK IOCHCTBUS AOKYMEHTA, Pa3spelIaroIel'o B COOTBETCTBHE C 3aKOHOIATEIECTEBOM

rocyfapersa — diena EBpasuicKkoro 5KOHOMHYECKOIO COK3a HIIH TPEThEH CTPaHbI JIAHHBIH BH/T

JCHATCIBbHOCTH, HAMMEHOBAHHE YIIOJIHOMOYEHHOT'O OpraHa rocygapcrsea — 4JicHa EBpﬁSHfICKOFO

SKOHOMHYCCKOI'O COr3a HJIIH KOMIICTCHTHOIO OpraHa TpeTbCﬁ CTpaHbl, BELAABIIIECTO I[OKYMCHT)

Ilepeyens BeTepUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
TIPOM3BO/ICTBO KOTOPLIX 3asIBJICHO JIJIs IPOBEJACHUS HHCITEKI{HH

Ne | ToproBoe nanmeHnosanue MesxryHaponHoe JlexapcTBennas ¢popma Cragun
/Tt BETEPUHAPHOTO HENaTeHTOBaHHOE (mpu HaTAYHK) IIPOM3BOJICTRA’
JIEKapCTBEHHOI O HaUMEHOBaHUE U JIO3UPOBKA
cpencTea BETEPUHAPHOTO
JIEKapCTBEHHOIO
CpeJIcTBa UIIH TIPH ero
OTCYTCTBHUH
obenpuHsITOE
(rpynnupoBoumoe)
HaMCHOBaHHE

Byl nedrenbHocTy HHCIIEKTHPYEeMOTO cyObekTa

[TponsBocTBO (hapMaleBTHUECKIX CyOCTaHIIMi

O

[Ipou3BOACTBO BeTEPUHAPHBIX JISKAPCTBEHHBIX TIPENIAapaTOB [
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[Ipor3BOACTBO IPOMEIYTOUHBIX MITH Hepac(hacoBaHHBIX («OaK») [
BCTEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB

YiiakoBka (I1epBUYHAas/BTOpHYIHAS) 0
Beliryckaronmi KOHTPpOJIb CepUN BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB [
Belnyck B peanusanuio cepuu (IIapTUH) BETEPUHAPHOTO JIEKAPCTBEHHOTO [
Cpe/cTBRa

ITpouee (ykazath) O

Kparkoe onrcanue HHCIIEKTHPYEMOT'O CyObeKTa:

(ykasarb reorpauyueckoe IOJNOKEHHE, HAIHIHE PAJIOM JIPYTHX HPOH3BOJICTB, ICSITENBHOCTE
KOTOPBIX MOXKET HOBJIHSITH HA KAYECTBO BBIIYCKAEMOH JIAHHBIM CYOBEKTOM MPOJIYKIHH )

Jlara nposenenust npeasLayIlel hapManeBTHIecKoil HHCIeKIUun

- @apmaneBTHYECKHE MHCIIEKTOPBI, IPOBOIMBILKE IPEIBITYIYIO (hapMaleBTHYECKYIO

UHCIICKIIHIO;

(YKa3aTh JIOJGKHOCTD, (paMHIIHIO, HMSI, OTYeCTBO (IIPH HAJIMYHH) BEYTIEr0
(hapManeBTHYECKOTO HHCIIEKTOPA)

(yka3arb JIOJDKHOCTD, (PAMHUIIHIO, HMsI, OTYECTBO (TIPH HaM4KK) (apPMALIEBTHYCCKOTO HHCIEKTOPA)

(YKa3arh JOJDKHOCT, (GaMMIIHIO, HMS, OTUECTRO (IPH HAIHYHK) QapMalieBTHIECKOTO HHCIEKTOPA)

Pesynrarsl 1 3amedanus mpebyTyInei hapMareBTuueckoi HHCIEKIHN®;

