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MHHHCTEPCTBO [TPOMBILIAEHHOCTH H TOPTOBAH
POCCHUHCKOH DEJAEPALIMH

JAKJTHOYEHHE

.’ g; 0 COOTBETCTBHH NPOHIBOANTE/H (HHOCTPARHOIO IPOM3BOAMTEIH) D
JEKAPCTBEHHBIX CPEACTB A8 MEIHIHHCKOT0 NPHMeHeHus TpeboBannam 24¢ls
|- !'pf'-' Mpasna naanexameii 1poU3BOACTBEHHON HPAKTHKH "ﬂ:; :

W Ne GMP-0213-000644/21 U

Yacrs 1

-h‘fFfHHcTepm"au npoMeiuieHHoCcTH W Toprosian  Poccuiickoii (l)cﬂcpaﬁ;m
HOATBEPKIAET, YTO
O1KpeITOE aKIIHOHEPHOE 06HIECTBO
«Trwomenckuil xumuko-papmauesruueckni sasoa» (OAO «TXD3»),

(MoaHOe 1 CORPAIYENNOE HAUMEROBANUE (MPU HATUYMUW) RPOUIBOOUMEIN (UROCMPAHHOZ0
npowiandumens) 1exapemeeHHBX CPeOcms ois MeCUWHNCKD20 NPIeHeHUR)

i HAXOAMETOCH 110 a/IPecy:

625&05, Tomenckas 001, 1. Tiomens, yi. beperosas, . 24,

- OCYLIECTBISIOMWETO [POM3BOICTRO JCKAPCTBEHHBIX CPEACTB IS MEHLIMHCKOI 0
TIPUMEHEHUS T10 ajIpecy:

o, e

Twomenckas obu, 1. Tromens, yu. beperosas, 1. 24,

HPOHIE] MHCUEKTHPOBAHHE B paMKax JIMUEH3HOHHOIO KOHTIpoas Ha cobiojeHne
JHIEHIHOHHBIX B [IPH OCYHICCTRJICHHH JIESTEJIbHOCTH [0 MPOMIBOJICTH
JEKapCTBEHHBIX CPEACTB B COOTBETCTBHM ¢ auuensueil or 20 despans 2021 r.

No 00431-JIC. B coorBercTBUM ¢ 3aKonomatenbcTBOM Poccmiickon Deiepaunu wiu
NPOMIC] HHCNCKTMPOBAHME B YaCTH PErHCTPAIMOHHOIO(-bIX) YjocTOREpenms(-1il),

VKa3hIBAIOMIET0(-HX) TPOM3BOJAMTENEH. PACTIONOKEHHBIX 38 npejieamu Poccuiickoi
®enepaiiun, B coorsercTBMM ¢ Tpebosannsmu  Ilpasmi wemameii
NPOHIBOACTBENHON NPaKTHKM, YTBEPXKICHHBIX  TNpHKasom  Munncrepcrna
npoMbitLieHHocTH 1 Toprosian Pocentickoit ®enepauuu ot 14 mions 2013 1. Ne 916.
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Ha ocnopanun nudopmaiuu, nony4eHHOM B XOle HHCIIEKTHPOBAHHA JIAHHOTO
[POU3BOAMTCIA, TOCHEAHEe M3 KOTOphIX Obiio nposeaeno 18/12/2020. 22/01/2021,
p ciemyer, uro oH coorsercrByer  TpeboBanmam  Ilpasuin  pauiexaneii
[POH3BOJCTBCHHON NPAKTHKH, YTBEPKAEHHBIX mnpuKkasoM Munnpomiopra Poccuu ,
or 14 mons 2013 r. Ne 916.
Hacrosmee sanodyenne oTpakaeT CTaryc COOTBETCTBHA  [IPOH3BOACTBCHHOMN
IIOMAAKH NPOM3BOANTENA (MHOCTPAHHOIO [IPOM3BOIMTENSN) ICKAPCTBEHHbIX CPEACTS
JUIS MEJIHIIMHCKOT0 [IPHMEHECHHA HA MOMEHT NPOBCACHNA BhIMIEYKA3aAHHOM MHCTIEKIHM
H HE JIOJUKHO BOCIIPHHMMATBCA B KauyecTBE AOKYMEHTA, CBHACTC/ILCTBYIOMICIO O
CTaTyce COOTBETCTBUS B ciayudae ucredwenus Oonee 3 (Tpéx) jer ¢ jgarnl y1oi
HHCIIEKIIMH.

