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MUHHCTEPCTBO I'IPOMbl]JJJ\E.HHOCTH WU TOPTOBAH
POCCHHMCKOH MEJEPALIMH

o

SAKJTIOYEHHUE
0 COOTBETCTBHH NPOH3BOAHTEIN (HHOCTPAHHOIO NPOH3IBOAHTEIIN)
JEKAPCTBEHHBIX CPEACTB 118 MeIHIUHHCKOIO IPHMEHeHHA TpedoBanusm
Tpasua Hapaexauieil NPoOM3BOACTBEHHON NPAKTHKH

N

No GMP-0213-000645/21

Yacrs 1

Mxﬁugc're_pm'ﬁu POMBILUIEHHOCTH ¥ ToproBiad  Poccuiickoin ~ @enepanm
NOATBEPAKAAET. UTO

OTKpBITOE aKNHOHEPHOE 001ecTBO
«Tromencknii xumuko-papmanestnyecknii 3asom» (0AO «TX®1»),

S (hinoe W cokpauennoe HaUMeRosante (NP HAIN ) NPONZEOOUMETS [UHOCTPARHOZD
MPOUIEOOUMER) JERAPCMBENHBX cPpedcms 018 MEOUHUHCKOZ0 NPUMERENUA)

HAXOAAIIETrocs 110 aIpecy:

625905 Tromenckas 001.. r. TwoMens, yvii. beperoras, 1. 24.

! chrﬂlﬁCTBﬂm{)!.ﬂEI '0 TIPOM3BOCTBO JIEKAPCTBEHHBIX CPEACTB JUIA MEIHIHHCKOIO
IPUMEHEHNS 110 azlpecy:

Tromenckan obu.. 1. Tiomens, yi. beperoeas, ji. 24, crp. 1.

HPOILE] MHCICKTHPOBAHHE B paMKaxX JIMIIEH3HOHHOTO KO i Ha cobuojenue
AMUCH3HOHHBIX TPEBOBAHKI NPU_ OCYIIECTBICHHA JCATENIBHOCTH [0 IPOM3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB B coorBercTul ¢ auuensueit or 20 despana 2021 1.
Ne 00431-JIC. B ¢cOOTBETCTBHH C 3akoHopate/bcrBoM Poccuiickoi @epepauun wiu
npories WHCIEKTHPOBAHHE B YACTH PETHCTPALMOHHOIO(-BIX) YAOCTOBEpeHHs(-nil).
VKA3BIBAIOINEI0(-HX) TIPOM3IBONTENEH. PACTOOMKEHHEIX 32 -nﬁwm_!‘ac&:uﬁcmﬁ
Menepantmy, B coorsercreun ¢ rpeboanmamu  Tlpasun  Hapaexanien
NPOM3BOACTBEHNON  NPAKTHKH, YTBEDXKJIGHHBIX  npHKazom  Muuncrepcerea
HPOMBINLIEHHOCTH W TOpron Poceniickoii ®eaepaunn or 14 mons 2013 r. N 916.
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Ha ocuosanuyu uudopMauuy, HOAYYEHHOH B Xoze HHCIIEKTHPOBAHHA JAHHOIO
LIPOM3BOAMTEN, NOC/eAHEe U3 KoTopeiX Obiio mposenero 18/12/2020. 22/01/2021,
cieayer, 4ro  OH  coorBercTByer  Tpebopanusm  llpaBmn  Hajmekaiei
HPOH3BOJACTBEHHON NPAKTHKH, YTBEPKICHHBIX npukazom Munnpomropra Poeccun
o1 14 mions 2013 r. Ne 916,

Hacrosmee 3akilOMeHHE OTPaKaer CIATYC COOTBETCTBMA  [IPOM3BO/ICTBCHHOI
IUIOHIA/IKH NPOH3BOANTENN (MHOCTPAHHOI'O IIPOM3BOAMTENS) JIEKADCTBECHHBIX CPE/ICTR
VIS MEAMUMHCKOIO NPUMCHEHUS HA MOMCHT [IPOBCICHHS BRILICYKAZAHHON HHCIIEKIIHMK
,'- H HE [0MKHO BOCHPHHHMATBCA B Kaue€CcTBE NOKYMEHTa, CBHACTEILCIBYIOLLEID O
: CTaTyce COOTBETCTBMA B caydae ucredeHus Ooaee 3 (Tpé€x) jer ¢ jarel HTO#H
HHCHEKITMH,

3aKoyeHne ABISETCA JICHCTBYIOUIHM [IPH  [PEAOCTABICHHH BCEX €10 CTpaHunil
(kax 4actu 1, TaK U yacTu 2).

