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Ry i AO «OPTAT»
A3 7L Orpen KOHTPOXS KavecTB2
. Jhvuessns 158 OCYUICCTRICHHE TPOHIBOACTEA ICKAPCTBEHRMX cpeacTs Me 00038-JIC or 03.11.2020
157092, Kocrposcias ofin., Cycanmcxult pation. ¢. Cenepuioe, mxp-u Xapsronoo, Ten(4942) 650-806
Hacnopt Ne 3 o1 08.04.2021

Maguper TaGneTKR, HOKPLITLIE NIeBO4YHOMH 060.109x0k 100 Mr+40 mr Na84
Ynaxosano: AQ «OPTAT», Pocens Howmep cepun: 1139373 Hara ynaxosxu: 28.03.2021

Kosmyecteo ynakosok: 4936 Mara npoussoncrea: 03.2020 lonen no: 02.2023

Cepus npoussoautens: 1139375
[Tposeneso: Pypune Jboparopas Alipinaa Jdemuren, Hpaanns

HI JII-004804-260919
Perucrpaumonnoe ynoctosepetine JII-004804 or 13.04.2018 (aaTa 3amensi 26.09.2019)
Haumenosanne
noksiaTeRell KAavecTER Tpebosanns x kauecrsy no HA PesyanTamd ananmia
no HJ
Tponoaroparsie apoaxosunyknsie  Tabmeriw, | [iposonromarsie meoskommnykine  Tabmersm,
Onucaune NOKpbITHC MACHOMHOA oBonouKol polOBOTD meTa © | NokpuTHEe MncHoMHOH 0bogoykolt po3oBOre upera ©
rpasupoakoi «NXT» Ha oaHoi cropone. rpapuponkolt «NXT» na oftHol cropote.
Moxnuunocts BpemeHa  yACpMHBAHMNE OCHOBHMIX THKOB Ha CoorsercTayer cTaHaapTy
BIXXY XPOMATOrpaMME WCHBITYEMOTO DAcTBOPa  ROMKHM
COOTBETCTROBATh BPCMCHAM YICPWHBAHMA [TMKOS
raexanpesipa H NHGPEHTACRMpA Ha XpOMATOrpaMMe
CTRHABPTHOTO pacTsopa  (BpeMeHa  YACPKHBAHHA
COOTBETCTBYIOLIMX THKOS Ha  XPOMATOTpaMMAX
MCTILITYEMON0 M CTRHUAPTHOIO PACTBOPOR [OJDKHE
paznmathes He Bonee uem wa 2,0%).
Yo - VO-cnexiphi, CHETHC MAKCHMYMAX  [IHKOB Coorsercisyer Crannapry
cnexmpogiomomentpus | CAEKANPEBUpa " nuGpenTacanpa npu
XPOMBTOTpagHPOBANNE  MCILTYEMOIO  pacTsopa,
AOIKHB COOTBETCTEOBATE Y D-CNEKTPaM, CHATHIM B
MAKCHMYMSX MHKOB FACKAnpcsHpa ¥ nulpeHTacaHpa
TIPH XPOMATOTPR(HPOBAHHH CTAHAIDTHOID PACTBOPA.
PacTBopenue
Thexanpesup He Menee 35% 38 45 mun
He menee 80% 3a 120 mun
[TuBpenmaceup He Menee 45% 3a 45 mun
He menee 80% 3a 120 mun
Poacreensnbie npumecn
Tpodyxmu paznoacenun molan eAMHMYHAR OPUMECH,
Zrexanpesupa OTHOCRILANCE K PAEKANPERApY - He
Gones 0.20%; %
CYMMa NpHMEce R, OTHOCHIIHXCA K g f " S
raexanpenupy - we Gonee 0,50%. B2 Mesiee 0,05 % '
Ipodyxmut pazroxcenus Ro% D,
nubpenmacsupa A-1609250.0 - ne Gonee (,80%; R 4o o 0349 T4
A-1631823.0 - ue Gonee 0,50%; %, idlenee 0,05.%
A-1609255.0 - se Goaee 0,50%; Yer. Mehee 0,05 %
A-1590842.0 - He Gonee 0,50%; Menee 0,05 %
A-1609255.0 n A-1590842.0
{cymmapuo) - ne Gonee 0,50%; Menee 0,05 %
Jhobas apyras ¢AHHW{HAA TPHMECH,
oTHOCEIAsCA K nubpenTacsupy - He
Gosee 0,20%; Menee 0,05 %
Cymma nprmeceil, OTHOCKBINXCA &
nuGpeHTACBHDY - He Gonee 1,5%. 034%
Boas He Gonee 6,0% 2,1%
Mukpolinoaornueckas Ofuiee uncno a3pobubix MUKPOOPIAHHINOB
4HCTOTA ne Gonee 10° KOE B Ir Menee 10
Obuiee MHCAD NPONCKERMX M ILNECHEBBIX rPHOOB He
Gonee 1P KOE B Ir Menee 10
Orcyresue Ecolia | 1 Oreyrersyer
Onnoponsocts Hina rnexarpessps u nubpesracenpa:
AoIMpoOBANHS 10/10 Tabaerox: AV < LI = 150 unu 30/30 rabnerox
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Haumenonanue
noxaareseft xavecTna

