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AQ «OPTAT»
Oraea KOHTPOARA KauecTna

JIHICH3HA KA OCYLLECTICHHC NPOWIBOACTEA NEKAPCTREH WX cpeacts Ne 00058-J1C ot 03.11.2020 & (e
157092. Kocrpomexas o6i.. Cycannnckudt paon, c. Ceneprioe, Mkp-n. Xapuronoso, 1er.(4942) 650-806

[lacnopr Ne 6 oT 20.08.2021

®02CO1-KO-07000-39-06

Fo45

Rmpyﬂa“” KONIEHTPAT AJIN IPHIOTOBJIEHHS pacTBopa A4 nuy3uii
25 mr/man (haaxon) 4,0 ma x 1 (nauxa KapToHHas)

Ynaxosano: AQ «OPTAT»,

Kosnuuectso ynakosok: 19923

Pocenst Homep cepun: 0001328245

Jlata nponssoactsa: 01,01.2021

Jara ynaxosxu: 01.08.2021
Togew no: 01.01.2023

lTpoussencro: MCJ, Hurrepuawma I'm6X, opryromas kak MCJ Hpaanaus (Kapaoy), Hpnauaun
Cepus nponssogutens: 0001328245

H/1 JIIT-003972-050221
PY JIIT-003972 or 18.11.201

6 (zara 3amenn 05.02.2021)

HaumexnoBauue nokasarench
kavecTsa no HJL

Tpebopauun k wavectny no HJL

PesyauTaTsl AMaaH3A

Ouncanue:

MoanMHBOCTH
- nemBposuzymal
Cneyugbuueckan aKmueRocmo
HOA
Pacnpeodenenue rapaoa
Buicoxkoa(pekrnBran
HoHoOoOMeHHas
XpomoTorpathus

IMpospaunocrs

IsernocTs

pH

MexaHH4ucCKHE BKAIOYEHHH:
BHaHMbIe MeXaHNYCCKHE
BKAIOYCHHRA
Yacruus! 2 10 Mkm
Hacruubl > 25 mkm

Hucrora

BoicokoaddextnBrasn

HoHOOOMEHHasn
xpomatorpadus

BricokoaddiexTHBHAR
IKCKIOIUOHHAN
xpomarorpadun

Kanwwunnpusiit anexrpodopes ¢

HIC (8 Hepeayuupyoumx

YCIOBHAX)

KanuwansapHsiit anextpodopes c

[po3paytbill WIK OnaNeCUMpyIOLLMI OT
GecuUBeTHOTO 110 CBETAD-MENTOTO UBETA PACTHOP

JOUKeH POABAATE AKTHBHOCTE

JlomKeH cooTBeTCTBOBATh cTanpapry

Crenenb onanecuUeRUMH pacTsopa
MeHce atanona [V

Oxpacka pacTeopa He Golicc HHTEHCHBHA, Y4eM
oKpacka dranoHa Ys

Or 5,2 10 5,8

BHIMMBie MEXaHMHCCKHC BITIOYCHUSA JIONNCHBI
OTCYTCTBOBUTD
e Gonee 6000 uacTuw/durakon
He Bonee 600 yacTHIV (paakoH

Pacnpenenenue 3apana:
KncnoTHsle BapHauThl: He Gonee 13,9 %o
Kucnothsiii IMux 1: He Gonee 9,1 %
«[Mpearnasuwit» nuk: ve Gonee 5,0 %
Cnasnwiit nuk: He menee 53.0 %
OcHopuwi#t Mk 1: ve Gonee 10,0 %
Ocwoenbiid ITux 2: He 6onee 11,5 %
Ocnobubie papHanTul; e Gonee 8,6 %

Moxomep IgG: He menee 97,7 %

Hepenyunposannstit 1gG (rnasumi [gG):
He menee 97,1 %

Penyuuposanusiil 1gG (Tsxensie ¥ NErKue Lenu):