(OcHOBHEIE H3MCHCHHS, IIPOM3OLICAIINE C JiaThl MNPOBEACHUS npe,z[bmymef/i

(bapMareBTHIECKON HHCIIEKINK®;

Ienb npoBesienust (hapMareBrHyecKol WHCIIEKIHI: MOATBEPIKICHUE COOTBETCTBHS
IIPOM3BOLCTBA BETCPMHAPHBIX JIEKAPCTBEHHBIX CPencTB TpeOoBaHusM [Ipasun
HAJUICKAIICH IIPOM3BOJACTBEHHON IPAKTHKH EBPasuiickoro 3KOHOMUYECKOTO
COr03a.

Ceejienust O JIOIDKHOCTHBIX JIMIAX M COTPYAHMKAX HHCIIEKTHPYEMOIo CyObexTa,

YUaCTBYIOILIUX B IIPOBEJICHUH (apMaIleBTHUECKOW HHCIIEKIMH

(yxazarh JIOJHKHOCTE, (DaMHUIIMIO, UMsl, OTYECTBO (TIPH HAIMYHH))
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(yKasarp JIOJDKHOCTD, (paMHIIMIO, HMsl, OTYECTBO (IIPH HATIHYMH))

(ykasaTh DOMKHOCTE, (PaMHITHIO, HMSL, OTUECTBO (NPH HATHIHH))

Ilepeyers JOKYMEHTOB, JIONOJHHUTENBHO —IIPEJCTABIEHHBIX HMHCIEKTUPYEMbIM
CyObeKTOM  MHCIEKLMOHHOM —Tpymme s [poBeJeHHs  (papMaleBTHUecKOil

HHCIICKITHH .

Pesynbrarel npoBeIeHHOH (hapMaleBTHYECKON HHCIIEKLIHU:

1. ®apmalieBTUUecKas CHCTEMa KadyecTBa

2. 1lepconain

3. Ilomewienust u o0OpymoBaHue

4. JlJokyMeHTaIus

5. ITpou3zBojicTBO

6. KonTpouns kauecTBa

7. HesTenbHOCT, — TepejaBaeMasl Ul BEIIOJNHCHHS JIPYTOM  OpraHm3aiuu

(ayrcopcuHr)

8. IIperensun, nedeKThl KauecTBa U OT3bIBBI IPOLYKLIUH

9. CaMoOMHCIIEKITHS

10. Peanusanms ¥ TpaHCHOPTHPOBKA TIPOIYKIIUH

11. OrieHKa OCHOBHOIO 0CHE TTPOU3BOACTBEHHOMN IIOIAIKH

12. PazHoe

13. Tlepevens BBIABIEHHBIX HECOOTBETCTBHM TpeGoBanusM IIpasui Haamexareil

TPOM3BOICTBEHHOMN IPpaKTHKK®

Ilynkr [pasun

Ne HajyIexaen ITonpobHoe onucamnue Knaccuduxarius
n/u IIPOM3BOJCTBEHHOH BbISIBIIEHHOTO HECOOTBETCTRHS HECOOTBETCTBHA
IPaKTHKH

1 2 3 4




117

[Tyuaxt IpaBun
No HaJiIeKae [lompobHoe onucanune Knaccuduranus
/1 [POH3BOJACTBEHHOH BBISBIICHHOTO HECOOTBETCTBUS HECOOTBETCTBUSA
HPaKTAKH
1 2 3 4

(DapmaueBaneCKaﬂ CHUCTCMa KayecTBa

Ilepconan

[Tomemenust u odopynOBaHHE

JloxymeHTaius

IIpousroncTBO

Konrpone kauecTBa

JesiTenbHOCTD, IepefaBacMas 1718 BRITOJHEHUS APYroil opranu3aliu (ayTcOpPCHHT)

Iperensun, nedexTr! Ka9ecTBa H OT3BIBEI POAYKIHH

CaMOHHCIIEKIIHH

B pesynerare npoBefeHHOH  (apMareBTUYECKOH  HHCIEKI[MM  BBIABICHBI  HECOOTBETCTBHS

