AQ «OPTAT»
OTnest KOWTpORA KAYECTRA

$02COM-KO-07000-39-07

JlUeHINA HE OCYMIECTRABHIE IPOMIBOACTEA ACKApCTRENHL cpeneTs Ne JIO12-00102-77/00006754 ot 30.05.2022
157092, Kocrposcxas obin., Cycatnnexnit paitorr, ¢. Ceseproe, Mxp, XaprTonoao, 8 (4942} 650-80S

MacmopT Na 343 o7 11.07.2022

Daemorcun Coniorat® Tabaerku aucneprupyemsie 500 mr (6.1 uerep)
5 x 4 (mauxa xaprounas)

Vnakosauo; AO «OPTAT», Pocenn
KonuvuecTro ynakosok: 34 184

Homep cepun: 2111056

IMponaseneso: Acteanac ®apma IOpon B.B., Huaepnanas:
Cepus npoussonurens: 2111056

HA JC-001852-140318, usm, M- 5

Perncrpaunonnoe yaoctosepetue JIC-001852 ot 19.08.2011 (aara samens 14.03.2018)

Jlara nposseoacrsa: 12,2021

Jara ynaxosku: 27.06,2022
Topen ao: 11.2026
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ToGnerxu .oT OENOFD MO CBETAO-WCATOTO  LIBSTA,
0BanRHOH (POPMEL, ¢ NOrOTHNOM (upMsl 11 LHOPOREN
ofiosnasenuem «234n. ma ogHod CTOpoME M pHcxod,
pasneaaioulell TabneTxy nomoaam, o Apyroft cTopoke,

Bpews  yacpmuBlLMMN  OGHOBHOTO  TIHKE  HB

XpoMaTorpasMMe  HOOBITYSMOID PECTEOPA  DONAGHO |

COOTRETCTBOBATL . BPEMENH YICPXURAHAA OCHOBHOTO
NHKA H3 XPOMATOFPAMME pacTBOPA CTAHZAPTHOIG
o6pRINA AMOKCHLULTIHEG,
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ne osee 10° KOE 8 1r
OGuice 4MCTIO APOMOKEBLIX H ILIECHEBX TPHOOB He
Goace 10*KOE » Ir
Oreyrerane Escherichiacolin 1 ¢

fTo 5 rabaerok 8 Guucrepe W3 NOAHBHHHAXIOPHAROH
nieHkH W QonsiH anomuunesod, Ilo 4 Gadcrepa
DMECTE C WHCTPYRUKHSH MO MPHMEHEHHK DOMEWAOT a
KAPTOHHYI> NakKy.

Ha Gascrepe 1 PYCCKOM A3LIKY YRAILIBROT: TOProBoc
NAAMCHOBAHKE [IPEapaTa ¢ NpeIyNpeAnTeInHON
Mepruposkod ¥, MoKIyHApoaIIOe HenATeRTOB&HHOC
HAUMEHOBRHME, JOIMPOBKY, NEXAPCTREHKYIO (DOPMY.

‘AOFOTAI BIAACALUE PErHCTPALKOHNOID YAOCTOREPEHHA

(rpaduucexoe wioGpamenne u Haznucs astellasy),

HoMep cepuy, Jiaty npowssoncrsa, «[osen Aoy, MovyT

xomsl 159775, 01304) nomewonst B xaprosmyio

Tafinetion ceerno-xextora usera, osnimi hopul
nororanioM GupMn M URQponuM  ofosuaveiteM
«234» na opnolt cTOpOHE W PHCKOK, pauscrmOWEH
Talinerxy nononam, Ha Apyroff croparse:
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BMECTE © WACTPYKUMEH no npusMescHuo (JaDoacKue

nayxy,

He Gnyerepe MA pycoroM sIsike ykaigwo: TOproBoc
HAUMEHOBRHKE NpemapaTa APCARTENBHOR
mapusponkol ¥, %mum

HEUMEHDBRINE, muﬂbm\—ww “hopaia,
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Hausenosanue noxaiavenell
xaneeTns uo HJ

