EBPA3ZUNCKAS DKOHOMUYECKASI KOMUCCUS
COBET

PEIMMEHUE
«22» ampenst 2024 r. Ne 36 r. Epesan

O BHecenuu usmenenuii B llpaBuiia peryjnpoBanus oopamenust
BeTEPHHAPHBIX JIEKAPCTBEHHBIX CPe/ICTB HA TAMOKeHHOI TeppHTOPHH
EBpa3uiickoro 3x0HOMHYECKOro coK3a

B coorsercrBun ¢ nyHkrom 14 IlpoTokosa 0 npuMeHeHUH
CaHMTAPHbIX, BETEPUHAPHO-CAHUTAPHBIX M KapaHTUHHBIX (PUTOCAHHUTAPHBIX
mep (npuioxenue Ne 12 k JloroBopy 0 EBpa3suiickoM 5KOHOMHYECKOM COFO3€E
or 29 maa 2014 ropa) u nynkrom 57 npusoxenuss Ne 1 x Pernamenty
pabdoTel  EBpasuiickol  3KOHOMHYECKOHW  KOMMCCHH, YTBEPXKIEHHOMY
Pemenniem Bricmero Espasuiickoro skoHomMuueckoro cosera ot 23 pekadps
2014 r. Ne 98, Coget EBpazuiickoif 5KOHOMHUYECKOH KOMUCCHH P € LI M JI:

I. Buectn B IlpaBuna perynmpoBaHusi oOpallleHHss BeTepPHHAPHBIX
JICKAPCTBEHHBIX CPEJACTB HAa TaMOKEHHOH TeppuTopuu EBpaszuiickoro
OKOHOMMYECKOIro coro3a, yrsepxaeHHble Pewennem Coera EBpaszmiickoit
OKOHOMHYECKOH Komuccuu or 21 suBaps 2022 r. Ne 1 (namee — Ilpasmna),
U3MEHEHUS COIJIACHO IIPHUIIOKEHHIO.

2. Ilpocuts EBpasuiicKytd S5KOHOMHUYECKYIO KOMHCCHIO COBMECTHO
C YIOJIHOMOUYEHHBEIMH OpraHamMM TocyaapcTB — ujieHOB EBpa3zuiickoro
DKOHOMMYECKOI0 COr3a B TedeHde O MecsilueB C JaThl BCTYIUICHHS
Hacrosiiero Pemenus B cuity npopaborarsk BOIPOC 110 BHECEHUIO H3MEHEHHH

B IIpaBuia, npeaycMaTpuBarOLUX MPOLEIYPY PETHCTPAIMM 10 HHUITUATHBE
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rocy/iapcTpa — unena EBpasuiickoro 5KOHOMMYECKOIro COH3a BETEPUHAPHBIX
JIEKapCTBEHHBIX TpenapaToB, 3aperuCTPUPOBAHHBIX cormacHo [IpaBuiam
B OTHOM M3 I'OCY/IapCTB — YWiIEHOB EBPa3suiicKOro 3KOHOMHUECKOro COI03a.

3. Hacrosmee Pewenne BeTynmaer B CHIY 10 HCTEYCHHHM

30 xajieHAapHbIX JHEH ¢ JaThl ero OpUIATEHOTO OIyOIMKOBAHHUS.

YHuenpl CoBera EBpa3uiickoii 92KOHOMHYECKOH KOMHCCHH:
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ITPHITOKEHUE

K Pemrennto Cosera
EBpasuiickoil 5KOHOMHIECKOH KOMUCCHI
ot 22 anpens 2024 r. Ne 36

N3IMEHEHMWA,
suocumble B [IpaBsuiia peryaupoBanus o0pauienus BeTepUHAPHBIX
JIEKAPCTBEHHbIX CPeJCTB HAa TaMOKeHHo#l Teppuropuu EBpasuiickoro
IKOHOMHYECKOI'0 €0X03a

I.IIo Tekcry crmoBo «HeAOOpPOKAYECTBEHHBIH» B COOTBETCTBYIOLIMX
yuciie U Najexe 3aMEeHUTh CJIOBOM «HEKAYeCTBEHHBIH» B COOTBETCTBYIOIIMX
4ypcie M [ajexe, ClioBa «KIMHHYECKHUX UCCACAOBAHWM (MCIIBITAHHI )»
3aMEHMTh  CJIOBAMM  «KIMHMYCCKHUX  MCCIeoBaHUN  (MCTIRITAHM)
BETEPUHAPHBLIX JIEKAPCTBEHHBIX IPENapaToB», CIOBO  «YHHUTOKCHUEY
B COOTBETCTBYIOLEM  MajieXe 3aMCHHTh  CIOBAMH  «YHHUTOXKEHHE
(yTHM3ai@s)» B COOTBETCTBYIOIIEM TIafeke, CIOBA (JIOKIMHHUYECKHX M)
3aMEHUTh  CJIOBAMH  «JOKIMHHUYECKHX  MCCIe/OBAaHUM  (MCIBITAHUM)
BETEPHUHAPHBIX JIGKAPCTBEHHBEIX CPEJIACTB M», clioBa «cbop (HOLumMHAa)»
B COOTBETCTBYIOIIEM MaJ/IekKe 2aMEHUTh CJI0BaMK «CO0p (IONUIMHA) UK HHBIE
0OsI3aTeNBHBIE TUIATEKU» B COOTBETCTBYIOILEM Ma/ese, CIIOBO «PeareHThD»
3aMEHUTh CJIOBAMH «PEAaKTUBBI (peareHThl)», CII0Ba «IIepeueHb JOKYMEHTOB
B COOTBETCTBYIOLIEM Il1aJle’Ke 3aMCHHUTH CIOBAMH «IICPCUCHb M3MCHCHIHY
B COOTBETCTBYHOLIEM MaCKe.

2. B mynkTe 5:

a) TIpe/INIoKEeHne TepBoe abzara BOCBEMOTO TOclie CIOB  «(YHKIHM
OpraHM3Ma >KMBOTHOTO» JIOTIOJIHUTH CJIOBAMM «(B TOM HHCIIE CPEACTBO LIS
HAPKO3a)»;

6) B ab3aue jBajlaTh BTOPOM cloBa «hapMakonedHoW craThuy»

3aMEeHUTh cloBaMu «(papmakoneitnoit crarbu Gapmaronen Corosay;
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B) B alzale JABaiuarhk TperbeM cioBa «papMakomeiHoi craTbuy
3aMeHUThb ciloBaMu «papmakoneiitoi craten Papmaxonen Corozan;

r) ad3al TPUALATH BTOPOH HCKITFOYHTE;

J) noclie adzana TpUALATh TMATOTO JOMOJHUTHE ab3alieM Clieaytouero
COJIepIKaHUSI:

«HEKAYECTBEHHOE  BETEPUHApPHOE  JIGKAPCTBEHHOE  CPEICTBO»  —
BETEPUHAPHOE JIEKApCTBEHHOE CPeJICTBO, HE COOTBETCTBYIOIICE TPEOOBAHHSIM
HOPMAaTHBHOIO JIOKYMEHTA HA BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTRO
ni (hapmaxorneiftioli craron @apmaxoren Coro3a (IIpU HATMYKK);»;

e) ab3all TpUAUATh LIECTOH TOCTHEe CIOB  «KOHTPOJIO KadecTsa
BETEPUHAPHOIO  JIKAPCTBEHHOTO  CPEJCTBA,»  JOTOJHWTH  CIIOBAMM
«oopmisieMblii  npaBoOOIamaTEIEM  BETEPHUHAPHOTO  JIEKAPCTBEHHOIO
npenapara uy»;

K) ab3all  TPUANATE  CEJBMOM  IOCIIE  CJIOB  (UICKIMHUYECKUX
VCCNIENOBAHNA  (MCTIBITAHNN)»  JIOIIOJNHUTH  CIIOBAMU  «BETepUHAPHBIX
JICKaPCTBEHHBIX CPEJICTBY;

3) ab3al COpOK IEepBBIH MOCKE CIIOB «AOKIMHHYECKUX HCCICTOBAHUMN
(MCIBITAHMI)»  JIONIOJIHMTL ~ CIIOBAMM  «BETEPUHAPHBIX  JIEKAPCTBEHHBIX
CPEJICTBY;

1) B ab3ale nThbAecsT BTOPOM CJIOBA KTPETBHX TOCYIAPCTB» 3aMEHUTh
CJIOBAMM «TPETBUX CTPAHY;

K) ab3all TATHIECAT YETBEPTHIN M3IOXKUTEL B CICAYIONICH peaKiu:

«pedepeHTHBI  BETEPHHAPHBINM  JieKapCTBEHHbIH  mpenapar»y  —
BCTEPUHAPHBIM  JICKAPCTBEHHLIM  mpernapar, BKIOYEHHBIH B peecTp
BETEPUHAPHEIX  JIEKAPCTBEHHbIX  npenaparoB  (Coi3a HA  OCHOBAHUM
PEruCTPalMOHHOI0  J0ChE BETEPHHAPHOTO JIEKAPCTBEHHOTO TIperapara,
COJEPIKALLIETIO PE3YJIbTAThl BCEX NOKIMHUYECKHUX UCCIENOBAHUH (MCIIBbITAHUN)

BCTCPUHAPHOI'0 JICKAPCTBCHHOTO CpPCACTBA M KIMHHUYECKHUX UCCIICIOBAH MM
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(MCIBITaHMi) BETEPUHAPHOIO JIGKAPCTBEHHOIO Mpermapara, MoATBEPIKAalOUMX
ero KayecTBo, 0e30HacHOCTb M A(PPEKTHBHOCTH, & TAKKe HCIONb3YEMbIi
B Ka4yecTBe Npernapara CpaBHEHUs W SBJISIONIENCS HTATOHOM, [0 KOTOPOMY
ONPEJIENiFIOTCS (HOPMUPYIOTCS) CBOHMCTBA BETEPUHAPHOIO JIEKAPCTBEHHOrO
TIpenapara;»;

1) B ab3ane nsTh/eciaT BOCBMOM CJIOBA «BETEPUHAPHOE JIEKAPCTBEHHOE
CPEJICTBO, MPOU3BEIAEHHOE» 3aMEHUTh CII0BAMM «KOJIMYECTBO BETEPHHAPHOI'O
JIEKAPCTBEHHOI'O CPEJCTBA, IPOU3BELEHHOIOY;

M) nocine  ad3aua  IeCTBIAECST  IEepBOrO  JOMOJHWTE  ab3alem
CIEeAYIOUIEro COIePKaAHMS:

«yTOJITHOMOYEHHOE U110 IIPOU3BOIUTENS BETEPUHAPHBIX
JICKAPCTBEHHEIX CPEJCTBY» — COTPYJIHUK MPeAIPUATUS, KOTOPLIH aTTeCTOBAH
COIVIACHO 3aKOHOJATENBCTBY TOCY/AapCTBa-uieHa, Ha KOTOPOIO BO3JIAraeTcs
OTBETCTBEHHOCTH 3a KQYECTBO MPOU3BOJIMMEIX 1 BLIIIYCKAEMbIX B PEaH3aIHIo
BETEPUHAPHBIX JIEKAPCTBEHHEIX CPEACTB U KOTOPBIM rapaHTHPYET, UTO Karkias
CepHsi BETEPUHAPHOIO JICKAPCTBEHHOI'O CPEACTBA NMPOU3BE/IEHA W TTPOBEPeHa
B coorsercrsuu ¢ IlpaBunamy Hajiexameid MpoOM3BOJCTBEHHONW TIPAKTHKM
EBpasUiCKOro 5KOHOMHYECKOIO COH3a, a TaKkKe € YUYCTOM II0JI0KEeHHUI
HOPMaTHBHOI'O JIOKyMEHTa Ha BETEPHHAPHOE JEKapCTBEHHOE CPEe[CTBO
U PErUCTPaliiOHHOIO J10Che BETEPHHAPHOTO JIEKapCTBEHHOTO TIperapara;.

3. Pazzen I gomonHUTE myHKTOM 7' CHENYIOLIErO COAEPIKAHUSA:

«7'. CueumpuKannm U MeTOjbl KOHTPON KAuyecTBa BETEPHHAPHBIX
JIEKapCTBEHHBIX  CPEJACTB  OUPEAENSIOTCS  COINIACHO dapmakormee
EBpasniickoro skOHOMHYECKOTO CO103a, yIBepxkaeHHoi PerrenneM Kommernu
EBpasuiickoii skoHomuueckod komuccuu ot 11 aprycra 2020 r. No 100
(nanee -- Dapmakoness Coro3a), a NMPH OTCYTCTBHM B Hell HEOOXOAUMOI

(papmakoneiHoil crated — coriacHo QapmakornesM [oCyAapcTB-YICHOB,
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a B Cllyyae OTCYTCTBMs B HHMX (apMakonedHOd CTaTbl — COIJIACHO
HOPMAaTUBHOMY JIOKYMEHTY Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTRO. ).

B [ojmynkr «O» 1mynkra 9 nociie cJIOB «JIEKapCTBEHHOTO CPEICTBaY
JIONIOJIHMTEL  CJIOBAMU  «(3a MCKIIIOYEHWEM ITPOM3ROJICTBA  (PapMaIlcBTHUECKOM
CYOCTAHLIKHN ).

4. JIoTOSTHUTE IYHKTOM 9! ciieIyFolero coiepiKasus:

«9'. IIpoM3BOMTENIE  BETCPHHAPHOTO  JIEKAPCTBEHHOI'O  CPEJICTBA
OCYIIECTBIIAET  MPOBEPKY KadecTBa U OE30IIACHOCTH  KaKIOH  cepuu
BBIITYCKaEMOI'0 BETEPHHAPHOIO JICKApPCTBEHHOIO IIperapara Ha COOTBETCTBHE
MoKasare/isiM  HOPMATUBHOIO JOKYMEHTa Ha BETCPHUHAPHOE JICKApCTBEHHOE
CPElCTBO M 1I0 pe3yibraraM JaHHOW IPOBEPKA O(QOPMIISET JIOKYMEHT,
HOATBEPAIAIOIIMI Ka4ecTBO M 0€3011aCHOCTh BETCPUHAPHOTO JIEKAPCTBEHHOIO
npenapara (ceprudurar KauecTsa, aHATUTHYCCKHH MACTIOPT U JIp.).».

5. Ilynkr 10 npusHaTh yTpaTUBIINAM CHITY.

6. B HaumeHoBanuu mozpasznena 1 pazjena IV cioBo «perucrparium
3aMEHHTD CIIOBOM «OOpAICHUSD.

7. B myHkTe 24:

a) MOAIIYHKT «O» TIOC/ie CJIOB  «MMEIOMIeH» JIONOJIHUTL  CIOBAMH
GJICUCTBYIOITYIO JTUIICH3UIO 1)}

©) IOTTOITHUTE TOITYHKTOM (B CIIEAYIOLIEr0 COIepKaHus:

«B) MX COIPOBOXCIECHUA HHCTPYKIHMEH 10 MPUMEHCHHIO BETEPHHAPHOIO
JIeKapCTBEHHOI'O IIpeliaparta U YIakOBKOH € TEKCTOM Ha PYCCKOM SI3LIKE M Ha
rOCYIapCTBEHHOM f3BIKE IOCY/apcTsa-wieHa (TpH HaMIUYHKA COOTBETCTBYIOIIUX
TpeDOBaHHUA B 3aKOHOJATENBCTBE rOCyapeTBa-uleHa, Ha TePPUTOPHH KOTOPOIo
obpar@aeTcs BETepUHAPHBIHN JIEKapCTBEHHBIN Npenapar).».

8. Momosnauts myHKTOM 24! ClIeyIOLIErO CONEPKAHNS:

«24'. Ha tamoxenHoil reppuropur (Coroza 3ampemiaercs obparrneHue

HEKA4YEeCTBEHHbIX, (QaNbCHPUIUPOBAHHBIX, KOHTPahaKTHBIX BETEPUHAPHBIX
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JIEKApPCTBEHHBIX ~ CPEJICTB,  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  Iperaparos,
HE 3aperHCTPUPOBAHHLIX B COOTBETCTBHH C HacTOsimUMu  |IpaBwmamu
(3a MCKIIIOUEHWeM Cilyuades, onupejeneHblx myHxrom 340 sacrosmmx [Ipasmn),
a TAKOKe BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB € HCTEKIIAM CPOKOM TOHOCTH.

HekauectBeHHbIE, (QanbcHPUIMPOBAHHBIE, KOHTPAQAKTHEIC BETEPHHAPHbIE
JIEKApCTBEHHBIC CPEJCTBA, a TaKXKEe BETEPUHAPHBIC JEKApCTBEHHbLIE CpPEeACTBa
C HCTeKIIMM CPOKOM TOJAHOCTH TO/IeXaT W3BATHIO W3 obpaiiends Ha
TaMOXKeHHOM  Tepputopur  Coro3za W TIOCHE/YIOIEMY  YHHYTOKEHUIO
(YyTWIIM3allWK)  WIM  BBIBO3Y € TaMOXeHHOM  teppuropun  Corosa
(mpu oOHapyKeHUHM B IIYHKTaX IPOIyCKa Hepe3 I'OCYIapCTBEHHBIE TPaHHIlLI
roCy/1apCTB-UIeHOB, PaCIOIOKEHHBIX HA TaMOKeHHOH rpanutie Coro3za).

Vuuurokenne (yTMauzauus) HEKauyeCTBEHHbIX, (DanbCHPHUINPOBAHHEIX,
KOHTpaaKTHBIX  BeTepUHApPHLIX  JIGKAPCTBEHHBIX  CPENCTB, a  Takxke
BETEPUHAPHBIX JISKAPCTBEHHbLIX CPENCTB € MCTEKIIMM CPOKOM TOMHOCTH
OCYLLIECTBIISIETCS 32 CUeT MX BJIAJICblIa B COOTBETCTBHH C 3aKOHOAATEIILCTBOM
roCy1apCTB-4JICHOB.

Jlvna, nomyeruBinve obpaiieHue Ha TaMoxeHHOH Tepputopun Corosa
HEKAYECTBEHHBIX, (QanbCHQHUIMPOBAHHLIX, KOHTpA(AKTHBIX BeTEPUHAPHBIX
JIEKAPCTBEHHBIX CPEJCTB, 4 TAKXKE BETEPUHAPHBLIX JIEKAPCTBEHHLIX MPEIapaToB
C MWCTCKIIAM CPOKOM TOHHOCTH, HECYT OTBETCTBEHHOCTH B COOTBETCTBHH
C 3aKOHOJATE/ILCTBOM I'OCY AAPCTBA-WICHA, HA TEPPUTOPHH KOTOPOTO YCTAHOBIIEH
(axr HapyLIeHHs.».

9.B abzane nepeom myHKTa 32 ciioBa «(TIOATBEPXKICHUS pPErHCTPAIINH,
[IPUBEICHHS  PErHCTPAlMOHHOTO  JIOChE  BETEPHMHAPHOTO  JIEKAPCTBEHHOIO
rmpenapara B COOTBETCTBHE ¢ TPeOOBAHWSIMH HAcTOSIIMX [IpaBuin)» 3aMeHHTSH
CJIOBAMM  «MJIM  LPHUBEIECHUS  PErHCTPAlMOHHOIO  JIOChE  BETCPHHAPHOIO
JIEKAPCTBEHHOIO IIpefiapata B COOTBETCTBUE ¢ TPeDOBAHUSMH  HACTOSIIIHX

[IpaBusm».
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10. B ab63ane nepsom nyukra 36:

a) NOCIIE CJIOB «3asiBI€HUS W PEruMCcTPalMOHHOIO JIOCEE» JIOTIOJHHTE
CIIOBAMM «BETEPUHAPHOIO JIEKAPCTBEHHOIO [IpenapaTay;,

0) CIIOBO «peakTHBOBY 3aMEHUTH CIIOBAMU «PEAKTHBOB (peareHTOB ).

11. B nmyHxre 38 cioBa «B 3JCKTPOHHOM BW/IE» 3aMEHHUTH CIIOBAMU
«B BNEKTPOHHOU (hopmey.

12. B mynkTe 41:

B IIPEUIOKEHNUN IIEPBOM CJIOBA «B JJIEKTPOHHOM BHJIE W» 3aMEHHUTH
CIIOBaAMHU «B 3JIEKTPOHHOM BH/JIE MITH»;

HPeIOKEHHE BTOPOe M3JIOKUTL B cllellyrouledl peaakuuu: «B ciydae
HAIIpaBIeHUs [KMCbMa 3aKa3HbIM IIOYTOBBIM OTIPaBICHHEM OHO CUMTACTCS
IOJIy4eHHBIM 110 MCT€YEeHHMM 5 pabodyux JHEH ¢ JaThl ero OTMpaBKH, a TIpH
HallpaBJIeHUM B 2JIEKTPOHHOM BUJE — B ICHb OTIPABKH. ».

13. B nysakre 42:

a)B alzalle MEepBOM CJIOBO  «3aSBUTEISH»  3aMEHUTb  CJIOBAMH
«, HaINIPaBJICHHOMY 3asBUTEIIEM B IIMCHMEHHOM (popme B pepepeHTHBIH opraH
nmo perucrpanuu B TedeHne 90 kamenjgapHbix JHEH C© JaThl TPUHSATHS
pedepeHTHBIM OPraHoOM I10 PErHCTPALIMK COOTBETCTBYIOIEr0 PEILIEHUs,»;

6) MOJMYHKT «B» HU3JI0KUTH B CICAYIOMIEH pelaKiiu:

«B) JOKYMEHTHI, JIPEJCTARICHHBIE 3aABUTEIEM B paMKax IPOLEAYpPHI
BHECEHMsI B PErHCTPALUOHHCE [I0ChE 3apETUCTPHPOBAHHOTO BETEPUHAPHOI'O
JICKapCTBCHHOIO IIpenapara HM3MEHEHHH (namec — Tpoleaypa BHECEHUs
U3MEHEHHH) M0 TEePevHIo corlacHo mpuiaokennio No 6 (nanee — repedeHb
VU3MEHECHHUH );».

14. JTomomauts mynkramu 42! u 422 cieayiomero cogepsKanus:

«42'. Tlpu HenocTyIyienuk OT 3asBHUTEIs B CPOK, YKa3aHHBIH B abzaie
nepBoM lynkra 42 nacroswux IlpaBuii, 3ampoca o BO3BpaTe JOKYMEHTOB

ped)epeﬂ'mblﬁ ODPI'ad 110 pEerucTpaur MpuHUMacT pCuICHUC O JNanbHEHITIEM UX



XpaHeHdd — MM YHUYTOXKeHWM  (YTWJIM3AlMH) B COOTBETCTBUH
C 3aKOHOJATENLCTBOM I'OCYJapCcTBa-UICHA.

42°. B ciyuae 3aBeplICHUS TIPOLEAYPHl PErHCTPaIii BETEPHHAPHOIO
JIEKAPCTBEHHOIG TIpernapaTa Ui OCYIIECTBICHUS UHBIX TTPOLEAYD, CBA3aHHbIX
C pPerucTpanien, ¢ MOJOKUTCILHBIM Pe3yJbTaTOM 3asBUTE/Ib COITIACOBEIBACT
¢ YIONHOMOYEHHBIM OPTaHOM TOCyAapCTBa-ujieHa, Ha TePPUTOPHH KOTOPOTO
myiaHupyeTess  obpallleHne  BeTepUHApHOIO  JIGKAPCTBEHHOIrO Iperapara,
NEPEBOJ] MHCTPYKIMM 110 I[IPUMEHEHHUIO BETEPUHAPHOTO JIEKAPCTBEHHOTO
rpernapara U TEKCTa HAa MakKeTe YIIAKOBKM BETEPUHAPHOTO JIEKAPCTBEHHOTO
penapara Ha IOCYJapCTBEHHBIA S3BIK 9TOTO TOCyJapcTBa-wwieHa, €eciu
PYCCKUH A3BIK B 3TOM TOCYJIapCTBE-UIEHE HE SBISIETCS TOCYAapCTBEHHBIM
(Ipy  HaIMHYUM  COOTBETCTBYHOIIMX TpeOOBAaHWH B  3aKOHOLATENILCTBE
rocyAapcTBa-uiaeHa).».

15. B nynkre 44:

a) B TIOJIITYHKTE «O»:

B ab3ale BTOPOM CllOBa «B  aKKPEAUTOBAHHBLIX JabopaTopwsx
(MCTBITATEIIEHBIX HEHTPAX)» UCKITIOYHUTH;

B ab3alle ATOM CJIOBA «OIEHKY COOTBETCTBHS) 3aMEHHTh CIOBAMH
«B) OLIEHKY COOTBETCTBUSY;

0) MOMILYHKT «B» M3JIOKUTH B CICAYIONICH pelaxIiiu:

«T) ohopMIEHUE DKCIEPTHOTO 3AKITIOUEHUSL. ).

16. B nynkTe 46:

a) TTocIe CIICBA «OnosoruIecKoe JOIIOJHHUTH CIIOBOM
«, CHOTCXHOIOTHIECKOEY;

0) ciloBa «CTelneHb Marucrpa Wik YYeHYyr CTeleHb B ITPOQHIHPYOIEi

06H3CTH,>) HCKJIFKOYHTH.



17. B nyukre 47:

a) B ab3ale BTGPOM HOJILYHKTA «a» CIOBa «, HA3HAYMBLIETO KCIIEPTU3Y,
OT 3asBUTENS MJIM JPYIMX 3aUHTEPECOB2HHBIX B PE3yNbTaTax HKCHCPTH3LI
IMI» 3aMEHMTb CJIIOBAMM «WJIM TpyHIbl JUI (KaKk TOPUIWYECKHX, Tak
U (PU3UYECKUX), KOTOPBIE MOTYT JIEHCTBOBATE B MHTEPECAX 3aSIBUTEIS

6) B abs3ame BTOPOM TOAMYyHKTa «06» ClIOB2 «PerucTpalroHHbIX
MaTepraoBy» 3aMEHHTEL CIIOBAMH «PETHCTPAIHOHHOTO JIOChE BETEPHHAPHOIO
JTIeKapCTBEHHOTO nmpenapara WU JICKYMEHTOB, JLOTIOJIHSIFOLITNX
PETUCTPAITHOHHOE IOChE BETEPUHAPHOIO JIEKAPCTBEHHOTO IIperiapara,.

18. ITynkr 48 nociie ciioB «dcClieoBaHUs (HMCIBITAHUS)» NOMOIHUTD
CJI0BAMHU «00pa3LoB BETEPUHAPHOIO JIEKAPCTBEHHOTO CPEJICTRAY.

19. B ab3anax nepsoM u Bropom myHkra 50 crmopa «MexayHapoHbIM
SIM300TUYECKUM OIOpo» 3aMeHUTb cioBaMu «BcemupHel opranmsaiueit
3JI0POBbS JKUBOTHBIX).

20. Ilpennoxenue BTopoe MyHKTa 53 1 Npe/UIoKeHne mepBoe MyHKra 57
MocJie CJI0B «UCCICI0BAHMH (MCIBITaHMil)» JONOJIHUTE CI0BaMU «0OpasiioB
BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEJICTBAY.

21. ITyHKT 58 M3JI0KUTE B CIIEAYIONIEH pelaKivu;

«58. B cnyuae mnpupiieyeHus pedepeHTHBIM OpPraHoM [0 PEerucTpariiu
corylacHO IyHKTy 45 Hactosiux IIpaBuil Apyrux SKCHEPTHBIX YUPEKISHUMN
WM OpraHu3auuil pedepeHTHbIH OpraH 1Mo PerucTpaliiy HazHa4YaeT OJHO M3
HMX OTBETCIBEHHLIM 3a 0000UIeHHe BCEX pEe3yNbTAaTOB  HIKCIEPTHU3HI
BETEPHHAPHOTO JIEKAPCTBEHHOTO CPECTRA. Y.

22. B mpenokeHun mnepBoM mnyHKTa 68 cioBa «45 pabGouux jHei»
3aMCHHUTHL clioBamu  «45 paboumx JjiHel ¢ Jarbl I[IOIYYeHMs peIIeHus
peepenTHOoro Oprama [0 PEruCTpaldd O MPOBEJICHUH  SKCIEPTH3EI

BETECPHUHAPHOI'O JICKAPCTBCHHOT'O CPCACTBA».



9

23. llpennoxenne nepoe nyHkra 69 mocie CJlI0B «HUCCIeTOBaHUM
(MCTIBITaHUA )» JIOTIOJIHUTh CII0BaMH «00pasLoB BETEPUHAPHOTO
JIEKAPCTBEHHOI'O CPEJCTBAY.

24.B abzaue TpetbeM nyHkra 70 1mupper  «90»  3amMeHHTLH
mudpamu «95».

25. AB3ariel epBbIi — TpeTHH MyHKTa 77 NPH3HATH yTPATUBIIMUMH CHILY.

26.B abzane mnepBom myHKTa 78 cCioBa «, a TaKXKe IepeBoja
COIIACOBAHHBIX  pe(EPEHTHBIM  OpPraHoM 110  pPerucrpalid  IPOeKTOB
WHCTPYKLIHUMA TI0 NPUMEHEHHMIO BETEPUHAPHOIO JIEKapCTBEHHOI'O IIpernapaTa
M TeKcra Ha IpPOeKTe Makera YIAKOBKM € PYCCKOro  sI3bIKa
Ha TIOCYNApPCTBEHHBIM $3BIK IOCYJapCTBa-ujcHa, Ha TEPPUTOPHH KOTOPOTO
npeanosaraercs oOpalleHue BEeTePHHAPHOrO JIGKapCTBEHHOTO TMperapara
(IpM  HAJIMYUM  COOTBETCTBYIOIUMX TpeDOBaHWH B  3aKOHOJIATENLCTBE
roCy1apCTBa-UjIeHa)» UCKIIOYHTh.

27. B iynkre 79:

a) nudpsl «20» 3amenuTs HUppamu «15»;

©)cimoBa  « M OCYHNIECTBUTb IIE€PEBOJ C  PYCCKOrO  si3bIKa
HA I'OCYJApPCTBEHHKIM $3bIK IrOCYyJapcTBa-ujiena, Ha TEePPUTOPUM KOTOPOTO
npeanoiaraercst obpallenre BEeTepUHAPHOIO JICKApCTBEHHOI'O Iperapara,
COIIACOBAHHBLIX  peepeHTHBIM  OpraHoOM 110  PErHCTPAUMH  TPOEKTa
WHCTPYKIMH TI0 NPYMEHECHHIO BETEPHHAPHOIO JICKApCTBEHHOTO Tipenapara
W TEKCTa Ha TIPOEKTE MakeTa YMaKOBKHM BETCPUHAPHOTO JIEKAPCTBEHHOTO
mpernapara (mpm HATUYWN COOTBETCTBYIOLIHNX TpeGoraHui
B 3aKOHO/IATEILCTBE TOCY/IAPCTRA-IICHA)» UCKIIFOYUTb.

28.B mnynxre &1 cnosa « a Takke B ciydae IIpelcTaBlIeHUs
Ha 2IEKTPOHHOM HOCHUTEIIE IIepeBo/a ¢ PYCCKOro s3bIKa Ha TOCYIapPCTREHHLIHN
A3bIK  TOCYJApCTBa-ujieHa, Ha TEPPUTOPUM  KOTOPOTO  MPEANOJIaracTcs

oOpalleHHe BETCPUHAPHOIO JIEKAPCTBEHHOIO TMpernapara, coraacoBaHHbIX
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pedepeHTHBIM ~ OpraHoM [0  PerucTpauuu  [poeKTa  HHCTPYKIMHU
O NPUMEHEHHWIO BETEPUMHAPHOIO JIEKAPCTBEHHOI'O lpenapara M TEKeTa
Ha NPOEKTEe Makera YNAKOBKM BETEPMHAPHOrO JIGKapCTBEHHOTO Ipermapara
(npy  HanM4Y¥MM  COOTBETCTBYIOLIMX TpPeOOBAaHWH B  3aKOHOJATENILCTBE
rocyjapcerea-ujieHa)» U «(B TOM HHCIIE X MX TMEPSBOY C PYCCKOIO SI3bIKA
Ha TOCYJapCTBEHHBIH S3BIK TOCY/NapCTBa-ulieHa, Ha TEPPUTOPUU KOTOPOI'O
npeanojaraeress oOpalleHHe BETEPUHAPHOTO JIEKAPCTBEHHOIO IIperapara
(MpM HaMWYWH COOTBETCTBYIONIAX TpPEOOBAHUN B 3aKOHOAATENLCTBE JTOIO
rocylapcTBa-4IeHa))» UCKITFOTHTE.