TpeboBanmam [Ipaeui HaJuiekamel IPOU3BOICTBEHHOM NPaKTHKA EBpasvicKoro 3K0HOMHYECKOTO
CO103d, KOTOPLIE H3I0JKEHEI ¥ KIIACCH(QHUIIUPOBAHB] B MHCIICKITHOHHOM OTYETE, BCETO: , U3 HHX:

KPUTHYECKHE HECOOTBETCTBHS® — —
CYIIECTBEHHEIE HECOOTBETCTRUS® —

npouane’ —

KonuuecTBo sx3emiisipoB | ] HKIEMILISIP —
HHCIIEKI[HOHHOTO OTYeTa
M UX [I0JIy4aresn

(yka3aTh HaMMEHOBaHWE WHCIEKTHPYEMOTO cyObekra
B chepe 0OpaileHys BEeTePUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, FOCYAAPCTBO — UJICH
EBpasuiickoro 5kK0HOMHYECKOTO COK3a / TPETLS CTpana)

2 3K3eMILIsp —

opraua,

(ykazaTb ~ HaMMEHOBAHHE  YIOJHOMOYEHHOIO
rocynapcTsa — unena Eppazniickoro 3K0OHOMHUYECKOTO COF03a)

HpOHSBO,HCTBO BCTCPHHAPHBIX  JICKAPCTBCHHBIX  CPEJICTB

14. 3akarouenue:
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(HauMeHOBaHHE MHCIIEKTHPYEMOTO CyOheKkTa)

(cooTBeTcTBYET/HE COOTBETCTBYET (YKa3aTh HYKHOE))

TpeboBanusaM IlpaBui HauiexKaleH TPOU3BOACTBEHHON MPAKTHKH.

Oryer cocraBlieH H NOAIHMCaH YIeHAMH MHCIICKIIMOHHOM I'PYIIIIGL:

(ykas3aThb JOJDKHOCTE, (DaAMUIIHIO, UMS, OTYECTBO (IPH HATHYHH) (moamucs)
BEJIYIIEr0 (papManeBTHICCKOr0 HHCIIEKTOPA)

(yKa3aTh JOIDKHOCTD, (PaMHIIHIO, HMSI, OTYECTBO (IPH HATHUMH) (moxmuco)
(hapMareBTHIeCKOro HHCIEKTOPa)

(YKasare JI0JDKHOCTE, (aMHUIIHIO, UM, OTUYECTBO (TIPH HAIHYHH) (mosmucsk)
(hapMareBTHYECKOTO HHCIIEKTOPA)

Hara: « » 20

! Vuyernplii HOMEp oT4ETa O MPOBEACHHOI (apmauesTHYeCKOl MHCHNEKIHH (QOPMHpPYETCS IO CXEME, TIIe:

XX — 2-3HauHbli OyKBEHHBIH MeKIyHapOIHBIH KO TOCYyHapcTBa — uieHa EBpasHMICKOro 3KOHOMHYECKOTO COHO38;

YYY — nomep, NpHCBOGHHBIH OTHETY B TIOPANKE, YCTAHOBIEHHOM 3aKOHOIATENIHCTBOM rocyaapcrea — 4ljieHa
EBpa3zuiickoro 3KOHOMHYECKOr0 COHO3a;

GMP - [lpaBwia wHauleskalled NPOM3BOACTBEHHON  mpakTukd  EBpa3sMicKOro  3KOHOMHUECKOTO C0103a;
20NN — ron npoBeseHus (papMaleBTHUECKON MHCIEKIHH.