Tpefonanun k wuwecrsy no Hl

PeyasmaTe auanuis

 Pactiosomenwe  3aBOACKHMX  KOZOB

DLITh yXamalisl JQB0/ICKHE KOUBl YIIBKOBKH,

Hu_xaprowyull nouxe WA pycckoM A3bIKe YKASGIBAKIT:
Toproboe ImMMeHOBaNHE npeuapara c

npeaylipesuTertiion Mapkuposkolt . Mexaynapoisoe
HEMIATCHTONGHHOE  HAHMCHOBAHWE.  JICKRPCTBEHHYIO
(popMy B POAWTCALHOM uURISME, AO3MposKy. ung
npieMa  BEYTpMS:  HGIDAHHE M COLCPMRHUC
aclicreyouero BULLECTHA H MEPEHCHD
BCUOMOTATETBHLIX BEILECTR; KOMMYECTBO TalueTox B
YNAKOBKS:  HILOCTPUPYIOWAH CnocoG  UPKRMEHEIHE
PUCYHOK, YCAOBHA  XPBHCHWS, YCNOBWA  OTnyCHA.
NPeayNPeAHTEIhHEIE HAANHCH «XPEWHTL B MECTAX,
HEROCTYHHLIX AAA AcTeHn, «Cuocof npuMeHeHud W
oIl M. HHMCTPYKIHION, HOMCP CEpHH, A8ty
npowssoactaa, «lOACH 10Mn, WITPHX-KOI: HATRAKIKE W
CTPUHY UPOWIDOAMTCIS; HOIBEAME, CTPAH) W Rupec
BAIC.IGUA  PCMUCTPAUMOHHOMD  YAOCTORGPSHHA, €FO
AoroTHD  (rpufuseckos  H306pwKeHME H  NAANMCH
wastellasn ), nosep peruCTPALHORHOTO YAOCTUREPEILAL,
MOryT GhITh yXAIAHS6! 3080ICKHE KQdbl YROKOBKH,
Jononsiaensso YEQLmMOT: « Y NBXORIHD AQ
«OPTATDY, nasagnue, agpec, NOroTHN, HOMEp Te1cdona
4 faca AO «OPTAT», soryr ObiTh yxasasbl
IBOACKHE KOAL! YITIKOBKH ¥ KRIEBWE METKH,

H  TIOCEDHAHLIX
AAHHBX  HE  KOMMCpUCCHOR MOWET
HIMCHATLCH.

Mot 65Tl HAHECEHA HHGOPMALNA Nl MOHKTOPAHTE
ABHECHHR JRKIPCTBCHHUIO lipenapata oT
NPOUIRONKTENR A0 KOHEUHOID NoTpebuTens.

yiiaxosxe

npowisoncran, «[ogen Joi», yxedan jasoackod Kon
ynakoeku ( 164936).

lia_saprodWoR muMee 1o DYCCKOM SI6IKG YRA3AHO:
TOpProwoe HAHMCHOBAHHE npenapara c
npeaynperwTeasHol MapkupoBko#l iy
MEXAYUAPOAHOE CNRICHTOBAHHUE HAHMEHODAMME,
NCKAPCTRCHHER (opMa B POSUTENBHOM Nasexc,
posuponia.  « iR MpUeM@  BUYTPEY: [MAIBAHHE K
ColepRane ACHCTBYSOWEr0 BEUIECTBA H [IEpeyeHs
BEMOMOrATEAbHBIN BEWECTH; Ko.HyecTne TafaeroK B
ynakosse; Winwcrpupyiomul cnocof ApUMCEHEHRR
PUCYHOR, YCIO8MA XpaHeHMA. YCNOBHR OTNYCKA,
MPCRYOPCAMTEALIAIE IAANHCH «XPBHWTE B MecTRX,
HEJOCTYNHAIX i getchn, «Cnocol npuseHeHns W
AOIBI  CM. WHCTPYKUMIOD, HOMED CEepHMH, AnTd
nponisoncTna, «lofest Joi, UrTpIf-KOAL HAIBAHME W
CTpRRE NPOHIBOAMTEAA; HAIBAHHE, CIpasa ® aapec
BARACTBIR PETHCTPAOHHOMD YROCTOBEPEHHA, €rv
aurordn (rpauueckoe  mobpaKeHAC B HAANHCH
wastellasn), HOMED PCTHCTPAUMOHHOIO
YAOCTOBCPCHHS. YEA3RKGI JAROJCKHE KOABI YIAKORKM
(151587, 05003).
[oponuure o yeasna: «Y1AKOBIHO AO
«OPTAT», maasnwme, AAPEC, TOrOTHN, HOMCD
Tenetons  paxca AO aOPTAT», yraaanu 3aBOACKHC
KOJB) YNAKOBKH ¥ KPACALIE METRH,

Harecena uadopMaIBR 119 MONUTOPUHIR JIBHXCHUS
JRKOPCTBEHHOTO MNPCHApaTa OT APOHIBOANTEM A0
KOHEMHOrO noTpeluTeis.