29. Ilynxr 82 npu3HaTh yTPATURILIHM CUITY.

30. B nyuxre 88:

a) Ipe/UIOKEeHHe I[IepBOe  JAOIOJHHUTh CIOBAMH «C  COONIOJIEHUEM
KOHQUAEHLUMAILHOCTH  CBelJeHUH 00  3KcmepTrax,  COmepIKariuxcs
B DKCIIEPTHOM 3aK/IIOYEHUU»;

0) npeuIokKeHue BTOpoe UCKITIOYUTh.

31. B nynkre 89:

a) B TIOJIYHKTE «O» CIOBA «M HA TOCYIAPCTBEHHOM SI3bIKE rOCylapCTBa-
YJieHa, Ha TEPPUTOPUHE KOTOPOTO Mpejinoiaraetes odpaleHne BeTepruHApHOTO
JIEKapCTBEHHOTO Tpenapara (MpyW HaJMYMKM COOTBETCTBYIOIIMX TPeOOBAHMM
B 3aKOHOJIaTEJILCTBE FOCY/[aPCTRA-/1€HA)» UCKIIIOUMTD;,

0) B IOAUYHKTE «B» CJIOBA «H HA FOCYIAPCTREHHOM SI3BIKE TOCY/[apCTRA-
YJIeHa, Ha TEPPUTOPHHU KOTOPOIO MpeanoaraeTes odpalieHe BeTepuHapHOro
JIGKApCTBEHHOTO Ipenapara (Mpy HanMuMK COOTBETCTBYIOUIMX TpeboBaHul
B 3aKOHO/ATEIbCTBE MOCYJapCTBA-UIICHA),» UCKITIOUNTE.

32. B noanyrkre «B» nyHkTa 91 cnoBa «, W (WiM) HelpencTaBlIeHUe
IIEPEBOJlA C PYCCKOIO SI3bIKa Ha IOCYJApPCTBEHHBIN SI3bIK FOCY/IapCTBa-ulIcHa,
Ha TEPPUTOPUM KOTOPOI'o Ipejrojaraercs oOpaleHne BeTepUHApHOTO

JEKAPCTBCHHOI'O  HpellapaTd, IIpOCEKTa HHCTPYKIHH 110 NPHUMCHCHHIO
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BETCLHUHAPHOI'O JICKAPCTBEHHOI'O IIpeliapaTta M TEKCTa Ha IMPOCKTEC Makera

YIIAKOBKM ~ BETEPUHAPHOIO JICKAPCTBEHHOrO Tperapata (Ipy  HaJIWYWH
COOTBETCTBYIOIIMX TpeOOBaHUH B 3aKOHOJATEILCTBE TOCYIapCTBA-UIIEHa)y
MCKITFOUMTE.

33. Ilpennoxkenne BTOpoe INOANYHKTA «a» IIyHKTa 92 10ciie CJIoB
«accrie/lopanuil  (MCHBITAHMM)»  JONONHUTL — CJIOBaMH  «o0pa3IioB
BETEPHUHAPHOI0 JIEKAPCTBEHHOI'O CPEJCTBAN.

34. B nynxre 113 nudpst «10» 3amenuts uudpamu «15.

35. B nynkre 118:

a) B ab3ale NMEpBOM CJIOBA «HA OCHOBAHWHM JIAHHBIX (hapmakoHa 3opay
MCKITFOUNTB;

©) B ab3ame TpeTheM CJoBa «, WX TIEPEBOJI C PYCCKOrO SI3bIKA
Ha TOCYJIapCTBEHHBIN S3BIK Trocy/aapcTBa-wieHa, Ha TePPUTOPHU KOTOPOIO
oOpalnaeTcsi BETEPUHAPHBIM JIGKAPCTBECHHBIM TIperapaT B COOTBETCTBHH
C YCIOBUSIMM perucrparuu (lipy HalM4dKd COOTBETCTBYIOLIMX TpeOOBaHWMI
B 3aKOHOJIaTeNbCTBE IOCYJapeTBa-uileHa), U» 3aMeHHUTh CIIOBAMH «H UX).

36. B nynkre 120 cinoBa «u (MJIM) HENpPEUCTABJICHHS WX TEepeBo/ia
C PYCCKOro s3blKka Ha I[OCYJapCTBEHHbIH s3bIK  TOCY/IapCcTBa-dICHA,
HA TEPPUTOPMU KOTOPOro obpallaeicsi BETECPHUHAPHBIM JIEKapCTBEHHEIN
gperapar B COCTBETCTBUHM ¢ YCJIOBHSMH pEeTHUCTpaluu (MpH  HATHYHH
COOTBETCTBYIOINUX TPeOOBAHUH B 3aKOHOJATEILCTBE I'OCYAapCTBa-4JIEHA),»
MCKITIOUHTE.

37. B nyuxre 126:

a) IPEeJUIOKSHUE TIEPBOE  JAOIMOJHUTH CJIOBAMH  «C  COOMIOLAEHHEM
KOHpUAEHIMAILHOCTA  CBeJleHKH 00  oskcmeprax,  COAEpIKaIuXcs
B OKCIICPTHOM 3aKIIOUCHU»;

0) mipe/IToKEHUE BTOPOE UCKITFOUUTD.
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38. B nynkre 127:

a) B TIOAITYHKTE «@)» CJIOBA M HA FOCY&PCTBEHHOM SI3bIKE IOCYIapCTBRa-
4JIeHa, Ha TEPPUTOPUM KOTOPOTo o0pallaercs seTepuHapHblid JCKaPCTBEHHbIHA
mpernapar B COOTBETCTBUMM € YCIOBUSMU PErucTpaluu (Mpd  HaTAYMH
COOTBETCTBYIOLIMX TPeOOBAaHUN B 3aKOHONATENBCTBE TOCYAapCTBA-YiieHa))
UCKIIFOUNTD;

6) B noanyHkTe «O» ClIOBa «M Ha TOCY/IAPCTBEHHOM SI3BIKE I'OCYAapCcTBa-
YJIeHa, HA TEPPUTOPHUH KOTOPOro obdparaercst BeTepruHapHbli JIeKapCTBEHHbII
nperapar B COOTBETCTBHU € YCIOBHSMH perucrpaumu (Ipu HaJIMYUH
COOTBETCTBYIOIMX TpeOOBaHUM B 3aKOHOJATENLCTBE I'OCYIapcTBa-diieHa),»
MCKITIOYNTD.

39. B noamyunkre «r» nynkra 129 ciopa «, U (WIH) HENPEICTABICHUE
IIEPEeBOJIa ¢ PYCCKOro s3bIKa Ha I'OCYJapCTBEHHBIN A3BIK rOCyAapCTBa-uJena,
Ha TEPPUTOPUM KOTOpPOro oOpallaeTcss BETEPUHAPHBIM JTeKapCTBEHHBIN
npernapar B COOTBETCTBUM ¢ YCIOBHUSIMM PETUCTPAIAM, MPOESKTA MHCTPYKIIUU
0 MNPUMEHEHHWIO BETEPUHAPHOrO JEKApPCTBEHHOIO Ipenapara M TeKera
Ha TPOEKTe MaKeTa YMaKOBKM BETEPHHAPHOTO JIEKAPCTBEHHOTO Mperapara
(MpM  HAIAYUHK  COOTBETCTBYIOIMMX  TpeOOBaHMH B  3aKOHOJATE]LCTBE
rocyJlapcTBa-unaeHa)» UCKIFOTUTh.

40. [Tpennmoxkenne Bropoe noarmynkra «a» nyakra 130 KCKIFYUTE.

41.1lo Texcry ad3ama mnepBoro myHkta 133 clloBa «HOpMATEBHBIM
JOKYMEHT Ha BeTepUHapHOE JICKapCTBEHHOE CPE/ICTBO M» 3aMCHHTL CIIOBAMM
«PErHCTPAlIMOHHOE  JOChE BETEPHHAPHOIO JICKAPCTBEHHOTO  IIperapara,
HOPMATUBHBIM  JOKYMEHT Ha BETEPUHAPHOEC JIEKAPCTBEHHOE CPEJICTBO
U (WIIn )».

42. Absan, Tperud nynkra 139 1nocie cioga «Buie)» JTONOIHWTE
CIIOBAMM «, cojepxkawue obocHOBaHME U IOATBEPKICHWEC BHOCHMBIX

M3MEHEHMH, a TakKe JOKyMeHT (ero 3aBepeHHasi KOMWS), TIOITBEPK/ AT
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MPaBOMOYHOCTh  3asBUTeNss  (ero  MHpeACTaBUTEIsI)  HA  BHECCHHE

B PETHCTPALMOHHOE JOChE BETCPHHAPHOTO JICKAPCTBEHHOI'O Tperapara
W3MCHEEMH (B TOM YHCIIC JOBEPEHHOCTB),».

43. B noamyHKTe «I» IyHKTa 144 crosa «u (WMIM) HEMpEACTaBIICHHE
1IEPEBOJIA C PYCCKOI'O sI3bIKA HA I'OCYAAPCTBEHHBIN SI3BbIK FOCYIAPCTBA-UJIeHA,
Ha TEpPPUTOPUM KOTOpOro oOpamiaercs BeTEpUHAPHBIM JleKapCTBeHHBIH
1penapar B COOTBETCTBHM C YCJIOBUAMU PETMCTPALIAH, [IPOEKTOB UHCTPYKITHK
110 [OPUMEHEHHUIO BETEPUHAPHOIO JIEKAPCTBEHHOI'O Mperapara M TEKCTa Ha
IIpOEKTe MakKera YIAaKOBKHM BETEpPUHAPHOIO JIEKAPCTBEHHOIO mperapara
(MpM  HaJW4YMU  COOTBETCTBYIOIIMX TpeOOBaHWH B  3aKOHOJATEIILCTBE
rocyapcTBa-uieHa)» HCKIYUTh.

44. IlpennoxeHue BTOpoe MOJNMYHKTa «a» MyHKTa 145 w mpejuioxkenue
nepoe myHkTa 150 mocye cnoB «uMccnae0BaHUM (MCIBITAHWH)» AOMONHUTD
CII0BaMM «00Pa3I[0B BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEICTRAY.

45. AG3aupl nepBblA — TpeTwid IyHkra 158 npu3naTh yTpaTUBIIMMH
CUILY.

46.B abzane nepsoMm nyunkra 159 cioBa «, a TaKxke mepeBoma
COIVIACOBAaHHBIX  pepepeHTHbIM  OpraHOM (10  PEeruCcTpPalud  MPOEKTOB
UHCTPYKLUMU 110 HPUMEHEHHIO BETEpUHAPHOIO JIEKAPCTBEHHOIO TMperiapara
M TeKcTa Ha I[POEKTe MakeTa YHNAKOBKH €  PYCCKOro  SI3BIKa
Ha TOCYAAapCTBSHHBIN $3BIK TOCYAapcTBa-djieHa, Ha TEPPUTOPUH KOTOPOI'O
pejronaraerest odpalleHre BETEPUHAPHOIO JIEKAPCTBEHHOIO Mperapara
(Ipm  HAIWYMY  COOTBETCTBYIOIIMX TpeOOBaHUM B  3aKOHOJATEILCTBE
roCy/IapCTRa-WICHA)» UCKIIOUHUTh.

47. B nyuakre 160:

a) mudpsl «20» 3ameHUTs TuhpamMu «15»;

©)cnoBa  «, M OCYIIECTBUTh TMEPEBOA C  PYCCKOTO  si3bIKa

Ha T‘OC}ﬂHﬁpCTBGHHBIﬁ JABLIK TOCYAapcTBa-4JicHa, Ha TCPPUTOPHKU KOTOPOI'O
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oOpaiaercs BETEPUHAPHBIA JIEKAPCTBEHHLIM IIpenapar B COOTBETCTBHH

C YCIOBHSMH  PErHCTPAIMH, COTJIACOBAHHEIX  pedepeHTHLIM — OpPraHoM
MO PETUCTPAlMKM TPOEKTa HWHCTPYKIMM IO IPUMEHEHHIO BETePUHAPHOTO
JIEKapCTBEHHOIO TpermapaTa M TeKCTa Ha [POEKTe MaKkeTa YIIaKOBKU
BETEPMHAPHOTO JIEKAPCTBEHHOI'O Mpelapara (Mpu HATHIAY COOTBETCTBYIOIIMX
TpeOOBaHUH B 3aKCHOAATENLCTBE I'OCY AAPCTBA-UIICHA)» HCKITIOUHTE.

48. B nynxre 162:

a) B abszalle IEpBOM CJIOBA «M TIPEJICTABICHUS HA OJIEKTPOHHOM
HOCHTE/IE HEepeBojJla € PYCCKOro sI3plka Ha TOCYAAPCTBEHHBLIH  A3bIK
rocy/lapcTBa-ujiena, Ha TEPPHTOPHH KOTOPOro o0pallaeTcsi BeTepUHAPHEIN
JICKAPCTBEHHBIM TIperapar B COOTBETCTBUM C YCICBHSMH PETHCTpAIlNY,
COTJIACOBAHHBIX  pe(EepPeHTHBIM  OpraHoM 10  PEerueTpaludd  [POeKTa
MHCTPYKIUA 10 NPUMEHEHMIO BETepHMHAPHOIO JJEKAPCTBEHHOTO Tperapara
M TEKCTa Ha IPOEKTe MAaKeTa YNaKOBKH BETEPUHAPHOIO JIEKAPCTBEHHOTO
mperapara (ipu HAIUYHU COOTBETCTBYHOIINX TpeboBanuii
B 3aKOHOJATE/ILCTBE I'OCYJapCTBa-Y/ieHa)» U «(B TOM YHCIE K HX IIEPEBOAY
C PYCCKOI0 A3bIKA Ha TCCYNApCTBEHHBIH SI3BIK  TOCYJIapCTBa-djieHa,
Ha TEPPUTOPUU KOTOPOro oOpalaercs BETEPUHAPHBIN JIeKapCTBEHHBIN
1penapar B COOTBETCTBUH C YCIOBUSIMU PErUCTPAIIAH )» HCKITIOYUTE;

0) abzar BTOPOH 1TPU3HATE YTPATUBITUM CHITY.,

49. Tlpejuiokerine nepBoe I1yHxkTa 163 [ocie CIOB «HCClieOBAHHUMI
(ucobITaHuit)y  OHONHUTL  ClloBaMH  «00pasios BCTECPHHAPHOTO
NeKapCTBEHHOT'O CPE/ICTBAY.

50. B ab3aue Bropom nyHkra 167 u myakrte 169:

a) IPE/UIOKEHUE IepBOe JIOTONHUTH CJOBaMH  «C  COOJIIOEHHEM
KOHQUICHIMAILHOCTH  cBeJlenuit 00 oKemeprax, — COAepIKamuxces
B HKCMIEPTHOM 3aKITIOUCHUNY;

6) IMPEUJIONKECHNE BTOPOC MCKIIIOYHUTD.
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51. B noanyHkrax «O» u «B» 1yHira 170 cioBa «d Ha rocyIapcTBEHHOM
A3bIKE  rocyJaperBa-djieHa, Ha  TepPpUTOpPHM  KOTOporo  oOpamaercs
BETEepPUHAPHBI JIeKapCTBEHHBII npernapar B COOTBETCTBUH
C YCIIOBUSMH PerucTpauuy (IpH HaIMYMK COOTBETCTBYIOINUX TpeOOBaHUMA
B 3aKOHOAATENIBCTBE TOCYIapCTBA-UJIeHA)» HCKITIOUNTD.

52. B mynkre 178 nudpet «10» sameruts mudpamu «15».

53. B ab3ane Tperhem myHKTa 183 crnoBa «, WX HEpPEBOJ C PYCCKOro
S3pIKa Ha TOCYJApCTBEHHBIA S3BIK T'OCY/ApCTBA-WlIE€HA, HA TEPPUTOPUH
KoToporo  ofpairaercs — BeTEpUHApHBIM  JIEKApCTBSHHBIA  IIpenapar
B COOTBETCTBUH C YCAOBHAMM perucrpaldi (IIpy HATMYUH COOTBETCTRYIOIIUX
TpeOOBaHUIl B 3aKOHOAATEIBCTBE ITOCYAAPCTBA-UIICHA),» UCKITFOUHTh.

54.B  npepnoxkenuu nepBoM  nyHkra 185  cmoBa  «m  (mim)
HeIpelCTaBIIeHUs UX [IEPeBOAa ¢ PyCCKOro A3bIKa Ha TOCYAApCTBEHILIN SI3bIK
roCcy1apCcTBa-4jleHa, Ha TEePPUTOPHUU KOTOPOro oOpaliaercs BETCPHHAPHEIN
NEKapCTBEHHBIA TMpernapar B COOTBCTCTBUHM C YCIOBHUSMU PErHCTPALEN
(MpM  HAIMYUM  COOTBETCTBYIOIIMX TpeDOBAHMM B  3aKOHOIATEHLCTBE
roCy/1apCTBa-uJIeHa),» HCKITIOYHTh.

55. B ab3ane sropom nynkra 189 u mynkre 191:

a) NpeJUIo’KeHne [epBOe  JIONOJHUTL  CJIOBAMH  «C  COOJIFOJeHHEeM
KOH(UIEHIIMAIEHOCTH CBeJleHul 00 JKCIepTax, coaepxKaluxcs
B OKCIIEPTHOM 3aKIHOYCHUNY;

0) mpeanoxXeHue BTOpPOe HCKITFOUNTE.

56. B monmyHKTax «O» M «B» MyHKT2 192 cnoBa «M Ha rocy{apCTBEHHOM
S3BIKE  TOCYJIapCTBa-ujieHa, Ha TEPPUTOPUM  KOTOPOro  oOpainaercs
BETCPUHAPHBIA JICKAPCTBCHHBINM Iperapar B COOTBETCTBUM C YCJIOBHSMM
perucrpauuu (pu HAJIMYUH COOTBETCTBYHOIIMX TpeboBanuit

B 3aKOHOAaTCIILCTBE FOC}’,[[&_[JCTBB.-LIJIGH&)» HCKITIOUHTE.
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57. B abzaue ngrom nyHrkra 195 clioBa «B COOTBETCTBHH € TIEpPEUHEM

JOKYMEHTOBY» UCKIIOUMTh.

58. B nyHkre 198:

a)B abzalle NepBOM CIOBa «d TIEpEeBOJAa C PYCCKOrO  s3LIKA
Ha TOCYJApCTBEHHBIH SI3BIK TOCYJapcTBa-ujieHa, HAa TEPPUTOPUH KOTOPOI'O
oOpamaercss BETEpUHAPHBIA JIEKAPCTBSHHBLIM Ipenapar B COOTBETCTBUU
C YCIOBHMSIMA PETHMCTpalliM, [pOeKTa MHCTPYKUUM 110 [PUMEHEHUIO
BETEPUMHAPHOIO JIEKADCTBEHHOI'O [Ipenapara W TeKcTa Ha IPOeKTe MakKeTa
YIAKOBKM BETEPUHAPHOIO JIEKAPCTBEHHOro lpenapara (Ipd HAIUYAH
COCTBETCTBYIOIMX TPeOOBaHUH B 3aKOHOATENECTBE TOCY/APCTBA-UICHA)Y
HUCKITFOUUTE;

©) B mpeanoxkeHWM TepBOM ab3arma  BTOpPOro crioBa  «# (W)
HEIMPEJACTAaBICHUA TIEPEBOA C PYCCKOTO SI3bIKA HA TOCYJIAPCTBEHHBIN S3bIK
rocyJlapcTsa-ujieHa, Ha TEepPPUTOPUH KOTOpOro obpariaeTcss BeTepuHapHbBII
JIEKAPCTBEHHEBINM TIpernapar B COOTBETCTBMM C YCIOBUSIMU PerMCTPaLUH,
UPOEKTa MHCTPYKIMM 110 DPUMEHEHHMIO BETEPHHAPHOIO JIEKAPCTBEHHOTO
upenapara M TeKCTa Ha IIPOEKT€ Makera YIIAaKOBKM BETEPUHAPHOTO
JIEKAPCTBEHHOTO Iipernapata (IIpM HaIMYdU COOTBETCTBYIOMIMX TpeOoBaHMM
B 3aKOHOATEIbCTBE NOCYAapCTRA-YIEHA)» UCIIIHOYMTh.

59.B abzaue nepsom ilyHkra 199 cioBa «, a Takke TIepeBOsa
C PYCCKOro s3bIKA HA TOCYJIApCTBEHHBIM SI3BIK  rOCyJlapcTBa-yjiela,
Ha TEPPUTCPUM KOTOPOTO O0OpaIliacTcss BETEPUHAPHBIN JIEKApCTBEHHbIH
IIpernapar B COOTBETCTBUM C YCIOBUSIMU PErUCTPALIMM, IPOEKTOB UHCTPYKIMU
10 IIPUMEHEHUIO BETEPHHAPHOTO JIEKAPCTBEHHOIO IIperapata M TeKcTa
Ha IPOEKTE Makera yUAaKOBKM BETEPHHApPHOIO JIEKapCTBEHHOIO lipenapara
(Mpy HaIMYUM  COOTBETCTBYIOUIMX TpeOOBaHWN B  3aKOHO/ATCIHCTBE

rocyaanpcrse a—qﬂeHa) » HCKIIFOYHTS.
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60. B noanyukre «a» nyHkra 200:

a) B a03alle TPEThEeM CJIOBA «U HA rOCYTAPCTBEHHOM SI3BIKE TOCY1apcTBa-
YJIeHa, HA TePPUTOPHHU KOTOPOro obpalaercs BeTepUHAPHBIN JIeKapCTBEHHEIH
mpermapar B COOTBETCTBMM C YCIOBHSMH perucTpanud (Mpd  HaIUudu
COOTBETCTBYIONIMX TpeOOBaHMN B 3aKOHOJATENLCTBE TIOCY/IapCTBa-4/ieHa )y
MCKJTIOUUTD;

0) B abszaile uyeTBepTOM CIOBAa «M Ha TOCYAApPCTBEHHOM  SI3BIKE
rocyJlapcrBa-ujiera, Ha TEPPUTOPUM KOTOPOro odpalliaercsi BeTepUHAPHBIH
JIeKApCTBEHHBIH IIpernapaT B COOTBETCTBUM C  YCIOBMSIMHM PErUCTPALIUNA
(MpM  HAJIWYHUH  COOTBETCTBYIOIIMX TPEOOBAHWH B  3aKOHO/ATEILCTBE
rocy/lapcTBa-usieHa),» HCKITHYHTh.

61. B myskTe 203:

a) IOTIONTHUTH ~ CJIOBAMHM  (JUISI ~ BETEPUHAPHBIX  JIEKAPCTBEHHBIX
MpemapaToB, KOTOPhIE HE OTHOCSATCS K TPyMme (KaTeropwii) BeTepUHApPHBIX
JeKApCTBEHHBIX — MpernapaToB (¢ OAHAM  JIE€HCTBYIOIIMM  BEIIECTBOM),
3apPErUCTPUPOBAHHBIX B COOTBETCTBMK C 3aKOHOJATENLCTBOM I'OCYIApCTB-
qJISHOB U HE UMEIOLUX B COCTaBe JeHCTBYIOIIMUX BelecTB (B Cilydyae HaTHYHs
COOTBeTCIBYMOILEeH  (apmakoneinod  crateu  Papmakonen  Coroza)
0 IIePeYHIO COorJacHo upuioxenuto No 16, 4 BeTepHHAPHBIX JIEKAPCTBEHHBIX
mpenaparoB, KOTOpble He OTHOCATCS K rpynmne (KaTeropuu) BeTepHHAPHBIX
JIEKAPCTBEHHBIX ~ TPEraparoB, 3aperUCTPUPOBAHHBIX B COOTBETCTBUM
C  3aKOHONATEITLCTBOM  TOCYAAPCTB-WICHOB, TI0  [EPEYHI0  COIJIACHO
npunoxenuio No 16'»;

0) JIOMOJIHKTE a03a1eM CJIEIYIOLIErO COAePIKAHUS:

«CpoKk HpOBEJIEHHs I[poLeLypbl I[PUBEACHHS B  COOTBETCTBHE
PErHCTPAIIMOHHOIO AOChE HE JIOJKEH npeBbimarh 130 pabounx nHe# ¢ aarhr
NPUHATASA peepeHTHBIM OPTaHOM MO PETHCTPAIMK PEINCHUS! O TIPOBEICHUH

3KCOCPTU3hI BCTCPHHAPHOTO JICKAPCTBCHHOIO CpCJACTBA MO JICHH BHECCHHA
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CBCICHUH O  BCTEPUHAPHOM  JIEKAPCTBEHHOM  INperapare B peectp

BETCPHHAPHBIX JIEKAPCTBEHHBIX rpenapatoB (Coroza (Onok-cxema 9.12!
npunoxennss Ne 9k nacrosmmm Ilpaswiam) uiss rpynm  (kateropuii)
BETEPUHAPHBIX  JIGKAPCTBEHHBIX  lIpernaparoB,  3aperuCTPHpPOBAHHBIX
B COOTBETCTBMM C 3aKOHOJATEILCTBOM TOCYJIApPCTB-UICHOB, 10 IIEPEYHIO,
npenycMoTpeHHomy mpunoxerrem Ne 16! k nactosmmm [Mpasunam.».

62. B ab3aue nesatom myHkTa 204 cioBa «JlaHHbie 0 JOKIMHUYECKUX
M» 3aMEHUTh CJIOBaMH «/laHHBIE O [OKIMHHYECKHX HCCIIENOBAHUIX
(MCIBITAHUSX) BRTEPHHAPHOTO IEKAPCTBEHHOTO CPEJICTBA 1.

63. ITynkr 206 W310KUTh B ClIeAYIOLIEH pelaKuuu:

«206. IIpouenypa npuBeeHUS B COOTBETCTBHE PETHCTPAIIMOHHOIO
J0Che:

a) He TpeOyercs [l BeTePUHAPHBIX IIEKAPCTBEHHBIX TpENaparos,
KOTOpBIE OTHOCATCA K Ipyltie (KaTeropuu) BETEPUHAPHBIX JIGKAPCTBEHHBIX
npenaparoB (¢ OJHMM JICHCTBYIOUMM BEIIECTBOM), 3aperucTpUbOBAHHBIX
B COOTBETCTBHM C 3aKOHOJATEIBCTBOM TOCYJ@PCTB-UJICHOB ¥ HMMEIOLIUX
B COCTaBE JECHCTBYIOIIME BellecTBa (B Cllydae HalM4Msl COOTBETCTBYIOLICH
(hbapMaKONeHHOH  CcTaThu dapmaxkorien Coroza) [0  [epPeYHIo,
npegycMoTpeHHoMy  mpunoxenueM Ne 16 k  macrosimum  lparmiiam.
B oTHOmIeHWM TAaKWX ~ BeTEPUMHAPHBIX  JIEKAPCTBEHHLIX  MPENapaTos
YHOJIHOMOYEHHbId  Oprad  OCYLUECTBJISICT JACHCTBHUS, TPEAYCMOTPEHHBIE
nynkrom 235 nacrodiiux Ilpasun, B cpok, yCTaHOBJICHHBIH mynkTom 205
Hacrosiux [lpasuit;

0) ocywectBisgerca  Ans rpynn (KaTeropmif)  BeTepHHAPHBIX
JIEKApCTBEHHBIX  TpernaparoB, 3aperHCTPHPOBAHHBIX B COOTBETCTBUU
C 3aKOHC/IaTENHCTBOM I'OCYIapPCTB-U/IEHOB, 10 IIEPEYHIO, [IPEIYCMOTPEHHOMY
npuiokenrem No 16" k macrosiuum IlpasuiaM, IO cXeMe B3aHMHOTO

npusHanus. B xoje gannol npoueiypsl IS yKazaHHBIX Tpymnn (KaTeropuif)
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BETEPHHAPHBIX JIEKAPCTBEHHBIX TIPENapaToB IMOJI0XKEHUsl MyHKTOB 219 — 225,

230 —232, 237 n 241 nacrosmmux [IpaBuit He HpUMeEHSIIOTCSL.).

04. Tlpennoxenue mepBoe myHkra 216 mocioe ClIoB «UCCIENOBAHUN
(McmBITAaHWH)»  JIOTIOJTHUTL  CJIOBAMU «00pa3nes BETEPUHAPHOTO
JIEKAPCTBEHHOT'O CPEJICTBAY.

65. 1lynkr 217 U3110KUTh B CEAYIOMICH PeTaKITHN:

«217. Cpox DpOBEUECHUS SKCHCPTHBIM YUPEKICHUEM  SKCIIEPTHU3bI
BETEPUHAPHOrO  JIEKAPCTBEHHOTO  CPEJICTBA B IENSX  [IPUBEHACHUS
PErUCTPAMOHHOIO  JIOChEe  BETEPHUHAPHOTO  JIEKApPCTBEHHOT'O  lpenapara
B COOTBETCTBYE C TpeOHOBAHUSIMU HACTOSIIMX [ paBui1 coCTaBIIsET:

JNIsi  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IIpernapaTroB,  KOTOPbHIE
HE OTHOCSTCs K Tpyine (Kareropuu) BeTepUHApHbIX JIeKApCTBEHHBIX
npenapaTos (¢ OJHUM ACHCTBYIOLIMM BELECTBOM), 3aperuCcTPHPOBAHHBIX
B COOTBETCTBMM C 3aKOHOAATENIbCTBOM TOCYAAPCTB-YICHOB M HE MMEFOIIUX
B COCTaBe JEHCTBYIOIIMX BeLIECTB (B cllydyae HAJIMYMSI COOTBETCTBYIOIIEH
(papmakoneiinoit  crarbu  Papmakomen  Coroza) 1o mepeudmio,
npeaycMoTpeHHoMy npuiioxkeHneM Ne 16 k  Hacrosmum  Ilpasuiiam,
U BETCPUHAPHBIX JIGKAPCTBEHHBIX TIPEMapaToB, KOTOpPHIE HE OTHOCSITCS
K Tpynme (KaTeropMu) BETEPUHAPHBIX JIEKAPCTBGHHBIX  IIpenaparos,
3aPETUCTPUPOBAHHBIX B COOTBETCTBHM C 3aKOHOJIATEIHCTBOM IOCYIapCTBa-
wieHa, 1o NepeyHio, 11pelycMoTpeHHOMY NpuiiokeHreM Ne 16' k mactosmmm
[IpaBusam, — He dosee 90 padoumx JHEH;

JUls Tpylll (Kareropuil) BeTepUHApHBIX JEKapCTBEHHBIX TIPEMapaTos,
3apPErUCTPUPOBAHHBIX B COOTBETCTBHMM C 3aKOHOJATEIBCTBOM rOCY/IAPCTB-
YIEHOB, MO TIEPeYHI0, TIPEAyCMOTPEHHOMY mpuiokennem Ne 16!
K HactosimuM [IpaBunam, — ne dosiee 70 pabouux jaHei.

[To wroram »KCIEpTHU3BI BETEPUHAPHOI'O JIEKAPCTBEHHOI'O CpeICcTBA

O(J[)OpMﬂHCTCH IPEC/IBAPUTEIILHOC DKCHEPTHOE  3aK/IIOYCHHEC, a TakKXKe
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B COOTBETCTBMM C IryHKTamu 52 — 55 sacrosuux [lpaBun 3ampoc B ajipec
3asBUTENSE O HPEAOCTaBlIeHUM  HeJocTaromed  (JOTONHHTENLHOM)
UHpOpMailik, HEOOXOJUMBIX Pa3bsICHEHUH WIH YTOUHEHWH, KacaroIluxcs
JIOKYMEHTOB, BXOJSIIMX B COCTaB OOHOBJICHHOTO PErHCTPAITAOHHOTO JIOChE,
JAdHBIX, YKa3aHHBIX B OOHOBJIEHHOM pPETHCTPANMOHHOM HOChE, M JaHHBIX,
YKa3aHHBIX B MIEPHOJIMYECKOM OTUETE, ITOSICHUTEILHOM 3al1icKe-000CHOBAHWH.
IIpensapuTebHOE SKCIEPTHOE 3aKIICUEHHE M 3alpoc B alpec 3asBHTEINs,
a B Cllyyae OTCYTCTBHMs 3alpoca - MTOIOBOE OKCIEPTHOE 3aKIIoUYeHME
HampaplIAfOTCS B yKa3saHHBIE  CPOKM  OKCIEPTHBIM  YUpEKJEHUEM
B pedepeHTHBIM opram.y.

