@02COMN-KO07000-39-07
AO «OPTAT»

Ornen kowrpons kavecrsa

Jlnuensna wa ocywectaenne npoussoacrsa JICKAPCTBCHHBIX CpeacTB Ne J10)2-00102-77/00006754 or 30.05.2022

157092, Kocrpomckas

06n.. Cycanuucknit pation, c. Ceseprioe, MKp. XapHTOHOBO, 8 (4942) 650-805
HNacnopr Ne320 or 15.06.2022

Karpysa* konuenTpar ana npurotosieuns pacTBopa jiis uudyInii

VYnakosato: AO «OPTAT»,

Konuuectso ynakosox: 9 922

25 mr/ma (§aaxon) 4,0 Mo x 1 (nauka KapToHHad)

Poccun Homep cepun: 0001478957

MHara npouspoactsa: 06.08.2021

Jlata ynakosku: 26.05.2022
T'onen go: 06.08.2023

Ipoussenero: MCJI Marepriuna F'm6X, Topryromas kak MCJl Hpaanaus (Kapnoy), Hpnanaus
Cepua npoussoautens: 0001478957

HJI JITI-003972-050221
PY JIII-003972 or 18.11.201

6 (narTa zamens 09.11.2021)

Hm“;::::,'::: ::%me TpeboBanua x wayecrsy no HJJ PesyastaTil ananuia
Onucanme: IMpo3paunniit win onanecunpyommit ot Tpo3paunniii Gecupernsiit pactsop
GecuBeTHOrO N0 CBETNO-KETOrO UBETa pacTeop
Monnuunocers
- nemGponuiymab
Crneyupuueckan akmusnocms HoJokeH NPOABIATL AKTHBHOCTS CoorsercTayer
HDA
Pacnpedenenue wapada HomxeH cootseTcraoBaTth CTaHaapTy Cootsercrayer cranaapry
BricoxospdexTupran
HoHOOOMeHHas
XpoMororpatus
Ipospaunocre Crenens onanecuenuny pacTaopa MeHee yranona [V
MeHee atanona IV
LgerHocTh Oxkpacka pacTsopa He Go1ce HHTEHCHBHA, YeM MeHee 3TanoHa Ys
oxpacka Jtanona Ys
pH Or5,2 1058 5.4
MexaHu4YeCKHE BRAKYCHAR:
Buaumble MexaHHuecKHe BHAHMBIE MEXaHHYECKHE BITIOYEHNS J0MKHE Cootsetcrayer
BKITIOYEHHR OTCYTCTBOBATD
YacTuus 2 10 Mxm He Gonee 6000 vacTuw/praxou 52 yacTHusl dnaxon
Yactuust 2 25 Mmxm He Gonee 600 wacTHIY/ pakon 2 yacTHuY driakoH
Yncrora
Buicokoaddexrinnan Pacnpenenenue 3apana:
HOHOOOMEHHAR Kucnotnsie sapuanTui: He Gonee 13,9 % 7.8 %
Xpomartorpadna Kucnothuiit ITrx 1: we Gonee 9,1 % 6.3 %
«IIpenrnasrmiiy mak: ve Gonee 5,0 % 2,0%
naeubifl mak: ve menee 53,0 % 598 %
Ocnopupifi ITnk 1: ne 6onee 10,0 % 8,1%
Ocuosnumiif Ink 2: ne 6onee 11,5 % 10,2 %
OcHoBHbIEe BapranTh: He Gonee 8,6 % 58%
Buicoxoaddexripnan Mononmep IgG: ne menee 97,7 % 99,9 %
IKCKILIO3HOHAAS
xXpoMmarorpadus
KanwinapHetit anektpogopes ¢ Hepenyunposanrsiit 1gG (rnasusit 1gG): 99.0 %
HJIC (8 nepenyumnpyiomux He MeHee 97,1 %
YCIIOBHSIX)
Kanuuispriii snextpodopes ¢ | Peayunposanruii IgG (Taxensie i nerkue LENK); 97.8%
HJIC (B penyumpyiomnx He menee 96,2 %
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Hanmenosauue nokalaTeneil
kavecrsa no HJ

