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AO «OPTAT»
Oraci KOHTPOJR KaqecTsi

B02COH-KO-07000-39-06

Suuewsus Ha OCYyHIECTRISHAE TIPORIBOICTBA JekapeThenaLix epeiers Ne 00058-J1C o7 63.11.2020
157092, Kocrpomekas 06, Cycammickuit pasion, ¢. Ceneproe, Mep-n Xaparonoso, 1ei (4942} 650-806

Hacnopr Ne 9 or 22.06.2021

Mupuepa® (pacTeop A1 BHYTPHBEHHOI0 ¥ HoIKkoxHoro BBedenus 100 mxr/0,3
(mpui-To6uK) X 1+ cTepuIbHAS HITA LIS HHbEKIHI X 1) X 1 (1auyka kapToHHas)

Viaxonaro: AQ «OPTAT», Poccun

Konuuectso yuakosox: 2 8§17

Homep cepstit: B1004/02/1
Jara npowssogcrsa: 10.2020

[Tponsseneno: €, Xoddmauu-JIa Pour JTra, Hlseiiuapun

HA JICP-002182/08-050820

PY JICP-002182/08 ot 28.03.2008 (1aTa 3amenwn 05.08.2020)

Jara yuakosku: 20.05.2021
Foaen go: 10.2023
Cepua nponssomitens; B1004/02

Hansevonanne norazareedt
waueeTna no HI

Tpedosanun x wauecrsy uo HJL

i Pesyanrarnt anwnsg

Oueanme

Hopaunnocrs:
O6panenno-pazonan BIKX

Facxrpofopes

B TOAHAKDUDAMWTHOM rene

Hipospavwnocrts
Inernocern

pH
MEXanHYECKne BRAYCHHN
BriMbIe MCXaHHYUECKHE
BRAOMERHA
Hepunmnie YacTHit

Hinaesaemntit ofimew
OcMontibiocThL
YucroTa
1. OBpantenno-hasonas BIAKX

2. Dxexmosnonsas BAIX

3. Daekrpodiope
B UDAHAKPHITAMHINOM Telie B
BOCCTAHEMTHRAIQUIRX YCAOHHAX

Crepraniocth

Bakrepiainibie
INTOTORCH LT
Benok

L-mernomny
Cuenndigeeras
AT HICCKRN AKTHEHOCTE

Vuaroska

Tlpospaunas GecuneTHAS HIH CRCTRA KCATOBITOTO HBCTS
KHAKOCTh.

Hpﬂ!\m YACPKHBAHIA UCHOBROTC K3 HE XPOMATOT paMae
HEHBITYEMOTO PACTROPA NONERO COOTBCTCTRORATS
BPEMEIH YACDAHBAHMA OCHUBHOID 1THKS Ha
XPOMUTOTPAMME CTAHAAPTHOT(Q PUCTBODA.

OcHoREAR NONOCA HA WISKTPOHOPETPIMME HCTIEITYEMOTO
PACTROPA AOMAHA GHITH COMOCTARHMA 11O HHTEHCHRHOCTH
H HOABHANOCTH € OCHOBHOR NoJaocoH na
prekTpodoperpaMMe crangapriore pactaopa MOT-3110.
[Tpenapar foikes OLITH TPOIPRTHBIM.

{Ipenapar JoXKCH BHIACPMHBATE CPARNCHUE C
ranonoM Ys.

Or60a06,4
JlonmoH cooTseTCTRORATH TPebOBANAM

- Cpeates MHCIo MacTAU passepont 210 mxa ne Gonee
6000/mmpni-Tiotng;
« CPEJIHEC MHCHD MACTHI pasMepoM = 15 mxM ne Gosee
GO0 mmpui-TIoGHK
He Menee YRIIBHNOTO 1 ITHRETRE.
O1 270 ao 330 MOcmony'xr

e MeHee 95,0 % maoutan
H€e MeHee 94,0 % naon@an
CooTRCTCTRYET KPHTCRHAM

Tlpeniapar A0mACH Bt CTePHILHbIM.