Tpebosanus Kk Kawecrsy no HJX

Pesyabrate anaamsa

go HJI
Texanpesup AV £ L1 =150 ¢ #e 01O OTREABHOE RE AV=33 (L1=15,0);
Mubpenmaceup pomxHO GuiTh Menee (1-L2 x 0,01)M w Gonee (1+1.2 AV=26(L1=15,0)
< 0,01)M, L2=250.
Konuuecrsennoe

onpeaenenue

Thexanpesup o1 95,0 % 20 105,0 % oT 3ananennoro kammuecTza 101,1 %
{Tubpenmaceup or 95,0 % no 105,0 % oT 3a88ieHHOTO kKOMHUECTER 99,7 %

Ynaxosxa TMo 3 rabnetkn, noxpermuie naenosnoll oGonouxo#, 8 | [lo 3 Tabnerxu, noxpuiTsie nenouNol oSonovuxol, B
Gaucrepe H3 noAHBHHIUTOpHA/ IoauaTRAeH | Gnucrepe H3 NOMHBAHIDUIOpHA/ nonusTUneH
TONHXNOPOTPHETOPITHICHE H AMOMAHHEBOH GONLIH. | NOTKXAOPOTPH(TOPITHICHA H AMOMWHHEROH LY,
flo 7 Gancrepos smecre ¢ uncrpysumel no|flo 7 GawcrepoB sMecTe ¢ HMCIPYKUMER 10
NpUMEHEHHIO B Madke kapTohrol (no FOCT 7933-89 | npumenreHmc B nauxe KaproWHOM, mO 4 nAYKY
WIH HMTIOPTHOTO, COOTBETCTBYWOWIErD TPeGOBAHHAM | KRPTOHHBIX B AYKE KAPTOHHOM,

FOCT 7933-89), no 4 navYkW KapTORAWX B MEYKE

xaprosnoli (no NOCT 7933-89 wmmu

coamrcny:om ':peﬁonnmu IocT 7933-89}
Mapxnposks ) M SIS B

OpMy, AOIMPOBKY, HOMED CEDMM, OETY HCTEUEHNN
CPOKA FOJMOCTH; NOTOAMMTERBHO MOTYT HAHOCHTICH
nponnloxmmuemnu

TeGAETOK B ynaxkosxe, cnocoS DpUMEHEHMN, YCHORMN
XPBHCHAS, YCROBMA omycke, HOMEp
PETHCTPALHOHHOTD YROCTOBEPEHNA,
NpenynpeanTelibHbie  HAROMCH: a«XpaHHTL B
Remoctynnom  sns gere mecre.»,  «llepen
NpAMEHeRREM  BHHMBTENLHO  OJHAKOMBTECE C
nuctpyxusmeiln, «flpenapar conepwwr nAKTOMM
MOHOTHADAT.», HEMNCHOBAHHKE ¥ CTpaRy
pOMIBOAATENR H fepacarens PY, noromn xomranun
«66Bu» (Ha anrnHACKOM T3MKE), HOMED CEPHH, HATY
OKOHYSHHA CPOK& T[ORHOCTH, BHYTpEHHKE xoI
nponayxTa, WTpHX-xon (B cay4ae, €CTH BTOPHYHAN
YHAKOBKE npenapars  ocymecrmisercs  J06Bu
Hotunans M'v6X # Ko KT, Mepmanus), miobpaxeiue
Talnerxy;