TpeGosanun x kauecrsy mo HJ

Pe3yauTaTsl anaausa

YCI08HAX)
PoacrBennne npumecu
Xpomarorpadus ¢
THAPogoGHBIM
B3aHMOJCICTBHEM

BricokoxppexTHBHAR
IKCKIOMOHHAR

Xpowmarorpatus
Hasnekxaembidi o6bem

Baxrepuaanniie
IHAOTORCHHbI

AHOMANLHER TIKCHYHOCTDL
CrepumHocTh

Coaepxanue Genka
Y- cniextpopoTOoMETpHA

Monncopbar-80
BIKX

Crneungnueckas aKTHBHOCTD
HOA

YnaxoBKa

Mapxuposka

TponykThi OKHCACHHSA;
IMpeasaprTensHbid nux 1+2: ue Gonee 10,7 %o
lMpeapapurencheti nuk 3: ve Gonee 0,5 %
PoncrserHble coenntenns/ mpUMecH:
BrICOKOMOEKYANPHBIE COCAHHEHHA:

He 6onee 2,3 %
Hu3koMoneKyNApHRIE COEIHHEHHUS:

He Gonee 0.5 %

He mexee HomuHanbHoro (4,0 mu/dguakon)

He Gonee 0,15 E9/mr

JlomxeH GbITh HE TOKCHUHBIM

HomkeH BbiTh CTEPHIBHBIM

Ot 22,5 no 27,5 mr/mMn

070,10 ao 0,25 Mr/mMn

Ot 80 % a0 130 % OT aKTHBHOCTH CTAHAAPTHOIO
obpasua nembponusymaba

[To 4,0 ma npenaparta so ¢makoH K3 GecuseTHOrO
crekia tina | (Esp. ®apm., ®apm. CIIA)
ykynopenuuiit npoGkoft wu3  xnopSyTHnosoro
Kay4yxa, o0marsif ATIOMHHHEBBIM KONMAYKOM H
JAUIHWEHHBI MNACTHKOBOR KpbiwKoi.

[To | duakoHy B KApTOHHOM MOIOHE BMECTE C
HHcTpykudet no npuMeHeHHI0 B KapTOHHOH
nayke. C UEBI0 KOHTPOA NEPBOro BCKPLITHA Ha
KapTOHHYI0 NAYKy HAKICHBAIOT CAMOKNEALLHECA
CTHKEpHI.

Ha nepanynolt ynakoske (3THKeTKE (rakoHa) HA
PYCCKOM  A3bIKE  YKashiBAIOT:  TOprosoe
HaHMEHOBAHHE MPENAPATa C NpEAYNpPEAHTENBHON
mapknporkofi ®, MHH, nexapcrachuyio dopmy,
no3upoBxy  (Mr/mn), cnocof NpHAMEHCHWA,
npeaynpeaHTe/ibHble HANMMCH: «Tlepen
MpHMEHEHHEM O3HAKOMbTECH ¢ mNpHaaraemod
HHCTpYKLHeH», «CTepHIbHOY; YCNOBHA
XpaHenus; obbvem npenapara (B M) B | dnakoke,
norotan Gupmel MSD (rpaduyeckuil cHMBON H
ab0pesnaTypa HA NATHHHMILE), HOMEpP CEPUM, AATY
MPOW3BOJICTBA, JIATY OKOHMAHHA CPOKA TOAHOCTH
(«I'onew  mo:»),  BHyTpeHHHil(e)  koa(sl)
YNaKoBouHOro  komnouewra, Ha  yTuxerxy
HAHECEHB! 3HAKH, JAUHILAIONHE OT MOANENOK,
KOTOpbie MOXHO MPOBEPUTH IPH HCMOIB3IOBAHMH
crieLHanbHOro 000opyAoBaHHA,

Ha xapronnofi nayke Ha pycckoM A3biKe
YKAJBIBAKOT. TOProsoe HaHMEHOBaHHWE Npenapara
¢ npenynpenHTenbHOi MapkhpoBkoit ®, MHH,
nexapcTsentylo  ¢opmy, no3npoeky (mMr/mn),
cnoco0 NpUMEHEHHA, KOJHYECTBO (UIAKOHOB B
ynakoBke ¥ o0bem mpenapata (8 Ma) B |
(naxoue, coctaB npenapata Ha | uaxoH,
NpeAyNpenHTCIbHbIC  HANNHCH: «XPpaHHTh B