66. ononuuts mynkrom 218" ciemyromero copepxanmus:

«218'. B ciuyuae OQOPMIICHMA TPEABAPUTEIBHOTO  HKCUEPTHOIO
3aKIFOYEHUst B OTHOLIEHMM  Tpymnm  (Kareropwi)  BeTepHUHAPHLIX
JIEKapCTBEHHBIX  IpellaparoB, 3aperdCTPUPOBAHHBIX B COOTBETCTBHMH
C 3aKOHOJIATE/ILCTBOM TOCY/IaPCTB-UIEHOB, MO MEPEIHIO, NPELyCMOTPEHHOMY
mpunoxennem Ne 16' k wactosum TlpaBunam, npouedypa IpHBE/CHHS
B COOTBETCTBHE PErHCTPAIlMOHHOIO JIOChe  BO300HOBIISIETCS ¢  JATHI
IOCTYMJICHUSt B PE(EPEHTHBINH OpraH 10 perucTpalidd OTBETAa 3asBUTENsS] Ha
3ampoc, yKasadHeld B nydnkre 217 npacrogmux  IlpaBun, koTopwiit
He moszaaee 4 paboumx pHed HanpaBisercss pedepeHTHBIM  OpraHoM
[0 PEruCTpall B SKCIEPTHOE YUPEKIECHHUE NS 3aBEPUICHUS SKCIHEPTH3EI
BETEPUHAPHOI0  JIEKAPCTBEHHOIO CpEJIcTBA, a B ciydae o(OpMIIEHHS
IIOJIOXKUTEIEHOTO UTOTOBOIO 3KCIEPTHOTO 3aKJIF0YeHNs. peepeHTHRIH oprax
1o perucrpaimu OCYIIECTRISIET nercTBusl, [IPeLyCMOTPEHHBIC
nyskramu 227 — 229 (npum HeoOX0MMOCTH) W NYHKTOM 233 HaCTOANMX
Ipasni.».

67. B niyrikre 220:

a) ungpst «10» 3amenuts unhpamu «15»;
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0) cinoBa  « M OCYLLECTBUTbH IIEPEBOJI €  DYCCKOTO  sA3BIKA
Ha IOCYJapCTBEHHBIH #3BIK IOCyJapeiBa-wieHa, Ha TEePPUTOPHU KOTOPOTO
npejmnosaraercss obOpalleHue BETEPUHAPHOTO JIEKAPCTBEHHOrO Mperapara,
COIIACOBAHHBIX  pedepeHTHBIM  OpPraHoM MO  PEeruCTPaldy  IIPOEKTa
AHCTPYKIIMK IO TIPHMEHEHHUIO BETCPHHAPHOTO JIEKAPCTBEHHOIO IIpernapara
M TEKCTa Ha TPOCKTE MaKeTa YNaKOBKY BETEPUHAPHOIO JIEKAPCTBEHHOTO
npenapara (mpu HaJTUIUN COOTBETCTBYIOIINUX TpeboBaHwit
B 3aKOHOJIATEJILCTBE IOCY1apCTBA-UJIEHA)» UCKIIFOYHUTD.,

68. [Tynktr 222 wu npeioxenue 1epBoe nyHkra 223 mocie clioB
«HUCCIeI0BaHUIA (ucublTaHMid)»  JONOJMHUTB  CJIOBAMM «0OpasIoB
BETEPUHAPHOI'O JIEKAPCTBEHHOTO CPEICTRAY.

69. B a03aue TperbeM NyHKTa 227 CIOBa «, a TAK)KE TEPEBOJ] POEKTA
MHCTPYKIMHM II0 NPUMEHEHHIO BETEPHHAPHOIO JICKAPCTBEHHOT'O Iperapara
U TEeKCTa Ha IIPOEKTe MaKeTa YIMaKOBKH BETEPHHAPHOTO JIEKAPCTBEHHOI'O
mpernapara ¢ pycckoro si3blka Ha TOCY/I3PCTBEHHBIN SI3bIK COOTBETCTBYIOIIETO
rocyJiapcTBa-uIeHa» UCKIFOYHTh.

70.B  mpeamoxenwuu 1nepBom  nyHkra 229  cioBa  «d  (HITH)
HENPEJICTABJIEHNs [IEPEBO/IA ¢ PYCCKOIO $i3blka Ha I'OCYJAPCTBEHHBIR S3LIK
rocyJlapcrBa-uiena, Ha TEPpPUTOpUM KOTOporo obpaliaercs BeTepHHApPHLIH
JIEKAPCTBEHHBIA IIpernapar B COOTBETCTBMH C YCJIOBUAMH pPETHCTPAINH,
[POEKTOB HHCTPYKUUYU TO TPUMEHEHHWIO BETEPUHAPHOIO JIEKAPCTBEHHOI'O
npenapara M TEKCTA Ha IIPOEKTE MAaKETa YHAKOBKU BETEPUHAPHOI'O
JEKapCTBEHHOro npernapara (Ipu HaJIMYWK COOTBETCTBYIONMX TpeCoBaHMH
B 3aKOHOJIATENbCTRE TOCYIAPCTRA-TIIEHA)» HCKIIOUHTh.

71. ITynxr 233 U3m0KUTH B CIEAYIONIEH PeAAKIIHH:

«233. PepepeHTHBIH OpraH IO DErwcTpalyvyd Ha OCHOBAHUHM CBOJHOIO
MIIA UTOIOBOIO DKCIEPTHOIO 3aK/IIOUEHXA (B CiydasX, TMPEeIyCMOTPEHHBIX

nyukramu 217, 218, 226 u 232 nactosmmx [Iparmn) ve mozaree 5 pabounx
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JIHEH ¢ JIaThI ero HOJYHICHUA OT DKCIIEPTHOT'O YUPCHACHUA IIPUHAMACT OJHO

U3 CJICIYFOITUX PEIICHUN:

a) O TMOATBEPIKJEHMU IIPUBEJEHUSI B COOTBETCTBHE ¢ TpeOOBaHUSMU
Hactosmux  [Ipasu PErMCTPallMOHHOIO  J10Che BETEPHUHAPHOI'O
JIEKapCTBEHHOrO Iperapara, KOTOPBIH He OTHOCHUTCS K rpyrie (Kareropum)
BETEPUHAPHBIX JIGKAPCTBEHHBIX IpernapatoB (¢ OAHMM  AeUCTBYIOUIMM
BEILECTBOM), 3aperUCTPUPOBAHHBIX B COOTBETCTBHUM C 3aKOHOJIATE/ILCTBOM
rOCyJapCTB-YJICHOB M HE WMEIOMIHX B COCTaBe JIEHCTBYIOLIMX BEIIECTB
(B cilydae HaJNMYHs COOTBETCTBYIOMIEH (papmakoneiinoil crarbu DapMakoreu
Coroza) o mepevnio, 1peycMoTpeHHOMy npuiioxkenneM Ne 16 K Hacrosimm
[IpaBwiam, wiM BETEPUHAPHOIO JIEKADCTBEHHOTO TIpenapara, KOTOpPHIM
He OTHOCHMTCS K Ipynie (KaTeropud) BeTCPHHAPHBIX JIEKAPCTBEHHbBIX
PEeraparoB, 3aperucTPHPOBAHHBIX B COOTBETCTBHM C 3aKOHOJATENLCTBOM
rOCYIapCTB-YIEHOB, 110 [EPEYHIO, [IPeIyCMOTPeHHOMY Tpuiokerrem No 16!
K nacrosuum llpaBuinam (¢ BO3MOMXHOCTBIO OOpaleHusi B COOTBETCTBUU
¢ Hacrosmumu llpasunamMyd  BeTepHHAPHOIO JIEKAPCTBEHHOrO IIpernapara,
3apPErHCTPUPOBAHHOTO B COOTBETCTBHM C 3aKOHOJATENILCTBOM [OCYAApCTB-
YIEHOB, HA TEPPHTOPHUAX TOCY/[APCTB-UIEHOB, YIOJIHOMOYEHHBIE OpPraHbl
KOTOPBIX TOATBEPJMIN TPKBEJEHUE PErHMCTPALMOHHOIO JIOChE ATOTO
fiperapara B COOTBETCTBHE ¢ TpeOoBaHusMu HacTosmux [Ipapun),

0) 0 nmoATBepXKAEHUM IPUBEIEHUS B COOTBETCTBHE ¢ TpebosaHUsMU
HACTOALIUX ITpasui PErHCTPALIMOHEOTO J0Che BETEPUHAPHOIO
JIGKapCTBEHHOIO IIpernapara, KOTOPBIH OTHOCHTCS K rpynne (KaTeropHH)
BETCPUHAPHBIX  JIGKAPCTBEHHBIX  TPENaparoB,  3aperuCTPUPOBAHHBIX
B COOTBETCTBHH C 3aKOHOJIATEILCTBOM TIOCY/APCTB-4IEHOB, 110 IIePEYHIO,
npegycMoTpeniomMy npunoxendem Ne 16" k  Hacrosmmm  ITpasuinam
(C  BO3MOXKHOCTBIO OOpalleHusi 5TOMO BETEPHUHAPHOTO JEKAPCTBEHHOIO

npernapara Ha TaMmo)KeHHOU TeppuTopun Corza);
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B) 00 OTKasze B IMOATBEPKICHUHN IPUBEJICHUS PEIUCTPALIMOHHOIO J0Che
BETEPHHAPHOTO JIEKAPCTBEHHOTO TIperapata B COOTBETCTBUE C TPeOOBAHMIMHU
HacTosmwux [TpaBwr.y.

72. B nynkte 234

a) B IIPEIUIOIKEHUH TIEPBOM:

CJI0Ba «B Cllyyae, PelyCMOTPEHHOM MYHKTOM 22 1» 3aMEHHTE CJIOBAaMHU
«B Clly4asx, IpeJyCMOTPEHHbIX IIyHKTamMu 217, 218, 226 n 232»;

IOIIOJHUTE CJIOBAMU «C COOIIFO/ICHHEM KOHMDHUICHITHABHOCTH CBEIeHUH
00 sKenepTax, coAEPKALUXCS B 3KCTIEPTHOM 3aKITIOYCHAN

0) mpenoKeHNE BTOPOE UCKITIOUHUTh.

73. B moamyHkTe «r» nyHkra 235:

a) B alzaie TepBoM cioBa «yHKTOM 206» 3aMEHHTh ClIOBaAMH
«TIOJUITYHKTOM «@» nmyHKTa 206%;

0) B ab3ane TpeThEM CIIOBA «U HA FOCYAapPCTBEHHOM SI3bIKE TCCYapeTRa-
4jleHa, Ha TEPPUTOPUM KOTOPOIo IpeAroIaraeTest ooparieHne BeTepruHapHoro
JIEKApCTBEHHOIO mpenapara (IpH HaJWYHK COOTBETCTBYIOIMIHMX TpeboBaHMiA
B 3aKOHOAATeIbCTBE MOCY1aPCTBA-UJIeHA )» UCKITFOUNTE;

B) B a03alle YCTBEPTOM CJIOBA «HM Ha TOCYJAPCTBEHHOM  H3blKe
rOCyiapcTBa-ujaeHa, Ka TEPPUTOPHUU KOTOPOTO Mpejrnosiaraercs obdpalleHue
BETEPHHAPHOTO JIEKAPCTBEHHOTO Tpeitapara (IIpy HATMYUM COOTBETCTBYIOIIUX
TpeDOBAHUI B 3aKOHOJATENLCTBE MOCYAApCTBA-WICHA),» HCKITFOUNT.

74. AGzan, nepselid nyHkra 236 nocite cinosa «llpaBumy pomomuuTsh
clloBaMH «(B cilydae, NPelyCMOTPEHHOM IOJMYHKTOM «a» myHkra 233
Hacrosmux Ilpasuia), MAM ¢ BO3MOXKHOCTBIO OOpPAINCHUS] BETEPUHAPHLIX
JIEKapCTBEHHbIX NIPerapaToB #Ha TaMoxeHHoH Teppuropnn Corosza (B cilydae,

MPEyCMOTPEHHOM MOATYHKTOM «O» myHkra 233 nacrosmmx Ilpasum)y.
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75. B nyuxre 237:

a) B a03arie nepBoM:

nocjie  cinoB  «B OTHOLUEHMM  BETEPUHAPHBIX  JIEKAPCTBCHHEIX
npenapaToBy) JONOJHUTH CIOBAMM «, KOTOpble OTHOCSTCS K TPYIIIE
(KaTeropum) BeTEPUHAPHBIX JTEKAPCTBEHHBIX MTPEIapaToBy;

clioBa «(apMakONeHHOH cTaTeu» 3aMEHUTE cloBaMH «(apMakonenHoi
cratbi Papmakenen Corozan,

0) B abzarie BTOPOM cCJIOBA «JI0 IOJAYM 3asiBJICHUS O IPHBEINEHUH
B COOTBETCTBHE PETMCTPANMOHHOTO JIOCHE» 3aMEHHTHh CAOBAMHU (0 HATHI
MHALMMPOBAHMSA YIIOJHOMOYEHHBIM OPraHOM A€HCTBUH, MPemyCMOTPCHHEIX
HOAIIYHKTOM «ay nynkra 206 nacrosuiux [parumy;

B) B abzale TperbeM cClloBa 10 [OJAYM 3asBICHUS O TPHBEICHWU
8 COOTBETCTBME PErMCTPALMOHHOIO JIOChE» 3AMEHHTH CIOBAMH (10 JIAThI
MHULIMMPOBAHUS YIIOJIHOMOYEHHBIM OPraHoM ASHCTBUH, TIPSIyCMOTPEHHBIX
MOJIITYHKTOM «a» myHkra 206 nacrosimmx | [paBumn,».

76. B nynkre 238:

a) B MOJMYyHKTE «a» cjoBa «myHkToM 206» 3aMeHHTbL CJIIOBAMHU
«IOJIIMYHKTOM «a» TyHKTa 206»;

0) B TTOANTYHKTE «O»:

cinoBa  «inyHkToM  206» 3aMEHUTL  CJIIOBAMHM  «IIOJITYHKTOM  «a»
nyHgra 206»;

[OC/Ie CII0BA «IPENapaToB» JOIMOJHHUTE CIIOBAMH «, KOTOPEIE OTHOCSTCH
K Ipynne (KaTeropin) BeTepUHAPHBIX IEKaDCTBEHHBIX TIPETIapaToBy.

77. B noanyHxTe «B» IyHxTa 240 cnoBa «u (MITM) HelpeCTaBlIEHUE
MepeBo/ia ¢ PYCCKOTo s3bIKA HA TOCYApPCTBEHHBIN SI3bIK rOCYylapcTBa-4ieHa,
Ha TEPPUTIOPUU KOTOpOro oOpalaercs BeTepUHAPHBIA JICKapCTBCHHEIH
penapar B COOTBETCTBHU C YCIOBHUAMU PErUCTPALAU, IPOEKTA WHCTPYKIIHA

11O [PUMCHCHHIO BETCPHHAPHOI'O JICKApCTBCHHOTO IIpeliapata M TCKCTa Ha
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HPOEKTe MakeTa YIaKoBKM BETEPUHAPHOIO JIEKApCTBEHHOTO Tipernapara
(Ipy  HanMyuMu  COOTBETCTBYIOUIMX TpeOOBaHHUH B  3aKOHOJATEIILCTBE
rocyaapcTBa-4jeHa)» UCKIYUTh.

78. llpeqyoxenue BTOpOe MOAMYHKTA «a» iyHKTa 241 mocie clios
«HcClieTOBAaHUM (MCIBITAaRUH )» JIOTICITHUTE cloBaMu «00paszuoB
BETEPUHAPHOTO JEKAPCTBEHHOTO CPE/ICTRAY.

79. TToamyHKTEL «e» U «¥» 1MyEKTa 249 HCKITIOYNT.

80. ITynxr 254 npusnars yTpaTUBIINM CHITY.

81. B mynkre 255:

a) nocie  adzaua  [epBOrO  JOMONHHUTH — ab3alemM  CIeayIomnero
COJICPIKAHUS:

«aKTyaJIU3UPOBAHHOE CBOJHOE HJIM UTOTOBOC DKCMEPTHOE 3aKJIIOUEHHE
(B caydasx, OIpeNeNeHHBIX HacTosmumu [lpaBumamu) ¢ cobumojenneM
KOH(PHUICHIMANLHOCTH  CBeJleHUM 00  sKcmeprax,  COJAepIKaluXxcs
B SKCTIEPTHOM 3aKJTIOUCHUU,»;

©) ab3ailbl BTOPON M TPETUH U3II0KUTE B CIIEAYIOLICH pelaKiiu:

CUHCTPYKLMIO 110  JIIPUMEHEHMIO BET2PUHAPHOIO  JIEKAPCTBEHHOTO
npenapara Ha PyCCKOM S3bIKE;

MaKeTbl IEPBUYHOU ¥ NPU HAIMYUMM BTOPKHYHOH YIMAKOBOK HaA PYCCKOM
S3bIKE € yKasaHMeM Ha HHUX PeruCTpallOHHOrO HOMepa BEeTepHWHAPHOTO
JIEKAPCTBEHHOTO Mperapara..

82. JlonmoaHuThs MyHKTOM 25 SICHC,Z[yIO[U;cFO COJICPYKAHMSL:

«255'. TlepeBoa JIOKYMEHTOB, yKazaHHBIX B IyHKTe 249 HacTOSLIUX
[IpaBui, ¢ pyccKoro sA3bIKa Ha rOCYAapCTBEHHBIN A3bIK HOBOI'O I'OCY/1apCTBa-
YJIEHA OCYIIECTBISAETCS HOBBIM YIOAHOMOYEHHBIM OpraHoM U (KUIM) HOBBIM
OKCHEPTHBIM y4peXKIACHUEM (NPU HAIMYKWKM COOTBETCTBYIOIMX TpeOoBaHwmil

B 3aKOHOJATEIILCTBE FOCYAapCTBA-YJICHA ).
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ITepero/1 HHCTPYKIMH TI0 TPUMEHEHMIO BETEPUHAPHOT'O JIEKAPCTBEHHOTO
mpenapata W TEKCTOB Ha MakeraX yIaKOBOK, YKa3aHHbIX B IyHKTe 255
nactosimux [IpaBui, ¢ pycckoro s3pika Ha TOCYZAPCTBEHHBIA A3BIK HOBOTO
rocyjapersa-diieHa  (IIpd HQIMYUM  COOTBETCTBYIOIIMX  TpeboBaHuii
B 3aKOHOZATENLCTBE IOCYJApCTBa-4iIeHA) OCYIISCTBISCTCS  3asiBUTEEM
B COOTBETCTBHM C IyHKTOM 42° Hactosmumx [IpaBuil 1O COIJIacOBAHHIO
C HOBBIM VIIOJIHOMOYEHHBIM OPTAHOM.».

83. B npemiokeHWM BTOPOM TMOJAMYHKTa «e» IryHkra 264 c¢ioBa
«Takoe mHecooTBeTcTBHE» 3aMeHUTh cnoBaMu «Mupopmanms o Takom
HECOOTBETCTBAMY, CIIOBO «OCYILECTBICHU» 3aAMEHUTH CJOBCM (IIPOBEICHHMS.

84. Ilynkr 265 npusnarb yTpatuBIIAMHU CHILY.

85. B nynkre 266:

B a03a1ax BTOPOM — BOCBMOM clioBa «llpaBui, mpuHHMAET» 3aMEHHTH
cioBamu «lIpaBuii, — IpUHUMAETY;

B al3ame ceabMOM CJIOBO «OCYIECTBICHUS» 3aMEHUThL  CJIOBOM
«IPOBEICHUSY;

ab3all JCBATHIM TIOCHE CIIOBA «YBEJIOMISIETCS» JIOMOJHUTH CJIOBAMMU
«ITyTEM HarlpaBJICHUs HHOOPMATIHT.

86. JlonomHuTs nyHKTOM 266! CIIE/IYIOMIETO COAePHKAHMSL:

266'. Petmennie 0 TPHOCTAHOBIEHUHM OOPAIEHHS CEPUM BETEPHHAPHOTO
JIEKapCTBEHHOIO liperapara Ha TepPpUTOPUAX HECKOIbKHX TOCYIapCTB-UlcHOB
NPUHAMAETCA TeM YIOJHOMOYEHHLIM OPraHoM, KOTOPBIM SIBJISUICS Ha Jary
perucrpalMd  3TOr0  BETEPHMHAPHOIO  JIEKApCTBEHHOTO  TIpernapara
pedepeHTHBIM OpPraHOM MO pPEeTHCTpallud, a Ha TEePPUTOPHH  OJHOTO
M3 TOCYJapCTB-YICHOB — YIOIHOMOYEHHBIM OpPraHoOM 3TOI0 IOCYy1apCTBa-
YJieHa, Ha OCHOBAHUM:

a) MHUIMATUBHOIO  3asBJIEHUs]  IIpaBoodJiajaresisi  BETEPHHAPHOTO

JIEKAPCTBEHHOI'O — Iperapara 0  [PUOCTAHOBIEHUH OOpalllcHUs Cepuu
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BETEPMHAPHOI'0 JIEKAPCTBEHHOI'O Ipenapara (C yKazaHWeM TMpearoiaraeMoii
Jlarbl  BO300HOBJIEHHs 0Opallenus) Ha OymMaxknoMm Hocutene U (uim)
B DJIEKTPOHHOM BHJIe HA PYCCKOM s3bIKe T10 (opme, npepaycMoTpeHHOMH
npuioxenueM Ne 10 k nactosimm 1 Ipaswram (popma 10.8);

0) MepBUYHOrO BBISBIECHHS HECOOTBETCTBUSI OOPA3LOB BETEPUHAPHOIO
JIEKapCTBEHHOTO  TIperapara  OIpPeAeNeHHOH  cepud  TpeOOBaHMIM
HOPMATHBHOTO JIOKYMEHTAa Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTBO 10
MTOraM OCYILECTBIEHMSI BBHIOOPOYHOIO KOHTPOJSL KauyecTBa BETCPHHAPHBIX
JIEKapCTBEHHBIX NPEapaToB.».

87. 1lyuxrel 267 1 268 npu3HATh YTPATUBIITUMH CHITY.

88. B abzanax BTOpoM M TperheM nyHkTa 269 croBa «itynkra 2605»
3aMEHHTB CIIOBAMH «YHKTA 266'».

89. JlomomHuTh myHxTamu 272" u 2727 cneiyiomero co/iepiKatms:

«272'. llpencraBieHusie nparoobiaiareiem BETEPUHAPHOIO
JIEKapCTBEHHOTO MpenapaTa 8 COOTBETCTBHH ¢ a03alaMi BTOPBIM, YETBEPTHIM,
IECTBIM M CEJIbMBIM IIYHKTa 266 U ab3aneM TPeTbUM IIYHKTa 269 HACTOSIMX
ITpaBun pesyjbTarhl JIONOJIBUTENBHO [POBEACHHBIX OKCHEPTH3 W WHEBIE
MaTepHallbl He 11o3aHee 5 pabouux AHEeH ¢ AaThl UX NOJIYYEHUS HATPABJISIOTCS
pedepeHTHbIM OpPraHoM [0 PEruCTPAlMd WM YIOJIHOMOUCHHBIM Opranom
B DKCIIEPTHOE YUpekIeHHue [UJisl aHaIu3a.

2727 PedepeHTHBIM Oprad Mo perucTpaiuy WM YHOIHOMOYEHHbIH
OpraH He TmosaHee 5 pabouux JAHEH ¢ JaThl TOJYYCHHS 3aKJIFOYeHUs
DKCIIEPTHOIO  YUPESHKJACHHUS € pe3yibTaTaMu [POBEIEHHOID  COINIACHO
mydkTy 273 nacrosmx [Ipasun anannza:

a) IPUHUMAET pPeIleHHe O COXPAaHEHMM [IPUOCTAHOBJICHUS oOparnieHus
BETEPUHAPHOrO JICKAPCTBEHHOTO Mpenapara WM €ro Cepud JI0 yCTpaHeHMs
[IPUYMH, MPEACTABIAKIINAX YIrpo3y 3/I0POBBIO, KU3HHW YelOBEKa WM

PKUBOTHBIX TPH TNPUMEHECHHUM BETEPUHAPHOTO JIEKAPCTBEHHOI'O Ipernapara,
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b0  JI0 BHECCHHWS] W3MCHEHHMH B HHCTPYKIMIO 10  IIPUMCHEHUIO

BETEPHHAPHOI0 JICKAPCTBEHHOrO Npenapara (B ciydae ecid BKCIEepPTHLIM
YUPCHKJICHUEM BEIHECCHO 3aKJIIOUEHHUE O TOM, YTO IPUYMHBI TPHOCTAHOBIEH U
oOpaleHnsl BETEPUHAPHOTO JIEKAPCTBEHHOIO IIperapara WM ero cepuu
He ycTpaHeHbl (HalpuMep, HNPUMCHCHWE BETEPHHAPHOTO JIEKApCTBEHHOIO
npenapara UpeAcTaBiaeT YIpo3y 3I0POBBIO, JKU3HU deJI0BEKa MIIM KUBOTHBIX
u  (WIM) CBeleHHs O  BETEPHHAPHOM  JEKapCTBEHHOM  IIpenapare
HE COOTBETCTBYIOT CBEJICHHAM, COJCPIKaNIMMCSI B MHCTPYKIMH I10 €ro
NPUMEHEHHI0)) M YBEJOMISIET  TpaBooOajartenss  BeTePHMHAPHOIO
JIEKapCTBECHHOTO Mperapara {(IyTeM HalpaBjieHUs HHPOPpMaMK Ha 6YMaKHOM
HOCHTENIC W 10 JJEKTPOHHOM II0YTe) O IPUHATOM PEIICHHH ¢ yKazaHMeM
NPUIHH  TIPUOCTAHOBJIEHMA 0DOpalleHdss BETePUHAPHOTO JIEKapCTBEHHOIO
nperapara v ¢ NpUI0KEHUeM KOIMHU 3aK/IF0UYCHNS SKCTIEPTHOTO YUPEkK IeHHUS,;

0) NpuHMMaeT pelleHHe O BO30OHOBIEHHH OOPAINCHHS BETEPUHAPHOIO
JIEKApCTBEHHOIO IIpenapaTa WM ero Cepur U HampasisieT mpaBooOIiaaTelio
BETEPUHAPHOr0 JIEKAPCTBEHHOIO mpenapata (Ha OyMa)KHOM HOCHTENe
M 110 DJIEKTPOHHOH MOYTE) KOMWIO 3aKIIOUEHUS HKCIEPTHOrO YUPEHKICHHUS
(B Cilydae eClii 3KCTIEPTHBIM YUPEKIACHMAEM BHIHECEHO 3AKIIIOYEHHUE O TOM, YTO
MPUYHAHBl TIPHOCTAHOBJICHUSI ODpaIIenusl BETEPUHAPHOTO JIGKAPCTBEHHOTO
mpenapaTa  ycTpaHedhl  (Hanpumep, — IPUMEHeHHe  BETEPHHAPHOIO
JIEKapCTBEHHOIO IIperiapara He IIPe/CTaBIsieT Yrpo3y 3J0POBBIO, KU3HH
4eIOBeKa WM JKMBOTHBIX, @ CBEICHHS O BETEPHHAPHOM JIeKapCTBEHHOM
npenapare COOTBETCTBYIOT CBEACHUAM, COJIEPKAIIMMCS B HHCTPYKLIMAU 10 €0
IPUMEHEHUIO)).».

90. Ilynkr 274 10MONHUTE ab3alleM CIEAYIONEro CoAepKaHms:

«B  mepmony  npuocranoBiienus  oOpallieHWsT  BETCPMHAPHOIO
TeKapCTBEHHOTO npernapara 3allpeLaroTes ero ITPOU3BOJICTRO,

TPAHCTIOPTUPOBKA, OTIYCK, peaju3alys, IPUMEHEHNE, BBO3 Ha TaMOXKEHHYIO
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tepputoputo Corosa, TepemMerieHne 1o TaMOXeHHOH Tepputopun Corosza
M BBIBO3 C TAMOXKEHHOH Tepputopuu Coro3a.n.

91. B niynxre 282:

a) MOAIMYHKT «O» M3JI0KUTD B Cllellytolleid peaKiuu:

«0) peitcrByromdid ceprudukar (MM KOMust ceprudukara, 3apepennast
B YCTAHOBJICHHOM NOPAZAKE), BBIIAHHBIN B COOTBETCTBHU C TIOJIIIYHKTOM «O»
nyHKTa 9 Hacrosgmumx [ Ipasum.

['ocynapceTBa-wiieHbl B3aMMHO TIPH3HAIOT JIMIEH3UM HA IIPOU3BOJCTBO
BETEPUAAPHEIX JICKAPCTBEHHBIX CPE/ICTB M (MITH) cepTU(UKAThl, BhljaBaeMble
YIIOJHOMOYEHHBIMH OpPIraHaMy B COOTBETCTBUM C IIOANYHKTAMH «a» W «O»
nyHkra 9 nacrosux [Ipasui.

B ciysae HEBO3MOXKHOCTH IPEACTABIEHUs IeHCTBYOIIETO cepTH(hHKaTa
UpY 110jade 3asdBIEHMHA O PEruCTpalUd BETePHHAPHOTO JICKAPCTBEHHOTO
penapara 3asBUTeIb [IPEACTABIISIET BMECTO HEro:

KOINMK)  pelleHUs  YNOJHOMOUYEHHOrO  opraHa O  [POBeJIeHUH
(GapMaueBTHYECKON HHCIEKIMU HA COOTBETCTBHE YCJIOBHH [POM3BOJCTBA
tpeboBanuaM  I[lpaBun  Hajdexkamied  MPOM3BOJICTBEHHOW  NPAKTUKH
(JI1st TIPETTPUATHH-TIPOU3BOAUTENCH TOCYIaPCTB-UICHOR) WIIH O NPOBeJIeHUH
COBMECTHCH (apmalleBTHYECKOW WHCIEKIMH Ha COOTBETCTBHME YCIIOBUI
MPOU3BOACTBA CTPAHBI-TIPON3BO IUTENS TpeboBanusivM [lpaBuin Haiexanei
[POU3BOACTBEHHON NPAKTUKKM (/i NPeANpHATHH-TTPOU3BOIUTENCH TPETLUX
CTpaH);

KOIIMIO 10Che IIPOU3BOACTBEHHOTO yJyacTKa (MacTep-daiin).