3aK/IOYCHUE ABASETCH JCHCTBYIOUIMM [P NPEJOCTABAEHHH BCEX €r0 CrpaHuil
(kak yacTH |, TaK u yactu 2).

[oAMMHHOCTE  JaHHOTO 3AKIIOYEHMS [IPOBEPHETCH B PEECTPE 3aKMOMCHH 0
COOTBETCTBMM  [POM3BOJMTENEH JEKAPCTBEHHBLIX CPEACTB  JUIA  MCAMIMHCKOIO
npuMenenus  Tpedbosanuam TlpaBun Hamnexamed NPOH3BOACTREHHON LIPAKTHKN,
pasmemensoM  Ha  ofuuuansHoM  caiite  http://www.minpromtorg.gov.ru,
http://www.muHnpoMTopr.pd. TIpH OTCYTCTBHH HACTOAUIErO 3aK/IHOUEHHs B peecipe
3AKAIOMEHHI O COOTBETCTBMM TIPOM3BOJMTENIEH JICKAPCTBEHHLIX CPeACTB  JUIN
MEAMLIMHCKOr0 npumexenus Tpedosanmsam IlpaBui Hamnekamed npou3BoACTBEHHOM
npakriuky, coodbumre B Munnpomropr Poccus.

Hacrosamee 3axinogenue ,[lﬂﬁCTBy'ET B TEYEHHE 3 JIET C AaThl OKOHYAHHA HHCIICKIIHA.

|
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B.C. Ocumakos
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MHHHCTEPCTBO HEDMnyJAEHHOCTH HTOPTOBAH
POCCHUHUCKOH PEJEPALIHH

GMP-0213-000644/21

o

IHpon3iBojacTBO H KOHTPOAbL KAMECTBA

1. [IPOM3BO/ICTBEHHBIE ONIEPALIMY — IEKAPCTBEHHASI
TPOYKLLAS

=

1. Cmepunvnas npooykyus

L1 1. Ilponykius, NpAroToBIeHHas acenTiuecknm myteM (onepaiu obpaborin
U1 CHEVIONINX JIeKapCTBEHHBIX hopm):

[] sxmikue nekapersennsie Gopmel 6osbioro obsema

L] snikue Jiekapcraenrsie Gopmsl Maioro obnema

[ amcuepcun

L] anodmansars

[] Teepawie siekaperBennbie OPMBI H HMIUIAHTATHI

L) msrkne nekapersennsie hopMsl

1] npouas npoayums

L1 2. Ipoayknus, noasepraiomancs GuHMIIHON CTEPHIM3AIMA (Onepaiun
00paboTKH JUIst CEAYIOMINX JICKAPCTBEHHBIX hopMm):

Ll skmzkme nekapersennsie Gpopmel 6onsmoro obrema

D AHAKHE JIeKapcTBeHHbIE hopMbl Manoro obbsema

L] markue nexapcreeHtbie hopMBi

L] npouas npoaykums, iekapcreeHnsie GopMal

L1 3. Brinyckaionmii KOHTPOIIL KagecTna

2. Hecmepuavnas npooykuyus

E 1. Hecrepuabnas npoaykuus (onepaunu o6paGorks Aas ciieay0mnx
| iekaperBennbix dopm):

[ kancyiiet 8 1Bepo0ii 06onouke

L xancyJisl B Markoit obonouke

[} sxepareisubie sekapcTBeHHbe GOpMEL

a HMIPETHUPOBAHHEIC JICKADCTBCHHBIC thopmBi

[ sxenjikme nexapersennsie HOpMBI LIS HAPYIKHOIO npmeuemm

L sikniikne aekapersernnie hopMb! 15 BHYTPEHHETD NPHMEHEHHA

L] menmumuHckne raznl

L] nnpouse TBep/IbIC IEKAPCTBEHHbIE HOPMBI

[ Hpenapartsl, HAXOAAIIHECH NOJ JAB/IEeHHEM

L resepatopel paiMoHYKINAOB

L] msarkme nekapersennbie hopMel

[ cpeun (cynnosntopun)

B radaerkn

O TPAHC/IEPMAITLHEIE TLIACTBIPH

Crpasmua3 7 0008429
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[ yerpoiictsa Juis MHTPAPYMMHAIILHOTO (BHYTPHPYOLIOBOTO) BBEACHHSA