He Bomxee 0,1 ED/mxr [137-2110
Or 90 a0 110 % or konnuecTra Deixe, 3MARICHHOTO Ha
FTUKETRE.
Or 1,4 a0 L6 se/n npenapara
7,0-14.0 =10} Ell/mr
(e 7,003 - 14,0E03 Eflwr)

flo 100 vxi/0,3 st B mupHu-1o0HKaX, KOpHye KOTepLix
uIrOTORACH W3 crekna (riponuTiueckuil knace | oo
EMD), nopuicHs w3 nnacrdacesl, © npobkoit w3
Oy THaRaYNYKA, JaMuimpopaniioro gropnoassepon. Heer
DOPITHE  COOTBETCTRYET [BETY, KOTOPMM  BhUIGHCHZ
AOIMPORKA NPCHAPATA HR HTHRETKE Wwupii-rioduxa it Ha
ke,

C  apyroft  cropount  wpi-TioGrKN  yKYHOpPENH
HAKOHEMHHKOM  H3  OYTHIKAYUYKd, JMHIHPOBAHHOIO
GTOPIOTIMEPOM,

I upi-TiofHK OMEIIAT B Npospadusii aHTH
HAACTMECCOBRIT KoUTeHHEeD ¢ npy#Htol,

fIoMEiNaKT B

| crepuinnylo MEAY U8 HHLeRUMH

Tlposzpaunas SeclBeTHAR KIVIKOCTS

CoorReTeTRYCT CTAHZAPTY
CooraeTerRyer

[popagnnii
Mewnece sranona Ys
6,2
Brutepmunact mpebonanns

101 '«zmmuwmnpnu-?mﬁux

£S5
Crepuasustii
Menge 0,1 ED/mxr

99 %
1,5 mr/imn
8.2 % 10 E/mr

Tle 100 mxe/03 mn B ampueTioGury,  Kopnye
KOTOPUX H3TOTOBICH M3 CTekus {THAPOINTHYLCKRI
xnace | ono Ed), uopuienn - K3 UIReTMacew, ©
npobireit 03 Byruskayuyka, JOMUHHPORAHHOIG
troprnoanvepos.  [lser  nopiiHA  COOTACTCTRYST
UBCTY, KOTOPBIM BLIACACHA AOBHPOBKRL npenapata Ha
FTHKCTRE 155i¥;754£i~T1(]6HK{1 ERIER N

C apyroit croponsl  wNpEIE-TIOONKE  YKYTIOPCHA
HAKOHCSHITKOM #3 BYTUIKAYHYKA, AAMHHHPOBARHOID
(TOPITOIHMEDUM.

1 mopHuu-TIOOHK BOMEIeH B UPOIPatinill Sa T
1ractmaccosniii kontelisep ¢ ppysmHoil,

| erepuasman uria Jui wHbhekunil noMeuleHa R |

Crpanmua 1 us 2




Hanvenonanme nokaiarenci
raueersa nmo HJL

Tpebosamis & wasicersy no HI

Pesvanrarst anamna

Maprnpopka

FEPMETHHNO VRynopetnibii nnacrvaccosuit xouteitnep ¢
KOHTROACM FEPBOTO RCKPHITHS,

I xoutypryw auciikomyw ynaxosky, cogepwamyio |
mupui-Tiobux # | konteitiep co crepuantiolt wraoil
HHLCKUME BMECTE © MHCTPYKIGICH 10 MEAMUKECKOMY
APHMCHERIMIO HOMEUIAKOT B 0AYKY 13 KaproHa ans
fiotpebureinckoil Tapr moarpynn xpos-apaait o FOCT
7933-89 WiTH aUILIOTHYHOTO HMIIOPTHOTO,

C Uebio KOHTPOAA [ePBOFO  BEKPBITHA U2 [AYRY
HAKACHBAIOT CAMOKICAUIMECH CTHKEPLL ¢ AoroTHIION AQ
«OPTAT»,

Ppynnomas  ynakoska # TpaHCTIODTHas
cooTreteTnu ¢ TOCT 17768-00.