B ciysae HeBO3ZMOKHOCTH TIpeACTABIECHUS NCHCTRBYIOMIETD cepTuduKara
MpU TIO/I2Y€e 3asBJIEHUA O TPHUBEJIEHUH B COOTBETCTBHE PErHCTPALIHOHHOIO
JI0Che 3asiBUTEIIb IIPE/ICTABIISIET BMECTO HEro:

KONMIO  pelleHMs  YHOJHOMOYEHHOI0  OpraHa o  TIPOBESACHHH

(papmaneBTHUeCKOM MHCHEKLUMM Ha COOTBETCTBUE YCIOBUH IPOU3BOICTBA
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TpeDOBaHUSAM [ IpaBw HaUIeKAIlEd  [POU3BO/ICTRBEHHOM IIPAKTUKH

(s TIpEANPUATHI-TIPOM3BOANTENCH TOCYApCTB-UICHOB) MIIM O IIPOBEICHHH
COBMECTHOH  (DapMaleBTHUCCKOI  MHCHEKIMM Ha  COOTBETCTBHE  YCIOBHIA
IIPOM3BOJCTBA  CTPAHBI-TIPOM3BOAMTEISI TpeOoRaHwsaM lipaBuil  Hammexameit
HPOM3EOACTBEHHOM NPaKTHKK (Ui LIPeANpUSITRH-TIPOM3BOIATENEH  TPETHUX
crpan);

KOITMIO JOChEe IIPOU3BOJICTBEHHOIO y4HacTKa (Macrep-hain);

KOO [IOCJITHErO HHCITEKIIMOHHOTO oTyera, BBIJIAHHOIO
YIIOJHOMOYEHHBIM  OPraHOM HITH  KOMIIETEGHTHBIM OpraHOM He paHee YeM
3a 3 roma A0 Jarhl TMOJIAYM  3asBICHHMSI O IIPUBEICHHM B COOTBETCTBHE
PETUCTPAITUOHHOTO JIOCHE;

CBEJCHUSI O pe3yJbTaraX BCEX MHCHEKUMA JaHHOH [pOU3BOJICTBEHHOM
IUIOIAJKKH  Ha  coorBercTBMe  rpeboBanmsm  llpaBun  Hauiexanei
[IPOU3BOJICTBEHHON TPAKTHKM, IPOBEAESHHBIX 3a I[PEALIESCTBYIONIME 3 Troja
N0 JaTh! NCJAuM 3a4BJICHUS O [PUBCIEHUHM B COOTBETCTBUC PETHCTPAIMOHHOIO
LOChE;

CBElleHUs O HaIM4YUM (OTCYTCTBMH) pEKJIamMalldii B OTHOIIEHUM Ka4ecTBa
BETEPUHAPHOIO JICKAPCTBEHHOI'O {Iperapara, TPOM3BEJIEHHOI0 HA  JaHHOM
IIPOM3BOJCTBEHHOMN TUIOMIAJKE, 3a MOCIEAHUE 3 TO/Aa C MPeJI0CTaBIeHueM KOIIMI
YTUX peKJIaMalniii;»,

0) HOAITYHKT «K» W3J105KUTh B CISAYIOLLCH PellaKLIuK:

«K) JIOKYMEHTDI, CoAeprKale TpeOOBaHUS K KayeCTBY (hapMaleBTHIECKOH
cyOcTaHuMKM M OLMCaHWe ee METOJ0B KOHTPONS Jub0 YKa3aHWe CCBHUIKM Ha
(papmaxoneiinpie crared Papmaxonen Coroza WM (hapMakomen rocy/lapCTBa-
wieHa (IpH HAIUIUK )3);

B) JIOTIOMHUTE MOMTYHKTOM ') CIIEAYIOIErO COAePKAHMS:

«n') NEHCTBYIOMAs JIMIEH3Ms Ha IPOM3BOACTBO  (hapMaleBTHIECKOI

CyGC’I‘aHT_IHH, BbIJaHHAA B COOTBETCTBHU C INOAIIYHKTOM «a» IIYHKTa 9 HaCTOSIIIHX
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llpaBui, MM JOKYMEHT, MOATBEPHIAIOMMH  COOTBETCTBHE ITPOM3BOICTBA
(GapManieBTHICCKON CYOCTaHIUH npaBWjiaM  HaJJleKaled MPOU3BOCTBEHHOM
IIPaKTUKH CTPAHBI-TIPOU3BONTEIISA, BLIAHHBIA KOMICTEHTHBIM OPraHoM TpPeThei
CTpaHbl, VIS KKIOH ITPON3BOJICTBEHHOMH IIJIOLIAKH, HA KOTOPOH OCYIIECTBILSETCS
MPOU3BOCTBO (PapMaLIEBTHUECKOM CyOCTaHITHH,.

92.B nynkre 284 c0BO «peakTHBAM» 3aMEHUTH CIOBAMH «PEeaKTHBAM
(pearentam)».

93. Jlononnuts myHkrom 330" creyroniero cojeprxanys:

«330", Ceslenuss 06 YNMOTHOMOYEHHBIX  JIMLAX [IPOM3BOJIUTEICH
BETCPUHAPHBIX ~ JICKAPCTBCHHLIX ~ CPEACTB 110  PE3YJIbTATaM  TIPOBEAEHHOM
aTTeCTalliM PasMEINatoTCsS B PeecTpax YIOJIHOMOUCHHBIX JIMI[ TTPOM3BOIUTENEH
BETCPUHAPHBIX JICKAPCTBEHHBIX CPEACTB COOTBETCTBYIOIUETO TOCY/apCTBa-iieHa
Ha OQHIMATBHBIX caiiTax YIIOJHOMOYEHHBIX OpPraHoB B COOTBETCTBUH ¢
TOPSTIKOM, YCTAHOBJIEHHEIM 3aKOHOAATEIILCTBOM IOCYIaPCTBA-UIICHA. ).

94.B mynkre 335 cioBa «0 KAYECTBCHHBIX M HEZHOOPOKAYECTBEHHbIX
BETEPUHAPHBIX JICKAPCTBEHHBIX TIperiaparax, a Takke (QanbCHPULUpOBaHHBIX
v (wim) KORTpaakTHBIX BeTePHHAPHBIX JICKAPCTBEHHBIX IIPENAPaTaxy 3aMCHUTE
CIIOBAMHU €0 HEKAYeCTBEHHDIX, (PambCHOUIMPOBAHHLIX U (WIM) KOHTPa(paKTHBLIX
BETEPUHAPHBIX JICKAPCTBCHHBIX CPEICTBAXY.

95.B  mymkte 336 cnoBa  «HENOOPOKAYECTBEHHBIX — BETEPHHAPHBIX
JICKQpCTBCHHEIX  IIpenaparos, a rTakke QalbCHOUIMpOBARHBIX U (WIIH)
KOHTpa()akTHEIX BETEPHMHAPHBIX JIGKAPCTBEHHEBIX MPENApaToBy 3aMeHUTh CIOBAMU
«HeKadecTBeHHbX,  QanbCHPUUUPOBAHHEIX ¥ (W)  KoHTpadaKTHEIX
BETEPUHAPHBIX JIEKAPCTBEHHbIX CPEICTBY.

96. [Tynixror 338 1 339 U3MOXKHUT B CICYIONIEH PelaKIUm:

«338.BB0o3 Ha TamoxenHyio Teppuroprro Corosza (hapMareBTHYECKHX
CyOCTaHIMI OCYIICCTBISIETCS IPY YCJIOBUH HAJIMYHS HA MOMEHT YBEJIOMJICHUS

TaMOKCHHOro opraHa rocyaapcrBa-ydjieHa o l'lpHﬁbITHH TAKOIro0 TOBApa H4A
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TaMO)KEHHYr0  Tepputoputo  (Coroza  paszpemiendss Ha  BBO3, BBIIAHHOTO
YIOTHOMOYCHHBIM OpPraHoOM B TIOPSJIKE, YCTAaHOBIIEHHOM 3aKOHOIATEHCTBOM
rocy/IapcTBa-4JcHa.

Beos ma TamoxenHyro Tteppuroputo  Corosa  (hapmarerTHUeCcKHX
cyOcTanngii, BHECEHHbIX B YCTaHOBIIGHHOM HacTOSIMMH [IpaBuiiamu nopsike
B peecTp BeTepHMHAPHBLIX JIEKAPCTBEHHBIX TipenaparoB (Coro3a, OCYLIECTBIISETCS
B LE/SX IPOM3BOACTBA MM peanv3alliid BETCPUHAPHBIX JIEKAPCTBEHHBIX
[pernapaToB, 3aperuCTPUPOBAHHBIX B COOTBETCTBUM C HACTOSIIMMU 1 [paBunamy,
a TaKie B IeIX anTeYHOTO M3rOTOBICHHS BETEPHEAPHBIX JIEKAPCTBEHHBIX
MPEnapaToB ¢ yIETOM MOJIOKEHUH HOAIYHKTaA «B» IIyHKTa 13 Hacrosmx [pasw.

Beo3s mHa TamoxenHyro teppuropudtio  Corsa  dapMareBTrdecKux
cyOcraniuii, He BHECEHHBIX B PEECTpP BeTepUHAPHbIX JIEKAPCTBEHHBIX MPEMapaTon
Coto3a, oCyIIeCTBISIETCS B LEJISIX:

pa3paboTKK BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB;

NPOBEIEHUS  HCCAEAOBaHWM  (MCTIBITAHWM) — cTaHJ@pTHBRIX  00pa3LioB
JEUCTBYIOUIMX  BELIECTB  IIPU  YCIOBHM  TIOCHEAYIOIErO0  YHUYTOMKEHHS
(yrMnusauMu) Ha TEPPHTOPUM TOCYJApCTBA-WICHA 33 CYET CPEJCTB BIlaeblia
HEH3PaCXOJ0BAHHAEIX OOPA3loB MM OCTAaTKOB BETEPMHAPHBIX JIEKAPCTBEHHBIX
CPEACTB TICCIIE 3aBEPIUCHUS MCCIENOBaHUN (MCUBITAHMM) WIM MX BbIBO3a
¢ TaMOXKeHHO# Tepputopuy Coro3a B COOTBETCTBMH ¢ TAMOXKEHHOM MPOLIETypoi,
JIOITYCKAIOUISH TAKCH BbIBO3;

OKCTIEPTH3bl BETEPHHAPHBIX JIEKAPCTBEHHBIX CPESJICTB B PAMKaX TIPOLE/LYPhI
PEerucTpaliy  BETEPUHAPHBIX JICKAPCTBEHHBIX TMPEMapaTtoB IpU  YCIOBUH
MOC/IEAYIOLIErO YHHYTOKEHUS (YTUIM3AMK) HA TEPPUTOPUH TOCY/1apCTBa-uieHa
32 CYET CPeACTB BJIAZC/IbLIA HEW3PACXOJOBAHHBIX 00pazloB MWIM OCTATKOB
BCTCPHHAPHBIX JIEKAPCTBEHHELIX CPEJICTB HIOCIIE 3aBEPLIEHMS. DKCIICPTHU3HI W HX
BBIBO3a C Tamoykennoi teppuropuu (Coro3a B COOTBETCTBUH C TaMOIKCHHOM

[IPOLIE/TYPOH, JIONYCKAIOIIEH TaKOM BEIBO3;
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POM3BOACTBA ~ OMNBITHO-TIPOMBIIINIEHHOW — TApTUM  BETEPUHAPHOrO
JICKApCTBEHHOIO  Mperapara Aisi JIOKJITMHAYECKAX HCCIIe/I0BAHUE  (MCIIbITAHYI)
BETEPHHApHBIX JICKAPCTBEHHBIX CPEJCTB W KIMHMYECKUAX  MCCIICLOBAHKIN
(MCIIbITAHHMI ) BeTePUHAPHBIX JICKAPCTBEHHBIX TIPENapaToB.

339.BBo3 Ha TamoxeHHyro Tepputopuro (Corosa hapMarneBTHHECKnX
cyOcTanmmii  JUIs  anTeyHoro  M3rOTOBJIEHHMS BETEPUHAPHBIX  JIEKAPCTBEHHBIX
MPENaparos  OCYIIECTBIIETCS. B YCTAHOBJIICHHOM  3aKOHOJATENLCTBOM
rocylapCTBa-4IeHa IOPSKE. .

97. B mynkre 340:

a) B IOMIYHKTe «O» CIOBa «KIMHUYECKHUX HCCIICA0BaHUE (MCIIBITaHMI)
BETEPHHAPHOIO JIEKAPCTBEHHOTO CPENICTBA» 3aMEHUTh CIIOBAMHU ((KJIMHHYECKIX
MCCIICAOBAHMI (MCITBITAHWH) BETEPHHAPHOTO JIEKAPCTBEHHOIO [Iperiaparay;

0) mpe/UioKeHue  BTOpOE  IMOJIIYHKTOB  «I» — «3» TIOCIe  CJIOB
«B KOJIMYECTBE,» JIOTOJHUTEL CIIOBAMU «yKAa3aHHOM B TapaHTHHAHOM TIMCHME,
3ampoce Ha pasperieHue BBO3a HITH PELENTe, .

98. Ilynkr 341 gONONMHMTL CJIOBAMH «B COIPOBOXKICHHH JIOKYMEHTA
HPOU3BOJIMTENS BETEPHMHAPHOIO JIGKAPCTBEHHOTO CPEJICTRA, MOATBEPIKIAIOLIETO
€ro KauecrtBo M Oe3onacHocth (cepTu(huKaT KauecTBa, aHATATHIECKUA 11aCropT
1 JIp.), 3a HCKIIIOUEEMEM BeTePHHAPHBIX JICKAPCTBCHHBIX TIPEMAPATOB ISl JIMYHOI'O
oTpeOIeHUsD.

99.1lysxr 342  jgonommute  ciooBaMH  «(CepTHMUKAT  KauyecTna,
AQHATMTHYECKUH TTACTIOPT M JIP.), 32 UCKJIIOUCHUEM BETEPUHAPHBIX JIEKAPCTBEHHBIX
TperapaToB /TSt TATHOTO ITOTPEOICHHMS. Y.

100. TTynkre 343 — 346 npusHath yTPaTUBLIMM CHITY.

101. B mynxre 348 ciioBa «, LyHKTOB 343 1 3445 WCKITFOUNTE.

102. B abzaue BropoM mojpazaena 3.3 mpuiokenusi No 3 K yKa3aHHBIM

IIpaBiitam coBa «u KamuOPOBAHO» 3aMEHUTE CIOBAMM «1 (MIIM) KAJIHOPOBAHO.
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103. B npunoxennu Ne 5 k ykazanHbiM [ [paBunam:

a) B paznene l:

B IIyHKTE 7:

JIOTICITHUTB TIOJIITYHKTOM «H'» CIEAYIOMETo COMAepIKaHusL:

«u') craryc oOpalenus BeTepuHapHOIo JIEKapCTBEHHOIO Iperapara;

JAHHBIE O CTATyCE€ YKa3bIBAIOTCS C YYETOM [OJIOKEHUU TOAMYHKTA &I
nyukra 7 paspena II macrosmero llopsiika («cBobogHoe oOpairenuey,
«hanbeupukary, «kouTpadarTy, «odpauleHue mpenapara mpuoOCTAHOBICHOY,
«oOpalleHue Cepud IPUOCTAHOBICHOY», «IIpernapaT U3BAT W3 0OpAlICHH,
«cepHst U3bATa U3 O0pallleHus»);

JIAHHBIC O CTATyCe YKAzhIBAIOTCSI C YUETOM ITOJIOKEHHUH TOMNYHKTA «3%
nmynkra 7 pasaena 1V macrosmero Ilopsinka («cBobojHoe oOpaiienuey
(sl BETEPHHAPHBIX JIEKAPCTBEHHEIX IIPENapaToB, IPOM3BOAUTENL KOTOPHIX
umeer AeMcTByrormmit  ceprudukar) wim  «oOpalleHue — OrpaHUyYeHO»
(711 BeTepHMHAPHDLIX JIEKAPCTBEHHBIX [IPEIapaToB, MPOU3BEIACHHBIX TOCTE
Jatel, KOrja y ux lpoussomurens ObUl 0TO3BaH cepTHdUKAT, ero jciicTBhe
[IPEeKpalLleHO UK er0 ASHCTBME IPUOCTAHOBICHO));»;

B IOAIYHKTE «I» €10Ba «TaMOXEHHas TeppUTOpHs (Cor3a» 3aMEHHTD
CJIOBAMM «yKasblBaeTcs «LBpazHiCKUN SKOHOMUYECKNH COFO3Y,

B IOMINYHKTE «H» CJIOBa «JIOJIHOE HAWMCHOBAHUE)» 3aMEHUTH CIIOBAMHU
«KOJT, IOJTHOE HAaUMEHOBAHUEY,

MYHKT 8 U3JIOKUTH B CIIEYIOLIEN pelakivu:

«8. B ciiyyae OTMEHBl perucrpalud BeTEPUHAPHOI'0 JIEKAPCTBEHHOTO
npenapara COOTBETCTBYIOLIME CBEACHUS [epe’aroTcs YNOJIHOMOYCHHBIMU
opranamMu U (WIM) OKCHEePTHBIMU  yupexaeHusMu B Kommcenro
C MCTIOIB30BAaHUEM CPEJICTB MHTETPUPOBAHHON CHCTEMBI B TeueHue 5 pabounx
NHEHW ¢ JIaThl MPUHATHSI TAKOTO PEIICHUs Il BHCCEHMsI M3MEHEHUI B peectp

BCTCOUHAPHBIX JICKAPCTBCHHLIX TIperiapaTon CO}()B&, HE HMCKIIIO4Yasd IIpU 5TOM
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CBEIICHUM M3 peecTpa BETepUHAPHBIX JIEKApCTBeHHBIX mpernaparos Coroza
0 BeTepPUMHAPHOM JIGKAPCTBEHHOM IIpernapare, perucTpainus KOTODOI'o
NIpU3HAHA HENACUCTBUTEIILHOM. »;

B IyHKTe 13:

B a0zane mepBom cioBa «He MeHee uyem 20 ser ¢ Jarbl I16JA4d
3asBIEHMS HA PErucTpaluio BETEpUMHApHOrO JIEKapCTBEHHOIO IIpernaparay
HUCKJIFOUUTD;

JOIIOJIHUATD IOAILYHKTOM «B)» CIIEAYIOIIEro COAepIKaHMs:

«B) COTJIAaCOBAHHbBIE HOPMATHBHbIE JIOKYMEHThI Ha BeTepUHApPHBIE
JeKapCTBEHHBIC CPEICTBA, HHCTPYKIIMH IO UCTIOMB30BAHUIO CPENICTB U MAKEThI
YIIAaKOBOK CPEJICTB.»;

JIOTIOJTHUTE MTyHKTaMu 14 1 15 ciemyromiero coaepskanwsi:

«14.C narel moOMa4YM 3asBICHUS HAa PErHCTPAIMIO BETEPUHAPHOTO
JIEKAPCTBEHHOIO TMpernapara XpaHCeHHE B DJJICKTPOHHOM BHUJE JOKYMEHTOB,
ykazagHbIXx B nyHkTe 13 mHacrosimmero [lopsiaka, oOecneuuBaercs
peepeHTHBIMI OpraHamMy 110 pPerucTpaludd B TeUeHHe CpoKa JeHCTBHS
perucTpanuyu BeTEPHHAPHOIO JIEKAPCTBEHHOIO Openapara U He MeHee 5 JeT
[IOCJIe  OKOHYaHMA  CpoKa  JEUCTBUSA  PErucTpalydd  BETCPUHAPHOTO
JIEKapCTBEHHOIO IIpenapara (XpaHeHue JOKYMEHTOB Ha OyMaXKHOM HOCHTSNE
OCYLIECTBIACTCSA IPU HEOOXOTUMOCTH).

15. Xpanenne, KOMIUIEKTOBaHWEe, Yy4eT, Iiepejaya B  apXuB
U HCNONL30BAHWE aApPXWBHBIX JIOKYMEHTOB, VyKa3aHHBIX B TMyHKTe 13
HACTOSIIETO [Topsinxa, OCYILIECTBIISAETCA B COOTBETCTBUU
C 3aKOHO/IaTENBCTBOM I'OCYAaPCTBA-WIEHA. »;

0) B pazuene II:

B HaWMEHOBAHWH CJIOBA «O KAUYECTBEHHBIX M HENOOPOKAYECTBEHHBIX
BCTEPUHAPHBIX JICKAPCTBEHHBIX TIpenaparax, a Takxe QarbcruQUIMpoBaHHbIX

41 (H.HH) KOHTpad)ElKTHbIX BCTCPHUHAPHLBIX JICKAPCTBCHHLIX  IIpCIiaparax»
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34MEHUTH CJIOBAMH «O HEKAYECTBEHHBIX, (anbCUPUUUPCOBAHHBIX U (HITH)

KOHTpa(aKTHBIX BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTBAXY;

MO TEKCTY CIHOBO «HEA00POKAaYeCTBEHHBIH» B CGOTBETCTBYIOIINX YHCITE
M TaJIeKe 3aMEHUTH CJIOBOM «HEKAYECTBEHHBIH» B COOTBETCTBYIOIIUX UHCIE
M IIajiexe, CIHOBO «HeJA00POKaYeCTBEHHOCTh» B COOTBETCTBYIOMIMX YKCIIE
H I1a/leyKe 3aMEHHUTh CII0BOM «HCKAYECTBEHHOCTH» B COOTBETCTBYIOIIUX YHUCIIE
1 [aJIEeXKe;

B IyHKTe 1 clioBa «0 Ka4eCTBEHHHIX M HeN0OpOKadeCcTBEHHBIX
BETEPUHAPHLIX JICKAPCTBEHHBIX TMpernapaTtax, a Takke (aibcupuiupoBaHHbIX
m  (Mnmu) KOHTpaaKTHLIX BETEPUHAPHBIX JICKAPCTEEHHBIX —Iperaparax»
3aMEHHUTL CJIOBAMU «O HEKAYeCTBEHHBIX, (anbCUPUUUPOBAHHEIX W (WIiH)
KOHTpa(akTHBIX BETEPMHAPHBIX JIEKAPCTBEHHbIX CPEJACTBAXY,

B IIYHKTE 2 CJIOBA «IIPU3HAHHBIX KAYECTBEHHEIMH, W BETCPHHAPHBIX
JIeKapCTBEHHBIX Iperaparax,» UCKIIOUYUTD;,

B MOJAIYHKTE «@» IyHKTa 5 CIOBa «MPU3HAHHBIX KAYeCTBEHHBIMU, WU
BETCPUHAPHBIX JICKAPCTBEHHBIX MPENaparax,» UCKIOIUTh;

B IyHKTE 7:

TIOJINYHKT «a» W3JI0XKHUTh B CICTYIOMIEH Pelakiiu;

«a) KOJI U HaNMEHOBAHHE rOCY1apCTBA-UJIeHa, HA TEPPUTOPUH KOTOPOI'O
BBISIBJICHA cepud (MapThst) HeKaueCcTBeHHO0, PalbCUPUIIMPOBAHHOIO U (MITH)
KOHTpa(pakTHOrO BETEPUHAPHOIO JICKAPCTBEHHOIO CPEJICTRA;Y;

B IOAITYHKTE «B» CJIOBA «KaYeCTBEHHBIMU WJIH» UCKIIOUNTE;

B HOMILYHKTE «I:

a03alpl [IepBLIA U BTOPOH U3MIOXKUTS B CIEIYIOIICH pejlakivu:

«r) ctaTyc OOpalleHusl BETEPUHAPHOTO IJIEKAPCTBEHHOIO IIperapara
M J1aTa U3MEHEHHUs DTOro craryca:

«CcBOOOJIHOE OOpAIIEHHE;);



37
B ab3anax TPETbEM H HETBCPTOM CJIOBO «IIpCIiapaToB» 3aMCHHUTL CIIOBOM

«CPeLCTBY;

IOAILYHKT «M» U3JIOKHUTE B CICAYIONIEH PEIAKIINHN:

«M) KOJl U HAUMEHOBAHHE CTPaHBI, Ha TEPPUTOPHUN KOTOPOU HaxOMKTCs
TIPONRBOIUTENH BETEPHHAPHOTO JIEKAPCTBEHHOIO IIpenapara;,

MOJUTYHKT «0» H3JI0XHUTh B CISAYIONIEH pe/lakiivu:

«0) HAMMEHOBAHWE OpraHu3aldd, B KOTOPOM ObLIO  BBIABICHO
HEKAueCTBEHHOe,  (albcu(uuupoBaHHoe u  (WiKM)  KOHTpadaxkTHOE
BETEPHHAPHOE JIEKAPCTBEHHOE CPEJCTBO, MECTO €€ HaXOXICHHs (ampec
ICPUAMYECKOrO JIMLA) U aApec MecTa OCYIIECTBICHUS ACATCILHOCTH (B Cilyyae
CCJIM aJipeca pasuyaroTcs) — ISl FOPUAMYSCKOTO JINMA WIIH (haMuims, ums
M OTY4eCTBO (NIPM HAIMYHWM), MECTO JKHTENBCTBA W  ajpec MecTa
OCYILECTBIICHUs JCATENBHOCTYU (B Cllydae €CIH ajipeca pa3jinyarorcs) — JUIs
(U3NYECKOro JIMNA, 3apPErUCTPUPOBAHHOTO B KAauecTBE HHJMBHIYAILHOIO
npeAnpuHAMAaTens, IMO0 HAWMCHOBAHME OpraHa IoCyIapcTBa-ujieHa,
BBISIBUBIIIETO HEKauYeCTBEHHOE, (anbcuuLnpoBaHHOE 5 (wm)
KOHTpa(aKkTHOE BETEPUHAPHOE JIEKAPCTBEHHOE CPEACTBO;Y;

8 MOAIYHKTAX «I» M «p» ¢IoBa «(He 3all0JHAeTCs JUISl BETePHHAPHBIX
JIEKapCTBEHHBIX [IPEIapaToB, IPU3HAHHBIX KAYECTBEHHBIMHU )» HCKITFOUHUTH,

JOIIOJIHUTD HOAILYHKTOM «C» CIEAYIOIIEro CoACPKaHus:

«c) crpapoyHasi MHGOPMaIlUs O TPOBEJCHHOM BBIOOPOUYHOM KOHTPOJIE
KauecTBa  BETSPHUHAPHOTO  JIEKAPCTBEHHOTO  CPEJICTBA,  HAXOMISLIErOCs
B OOpamueHnn Ha TaMoXeHHON Teppuropun Coroza (TOproBoe HauMeHOBAHHE
BETEPUHAPHOrO  JIEKAPCTBEHHOIO Iperapara, pPerucTpalMOHHbIA  HOMEp
BETEPUHAPHOIO JIEKAPCTBEHHOI'O Ipelnapara, HOMEp CepUU BETSPUHAPHOTO
JIEKAPCTBEHHOIO  CPeJICcTBA, KOO MW HAMMEHOBaHME TIOCyjapcTBa-ujieHa,
Ha TEPpUTOPHUU KOTOPOIrO IIPOBOJMICS BBIOOPOUHBIH KOHTPOIL KayecTsa

BCTCPUHAPHOTO JICKAPCTBCHHOT'O CPC/ICTBa, Jara W HOMEP IIPOTOKOJIA
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uccaejoBadus  (MCHbITAHMA) — KOHTPONS — KadecTBa  BETCPUHAPHOIO
JIEKaPCTBEHHOIO CPEACTBA).»;

B ILYHKTE 9 CJ10Ba «KaYeCTBEHHBIM M (WJIH)» UCKITHOUNTE;

OyHKT 10 JCHOJIHUTE CHOBAaMH «, 3@ HCKIIOUCHHEM CBEJEHMIH,
YKa3aHHBIX B TOJAMYHKTE «C» IYHKTa 7 HaCTOALIEro paszela, KOTOphle
HE TO/IIeKaT OMYOIMKOBAHHIO M JIOCTYIHBI TOJILKO JUIS YIIOJHOMOYEHHBIX
OpravoB | (MJIN) SKCTIEPTHEIX YUpeXK/IeHHH, a Takske jijist Komucenny;

B) B nyHkTe 7 pazaena IV:

B IOAIIYHKTE «a» CJI0BO «HAMMEHOBAHMWE)» 3aMEHMTh CJIOBAMH KO/l
1 HAUMEHOBAHKUEY;

B MOJIYHKTE «€» CIICBO «TIOATBEPKACHUS» UCKITIOTHTD,

B MOJIIIYHKTE «3»:

ab3ail nepBbId JOTIOTHUTE CIIOBAMH «H J1aTa U3MEHEHHSI 9TOTO CTATYCay;

ab3aw BTopo#t mononHuTek cioramu «JIJILMM.ITIT (ykasniBaercs para
Hauasa JISHCTRUS cepTuduKaTa)»;

abzar Tpetuil jJononuuts caoBamu <« JJJLMM.ITIT (ykassiBaercs nara
OT3bIBa ceprudukaTa)y;

ab3ail yersepThll jonounHuTh ciioBamu «IJIMMITIT (ykaseiBaercs
JaTa npeKpalieHus 1ecTBus cepTuduraTa)y;

ab3an narbid gononents cliosamu «JIJJLMM.ITTT (ykaseisaercs jara

IIPUOCTAHOBIICHUS JICHCTBUS CcepTUUKaTa)».
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104, ITpunoxenne Ne 6 k  ykaszanubiM  llpasujiaM  M3IMOXKHTH
B CIIEIYIOIEH pe/lakivm:
«TPAJIOXEHHWE No 6

K [lpaBunam perynuposanus
00paileHns BeTEpUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB
Ha TAMOYKCHHOW TEPPUTOPUH
EBpa3uiickoro sKOHOMHYECKOTO COI03a
(B penakuun Pemenust Cosera
EBpasulickoil 9KOHOMUYECKOH
Komuccuu oT 22 anipeii 2024 r. Ne 36)

HNEPEYEHD
HIMEHEHHH PEerucTpanHoHHoOro J0¢he BeTePUHAPHOro JeKAPCTBEHHOr0
npenapara, Tpefylonmux HIIH He TPeOyIoUWHUX NPCBeIeHHs SKeNePTHIEI
BETEPHHAPHOIO JAEKAPCTBEHHOI'0 CPpeACTBA

1. I3MeneHusl, BHOCHMEIE B JOKYMEHTHI, COJCpIKALINECs
B PCTHCTPALMOHHOM JI0Che BETEPUHAPHOIO JEKAPCTBEHHOr0 TIperapara,
HE TpeOyIOIIne MPOBeIeHUs SKCIIEPTU3bI BETEPUHAPHOTO JTEKAPCTBEHHOTO
cpezncTia (06e3 npoBe/IeHUs SKCIePTU3bl PErHCTPALIHOHHOTO JIOCHE
BCTCPUHAPHOTO JIEKAPCTBEHHOT'O Iipenapara U 0e3 IpoBeIeH!s HKCIEPTH3LI
o0pazioB BeTepUHAPHOIO JICKAPCTBEHHOTO CpesicTha)!

1. Usmenenue TOProBOTO HAa¥MEHOBaHUs BETEPUHAPHOTO
JIeKapCTBEHHOIO npenapara.

2. M3MedeHHsT ~ HAaUMCHOBAHUS  TNPOM3BOAMTENSE  BETEPUHAPHOIO
JIGKapCTBEHHOrO  CpecTBA M (MJIM) MecTa ero Haxoxk/Jends (aapec
FOPUIUYECKOT0 JIHIA) 0€3 M3MEHEHMS aJIPeCcoB iPOM3BOICTBEHHBIX [IJIOIAIOK,
YYIACTBYIOIINX B MPOW3BO/ICTBE BETEPUHAPHOIO JIEKAPCTBEHHOTO CPE/ICTRA.

3. MIsMenenus  HamMeHOBaHMs  IIpaBooOJafiaiesss  BETEPHHAPHOTO
JISKapCTBEHHOrO iIpenapara M (MJHM) MecTa ero HaxoxjaeHusi (aapec
IOPUMYECKOro jJuua) U (W) ajpeca MecTa OCYINECTBICHHS JIEATENBEHOCTH

(B ciyuae eciy ajipeca pasjIMyarTes).
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4. U3MeHEeHHsT B TEXHOIOTHM  IIPOM3BOJICTBA  BETEPUHAPHOrO

JIEKapCTBEHHOTO fperapara, He BIMSIONIME Ha KadecTBO, 3((EeKTHBHOCTEH
1 0€30MacHOCTE BETEPHUHAPHOTO JISKAPCTREHHOTO IIperapara.

5. I3MeHeHus, BHOCHMBIE B JIOKYMEHTDI, coziepxariuecs
B PErucTpalMOHHOM JIOChEe BETEPUHAPHOIO JICKAPCTBEHHOIO Tperapara,
B CBA3M C BCTYIJIEHMEM B CHJIy akKTOB OpraHoB EBpaszuiickoro
SKOHOMHYECKOIro corosa (nanee — COK03) U HOPMATHBHBIX TPABOBLIX AKTOB
rocyjgapcts — wieHoB Corosa (Jamee — rocy/iapcTBa-uieHbl), He BIIMSIOLIHE
Ha  KadyecrBO,  O(GQEKTUBHOCTH W 0OE30MACHOCTL  BETEPUHAPHOIO
JIEKAPCTBEHHOIO Mpemnapara.