JAMATHAS NOROrPAMMA.
B cayuas sropwunoit ynakosxu npenapara wa AQ
«OPTAT», Poccs Ha rmayke kapronHofl HA pycckom
A3bIKE [ONOAHHTEABHO YKAIBIBRIOT: HAHMEHOBRIHWE
Opranusamm, ocyecTaRonel BTOPUHYIO
YNRKOBKY M BHAYCKAOUMMA KOHTPONL KBuECTBa
npenmapata Ha teppuroprn Poccuilckoll Genepain,
ec  AoroTAi, aspec ®  Tenedon/daxc,  sary
MOryT  Guimh

NPOHIBONCTRA] AONORHATENBHO
HAHECCHM 38BOACKHE W ylmmm

IPYOIIPOBONHOS HAMMEHOBAHME,
REKBPCTBEHHYIO (OPMY, KORHYECTBO gcﬁcmmnux

AO3INpOBKE, Wllﬁ. HHAR

Ha | koAweCTBO TRGAETOR - mmou Gnucrepe, oBiuee

BCUIECTB B TAONETKE, KOJIMYECTRO Navek KapTOHHBIX,

dopme, KkonHHECTBO
RelicTeyiomMx seuiecTs 8 TabAeTKe, KOMHMECTBO
Gmucrepos B ynaxoske, xonuuectso Tabaerok B
onsom Grucrepe, obmee konduectso TaGnerok B
ynakoske, crnocol TIPHMEHEHUS, YCIOBHA XPBHEHMA,
YCIOBHS  OTTIVCKA, HOMED  PErHCTPALHOHHOIO
YHOCTOBEDEHHS,  NpEXYNpPeANTENLHBIE  HANHCH:
«XpaHHT: B HONOCTYNHOM AR gerelt mecre.,
«llepen NpHMEHEHHEM BHUMATENLHO O3HAKOMBTECH C
HHCTpyxuKeil.», «llpenspar comepwur AAKTOIM
MOHOTHAPAT.», HAHMEHOBAHHE H cTpaHs
NPOHIBONMTCAS U Hepxatens PY, noroThn xomnaHuK
«366Bu» (1o asrnufickoM g3mixe), HOMEP CEpHE, TaTa
OKQHYSHHA CPOXA TOAHOCTH, BHYTPEHMMH XOI
npoayxTa, wobpaxerne TalneTky; AONONHMTEALHO
HOWECEHR NPOMIBOACTRCHHME KOO, HAHECEHA

JAUIKTHES FONOTPEMME,

Ha mauxe xaprosnod wa pycckoM  sIkike
HOTOMHMTENLHO YXAIRHO: HEHMEHOBAHHE
OpraHusalHm, ocyuecTanmoineR BTOPHYHYIO

YNaKOBKY H BHOYCKAIMWMHHE XOHTPONL KayecTsa
npepapara Ha TeppHTopHH Pocculickolt Denepanun,
€c JIOTOTHIL  &IpeS-H. Tenepow/'daxc, nata
mmﬁmmmmmmmmme

:omyquﬁt. o 5

. npenspara,

ryynnupomnoe Mﬂosnmle, ¢ nO3MpoBKa,
nexapmm: DopMa,  KoTHYECTEO nei&craymmnx
BewmecTs B TaGueTKE, roamw MEYCK KAPTOHHBIX,
XonudecTBO  GRUcTepOB B . tfiAuke  KapTOMHOM,

