@enepanpHas ciy:kba no BeTepHHAPHOMY B (PUTOCAHHTAPHOMY HAA30pY

3akayeHHe

0 COOTBETCTBHH [TPOHU3BOANTENS (MHOCTPAHHOTO NIPOU3BOAUTENS) JIEKAPCTBEHHBIX
CPEACTB Aj11 BETEPHHAPHOTO NPUMEHEHHS TPEOOBAHHAM IPABHIT
HajUlexKalleli pOH3BOACTBEHHOM MPaKTHKH

Ne  GMP-55/21

_ QenepansHas cnykba no setepuHapHOMy It GHTOCAHHTAPHOMY HaA30Dy NOATBEPKAAET, 4TO
1 ObwmecTBO ¢ OrpaHKIEHHOH OTBETCTBEHHOCTLIO «Hayuno- npoussoacTeenHas komnanua «BUOTEX

(000 «HIIK ((BHOT’EX)))
(nmuo: H -, Hay (le‘l IIUHWHH) HPOHIBQ.'III'I'E.'II (mmcrpanunm ﬂpﬂlﬂmﬂ‘“‘.ﬂl) nmpcmcnuux Cpﬂ,lm JUII nm[munpuom IT[’HHEHC!HII)

Poccuiickas d)e,uepauns 198516, r. Caukr-IletepOypr, BH.Tep.r.r. [leteprod, np-kt Cankrt-
HaxonAutiics no aapecy Ilerepbypreknii, a. 60, JInrepa JI, mom.5-H, kom.23

OCYLLECTRISOLIHIT IPOH3BOJICTBO SIEKAPCTBEHHBIX CPEACTR [ BETEPHHAPHOIO MPHMEHEHHA 110 aapecy

Poccuitckas Qenepanns, 198516, r. Canxr-IlerepOypr, BH.Tep.I.r. [Tleteprods,
-~ _np-kt Casxr-Iletep6yprekuii,. 1. 60, Jlarepa JI, moMm .5-H, xom.23

Ha OCHOBaHHY MHCIEKIHOHHOTO OTHETa OT 26111;2_03 1___ s g e NE S 09_1 i

cooTBeTCTBYeT TpeGosanusM IlpaBun Haamexaiueid NPOH3BOACTBEHHOH [PAKTHKU
EBpasuiickoro 3k0OHOMHYECKOIO C€01033, YTBEPHKIEHHBIX pellieHHeM coBeta Espasuiickoii
3KOHOMHYECKOH KOMHCCHH OT 3 HOAGPs 2016 . Ne 77, 1 MoXeT OCYILECTBIATS IPOH3BOACTBO
SIEKapCTBEHHBIX CPEACTB Ui BETEPHHAPHOTO MNPHMEHEHHS COMIACHO [PHIOKEHHIO
K 3aKkmIOqeHH10, ABIAIOLIEMYCS HEOTBEMIIEMOI €r0 HacThIo.

Hacrosmee 3akmoueHHe MOATBEPHKARET COOTBETCTBHE NPOM3BOAMTENR (HHOCTPAHHOTO
TIPOH3BOAMTENS) JIEKAPCTBEHHBIX CPEACTB [N BETEPHHAPHOTO NPHMEHEHHA TpeGoBaHHAM
[pasun Hapnexameil Mpou3BoACcTBeHHOI npakTHKH EBpa3uHiicKoro 3kK0OHOMHYECKOTO COKO3a,
YTBEPKACHHEBIX pelieHHeM cOoBeTa EBpasHiiCKoH 3KOHOMHYECKOH KOMHCCHHM oT 3 HOAGpA
2016r. Ne77 Ha haHHOW NPOH3BOACTBEHHOI MIOLAAKe

€«.26 ” nosbps 2021 T "0 _2@ monbps—2024 "
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3amecturens Pykoponurens  K.A.Gapenkos
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Ilpunoxkenue K 3aKAIOYCHHIO

TIpOM3BOACTBO H KOHTPOJIb KA4ECTBA

I. TPOH3BOACTBEHHLIE ONEPAITUH —
JIEKAPCTBEHHBIE CPEECTBA

(0503HA4HTE HYRIOE THAKOM «X»)

1. CrepuabHbIe JIEKAPCTBENNHLIE NPCISPATH

1. NexapcTentsie npenaparsl, NPHIVTORAEHHLIE
acentHaecKHM myTeM (onepaunn o6paboTril WIS CHEAYIOILHX
nekapcTaeHtbix Gopm):

E] WHIKHE NexapcTeennsie hopMul Gosbiioro obsema
[E WHAKHE JTEKaPCTBEHHBIE GOPMEI MATOrD 00LemMa
D JIHCTEpCIIH