6. Usmenenne B crnenuuxanuu u (WiM) Opoueaype aHamsa
NEACTByIOIIEro  Bemecrsa M (WJIM)  BCIIOMOIaTeJIbHOrO  BellecTBa
0e3 M3MEeHeHHsl METOJIOB KOHTPOJIL U TOKazarelleld KayecTBa BETEPHHAPHOTO
JIEK&PCTBEHHOIO TIpernapara.

7. Usmenenne TpeOOBaHU KadecTBa ¥ METOJOB KOHTPOIS MEPBUYHON
YIIAKOBKM ©€3 H3MEHeHUS MeTOJOB KOHTPOJsS M MoKasaresiel kadecTBa
BETEPUHAPHOI'0 JIEKAPCTBEHHOTO IIpernapara.

8. l3smenenue win 100aBieHre HOBOTO Buja (hacoBku Oe3 m2MeHeHus
THIA U MaTepuana TepBHYHON YIAKOBKA BETEPHHAPHOI'O JICKAPCTBEHHOI'O
nperapara.

9. Msmenenve BTOPUHYHOM YIIAKOBKM BETEPHHAPHOIO JIEKAPCTBEHHOTO
rnpenapara.

10. M3menenye  jgu3aliHa  MakeTOB  TEPBHYHOW W BTOPHUUHOMN
(IlpM HAIMYKMK) YIIAKOBOK BETEPUHAPHOTO JICKAPCTBEHHOTO Tperapara.

11. Mexirouenne 01HOTO M3 MOKa3aHUHU K MPUMEHEHHWIO BETEPUHAPHOIO
JIEKApCTBEHHOIO TIpenapara, OJHOIr0 M3 CIOCOOOB BBE/EHHS KHBOTHBIM

BCTCPUHAPHOTO JICKAPCTBEHHOI'O IIpenapara, O4HOI'0 U3 BUJI0B JKUBOTHBIX.
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12. UsMenenne OTNEYaTKoB, INTAMIIOB U HAAIMCEH HEIOCPENACTBEHHO
Ha JIEKapCTBEHHOW (opMe, He BIMSIIOIMX Ha KayecTBO JICKAPCTBEHHOTO

npernapara.

I1. M3menenus, BHOCUMbIE B IOKYMEHTSI, COJIEPIKAIIIHECS!

B PErUCTPALIMOHHOM JI0ChEe BETEPUHAPHOTO JIEKAPCTBCHHOIO l1pernapara,
Tpedyrouire NpoBeJeHUs SKCIePTH3HI BETEPHHAPHOTO JIEKAPCTBEHHOI'O
cpeacTBa (C [IPOBEIECHUEM 3KCTIEPTH3BI PETHCTPAITHOHHOTO JI0Che
BETEPUHAPHOI0 JICKAPCTBEHHOTO ITperiapara u MpoBe/IeHUeM DKCIIEPTH3bI
00pas310B BETEPUHAPHOTO JICKAPCTBEHHOT'O CPEACTBA)

13. Usmenenne ©  (unu) poOamienue Hpou3BouTels H  (MIHN)
IIPOU3BOACTBEHHON TIIOIIATKH:

a) TapaHTUIHOE IMUCHEMO npaBoobanaress BETEPUHAPHOTO
IEKapCTBEHHOIO TIpemaparta O COXPAaHEHUMM KauecTBAa BETEPHHAPHOTO
JIEKApCTBEHHOrO TMpelapara Npu U3MEeHeHWH H (Miid) J00aBIeHHM HOBGI
MPOU3ZBOICTBEHHOM TUTOINAIKHY;

0) cBeenus 0 HCBOM [IPOU3BOTUTENS " (vm) HOBOM
NPOM3BOJCTBEHHOM IJIOLIA/Ke: HAMMECHOBAHNE, MECTa X HaxXOXAeHus (agpec
IOPUAMYECKOro JIMIa) M agpec MecTa MPOM3BOJICTBA (B cilydyae ecild ajpeca
pa3iMyaroTes),  yKasaduie — CTaauMil  NPOM3BOACTBEHHOIO  IIpoliecca,
OCYLUECTBJIAEMBIX  HOBBIM  TPOM3BOAWTENeM ©  (Wiad) Ha  HOBOM
MIPOU3BOICTBEHHON TUTOTITAIKE;

B) KOTUS JICHCTBYIOIIEIO JIOKYMEHTd, BBIJIAHHOTO YITOTHOMOYEHHBIM
B cepe oOpaileHuss BeTEPUHAPHBIX JIGKAPCTBEHHBIX CPEJICTB OprasoM
rocyjapcrsa-wieHa Ul KaXJ0H HOBOM NPOU3BOJCTBEHHOH IIIOINAJKH,
3aBepenlas B yCTAHOBJIEHHOM MOPSIAKE W TOATBEPIKIAOIIAS COOTBETCTBUE
IPOM3BOJAKTENA, PACIIOJIOKEHHOTO Ha TEePPUTOPUH  TPEThEi  CTpaHbl
unu tamokeHHon tepputopun Coroza, Tpebopanmsim IlpaBui Hapnexameit

MPOU3BOJICTBEHHON  TIpakTHKK  EBpasuiicKoro 5SKOHOMHYECKOIO  COM3a,
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yrBepaaeHHbIX Pemennem CoBera Eppasuiickoil 5KOHOMUYECKOH KOMUCCHA
or 3 Hoabps 2016 1. Ne 77 (manee — IlpaBmia Hauaexamei
MPOU3BOJACTBEHHON MPaKTUKH), U KOMMsl JIeHCTBYIOMeH JULEH3MH HA TIPABO
IIPOU3BOJICTBA BETCPUHAPHOIO JICKAPCTBEHHOI'O Ipeliapara Ha TaMOKEHHOI
tepputopun Corosza;

r)cxema  TEXHOJIOI'MUECKOIO  IIpolecca  MPOM3BOACTBA  HOBOIO
IPOU3BOAMTEIISI WM HA HOBOM IIPOM3BOACTBEHHON IJIOUIAJIKE BETEPHHAPHOIO
JIEKapCTBEHHOIO IIpenapara, BKIHYas KOHTPOJIb KAayecTBa TPOMEKYTOYHON
HPOAYKIMH;

1) IOKyMEHT,  TOATBEPXTAIONIMA  KAuecTBO M OE30MaCHOCTH
BETEPUHAPHOTC  JIGKAPCTBEHHOI'O  IIpenapara, MPOU3ZBEACHHOIO HOBBIM
TPOU3BOIMTEIEM HJIM HAa HOBOM IIPOM3BOJICTBEHHON Iuiowaike (cepTudukar
KauyecTBa, AHATMTUYCCKUH MacIiopT U JIp.);

€) 0Opa3Ibl BETEPUHAPHOIO JIEKAPCTBEHHOrO Ipenapala B 3asBICHHOM
YIAKOBKE, IIPOM3BEJEHHbIE HOBBIM I[POU3BOJMTEIICM WM Ha HOBOH
[IPOU3BOJICTBEHHOU IIOIIAAKE;

K) IPOEKTBI  MHCTPYKUHUM 1O TPAMCHEHHO  BETEPUHAPHOIO
JIEKapCTBEHHOI'O IIperiapara, HOPMATUBHOTO JIOKYMEHTA Ha BeTEPUHAPHOE
JIEKapCTBEHHOE CPeJACTBO, MAKEThI TMEPBUYHON U BTOPUUHOM (npyu HalIMUKK)
YHAaKOBOK  C  YKazaHMeM  HOBOTO  TIPOM3BOIUTENSI MM HOBOMH
TIPOM3BOJICTBESHHOMN TITOIIAJIKH.

4. Usmenenune wim Jlo0aBiieHue (pou3BOAMTENs dapManeBTHIecKon
cyOcTanum, MCIOJIb3YEMOM  [IpM  [IPOU3BOJACTBE  BETEPHHAPHOI'O
JIEKapCTBEHHOIO Npernapara:

a) rapaHTHIHOE ACHEMO npasooOamaress BETEPUHAPHOTO
JICKAPCTBEHHOTO TMperapara O TOM, YTO M3MEHEHHME IPCHU3BOIAUTENS

HE NPUBOJIHMT K CHIDKEHHIO KauyeCcTBa (PAapMaleBTHUYECKOU C 60'1‘3}11114[/1'
p ;
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6) raparTHifHOE MTHCHMO 1IpaBoO0JIa1aTEs] BETEPUHAPHOT'O
JIEKapCTBEHHOTO  Tiperapara 00  OTCYTCTBMM — M3MEHEHMH B 4acTy
TEXHOJIOI'MYECKOro JIpolecca MPOU3BOJICTBA U METOJi0OB KOHTPOIIS KauecTBa
BETCPUHAPHOTI'O JIEKAPCTBEHHOI'O TIperapara;

B) CBEJIEHMs. O HOBOM IIpoM3BonuTese (GapManeBTHUECKOH cybcraniuu
(moJHOE HAMMEHOBAHUE IIPOM3BOJAUTENS, MECTO €ro Haxoxienus (ajpec
IOPUIMYCCKOro JIMLA) U aIpec MecTa TMPOU3BOJCTBA (B Clydae eciim ajpeca
paznuyaroTes), TeaedoH, aipec AEKTPOHHOH MOYUTH);

) KOIusl JAeUCTBYIOIIEro JOKYMEHTa, BBIJAHHOTO YTIOJHOMOYEHHBIM
B ciepe oOpameHns BeTEPHHAPHLIX JEKAPCTBEHHBIX CPEACTB OPraHoM
rocyjlapcrBa-uieHa Juisi KXol HOBOM IMPOM3BOACTBEHHOW TITOMIAIKY,
3aBepeHHasi B YCTAHOBJIEHHOM MOPsKe U HNOATBEP)KIAKONIas COOTBETCTBUE
IIPOM3BOAMTENS, PACIOJOKEHHOI0 Ha TEPPUTOPUU  TPEThbeH  CTpaHBl
WM TamoxkenHod rteppuropuu Corosa, TpeboBaHusMm lipaBun Hammexariei
IPOMU3BOACTBEHHOM NMPAKTUKM, W KOIMs JSHCTBYIONIEH JUIICH3WH Ha MPaBo
MPOU3BC/ICTBA BETEPHHAPHOTO JIEKApCTBEHHOrO Tpermapara Ha TaMO)KeHHOMH
Tepputopun Corosa;

J) OITUCAHWE TEXHOJOTHYECKOTO fpoilecca TIPOM3BOJCTBA  HOBHIM
NPCH3BOIMTENEeM  (hapMmarieBTHUeCKOM cyOcTaHUUH, BKIKOYAs KOHTPO!b
MCXOJTHOTO CBIPBS, TIPOMEKYTOUHOH TMPOJNYKIMH U yKa3aHWe KPUTHYECKHX
CTalMii NIPOU3BOACTBA, KTIOJIb3YEMbIX OPraHHYECKUX PACTBOPUTEIICH;

€) IOKYMEHT,  NOATBeP)KIAAKOIMH  KayecTBO M Oe30MacHOCTh
(hapmaLieBTUUECKOM CYOCTaHIMHU, MPOU3BEACHHONH HOBLIM TPOW3BOAUTEIEM
(ceprudukar kauecTBa, aHAIUTHYCCKHH MACTIOPT | JIP.);

k) pe3yJIbTaThl U3y4YeHUs cTaGUITHPHOCTH (dapmareBTuuecKoi
cyOCTaHIM#d, [POU3BEJSHHOM  HOBBIM  IIPOM3BOJWTENIEM, B  TeUeHHE

3a@sBJICHHOT'O CPOKA I'OJIHOCTH H IIPH PEKOMEHNOBAHHbLIX YCIIOBHAX XPaHCHHS,
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3) 00pasibl (QapMalneBTuyecKoll cyOCTaHIMH, NPOU3BENEHHOH HOBBIM
MPOU3BO/IUTEIEM;

1) 0Opasibl BETEPUHAPHOTO JIEKAPCTBEHHOI'O npenapara,
MPOU3BEJIEHHOIO ¢ MCII0JIb30BAHHEM (DapMalleBTHUECKOH CyOCTAHIIMM HOBOTO
IPOM3BOAUTEIIS C CCPTHOHUKATOM KauecTsa.

15. U3menerue TEXHOJIOTMYECKOI'0 npoiecca IPOM3BO/ACTRA
BETEPUHAPHOTO JICKAPCTBEHHOI'O IIperapaTa, KOTOPOEe MOKET OKa3aTh BIUSHUE
Ha Ka4eCTBO FOTOBOTO HPOAYKTA:

A) OMMCAHNE W3MEHEHMS B TEXHOJOTHYCCKOM MPOIEcce IPOU3BOICTBA
BETEPUHAPHOI'O JIEKAPCTBEHHOT0 Nperapara;

0) B ciyyae BHECeHMs W3MCHEHWH B uwacTM I[oKasaTenell kauecTsa
M (MIM) METOJOB KOHTPONS KadyecTBA BETEPUHAPHOIO JIGKAPCTBEHHOI'O

nperapara — IpOCeKT HOPMAaTHBHOIO NOKyMEHTa C O0OCHOBAHHEM BHOCHMbBIX

U3MEHEeHMH;
B) JIOKYMEHT, ITO/ITBEP K A0 I Ka4ecTBO 5| 0e301acHOCTh
BETEPUHAPHOTO JIEKAPCTBEHHOT'O Ipernapara, [IPOU3BEACHHOIO

OpA  W3MCHCHWM  TCXHOJIOIMM  HIPOMU3BOACTBA  (cepTHdHUKAaT KauecTsa,
AHANUTUYCCKHH TTACIIOpT | Ap. };

r) oOpasiisl BETEPUHAPHOI'O JIEKAPCTBEHHOI'O npelapara,
MPOM3BEJCHHOIO  [OC/IE  M2MEHEHUS  TEXHOJOI'MYECKOro  Iporecca
IIPOU3BOJACTBA BETEPUHAPHOIO JICKAPCTBEHHOT'O Ipenapara.

16. Vi3sMeHeHus B HOPMaTMBHOM JIOKYMEHTE Ha BETEpPHHAPHOE
JIEKapCTBEHHOC  CPEJICTBO, KACAIOWIMECHs METOJOB KOHTPOIST u  (WJH)
KOHTPOJIHPYEMBIX IMOKa3aTelel KauecTBa:

a) OTYET O BalMalui U3MEHEHHBIX METOIOB KOHTPOJIS;

0) NPOEKT HOPMATABHOIO JOKYMEHTA HA BETEPMHAPHOE JIEKAPCTBECHHOC

CPEencTBO HJIH IIPOCKT H3MCHCHMH I HOPMATUBHOI'O JOKYMCHT2
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Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEACTBO, BKJIIOYAIOUIMH OIIMCAHUE BCEX
10Ka3aTeJIed KayecTBa U METOAOB KOHTPOJIS, B KOTOPbIe BHOCITCS H3MCHCHHUS;

B) JIOKYyMEHT,  IOATBEPXKJAIOMI  KadyecTBO M 0e30TMacHOCTh
BETEPUHApPHOI'0  JIEKApCTBEHHOI'O  Ipenapara (ceptudukrar  kadecTsna,
AHATUTUYECKUH MaciopT  JIp.);

r) oOpasifsl BETEPUHAPHOTO JEKAPCTBEHHOTO TIperapaTa.

17. UsMeHeHHe  cocTaBa  BCIIOMOTATENBHBIX — BEHIECTB  (BKJIIGYAs
KpacuTeau M BKyCOBHIC J00aBku), He Biusiomee Ha S((QEeKTHBHOCTD
1 6e30MaCHOCTh BETEPUHAPHOTO JIGKAPCTBEHHOIO Ipenapara:

a) JOKYMEHTBI, MHOJATBEPXAAIOIMe KayecTBO M 0e30macHOCTh HOBBIX
BCIIOMOI'afe/IbHbIX — BellecTs  (cepruduKar  KayecTBa, aAHATUTHUCCKHIA
IacroprT U Ap.);

0) onMcaHue MeETOJOB KOHTPOJISE HOBBIX BCIIOMOTATENILHBIX BEIECTR
WM ccbuUlka Ha (apmakonelHyro crathto Papmakornen Espasuiickoro
9KOHOMHYECKOI0O cOr03a, yTBepxkacHHol Pemenuem Komterun EBpasutickoro
3KOHOMHUUECKOW  komuccun ot 11 amrycra 2020 r. Ne 100
(manee — @apmakones: Coroza), niu papmakornen rocyjapcrpa-4jieHa;

B) pe3yJILTATHI W3yYeHUs! CTadMIBHOCTH BETEPUHAPHOI'O
JICKapCTBEHHOI0  Iperapara, [POM3IBEACHHOIO ¢  HOBBIM  COCTABOM
BCIIOMOI'aTeJILHBIX BEIECTB BO BCEX TUIIAX EPBUYHON YIIAKOBKHU;

I') pe3ypTaTbl COOCTBEHHBIX MCCIICIOBAHUH (MCTIBITAHMI) HITH CIIpaBKa
Ha OCHOBAaHUY UHOOPMALMH M3 HAYYHBIX JIMTEPATYPHBIX HCTOYHUKOB
no (hapMaKo-TOKCHKOJIOTMUECKUM CBOWCTBAM HOBBIX BCIIOMOI'ATE/bLHBIX
BEIIECTB, coJ/lep/Kalllas HayyHoe OOOCHOBaHHE €  IIPejICTABIEHUEM
(hakTUYECKNX MAaHHBIX, MOATBEPNKAAMONIKX, UTO HAJIMYWE B COCTABE€ HOBBIX
BCIIOMOT'aTeJIbHBIX BELIECTB He IIpUBEAET K YXYILUCHUIO TOKCHKOJIOTHISCKHX
CBOMCTB M (WIM)  M3MEHEHMIO  OMOJOCTYIHOCTH  BETEPHHAPHOIO

JEKAPCTBCHHOI'O MIpeliapara,
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1) 00pa3usl BETEPUHAPHOIO JICKapCTBEHHOTO npenapara,
IIPOU3BEACHHOIO C HOBBIM COCTABOM BCIIOMOTATCIIHHBIX BEIIECTR;

¢) IPOEKThl  HMHCTPYKIMHU MO0  NPUMEHEHUIO  BETEPUHAPHOI'O
JIEKAPCTBEHHOTO [Iperapara, HOPMATHBHOTO JIOKYMEHTa Ha BETEPUHAPHOE
JIEKAPCTBEHHOE CPEJICTBO € HOBBIM COCTAROM BCIIOMOIaTeILHBIX BEIECTB,
MAKETOB II€PBUYHOM ¥ BTOPUYHOM (IpK HAJIMYKHU) YIIAKOBOK.

18. MismMenenme cocrara BCIIOMOIAT@/IbHBIX BEIIECTB, KOTOPOE MOMKET
MOBJIMATE Ha (PAPMAKOKMHETHUECKHE M TOKCHKOJOTHYCCKHE TMapamerphl
BETEPUHAPHOTO JIEKAPCTBEHHOIO [IPEIapaTa’:

a) 000CHOBaHME BHOCHMBIX M3MCHCHWH W TIPOBEJICHHBIX MCCIIECI0BAHUN
(MCTIBITAHUH), TTOJATBEPXKJAIOIIHX, YTO HAJIWM4YHMEe B  COCTaBE HOBBIX
BCTIOMOTaTEIbHBIX BCIIICCTR He NpUBeJIET K YXYALIEHUIO
(papMaKOTOKCHKONOTHYECKHX ~ CBOMCTB ~ BETEPUHAPHOIO  JIEKAPCTBEHHOIO
nmpernapara,;

0) copaBka Ha OCHORAHMM HMH(OPMALUU M3 HAYYHBIX JIMTEPATYPHBIX
HCTOYHHMKOB O HOBBIX BCIIOMOI'aT€IbHbIX BeulecTBax (0 (MU3HKO-XUMHILCKUX,
GapmaleBTUUECKHUX, TOKCUKOJOTHYECKUX CBOHCTBAX, HCMOAB30BAHANA HOBBIX
BCIIOMOI'aTe/IbHBIX  BELIECTB B COCTaBE BETEPMHAPHBIX JIGKAPCTBEHHBIX
[IperaparToB, HaXOASUIMXCS B COpalleHUH, MM 00 WX HCIOIL30BAHUM
B (papMaleBTUYECCKOH HAM KOCMETHUYCCKOM TMPOMBINIICHHOCTH), CCBIIKH
Ha (apmakoneiinpie crarbn  @Dapmakonen Coro3a Wi (hapMmaxonen
rocyzapcTBa-uieHa (Tpu HAJTUYUN );

B) AOKYMEHTBI, ITOATBEPAJIAIONIME KAayecTBO M 0Oe3011aCHOCT: HOBBIX
3crioMoraTeNnbHbIX — BemecTB  (ceprudukar  KadecTBa, AHAIMTHYECKHM
[acmopT 1 ap.);

r) TpeOOBaHWST K KAuyeCTBY BCIIOMOTATENLHBIX BEIIECTB, METOLbI

KOHTPOJIS M OTYETHI 110 BATWIAIIMNA METOOB aHaim3a (Juist HehapMaKoneHHbIX
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METOJ/IOB aHalu3a), Konuu (hapmakoneinsix crareit Gapmaxomen Coros3a um

bapmaxonen rocynapcrsa-uieHa (pu HaTHUHHN);

1) JaHHBIC O CTADUIBHOCTH BETEPHHAPHOTO JIEKAPCTBEHHOTC TIpemnapara,
TIPOU3BEACHHOIO C HOBBIM COCTABOM BCIIOMOTATENbHBIX BEINECTB BO BCEX
THIAX [EPBUYHONH YMNaKOBKH, JlaHHBIE O CTaOMIBHOCTM BO BCKPBLITOR
yIIakoBKe, €CJIM IIPEJyCMOTPEHO XpaHeHHe Ipemapara Iociie IePBOro
BCKPBITHS;

€) OT4er ) CPaBHUTENLHOM UCCIIEIOBAHMH (MCTIBITAHNH)
TOKCUKOJIOI'MYECKUX CBOKMCTB BETEPUHAPHOIO JIEKAPCTBEHHOTO Ibernapara
C TIPEKHAM M HOBBIM COCTABOM BCIIOMOTATENBHBIX BEIIECTB HA M1ab0opaToOpHEIX
KU BOTHBIX pH OJTHOKPATHOM u MHOTOKPaTHOM BRE/ICHUH,
TO/ITBEPK/IAFOIINAN, UTO HOBBIE BCIIOMOTATEIBHBIC BCIECTBA HE TIPUBOJIST
K M3MEHEHWI) TOKCHYHOCTH BETEPUHAPHOTO JTEKapCTBEHHOTO TIpenapara;

X) oTaer 00  wWccrnegoBaHWM  (MCTIBITAHWHM)  TIEPEHOCHMOCTH
BETCPUHAPHOTO  JICKAPCTBCHHOTO  IIpermapara ¢  HOBBIM  COCTABOM
BCIIOMOTATEJILHBIX BELIECTB LEJIeBbIMU JKUBOTHBIMH B PEKOMEHIYeMOH 1o3e
IIP¥ MEOTOKPATHOM BBEJIEHHH B CJIy4yae BLISBIIEHHUS YBEIUYEHUS TOKCUIHOCTH
B XO/I€ OIILITOB Ha J1abOPaTOPHBIX KUBOTHBIX;

3) otuer 00  HMCCHeNOBaHMM  (MCIBITAHUKM)  (apMaKOKHHCTUKH
BETSPUHAPHOIO  JIGKAPCTBEHHOro  Ipemnapara ¢ HOBBIM  COCTaBoM
BCTIOMOTATEIhHBIX BEMIECTB HA TENEBBIX KUBOTHBIX TIPH PEKOMEHAYEMOM
pPEeKUME JTO3UPOBAHHS;

M) oruer 00 M3YYEHWM JMHAMUKHA BBLIBEJACHMUS OCTATOYHBIX KOJIMYECTB
JEHCTBYIOILIMX — BEIIeCTB  (JIGHCTBYIOLIEro  BEIIECTBA)  BETEPUHAPHOI'O
JIEKApCTBEHHOIO Mpernapara U (WiM) uUX MeTadOJIMTOB C HOBBIM COCTABOM
BCIIOMOTATENIBHBIX BELICCTB W3 OpraHu3Ma TPOJYKTHBHLIX  MHBOTHBIX
(B ciaydae W3MEHEHWH (apMaKOKHHETHUYSCKUX TMapamMeTpPOB, BBISBICHHLIX

MpU  HU3Y4YCHHH (HapMaKOKWHETHUKH), MOJTBEPKIAIONTHH 000CHOBAHHOCTD
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CPOKOB ~ BO3MOXKHOI'O  IIOJIyYEHHS  TMILEBOTO  CBIPbS  KHBOTHOTO
MPOUCXONICHHSL  110CIe  MPUMEHEHUS] BETEPUMHAPHOIO  JIEKAPCTBEHHOrO
npenapata 8 OTHOLUEHUH IIPOYKTHUBHEIX JKUBOTHBIX,

K) OTYET O KJIMHHYECKOM HccieoBaHuu (MCnbiTanuu) 3hheKTHBHOCTH
p4d  3asBACHHEIX  MOKasaHMsIX K  LUPUMEHCHHIO  BETEPUHAPHOIO
JICKAPCTBEHHOI'O TIPErapara ¢ HOBLIM COCTABOM BCIIOMOTATENLHBIX BELIECTB
(B cilydae BBISBICHHBIX W3MEHEHHH (apMaKOKHHETHUCSCKHX TIAPAMETPOB) HITH
Hay4YHOe O0OOCHOBAaHHE TOrO, YTO BBIABICHHBIC W3MEHEHMs He I[IPHBEIYT
K CHIOKCHHUIO 5O (EKTUBHOCTH BETEPUHAPHOTO JICKAPCTREHHOI'O IIPENapara;

) OTYeT, [IOATBEPIK A0, qTO U3MEHEHHE cocrana
BCIIOMOTaTe/IbHBIX BEIIECTB HE TPHBENIO K CHIDKEHHIO HMMYHOTEHHOCTH
BETEPUHAPHOIO  JICKAPCTBEHHOrO  Tipenapara (U1l  HMMYHOJIOTHYECKHX
(MMMYHOOHOIOTMYECKHX ) BETEPHHAPHBIX JICKAPCTBEHHBIX TTPErapaTos);

M) IPOEKTbl ~ MHCTPYKIMM 110 HPUMCHEHHIO  BETEPUHAPHOIO
JIEKAPCTBEHHOTO TIperapara, HOPMATHBHOIO JIOKYMEHTa Ha BETEDHMHAPHOE
JIEKaPCTBEHHOE CPEJICTBO C BHECEHHBIMH U3MEHEHWSMH B YACTH IIPUMEHCHHS
BETEPHHAPHOTO  JIGKAPCTBEHHOI'O ~ IIpermapara,  MakeThl  [E€PBHYHOI
U BTOPUYHOH (IpU HATMYWH) YIIAKOBOK;

H) 0Gpas(bl  BETEPUHAPHOIO JICKAPCTBEHHOTO Ipenapara ¢ HOBBIM
COCTaBOM;

0) craHzapTHeie  obpasibl M (MM) TeCT-CHCTeMBI (B cllyyae uX
MCII0JIb30BaHHS IIPH KOHTPGIIE KauyecTra).

19. 3amena papmanesTuueckoi cyOcTaHny, VICIIOJIB3YEeMOM
IpU TPOU3BOJICTBE BETEPUHAPHOIO JIEKAPCTBEHHOTO Tperapara, Ha ee
COJICBOC WIJIM M30MEPHOC IIPOM3BOJHOE (Janee — HoBas (apMaleBTHYecKas

cybcrannus):
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a) MOTHBUPOBAHHOE 0o00oCHOBaHKE BHOCHMEIX U3MEHEeHUH
U LPOBEJIEHHBIX MCC/IeJOBaHUN (MCMIBITAaHUH) € OICHKOM TIPEUMYIIECTB
MCI0JIb30BAHMA HOBOM (hapMalleBTHUECKON CyOCTarITiN;

0) cchuika Ha  (apmakoneiHyro cratelo Dapmakornen Coioza KM
(apmakorien rocyapcTBa-usicHa U (MIKH) HOPMATUBHBIA JOKYMEHT HA HOBYIO
(papmaneBTHICCKYI0 cyOcTanImio (crenupuKanms, MeTobl KOHTPOJIS);

B) TOKYMEHT, TOATBEPKTAIONMI KauyecTBG U 0Oe30IaCHOCTH HOBOM
dapmanesruyeckoil cybcrannmu  (ceprudukar KavyecTBa, AHATHTHUYECKHIA
ACIIOPT U JIP.), PE3yJIbTaThl aHAJIM3a IIPOMBILLUICHHBIX CEPUiA;

r)cxema  Ipolecca  IIPOU3BOJICTBA  HOBOW  (hapmareBTruecKoii
CcyOCTaHUUU M KOHTPOJIS €€ KadecTBa B TIPOIecce MPOU3BOICTBA;

1) JaHHbIe O CTaOMJIBHOCTH HOBOW (hapMareBTHUECKON CyOCTaHLMuU
B [IpoOLiecce XpPaHEHHs B MEPBUIHON yIaKoBKe MPOU3BOAUTENS M 000CHOBaHME
YCIIOBHH XpaHCHHS;

€) cripaBKa Ha OCHOBaHMM MHMDOpPMAlMKM M3 HAY4YHBIX JIUTEpATYPHEBIX
HCTCUYHMKOB O HOBOHW (Qapmauesruueckoil cybcraduuu (o dusuxo-
XUMHAYECKUX, dapmaileBTHYeCKUX, TOKCHKOJIOIMUYECKUX CBOMCTBAX,
WCIIOJIL30BAHMM  HOBOM  (papMaueBTMYeCKOM  CyOCTaHIIMM B COCTaBe
BETEPMHAPHBIX JEKAaPCTBEHHBIX [IPEIapaToB, HaXoAAUXCsl B 0OpanIeHuu, HiH
O €€ HCHOIbL30BaHud B (apMaleBTUYCCKOM UM KOCMETHYECKOM
POMBILITICHHOCTH, (papMalieBTHIECKOH COBMECTHMOCTH);

K) COOCTBEHHBIE  HCCIE/IOBAaHMA  (MCIBITAHUSI) WM HAy4HOE
000CHOBaHME C Tpe/cTaBICHUEM (PAKTHYECKHMX JI@HHBIX O CPABHUTEIBHOM
n3yueHuMn (apmMakoaMHAMUKK (B TOM uucie CHelMpHUecKOd aKTUBHOCTH)
MpeXKHed ¥ HOBON (hapMaleBTHYECKUX CyOCTaHITHMA;

3) OTYeT 0 CPaBHUTCIIBHOM UCCIIe/IOBAHIH (McnbITanum)
TOKCHKOJIOTHYECKHX CBOMCTB BETEPHHAPHBIX JIGKAPCTBEHHEIX ITPENapaTos,

UOJLyYeHHBIX U3 TPeKHEHM W HOBOM  (apmarneBTudeckux cyOcranmmii
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Ha 1a00PATOPHBIX KKUBOTHBIX IIPU OJIHOKPATHOM M MHOTOKPATHOM BBECHHH,
HOATBEPXKAAOIIMH, YTO HOBas (papManeBTHUYecKas cyOCTaHIIUS He TIPUBOJIUT
K U3MEHCHHIO TOKCHYHOCTH BETEPHUHAPHOIO JICKAPCTBEHHOTO TIperapara;

M) OTYET 00 ACCICIOBAHUH (McmeITaHUN ) MepeHOCUMMOCTH
BETEPUHAPHOrO JIEKAPCTBEHHOrO Iipenapata ¢ HOBOM (apMalieBTHYECKOH
cyOcrannued  Ha  LEJIEBBIX JKMBOTHLIX B PEKOMEHJYEMOH  J103¢
[Ipd  MHOI'OKPAaTHOM  BBeJIeHMH (B  cllydae BbISBICHUS  YBEIHUYCHHKSI
TOKCUYHOCTHU B XO/I€ OIILITOB Ha J1a00paTOPHBIX HKUBOTHBIX ),

K) oruer 00  MccieAoRaHMM  (MCHbITAaHMM)  (apMaKOKMHETHKH
BETEPUHAPHOI'O JISKAPCTBEHHOTO IIpernapara ¢ HOBOM dapMaleBTHYEeCKOi
cyOcTaHiell Ha I1eJeBBIX JKUBOTHBIX TpPH PEKOMEHIYEMOM pPeKUME
TO3UPOBAHUS;

J) oT4eT 00 M3YUEHWH AWHAMHUKH BLIBEJIEHWS OCTATOYHBIX KOJIHYECTB
NEHCTBYIOIIMX BEIECTB BETEPUHAPHOTO JEKAPCTBEHHOIO Ipenapara U (i)
UX METabOMMTOB C HOBBIM COCTAaBOM  BCIOMOTI'ATENHHBIX — BEIIECTB
M3  OpraHuM3Ma NOpPOAYKIMBHBIX KMBOTHBIX (B  cllyyae H3MEHEHHH
papMaKOKMHETHYECKUX  [1apaMeTpoB,  BLIABICHHBIX  IPH  U3YUEHHH
(papMaKOKMHETUKH ), [IOATBEPIKAAIOLIHIA 00OCHOBAHHOCTH CDOKOB
BO3MOXKHOI'O HIOJIYYEHMS [IALLEBOIO ChIPbsl JKUBOTHOTO TIPOUCXOXKJICHHUS TTOCITC
[IPUMEHEHHUs] BETEPUHAPHOI'O JICKAPCTBEHHOIO TMperapara B OTHOIICHHH
TPOTYKTUBHBIX SKHBOTHEIX;

M) OTYET O KIMHHYECKOM HccliefioBannu (ucnbiranun) 3¢ hekTuBHOCTH
MNPy 3asBJIEHHBIX  IIOKA33aHMSIX K [IPUMEHEHMIO  BeTEPHHAPHOrO
JIEKapCTBEHHOI0 Iipenapata ¢ HOBOH dapmaleBTHYecKkoi cyOcraduueit
(B cliydae BBISIBJIEHHBIX MU3MEHEeHM I TOKCUKOJIOTHYECKHX
1 (hapMaKOKHHETHUYECKUX IIapaMeTpoB) WM HaydHOe oOocHOBaHHE TOIO,
YTO BBISBICHHBIC WM3MEHCHHS HE TPUBEJIYT K CHUXCHHUIO 3(DPEKTHBHOCTH

BCTCPUHAPHGCTO JICKAPCTBCHHOIO nMmpeliapara,
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H) IPOEKTHl  MHCTPYKUMH  T10  MPUMCHCHHIO  BETEPHHAPHOIO
JIEKapCTBEHHOI0 Ipernapara, HOPMAaTHBHOTO JIOKyMEHTAa Ha BETEPUHAPHOE
JIEKapCTBEHHOE CPEACTBO C BHECEHHBIMHU M3MEHEHUSIMH B YaCTH IIPUMEHEHHUS
BETEPUHAPHOIO  JIGKADCTBEHHOIO  Tpemapara,  MakeTbl  IEPBHYHOI
1 BTOPUIHON (TIPM HAIMYUH) YIIAKOBOK;

0) 00pasiibl BETEPUHAPHOIO JICKAPCTBEHHOI'O0 Mpernapara ¢ HOBBIM
COCTAROM;

II) crapjapTible  o0pasubl M (MJIM) TeCT-CHCTEMBbl (B ciyuae ux

HCII0JIB30BaHHS IIPpKU KOHTPOJIC Kaqe(:'rBa).