*  Craguu IIPOU3BOICTRA BETEPHHAPHOTO JIEKAPCTBEHHOTO CpeICTEA, yKa3zaHHbIE B 3a5BICHUH

0 NPOBeICHHH (apMaLEBTHIECKOH HHCIIEKIIMH TIPOH3BOJICTRBA BETEPHHAPHOTO IEKAPCTBEHHOTO CPE/ICTBA.
B cnyuae niposeeHus (papMaleBTHYECKOH HHCIIEKIIHH.
1 BHIABNEHHBIE HECOOTBETCTBHS OLIEHHBAIOTCA COTIIACHO TPEBOBAHKSIM IIpaBun Haanexaneit NPOU3BOACTBEHHOMN MPAKTHKH
EBpasuiickoro s3KOHOMHYECKOTO COI03a ¢ MPHBEICHHEM CChUIOK Ha MyHKTBI 3TOTO IOKYMEHTA.
® HecooTBETCTBHA, KOTOPBIE CO3JAI0T BO3MOXHOCTh MPOH3BOICTBA HIIN HPUBOMAT K CYIIECTBEHHOMY PHUCKY TIPOH3BOIACTBA
BETEPHUHAPHOI'0 JIEKAPCTBEHHOTO CPEJICTRA, OMACHOTO 711 3M0PCBBS M JKH3HHN JKHBOTHOTO HIIH YeJI0BEKa.
 HecooTBeTCTRIA, KOTOPHIE HE MOTYT KIACCH(HIMPOBATHCA KAK KPUTHYECKHE, HO:

NPUBENH MJIH MOTYT TIPUBECTH K TIPOW3BOACTBY BETEPHHAPHOTO JIEKAPCTBEHHOTO CPECTBA, HE COOTBETCTBYIOIIETO
NOKYMEHTaM PETHCTPALMOHHOIO JIOChE JIAHHOTO BETEPHHAPHOTO IEKAPCTBEHHOTO MPEIapara;

YKa3bIBalOT Ha CYUICCTBCHHOC OTKIOHeHHe oT TpeboBanuil Ilpasun Hagmesxaulell NpoW3BOACTBEHHON npakTHKu
EBpa3suiickoro 3KOHOMHYECKOI0 COI03a;

YKa3pIBAlOT HA CYUICCTBEHHOE OTKJOHEHHE OT TpeOOBAHWE MEKIYHAPONHBIX JOrOBOPOB MIIH HHBIX akTOB B cihepe
00palleHHs BETCPHHAPHBIX JIEKAPCTBEHHEIX CPEICTB, BXOASIIMX B NPaBo EBPasHiicKOro SKOHOMUYECKOTO COMO34;

YKa3pIBAIOT Ha HECNOCOOHOCTh WHCHEKTHPYEMOro cy0beKTa OCYLIECTBISTh CepUHHBIH BBHITYCK BETEPHHAPHBIX
JIEKapCTBEHHBIX  CPEJICTR  ONHOPOJHOTO Ka4yecTBa KJM HECIOCOOHOCTh YMOMHOMOYEHHOTO JIHOA MHCIIEKTHPYEMOTO
cy0BbeKTa BLIIONHATE CEOM MOJIKHOCTHEIE 0DA3aHHOCTH;

MPENCTABNSIOT COO0H KOMOHHALMIO HECOOTBETCTBUH, HH OJIHO M3 KOTOPBIX CAMO M0 cefe He ABMSETCS CYUIeCTBEHHBIM,
HO KOTOPBIE B COBOKYIIHOCTH HPEJICTAB/IAIOT CYIIECTBEHHOE HECOOTBETCTBHE M JIO/DKHBI OOBACHATHCA H (DHKCHPOBATHLCS
B KaueCTBe TAKOBOTO.
" HecooTBETCTBIS, KOTOPbIE HE MOTYT KIacCH(HIMPOBATHCS KaK KPUTHIECKUE HilH CYLIECTBEHHBIE, HO YKA3BIBAIOT
Ha OTKJIOHeHMe OT Tpebosanuil lpaBun Haiexallelt NPOM3BOACTBEHHOH NpakTHkM EBPasHIECKOro 3KOHOMWYECKOTO
COM03a.
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ITPUJIOKEHUE Ne 4