4,6 %
Menee 0,2 %

0.1 %

Memee 0,1 %

4,1 Mn

Menee 0,15 ED/mr

HeTtoxcHY Hul i

Crepunbal it

25,4 mMr/Mn

0,16 Mr/mn

101 %

[lo 40 mn openapata Bo QnakoHe U3
GecupetHoro crexna tuna I (Esp. ®apm.,
@apm. CLIA) ykynopewnom npoGkoli u3

x10p6yTHI0BOTO KayJyka, obxaTom
MOMHHHEBLIM KOJNAYKOM H 3IALIMUIEHHOM
MTACTHKOBOM KpBIIKO#H,

Mo | gnakoHy B KAPTOHHOM NMOAJIOHE BMECTE
C HHCTPYKLHEH MO NPHMEHEHHIO B KapTOHHOH
nayke. C LeALI0 KOHTPONA NEPBOTO BCKPBITHA
HA KAPTOHHYIO nauky HakneeHnl
CaMOK/IEALIHECR CTHKEPE,

Ha nepsivinolt ynakoske (3TuxeTka naxoHa)
HA pycCKOM A3bIKE YKA3aHO! TOPropoe
HaHMEHOBaHHE npenapara c
mpeAynpeauTe/isHol Mapkupoekol ®, MHH,
nekapcTBeHHan Qopma, [03MpOBKE (Mr/wmi),
cnocol NpHMEHEHHA, NpeXynpeIHTeNbHbIe
HANNTHCH: «ITepen npHMeEHEHHEM
O3HAKOMbTECH ¢ MpHiaraeMod HECTPYXuHeiin,
«CTepHABHO»; YCIOBHA XpaHeuus; o0bem
npemapata (B mi1) B | dunakone, norotHn
Gupmpt - MSD  (rpapuueckuit  cumson u
abGpeBnaTypa Ha NATHHULE), HOMEP CEpPHH,
Jara [POW3BOACTBA, AATA OKOHYAHHA CpOKa
ropsocTH («CoseH mo:»), BHYTPEHHHE KOIbI
ynakoBOYHONO KOMMOHeHTa. Ha 3THKeTKy
HAHECEHbI 3HAKH, JALMILAIOLIKE OT NOJAENOK,

KOTOpbIe MOXHO NpOBEPUTH npu
HCMOIL30BAHHH CHELMATBHOI0
obopynoBaHHs.

Ha xapToHHOR naiyke Ha pycckoM a3bike
YKa3aHO: TOProBO¢ HAMMCHOBAHHE Npenapata
¢ TpeXynpeaMTeNbHOH MApKHpoBkoH ®,
MHH, nekapcTeennas ¢opma, 103MpOBKa
(mr/mn), cnocol NpHMEHEHHA, KOIMMECTBO
(raxoHOB B ynaxoBke W ofnem npenapata (B
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HSIIMBIIOBNIHC noxkalareseh
kavecrsa no HA

TpeGosannn & kauectsy no HJI

PeayanTaTsl awsansa

HEA0CTYNHOM  JUia  neted  mecten, «[lepen
NPHMEHCHHEM O3HAKOMBTECH C ppHnaraemoft
uHeTpyKuMeh», «CrepanbHo», «Toneko ans
O@HOpaszoBOro BBeieHma», «He wHenonssopats
OCTaBLIAMCA  pacTBOp A1 DOBTOPHOTO
BBCACHHA),  YCIOBWA  XPAHEHMS,  YCNOBHA
oTnycka, Jorotun pupmsl MSD (rpaduueckut
CHMBOJI 1 aG0pesHaTypa Ha J1aTHHWIIE), HAIBAHMHE
W CTpaHy TPOM3IBOAMTENN, HA3BaHHe, anpec,
Tenedon/akc  komnasuW-ynakoswHka (AO
«OPTAT»); HasBaHMe M CTPaHy IOPHAHYECKOro
nuua, Ha M KOTOPOro BHIAHO
PCTHCTPALIHOHHOE  YAOCTOBEPEHHE,  HOMEp
PETHCTPALIMONKONO  yNOCTOBEPEHHA,  HOMEp
CEPHH™, NATY NPOUIBOACTBA, JATY OKOHYAHHA
Cpoka ropHoctH («logeH 10»), umpHx-kon,
BHyTpenHul(e) xon(s1) YNAKOBOYHOTO
KOMNOHeHTa. Ha KapTOHHYI0 Navky HaHeceHs!
3HAKH, 3AUHMAOMHE OT MOANENOK, KOTOpbIE
MOXHO  NPOBEPHTE  NPH  HCTIONL3OBAHHMH
CTIeLHANILHOrO 000PYNOBAHMA.