[1I. U3MeHeHMst, BHGCUMBIE B JIOKYMEHTHI, COJIepIKaIHeCs
B PETHCTPAMOHHOM JI0ChE BETEPUHAPHOTO JISKAPCTBEIHOIO [IperapaTa,
TpeOyIolIHe MPOBENSHUS IKCTIEHTH3EI OTHOIIEHUS 05KU)AEMOH [1OJIE3bI
K BO3MOXXHOMY PUCKY TIPUMEHEHUS! BETEPUHAPHOTO JieKaPCTBEHHOTO
rpernapara v He TpeOyIolHe MpoReAeHUs SKCIIEPTH3bI BETSPUHAPHOTO
JIEKapCTBEHHOTO CPEJICTBA (C MPOBEJIEHUEM HKCIIEPTUBBI PEIrHCTPALOHHOTO
NOChE BETCPUHAPHOI'O JIEKAPCTBEHHOT'O IIperapara
1 0€3 IPOReIeHUs HKCIePTH3bl 00PA3I0B BETEPHHAPHOTO
JIEKapCTBEHHOIO CPeJICTBA)

20. Mi3sMenenne CPOKOB TOJAHOCTM M (MAM) YCIOBHH  XpaHeHus
BETEPUHAPHOI0 JIEKAPCTBEHHOIO Mpernapara:

a) JlaHHble 0 CTabMIIBHOCTH BETEPHUHAPHOTO JICKapCTBEHHOIO Ipenapara
(BO BCEX 3asBJCHHBIX THUMAX IEPBUYHOM YIAKOBKH), IIOATBEPHKIAIOIINE
cTaOMJIBHOCTE ~ TIpenapata B TEYEHME 3asABJIEHHOIO CPOKa TOJHOCTH
IIPH PEKOMEHIOBAHHBIX YCIIOBUSIX XPAHEHHMS;

0) NpOeKTHl  MHCTPYKUHMH 1[I0  ITPUMEHCHHIO  BETEPUHAPHOIO
JIEKAPCTBEHHOTO IIpernapara, HOPMaTHBHOIO JOKyMEHTa Ha BETEpHHAPHGE
JICKApCTBCHHOS CPEICTBO, MAKETEI MEPBUIHON W BTOPUYHOU (IIPU HAJIMYMK)

YINAaKOBOK C BHCCCHHBIMH M3MCHCHHUSIMMU.
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21. Ismenenue CpoOKOB TIOJHOCTH M (MJIM) YCNOBHI  Xpaneuus
(GapmareBTHUecKOl  cyOCTaHLiMM,  UCIIOJIB3YeMOW I MPOM3BO,ICTBA
BETEPUHAPHOIO  JIEKAPCTBEHHOI'O  lIperapaTa:  pe3ysibTaThl  M3yuYeHHs
crabuabHOCTH (papMaleBTHYecKoi CyOCTAHIIMY B TEUCHHE 3asBICHHOIO CPOKA
[IPHU PEKOMEHAOBAHHBIX YCIIOBUAX XPAHCHHSI.

22. M3meHenne mokasarencdl kauectBa M (MJIM) METOJOB KOHTPOJIS
KayecTBa (apMaleBTHYECKOM cyOCTaHIlK, UCIONIb3YeMO# AJIs IPOU3BOJICTBA
BETEPUHAPHOTO JIEKAPCTBEHHOT'O TIpenapara:

a) OlleHKAa BHOCKMBIX M3MEHEHMH B LapameTpbl KOHTPOJS KadyecTsa
dapmanesruueckoil cyOCcTaHLMKM B CPABHUTEIBHOM aCHEKTE OTHOCHTEILHO
IIEPBOHAYAIBHO 3aJ10’KEHHBIX 1aPAMETPOB;

0) crieuuKalud U METOJBl KOHTPOJS KauyecTBa (papMaleBTHYecKOil
cyOCTaHLMKU C BHECEHHUBIMU U3MCHCHUSIMU,

B) JlaHHble O  CTaOWJIBHOCTH,  TIOJATBEPKAAIOINIAE  COOTBETCTBHE
hapmanesTryeckol cydcTanuum TpeboBanusiM 0OHOBIIEHHOMN ClieLUDUKATIAHN
B T€YEHHUE BCErO CPOKA MOTHOCTH.

23. CokparrieHue IIPOJIOJDKUTEIIEHOCTH Kypca IPUMEHEHU S
BETEPUHAPHOTO JIEKAPCTBEHHOI'O Tperapara;

2) OTHETHL,  HOATBEpXKAAONIME  SD(OEXTHBHOCTE  BETEPHHAPHOIO
JIEKapCTBEHHOIO TpenapaTa IpH COKPaLleHHH MPOJOIIKATCIFHOCTH Kypcea
[IPUMEHEHUS;

0) IIpOeKT UHCTPYKITHH 1o ITPUMEHEHU IO BETEPUHAPHOTO
JEKAPCTBEHHOI O TipeflapaTa, MakeThl MEPBUYHON U BTOPUYHOH (P HAIIMYHH)
YIIaKOBOK C BHECEHHBIMHM H3MEHEHHSMH B YacTH MPOAOIDKUTEILHOCTH
NPUMEHEHHUS BETEPUHAPHOTO JIEKapCTBEHHOIO IIpernapara.

24. Msmenenne CPOKOB BO3MOJKHOIO TOJYUCHHs MHUINEBOTO ChIPbSI
JKHBOTHOTO  MPOMCXOXMKAEHHA  MOCIE  MPUMCHEHUs]  BETEPUHAPHOrO

JEKAPCTBEHHOI'O HIpeliapaTa B OTHOIICHUH ITPOAYKTHBHBIX J KUBOTHBIX:
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a) oryer 00 M3yYyeHHUM JMHAMKKHU BBIBEJICHUS OCTATOUYHBIX KOJHYECTB
JAEHCTBYIOLIMX BELIECTB BETEPUHAPHOIO JEKapCTBEHHOTO Tperaparta u (wim)
ux  MeTaboJMTOB U3 OpraHu3Ma  TIPOJYKTHBHBIX ’KMBOTHBIX,
NCATBEPKIAOUIMHA  HEOOXOAMMOCTE M3MEHEHHS YCTAHOBIEHHEIX CPOKOB
BBIBE/ICHUSI OCTATOYHBIX KOJIMYECTB JIEWCTBYIONIMX BEILECTB BETEPUHAPHOTO
JIEKapCTBEHHOTO Tpenapara v (M) MxX MeTabolUTOB M3  OpraHusma
I'POAYKTUBHBLIX JKUBOTHBIX IOCIE KYpPCOBOIO IIPUMEHEHUs BeTepHHAPHOIO
JIEKapCTBEHHOIO Iperapara;

0) rpoexT MHCTPYKLHUU 110 IPUMEHEHHUIO BETEPHHAPHOTO
JIEKapCTBEHHOIO IIpeliapaTa ¢ BHECEHHBIMHM HM3MEHEHHUSIMH B YacTH CPOKOB
BO3MOKHOIO [IOJIYYEHUS ITHAILEBOTO CHIPhSI )KUBOTHOTO TIPOMCXOJK/ICHUS II0CIIE
IPUMECHCHUA BETEPUHAPHOIO JIGKAPCTBEHHOTO TMpermapara B OTHOLIEHHH
TIPOTYKTHUBHBIX )KABOTHBIX.

25. Jlobapnenye  MOKa3aHMM K TPHMEHEHHIO  BETEPHHAPHOLO
JIEKapCTBEHHOTO ITpernapara (663 H3MCHEHUS PesKUMa JIO3UPOBAHIs U L[EIeBhIX
BU/IOB YXUBOTHBIX):

a) oruer 00 u3ydyeHUn >PYEKTUBHOCTH BETEPUHAPHOI'O JEKAPCTBEHHOIO
npernapara rnpH HOBBIX [TOKA3aHUAX K MPUMEHEHHIO;

0) MpoeKT MHCTPYKLUU 10 IPUMEHEHHUIO BETEPUHAPHOTO
JIEKapCTBEHHOIO  IIpenapara ¥ MakeTbl [epBUYHOH W BTOPUUHOMN
(Mpy HAIMYKUK) YIAKOBOK ¢ BHECEHHBIMYU M3MEHEHUSIMU B YaCTH HPUMEHEHHS
BETEPUHAPHOTO JIEKAPCTBEHHOTO TIperapara.

26. Jlobasrnenue HOBOIO BU/J(a JKMBOTHBIX, /U1 KOTOPOI'0 PeKOMEHAYETCS
TIPUMEHATH BETEpHHAPHBIN JIeKapCTBEHHBIH IIperapar:

a) oruer 00 UCCJIEIOBAHUM (MCTIBITaHUK ) IIEPEHOCHMOCTH
BETEPUHAPHOIO JICKAPCTBEHHOTO Tperapara Ha HOBOM BHJIEC KHBOTHBIX IIpH
OJHOKPATHOM M  MHOTOKPATHOM  TIPUMEHSHHMHM B  TEPANEBTHYECKOM

W TIOBBIIIEHHOHW J103aX;
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0) oruer 00  HccnemoBaHWM  (WCMBITAaHWH)  QAapPMAKOKMHETHKH
BETCPUHAPHOTO JIEKAPCTBEHHOTO Ipenapara MpH NMPUMEHEHHH B OTHOLLIEHHH
HOBOT'O BHJI2 )HUBOTHBIX TIPA PEKOMEHIYEMOM PEXUME JI03UPOBAHUS;

B) OTYET 00 M3YYCHHH AWHAMHKH BEIBEJEHMSI CCTATOYUHBIX KOJIWYECTB
JEHCTBYIOIIMX BEIIECTB BETEPUHAPHOIO JIEKaPCTBEHHOIO IIpernapara U (WiTH)
MX MeTabCIMTOB M3 OpraHu3Ma HOBOIO BHAA MPOAYKTHBHHIX KHBOTHBIX
(B cnywae, ecmu godasisiercs  BUI  OPOJYKTHBHBIX  KMBOTHEIX),
IIOATBEPKAAIOLIME CPOKM BBIBEICHUS OCTATOUHBIX KOIMYECTB ACHCTRBYIOIIUX
BELIECTB BETEPUHAPHOIO JJIEKAPCTBEHHOrO Mpenapara | (HIIH) UX METa0OJIATOB
U3 OpraHusMa TPOJYKTUBHBIX IKHBOTHBIX TIPU KYpPCOBOM IIPHUMEHEHHU
BETCPUHAPHOTO JICKapCTBEHHOTO perapara B MaKCAMAaJIbHOH
PEKOMEHIOBAHHOM J103¢;

I) OTYET O KIMHWYIECKOM HCCIIeIOBaHUK (MCTBITaHuK) () ()EeKTHBHOCTH
BETEPUHAPHOTO  JICKAPCTBEHHOTO  IIperiapara IpU  BCEX  3adBJISCMBIX
TTOKA3aHUsIX JIJIs1 HOBOTO BHJIA YKUBOTHBIX;

J) IPOEKT MHCTPYKLMU no TPUMCHEHHTO BETCPHUHAPHOTO
JIEKAPCTBEHHOIO  IIpenapara M MakeTbl NEepBHYHOM W BTOPHYHOMN
(I1py HaNMYMK) YIIAKOBOK C BHECCHHBIMH M3MEHCHHSMH B YACTH TIPUMEHEHMS
BETEPUHAPHOI0 JIEKAPCTBEHHOTO Mpemapara.

27. ismeHenue pexuma NO3MPOBaHUs (M3MEHCHHE JI03bI, KpPaTHOCTH
W WMHTEpBalNa MEXJy BBEACHMSIMH, JUIMTEIBHOCTH Kypca IIPUMEHECHHS)
BETEPUHAPHOTO JIEKapPCTBEHHOT'O Hperapara:

a) oryer 00 M3y4YeHUU (ApPMEKOKUHETHKH (B cllydae yMEHBIICHHUS WITH
YBEIIMYEHUs J103bl, U (WIM) M3MEHEeHUs KPaTHOCTH, U (WJIH) W3MEHCHWs
MHTEPBAJIIOB MEXX/y BBEISHUIMHU);

©) otueT 00 M3YYECHHWW JIMHAMUKH BBEIBCJACHWS OCTATOYHBLIX KOJIMYECTB
JIEWCTBYIOIIMX BEIIECTB BETEPHHAPHOTO JICKAPCTBEHHOIO Tpernapara v (Mim)

HX MeTEi.GOJ'[HTOB, HO,HTBGp}I{,[[aIOL[IHﬁ CpOKKM  BEIBEJICHHA OCTATOYHBIX
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KOJIMYECTB  JEUCTBYIOUIMX  BEWECTB  BETEPHUHAPHOIO  JIEKAPCTBEHHOIO
nperiapara 4 (MimM) ux MeTaboTOB U3 OPraHU3Ma MPOAYKTHBHEIX HBOTHBIX
10CIIe KYPCOBOIO IIPHMMEHEHHMS BETEPUHAPHOIO JIGKapCTBEHHOIO Tperapara
B Clly4dae yBeJIMYeHUsl OJAHOKPATHOM MU KypCOBOM JO3HI;

B) oTyeT 00  wmccnenoBanuM  (mMcneltaHuu) 9 QEeKTUBHOCTH
BETEPUHAPHOTO JIEKAPCTBEHHOTO TIpernapara IpH 3asiBISIeMbIX [MOKA3aHUAX
K IIPUMEHCHHIO MPU HOBOM pPEXKUME JIO3MPOBAHMS MM M3MEHEHHH CXEMDI
MPUMEHECHHST;

T') TPOEKT UHCTPYKIUU 110 I PUMEHEHUIO BETEPUHAPHOTO
JIEKApPCTBEHHOIO  Hpelapara,  MaKeTbl  IEPBHYHOM M BTOPHYHOMN
(1Ip¥ HaJIMYMK) YIIAKOBOK C BHECEHHBIMH M3MCHCHHUSIMHM B YaCTH TIPUMEHEHMSI
BETEPUHAPHOI'0 JIEKAPCTBEHHOI'O Mpernapara.

28. I3sMeHeHHue IIyTH BBEIICHWSI BETEPUHAPHOTO JIEKApCTBEHHOTO
[pernapara:

a) OTYETHl O TIPOBEJICHHEIX Hccre0BaHusix (ucibitTanusgx). O0bem
HEOOXOJMMEIX JAOKIMHUYECKUX HMCCIEA0BaHNN (MCIIBITAHUMA) BeTePHHAPHOTO
IGKapCTBEHHOTO CpEJICTBA M KIMHMYECKUX HCCHEMOBaHUN (MCIBITAHMN)
BETEPUHAPHOIO JIEKAPCTBEHHOI'O IIpenapara 3aBUCUT OT HOBOrO TMYTH
BBEJICHUSI W OfpeJesieTcss B COOTBETCTBMM C Ipuioxenuem Ne 19
Kk IlpaBunam peryimpoBaHust 0OpauleHMst BeTEpPUHAPHBIX JEKAPCTBEHHBIX
CPEACTB HA TAMOXKEHHON TEPPUTOPUH EBPAZHUICKOTO IKOHOMHIECKOT0 COI034,
yTBepxkaeHABIM PemenneM Cosera EBpazuiickoil 3KOHOMIIECKONW KOMHCCHU
oT 21 ssaBaps 2022 r. Ne 1 (X rpynma);

0) MPOEKTHl ~ MHCTPYKIMM  TO  MPUMEHEHHIO  BeTepHHApHOI'O
JIEKapCTBEHHOTO TpenapaTa, HOPMATMBHOIO JIOKYMEHTAa Ha BETePHHAPHOE
JIEKapCTBEHHOE  CPEJACTBO,  MakeTbl  IIePBUYHOR M BTOPHYHOM

(Ipu HaJIMYMKM) YIIAKOBOK (IIPH HEOOXOAUMOCTH).
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29. JIpyrue H3MeHEHUWsl, BHOCHMBIE B JIOKYMEHTBI, COJIepIKarrecs

B PEruCTPAllMOHHOM JIOChE BETCPHUHAPHOI'O JICKAPCTBEHHOI'O TMperapara,

ne ykazanuble B paspaenax I u I nacrosiiero nepeussi.

Ilpumeuanus:

1. JInst xareropuu M3MEHEHHH, yKazaHHBIX B paszjiene I, oDocroBanue
JIOJKHO — COAepkKaTe HUH(POpMALMIO, [OATBEPIKIAIONIYIO, YTO BHOCHMBIE
B PEruCTpPallHOHHOE [OChE BETCPHHAPHOIO JIEKAPCTBCHHOI'O Ipernapara
U3MEHEHMUs He BIMSIOT Ha €ro KauecTso, 3QPexTHRBHOCTL H He301IaCHOCTD.

2.014yerel 0  JIOKJIMHHYCCKHX  UCCIHEJOBAaHUSX  (MCIBITAHUSAX)
BETEPHHAPHOro JIEKAPCTBEHHOrO CPEJICTBA M KIMHHYCCKHX HCCIICI0BAHUAX
(MCIIBITAHUSX) BETEPHHAPHOrO JICKAPCTBEHHOTO TIPErapara, MepedrClcHHbIC
B MOJNMYHKTaX «OK» — «/1» HyHKTa 18 HacTogulero nepedHs, MOYXHO 3aMEHUTE
OTYETOM 00 H3Y4eHHH OMOIKBHBATCHTHOCTH BETCPHHAPHBIX JICKAPCTBEHHLIX
IIPENAPATOB € TNPEXKHMM W HOBBIM COCTABOM BCIIOMOTATEIIBLHBEIX BEIICCTB
(#7151 BEeTEPHHAPHBIX JICKAPCTBEHHLIX [PENAPATOB, K KOTOPHIM TIPUMEHHMO
HCCIIE/I0BaHNE (McrBITaH#RE) OHOPKBHBAIIEHTHOCTH BETEPHHAPHBIX
JIEKapCTBEHHBIX — MNPENapaTtoB B cly4ae  HAy4yHOTro  00OCHOBaHHS
CONOCTABUMOCTM TOKCHYHOCTH IIPEKHUX M  HOBLIX BCIIOMOTATENbHBIX
BEITECTR).».

105. B moanynkre 1.1 mpunoxenns Ne 7 k ykazannsim [IpaBuiiam ciiosa

«TCPPUTOPUHA Coroza» 3aMEHHUTEH CIIOBAMHU «TEPPUTOPUHU EBpaBHﬁCKOTO

SKOHOMHUYECKOTO ¢0103a, yrBepxaenubiMu Pemennem CoBera LBpasuiickoif

SKOHOMMYECKOHN kKomuccun or 21 ausaps 2022 r. Ne 1».
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107. B npunoxxennn Ne 10 k ykazanasiv 1 Ipasunam:

a) B hopme 10.1:

Mocjae CIIOB «Ha TAMOMKEHHOHM Teppuropur EBpasHicKOro 3KOHOMHYECKOTO
COt03a» JIOTIONIHUTH ClOBaMH «, yTBepikienubM Permenvem Copera Epasuiickoi
SKOHOMUYECKOM Komuccuu ot 21 smBapst 2022 1. Ne 1)»;

B IIyHKT€ 6 CllOBa «B HOPMATHBHBIA INPaBOBOM AaKT, COCTABISIOIIMI IIPABO
EBpasuiicKOro 5SKOHOMMYECKOTO CO033,» 3aMEHHTH CJIOBAMH «B aKThl OpraHoB
EBpasricKOro SK0HOMUYECKOIO COH03aY;

6)B nynxre 8 Qopmer 10.5 croBa «B HOPMATHBHEIA NPAaBOBOH aKT,
COCTABJISFONIAN TIpaB0 EBpaszMifcKOro HKOHOMUYECKOIO COK03d,» 3aMEHHTH CIIOBAMH
«B aKTHI OPraHoB EBpasuiicKoro 3KOHOMHUECKOTO COI03aY;

B) B (popme 10.6 cnoa «pasunamu Coroza» 3ameHuTh cioBamu «lIpaBumamu
peryJIMpoBaHKs OOpaIlCHNs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TAMOKEHHOM
TeppUTOpUH ERpaziiickoro SKOHOMUYECKOTO COI03a;

r) B popme 10.9 nocie cioB «ipakTuku EBpazHiickoro 3KOHOMUHECKOIO CO3ay»
JIONOJIHUTD ~ ClloBaMM  «,  yTBepokaeHHbIMM  Periennem  Cosera  Erpasuiickoit
OKOHOMMYECKOH KOMUCCUH OT 3 HOsI0pst 2016 1. Ne 775,

108. B npunoxennu No 11 k ykazanasmv [IpaBumam:

a) B abzatie TperbeM noamyHkra 1.2.3.1:

CJI0BO «TIOATBEPXKICHUSD UCKITIOUNTH

cioBa «Ilpasuin  wajiexalleil IPakTUKW» 3aMeHUTh crnoBamu  «IIpaswun
HAJITICHKAIICH TTPOM3BC/CTBEHHON IIPAaKTUKK EBpa3suicKOro 3KOHOMHYECKOTO COH3a,
yreepaiennbix  Pemienuwem  CoBera  EBpasuiickodl  3KOHOMHYCCKOW — KOMMCCHA
ot 3 70s10pst 2016 1. No 77 »;

cioBa  «(panee  —  ceprudukar) 1o Qopme,  TIPeyCMOTPEHHOM
npuioxkenreM Ne 3 k npanoxkennto Ne [» 3amenuTs ciioBamu «(fasee — cepTuhHKar)
(3a MCKITFOUEHHMEM TIPOU3BOZICTBA (papMareBTiuecKnx cyocTaniuii) no hopme coracHo

nprItoKeHuro Ne 1y,
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cioBa «reppuropud Corosa» 3aMEHUTE CIIOBAMM «TeppUTOpuME EBpasuiickoro
OKOHOMMYECKOIO  coroza,  yrBepkaeHHbiM — Pemenwem  CoBera  EBpasuiickoii
OKOHOMMYECKOH Komucen ot 21 suBaps 2022 r. Ne | (nanee — [Tpasuiia),»;

0) noayHkr 1.2.3.2 U3MOKUTE B CIICIYTONIEN DEJIaKIin:

«1.2.3.2. JIns npeAnpusITAR-TIpOU3BOAUTE N TPEThUX CTPAH MPEJICTABISICTCSL:

JOKYMCHT, TTOJITBEDIKJIAtOLIMI COOTBETCTBUE TIPOM3BOJCTBA (hapMarieRTHUeCKO
CyOCTaHTIMM  TIpaBWJIaM  Ha UIEKAILEH [IPOU3BOACTBEHHOM  IPAKTHUKU  CTPAHbI-
TIPOU3BOJIUTENIS], BBIAAHHBIH KOMIIETEHTHBIM OPraHOM TPeTheH CTpaHbI, Ui KaKJI0M
TPOM3BO/ICTBEHHOM  IUIOIIAJAKK, Ha KOTOPOH  OCYIIECTBISCTCS  iPOU3BOIACTBO
(papMaLeBTHYECKOM CyOCTaHITHH;

cepTuduKar (3a MCKIIOYEHHEM TPOM3BOJICTRA (DAPMALIEBTUYECKUX CyOCTARIIHI)
o ¢opme cormacHo mnpunokeHuto Ne 1 k Ilpaswiam (B cilyyae pasMeNIeHHS
IIPOKM3BOJICTBEHHBIX TNIOIMIAIOK HAa TEPPUTOPHMSIX Pa3HLIX CTpaH CJCHYEeT IMPE/ICTABUTE
cepTU(HUKATEl (WM MX KOMWM, 3aBEPEHHbIE B YCTAHOBIIEHHOM IIOPAIKE), BBIIAHHBIC
YIMOITHOMOYEHHBIM OPraHOM OJTHOTO M3 I'OCYIAPCTB-WICHOB).»;

B)B rnojnynkre «O» nommyskra 2.4.12 cnoBa «(ceprudmkar anaumza
WK TIACTIOPT KAYECTBA)» 3aMEHUTh CJIOBAMM «(CepTU(MKAT KayecTa, aHAIMTUYECKUI
[actiopT U Jp.)»;

r)B absaie BTOPOM NoAuyHKTa 3.2.2 CNOBa «PEryMMpOBaHUS OOpALLEHHS
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TaMoOMKeHHOH Teppurtoprn  Corozan
MCKJTIOYMTE.

109. B mpunoskennn Ne 12 x ykazanuasiv [Ipasuiam:

a)B  pasfiele 2 ClioBa  «COOTBETCTBYIOIIy:0 00lacTh aKKpeIuTauuy B
COOTBETCTBHM €  3aKOHOJ@IeNIbCTBOM — IOCYAapcTBa — WieHa  EBpaswiickoro
SKOHOMMHYECKOIo coo3a (pasiee — rocyuaperBo-unieH, (Coro3)» 3aMEHUTL CJIOBAMH
«HeOOXOIUMYIO  MATEPHANBHO-TEXHUYSCKYI0  0asy u  KBaM()UUHUPOBAHHBIX
CLCLMAIIMCTOB B COOTBETCTBYIOIIEH OOJIACTH WCCIIEIOBAaHMN (UCHLITAHUN)», CITOBO

«Coro3a» 3aMeHHTE cIoBaMU «EBPazuiicKoro HSKOHOMHUYECKOTO CO03a);
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0) ab3a cenbMoii nogpaszena 2.1. 3MOXKUTE B CIICIYIONIEH PeIaKiium:

«Ipu  mccnepoBanuid  (MCOBIT2HAH)  OMOSKBHBAJIGHTHOCTH B KAUYECTBE
pedepentHoro  BETepUHApHOrO  JIGKAPCTBCHHOIO  Hpenapara  HCHOJb3yeTcs
BETCPUHAPHBIA  JIGKAPCTBEHHbIM  IIperapar, T[polieaimid B COOTBETCTBUH
¢ llpasumamu perynmposanust oOpanienysi BeTepUHapHbIX JIEKAPCTBEHHBIX CPEJICTR HA
TaMOMKEHHOW TeppuTOprn EBpasuiickoro 5KOHOMHYECKOTO COH03a, YTBEPAHIEHHBLIMU
Permenmem Copera Empasmiickoii axoHoMuueckoil komuccnu oT 21 smmaps 2022 T.
Ne T (mamee — Tlpasuiia), iponie/lypy HOATBEPIICHHUS PETHCTPAIMN WM TIPUBE/IeHUS!
PErUCTPAMOHHOIO JIOCHE B COOTBETCTBUE € YKa3aHHBIMU |IpaBumamu M umeronimii
OECCPOUHYIO PErUCTPALIHED. Y,

B) ab3ay hBaaLAaTh YeTBepTHIH pazena 10 mocie caora «peakTuBOBY JOTONHUTE
CJIOBOM «(peareHToB)».

110. B cnocke 1 k mpunosxennto Ne 13 k ykazanubim I Ipauiam:

a) ClIoBa «BETCPHHAPHOTO JIEKAPCTBEHHOIO MPErapard, 3aperuCTPHPOBAHHOTO
B coorBerctBuM ¢ llpaumamm  perynupoBaHusi  OOpallleHHs]  BETEPUHAPHBIX
JICKApCTBEHHBIX CPE/ICTB HA TamoxceHHod rTeppuropun Coroza (anee — Ilpanuia)y»
UCKITFOUUTE;

0) cioea  «hacrosummu  [lpaBunamuy — 3aMeHHTH  croBavm  «lIpaBuiiamMu
pEryIMpoBanusi 0OpaleHUs BETEPUHAPHbIX JICKAPCTBCHHBIX CPECTB HA TAMOMKEHHOM
TeppuTOpuK EBpasuiickoro JKOHOMHYECKOTO COF03a).

111. B npunoxkennn Ne 14 x yxazanusv [IpaBusiam:

a)B nynkre 2 ciosa «[Ipasun peryimpoBanus OOpallieHUsl BETCPUHAPHLIX
JICKapCTBEHHBIX CPE/ICTB HA TAMOMKEHHOM TepPUTOPUM ERPa3UICKOTO SKOHOMUYECKOIO
coroza (naree — [papuma)» samenuts cnoBamu «lIpaBun peryamposanmst obpaleHus
BETCPUHAPHEIX JICKAPCTBEHHBIX CPEICTB Ha TAMOMKEHHON Tepputopun Espasuiickoro
OKOHOMMUYECKOIO  COr03a,  yTBeprKIeHHbIX  Pemennem  Copera  Eppasuiickoi

SKOHOMHYeCKOM Komuccuu ot 21 suBapst 2022 . Ne [»;
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0)B TNOANMYHKTE «I» TYyHKTa 12 CIIOBO «, PEareHrOB» 3AMEHUTb CIIOBOM

«(pearcHTOB)»;

B) B HaMMEHOBaHWM pazzena [V ciioBa «, peakTuBaM M peareHTam» 3aMEHWTDH
CJIOBAMH «H peakTHBaM (pearcHTam)y;

) B yHkre 17:

B ad3ale IepBOM CJI0Ba «PEaKTUBbI M PEAreHTBI» 3aMEHUTH CIIOBAMMU «PEaKTUBb]
(pearenTnl)»;

B ab3aLe BIOPOM CJI0BO «, PEAreHTOB,» 3aMEHUTE CITOBOM «(peareHion),»;

J)B IIOMIYHKTE «B» IYHKTA 35 CIOBO «PCAKTHBOBY 3aMEHMTH CJIOBAMU
«pPeaKTHBOB (pearcHTOB)»;

€)B MOJIYHKTC «ID» ITyHKTAa 38 CJIOBO «, PeareHroB,» 3aMEHHTh CIIOBOM
«(peareHToRB),»;

)K)B TyHKTe 42 clioBa «, peareHrbl ¥ PeakTUBBD» 3aMEHHTh CIIOBAMH
«, PEaKTUBHI (peareHTh )».