HJC (B peayunpylommx

He menee 96,2 %

Onanecuupyromui Gecuserhnif pactaop

CootsetcTayeT

CooTneTcTRyeT crannapTy

MCHee TanoHa 1V

MCHee FTwioHa Ys

5.4

OTtcyTeTByioT

36 vacTv/ guakoH
2 vacTvusl/ drrakon

44 %
6,4 %
1,9%
64,4 %
8.3 %
11,0%
3.6 %

99.9 %

98,6 %

97,3 %

Crpannus 1 133



Hanmenopanre noxkarateneh
xavecven no HI

YCOBHAX)

Poncraennbie npumecu
Xpomarorpathus ¢
rHapodobunim
BIAHMOJICHCTRUEM
BuicoxoadipexTnpuan
IKCKITHOIHOH HAst

Xpomarorpadma
Hssnexaempilt 06nem

bakrepnatbubic
IHAOTOKCHH LI

AUOMAALHES TOKCHUHOCTE
Crepunsiocts

Conepxanve Genxa
Y®- cnexrpoforomerpus

Mosnucopbar-80
BIXX

Cneundudeckis aKTHBHOCTD
HoA

¥nakoska

Mapkuposka

Tpebopaunsn k wavecrsy no Hjl

PeyyswTaTel aHanwia

[poayKTh! OKHCICHHA:
lipeasapurensibiii nuk 1+2: He bonee 10,7 %
[MpenpapurenLusif |k 3: ve Gonee 0.5 %
PoacTecHHbIC COCLHHEHHA/MPUMECH:
BLICOKOMONIEKYNRPHBIE COBAHHEHNS:
ne Gonee 2,3 %
Hn3koMonekynspHbIC COCAHHCHHA:
ne Gonee 0,5 %

He Menee HoMunansHoro (4.0 man/dnakon)

He donee 0,15 ED/mMr

Jlomkex BLITh He TOKCHYHbIM

JonKeH ObITh CTepHIbHLIM

Or122,5 10 27,5 Mr/mn

070,10 g0 0,25 Mr/mn

O1 80 % 10 130 %6 0T aKTHBHOCTH CTAHAIPTHOTO
oBpasua nemGponuiymaba

Mo 4,0 M npenapata so Guakon w3 GecupeTHOro
crexna tana 1 (Esp. ®apm., Dapm. CLA)
yRynopeunntii  npodroit  u3  xnopbytunororo
Kayuyka, 00%atulil WHOMPHHCBBIM KOJNAuKOM K
FAILHUIEHHBIR MIACTHKOBOR KPLILWKOH.

[To | bnakoHy B KapTOHHOM MO/UIOHE BMECTC C
HHCTPDYKUMER N0 NPAMEHCHHIO B KapToHIOW
navke, C UENLIO KOHTPOAA NIEPBOTO BCKPLITHA Ha
KADPTOHHYIO NAYKY HAKACHBAKT CAMOKNEANIHECH
CTHKEPbI.

Ha nepsuunoii ynakoske (3THKeTKa QiakoHa) Ha
PYCCKOM  A3biKE€  YKa3bIBAIOT: TOprosoe
HAMMCHOBAHRHE Npenaparta ¢ npeaylpesnrensHol
Mmapxuposko#l @, MHH, nexapcrsentyio dopwy,
403upoBKY  (Mr/ma), cnocof  npUMEHEHws,
npeaynpeiuTebHbIC HAAMHCH; «Tlepen
MPUMEHEHHEM  O3HAKOMLTECH €  ripunaraemolt
HUCTpYKUMeiy, «CTepunbioy; ycnonus
XpaHeHua: 06beym npenapara (8 M) B | duiakose,
Jorordn upmet MSD (rpagmucckHil cuMson u
aG6peBuaTypa Ha NGTHHHLE), HOMEDP CEPHH, NATY
NPpOU3BOACTBEA, NaTy OKOHUAHHA CPOKA NOUHOCTH
(«I'omen  nom), RHYTPEHHHH(L) Koa(bl)
YNaKoBOMHOTO  Komnowenta. Ha  ITHkeTxy
HAHECEHBl 3HAKM, J4ULMILAIOLLKE OT MOMNENOK,
KOTOPBIC MOXHO [TPOBEPUTH MPH HCIIDJIbIOBAHKK
CreuuansHoro o6opynoBaHHA.

