DenepanbHas ciryxk0a 1o BeTepUHAPHOMY H duTOCaHUTAPHOMY HAN30PY

3aKioueHne

0 COOTBETCTBHH MPOU3BOAUTENS (MHOCTPAHHOTO IPOU3BOIAMTEIS ) JIEKAPCTBEHHBIX
CPEICTB /ISl BETEPHHAPHOI0 NPUMEHEHUS TPeOOBaHUAM MTPABUIT
HaJUIeXKallel POU3BOACTBEHHOM MTPAKTHKI

Ne  GMP- 105/23

DezepanbHas ciryk0a 10 BeTepuHapHOMY M GUTOCAHUTAPHOMY HAA30Py HOATBEPKIAET, YTO

OGIIEeCTBO C OrPaHUIEHHON OTBETCTBEHHOCTBIO «ATTEKCAHH) (OO0 «ANeKCAHHY)

(nosiHoe 1 coKp e BaHHE (NPH HAJMYHH) IPOU3BOAUTENS (MHOCTPAHHOTO NPOH3BONTEIIA) IEKAPCTBEHHBIX CPEACTB /LIS BETEP o )

P P

maxomstiics: o anpecy 141705, MockoBekas obacTs, T. Iloaironpyz(Hr:m y'JI Bnuorpa.zmag, I

OCYIIECTBISIONIMIH NPOU3BOACTBO JICKAPCTBEHHBIX CPE/ICTB sl BETEPHHAPHOTO MPAMEHERHS TIO apecy

141705 MockoBckast 001acTs, I. ,Z[onronpy;msm yaI. Bnnorpam{aﬂ 1. 13

Ha OCHOBAHWMM HHCIIGKIOHHOTO OTYETa OT

coOoTBeTCTBYeT TpebOoBanusaMm IlIpasui Hazmex(ameu HpOI/ISBOJICTBeHHOH [IPAaKTUKH

- EBpasuiickoro SKOHOMHYECKOTO COI033, YTBEPIKICHHBIX pelleHreM coseTa Epazmiickoit
9KOHOMHYECKOM Komuccuu OT 3 Hosi6ps 2016 1. Ne 77, u MoxkeT OCYHICCTBIATH IPOU3BOACTBO
JEKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOTO NPHUMEHEHHS COITIACHO TPHUIIOKEHUIO
K 3aKyIIOueHHIO, snsnmomemycx HEOTHEMIIEMOH €ro YacThio.

- Hacrosiiiee 3axmroueHue MOATBEpIKAACT COOTBETCTBHE IIpOPI3BOlII/ITeJIH (PIHOCTpaHHOFO

~ IPOM3BOJIUTENIS) JIEKAPCTBEHHBIX CPEACTB JUIS BETEPHHAPHOTO NPUMEHEHHs TPeOOBAHMAM

- IIpaBun HaTexKaIIeH IPOU3BOACTBEHHOM NPAKTHKN EBPasHiCKOro SKOHOMHIECKOTO COM03a,
YTBEPXKICHHBIX pEHICHHEM CcoBeTa EBpasuiickoil SKOHOMHYECKOH KOMHUCCHH OT 3 HOSOps
2016 Ne77 nHa maHHOM MPOM3BOACTBEHHON IIOMIANKE

e 05, wmomx 2003 | «09 , wmons 2026

‘ 3aMCCTHTeJIB PyxoBomutens K.A. CaBeHKOB

(®.M.O., n101mKHOCTS)

13 06.2023
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ITpoN3BOICTBO ¥ KOHTPOJb KadecTBa

1. HPOU3BOJACTBEHHBIE OIEPATIAH —
JIEKAPCTBEHHBIE CPE/ICTBA

(0603HAUNTE HY)KHOE 3HAKOM «X»)

1. CrepuanHbie JeKapCTBEHHbIC IPENapaTbl

X] 1. JlekapcTBEHHbIE IPEIAPATHL, IPATOTOBICHHBIC
ACENTUYECKAM TIyTeM (orepatny 06paboTky A1 CIIEAYIOIHX
JIeKApCTBEHHBIX HOPM):

l___] KUIKHE TekapcTBennble HOpMBI 00IBHION0 00beMa
g KUJIKUE JIEKAPCTBEHHBIE (JOPMBI MAIIOTO 00beMa
[ ] aucnepcnn

D THO(GUIN3ATH -

(] tBepasie nexapcrrennsic hopMbI B HMITAHTATE!
[] msrkue nexaperennnie Gopmer

[ ] npoune nekapcreennnic npenapare:

(yKa3ars BHI TIPOIYKIHN HITH nexrenbuocm)
E 2. JlekapCTBEHHbIC IPENApAThl, OABEPraIOIIHECs PUHAIIHON

cTepuTH3aLiy (oniepauy 00paboTKY A CIIEAYFOIIHX
JEKAPCTBEHHBIX (popM)

D JKUIKHE JIEKapCTBEHHBIC (hOPMBI 60IBIION0 00beMa
K xnmkue nexapcTBeHEBIE GOPMBI MATOTO 00BEMA
I:] TBEp/IbIC JIEKAPCTBEHHbIE (POPMBI M MMILIAHTATHI
[[] msrkue nexapcrsenmbie hopmst

