AQ «OPTAT»
OTaa ROITPOAR 1EAYCLTDA

B02CON-KO-07000-39-07

JTHUEHIIA 1l OCYLICCTBACHHE POMINO/CTII JICKNPETBCHIILAX cpoacTs No JI012-00102-77/0 1006754 o1 30.05.2022
157092, Koerpomcres 06a., Cycarioxu palion, o Cencphoe, amxp. Xaprrouong, § (4942) 650-803

TacropT Ne 195 o1 15.05.2023

®nemoxcun Comorad® Tadnerku aucneprupyemsie SOU mr (Biacerep)

VYnarosano; AO «OPTAT», Poccusn
Konuyecrso ymaonor: 32 035

5 x 4 (nauKa KAPTOHHASNA)
Homep copun: 22L0156

Hara npoussoncrsa: 12,2022

[TpousseneHo: Aerejuiac Gapma FOpou B.B., Hupepaanms
Cepus npousropurens: 2210156

HJI JIC-001852-230622

Jlata ynakosicu: 25.04,.2023
'open go: 11,2027

Perucrpaunonnoe yaocrosapenne JJC-001852 or 19.08.2011 {marn samennt 23.06,2022)

Haumenonumie noxinreacil
watueersn o H)L
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Onncansie

MoanuuHo s

Prenagaemocts

Hueneperoers

PacTnopeniie

Poneraenntie npameci:
AMOKCHUHIJTIHODAA KitcAoTa /
6 APA
Amoreutann-2(S+R)-
nunepaini-2,5-anou
AMORCHINAANIN AHMED,
OTEPLITLHT 1 3nIcphITLUE
AMOICCHILITINL TPUMED,
OTKPLITBLL H-3AKPLITLI
JlroBnm e s
HeHIeHTH( HUIPYCMIN NpPHMeCE
CyMMﬂ CAHHWMHBIX
HenaeHTHOHLNPYeMbIX NPIMccel

Cymmn npistecet
OanopogHUCTh A0INPORRHIA

IComeeTneHoe onpeacieHie

Mitcpobuosoruticerns HieTeTa

TaGnerxy or G100 JI0 CHETIHO-KLHTOrO IITH,
OBUILHOH (IOPMEL € JIOTOTHITON (PHPMEI 1
rpannponkol un ojuiolt eroponie u pHckol,
pasue/motmnett TabaeTiy monoany, i Apyroi
croporie.
Tpaaupoaxa;
TaGnerkn 500 mr = u2ddw,
Bpema ynepreunanug OCHONHOTO IMKA HAL
XPUMATOIPAMMG HCMITYOMOI DACTHOPR M0N0
COOTRETCTIODATY BPEMEHH YEMIHIBHHA
OCHOBHOIQ IMHICA HA XPOMATOTPAMAIC
CTAIJIAPTIIOND PACTHOE A OLCUIHIIIHA,

He Gonee 3 mun

He senice 98% tactuu aoiwknnt npoliti vepes
ciro THO kM

80% Q 30 30 anyr

He Oosee 1,2 %
He fonee 1,0 %
He Gonee 1,3 %
He Oonee 1,0 %
He Gosee |0 %
e Gosee |,0%

He Gouee 3,0 %

B courpereramns ¢ rpelonnsinisg
Mpu n=10 nepasth 10KEINTENL  1PHEMICMOCTH
AV= L1 (L1=15,0)
Tpu n=30 nepantH noxasarenl [PHCMIEMOCTH
AV< L1 w nee sumieunn X yAOBIETOOPSICT
nepancucrny M- x| <0,01% 1,2 %M (L.2=25,0)
O1 93% a0 105% 0T 30A0II€11I0NO KOAHUCETHA
AMOKCHIHINTHIL
Ofmee MHEHa WPDTHRK MHEPOOPIAHHINOE

ne Gonee 10° KOE o 1t

QB11ee MTHENo JPOXOKENLIX W TiecHeRux rpubion
e Gosee G2 ICOL v i1
Oveyrernue Pscherichin coll n | 1

ToBneTkr CHETIO-KOITOrD VTR,
opnnLich dopasl ¢ aoroTHnom (Pypsm H
rpapypon ol «234n 12 ool evopotie H
prckoH, [ asaensouel Talnerky
nononam, ug qpyrol cropone.