Xpauexne Xparsrs Opy TEMneparype He swine 25 °C CooTReTCTBYST
Cpox ropnocrn 5ae Foaew go: 11.2026
Jarsnrouenne; [penapat ®aemoxcun Comorad " TabneTkn JACNEPrupy eMbie 500 mr (GimcTep)

5 x 4 (maaxa xapronnan) cepua 21L1056, ynaxopamusit AO «OPTAT»; Poccus, cooTBeTCIBYET

TpeGopanmam HJL JIC-001852-140318, nam. No-5,

Hauaasuax 07/1e1a KOHTPOJIR K1YecTsa.
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AKLIMOHEPHOE OBLECTBO

ORTAT &R
OPTAT b8

157092, KOCTPOMCKARA OBNACTE,
CYCAHWHCKIMA PAOH,
C.CEBEPHOE,

MHP-H XAPUTOHOBO

Tenedon: {4842) 650-805
Tenfpaxc: (4942) B50-840
E-mail: Pharm@ortal.ru
www.rpharm.com

D04AIM-CI-02000-57-02

PA3PELLIEHHE HA BBIITYCK CEPUM Ne 0277-2022

Toprosoe HanmeHOBaHMe, NeKAPCTBEHHas DopMa,
AC3UPOBKE, (POPMA BEITYCKE.

DaemMorcun Comorab®
TabneTxn aucneprapyemsie 500 Mr
(6muctep) 5 x 4 (nauxa kapronHas)

MHH, wnu rpynnuposoyroe, WiH XHMEYECKoe AMOKCHITAINHE
Homep cepuu 21L1056
Pasmep cephu 34184 ynaxosok
ata npouasopcTsa 12,2021
Fogex mo 11.2026
HaumeHoBaHue Npou3BOAUTENS, CTPaHa Actennac ®apma IOpon B.B., Hanepnasmsr
Ynaxoswnx/Buinyckaomui ROKTpos AO «OPTATD», Poccus
KAYECTBA, CTpaHa
Hosep 1 nata peructpaunoHHoro yaocTosepenns JIC-001852 ot 19.08.2011
{mata samers! 14.03.2018)

HaumeHoBanue nepxatens perHeTpauHoHHOrO
YAOCTOBEPEHNS, CTpata

Actennac ®apma IOpon B.B., Hunepnanzgr

Homep nopmaTusHOH nokymMenTaimm

JIC-001852-140318, um. Ne 5

HacTomupm noatsepinaio, WTO AaHMan CepHA  NpPOKYKLMM NPOU3BENEHA M MpoBepeHa B

COOTBETCTBUM ¢ TpeGOBRHWAMM DPETHCTPALMOHHOTO Jocke, TpeSoBaHHAMH [pasun  mapnexaweii
npowssoncTeesiHol npaktHky (GMP), Nnuenauelt Ha NPOWIBONCTBO NEKAPCTBEHHBIX CPelcTB, a TaK Ke
HHBIMH TPEGOBAHNAMM, YCTAHOBNEHHBIMH HOPMATHBHBIMI TIPABOBIMY axTaMu PoccHiickolt Penepauuu u
EBpa3sniicKoro 3kOHOMHHECKOrO COK03a, Nepe/ ee BLITYCKOM,

3anucH no NPOMIBOACTBY M KOHTPONIO KAYECTBA JAHHOM CepHH roTosoil APOAYKUMH MNpOBEPeHb! H
YCTAHOBACHO CoOTBETCTEME TpebonaHusM [lpasun Rauiexaluel NPoM3BOACTREHHON npaxtaiu (GMP),

YnonnomoueHHoe nuuo: 3natoyctosckwit [.10,

&, a:.cf%;;'f.zozz r.

AOLNMHCE

Mprkas Mutaapasa Poccuu o6 arrectaunn VnonnomouenHoro auua Ne 399 ot 23.04.2021 r.