Ha sruxetke umpmi-riofuka #a pycerom fIniKe yXaano:
TOPrOBOC  HANMCHORAHHC Tperiapata™  HanMCHOBAHHE
ACTICTRYIONISTO BCHECTRA (METOKCHTTOMNITIICHT THKOMh-

syt GeTa), A0IHPORKY NPeTAPETa B WNpHI-TIOfHKS
bw

Tapa &

(MEY/MI), HOFOTHID KOMURHMH be ) . AEKAPCTBEHHAN
dopma, Homep Copii, AaT0 OKOHWARTN Cpoka roaMocTH
(rofen no...),
Jouyekaeres yRwanne UpoMIHO ITe M PELAPATA AT
HPOIBOACTBA,
Ha waprounoli nauxe Ha pycckoM H3biKe YKLIHIBAOT;
TOPrO®OE HAUMCHORARNE nperapata®,  HauMeHoBaHKe
LeHeTBYIONIEro Bemec s {MeTORCHIIOANI THICHT THKO k-
ot GeTa), JI0IMPORKY Hpenapata B ompHit-Tioduxe
(MKT/MA},  TekapeTBCHHYRO  dopay. Crioced  BaemeHus
(«[IA%  BHYTPUBCHHOTG H  NOJAKOKKOFO  BREACHHNN),
HAHMCHOBRHNC ¥ CONepmate 1eHCTBYIOMICTO BCIICCTEE B
I wnpui-riofuke  ® o mepedenn  BCHOMOTATENRHBIX
BCUICCTR, BXOASINX 8 cocTas npenapata, «CTepiasion,
EREERTTHS EHPMEL, ARpnomeics BIAGACTBIEM
PETHCTPAIHOHHOIO YAOCTORECPCHHA, CTPARY, H HaisauHe
GUPMLI-DPOHIBOINTENA JICKAPCTBEHION GOpMSL, cTpany
(O Xoddmarn-ltn Powr T lsehinapus, wm @,
Xodupsann-Jls Pour Jivi, [Weeiinapus nponsseacno Pom
Auarnioctawe IuGX, Depyanns ). orors kosman

Guke p » KONHYECTHO UNIPHIE-TIOBHKOB B MR B YITAKOBRE,
yomomig XPaHCHUS, TPCAYRPCANTENLHEC #
nniopsanonsate waanmicn {«Cnocod nprMerenig, 1096
H MEPH HPCIOCTOPOMHOCTH ~ CMOTPH MHCTPYKUMIO 110
IPHMCHEHHION, «XPAHUTL B HEAOCTYHNOM JUIs jJered
MECTEH),  MOPOTHIT 0 HAIBAHWC  TIDCATIPHETHS,
CeYMIECTRIBIONIEro  ynakosry npenapara n Pd (AD
«OPTAT»), ero aapee, tenedon W dake, norotun i
masaMe  Komugnud-aietprbeiotops 8 PO (AD «P-
Dapuy), ee agpec, renedon B Guxe, YCIOBHA OTHYCKY,
AaTY  TIPOHIBOACTAA,  HOMEP  CepuR (HOMCp  cepun
NPONIBOANTENR  MOWeT ObiTh  ROUGHECH  HWhPORBIM
KOJOM, TIPHCBOCHIRIM YHOKOBIGHKOM), JETY OKOHNMAHHH
CPUKR  TOANOCTH  (TOAEH  f0...), WTPHX-KOL, HOMEp
PETHCTPAHOHHOTO YAOCTOBCPCHIA, RHYTPCHHNE
SAROJCKHE KOJIbL,
Jlononuwrensha
HiopMais ang
ASKAPCTREHNOIO  Gperapara o7
KOHEHHOTO noTpebnTens,

fa nayxy  sower Owlte  HapeceHa
MOHHTOPHHFA ABHERCHHA

NPOIROANTEAR 10

TEPMETHMHO ynyuo;}euumﬁ HilacrMaccoanil
ROHTCHHCP © KOHTPOTEM Nepaorg BCKPBITHS,

| xowrypnar suciixonas ymakosxa, concpwanias |
WIPHU-TIOBHK B 1 kouTeltnep co crepwsmioil wriodi
MR MHLCKUHE  BMECTE ¢ MHCTPYRUMEH 1o
MCHIMITHCKOMY ITPHMCHSHIUIO NOMCIICHM B HauKy M3
KapToxa Ans norpeluTennckol Taph.

C uemsio KouTPONd HepROrQ BCKPLITHE HA iRy
HRRICCHEE CAMORICNUIHECH CTHREPU ¢ JOMOTHION
AG «OPTAT»,

Ha oaruxetke mwupuu-tiobuxa mna pycckoM u3mike
YKQIAHO!  TOPrOROC  RauMeHOBaRME npenapata®
HANMCHOBAHE AclieTsyioniero RCINECTHA
(METORCHIONMHITIIEHI KO L3103 THN Gera),

AORMPOBKA Eipenagm’r‘*ﬂuspmi-'s'm(inxc {sRr/aan,

AOTOTHI KOMDAHNA . ACKApCTBCHHaA (hopMa,
HOMED  Cepiil, JaTa OROHYAMIR
{rozen 40...).