*IIpy OpMHPOBaHMM HOMEPA CEPHH IOTOBOTO
NMPOAYKTa X HOMEPY CEPHUH, INPHCBOEHHOMY
npouykty «in bulk» u yxasaHHOMY Ha nepBuaHOH
YNaKoBKe, MOryT N0GaBNATECA CHMBONK (GyxBbl
WIH UM(PBI), NPHCBOCHHBIE yNakoBmHKoM (AO
«OPTAT»). Taxum ofpasom, HoMep CEpHH,
YKa3laHHBIH HAa BTOPHYHOM YMakoBke, MOMeT
GbiTh Ha HECKONbKO CHMBOMNOB MLTHHHee HOMeEpa
CEPHH, YKa3aHHOr0 Ha NepBHIHOH ynakoske.
Ipumeuanne: aonomuuTeNsHo Ha BTOpHYHYIO
YNakoBKY  MOIYT  HAHOCHTBCH  CpencTBa
HOCHTHOHKALMY  CHCTEMB MOHMTOPHHIA
ABHXEHHSA IEKaPCTREHHBIX MPENaparos.
Mecropacnionomene 1 dopmar  cpeacrs
HIEHTH(OHKALHHA MOXeT MEHATHCA B
38BHCHMOCTH or TEXHONOrMYECKHX
ocobelHocTed NTPON3BOACTES.

Ma) B | ¢nakone, cocTam npemapara Ha |
(naxoW,  npesymMpeaHTENbHble  HAZTHCH:
«XpaHHTh B HEAOCTYNHOM INx AeTell MecTen,
«llepea  npuMeneHweM  O3HaKOMSTECH
nprnaracMolt MHCTpYKuKe», «CrepriibHOR,
«Tonbko ons oaHopasoBoro eeepcwisy, «He
HCnone30BaTh ocTaswHACA  paceiop A
TIOBTOPHOTO BBEACHHAY, YC/TOBHA IDAHEHMS,
YCIOBHA OTycka; Jorotdn ¢upue MSD
(rpaduueckull cumson u aGGpesmrypa Ha
AaTHHHUE), HalBaHHe " CTpaHa
NPOH3BOAHTENN; HaiBaHHe, anpec,
Teneon/dakc komnawuu-ynaxosumka (AO
«OPTAT»): HA3IBAHHE H cTpana
IOPHIHYECKOTO JIHUA, HA MMA  KOTOPOro
BHIZIAHO PEerHCTPALHOHHOE Y/OCTOREPEHHE,
HOMCP  PETHCTPAUHMOHHOIO  YAOCTOBEPEHHA,
HOMED CEPMH, [aTa NPOW3BOACTHA, JATA
OKOHYBHHS Cpoka rogHocTH («[ozen npow),
WITPHX-KOA, BHYTPEHHHE KOALI YINaKoBOUHOTO
KOMIOHeHTa. Ha kapToHHYIO Nauxy kaneceHsl
JHAKH, 33lHINAKIWME OT noaAenoK, KOTophle
MOXKHO TMpOBEPHTL NPH  WMCIOMIOBIHHK
crielHansHoro obopyaosanus.
JIONONHHTENBHO HA BTOPHYHYIO YNAKOBKY
HAHECEHR! CPEACTBA MAEHTHDHKALIHH CHCTEMb
MOHHMTOPWUHIA  HBHKEHHE  NEXapCTBEHHLIX
npenaparos,

XpaHeHnne

B zawmmmuenHoM or cBera Mecre npH
Temneparype ot 2 no 8°C. He samopaxueate. He
BCTPAXHBATE,

CooTsercrsyer

Cpok roanocTu

2 ropa

Tonex no: 06.08.2023

25 mr/ma (paaxon) 4,0 ma
Poccus,

HaganbHuK oTaena KOHTPOJIS Ka9eCTBA

3axmouenue: Ipenapar Kurpyaa® KOHUECHTPAT /I8 NPHIOTOB/IEHHS PACTBOPA Aas HHY3Hi

X 1 (mauka kapronuas) cepas 0001478957, ynaxopaunniii AO «OPTAT»,

cooTBercTBYeT Tpebonanuam HJI JITT-003972-050221

I'ynosa E.A.