L] npoyas npoaykims, rexapcTBeHnbie GopMbI

[1 2. Bemyckaioui KOHTPOIb KauecTsa

3. buonozuveckasn nexapecmeenHas nPpooVKYUsA

L1 1. buosnoruyeckas JieKapCTBEHHAS NPOLYKLHS:

[] mponykrsl KpoBH

L] HMMYHOIOTHYECKAA POLYKIHA

n NPOAYKTE HA OCHOBE COMATHYCCKHX KIETOK

[] reHOTEepalCETHHMECKHE IPOAYKTbI

L] npoiyKibl TKAHEBOH HHAKEHEPHH

[] GHOTEXHONOrHYECKas POAYKIHA

[] apoayKTsl, 3KCTPArHPOBAHHAIC W3 HMBOTHBIX UCTOYHUKOB WIIH OPrasos
(TKanei) yenosexa

[ npouas npoaykuus

[] 2. Beinyekaloimii KOHTpOoJIb KayecTsa (IepeyeHsb THIIOB HPOAYKILIH):

L] npoaykrsl KpoBH

L] uMmyHOIOrHYecKas npoIyKiuus

] rpoAyKTHl Ha OCHOBE COMAaTHHECKHX KIETOK

] FeHOTEPANnCBTHYECKHE IPOAYKThI

(] npoayKkrsl TKAHEBOH HHAKEHEPHH

L] GroTexnonornyeckas npoayKius

[ mpoayKThi, 3KCTPATHPOBAHHbBIE H3 JKUBOTHBIX HCTOYHHKOB MM OPTaHOR
(TKaHe#) yenoBeka

L] npovas npoayKuus

4. [Ipoyas npodyKyuA Wil NPON3EO0CMEEHHAA OEAMETbHOCTTL

[J 1. IpousBoacrso:

[] pacturennnoli npojyKiuu

] romeonaTuyeckoi mpo/yKuHu

[] npouas npojyKims

‘)
A = L

O
H@BBOayU 3aKTI0YeN 1)
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MHHHUCTEPCTBO IMTPOMBILUAEHHOCTH H TOPTOBAH
POCCHHUCKOH PEAEPALIHNH

GMP-0213-000644/21

L1 2. Crepunnzaunst aKIHBHBIX BEIIECTB, BCIOMOIATENbHBIX BEMECTB, rOTOROT
MPOAYKLIHH:

-

L] hmawrpaims

L] cyxoxapoBas cTepraM3aims

[] crepmiinsanms mapom

L] xuMuHecKasn cTepHIn3aLns

[] CTEpHIIM3ALINA I'aMMa-H3TYYCHHCM -

[ crepuii3aiing 21eKTPOHHBIM H3TyS9eHHEM

[13. [pouee

(X 4, [MepBuuHan (BHYTPeHHAN) YUAKOBKA:

L1 xancynsi B TRepaoii oboouke

[ kancysst B Markoit obosouke

[l enaresbHbIe ICKAPCTBEHHBIE HOPMBbI

e O O S . O O O SN i S i -L e LD

[} nmiperumpoBanHbie JICKapCTBEHHbIE (OPMBL

] smpaxne JIEKApPCTBEHHBIE @}DP‘MI:-I JAild HApYKHOTO IIPHMEHEHHH

- [l skupkme nekaperBeHnbie (HOPMBI I BHYTPEHHEIO [IPHMEHEHHS

[} MeAHIMHCKHE Ta3sl

L] npoune TBepsie nekapersenbie popMel

[} npenaparsl, HAXOJAIIMECH MO/ AABJIEHHEM

[J renepatopsl pajMOHYKIN/I0B

- [ markue nekapcteenHbie GOpMBI

[] ceeun (cynnozuropun)