HoWIHHHOCTE  IAHHOTO  3dKJIOYEHHMS [IPOBEPACICA B PEECIPE  3aKOMEHHMH O
COOTBETCTBHM NPOM3BOJAMTENEH JIEKAPCTBCHHBIX CPEACTB  JUIs  MCAMIMHCKOIO
npumeHeHun  Tpedosanuam  [lpaBun  Hatexameld npou3IBOACTBEHHON HPaAKTHKH,
pasMeilieHHoM  Ha  odmumaneHoM  caifite  httpy//www.minpromtorg.gov.ru,
http:/iwww mutnpomropr.pg. Ilpn orcyTcTBHE HACTOALIETO 3aKIIOMEHHA B PECCTpe
JAKIMOUEHHI O COOTBETCTBHH  POW3BOJAMTENCH JICKADCTBCHHBIX CPEICTB Ui
MEAMUMHCKOTO 1puMenenus TpebopanuaMm Ilpasun HapneKamen npousBoICTBEHHON
HPAKTHKH, coobumre B Munnpomropr Poccuu.

Hacrosee 3aiiouenue GeiHcTBYET B TCUEHHE 3 et ¢ AaThl OKOHYAHMA HHCIIEKIIHH,
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MMHUCTEPCTBO MPOMBILIAEHHOCTH H TOPTOBAH
POCCHUHCKOH ®EJEPALIMH

GMP-0213-000645/21

Ipon3BoAcTBO H KOHTPOJIL KAYECTBA
I. MPOU3BOJICTBEHHBIE ONEPALIMMA —- JIEKAPCTBEHHAS
MPOAYKLIHA
1. Cmepuabnas npodyxyus
L1 1. Ipoayxips, IpUroTOB/IEHHAA acCeNTHICCKHM yTeM (ofepaiin ofpaboTks
JUIA CHENYIOMIAX JICKapCTBEHHBIX GopM):
L] suitkme nexapersennsie Gopmel 001611010 06LEeMa
L] skmnakue JiekapeTBeHnbie GopMbl MaIoro obbema
[ nucnepcuu
- [l puodmanzars
[ Trepanie nekapcTRennble HOPMBI M HMITAHTATHI
] msirkue siekaperBeHHbIE HOPMEI
L) npodas npoaykims
[1 2. Tpoay ks, nogsepraiomasics GuHAIIHON cTepuin3anun (onepanuu
00paboTKY U CIEAYIONUX JeKapCTBEHHBIX HOPM):
- [ naxue sekapersennsie Gopmsl Goabmoro obsema
L] sxuaxne sekaperBennbie HopMbl MAIOTO obbeMa
L] rBepabie nekapeTBeHHbIE (POPMBI M HMIUIAHTATHI
Ll mairkue srekaperBenHbie GopMbI
L] mpouas npoayKims, jekapcrseHnsie Gopmel
[1'3. Beiyckarompii KOHTpOIb KauecTBa
2. Hecmepuabhan npooykuus
1. Hecrepuiannas npoaykuus (onepauus o6paboTky 408 cieayloimnx
JIeKaApCTBEHHBIX hopm):
L] kancynn B 1BEp/Oi 060ii0uKe
L] kanicy bl 8 MArKoit 06010uKe
] separesnbnbie JekapcTBeHHBIE (OPMBI
EI HMIIPEr HEPOBAHHBIE 1eKAPCTBEHHBIE (DOPMBI
A auaKHe JeKapeTBennbie GOPMBI LIsi HAPYAKHOIO npmenennn
E AHIKHE JeKapcTBeHHblie OPMbI IVIA BHYTPeHHEro NpHMeHeHusl
L] meanuunckne rasel
L] npoune repasie JekapcrBeHHbie HopMbl
LI npenapats, HaXOAAIMHECS 1101 JIAB/IEHHEM
[ reneparopsl PaHOHY KITHJIOB
L] mArkme nexapcTBeHHBIE HOPMBI
L caeun (cynnosuropusu)
X rabaerxkn
L! tpanciepmaibiibie nnacrupu
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L] yerpoiictsa /s HHTPAPYMHHAILHOTO (BHYTPHPYGLOBOI0) BBEAEHHS