K IIpaBunam nposepenus
papMareBTHYECKUX UHCITEKITHHA

(bopma)

OTYET
0 MPOBEIEHHH IOBTOPHOH (KOHTPO/IbHOIT) dapManeBTHYecKO HHCIEKIIHH
NMPOU3BOJACTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTRHE
TpedoBanusim Ilpapua HapIexamel NPOU3BOACTBEHHOM MPAKTHKH
EBpa3niickoro »KOHOMHYECKOI'0 C01032

OT « » 20 Noe XX~ YYY-GMP/20NN-F!

B coorBeTcTBHHE C

(HauMeHoBaKKe, nata i No TOKyMeHTa, SIBILIOLLErocs OCHOBAHHUEM JUIAl 1IPOBE/ICHHS
(apMaLeETHYECKOW HHCTIEKI M)

C« » ITO < »

MPpOBeJeHa IOBTOpHAs (KOHTposbHAs) (apMaleBrudyeckas WHCIEKLIHUS MeTOI0M
JIOKYMEHTAPHOIO / BBIE3JIHOTO ~ MHCHEKTHPOBAHHSL  (HYJCHOC — NOOYEPKHYMb)
MPOU3BOJICTBA BETEPHMHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA  COOTBETCTBHE
TpeboBanusam [Ipasun Hajnexamelt IpoU3BOACTBEHHOM TpakTHKU EBpasuiickoro
SKOHOMUYECKOTO C€O003a, yTBepKAeHHbIX Pemennem CoBera Eppasuiickoit
SKOHOMHUECKONH KOMHCCHH OT 3 Hos0pa 2016 r. No 77 (manee — Ilpasuia

HaJlJIe)Kalled IPOU3BOLCTBEHHON MPaKTHKH )

(HauMeHOBaHHE MHCNIEKTHPYeMOro cyObekTa B cepe 00palleHHs BETePHHAPHBIX JIEKAPCTBEHHBIX CPEICTE)

(B.JIPC‘)C MECTa HaXOXICHHS HHCHCKTprGMOﬁ HpOH3BOJﬁ[CTB€HHOFI nnomamm)

IPYIION (papMaleBTHYECKUX HHCIIEKTOPOB B COCTABE:

(yKasarh TOIKHOCTH, QAMUIIHIO, MMSI, OTIECTBO (IIPH HAJIMYHH) BEYIIEro
(papManeBTHICCKOrO HHCIIEKTOPA)

(YKasarh JODKHOCTD, (PaMUIIMIO, UMSI, OTUECTBO (TIPH HATMIHK) (apMAIIEBTHIECKOr0 HHCIICKTOPA)
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(Ykas3aTh JOJGKHOCTB, (PaMHIIHIO, UMS, OTUYECTBO (IPH HaM4YMK) QapMareBTHYECKOro MHCIIEKTOPA)
Llens  nposeseHus  TOBTOPHOM  (KOHTPONBHOM)  (apManeBTHYecKOH
MHCIICKIMU: TIOITBEPIK/AEHHE YCTPAHCHUSI HECOOTBETCTBHM, BBISIBIEHHBIX B XOJIE
paHee poBeieHHON (hapMaIeBTHYCCKON MHCITEKITHHA.
Caezenus o ipepIyIned papManeBTHIecKoi MHCIIEKIIHH:
1. Jlara (narsl) mpoBenenus hapMareBTHIeCKOW HHCIIEKIAN:

C« » ITO « »

2. Homep u maTta ordera o npoBejeHHOH (apMaleBTHYeCKOH HHCIEKIIMH
(MHCTIEKIMH, TIO pesysbrartaM Kotopoi mpeacrasienst CAPA-mian u ortder o ero

BBIITOJIHEHUH):  No oT  «_» L.