X rabnerkn

O TPaHC/IEPMAIbHBIE T11aCThIPH

4

L] yerpoficrsa Juist HHTPAPYMHHANBLHOTO (BHYTPHPYOLIOBOIO) BBEACHMA

[ ipouas npojiyKius, JekapeTBeHHbie GopMbl

B 5. Bropuunas (norpefureibekan) ynakoBka

L1 6. Beiiyckaiouuii KOHTpOIIb KauecTBa

[1 7. Muxpobuoiornieckoe TeCTHPOBAHKE: CTEPHIBHOCTD

L1 8, Mugpobuonoruueckoe TecTHpOBaHHE: HECTEPUILHOCTD

L1 9. Xumuueckoe (huznyeckoe) TECTHPOBAHHE

L] 10. buosiornyeckoe TeCTHpOBAHHE

1. KOHTPOJIb KAYECTBA [P UMITOPTE HEKAPGTBEHHOH
IMPOAYKIIMH

L1 1. Kontponb Kayectsa HMIOPTHPYEMOIi JIeKapCTBEHHOM J;@n,qymuﬂ

L] MuKpo6HOIOTHYECKOE TECTHPOBAHHE: CTCPHIIBHOCTD

[l MEKpOOHONOrHYECKOE TECTHPOBAHHE: HECTEPHIBLHOCTH

L] xumuyeckoe (husuyeckoe) TecTHPOBAHHE

Crpanuua 5 us 7 0008430
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Ll 6ronorunueckoe recruponanse

L] 2. Beiryekaoumuii KOHTpoIb (ceprudpukanma cepuit) umnoprupyemoii
HPOAYKLHH

L] Crepuiibhas npoayxims:

L] HpOy KIS, PUTOTORIEHHAS ACETTTHYECKHM 11y TEM

L1 nposykiwsi, nojseprafowasca QUARLIHONK CTEPHIH3ALIMN

L[] Hecrepunbhas npo gy Kius

L1 brosornueckas JiekaperseHHas NpOIYKIHA:

O] upoaykrsl kKpoBu

U aMmyHOOrHYecKas npoayKius

L] npojyKrhi Ha OCHOBE COMATHYECKUX KIECTOK

L] renotepanesTHuecKue npoayKTH

L] mpomyKTe! TKaHEBOH HHAKEHEPHUH

L] BuorexHonoruteckas npoykums

Ll mpoayKrel, 9KCTPArHpOBAHHBIE H3 KHBOTHBIX HCTOUHHKOB W/IH OpraHoB
(TKaHei) yenoseka

L] npouas npoaykums

L1 3. llpoyas nesarensHOCTs 0 MMOOPTY (BBO3Y):

[ nnomasxka dusuyeckoro ummopra (BBo3a)

L] MMIopT NPOMEKYTOYHOrO HPOAYKTA, NOABEPralOMErocs AaibHeiimeil
oOpaboTke

L] npouee

&) ‘-:-_:: 15 2!]2! I.
S ioa '-W' SEdGYU 3AKTIOEHUR)

Crpannua 6 us 7




MHHHCTEPCTBO MPOMBIIIAEHHOCTH W TOPTOBAH
POCCHUHACKOH ®EJEPALIMU

GMP-0213-000644/21

OrpaHuueHsst WM TOSCHATENbHbBIE 3aMETKH, Kacaiommecs O00macTH npHMeHeH:s
ceprudukara; - N

llepeucnn .rlep:apc'rﬂenﬂux CPEACTB, B OTHOIWIEHMH KOTOPOTO MPOM3BOAMIOCH
HHCIICKTUPOBAHNE! 4

Mex 1y HapoHoe
HEMaTEeHTOBAHHOE
HAHMEHOBAHHUE WITH
Toprosoe IPYNIIHPOBOYHOE
HAUMEHOBaHNWE (XHMHYECKOE) HAMMEHOBAHHE
JIeKapCTBEHHOIO
npenapara/(hapManeBTHIECKOH
cyDcTaHLMK
ITpou3BO/ICTRO FOTOBKIX JIEKAPCTBEHHBIX (POPM, YIAKOBKA HEPBHUHAA,
YAKOBKA BTOpHYIHas
Humecyaup-Jlex T Humecy. it rabuerkn, 100 mMr
" TabNeTKH NOKPLIThIE
_ Terpaunknun-JlexT Terpanmkiun IJICHOYHOI 0B0I0uKOi,
100 mr ;

tabnerkm, 250 M1

JlekapeTeennan dopma.
JI03UpoBKa (ecim
HPHMEHIMO)

Dernbyr-JlexT AMuHO(GeHHIMAachsHAs
KHCIOoTa

- yparns-JlexT Dypazung tabuierku, SO M1t
Dypaaonnn-JlekT Hurpodypantons Tabaerkn. 50 Mr
: | TabieTke s
. [IPHIOTOBACHMISA
- Dypaupmn-JlexT Hutpodypan PAacTBOpa A MECTHOIO.
1 HAPYKHOTO
npumMeHenus, 20 mr

mﬂm‘n

—

Crpannua 7wz 7 0008431

T Iy e S ] |