[J npoyast npojiyKiuus, JekapcTBeHHbIE GOPMBI

L] 2. Beinyckaromi KOHTpO/Ib KayecTsa

= 0T T ST SR

E W W N S

3. buonozuveckas rexapcmeennan nPooYKYus

L 1. bHonorkyeckas JIeKapcTBEHHAs POy KIMs:

L1 npoyxTs KpoBH

] uMMyHOTOrHYECKas IPOIYKIHS

L] npotyKrsl Ha OCHOBE COMATHYECKHX KJIETOK

L] renoreparnesTHueckne NpoayKThi

L] npo/tyKrsl TKaHeBOH HHKEHEPHH

L] 6uorexsonornueckas npoayKius

[ npouyKrhi, SKCTpArHpoBaHHEIC W3 JKUBOTHEIX HCTOMHHKOR HIIH OPIaHoB
(TKaHeii) yenosexa

L] npouas npoaykuus

1 2. Boinyckaomuii KOHTpO/Ib KauecTsa ([epeyeHs TUIIOB HPOAYKLMK):

L] npoaykrsl kposm

[] HMMyHOJIOTHYECKAS HPOILY KIHA

[l NPOAYKTh Ha OCHOBE COMATHYCCKHX KJIETOK

] reHoTepanesTHYeCKHe IPOAYKTHI

L] npoayKTel TKAHEBO# HHKEHEPHH

[] 6uorexunoiornyeckas npoayKius

L] npoayKrsl. SKCTPArHPOBAHHLIE M3 JKMBOTHEIX HCTOMHHKOB WJIM OPraHoB
(‘TKaneil) yeaoBeKa

L] ripouas npoaykuus

4. Hpouas npodyKyua uau npouic00CMEeHHAR DEAMETbHOCHIb

1 1. Ipoussojcrso:

L] pacrurensHoli npoayKuun

L] romeonarsuyeckoi npoaykiuuH

B npoyas NpoayKLAs

B.C. BMAKOB
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MMHHCTEPCTBO MPOMBIIUAEHHOCTH M TOPTOBAM
POCCHUCKOH ®DEJEPALIMH
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12, Crepniinsatms akIHBHBIX BEIECTR, BCIIOMOTATENLHBIX BEMECTR, rOTOROI
HPOAYKLHHN:

L] dunsrpanms £

[ cyxosapoBas crepuansanus

L crepuamsanns napom

L] xuMmyeckas crepuanzanns

L] cTepunmsanins raMmma-u3iyaeHnem

L] Crepuimsanus HaeKTPOHHBIM HATYYCHHEM

L1 3. TIpouee

E 4. lepsuynas (BHYTpennss) ynakoBKa:

[ kancyisl B TBep0ii 0bonouke

[ kancyis B Msrkoii o6onouke

[ skeBatesibHbie ekapcTBeHHbie GopMbl

[ 1 wmnperunpoBatusie JekapeTBeHHble GOpPMb

X muaKne nekapersennbie GOPMbI A HAPYIKHOIO IPHMEHEHHS

B xuaxue sexapersennbie JOPMbI LIS BHYTPEHHEI0 IPHMEHEHHS

L] mesmumuackie rasm

L] npousne TBep/ibie JieKapeTBernble GOpMbI

[] npenaparhl, HaxoasmMecs N0 AaBIeHHEM

[ reneparopsi pajmonyKinios

L] msirkue Jiekapersennbie hopMal

[ eseun (cynnosuropun)

TabaeTkn

L] tpancaepmaibtbie niacTeipy

LI yerpoiictsa juis HHTPapyMHHAILHOTO (BHY TPHPY6IOBOI0) BBEICHHA

L] npoyas 1po1yKums, JiekapcTBeHHbIE HOpPMBI

R 5. Bropuunas (norpebfuresbekas) ynakoska

[ 6. Bbiryekaimuii KOHTposih KadecTsa

L1 7. MHKpOGHOIOrHYECKOE TECTHPOBAHKE: CTEPHIBHOCTD

L] 8. MukpoOHOIOrHYECKOE TECTHPOBAHKE: HECTEPHILHOCTS

L1 9. Xnmuueckoe (dusuueckoe) Tectuposanue

[ 10. Buo:tormueckoe TECTHPOBAHME

11. KOHTPOJIb KAYECTBA T[1PH UMIIOPTE JIEKAPCTBEHHOH
[TPOAYKLIHH

Ei I. Kontpons xadecrsa mMnopTHpyemoii 1ekapct BEHHOM upu.;wcuuﬂ

L] MuKpoGHoiornyeckoe TeCTHPOBAHKE: CTEPHIIBHOCTD

L] MuKpobHOIOIHYECKOE TECTHPOBAHME: HECTEPHABHOCTD

[J xummueckoe (husnueckoe) recrupoparue

Crpnuﬂnajmﬂ 0008433
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L] Guonoruyeckoe recruposanue