(YKkasvléaemcs — y4emHulli  HOMEp  OMYemd,  HNpUCE0CHHbIL  HO  cxeme,
npedycmompennot  npuiodcenuem Ne 3k mpunoscenuio Ne 26 x  IIpasunam
peyiuposanus.  obpauenus  6emepunapHublx  JeKapPCMEEHHbIX  cpedCcme
HA MAMOJICEHHOU Meppumopuu Lepasuticko2o sKOHOMUYEcko20 coio3ay).

3. CocraB MHCHEKUMOHHOM TIPYIIIBL, HPOBOJMBINEH (DAPMALIEBTHUECKYIO
MHCIICKLIMIO (MHCIIEKIHIO, 110 pesylbTaraM KoTopoi mnpeiacraiensl CAPA-man

W OTYET O €r0 BITOJTHEHHH ):

(yKasarp JIOJDKHOCT, (DaMHIIHIO, MMS, OTYECTBO (TIPH HAIMYKH) BEAYIIETO
(hapManeBTUYECKOTr0 HHCIIEKTOPA)

(YKazarb TOIDKHOCTD, (PaMHIIMIO, M, 0TYECTBO (TIPH HaIIM4KK) (apMaleBTAIECKOr0 HHCIIEKTOPA)

(Yxasarh JIOIKHOCTD, haMHUIIIO, HMsl, OTYECTBO (IIPH HAIMYHK) (hapMalleBTHYECKOTO HHCIIEKTOPa).

4. Pesynbrarel ¥ 3aMedaHus (GapMaleBTUYECKONH WHCIEKIMH (MHCIEKIWH,
1o pe3ysbTaraM KoTopoii npezcrasiersl CAPA-IIan U 0TYET O ero BBIIOJIHEHHH):;

BEBEISIBJICHO HGCOOTBETCTBHﬁ, U3 HUX.:
(obIriee KOMHYECTRO)

KPUTHYCCKHE HECOOTBETCTBHSL — 2

CYHIECTBCHHEIC HCCOOTBETCTBHA — 2

1poyme —
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WHCIIeXTUpyeMble  30HBI:  IIOBTOpHas (KOHTpOJbHAs) (apMalieBTHYIeCKast

MHCIIEKIHs TIPOU3BOJICTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB MNPOBENCHA
METO/IOM

[] noxymenTaproro unciiekTupoBasust

[] BEIE31HOrO MHCTIEKTHPOBAHMS COIMTACHO HPOrpAMME HHCIIEKTHPOBAHHUS

OT « » 20 I.

CBeneHnss O JO/DKHOCTHBIX JIMIAX M COTPYJHHMKAX HMHCIEKTHPYEMOTo
00BeKTa,  Y4acTBYIOUMX B MPOBEIEHMH  IOBTOPHOH  (KOHTPOJBHOIN)
(apmarieBTMYecKol MHCHIEKIUH (3AMONHSETCS B Cilyyae MPOBEHCHHS BBIE3IHOIO

MHCIIEKTHPOBAHHS):

(pamumust, umst, OTUECTBO (IIPH HATTHUHH) IPEACTABUTENS HHCTICKTHPYEMOTo 00BeKTa, JOJDKHOCTR)

((pamunus, M, 0THECTBO (MPH HANTMYIK) [PEACTABUTENS HHCIIEKTHPYEMOro o0beKTa, JOJHKHOCTE)

(bammus, UM, OTHECTBO (NIPH HAJTMUMM) [IPENCTABUTENS HHCIICKTHPYEMOro 00beKTa, JOKHOCTE)