D nnodunuaTe

[} teepane nexapcrente HOPMBL 1 HMILIZHTETI

D MATKHE NekapeTBeHHbIE GOpMAI
[:] TPOYHE JICK2PCTREHNLIE NPENapaThi

{¥Xa17TL BILT OPATYKEHIN 61K BEATETLHOCTI] " Tk
D 2. JlexapcTBeHHLIE MPERAPATH, NOjBEpIaloMmiecs hutHIHOf
cTepinH3auqy (onepaiii oGpaboTri AAA CeayowHX
NEKAPCTBEHHBIX (opm):

[_] sxnnxne nexapcraennue dopmst Gossioro ofvema

I:} HKHIKHE NeKapeTpeliible opMel Matoro ofkesa

[:] TBEPALIE NEKAPCTREHHLIE (FOPMEL H HIMINAHTATEI

[] MATKHE JIEKAPCTBEHHKIE HOPMEL

[_] npouse nexapcraennsie npenaparsl, AeKapCTBeHHLIE
thopmsl

YEIRITE BHA IFPOTYRLGH 11 ACKTEALHOCTHE

I
E 3. Bunyckaiowiii KOHTPOIL KavecTsa

2. HecTepHasEBIE NeKAPCTRENHBIE HPENAPIThE

|:] 1. HecrepunpHele nexapeTaeiHbie 1penapars! (onepauiu
06paloTky AN CIEAYIOMHX NEKAPCTBEHHbIX dopM):

[ xancynes 8 Taepaoii obonouxe
D Kancynet B MATKDii oBonouxe
[] umnpernuposanume nexaperaentbie dopmal

{1 *unkne nexapcrrennbic hopmil a18 HapyRHOMO
NpHMEHEHHs

[] snukme nexapcTrennme Gopusl A8 BHYTpeHHETO
MPHMEHEHHS

[] npouse Tnepanie nekapcTnentme hopmbt

D Npenaparsl, HaXoASWHECH 1101 AdBNCHHEM

l:l MATKHE JEKAPCTBEHHEIE apMK

E’ CREYH {CYNTIOIUTOPHH)

|:| Tabnerku

|:| NOPOILKH

L] rpanynut

[C] pancrepmansisie TLTACTRIPH

D NPOYHE NEKAPCTREHHEIC NPENAPATS], NEKAPCTHEHHBIE

thoprbl

{yKa3aTh PILT HPOTYELMH HIH ACKTCALICCTH)
D 2. Brinyckatoniii KOHTPONbL KatecTsa

08.12.2021
OT No

GMP - 55/21

3. Broaoriyecke JeKAPCTHEHHBIE CpeicTa
D 1. BronoruseckHe AekapcTBEHHLIE CPEACTRA
[ npoxyxrst kponi
[} ammyHoROMIMecKkas mpoayKIna Ha OCHOBE KHBBIX
MHKDOOPTraHNIMOB
[ ] mmMmyHOnoru4eckas IpoAYKIMA HA OCHOBE
HHAKTHRHPOBAHHKIX MHKOOPIAHNIMOB HWIH BHTHIEHOR
[ ] npoayKTst Ha OCHOBE COMATHHECKHX KIETOK
[ ] renotepanestiueckie npoayxTa
{] npoaykTw Traneroil nHAEHEpHH
[[] 6rorexuonoriyeckas npoayxuns
[:l NIPOJIYKTH], IKCTPArHPOBAHHbIE H3 3KHBOTHBIX HCTOHHIKDR

[_] npouas npomykuia

{YXn3aTh B5U1 RPOYRIULIL WIN ACATETLHOCTH]
D 2. Bainycratomuit KOHTPONL Ka4ecTaa (MepeueHs THHOB
NPORYKHHH):

[C] nponytst kposu

[ ummynonorudeckas npoayKigia

[] npoxyKTh! Ka OCHOBE COMATIHECKHX KIETOK

[[] renorepanestusieckie nponykTh

[ nponykTst Tranenoit nemenepun

{T] 6rotexnonornteckan nponyxuns

{1 npouykTsi, sKCTparupoBanHLIe H3 KHBOTHEIX HCTOYHIKOB

{"] npovar nponyxuns

[yxasars. BUZ TPGIYKILM HAN AESTEARMOCTH)
4. flponssonctbo gapmaunesTHYeckoil cyGeTanumn
D 1. CrepuneHad RpogyKUis:
[7] nyrem Boinenenns
[] myrem cuuvesa

D 2. HecrepunnHas npomykuna:
[} nyrem sanenenus
[} myTem cuntesa

5. Mpouan NPoAYKUHA HAH NPORIBOECTBEHHAN JCATENLHOCTH
D 1. IlpoiaroncTao:
[} pactirrensnoii npoqykuny
E] roMeonarnyeckolt IpoAyKUHN
[_] npouas nponyxus
 [YKR5TTL B NPOTYNIRH M ACATCARHOCTH]

D 2. Crepiin3ainis akTHEHBIX BELIECTB, BCMOMOTATENLHAIX
BEILECTB MOTOROH NPOAYKHHH:

[_| drmeTpanna

[] cyxowaposan crepumizatit

{_] creprnizauna napom

[ 7] xnmusieckan crepunnsaunn

[] creprmizauna ramma-uanyyennen

[[] crepunusauna anexrponssim namyuennem

I:I 3. Tpouee

" [¥FA30Th BHA NPOTYKUMH HAH ENTEARHOCTH)




| i s

| o] z] 4. Tlepasuas (BUYTPCHHAA) YTIAKORKD: IL KOHTPOJIb KAMECTBA IIPH HMITOPTE
I :‘-' 9 D KAHCYIIEL B Tncp_loﬁ 00Dt Ke JIEKAPCTBEHHBIX CPFAC’I‘B I J

. (o0o3uauNTE HYRHOE THARDM «X»)
I:l KAnEYnnl 6 Marsnii oboaoike

e UMIPErHIPOBIHIEIC JTERAPCTICHIBIE Hop! . :
- L] pentipo I l:l 1. KoHTpons KaHecTBa HMAOPTHRYEMEX JICKEPCTREHHHMX L
] #uaxne JICKRPCTRCHNETE (JOPMEL JUIA HAPYRHOID cpesiets: g
HpUMCHEHTIR

D MHI\']‘)OGI!J.‘!.'IOI'H‘ICCE\'DC TCCTHPOBAHIIE: CTEPIVILHOCTR

Ij :i;:?:::s;:ﬁf:‘ 2ET ll‘lOp.\lM UL BEVITICHNETO D MHKPOGIIOJIOI'I!‘ICCM TCCTHPORAIHE HECTCEILHOCTh .. £

D Ximuneckoe (rpiccroe) TeCTHpORAHIE

EI PORIHE TREP/ILIE NERIPCTREHIKIC IOPMEBL
OiIONIOrHYCCRIC TECTHPOBINNE; AHOMATLHAS TOXCHYIIOCTE F
L__] NPEIAPaTLL, HAXOMAUINCCH M0 IARICHIIEM i

GIOMOrIYECKDT TECTHPOBAMIE; IHPOrEHNOCTD
[} sarsste nekapetaenmsie thopmml

Giosoririeckne TeeTpoBENE: GaKTeRHANLHLIC
D caeunt (cytionmopin) IIOTOKCHITRL

[] vanersu GHONOFIMECKDE TECTHPORANNE: HCILITAHHE 1A THCTAMIN
1 pascuepyansise mmactupi [C] Guosnorueckoe rectposanite: neuranse sa
{ ] npouan nponykuns, nexapcraeusbe gopyat Jeupeccopiiule BeInecTaa
GHojoTIIMECKDE TCCTHPORAIIE: ONPEACCHIE
- R T T T ] aHTRMHKpaOHOIT akTiBHOCTI MeToaom amdihy3ini B arap
A 5. Bropmunaa (noTpeBirenbekan) ynaknasn D BHONOIMNECKOC TECTHPARAMIIC IPOYCE
; 6. Buimycruoutitil xouTpons Kauectsa [[] npomysrer xposi
|| 7. MikpoGuonoriteckoe TeCTHPOBARNE: CTCPINIBHOCTE {] samynonoreckas npoayxuins
: 8. MukpoGnoaornuecroe TeCTHPOBARNE: HECTEPILTLHOCTE {7] nmpoayxctut Ha ocnose comameieckix kneTox
: 9. Ximieekoe (dusirieckoe) TecTiposanme [__] renorepancamiueckne npoykri
: 10. Bilononmeckoe TCCTHPOBAHHE: IHOMUIBHAR TOKCHYHOCTE D TIPORYKTEL TKAREBOIT HIKEHEDIH
: 11. BuiostoriMeckoe TecTipoBane: MPOreHHACTh [] 6uorexsonornyeckas nponyxuna
: 12. Buonormyeckoe TecTiponatniie: GaKTepHanLHLLe 1 MPOAYKTEI, JRCTPATHPOBANHLIC I3 A BOTHLIX SICTOMINIROB
SHIOTOKTHHbE i NPO'as BPOTYKLLIN
:l 13. BHoAoTHIeCKne TECTHPOBAMHE: HCTIRTANHE HA MHCTAMIN
[} 14. Bitonornseckoe TecTnposamie: nenwuTanne na T Tronon MU payibl T Jeereatiioc )
ICTPECCOPHRE BOLIECTBA D 2. Hipouas feATeTRHOCTE 110 NMTOPTY (RRO3Y):
[ ] 15. Butonoruuecroe Tecposatie: onpenenec [] nnomanxa dursuwseckoro nymopra (ssosa)
mmlmmpoﬁuoii BKTHBHOCTH METOAOAL muixbyauu B arap D KMIIOPT NPOMEEKYTOYHONO [IPOAYKTA, NOIBEPraloierocy
["] 16. Buonorseckoe Tectuposanme: apyrie mubneitutelt obpaGorke
[ npogec

{yamaar. Bug SPQIYKIHE KT AEATEABHOCTH]

3amecturens PykoBoautens K.A. Casenkos

(IO, normmoems)
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" (Hlara putzwon 2eemonEnm)