112. B npunoskennu Ne 15 k ykazanusiv [ Ipagrram:

a) B IyHKre 2 pasjena I ciosa «Hactosmmx [Ipapum» 3amennts ciosamu «l Ipasun
peryJpoBanms 00palleHus BeTePUHAPHBIX JIEKAPCTBEHHBIX CPEJICTE Ha TAMOXKEHHOM
TEPPHTOPHM EBPasuiiCKoro SKOHOMMYECKOTO c003a, yTRep ieHtbix Pernenrem Cosera
EBpasuiickoil s5KoHOMUYECKON KomMuccenu oT 21 srBapst 2022 1. No 1.y;

0) B paznene V:

TOJITYHKTE «B» TyHKTa 2 CIIOBO «PEaKTMBOB,» 3aMEHUTh CIIOBAMH «PEaKTHBOR
(peareHTOB),»;

B IIOJIIYHKTE «M» IIyHKTa 3 M B IOJIYHKTe «M» TMYHKTa 5 CIOBA «PEaKTHBOB,
PEareHTOBR) 3aMEHUTD CJI0BaMU «PEaKTUBOB (PeareHTOB)»;

B IIyHKTe€ 8 CJIOBA «PEarcHThl W PEaKTUBLD» 3aMECHUTH CIIOBAMU «PEaKTHBbI
(peareHTHI .

113. Hanmenosarme npunoxennst No 16 k ykasanubiM |lpaBunaM gomoHuTs

croBavu «B Papmakoriee EBpasuiicKoro SKOHOMUYECKOTO COFO3a).
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114. Jlononmants npunoxkenuem Ne 16! cneayromero cojiepxanms:

«[TPMJIOXXEHUE Ne 16!

K IIpaBunam perynuposanus
OOpalleHns BeTePUHAPHEIX
JICKAPCTBEHHBIX CPEJICTB
Ha TAMOXKEHHOH TePPUTOPUH
EBpasniickoro sKOHOMHYECKOr0 COr03a

INNEPEYEHD
TPy (KaTeropuii) BeTepuHapHBIX J1eKaPCTBEHHBLIX IPenapaTos,
3apervacTPUPOBAHALIX B COOTBETCTBUH € 3aKOHOZATEIHCTBOM
rocyapers — wieHoB KBpa3suiickoro 3KOHOMUYECKOT0 £0103a, NPUBEIeHHe
PerucTpanoHHOro X5Che KOTOPBIX B COOTBETCTBHE C TPeOOBAHUAMH
ITpasuu peryjupoBanus 00paIIeHUS BeTePHHAPHLIX JIEKADPCTBEHHDBIX
CPEJICTB HA TAMOMKEHHOH TeppUTOpHH KBpPa3zuiickoro 3K0HOMHUYECKOT0
€0103a O0CYLIeCTBIISIETCS IO CXeMe B3aHMHOI0 NPU3HAHHSA (B CJIydae
NPOM3BOACTBA BETEPHHAPHBIX JIeKaPCTBEHHBIX NPENapaTon
HA TAMOKeHHOH TepPUTOPHH EBpasuiickoro 3K0HOMHYECKOro cor3a
M HAXOKACHHUsl HX B 00palleHuH HA TAMOKEHHOM TCPPUTOPHH
EBpasuiickoro s3xkoHoMu4aeckoro corsa oosee 5 jrer
(o cocTosiHUIO Ha AaTy BeTyIiuienust B cuary Hpasun))

1. IlporuBonapasutaptele  BETEpPUHAPHBIE JIeKAPCTBEHHBIE —IIpenaparhi,
[pejHa3Ha4YeHHBIE B [EHAX TPUMEHEH s ISl HeIPOAYKTUBHBIX JKHBOTHEIX.

2. BerepuHapHsie JICKapCTBEHHEIE nperapaTsl PaCcTUTEJILHOI'O
MPOUCXOKICHUS.

3. Buramunbl M BUTaMMHONOZOOHBIC BETEpPHUHAPHBIE JIEKAPCTBEHHBIS
Ipenaparel.

4. Berepunapyble JIGKapCTBEHHBIC NpENaparhl, COUEpKallUe B KAuecTBE
JIEMCTBYIOIIUX BEIIECTB MUHEPAITHI.

5. AHTHcenTHYeCKHe BeTEPUHAPHBIE JIEKAPCTBEHHEIE IIPENapaThl.

0. Berepunapuele  JlekapcTBeHHble — NpemapaThi,  NpeHa3HaueHHbIE

A1 BOCCTAHOBJICHUS! BOJIHO-DJIEKTPOJIMTHOI'O Oayanca B OpraHUusMeE >KMBOTHLIX. ).
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115. B crocke 1 k npunoskenuro Ne 17 x ykazanupiv [pasanam:

a) ClIoBa «PEryJisIPHOTO MOHUTOpUHIa OesomacHocTH u 5(pQeKTUBHOCTH
NPUMEHCHHUSI RETCPUHAPHOIO JIEKAPCTBEHHOTO TperapaTa, 3aperucTpupoBaHHOTO
B cooTBeTCTBHM ¢ [lpaBuigamm perynupoBadust oOparienusi BeTepHMHApPHBIX
JIEKaPCTBEHHBIX CPEACTB Ha TaMOKeHHO# Tepputopun Corosa (nanee — lpasuia),
CBOJISITCSDY 3aMEHUTh CIIOBOM «000CHIatoTes»;

0) HOONHUTL ~ CIIOBAMHM  «PETYTHPOBAHUS OOpALICHUS BETEPMHAPHBIX
JIEKapCTBEHHbIX ~ CPEACTB  HA  TaMOXKEHHOH reppuropun  Espasmifckoro
SKOHOMMYECKOIO COI03a».

116. B mynkre 2 npuinoxenust Ne 18 x ykazamuwim Ilpasunam cioea
«lIpaBun perynmmposanusi 0OpaleHHs. BETEPHHAPHEIX JIEKAPCTBEHHBIX CPEJICTB
Ha TamMoxeHHOH Tepputopur Corosza, IlpaBun perynuposanusi oOpamieHHs
KOPMOBEIX ~ 10DaBOK Ha TamMoxkeHHoO# Tepputopuu  Coioza u  Ilpasmn
peryJInupoBaHusI oOpaiuenus LUArHOCTUYCCKUX, ne3suHOUUUPYIONINX,
JIC3MHCCKUMOHHBIX W JI€3aKapH3allMOHHBIX CPE/ICTB BETEPHHAPHOIO HA3HAYEHUS
Ha  TaMOXeHHOH Teppuropum  Corosay  3amenuth cioBamu  «lIpapun
peryaMpoBaHusi  OOpallleHWsl — BeTEPMHAPHLIX  JIGKAPCTBEHHBIX  CPEJICTB
Ha  TaMOXXEHHOH  TeppuTopur  EBpasuiickoro  SKOHOMHYECKOTO  COIO3a,
yrBepikieHHnX PemennemM CoBera EBpasuiickoil SKOHOMHYECKOW KOMHUCCHH
or 21 smBapst 2022 r. Ne 1, Ilpapun perynupoBasusi oOpaienusi KOPMOBBIX
7I006aBOK Ha TAMOKEHHOW TEppUTOPHH EBpasniicKoro 5KOHOMHYECKOIO COM3a,
yTBepxKJiaemMelx  EBpasuiickod  sKOoHOMMUecko# — komuccueid,  Ilpasun
perysmpoBanus  oOpalleHusl  JHArHOCTHYECKHX  CPEJICTB  BETEPHHAPHOTO
HAa3HAUYCHMsI Ha TAMOXKEHHOH TeppuTOprun EBpasniickoro s5K0HOMHYECKOro cor03a,
yrBepieHdbX Pernennem CoBeta EBpasMicKOH SKOHOMHYECKOW KOMHCCHH
or 23 cenrsnops 2022 1. No 140, llpaBmm perynupoBanus oOpamieHHs
NICSHHOHUIMPYIONMX,  JIE3UHCEKLMOHHBIX M JIe3aKapH3al[MOHHBIX  CPEJCTB

BETEPUHAPHOTO HA3HAYeHHs Ha TaMOXEHHOW Teppuropur EBpasuiicKoro
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9KCHOMHYECKOTO coto3a, yrBepiienHblx Pemennem Cosera Eppasuiickoii

9KOHOMHUUECKOM Komuccnu oT 12 nexadps 2023 r. Ne 150».

117. B npunoxennn Ne 20 k yxazaHHbsiM [IpaBunam:

a) abzarib! IepBHIA U BTOPOH MCKITFOUNTE;

0) IyHKT 1.7 U3JI0KHTS B CIEYIONIEH pejlakiinu:

«l.7.B  perucTpalldOHHOM  JOChe  BETEePUHAPHOIO  JIEKAPCTBEHHOIO
[Iperapara OTPaxXaroT BCe PE3yIbTATLI POBEJEHHBIX MCCIIeI0BAHNT (HCIBITAHMIT)
B COOTBETCTBHH ¢ Tpebosanusimu IlpaBuii  peryiaupoBanus  obpaiienus
BCTCPUHAPHBIX  JICKAPCTBEHHBIX — CPEJICTB  HA  TAMOXEHHOW  TeppUTOpHH
EBpasuiickoro 5KOHOMHYECKOI'O COH3a, YTBEpkKAEHHBIX Pemenuem CoBera
Espasuiickoii  sxonommueckoil xommecmm ot 21 smmaps 2022 r. No |
(nanee coorsercrsenuo — IlpaBuia, Coroz), ¢ ykasanuem MecTa ¥ BpeMEHH
NPOBEAEHHA UCCIEeNOBaHHH (MCIBITAHUI), a TaKke C INpeICcTaBjIeHieM TaHHBIX
M0 KKAOMY OTIEJIBHOMY >XKHMBOTHOMY, 00pasily W pacCUMTAHHBIMH CPEJIHUMH
BEJIMYUHAMU € 003aTENIbHOMN CTaTHCTHUECKOH 00paboTKON pe3ysIbTaTOB.»;

B) B HAUMEHOBAaHUM pazfena 2 u B IyHKre 2.1 C€lI0Ba «3asIBICHUS H»
UCKITFOYHUTB;

r)s mosuimu ¢ kouom «RD2» cioBo «Corw3a» 3aMeHHTHL CllIOBAMHU
«EBpazuiickoro sSKOHOMHYECKOTO COI03ay;

a) 8 nosunmu ¢ xonoM «RD2.4y» cioBa «rocynapersa-diieHay 3aMeHUTh
clioBaMu «rocyaapcrsa — 4ieHa Corosa (Jjanee — rocy1apeTBo-uieH )y,

e) no3unuio ¢ kogoM «RD3» mocne croB «BeTepuHAPHOTO JIEKAPCTBEHHOTO
CPEACTBa» [JONOJHHUTHL CIIOBAMU «WIJIM CTYET O MPOBEACHUM MCCIIeOBaHUH
(MCiibpITaHUH) ~ OWOSKBMBAJICHTHOCTH  BOCIPOM3BEIAEHHBIX  BETEPHHAPHBIX

JIEKapPCTBEHHEIX MTPENapaToB (JIKEHEPUKOB)»;
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XK) mO3uLIEo ¢ KozoM «RDOT. 10» u3noxurs B cliefyromiei peiakium:

«9f.10. JOKYMEHTEI, CoJIepIKalie TpedoBaHus K KaueCTBY RD9f.10»;
(apmaLeBTHHeCKOl cyOCTAHITHNA 1 ONTHCAHHE METO/I0B
KOHTPOJIS JIMO0 yKa3aHHE CCHhUIKU Ha (apMaKkoTeHHbIe
cratey Papmakonen Coioza win hapMakonen
rocyapcrea-wieHa (1ipyd HATHYNT)

3) mo3MITHI0 ¢ KojtoM «RDOT. 1 1%» uckimounTs;

W) B nosumusx ¢ koxamu «WWI» u «WZI1» cnoBa «B COOTBETCTBHH
C TMEpPEeTHEM JIOKYMCHTOB,» 3aMEHMTL CI0BAMH «B COOTBETCTBHU C IEpPEYHEM
M3MCHCHUH, TIPe/lyCMOTPEeHHBIM npuiokeHieM Ne 6 x Ipasunam peryimposanus
OOpareHus BeTEPUHAPHDIX JIEKAPCTBEHHBIX CPEACTB Ha TAMOKEHHON TEpPUTOPHH
EBpa3suiickoro dDKOHOMHYECKOTO COI03a,»;

K) Hocjde Iosuuum ¢ kKomoM «SR9» jonomawts Tabimily pasiaenom
CJIEIYIOLLEro COJePIKaHUS:

«JI0OKyMEHTBI PErucTpanioHHOrO 10Che BeTEPUHAPHOTO
JICKapCTBECHHOTO Tperapara, IpejicTapisieMble B paMKax Mpoe1yphi
[IPU3HAHHUSA PETHCTPANNY BETEPUHAPHOIO JIEKAPCTBEHHOI'O [Iperapara,
3apCTUCTPUPOBAHBOIO B COOTBETCTBUH ¢ 1 [paBuimamu

25 PETHCTPAITHOHHOE JIOCHE BETCPHHAPHOIOQ NRI
JIEKapCTBEHHOIO IIperapara

26 OTHET O pe3ynbTaTax PEryIsSpHOTO MOHHTOPHHTA NR2
OezonacnoctTy 1 3PPEKTUBHOCTH BETEPHHAPHOTO
JIEKApPCTBEHHOTO TIperapata 3a Neproi 00palieH s
BETEPUHAPHOI0 JICKAPCTBEHHOT'O TIpenapaTa

27 IIEPHOJMYCCKUIA OTYET 3a IICPHO/ PETUCTPAIIMH NR3
BETEPHHAPHOIO JIEKAPCTREHHOT0 IIpelapata, Ho He bollee
YCM 38 5 IOCJIEIHUX JIET ero GakTHIecKoro odparieHus

28 MaTeprais! (1TPKU HAJIMYWH ), TTPEACTABICHHBIE 110 NR4
MHUIHATHBE 3aABUTEILS B pamMKax dapmaxonamzopa

29 CBOJIHOE WITH HTOTOBOE HDKCTIEPTHOE 3aKIIHOYCHUE NRS
(B cityuasx, onpelesieHHbIX [IpaBumamu) (NRS.1, NR5.2,
IO pe3yIbTaTaM 3aBEPILCHHBIX Ha JaTy HO/Ia"u NRS5.3, NR5.4,
3aABJICHHA O IPH3HAHWK BETCPUHAPHOIO JieKaperBeHHoro NRS.S (mpu
[IPEapaTa B HOBOM TOCYapCTRE-4IICHE TIPOLCLY P HEODXOUUMOCTH))

PCruCTpally BETCPHHAPHOT0 JICKAPCTBEHHOTO
Hperapara, NOATBEPKJCHHUA CI'0 PETUCTPAIIHH,
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BHECCHHA B PETHCTPATTHOHHOE JIOCHE BETCPHHAPHOI'O
JICKAPCTBCHHOTO LIPElapaTd H3MEHEH 81

30 MHCTPYKIHSA O IMPUMEHEHUIO BETCPHHAPHOTO NR6
JIEKAPCTBEHHOTO IIpernapara

31 HOPMATHUBHBIN JJOKYMEHT Ha BETEPHHAPIHOE NR7
JIEKapCTBEHHOE CPE/CTBO

32 MaKeT YIIaKOBRKH BETEPHHAPHOTO JIEKapCTBECHHOIO NRS
npernapara
33 MaTepHaisl, MpeJICTaBIen bIe MO0 HHHIHATHRE 3asiBuTens  NR9y;

1pu orcyreTBuu B 1pase Coroza M/JIY (roxymenT
YTIOTHOMOUYEHHOTO Opraia B 00I1acTi OXpaHbl 3710POBES
YeJIOBEKa rocyiapcTRa-uiena o corimacopanuu MJ[Y
(BblLIE, YEM «HE JIOILYCKACTCsA»), Pe3yJIbTaThl
JIOTIQJIHUTENBHEIX JJOKTHHHICCKUX B (MIIH) KIMHHICCKHX
HCCIIeI0BaHMi (MCIIBITaHui), CIIpaBKa Ha OCHOBAHHHA
aKTyalbHOH HHDOPMALMK U3 HAYYHBIX TATEPATYPHBIX
HCTOYHUKOB U JIp.) (IIpy HAJIMYUHA )

i) B noanynkre 2.1.3:

B ab3atte TperbeM koi «RDIYf.11» samenuts kojgoM «RDIT.10x;

nocjae ab3aua NSTOrO JAOIOJHUTH ad3aleM  CIEAYIOIIEro COJepHKAHKS:
«NRS-name-NNNNNN.zip - oOBeIMHSET JIOKYMEHTHI, UMeroLue
B COOTBETCTBHU C TMOJMNYHKTOM 2.1.1 Hacrosmero npunoxenus kousl NRS.1 —
NRS5.5 (mpu HEOOXOUMOCTH );»;

B adzare mectom cnoa «RD2, RD9f, RD10 u SRI1» 3amenurs clioBamu
«RD2, RDOf, RD10, SR1 u NR5».

118. B npunosxenun Ne 23 k ykazaHHbIM [ [paBuiam:

a) HOAUYHKT «I» UyHKTa 19 7J0modauTh ab3anaMu  Ciej(yromnero
CoJlepaKaHUL:

«Wcunciienue cpoka roHOCTH BETEPHUHAPHBIX JIEKAPCTBEHHBIX IIPLIapaToB
(3@ HWCKIOYEeHHMEM OHONIOTHYECKUX M OHOTEXHOJIOTHYECKHX BeTepUHAPHBIX
JICKAPCTBEHHEIX ~ TPENapaTroB)  OCYIIECTBISIETCS € Y4ETOM  IOJIOMKEHHUH
Pexomennanyn Konnerun EBpasuiickoi IKOHOMMUYECKON KOMUCCHUM

or 26 ¢Qespais 2020 r. Ne 2 «PyKoBOJACTBO 110 HCUMCIICHHIO JaThl HAaYaja 0TcyeTa
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CpoKa TOJIHOCTH TOTOBBIX JIEKAPCTBEHHLIX (OPM JIEKApPCTBEHHBIX TpEMaparon
JUIs MEJIMIIMHCKOIO [IPUMEHEHMS X BETEPUHAPHBIX JICKAPCTBEHHBIX ITPETIapaTos.

Hara Havasa orcuera Cpoka TOOHOCTH OMOTOTHIECKUX
1 OHMOTEXHOJOIHUYECKUX BETePUHAPHBIX IIPEapaToB PACCUHTHIBAETCS C JIAThl
BBIJIa4YH YIOMHOMOYEHHBIM JUIOM IIPOW3BOJIUTENA BETEPUHAPHBIX
JIEKApPCTBEHHBIX CPEJICTB PaspelICHU (TIPOTOKOIIA) O COOTBETCTBUU BBIITYILEHHOR
cepuu BETEPHUHAPHOTO TeKapCTBEHHOIO nperapara [IOKa3aTessaM,
YCTAHOBJICHHBIM B PETUCTPAIMOHHCM JIOChE BETEPHHAPHOIO JIEKAPCTBEHHOID
mpernapara (B TOM 4HCIE€ B HOPMATMBHOM JIOKYMEHTE HA BeTEPUHAPHOE
JIEKapCTBEHHOE  CpeAcTBC), U TpeboBanusaMm  llpaBunm  Hammexamein
[IPOM3BOACTBEHHOM  IpakTUkUM  EBpasuiickoro  3KOHOMMYECKOTO  CO103d,
yrBepkaeHHblx Peuienrem CoBera EBpazmiicKolt 3KOHOMHYECKOH KOMHMCCHM
oT 3 HoAOpsa 2016 r. Ne 77 (nanee — llparnnma Hajyrexkammed mpou3BoCTBEHHON
[IPAKTHKH).»;

6)B nynkre 20 crmoBa «EBpasuiickero HSKOHOMHUYECKOIO COMO34,
yrBepxacHabIMA PerenneM Cosera EBpasuiickoil 5KOHOMHYECKOH KOMHCCHH
oT 3 HostOpst 2016 T. Ne 775 MCKTIOYATE.

119. B npuncxenuu Ne 24 k yxazanueim [IpaBunam:

a) B HAKMEHOBAHUH CJIOBO «IIPEIapaToBy 3aMEHUTh CIIOBOM «CPECTBY;

0) nyHKT 17 HU3I0XKUTE B ClIeAYIOLIEH peaKIuu:

«17. Ilokazarenu XxayecTBa, NPHMEHHMBIC KO BCeM (apMaleBTHYECKUM
cyOCTaHUMSIM, UCTIONB3YEMBIM JIJISI TIPOU3BOJICTBA BETCPUHAPHDIX JIEKAPCTBEHH bIX
npernapaTos:

a) omcanue. Crie/lyer Mpe/CTaBUTh ONUcaHne BHEIIHEro BUjaa (HanpuMep,
3amax, (opma, 1ser). Kpurepuu npuemieMOCTH JOJDKHBI BKIIIOYaTh B cebs
OKOHYATENbHDbII NpUeMiIeMbld BHELIHWM BUA. Henuw Bo Bpems  Xxpanenwus
(papmaneBTHueckoll  cyOcraHuuMu  HaOmoOAacTes M3MEHEHHE €¢  OKpacKu,

HGHGCOOGPBBHO BKJIKOUEHHE KOJIMYCCTBEHHON METOIUKH ONPCACTICHWS 1IBETA,
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0) unentuuranua. Mceenenosanust (McHbITarusl) 0pu MAEHTHOHKAINH
JAOJDKHBL  YCTAHABIMBATBH  TIO/UIMHHOCTE  (papMaLeBTMYeCKOH  cybcranimu
(B TOM 4YHMCje LWITAMMOB MHKPOOPraHH3MOB) C BO3MOKHOCTBE) DA3TPAaHHUCHHMs
aHAJIOTHYHBIX 10 CTPYKTYPE COCTMHEHHN, KOTOPbIE MOT'YT B HEl IIPUCYTCTBOBATE.
McerenoBanns  (Weneltanusi)  Opd MACHTU(GHMKAIMH  JTOIDKHBL  OBIThH
CCHUPUIHBIME - Ui dapMaleBTHYecKod  CyOCTAHIMU M IPOBOAUTHCS
C MCIIOJBE30BAHUEM HECKONBLKUAX CHEUUM(UUHBIX XHMHUYCCKUX WY OMOJIOIMUECKIX
METOJIOB, KENATeIbHO B COYETAHUHU ¢ QUBHKO-XUMHIECKON METOIMKOM;

B) MaccoBast josid. C LeIbro YCTAHOBJICHUST cojepkannsi (akTHBHOCTH)
JACHUCTBYIOIIEr0 BELIECTBA W TP HEOOXOJMMOCTH IPOLYKTOB Jerpajaluu
B (apmaLEeBTHUECKOM CcyOCTaHIIMW  Cligjlyer MCIOJIb30BaTh crienuduInbIe
(PU3HKO-XUMHYECKHE, XUMHUUECKUE WK OMOJIOTUYCCKHE METO/IBI
KOJIMUCCTBCHHOTO ~ OIPEICACHUS, IO3BOISIOIME II01y4aTh JIOCTOBEPHLIE 1
CTaOUJIbHBIC PE3YJIBTATHL. Y,

r) JononuuTh mynkram4 18 u 19 ciienyromiero conepkanms:

«18. TpeboBanusa Kk KkadecTBY  (DapMaleBTHUYECKON  CyOCTaHLIUH
B 3aBHCHMOCTH OT €€ arperaTHOr0 COCTOSIHUSI M JIeKapCTBEHHOM (OpMBI
BETEPUHAPHOIO JIEKAPCTBEHHOIO Mperapara, Jijis MPOM3BOJACTBA KOTOPOTrO OHA
pejnazHadena, BKIIOYalOT B ce0sl CIeYIONIHE MOKa3aTellln KayecTBa;

a) pacTBOPUMOCTh;

0) Temreparypa TIJTABJICHUS (paznoxenus), HITH Temrieparypa
3aTBEP/ICBAHMS], MITH TEMTIEpATypa KUIIEHHS;

B) INIOTHOCTE;

r) yIeTbHOE BpAIEHHUE;

1) yJeNbHBIM 1I0Ka3aTellb [HOIIOIEHHS,

€) [10Ka3aTelb MPeJTOMICHUSI;

’K) IPO3PAYHOCTE PACTBOPA;

3) IBETHOCTB pacTBOpA;
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u) pH pacrBopa;

K) MEXaHWYECKUE BKITIOYEHUS,

J1) HOCTOPOHHKE NPUMECH (POJCTBEHHEIC COCTHHEHHS);

M) IOKa3aTeIl YUCTOTHI (XJAOPUABL, CymbharThl, cynbdaruas 30514, TSHKETbIe
METaJLIIbL U Jp.);

H) MaccoBas J0Jis1 BJIary;

0) OCTATOYHBIE OPTAHUUYECKHE PACTBOPUTEH (B Cllydyae UX MCIOIH30BAHMS
Ha TMociIe/IHel CTa/IuN TEXHONOIHYECKOI0 IpoLecca);

IT) MAPOr€HHOCTh  WIJIM  COJIepXKaHUue  OaKTepPHANbHBIX  SHIOTOKCHHOB
(JIAJI Tecr);

p) TOKCUYHOCTD;

€) MUKpOOHAS YHUCTOTA HIIH CTEPHITLHOCTE.

19. Ilepeyens ¥ HaMMEHOBaHME TIOKa3aTeleil kauecTsBa (papMalleBTHUCCKO
cyOcTaHLMu JOJDKHBl COOTBETCTBOBATH MEPCUYHIO M HAMMEHOBAHHIO [10Ka3aTeNeit
KayecTBa, npuBe/ieHHbIM B Papmakornee Corosa, Wid NpH HX OTCYTCTBAM -
B (papmakomnesix rocynapcrs-unenoB. IIpu orcyrerBum B ®apmaxomnee Coroza
WM (hapMakonmesx — rocylapeTB-4yi€HOB — COOTBETCTBYIOUIMX — TpeOOBaHMIA
Ha (papMaleBTHYECKyl0 CyOCTAHIMIO IIPOM3BOJMTENh JIOJDKEH YCTAHOBHUTE
MOKa3aTeNu KadecTBa TakuM 00pa3oM, 4YTOOBI 00ECTEeYUTL COOTBETCTBUE
BCTECPHHAPHOTO JIEKAPCTBEHHOT O npenapara, TIPOU3BOUMOI'0
(M3roTaBiMBaeMoro) M3 - (apMareBTHUCCKOM  cyOcranuuu,  TpeGOBaHMSIM
HOPMATUEHOI'O JJOKYMEHTA Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTBO. M.

120. B mpunoxenun Ne 26 k ykazanusim [Ipasuiam:

a)B nyHkre 3 cnoBo «Coroza» 3ameHuTb ciosaMd «EBpasuiickoro
HKOHOMHUESCKOTO COI03a»;

0) B nmynkre 12 cnoBa «MHCHICKIHS MOMXKET TPOBOJUTHCS» 3aMEHUTD
ciopaMu  «Mucnekuus  IpOM3BOAUTENS  (HEpPE3WeHTa),  HaXOASILIErocs

3a rpezgenaMu Coroza, IPOBOJIUTCSY,



111
B) IMYHKT 13 M3I0XKHUTH B ClIelyIOLIEH pelakIun:

«13.B ciydae MMCbMEHHOIO YBEIOMICHHS YIIOJHOMOYEHHOTO OpraHa
00 oTkase (¢ ykazanMeM IpHYAH OTKaza) B LPOBENEHUM WHCTICKI[MHU
NpousBoauTeNs (HepesuaenTa), Haxoasmierocs 3a npegenamu Coroza, cybbexr
B cepe obpallieHus BETePUHAPHBIX IEKAPCTBEHHBIX CPE/CTB BIIpaBe 0OPaTHTHCS
C 3a4BJICHMEM Ha NPOBEJICHUE TaKOW MHCIEKLMH B YIONHOMGYEHHbLIH Opras
ApYyroro rocyapcTBa-usieHa.»,

I') MyHKT 17 U30KATE B ciienyroliei peJaKIuu:

«Benymmit (apmanesTuueckuii HHCHEKTOp obecrieuMBaeT pazpaboTKy
NPOrpaMMBbl  MHCIGKTUPOBAHUS 110 (OpMe COTIIAaCHO MPHIIOKEHHIo No |
¥ TIOJITOTOBKY KOHTPOJIbHBIX JIMCTOB T10 (hOpMe cOoriacHO npriIokeHuto Ne 2 6o
uHBIX (popm pabouux sanuceld. Ilporpamma uHCHEKTHPOBAHMS HAMpaBIIsETCS
WHCTIEKTUpYyeMOMYy CyObeKTy He rozinee wem 3a 10 paboumx maHeH 10 nayana
TIPOBE/IEHUS] UHCIIEKIIHM.