Caornerernyer craipapry

1 manyra

100 %

95 %

0.2%

He Gonee 0,05 %
IHe Gonee 0,05 %
0,1 %

He Gonee 0,05 %
Ile Gonee 0,05 %

03%

AV=3,6
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AKLMOHEPHOE OBUWECTEO

ORTAT &R
ORTAT b.»

187002, KOCTPOMCKAR OBNACTS,
CYCAHRWHCKWK PANDH,
C.CEBEPHQE,

MKP-H XAPUTOHCBO

tenechon; {4042} B50-805
Terithaxe: (40842) 650-840
E-meil: Pherm@onalru
W rphiarm comy

4 04AIM-CL1-02000-57-02

PA3PEUIEHME HA BBHIITYCK CEPHH Ne 0132-2023

Toprosoe RaUMEHOBAHHE, JIEKAPCTREHHAN (pOpME,
J03HpoBKa, (JopMa BRITTYCKa

Dremoxern C omotaf®
Tabnerxyu mucnepry zyemee 500 mr
(6micTep) 5 x 4 (na ka KapTOHHAS)

MHH, Wiy rpynnaposoyioe, Wil XMMUYecKoe

AMOXCHIY JLUHH

Homep cepun 221016
Pasmep cepux 320335 yna coBoK
Jata Npon3BocTEA 12,2022
Tonen Ao 11.2027

HaumeHobaHue NPOH3BOLUTENA, CTPRNA

Acremnac ®apua Opon B.B., Hiepsianast

Ynaxoruwu/BlUTyCKatOMHH KOHTPOND
KAWECTRA, CTpana

AO «OPTAT:, Poccus

Homep ¥ naTa perucTpalMOHHOrO YAOCTOBSPEHHA

JIC-001852 or 9.08.2011
(nara samensr 23.06.2022)

HakmeHoBaHAS LEKATENH PErHETPALIMOHHOTO
YAOCTODOPCHHNA, CTRAHI

Acremnac ®apma IOpon B.B., Huxepnanas

Homep HOpMATHBIION ACKYMEHTAUHH

JIC-001852-230622

‘HacrosmumM noATREpIAAIO, HTO JaHHAA

CepHs  NPOAYKLUWH TMpPOM3BENEHA ¥ TIPOBCPCHA B

coorsercreuM © TpeGOBAHMAMM perMCTPAUMORHOro xocke, Tpefobannamu [Ipasun  Rajgnexanel
npoussoactoeryold npaxrury (GMP), nuuensuelf Ha NPOR3IBONCTRO JNEKAPCTREHE BIX CPEJICTB, & TaK e
WHBEIMH TpeGOBAHHAMY, YCTAHOBIEHHBIMH HOPMATHBHBIMH NPABOBBIMA akTamy Poc 2ufickol Menepiy n
Eppasuiickoro 30HOMHUYECKOr0 COIO34, MEPE]] €6 BEITYCKOM,

3anpcH Mo NPOM3IBOACTBY M KOHTPOJIO KAYECTBA JAHHOH CepHH rOTOBOH NpO) YKIMHM TIPOBEPSHH U
yetaHoBAeHo cooTseteTBHe Tpeboranuam [Ipanun Hamnesxaueit nponasoacreeHHo! | ipaktiiy (GMP),

Fect toeg 17052023 1

NOJUIKCE

VYnonsomoventoe uuo: 3naroycrosckui IO,

[Tpuras Munsapasa Poceuu of artecrannyd YronsoMoyernoro guua Ne 399 ot 23 04,2021 r
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