Ha «kapronHo# nauxe Ha pycCckoMm  sabike
YKa3bIBAIOT: TOPrOBOE HAHMCHOBAHKE Tpenapara
¢ npeaynpenuTesnHod mMapkuposkoil ®, MIH,
JeKapcTeennyio  GopMy. N03HPOBKY  (Mr/mi),
crocol npHMEHEHNsA, KOJW4ECTBO (rakolon b
ynakoske # ofwem npenapata (8 mn) B |

53%
Menee 0,2 %o

0,1 %

Menee 0,1 %o

4.0 mn

Menee 0,15 ED/mr

llpenapaTa HETOKCHUEH

CrepusibHbli

25,2 mr/Mn

0,21 mrimn

110 %

Mo 4,0 mn npemapata po  (UEKOHE M3
GecusetHoro crexna Ttuma | (Esp. Dapm.,
®apum. CLUA) ykynopenHoMm npofkoit w3
xnopbyruaonoro KayqyKa. obmarom
WUOMUHUEBLIM KOJINAYKOM M 3AIUMIICHHOM
MIaCTHKOBOM KPhILIKOH,

TTo | ¢nakoHy B KAPTOHHOM NOAAONE BMECTE
C HHCTPYKUMCH NO NPHUMEHEHWIO B KaPTOHHOH
naake. C UeNbio KOHTPONA NEpPBOr0 BCKPLITHA
HA KaPTOHHYIO nayuky HAKNEEHD!
CAMORJIEAUIHECH CTHREPDL.

Ha neppriyHolt ynaxoske (3rHkeTka (uiakoHa)
H2 DYCCKOM A3bIKEC YK@3aHO: TOProsoe
HaHMeHORaHUE npenapara c
npeaynpenutenasiolt Mapkuposkoid ®, MHH,
nekapcTaenuas Gopma, Ao3uposka (mMr/mi),
cnoco6 npHMeEHEHHA, MpPedyNpeAUTENbHbIe
HALNHCH! «llepen MPHMCHEHHEM
OIHAKOMBLTECH € NPHNaraeMol HHCTPYKIMEHY,
«CTepuilbHOD;  YCNIODUA  XpaHCHHA, 0Ohem
npenapata (B wmu) b | duaxode, AOroTHN
¢upmbt - MSD  (rpadmueckuii  cumBon M
abbpennaTypa Ha NATHHHUE). HOMEP CEPHH,
JlaTa [POY3BOJCTBE, [ATA OKOHYAHHA CpOKa
rofsocty («onew no0:»), BHYTpeHH#e KOZIu
YNakoBOYHOIO KOMMOHEHTa. Ha 3ITHKETKY
HAHECEHb! 3HAKH, JAIIHINAIONUIAE OT MOJACIOK,

KOTOpbIC MOKII0 TPOBEPHTL npu
MCMOABIOBAHHH CNeuMansHoro
o6opynoBaHHS.