[ 2. Bemyckaoumii KouTpo:s (cepTHukaius Cepuii) UMIIOPTHPYEMOJ
HPOAYKLUHH

L] CrepuibHas npoaykims:

L] npoayKius, NPHIOTOBIECHHAs ACEITTHYECKHM Y TEM

L] npoaykums, noasepraiomascs GHHHIIHON CTepHAX3aLUN

L Hecrepuishas npoayKuus

L] Brosoruueckas jieKapeTBeHHAs TIPOIY KLU

L] npoaykTel Kpou

L] mMmyHOSIOrHYeCKas POAYKIHs

| HPOAYKTEI Ha OCHOBE COMATHYECKHX KIETOK

L] resoTepanesruueckune npoayKrs

[ npoaykrsl TRAHEROH HHKEHEPHH

[] 6uoTexHonornueckas npoayKius

[ npotyKTel, HKCTPAarupoOBaHHbIE U3 KHBOTHLIX HCTOYHHKOB HilH OPIAHOB
(TKaHei) e 0BeKa

[ nipouas nponyxuus

L1 3. lpoyas gestensHocTs 1o HMNopTy (BBO3Y):

[l nomajika ¢pusmyeckoro uMnopra (BBo3a)

[J mmnopT npoMexy TOYHOro NPOAYKTa, NOABEPralomerocs AansHeiinei
obpaboTke

L] npouee

B.C. Ocemakxos
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ceprHiuKaTa:

MMHUCTEPCTBO MNPOMBILIAEHH
POCCHHCKOHW ®EJEPALIMH

GMP-0213-000645/21
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OCTH HTOPITOBAH

Orpanutenns #iM NOACHATEILHBIE 3AMETKH, KacaloUIMecs OBJACTH IPHMEHEHHS

Ilepeuens chﬁpc'rsm-lﬂhlx CPEACTB, B OTHOWICHHHM KOTOPOI'0  LPOH3BO/IKIOCH

HHCTIEKTHPOBAHWE:

-

loprosoe
HAUMEHOBAHME

.I..
s

MexayHapoasoe
HENaTeHTOBAHHOE

HAMMEHOBAHUE WK
rpyNIHpOBOYHOE

(XMMHYECKOE) HAMMCHOBAHHE

NIeKapCTBEHHOTO

npenapara/hapmManeBTHyecKo

cybeTaHMH

Jlexapcraennas dopma,
Ao3MpoBKa (eciu
HPHMEHHMO)

I

VIAKOBKa BTOpHYHASA

I1pon3B0CTBO rOTOBBIX JIEKAPCTBEHHBIX (hOPM, YIIAKOBKA TTEpPBHH A,

b

Pernnona anerar-JlexT

Perunon

pacTsop B macie s
NPHEMA BHYTPb W

HAPYAHOTO
NPHMEHEHMS,

3.44 %

Iproxansuudepoi-
JlexT (Buramun J12)

Oproxansiudepon

KAy Jang npuema
BHYTpb, [Macistbie],
0.0625 %

-

- Auerunikapano-JlexT

Aneruiacaiuimniopas KHCIIoTa

TabeTKH
KHIIEYHOPACTBOPUMBIE,
NOKPBITHIE TUIEHOYHOH :
obono4koii,
100 mr. 300 mr

Bepanamun-JlekT

Bepanamun

TabaeTkn HOKPHITHIE

" IIeHoYHOI 060/104KOi,

_ 80 mr

Panwrumn-JlexT

Paunrnaun

TaBJAeTKH IOKPBITHIE
NAEHOYHOH 06010YKOIl.
= 150 MT

Pubokenn-JlexT

Muo3nu

TabJICTKH NOKPHITHIC

nﬂ?umngﬁgdﬁmmmﬁ,

200 mr

0008434
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-

h“ ®ennbyr-JlexT AmuHodeHnIMacaHan Tabie Ky,
& KHCJ10Ta 250 mr

w

a]

P

Ta0ierKy, NOKphITHIC
KHIHEHHOPAC TBOPHMOH
IJIEHOYHO#H 000104KOH.

250 mr

DpurpoMuumn-JlexT IPHTPOMHLIMH
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B.C. Ocemakos
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