[ ] npoune exapcraenmbie npenapathL, JIEKAPCTBERHbIC
dhopmbl

(yKa3aTh BUA IPOAYKIHH WITH AEATETLHOCTH)
D 3. BhIIyCKaroLii KOHTPOJIb Ka4ecTBa
2. HecrepuiabHble JeKapCTBEHHBIE NPENapaThl

& 1. HecrepubHble IeKapCTBEHHBIC MPEMapaTsl (OIepanuy
00pabOTKH JUIS CICAYIOMINX JTEKaPCTBEeHHbIX (hOPM):

[7] xancysst B TBepHOit 06OTOUKE
[[] xamcynst B markoit o6onouxe
[ ] ummpersuposantbie nexkapeTBenHbie OPMBI

[ ] swnxne nexapersentsie (I)OpMLI LTS HAPYIKHOTO
TIpUMEHEHHS

(| KuaKHe neKapecTBeHHbIe YOPMBL i BHYTPEHHEIO
NPHMEHEHHS

[ ] npoune Tepabie nekapeTReHHbIE BOPMBI
[ ] npenaparsi, Haxomsimecs: 1o/ AaBICHHEM
X msirkue exapeTBenHbie hopybl

[ | ceeun (cynmosuropuu) e

D TabneTKH

[ | mopouku

[ | rpanynsr S
[ ] rpancnepmambubie macTsip

[ | npoune nexapersenmbie npenapatsi, IeKapcTBEHHbIE

{yKasarhb BHI npoﬂyxmm HJTH ACSATeILHOCTH)
@ 2. Brimyckaromuii KOHTPOJIh KayecTsa

AO «OMNUUOH», Mocksa, 2021 r., «B». T3 Ne 257.

or 13062023 No GMP- 105/23

3. BHOJIOFH‘IQCKH¢ JEKapCTBEHHbIE CPEACTBA

D 1. Buonoringeckue JeKapcTBEHHbIC CPeICTBa

[ ] mpoayxrer kporm : ; ‘
[ | ummyHomTOrHUecKas IPOYKITHs Ha OCHOBE KHBBIX

MHKDPOOPraHU3MOB

[ | mmyHONOrMUECKAs MPOAYKITHA Ha OCHOBE
UHAKTHBUPOBAHHBIX MEKPOOPraHU3MOB FITH aHTHTCHOB

[ ] mpozykTe! Ha OcHOBE COMATHUECKHX KIETOK

[ ] renotepanestiuecke HPOLYKTHI ‘

[ | mpoayxre! TkareBol HHKEHEpHH

[ | Guorexsonornyeckas NpOAYKIHs

[ ] mponyxTel, 9KCTparupoBanHbie U3 KHBOTHBIX HCTOUHHKOB

[ ] npouas nponyxus \

(yxa3ath BUA nponﬁ[mn TN AEATENBHOCTH)
D 2. Boinyckaroniuit KOHTPOIIb KadecTBa (TiepeueHb THITOB
HPOTYKIHH):
[ ] mpoxyxrer kporn
D HMMYHOIOTHUECKAst ITPOLYKLIHS
L] HPOJYKTHI HA OCHOBE COMATHUYECKHX KIIETOK
D TEHOTEPANEBTHYECKHUE MPONYKThI
D HPOYKThI TKAHEBOH HHKEHEPHI
D OMOTEXHOIOTHEECKAs, POy KIS
[ ] mpomykTel, SKCTParHpOBAHHBIE W3 KHBOTHBIX HCTOYHHKOB

[] npouas npoxykums

(yKka3aTs BAX IPOAYKIMA W/ JCATEILHOCTH)
4. Hpousnoncrno hapmanesTnyeckoii cydocTaHIuN
I:] 1. CrepunbHas IPOAYKIHA:

[ ] myrem Beinenenns

[ ] myrem cumresa

' D 2. HecrepuiipHas MPOAYKIINS:

[ ] myrem Brizenenus
[ | nyrem cunresa

5. Ipouas NpoIyKuMs U1K IPOM3BOICTBEHHAS] 1eATEILHOCTE
D 1. IIpousBosicTBO:

[ | pacturensHoit npoykumm

[ | romeonaruueckoit npoaykium

[ | mpouas npoxyxums

(yKasaTs BHA HPOAYKIMH HIIHL ACATEBHOCTI)
& oz CTeppmmaumi AKTHUBHBIX BCUICCTB, BCIIOMOTaTCIbHBIX

BEIIECTB FOTOBOH MPOIYKIINHL

X unerparms 7

[ ] cyxoxapoBas crepumi3arus

& CTepHIM3aNNs TApOM

[ ] xumuyeckas crepummsaius

[ ] crepumnsains raMya-u3ydeHneM

[ crepuimsais SEKTPOHHBIM HTYICHHEM

Dr 3. Tlpouee

(yKa3aTh BU/I IPOAYKIAN MM JCHTCIBHOCTH )




z &,4. Tleperunas (BHYTPEHHSS) yHaKOBKa:
[ ] xancyms B TBepi0it 060s10UKe
— [] xancyns B msrkoit 06onouke
] mvmpernuposannsie ekapcTeeHHbIe GopMBI D