Ha KapTOHHOH nadke HAa pYCCKOM A3bIKE
YKa3aHO: TOProROE HAMMEHOBAHHME Npenaparta
C npeaynpeanTe/sHoN  MapxupoBkolt ®,
MHH, nexapcreennas dopma, RO3MPOBKA

bnakone, coctus upenapara Ha 1 dnakon, | (Mrimn), cnocof npUMEHEHUs, KOJHYCCTBO
= npesynpenuTenhHhle  HaanucH:  «XpawuTs 8 | (UAKOHOB B ynakoske u obnem npenapara (B
Cromimm 2w 3 ' J{GTL?Z..&’/OX/
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HaumeHOBaHNHE NOKa3aTcieh
wauecrna no HJI

Tpebosanun x kauccrsy no HI

Peay nTaThl AHAJIHIA

HenocTynHoM ans  neted  mecten, «llepen
NpUMEHEHHEM O03HAKOMBTECH C ripunaraeMoi
uncTpykumedty, «Crepuasion, «Tonbko s
0/IHOPA30BOrO BREAEHHA», «HE HCMoNLIOBATE
ocTapniics pacTaop Juin NIOBTOPHOIO
BHCIICHHSAN, ycnooHs XPaHCHHHA, YCHOBHSA
ornycka; norotun (upmel MSD (rpadmyeckud
cumBoN 1 aBBpesMATYPA Ha aTHHHUE), HAIBAHHE

W CTpaHy IIPOM3BOLMTE/N, HalpaHWe, anpec,
renedon/akc  komnawuu-ynakosuwika  (AO
«OPTATY»); nasBaHue W CTPaHy 10PHILUYECKOrO
nHIA, ua HM# KOTOPOro BHIIAHO
PETHCTPALMOHHOC  YAOCTOBEPEHHE,  HOMEP
PErHCTPAUHOHHOIO  YAUCTOBEPEHUN,  HOMEP

ccpuu®, faTy NPOM3BOJNCTBA, NATY OKOHUAHUA
cpoka romdoctn («[ones a0»), WTPHX-KOI,
BHYTpeHHUH(¢) Ko(bi) YNAKOBOYHOIO
KOMMoHeHTa. Ha KkapTOHHYKO NauKy HauecCHsl
JHAKH, 3QIUMLIAIOMIHE OT NOMICHOK, KOTOPBIC
MOXCHO  TPOBEPHTH  MPH  WCTIONBIOBAHUKN
CreUHATBHOTO 0B0PYAOBAHKA.

*[pu GOPMUPOBAHUKE HOMECPA CCPHH OTOBOrO
NpOAYKTa X HOMEpY CCPHH, TPHCBOEHHOMY
npoaykTy «in bulk» ¥ yKka3aHHOMY Ha nepBHYHON
YIAKOBKE, MOIYT A0GABAATHCH CHMAOMK (ByKnbi
WM P, NpUcBocHHBIE ynaxosumkoM (AO
«OPTAT»). Takum oOpa3om, HOMEP CEpHH.
YKA3AHHbIA Ha BTOPWHYHOW YTAKOBKE, MOKCT
6WTh HA HECKONLKO CHMMBOJIOB [UIMHHCE HOMEpPA
CepHH, YKa3ailHOTO HA NepBHYHON YNakoske.
[pumeyaHue: NONOJHNTEIBHO HA  BTOPHUHYIO
YNaKOBKY — MOTYT ~ HBHOCHTBCA  CPEacTha
MIEHTHOHKALHK CHCTEMbI MOHHTOPHHIA
IBHXKCHWR NTEKAPCTREHHBLIX ITPENApaTos.
MecTopacnionoxenve W opMar  CPEAcTs
HICHTHOHKALWA MoxeT MEHATLCH B
3aRHCHMOCTH oT TCXHONOTHYECKHX
ocoBennocred npoH3BOACTBEA.