Ha Kaprormoit nauke Ha pycoRoM AIkiKe yRAZang:
TOprosoe HANMCHORIRHE rpenapara®,
HHEMEROBANIC Acitersyouiero ACIICCTRA
(MeTORCHITOMMITHACHE THEQNL- 31103 THIT Hera).
HosHponka npetupara woampwieTiofuxe {awe/ma),
nekaperaeHuaR  gopsa, cmocod  meeacHms  («/lns
BHYTPHBCHHOI0 W NOIKOKHOTO — RBCACHUA»),
HAUMCHOBRAMC M COMCPRINHC  HelCTBYIOmICro
BewecTed B 1 mupHuenobeke M nepedens
HCMIOMOraTeALMRIX  BOUIECTS, BXOASUINX W COCTAR
npenapara,  «CTepnribHOR.  uA3BAHMC  QHpMAL,
RBIRIOMSHCE  BAANCBIEM  PerHCTPAUHOINIOND
VAOCTOBEPEHHS, CTpana, W uassanume  dupMol-
NPOHIBOAHTCIA  JICKApCTECHHOR  dopMbl,  CTpadn
etb.Xo(fzrbM Pom JTra, Weeiigapus), aorotun

CPORD rOAHOCTH

KOMITAHHR + KOMHMECTRO MNpHI-TIO0UKOR ¥
Wit B Vitakonke, YCITOBMR KPSHEHUE,
NPERYTIPEANTETRHBIE B HEDOPMIITONHKIC HAAKHCH
(«Crocod TIPHMCHCHMA, Josht [ Mepb
UPEAOCTOPUKHOCTH =  CMOTDH  HHCTPYRUHIO 10
TIPHMEREHHION, «XPAUHTL B HSAOCTYIHOM JUs jtevell
MECTEw), JOTOTHR  ©  HAIBAMME  TIPCANPHATHA,
OCYUICCTHIAIOWErD Yakosky npenapata & PO (AD
«OPTAT»), ero agpec, tenedion w daxe: aorotTin u
HAIBENNE KOMIAHBH-CTPROLIOTOpA 8 PO (AD «P-
@apan), ee wapec, Teaedor n daxc, voroRMx
OTRYCKA, ;aTa NPONIBOICTBA, HOMEP CCpHH (HOMEp
CEPINT NPONSROARTEAR JOTIONReH HNdIPORKIM KOJIOM,
UPHCBOCHHBIM  YHAKOBUIMKOM),  J#Td  OKUHHRHWS
CPOKa rojmocTy {Tosien JI0.. ). WTpUX-Ko/, HoMep
PEFNCTPRIHONHOTO  VAOCTOBCPEHAN.,  BHYISCHHIE
3ABOCKHE KOAK,

Honornurensio ua aUKy MaHCCeHA MIGIOPMAiHT
JUIR MOMHYODMIIA  JUBIDKCHHS  JCKAPCTBENMOID
TPEnapaTa o7  NPOMIROMITEAs 10 KOHCUHOrD
notpedareas.

Xpanenne

TTpur resineparype 2-8°C, 5 Kapronnoi MAUKe U SaLIETHE
ot eaera. He savopamipats

Coorsercrayer

Cpox regnocrn

Jroma

3axmoucuue: Mpenapar Mupiepa® (pactBop A8 BHYTPHBEHHOIO I HOAKOKHOI0 BBOLS

(mmpm-Tiobuk) x 1+ crepuasnan uraa jas wnhexnmii x 1) x |

yuakoaunsit AQ «OPTATy, Poccus coornercrnyer tpeig

Hauaiabnuk OTedIa KOHUTpoi Kadecrna
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AKLIMOHEPHOE OBWECTBO

ORITAT &R
OPTAT b8

157042, KOCTPOMCKAR QENACTS,
CYCAHUHCKW PAROH

C CEBEPHOE.