Pesysbrarsl 1poBeAEHHOH MOBTOPHOM (KOHTPOJILHOM) (hapManeBTHYecKo

HHCIICKIIHHA .
ITepeueHb HECOOTBETCTBHM Crenenns 00 ycTpaHEHHH HECOOTBETCTBHUS
Onenka yerpaneHus
U UX KBaTH(DUKATHS (KpaTKoe COJIepIKAHIE MEPOIPHUSITHS,
” HECOOTBETCTBHUS
II0JITBEPIKIAIONIHH JIOKYMEHT)
KonuuecTBo 9K3eMILIsIpoB 1 OK3EMILITSIP —
HHCHEKIIHOHHOTO OTUeTa (ykasaTe  HamMeHOBaHME  HHCIEKTHpyemoro  cyGbekra
U X [TOIyYaresin B cepe oDparlenHs BeTepHHapHbIX JIEKAPCTBEHHBIX CPE/ICTB, FOCYIAPCTBO — UieH

EBpasulickoro 3KOHOMUYECKOI0 CO3a / TPEThA CTpaHa)
2 DK3EMILISIp —

(yKkasaTb ~ HaWMEHOBAaHME  YNOIHOMOYEHHOTO  OpraHa
rocynapcrsa — 4iena Eppasuiickoro akOHOMHYECKOTO CO3a)
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3axmouyenne: IIpOM3BOACTEO BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB

(HaMMeHOBAHWE MHCIIEKTHPYEMOT0 CYOREKTA)

(cooTBeTCTBYET/HE COOTBETCTBYET (YKa3aTh HYXKHOE))

Tpebosanusam [IpaBuil HajuIexKaINeH TPOU3BOICTBEHHOMN PAKTHKH.

Oryer  sBNAETCS HEOTHEMIEMOH UACTBIO OTY4ETa O IIPOBEACHUH
npeabyIyiied  (papmManeBTHIeCKOM MHCHIEKIMH IIPOU3BOJCTBA BETEPHHAPHBIX
JICKapCTBEHHBIX CPEJICTB, 10 pe3ysibTaTaM KOTopoil mnpexactaBieHsl CAPA-1uian

M OTYET O €0 BLIIIOJIHEHUH.

Oryer cocraBiieH U MOIIHMCAH YICHAMHI HHCIIEKITMOHHOMN IPYIIIIbL:

(yka3arh JI0JDKHOCTb, (DAMHIIHIO, UM, OTIECTBO (P HAITHYHHN) (1ro/mucs)
BeJIyLIEro (hapMaleBTHIECKOTO HHCIIEKTOPA)

(yKasarh JOIDKHOCTE, (DAaMHITHIO, HMSI, OTUECTBO (TIPH HAJIMYHH) (monmuce)
(papManeBTHIeCKOro HHCIEKTOPa)

(yKa3aTh JOIDKHOCTB, (PaMHIIUIO, HMsI, OTYECTBO (IIPH HATHYIHHN) (monmucsk)
(hapManeBTUYECKOr0 HHCIIEKTOPA)

Jara: « » 20 P

I VuerHblil HoMep (UHATBHOTO (OKOHYATEILHOIO) OTYETa O MPOBEACHHH OBTOPHOH (KOHTPOJILHOM) dapMalesTHIecKoil
WHCHEKIHH (JOPMHPYETCS MO CXEeMe, T/e:

XX — 2-3na4nbiii OyKBEHHBIH MEKAYHAPOIHBIH KO rocy1apeTea — uieHa EBpasnickoro 5KOHOMHYECKOTO COKO3a;

YYY - HoMep, NPHCBOEHHBIH OTYETY B MNOpsJKE, YCTAHOBIEHHOM 3aKOHONATENLCTBOM TOCYIapcTBAa — ujieHa
EBpazHHCKOr0 3KOHOMHYECKOTO CO3a;

GMP - [lpaBuna Haiexalled NPON3BOICTBEHHON NPAKTHKH EBPa3niickoro 3KOHOMIYECKOTO COF03a;

20NN — roa npoeeeHus (papManeBTHISCKONH HHCIIEKIIAM;

|‘\:\ .ﬂ.r."ﬁ )
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