KOIIMf BEPHA

A7 e, 22t L 0’/’ .
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AKUMOHEPHOE OBLLECTBO

ORIAT @
o%'rb}

157092, KOCTPOMCKAR OBNACTS,
CYCAHUHCKIAN PAROH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

Tenedow: (4942) 650805
Ten/gaxc. (4942) 650-840
E-mail: Pharm@oral ru
woww. rpharm.com

P04AIM-CL1-02000-57-02

PA3PELUEHHME HA BBIMTYCK CEPHH Na 0264-2022

Toprosoe HauMeHOBalHHe, NeKapcTBEHHAs GopMa, Kutpyna® koHueHTpar
LO3HPOBKA, hopma BhIMyCKa ANA NPHTOTOBNEHHA PacTBOpa ANA HHYIUH
25 mr/mn (pnakon) 4,0 mn x 1 (nauxa KapTOHHAaN)
MHH, unu rpynniposouHoe, unn XHMH4eckoe IMem6ponuzymab
Homep cepun 0001478957
Pasmep cepun 9922 ynaxoBok
Jlata npou3soscTea 06.08.2021
Tonen no 06.08.2023
HaumeHosanKe npoussoauTens, cTpana MCJI Hureprawin M'm6X, Toprytowas kax MCJ]
HUpnanaus (Kapnoy), Mpnanaus
Ynakosiuwuk/Beimyckaioummii KOHTPONb KayecTsa, AO «OPTAT®», Poccus
CTpaHa
Howmep 1 nara peructpaumontoro yaocrosepenns JIT1-003972 ot 18.11.2016
(mara samensi 09.11.2021)
Haumenosanue nepxarens pernctpaunontoro 000 «MCJT ®apmacsiotuxancy, Poccus
YAOCTOBEPEHHA, CTpaHa
Homep HopmaTueHolt nokymenTaumu JII1-003972-050221

Hactoswnm noartsepxkaalo, yto paxuas CEpHUA  NPOAYKUMH  MPOH3BENEHA M NpoBepeHa B
COOTBETCTBHH C TPeGOBAHHIMM PErHCTPALIMOHHOMO JOCHE, TpeGosanuamu Ilpasun Hamnexaweit
NpOH3BOACTBEHHON npakTuku (GMP), nuueH3ueli Ha npoussoacTeo JIEeKAPCTBEHHBIX CPEACTB, & TAK Ke
HHBIMH TPEOOBAHHAMH, YCTAHOBNEHHBIMH HOPMATHBHBIMH npasoBbiMH aktaMH Poccuiickoit ®enepauun u
Espasuiickoro akoHOMH4ECKOro coio3a, nepea ee BhIITYCKOM.

3anKMcH NO NPOH3BOACTBY M KOHTPOMIO KAYECTBA NAHHON CEpHH roToBOH NPOAYKLUHH MNPOBEPEHBI W
YCTaHOBNCHO cooTBeTCTBHE Tpebosanuam [lpasin nawnexalell nponssoactaeHHok npaktHkH (GMP).

Ynonnomouennoe anuo: 3natoyctosekuii 1O, 27 (Ol L e~ 2T1.06.2022 1.

NoANKch /

INpnkas Munsapasa Poceun 06 atrectaunn YnonHomoueHHoro auua Ne 399 ot 23.04.2021 r.

KOITK S BEPH
Ay 06 A0AL. -
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HGEAEPAABHASR CAYXEA N0 HAA30PY

B OREPE 2APARBOOXPAHEHNA

«CBefeHunA 0 BBOJE B rPaxaaHCKuil 060poT B POCCUIACKOM Degepaynm neKapcTBEHHLIX
CpeacTB NO COCTOAHMIO Ha 26.06.2022 10:54»

Oprasusauns,

uiakons (1), naukmn
Kaproinsic/ ~

Hpaauana (Kapnoy), Hpaanama
(¥ nakoaupk/dacorumk (B nepHuHyO
YaKoaKy))

Jlara suecenns s Tpowssourens : Hosmep Howmep, nata
AHC .B“tn.t__”“”._:a (BLINYCKAMOWHA Crpana Crenenna o CTAMMAX NPoH3BOACTRA ::Mn““nﬁ sy a...:u”ﬂn:u cepun, paspemeHHs
Pocaapassamopa ) KOHTPOASL) Aok F m NapTHH ua HIII
Axuuoneproe obuectso "OPTAT" (AO
K . "OPTAT"). Pocews (Y nakosummi/daconuis
HTpY aa®: ‘makoska)): MCIL
L {BTOpHUYKAR/TPETHYHAR YIIAKOBKA)):
npHror ! it AKUHOHCPHOE Hutepiouma MvOX. Topryowman kak MCI
" 5% ) ) obmecTso . Hpaanms (Kapaoy). Hpranaus T .
21.06.2022 mwﬁ“”ﬂ_ %quwmvw_ﬂn *OPTAT" (AO Poccus (Tposcmommrexs (roTosoRt JI®)); MCA JIN-003972-050221 AO "OPTAT" 0001478957
i ’ ” "OPTAT") Hutepuouma IMOX, Topryouas kak MCI1