MEP-H XAPUTOHDEC

Tenedion {4342) 650-805
Tan/dans (4942) 850-840
E.mad PharmBodat
wWww Ipharm com

DUAIM-CI1-02000-57-01

PAZPELIEHHE HA BbIITYCK CEPHH Ne 0198-2021

Toprosoe HansmeHoBaKKe, NEKAPCTREHHAS hopMma,
A03KHpoBKa, (OpMa BbITYCKa

Mupuepa® (pacTBOp ANR BHYTPHBEEHHOTO H
noaxkoxxoro ssenenna 100 mer/0,3 ma (winpuu-
T106uK) X | + cTepunbHag Wr1a ANs HHbekuWi X 1) x |
(nasxa KAPTOHHAR)

MHH, nan rpynnupoBouHoE, HIH XHMHYECKOS

MeToKeHNOAUITHASHIIHKCNL-3Nn03THH BeTa

Hosep cepsin B1004/02/1
Pasmep cepuu 9817 ynakosok
JlaTta npou3BoaCTBa 10.2020
lCogen ao 10.2023

Hawustenosanne npon3soaHrens, crpasa

@, Xoddmaun-JIa Pow Jlra., lseiiapus

Ynakosumk/Beinyckatowiii KoHTpons kavecTsa,
crpama

AQ «OPTAT», Poccus

HDMEP H ata pEruCTpauHOHHONO YAOCTOBEPEHHSA

JICP-002182/08 or 28.03.2008

{nata zamennt 05.08.2020)
HauMmeHoBanHe AepHATENE PEFHCTPALHOHHOID 4
YAOCTOBEpEHHS, CTOANA &, Xodpmann-Jla PourSlta., Wseiivapus
JICP-002182/08-050820

Homep HopMaTHBHOH AoORYMeERTAIHK

Hacrosuis noaTeepiIaio, 4TO AAHHAR CEPUR  NPOHIBELEHA N NPOBEPEHA B COOTBCTCTBUM €
TpeGoBaHHAMH AHLCHIHH H3 NPOHIBOACTBO NEKAPCTBEHHBIX CPEACTB, TPeGOBAHUAMMH PErHCTPALUHOHHOIO
focke u tpeboaniamu [lpasun Hamnexawed npoussoacTeeHHoH npaxtiky (GMP), yraepaeHitsiMuy
npukatom Munnposropra Poccun or 14 miona 2013 Ne 916, a Tamoke uHpimu TpeBosanuamp,
YCTAHOBNEHHBIMH HOPMaTHBHBIMH NPasoBLIMK axTamu Poccuiickoit Wenepauuy, nepen £ BRINYCKOM.

3anucH No NPOH3BOACTAY M KOHTPONIO KAYCCTRA [AHHON CEpHE rOTOBOH NPOAYKUMH NPOBEPEHEE H
NpH3HaHBl COOTBETCTRYIOMIMMH Tpedosaniuas [Tpasun Haanexauiedt nponssoncTaensoil npaxruku (GMP),
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«CBefleHnA 0 BBOAE B rpaxgaHCcKuin 050poT B POCCHItCKOR

CPelCTB No COCTOAHMIO Ha 26.06.2021 14:31»

AHHIANNHA,
Java puecesma n Hpomwssogsrear Mo i 4 Homep Hosep, sava
i gy 4 o . I ! s OpMITHRHAR BBIIYCTHRUAA & 5 ST
ARG Topronoe HaBMenoBanHe (BHLIYCRAOIMT Crpana BEJIEHHA O CTAAN HPORIBOACTES i e cepun, paIpeLICHEE
Pocagpasnanaopa KOHTPOAL) : _r:mcﬁan HAPTHH s HIHT
. Xodupyami-Tix Pom Jla.
" m& e 3 ¥ g % AL

Ja_xvﬁ._”._.z.h _MM ”“E B isennapus (Mpowisemrreas (rotosoi

o vh.:.xtw M..”ME.» neviEa 100 Aximonepnoe Ady); . Xodpmaus-Tan Pomr T,

THOR O e 1o % b
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wWopHIL-TIOORKE (1), paks
Kapiomise B KOMIBICKTS ¢
HUNOR e kuMonmoi- 1.

"OPTAT" (AO
"OPTAT}

PCPBIYHY RO YIAROBEY ) AKIMOHCPHOS
obutectre "OPTAT (AQ "OPTAT,
Pocens (¥ nakonmi/acopnuix
{BTOPHEHAATTPETHUHAS YHAKORKAY}