[ ] sxunxne nexapcrsennbie hopme s HAPYKHOTO
OpUMEHCHHS

& JKUJIKVE JIEKAPCTBEHHBIC (HOPMBI 15l BHYTPEHHETO
OPUMCHEHUS =

D HpOYHe TBEP/BIE TeKapCTBEHHBIE (HOPMBI

[ ] npenaparsi, naxomsmuecs nox xasieHneM
g MSITKHE JIEKapCTBEHHBIC (hOPMBI

|:] CBEYH (CYIIO3UTOPHH)

D TaOTeTKH

[ ] rpancaepmansabie naacTspn

[] npouas nponyxumi, JIeKapCTBEHHBIE (POPMBI

(yxa3aTh BUX IPOLYKLIMH HIH AEATEITbHOCTH)
5. Bropugsas (IOTpeOHTEIbCKAS) YTAKOBKA

6. BeImyckaroniuii KOHTpOJIb KadecTBa

7. MHKpOOHOIOTHYECKOE TECTHPOBAHUE: CTEPUIIBHOCTE

8. MHKpOOHOIOTHYECKOE TECTHPOBAHNE: HECTCPUIPHOCTD

9. Xumnieckoe ((puznueckoe) TecTUpOBaHHE

{ D 10. Buonorn4eckoe TeCTUPOBAHUE; aHOMAIbHAsE TOKCHYHOCTh
[_—_J 11. Bronornueckoe TeCTUPOBAHUE: THPOTCHHOCTh

12. Bruonoruveckoe TeCTUpOBAHHE: OAKTEPHATIBEHEIE
9HJOTOKCHHBI

D 13. Buonorudeckoe TECTUPOBAHUE: UCTILITAHNE HAa THCTAMUH

D 14. Buonoruueckoe TECTUPOBAHHE: UCIIBITAHUE HA D

JCIPECCOPHBIC BEIIECTBA

D 15. BHOTOrHYeCKOE TECTUPOBAHHE: ONPEICICHHE
AHTUMUKPOOHOW aKTHBHOCTH METOAOM AH(dy3un B arap

D 16. BHogOrnuecKoe TECTHPOBAHKE: IPyTHe

3amecturens PykoBomutens K.A. CaBeHKOB
(D.1.0., T0IDKHOCTH)

13.06.2023

(/[lara BBIIAYH 3aKITIOYCHHS)

000601

II. KOHTPOJb KAYECTBA ITP¥ HMIOPTE
JIEKAPCTBEHHBIX CPEJCTB
(0603HAYHTE HY)KHOE 3HAKOM «X»)

1. KoHTpo:ip KagecTBa HMIIOPTHPYEMBbIX JIEKAPCTBEHHBIX
CpeaCTB:

L] MHKPOOHOIOTHYECKOE TECTHPOBAHHE: CTEPHIIBHOCT

L] MHKPOGHOITOTHYECKOE TECTHPOBAHHE: HECTEPHIBHOCTD
D XUMUYECKOe ((PU3HUECKOE) TECTUPOBAHKE

[_] 6nonoruueckoe TECTHPOBAHHE: aHOMAJIbHASI TOKCHYHOCTh
[| 6uonornueckoe TECTHPOBAHUE: MHPOTEHHOCTh

OGHOIOrNYECKOE TECTHPOBAHNE: OaKTepHaIbHbIE
SHIOTOKCHHBI :

D OHOJIOrHUYECKOE TECTUPOBAHUE: UCHBITAHUE HA THCTAMUH

D OHOJIOTHYECKOE TCCTUPOBAHHUEC, HCHBITAHHE Ha
JACOPECCOPHBIC BEIIECTBA

[ 6uonornueckoe TECTHPOBAHUE: ONpPE/ICICHUE 4
AHTUMHUKPOOHON aKTHBHOCTH METOIOM Tu(dy3un B arap

[ ] 6uonoruueckoe rectuposanue npouce

[ ] mpoxykret kposu

[ ] wmmynonorugeckas npomykuus

[ | npomyxTe! Ha OCHOBE COMATHHECKUX KIETOK

[ ] renorepanesriueckie mpomyKThI

[ ] nponyxrs! TkaneBoit mmKeHepun

[ | Guorexnonornueckas nponyxims

[ nponykTsi, 5KCTparupoBaHHbIE W3 KUBOTHBIX HCTOUHHKOB
[] npouas npoxyxums

(yka3aTh BUI NPOAYKIHH HIIH ACATEIBHOCTH)
2. Tlpouas nesTensHOCTh 110 UMITOPTY (BBO3Y):

I:l miomaaka GU3MIecKoro UMIopra (8Bosza)

[ ] mmriopr ipomeskyToaHOTO MPOIYKTA, TONBEPTAIOMIETOCs
JanbHelnen oopadoTke

[ ] npouee

(yka3ats BUJ IPOLYKLIHH WK AEATEILHOCTH)