M) B | dinakone, cOCTAR npenapata Ha 1
(aakoH,  npelynpenHTeNbHule  HALMHCH:
«XpaHUTh B HEAOCTYHOM JUIR IETel MECTEN,
«llepest  NPUMCHCHUEM  O3HAKOMLTECE  C
npanaraemoll  MHCTPYKUHEH), «CTEpUILHON,
«Tonbko AmM oHOpasosoro sseackam», «He
WCNONMK3OBATL  OCTABUIMICH  pacTeop A
NOBTOPHOTO BBEICHHAY; YCMOBHA XDAHCHHA,
YCNOBHS OTIYCKa: NONOTHI (HpMbI MSD
(rpadmueckuii cumsost w abfpeswarypa Ha

NaTHHULE), Ha3BAHHE ] CTpaHa
MPOM3BOAUTENS; Ha3BaHue, ajpec,
veneqow/daxe  koMnanuu=ynakosuska (AO
«QOPTATR), HA3BAHHE ] cipana

JOPUIIMUECKOTC  JiMLa, HA HMA  KOTOpOro
BIIAHO PETHCTPALMOHHOC  YHOCTOBCPEHHE.
HOMEpP PErHCTPAUHOHHOTO YNOCTOBECDEHMA,
HOMEP CEpWM, [4Td [IPOMIBOLCTEA. JlaTa
okoHyaHMR cpoka roanocTH («lonen non),
WITPMX-KOL, BHYTPEHHHE KOJibl YNAKOBOHHOTO
komnoHeHTa, Ha KapTOHHYIO nayKy HaHECCHb
IHAKW, 3EUANEIONIAE OT MOLAENOK, KOTOpLIC
MOXHO NPOBEPHTH (PH  HMCMOAL30BAHHH
CreUHaIbHOrO 0BOPYROBAHNA.
JIONONHWTENBRO Ha BTOPHUHYIO YNAKOBKY
HAHECEHB! CPENCTBA HACHTH(RHKALWYE CHCTEMBI
MOHWTOPUHra  JBHKEHHA  JICKAPCTUEHHBIX
npcnaparos.

Xpanenue

B  jalMIeHHoM OT CBETa MECTe [pH
temneparype ot 2 1o 8°C. He 3aMOpaxHBaTh. He
BCTPHXHBATE.

CooTseTtcTBYET

Cpox roasocTs

2 rona

lonen no: 01.01.2023

Jaxmouenne: Ipemapar Kurpyaa® xouuen'r';;':;f A NPHIOTOB

JIeHUs pacTsopa 18 Huysul

25 mr/ma (paaxon) 4,0 v x 1 (Ma4Ka KAPTOHHAK) CEPHA 0001328245, ynakosauubiii AO «OPTAT»,
Poccus, coorsercryeT Tpebosanmam HJL JITT-003972-050221.

HavyaJibHHK 0TaEJ2 KOHTPOJISI KAYecTsa

I'ynosa E.A.

KOMA BEPHA
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AKLUMOHEPHOE OBLIECTBO

ORTAT &8
OPTAT b8

157082, KOCTPOMCKAS OBNACTb,
CYCAHUHCKWIA PAHOH,

C CEBEPHOE.

MKP-H XAPUTOHOBO

renedon (4942) 650-805
Tenicakc (4942) 650-840
E-maill Pharm@onat.ru
www.rpharm.com

D04AIM-C11-02000-57-01

PA3PELLIEHHME HA BbITTYCK CEPHUH Ne 0245-2021

Toprosoe HaumeHOBaHKe, NekapcTaeHHas (opma, Kutpyna® koHuexrpat
NO3WpOBKa, HopMa BbIMycKa JUS NPHPOTOBNCHHA PACTBOPA ANA HHY3H#H
25 mr/mn (gnakon) 4,0 M x | (nauka kapTOHHANA)
MHH, unu rpynnuposounoe, uau Xxumuueckoe [TemGponuzymab
Homep cepuu 0001328245
Pasmep cepun 19923 ynakoBok
Jlara npou3soacTea 01.01.2021
l'onex no 01.01.2023
HaumeHoBaHHe npou3soauTens, cTpaHa MCI Hurepuswnn I'm6X, Topryiowas kak MCJ]
Hpnanaus (Kapnoy), Hpnanaus
Ynakoswnk/BuinycKaiolHi KONTPONb Ka4ecTsa, AO «OPTAT», Poccus
cTpaHa
Homep u naTa perucTpaunoOHHOro y10cToBepeHns JIM-003972 or 18.11.2016
(mata 3amern 05.02,2021)
HaumenoBaHHe aepkarens perucTpaLMoHHOrO 000 «MCJ]I ®apmacsioTukancy, Poceus
YAOCTOBEPEHHS, CTPaHa
Homep HopmarusHoii 1okymeHTatinu JII1-003972-050221