KONHYECTBO  TalaeTok B ynakoske,  cnocob
NpHMEHEHHE, YCNOBHS XPaHEHHN, YCNOBHA OTHYCKA,
HOMeEp PErHCTPALHOHHOMD YAOCTOBEDEHHA,
OpefynpesiMTe/ibHble  Haanucs:  «Xpauut B
HEACCTYIIHOM s geredt  mecten,  «flepen
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Haumenosanne
noxaarenesf xayecrsa Tpebonanug k kasecray no HJ Pesyantatat ananma
no HA
KOAHYECTBO  GNHCTEPOB B  NAYKC  KAPTOHHOM, | NPAMCHEHWEM  BHUMATENLHO  O3HAKOMBTECH  ©
KoNTHecTBo TalmeTox B oamom Gmmerepe, ofuwee | HHCTPyKintedl.», «[lpenapar COmEpXWT NAKTOIL
KOMH9ecTBO  TabNETOK B yNAKOBKE,  cHOCOD | MOHOTHADAT.», HEHMEHOBAKKE # cTpaHa
NPHMEHCHHS, YCIOBMA XDAHCHHA, YCHOBHA OTTyCKa, | NPOHIBOAWTEAS M Aepxarens PY, SoroTsn KoMOanHy
HOMEp PErHCTPalHOHHOID YAOCTOBEpCHHA, | «66Bu» (Ha aurauickom ¥Isike), HOMEp CepHH, AaTa
NPCAYDPEAHTC/IBHBIC  HANNMCH:  «XDAHHTE B |OKOHYHMS CPOKA TrOAHOCTH, BHyTpeHauii koA
HEQOCTYTHOM 1018 neveR  Mecten,  «llepen | npoayxTa, WTPHX-KOA; AOHOMHHTEAMHO HAHECEHHI
NPHMCHCHHEM  BHHMATENBHO — O3HAKOMBTECH  C | NPOMIBOLCTREHHWE KOWH W uadopMauus oA
HHCTpyKumei.»,  «llpenapar CORepXUT NAKTOIL! | MOHHTOPHHIA ABHKEHHE JIEKADCTBEHHOIO Npenapata
MOHOTHADAT.», HAHMEHOBAHHC H CTpaHy | OT NPOHIBOAMTENS A0 EOHCUHOIO NoTpetTens.
HpOMIBOAKTENA ¥ Acpwatenn PY, norotsn xommanum
«366Bu» (sa anrnufickoM A3sike), Homep cepun, maty |Ha  navke KBpTOHHOI Ha  pycckoM  AIBIKe
OKOHYaHHA CPOK@ FONHOCTH, BHYTPEHHMH KOZX | SOMONHHTENLHO YKA3aHo! HAMMEHOBAHHE
RpOAYXTd, WITPHX-KOA, [AONOJHMTEALHO  MOrYT | oprasmiaituu ocyuiecTrasomeh BTOPUYHYIO
HAHOCHTLCH NIPOH3BONCTBCHHMC KOAb H HHQODMAILINA | YNaKOBKY M BMAYCKNOMWH KOHTPOM KayecTBa
JA3  MOHMTODHHIA  ABKKCHHI  JICKADCTBCHHOMO | Dpenapata ua TeppHTOpHR Poccutickolt Deaepaumy,
mpeniapata 0T  MPOWIBOAMTENA JI0  KOHEYHONO |ee  HOFOTHN, aapec # Tesehor/daxc, npara
s NPOH3IBOACTRA, HAHECEHK IABOACKHE KON YNaKosKh.

B cayuae sTopAuHOR yrakosks npenapata sa AO
«OPTAT», PoccHs Ea nauxe KapTOHHOHR Ha pyccKOM
A3bIKE JONOIHATENMHO YEAIMBAIOT: HAHMEHOBAHHE
OpraHUBANHA ocyuecTaasoieit BTOPHYHYIO
Ynaxosky M BHIIYCKUCLIWA KOHTpONb KadecTsa
ipenapara Ha TeppuTopn Poccutickoft eacpaumn,
ee  gjorotun, ampec u  Tenedow/'daxc, aary
NPOH3BOACTBA, MOryT OWTs Haveceshl JaBOICKHE
KOOl YNAKOBKH,
[ipumesanne: npu GopMHpOBAHMM HOMEDZ CEDHU
TOTOBOTO MPOAYRTA K HOMCPY CEDHM, NPHCEOCHHOMY
npoaykty «in bulkw n ykasawwomy Ha nepewunoft
ynaxoske, moryT noGasnatees cumsonst (Gyxeu Hum
undps), MPHCBOEHNBIC YNBKOBIHKOM
(AO «OPTAT»). Taxum ofpasoM, HOMEp cepHm,
yxasauhslif BE BTOpHYHOH ynaxoske mMoxer Gurs Ha
HECKONBKO CHMBOJIOB JUTHHHEE HOMEDA CEPHHE,
YKASAHROID HA NEPBWIAON YNAKOBKE.