Benymmii - hapMaleBTHUCCKUHE  WHCHEKTOP M YICHHl HHCIEKIMOHHOM
IPYIIILI B XOA¢ HHCTICKIIVH BIIpaBe:

110JIy4aTb JIOCTYI (BXOJHUTH) B JIOOOE IIOMEINCHUE B COOTBETCTBHH
C IIPOrpaMMOW MHCIIEKTUPOBAHMSI,

IOJTy4aTh TAKWC JOKa3dTe/bCTBA, KaK JOKyMEHTalus, (oroMaTepuarnsl
(BHICO3ATIVMCH) MOMETIEHHI 1 060PYL0BAHNS,

foJlyyarh JOCTYIl K J1000My oOBexty (Ipeamery) B paMkax o6JacTu
WHCTIEKTUPOBAHUS U U3Y4YaTh €ro,

[IPUHMMATh MEPBI UM TPeOOBATL NPUHATHA MepP B OTHOINCHWH NPEAMETOB
(MaTepUalbHBIX  CBUJIETENECTB),  KOTOPBIE  [IPEAMONOKHTEIBHO  MOIYT
CBH/ICTE/IbCTBOBATE O HECOOTBETCTBHMM TpeOoBaHusM [lpaswi namnexauiei
TPOU3BOJICTBEHHOMN IPAKTUKH, B TOM YHCJIC B OTHOIIEHUHM OFPAHHYEHHMS JI0CTYIIA
K TakuM frpejMeram M ODECIeYCHHS WX COXPAHHOCTH B LENIX AATBHEHIIEro

pasduparenbeTBa B YCTAHOBJICHHOM TIOPSIIKE;
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OCYIIECTBIISITL ~ OCMOTDP  I[POBEPsieMbIX  OOBCKTOB,  O3HAKOMIIEHHE
C JMOKyMCHTAlMek MW 3allMCsiMU, ONPOC OTBETCTECHHBIX JIMIL HHCIEKTHPYEMOI'O
cyObexTa, HabJo/IeHHue 3a AesTeIbHOCTRIO Ha pabounx MecTax;

OPEeKpalars IIPOBEASHUE HHCIEKTUPOBAHHUS TIPH  TIPENSTCTBOBAHUM
B pealld3alluy YKa3aHHBIX MIPaB.»;

1) B ab3ame TepBoM TyHKTa 26 ciiosa «(B ciiyyae IepBOHAYAIBLHOMN
MHCIIEKIMN) HIH npunoxkeHuo Ne 4 (B ciyyae 1OBTOPHOR (KOHTPOIBHOM)
WHCMEKIMHM) K HacTosuM [IpaBrmamy» HCKIIOUNATE;

€) B MyHKTe 23:

B ab3arie nepsoM LUQpsb! «30» 3aMEHUTD LUGPaMU «80»;

B a0szalle BIOPOM CJIOBA «H BBINOJHAET TIOBTOPHYIO (KOHTPOIBLHYIO)
MHCIIEKIIWIOY» UCKIIIOUUTS;

ab3al TpeTUid HCKIIIOYHTD;

K) B 1yHkTe 29 abzalbl BTOPOH, TPETHH U Y€TBEPTHIN WCKIIIOUUTD,

3) ILyHKT 30 U3JI0KUTH B CICAYIOMICH pelaKium:

«30.C  yuerom  pesynpratoB  oneuku CAPA-rutana  Bemymmit
(apManeBTHYECKHH HWHCIEKTOp obecreuynBaeT cocTaBieHde OTdYeTa Mo (opme
cormacHO Tmpunoxenuto Ne 4 B reuenue 30 kajeHJapHBIX JHEH coO JHs
IPEJOCTABICHUs] MHCIIEKTAPYeMbIX cyObektoM CAPA-miana m ordera o ero
BBITTOJTHCHUU. »;

¥) IYHKT 36 NpU3HATh YTPATUBIIUM CHITY;

K) ad3aLl yeTBePThId IIyHKTa 37 M3I0XUTh B CIASTYIONIEH pelaKiyu:

«IPEIATCTBOBAHUE B OCYIIECTBICHUN HHCIIEKTOPOM I1PaB, YCTAHOBJIEHHBIX
nyHkToM 17 Hacrosuux [lpapumn.»,

a)B absame mngToM myHkrta 37 cioBa  «B  ciaydae»  3aMeHUTH

ciiosamu «37'. B ciyuaen;
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M) B mpuaoxkeHrn Ne | K yKazaHHOMY IPHIIOKCHHUIO:

nocle CcloB  «Ha cooTBercTBHe TpebosanmsaM [lpaBun wmagnexainei
MPOU3BOJICTBEHHON  NpakTUKM — EBpasHHCKOrO  HKOHOMHUYECKOI'O  COH03a»
JIOTIONIHUTE  ClIOBaMM  «, yTBepiklieHHBIX Pemennem Cosera Espasuiickoi
OKOHOMHUUECKOH KoMHccHH 0T 3 HosOps 2016 r. Me 77 (mamee — Ilpasuna
HajUIeKaleld IPOU3BOJCTBEHHON MPAKTHKH )»;

[10 TEKCTY CI0Ba «HBPasHiCKOro SKOHOMHUYECKOTO COKI3a%» HCKITIOUHUTE;

B NOMIIyHKTe 6.4 Tabauubl CIOBO «pPEaKTHUBLI» 33aMEHHTH CHOBAMH
«pPeaKTUBBI (PEareHTH)»;

H) mpunoxenuss Ne 3 um 4 K yKa3aHHOMY TIPHIIOKEHHIO H3JI0XKHTE
B CIICAYIOIIEH pe/laKInu:

«ITPUJTOKEHUE Ne 3

K [lpaBuniam nposeaeHwus
dapmaneBTHIYEeCKUX MHCTICKITHH

(Popma)

OTYET
0 NIpOBeIeHHN (hapManeBTHYECKOH UHCTIEKUHHA TPOU3BOACTRA
BCTEPUHAPHBIX JIEKAPCTBEHHBIX CPEJACTB HA COOTBETCTBHE TPehoBaHUIM
Ilpasur Harexaneii npoussoacTBeHHOM npakTukH EBpasuiickoro
IKOHOMHYECKOI'0 COF03a

OT « » 20 r Ne XX~ YYY-GMP/20NN'!

B coorBercTBUHU C
(_}IHH MEHOBaHHE, 1arta 1 N o )IO‘K}’MEHTH, SIBIBIFOIICTOCH OCHOBEHHEM JITH IT]JOBCJIEHH_H
(apmareBTHIECKOI HHCTICKIMH)

C « » IO « »

MpoBe/icHa  (hapmaneBThyecKas. KHCIEKUHs TMPOW3BOJCTBA  BETEPUHAPHBIX
IEKapCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TpeOoBaHusM [lpaBui mamiexainei
IPOM3BOJICTBEHHOM  NpakTHKH  EBpasmifckoro  SKOHOMHYECKOro  COr03a,

yrBepikennbix Pemtenuem Coera EBpaswiickoil >KOHOMHYECKOH KOMWCCHHM
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or 3 nosibpst 2016 r. Ne 77 (nanee — IlpaBuiia Hamurexamel Ipou3BOACTBEHHOM

MPaKTHUKH)

(HAMMEHOBAHME MHCTIEKTUPYEMOro cyOLekTa B cepe obpaniers BeTepHHAPHBIX JIEKAPCTBEHHBIX cpencTs)

(azpec MecTa HaXOKIEHHS HACITEKTHPYEMOLT IPOU3BOACTBEHHOM ITOMA/IKH)

rpymioi apmMaleBTH4eCKUX HHCIICKTOPOB B COCTABE!

(yKazars J0JDKHOCTD, QaMHUIIMIO, UM, OTUECTRO (ITPH HAMYKH) BEILYLIETO
(hapmMaleBTHIECKOI0 HHCIEKTOPA)

(yxasare TOIDKHOCTD, (paMHUIMIO, KM, 0THECTBO (TIPH HATHYHIT) (apMAIeBTHYECKOIO MHCIIEKTOPA)

(YKasarb JOJDKHOCTE, QaMHAIIHIO, HMS, OTYECTBO (IIpK HANKIMK) QapMalEeBTHIECKOTO HHCITEKTOpa)

YCTAHOBJICHO CJICAYTIOIICE!

HpOH3BO,Z[HT€JTB OCYHIECTBIIAET CBOIO AEATCIIBHOCTE HA OCHOBAHUHM

(ykasarh HOMep. CPOK MeHCTBHS LOKYMCHTA, PA3PCLIAIOIIEIO B COOTBETCTRHHE C 3aKOHOJATCILCTBOM

rocy/iapcTba — WicHa EBpasuiickoro 5KOHOMHUIECKOTO COI03a HITH TPEThell CTpaHbl JAAHHBLL BUT

ACATEIILHOCTH, HAHMEHOBAHHUE YIIOJIHOMOYEHHOT'O oprafna rocynapcrsea — dJicHa EBpélB HHCKOTO

OKOHOMHYECKOTO COTO3a WK KOMTICTCHTHOI'O OpraHa ’I‘pCTLeﬁ CTPaHEI, BRITABIIIETO HOI(YMGHT)

IlepeueHs BeTepHHAPHBIX JIEKAPCTBEHHBIX CPEICTB,
MPOM3BOJICTBO KOTOPBIX 3asiBIEHO 1Sl [IPOBEACHUS HHCIIEKITHH

Ne | ToproBoe naumeHoBamme Mesxynaponraoe Jlexapcrsennas Gopma Cranun
m/n BETEPUHAPHOIO HENAaTeHTOBAHHOE (TTpu HaNTMYHK) IPOM3BOICTRA’
JIEKapCTBCHHOIO HauMCHOBaHHE H JO3UPOBKa
cpencTBa BETEPHHAPHOIO

JIEKAPCTREHHOTO
CPECTBA WIIM [IPH €ro
OTCYTCTRHH
obuenpuuaToe
(IrpynuMpoBoUHOE)
HAVMCHOBAHHE

Bujibl esTenbHoCcT MHCIEKTHPYEMOTo cyObekTa

IIpousBoncTBO (hapMaleBTHICCKIX CyOCTaHImii [
[Tpou3BO/ICTBO BETEPUHAPHBIX JIEKAPCTBEHHBIX TIPETIAPATOR [
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ITpou3BOACTBO IPOMEKYTOUHBIX HITH Hepac(hacoBaHHbIX («OamK») [
BETEPUHAPHbIX JIEKAPCTBEHHBIX CPEJICTB

VnakogBka (1epBUYHAs/BTOPUYHAS) 0
Brimyckarormit Konrpoits cepiun BeTepUHAPHBIX JEKAPCTBEHHBIX CPEICTB '

Brimyck B peanuzanuio cepun (apTUH) BETEPHHAPHOTO JEKAPCTBEHHOTO O
cpejicTBa

IIpouee (yxazarh) O

Kparkoe onucanue HHCIIEKTHPYEMOTo cyObekra:

(yxasarh reorpaudecKoe HONOKSHHE, HATIAYHE PSIIOM JIPYTHX TPOU3BOMICTR, NESITCIBHOCTD
KOTOPLIX MOXKET TTOBTHATH Ha KAYECTRO BBILYCKACMOM JIJAHHBIM CYOBEKTOM ITPOJLYKITHH)

Hara nposejieHus mpeaplayeH hapManeBTuyeckoil HHCIIeKIHH

DapmaileBTUeCcKue UHCIIEKTOPEI, IPOBOJIMBIIINE IPE/IBIAYIIYIO (JapMAIIeBTHYECKYIO

UHCIIEKITHIO

(yKkasarh JIOIDKHOCTB, (paMHIIMIO, MMSI, OTIECTRO (NMPH HATHUME) BEAYLIETO
hapmaneBTHYECKOro HHCIEKTOPA)

(Yxasarh JI0JKHOCTD, (PAMFIIMEO, MMs, OTUCCTBO (IIPH HAIHYMH) (apMalleBTHYECKOI0 HHCIIEKTOPA)

(YKa3aTk AO/DKHOCTE, aMHUIMIO, HMSA, OTYECTBO (TPH Hajm4i#) (PapMalleBTUYECKOTO HHCIIEKTOPA)

Pesynbrarer n 3ameuanus peabyiylei hapmMareBTHiyeckoil HHCIEKLHT;

OcHOBHBIC H3MCHCHHS, IIPOM3OLICAIUNE C JaThl IIPOBEACHHS Hpe)lbmymeﬁ

hapmanesrrueckoit uncneximu’;

Iens mpoBeyienust (hapMalueBTHYecKOl MHCTIEKIHU: TOATBEPKIEHUE COOTBETCTRHS
TIPOM3BO/ICTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX cpefcTB TpeboBanusM [Ipasun
Ha/UIeNAIIed IIPOU3BOJACTBEHHON TIIPakTHUKH EBpasuiickoro 5SKOHOMHMYECKOTO
cO103a.

Ceeflenust 0 JIOJDKHOCTHBIX JIAX ¥ COTPYAHMKAX HHCIEKTHPYEMOTO CyOBeKTa,

YUYACTBYIOIIMX B MTPOBEACHUM (DapMaLIeBTHUECKOH HHCIIEKITNH:

(yKasaTh JOJDKHOCTL, (PAMMITHIO, UM, OTYECTBO (TTPH HAJMYKH))
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(YKas3aTh TOJUKHOCTD, haMHITHIO, HMSI, OTYCCTBO (PH HATMYNH))

(yKkasarh TOMmKHOCTS, (GaMUIIIO, MM, OTHECTBO (MPH HANMYHHN))

[lepevens  IOKyMEHTOB, JIONOIHUTENIBHO —TIPEICTABICHHLIX UHCIIEKTHPYEMBIM

CyOBeKTOM —~ MHCHEKUMOHHOH —Tpymme juisi  npoBefeHus — (apMarieBTHUEeCKOi

HHCIICKIIMH

Pesyiprarsl poBelieHHON (apMareBTHYecKoN MHCIEKIIMH:

l. ®apmaneBTUYECKast CHCTEMa KauecTBa

2. 1lepconan

3. Ilomemenust u obopymoBanme

4. JlokyMeHTanus

5. Ilpou3BojicTBO

6. KorTpons kauecTra

7. lesitenbHocTh, TepeAaBaeMasl IS BEITIOJTHCHUS

(ayrcopcunr)

JIPYTOH  OpraHu3aluu

8. IIperensuu, nedexrsbl KAYECTBA U OT3BIBBI MPOLYKIMK

9. CamouHCIIEKIAS

10. Peanusanus 1 TpaHCIOPTHPOBKA MIPOAYKIMH

11. OueHKa 0CHOBHOTO 10CKE TPOM3BOJACTBEHHOM MIOLIATKH

12. Pa3znoe

13. Ilepeyenns BBISIBIEHHBIX HECOOTBETCTBUM TpeGoBanusy [Ipasun Hapiexanieit

UpOHBBOﬂCTBCHHOﬁ HPHKTHK[/I4

ITynkr Ipasun

No HaJIexalei [Tospobnoe omrcanme
/T IPOM3BO/ICTBCHHOM BBISIBJIECHHOTO HECOOTBETCTRHS
TPaKTHKN

Inacenduranmus
HECOOTBETCTBUA

1 % 3
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[Tyrxr [pasun
Ne Hajexainett IonpobHoe onucanne Knacendpuxars
/i UPOU3BOJCTBCHHOH BLISIBJIEHHOTO HECOOTRBETCTRBHS HECOOTBETCTBHS
MPAKTHKH
1 2 3 4

(Dapzwaucmw{ecr(aﬁ CHUCTEMa KadecTBa

Ilepconan

[Tomermennst u obopynOBaHHE

Hoxymenramnus

IIpoussoncTBo

KonTpons kauecrsa

JlesTensHOCTS, TIepe/laBaeMast UL BBILIOJIHEHHS [PYIOH OpraHu3anuy (ayTcopeHHT)

lIperensuu, nedeKTbl KAYECTBA U OT3RIBBI TPOAYKIIHA

CE[MOHHCI]C](IIHH

B pesynbrare npopeaeHHOM  (apMALEBTUYECKOH  HMHCIEKTIMH  BRISBICHBI  HECOOTBETCTBHS

Tpebopanmam Iparun HazexKammed MPOU3BOIACTBEHHON 1IPAKTHKH EBpasMifcKOTO SKOHOMMYECKOTO

COI038, KOTOPBIE H3JTOXKEHBI W KIIACCH(UITMPOBAHBI B HHCHIEKIIMOHHOM OTYETE, BCEro:  , U3 HHX:
KPUTHYECCKUE HECOOTBETCTBHA -
CYHIECTBEHHBIC HBCOOTBCTCTBHH6 =

npoune’ —

KonmugecTno axzemMmnspon | | IKIEMILISP —

HHCIICKIITHOHHOI'O OTHETa (ykazaTb ~HaMMEHOBAHHE HHCMEKTHPYEMOro  cyObekTa
T WX TIOTTVYATE ] B c(hepe OOpalleHHs BETEPUHAPHBIX TeKapPCTBEHHBIX CPEICTR, FOCYIapCTBO — UneH
ERpasuiickoro 3KOHOMHYECKOTO €0I03a / TPEThs CTpaHa)

2 3K3eMILISp —

(}'K&Bﬂ'i‘b HaMMeHoBaHe YHNOJIHOMOYCHHOTO apradd,
IoCY/IapCTRa — YNCHa EBpEﬂHﬁCKUFO IKOHOMUYECKOrO COro3a)

14. 3akmouenne:  [IponsBOACTBO  BeTEpUHAPHBIX JIGKAPCTBEHHBIX  CPEJICTB
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(HaHMEHOBAHWE MHCTIEKTHPYEMOTO cyOheKTa)

(cooTBeTCTBYET/HE COOTBETCTBYET (YKa3aTh Hy kHOE))

TpedoBanusim IlpaBui Haamexael mpor3BoICTBEHHOM IPAKTHKH.

OTuer cocTaBieH U MOAITUCEH YiIeHAMH MHCIEKIIMOHHON TPYTIIIGL

(YKasarb JIOIDKHOCTB, (DaMUNHIO, MM, OTYECTBO (IIPH HAJIHUHH) (mosmucs)
BEIYIIETO (hapMaLeBTHYECKOr0 HHCITEKTOPA)

(yKasarb J0JKHOCTD, (DAMHITHIO, HMS, OTYECTRO (IIPH HAIHMYHH) (mojimucesk)
(hapmMaLeBTHIECKOIO HHCIIEKTOPA)

(yxaszars JOJKHOCTD, (PaMUIINIO, UM, OTYECTBO (TPH HAIHYKH) (ITOATTHCH)
(hapManeBTHYECKOro HHCIIEKTOpa)

Jlara: « » 20 1

! Vuyernpli HOMEp OTHETA © TIPOBENEHHON (BAPMALEBTHYECKOH MHCMEKIEH opMupyeTcs Mo  cxeme, TIE:

XX — 2-3Haunbiil OyKBCHHBIH MeXIyHapomHblii KOX rocyiapersa — uneHa EBpasuiickoro SKOHOMMUECKOTO CO3E;

YYY — HOMEp, NPHCBOCHHBIH OTHETY B MOPSIKE, YCTAHOBNEHHOM 3aKOHOIATENLCTROM rocyjgapeTsa — 4ieHa
EBpasuiickoro 3kOHOMHYECKOTO COI034;

GMP - [lpasuna wHamiexamedl  NPOM3BOACTBEHHOH  NPakTHKM EBpa3suHCKOTO  JKOHOMHYECKOTO — COH3a;
20NN — rojg nposejaeHis (apMaLeBTUIecKOi HHCIEKIHH,

?  Cragum NPOU3ROICTBA BEeTepHHAPHOTO JIEKAPCTBEHHOTO cpe/icTRa, yKa3aHHbIE B 3aABIEHUH

0 NPOBE/CHHN (PAPMALEBTHYECKO HHCIIEKLHH TIPOH3BOACTBA BETCPHHAPHOIO /IEKAPCTBEHHOTO CPECTBRA.
° B ciydae npoBeleHus GpapMaleBTHIeCKOH HITCTIEKITHH.
? BEIRIEHHBIE HECOOTBETCTBHS OLEHHBAOTCS COMIACHO TpeGoBaHusM 1IpaBm HaIeKalel IPOU3BO/ICTREHHOI NpakTHKH
EBpasuiickoro 3K0HOMHYECKOT0 COI03a ¢ MPHBEICHHEM CChUIOK Ha ITYHKTEI 3TOT0 JOKyMeHTa,
> HecooTBeTCTBHSA, KOTOPBIE CO3AAIOT BOIMOXKHOCTh NPOHIBOJCTRA HITH OPUBOIAT K CYLIECTBEHHOMY PHCKY [POHZBOCTRA
BETEPHHAPHOTO JISKAPCTBEHHOI'O CPEACTBA, ONMACHOrO JUld 3/0PCBRS ¥ XU3HH JKHBOTHOTO HIIH YEJI0REKA.
8 HecooTBeTCTRYS, KOTOPBIE HE MOIYT KIACCH(HILPOBATHCA KAK KPHTHUECKHE, HO:

TIPUBEIH MM MOTYT TIPHBECTH K TIPOM3BO/ACTBY BETEPHHAPHOTO NIEKAPCTBEHHOrO CPEJICTBA, HE COOTRETCTBYIONIETO
NOKYMEHTaM PETHCTPAUHOHHOTO I0ChE IAHHOTO BETCPHHAPHOTO JIEKAPCTBEHHOTO MPEriapara;

YKa3bIBAIOT HA CYLIECTBEHHOC OTKIOHEHHE OT Tpedopauuil llpaBun Hamneikaliedf NpOM3BOACTBEHHON MPAKTHKH
Espasniickoro sKoHOMHYECKOr0 COt03a;

YKasbIBAIOT HA CYLICCTBEHHOE OTKIOHEHHE OT TPeOOBaHHH MEX/yHapOMHBIX JOTOBOPOB WIH WHBIX aKTOB B chepe
obpaleHus BeTepHHAPHBIX JIEKAPCTBEHHBIX CPEJICTR, BXOMSIINX B IPaBo EBpasuiickoro 3K0HOMHYECKOTO COM03a;

YKA3bIBAIOT HA HECTIOCOOHOCTh HHCICKTUPYEMOTO CyOLEeKTa OCYIIECTBASTE CePMiHHbI BLILYCK BETEPHHAPHBIX
JICKAPCTBEHHBIX  CPE/ICTB  OAHOPOAHOIO KA4ecTBA KIM  HECTOCOOHOCTh  YIONHOMOUEHHOTO JIHUA HHCIIEKTHPYEMOTO
CyObEKTA BBIMOIHATE CROM IOJDKHOCTHELE 00A3aHHOCTH;

NPEACTARIAOT CODOH KOMOHHALMIO HECOOTBETCTBHIA, HI OJIHO M3 KOTOPAIX CAMO 110 cefe He ABASETCA CYUIECTBEHHBIM,
HO KOTOPBIC B COBOKYMHOCTH IPEICTABIIOT CYIECTBEHHOE HECOOTBETCTBHE M JIOJDKHLI OOBACHSTHCS M (DHKCHPORATHES
B KAUECTBE TAKOROTO.
" HecooTReTCTBUSA, KOTOPLI® He MOTYT KIAcCH(HUMPOBATHCS KaK KPHTHUECKHE WK CYIIECTBEHHbIE, HO YKaA3bIBAOT
Ha OTkIOHeHHe 0T TpeboBanni [lpaBun najnexalued NPOMSBOACTBEHHOM MpakTHkY EBPasmiickoro HKOHOMHYECKOro
coI03a.
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ITPHUJIOXXEHUE Ne 4

K ITpaBuiam ripoBeenus
(papmarneBTUUeCKMX HHCIEKIIHIA

(popma)

OTYET
0 MPOBE/IEHHH NMOBTOPHOH (KOHTPOJIBHOH) (hapManeBTHYECKOH HHCITeKITHH
MPOHU3BO/ICTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJACTB HA COOTBETCTBHE
TpeboBanusiv Ilpasui HaIesKkameii MPoM3BOICTBEHHON PAKTHKN
EBpa3suiickoro 3K0HOMHIECKOI0 c0103a

or«_ » 20 Ne XX~ YYY-GMP/20NN-F'

B cooTtBercrBuu ¢
(HaHMCI I0OBAHHE, JaTa | No JAOKYMEHTA, ABLAIOUIEroCcsd OCHOBAHHMEM J1I1A HPORBCICHHSA
(papmaneETIECKOH HHCTIEKLIMMI)

C « » o « »

[pOBEJIeHa TMOBTOpHAst (KOHTpobHAsA) (hapMaleBTHIECKass MHCHEKIHUS METOI0M
JIOKYMEHTApPHOTO / BHIE3IHOTO  MHCIICKTHPOBAHHS  (HVJICHOE — NOOYEDKHYMb)
MPOU3BOJICTBA BETEPUMHAPHLIX JIEKAPCTBEHHBIX CPEJICTB  HA  COOTBETCTBHE
Tpebosansiv [Tpasui Haexaniei NpoOM3BOACTBEHHOM NpakTHku EBpasuiickoro
SKOHOMHYECKOI0 CO103a, YTBepKIeHHbIX Pemennem CoBera Espasmiickoii
DKOHOMHMYECKOH KoMmHccHU OT 3 Hosbps 2016 r. Ne 77 (namee — IlpaBumia

HaJyIeXKalel MPON3BOICTBEHHON MPAKTHKH )

(HAMMCHOBaHHE HHCIIEKTUPYEMOro cyObeKTa B cepe 00paleHis BeTepUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTR)

(ajipec MeCTa HAXOXKIEHHS MHCTIEKTHPYEMOH TTPOH3BO/ICTBEHHON MJ10LLA/KH)

rpyInion papmMaueBTHIECKUX HHCIICKTOPOB B COCTABE:

(YKasarnb J0IDKHOCTH, (QaMUITHIO, MMsl, OTYECTBO (LIPH HAJMIHH) BEJIYITET0
(papMaIeBTHIECKOr0 HHCIIEKTOPA)

(YKa3arh JOJDKHOCTD, (DaMMITHIO, MM, OTHECTRO (IpU HaM4YKHK) (APMALIERTHIECKOT0 HHCIIEKTOpA)
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(_jll("a.".a'l'b JIOIKHOCTD, (DAMIJIHIO, UMS, OTYECTRO (IIPH HAIMYMH) (l)apMElL[e;}’l'HLICCKOTO HHCTIEKTOpA)
Llens  mpoBesieHMss  TOBTOPHONW  (KOHTPOJILHOH)  hapmarieBTHUeCcKoi
MHCITCKIUH: TIOJATBEPKICHUE YCTpaHeHUsI HECOOTBETCTBUH, BBISABICHHBIX B XOj€
paHee MpoBeeHHON (hapMaleBTHYECKOH MHCIIEKIIUH.
Crejienus o npeabiaylieit hapMareBTHIeCKON HHCTIEKITNN
1. Jlara (narsl) npoBeaeHus GpapMarneBTHIECKOW HHCIEKIAN:

C « » I1O « »

2. Homep ¥ JaTa oTyera O TMPOBEACHHON (hapMalleBTHYECKOH HHCTICKIHK
(MHCHeKLMM, 10 pesyssraramM Kotopoi mpecrasienst CAPA-Ian 1 oTyeT o ero

BBIMIOITHEHUH):  No or « » I

(YKa3bl6aeMes — YYemublll — HOMEp — om4emd,  MPUCEOCHHBLI — NO  cxeme,
npedycmompennoii  npunodcenuem Ne 3k mpunosicenuio Ne 26« Ipasunam
pezynuposanus  obpawjenus.  6eMepUHAPHLIX  NeKAPCMBEHHBIX — CPeoCcms
HA MAMONCEHNOU meppumopun Eepasuiicko2o sKOHOMUUECcko2o corosa).

3. Cocras  MHCHEKUMOHHOM TPYNIbl, TMPOBOAMBIIEH (papMaleBTHUECKYO
MHCIICKLMIO (MHCIIEKUMIO, 110 pesyibTaram Kotopoil npeicrasienbl CAPA-mian

M OTYET O €r'0 BBIIOJHEHUM):

(yxasarb JOJDKHOCTE, (PaMUIIMIO, UM, OTUYECTBO (TIPH HAMYUH) BEAYIIEIO
(hapManerIHYeCcKOro HHCIEKTOpa)

(YKasarb ZOIDKHOCTH, GaMHIIMIO, HMSI, OTUECTBO (NIPY HATHUKNH) PapMALEBTHYICCKOI0 HHCIIEKTOPA)

(yKasarb J0JDKHOCTE, (DaMHAIIHIO, MM, OTIECTBO (TIpH HAIHYME) (AapMALEBTHYECKOTO HHCITEKTOPA).

4. PesynbTaTel M 3amMevanus (GpapMaleBTHYECKOH MHCIEKIUH (MHCIIEKIHH,
Mo pesynsraram KoTopoi npejicrasiensl CAPA-11ad 1 0T4eT 0 €ro BBINOIHEHHHN ):

BEISBIIEHO HECOOTBGTCTBHﬁ, H3 HUX:
(obmee kKomryecTRO)

KPUTUYCCKUEC HECOOTBETCTBHSA — 5

CYIECTBEHHBIC HCCOOTBETCTBUS — :

TIpoyuc —
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MHcnexTupyeMble  30HBI:  TOBTOpHAsE (KOHTPOJIbHAsS) (apMareBTHyecKast

MHCIIEKLMsl MPOM3BONCTBA BCTEPUHAPHLIX JIEKADCTBEHHBIX CPEJICTB IPOBEICHA
METOJIOM

[] noxymenTaproro uncrekTupoBaHust

[] BrIesimoro mucnexripoBaHus comtacHo nmporpamMe HHCTIEKTHpOBAHUS

OT « » 20 I.

CeezieHust O JIO/DKHOCTHBIX JIMIAX M COTPYAHMEAX HMHCICKTHPYCMOTO
oObeKTa,  yyacTBYIOLIMX B TIPOBEJICHAM  HOBTOPHOM (KOHTPOJILHOIA)
(papmanieBTMYecKoi MHCIEKINK (3arOjHseTcs B Cllydae TPOBEICHUSI BHIE3IHOIO

MHCIIEKTUPOBAHUA):

(thamunnst, UM, OTHECTBO (NP HATMYUH) [PE/ICTABKTENIS HHCIIEKTUPYEMOTO 00BEKTa, [0IKHOCTS)

(pamuimst, WMsl, OTHECTBO (MPU HATMYMM) NPEJICTABHTENIS HHCTIEKTHPYEMOTO 00HeKTa, 10JKHOCTS)

(pamuius, nMs, OTIECTBO (TPH HATHYHHK) NPE/CTABMTENS MHCTIEKTHPYEMOTo obbekTa, JOJKHOCTD)

Pesymerarsl npoBeieHHONH MOBTOPHON (KOHTPOJILHOM) (apMarieBTHIeCKGH

HHCIICKITHUH
IlepeucHb HeCOOTBETCTBUM Cpernienns 00 yCTpaHCHUH HECOOTBETCTBUSA
_ Ornenka ycrpanenus
M UX KBAJM(UKAIHs (kpaTkoe coJIepIKaHie MEPOLIPUSITHSL,
2 HECOOTRETCTRUS
IOATBEPKAAIOLINAH TOKYMEHT)

KonnuecTro ax3eMmnsapoB | | sx3em Jsp —

MHCICKIHOHHOI'O OTUeTa (ykasaTb ~ HAMMEHOBAHME  MHCIEKTHpYyeMoro  cyGmexra
W UX TONTyYareiu B cepe obpaLlenna BETEPUHAPHBIX JICKAPCTBEHHBIX CPECTB, FOCYIaPCTBO — WicH

EBpazHHcKOro 3K0HOMHYECKOI0 COK3a / TPETh CTpaHa)
2 3K3EMILISP —

(ykasars  HaHMEHOBAHME  YIOJHOMOYEHHOrO  Opramua
rocyNnapeTea — yneHa Erpaznfickoro 9K0HOMHUECKOTO Co3a)
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3akmouenwe: TIpOM3BOJCTEO  BETEPUHAPHBIX JICKAPCTBCHHBIX CPEJICTB

(HarMeHOBaHHEe MHCIIEKTUPYEeMOT0 cyObeKTa)

(cooTreTCTRYET/HE COOTBETCTBYET (YKA3aTh HY)KHOE))

rpedoBanuam [IpaBuin HauiexKarmeil mpou3BOACTBEHHOM IPAKTHKH.

Oruer sBigeTCs  HEOTHEMIIEMOI  WacThio  OTYeTa O  IIPOBEJCHHH
npeabutyieil  papmMaleBTHYECKOR WHCICKIIMH TIPOM3BOJCTBA BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB, MO pe3yibTaTaM KOTOpol npeacrtapiiedbl CAPA-mman

H OTYECT O €I'0 BBIITOJIHCHHH.

Oryer cocraBiiet U MMOAIKCAH YWICHAMHA HHCIIEKITHOHHOU I'PYIIIIBL:

(ykasarh JO/DKHOCTD, (paMUIIIIO, HM3L, OTYeCTBO (PH HATHYHH) (1ropnucs)
BeJlyIero GhapMareBTHIECKOTO HHCIIEKTOPA)

(yka3aTh TOIDKHOCTD, (PaMUIIHIO, HMSL, OTUYECTBO (IIPU HAJIMYHH) (Tomucs)
(hapmaneBTHIeCKOT0 HHCIEKTOPa)

(ykasarh JOIKHOCTH, (DaMUANHI0, UM, OTICCTBO (IPH HAIMIHHK) (mrostmics)
(hapMaleBTHYECKOTO HHCTIEKTOPA)

Hara: « » 20 r

| YueTHblil HOMep (puHATBHOTO (OKOHYATEJILHOTO) OTYETA O MPOBE/ICHUH MOBTOPHO (KOHTPOILHOM) hapMaLesTHyeckoi
WIHCTIEKIHE (OPMHPYETCA MO CXeMe, Te!

XX — 2-3uaunbiii OykBeHHbI MEKIYHAPOAHBINH KO rocy1apeTsa — wicHa EBpasuiickoro 3KOHOMHYECKOro col03a;

YYY - HOMep, MPUCBOEHHLIH OTYETY B MOpPAJIKE, YCTAHOBIEGHHOM 3aKOHONATENLCTBOM TOCYNApeTBA — WiEHA
EBpasuiickoro 3K0HOMHIECKOTO COIO38;

GMP — I1paBuna Hamiexkalied NPOU3BOICTBEHHON NPAKTHKN ERPA3NHCKOro JKOHOMHYECKOTO COI03a;

20NN — rox nposejenns (papMaleBTHYCCKON HHCTIEKLIHH;
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