Hactosuwum noATBEpIKARIO, YTO AAHHAK CCPHA  NPOAYKUHWM  (POH3BEOEHA H NpOBEpPEHa B
COOTBETCTBHH ¢ TpeGOBAHUAMH PErHCTPAUMOHHOrO pocke, TpeGoBannamu [lpukaza MuuHcTepeTsa
npoMsiLneHHocTH U Toprosiin PO ot 14 wions 2013 r. N 916 «OG6 yreepuaennu [Npasun Hagnexauwei
npoussoncTeeHHoi npaxTuku»(GMP), nuueHznel Ha NPOM3BOACTBO NEKAPCTBEHHLIX CPEACTB, & TaloKe
MHBIMH TPeBOBAHMAMM, YCTAHOBNEHHLIMH HOPMATHBHBIMH MPAaBOBLIMH akTamu Poccuiickoi Menepaimm,
nepej €e BbiMyCcKoMm.

3anucH NO NMPOW3BOACTBY M KOHTPOIIO KAYECTBA AAHHOW CEpHM OTOBOW MPOAYKUHH TNPOBEPEHbI M
YCTaHOBNEHO cooTBeTcTBHE TpebosanHaM [lpasun Hapnexateid npoussoacTeeHHoM npakTuky (GMP).

YnonwomouenHoe auwo: 3natoycrosckuii .10, W1 ""‘,f-ﬂzﬁ’.OB.202l v
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[Npukas Munsapasa Poccuu 06 aTrectaunn YnonnomoueHHoro nuua Ne 399 ot 23.04.2021 r.
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BEAEPAALHASR CAVYKEA 1O BALZ0PY

«CBefileHun o BBOAE B rpaxAaHcKnii 06opoT B Poccuickon defepaLun neKapcTBeHHbIX
CpefCcTB Mo COCTOAHMIO Ha 26.08.2021 18:52»

B CoOEPE ZAPABOONPAMEHNS
llara Brecenua B r— Ipoussoanrent Pkiriiise u”ﬂ..ﬂ..“”“:“r Homep Howep, aara
AHC P (BhIIYCKAK WA Crpana CaeleHna 0 CTAHAX NPOHIBOACTBA B! Y " CEPHH, paspeieHns
HAHMEHOBAHHE JIOKYMEeHTAlIHA _.nquvnhﬁ:ﬂnn.—.:u
Pocappasuamopa KOHTPONB) obag NAPTHH na HIIT
Aknnoseproe odmecteo "OPTAT" rAD
. "OPTAT"), Poccus (¥ naxkoBumk/thacosirmk
zcz_vmh,. E.. — (BTOPHYHAS/TPeTHYHAA yIakoska)); MCJT
:v:”cchbn:ﬂ:» AKHLHOHEpHOS Hutepramun Mo X, topryomas kak MCJ1
) obliecTBo Hpaanaua (Kapaoy), Hprangus -
2 202 i 2 / cC il -003972-05022 " ' 328245
26.08.2021 Wmﬁ“”ﬂﬂ_“ wacﬂxﬂmvwrﬁm "OPTAT" (AD Pocens (Npoussomrens, (rotosoi JIO)); MCIL JIN-003972-050221 AO"OPTAT 0001328245
ol i e "OPTAT") Hutepramun Mo X, Topryomas kak MCJ

¢hnakoHn (1), mauku
KapToHHb/ ~

Hpnanma (Kapaoy). Hpnannus
(Y makoBMHK/(PacoBIHUK (B NEPBHUHY K
YNAROBKY )