__Xpanenne Tipu Tennieparype He suime 23 °C Coorsercrayer

Cpok roasoctn Jrom Tones zo: 02,2023

genne: [Ipenapar Masnper rabrerxn, nokpLIThie nieHounoi o6oxoaxont 100 mr + 40 mr Mo 84, cepun

1139375, ynaxosaunmiit AO «OPTAT», coorBercTBYeT Tpeboanmam HJ{ JII1-004804-260919.

Hauaruuuk ornens xonTpoas kavecrea [ynosa E.A.
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AKUMOHEPHOE OBLIECTBO

ORTAT &Q
ORTAT b

157002, KOCTPOMCKAR OBNACTD,
CYCAHUHCKMA PAIOH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

Tenadon; {4942) 850-805

Ten/baxc: (4942) 850-840

E-mail: Pharm@ortat.ru

www, rpharm.com

DO4ATIM-C1-02000-57-01

PA3IPELLIEHHUE HA BbIINTYCK CEPHMH Ne 0132-2021

Toprosoe HaumeHorasue, nekapcraeHHas dopma, MasupeT TabneTkH, NOKPLITLIE NICHOYHOH
J03upoBKa, (opMa BeINycka obonouxol 100 Mr+40 mr Ne84
MHH, uan rpynnuposousoe, win xumudeckoe I'nexanpepup+[In6penTtacanp
Howmep cepun 1139375
Pasmep cephu 4936 ynakopok
Hara npoussoacrea 03.2020
Tonen no 02.2023
Hanmenosanue npouseopurens, crpaxa Dypuse JIsbopatopus Afipmann Jlumnrexn,
Hpnasgus

Ynaxosumx/Beinyckatouui KOHTpons kadecTsa, AQO «OPTAT», Poccua
cTpaua
Homep u nara peructpausontoro ynocrosepesis JI[1-004804 ot 13.04.2018

(maTa 3amenst 26.09.2019)
Haumenosanue nepxarens peructpaunonnoro 000 «366Bu», Poccrs
YAOCTOBEPEHMS, CTPaHA
Homep HopmaTueHO# AoxymenTaLmn JIT1-004804-260919

Hactofumm noxrsepkaaio, 4to nawwas cepus NPOAYKUMH  TNPOM3BE/ICHA W MpOBEpeHa B
COOTBETCTBHH C TPeGOBAHHAMM DECHCTPALMOHHOTO NOCHe, TpeGosanuamu [pukasa Munucrepcrsa
TIPOMBILLICHHOCTH # Toproni PO ot 14 wions 2013 r. N 916 «O6 yreepxacsuu Tlpasun Hagnexaweit
npoussoacTsexnol npaktHikn» (GMP), nuuensneit na npoussoacTao JICKAPCTBEHHBIX CPE/CTB, & TalKe
HHBIMH TPeGOBAHMAMH, YCTRHOBIEHHBIMH HOPMATHBHBIMH NpaBoBBIMH akTamu Poccuiickoit Menepaunn,
nepej ee BLIMYCKOM, T i

3amMCH NO NPOM3BOJCTRY W KOHTPOMIO KAYECTBA AAHHOM CepHH FOTOBOH NMPORYKHMM TNpOBEpeHBI H
YCTRHOB/NEHO COOTBETCTBHE TpeGoBanuam Tlpasun Hayiexawed npoaﬁo;;m'mubﬁ npaxTHkH (GMP).

Ynonxomouennoe auuo: 3naroycronckuii I'.10. \?’fai’«@é s a9 PA20 Ly, o2

[Tpukas Munsapasa Poccuu o6 atrecTauns YnonHomoueHs nuué-d‘éjﬂﬂ WZZO?Q\OiQr
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