®02COI-KO-07000-39-07

AOQ «OPTAT»
Oraes KOHTPOJA KaYecTBa
JIMNeH3Ms HA OCYIIECTRICHHE IPOU3BOICTRA JICKAPCTBCHHBIX cpejieTe Ne JI012-00102-77/00006754 ot 30.05.2022
157092, Kocrpomckas 06:1., CycaHuuckuit paiton, c. Cepeproe, mkp. Xaputonoso, 8 (4942) 650-805

[Macnopt Nel56 or 24.04.2023

Kurpyaa® KOHUEHTPAT U1 NPUrOTOBJICHHUS PACTBOPA /1S HHpY3mii
25 mr/mu (daaxon) 4,0 miu x 1 (nauka kapronnas)

Vnakosano: AQ «OPTAT», Pocens Howmep cepuu: 0001629061 Jara ynakosku: 08.04.2023
Konuuectso yrniakoBok: 24 916 Jlara npomsBoactea: 18.12.2022  Tozen mo: 18.12.2024
Ipouzeeaero: MCJL Hurepmsurma I'vm6X, Topryromas kak MCJL Hpaanaus (Kapaoy), Hpaanaus
Cepns npouzeoautens: 0001629061

HJ1 JITT-003972-050221, u3m, Nel-2

PV JI1-003972 ot 18.11.2016 (3ara 3amenn: 09.11.2021)

Haumenosanue
nokasareneit Kayecrsa no TpeGosauun Kk kausectsy mo HJ{ PesynbTaThl ananusa
HA
Onucanue: [Mpo3payssiit wnK onanecUHpyOmui oT ITpo3pauHslii cBeTIO-KeNTHIN pacTBOp
OecLBETHOTO [0 CBETJIO-KETOTO [BETa pacTBop
HoanuHHOCTH
- nembpoaniymab
Cneyudgpuveckan JomxeH NposBIATE AKTHBHOCTh CootsercTByeT
AKMUBHOCMb
HODA
Pacnpedenenue 3apaoa JlomKeH COOTBETCTBOBAThL CTAHAAPTY CoOTBeTCTRYET CTAHIAPTY
Bricokoa(ipexrrBHas
HOHOOOMeHHas
XpomoTorpadus
Tlpo3padHocTs CreneHs OnanecueHUMn pacTBOpa
MeHee dTanona IV Menee yranona IV
LiseTHoCTH Oxpacka pactsopa He Dollee HHTEHCHBHA, 4eM
OKpacka 3tanona Ys MeHee ITanoHa Ys
pH or5,2105,8 5,5
Mexannueckue
BKJIIOYEHHST:
Buaumeie Mexauuueckue | BHIAMBIE MEXaHUUECKHE BKITIOYECHUA HOKHBI OrcyTeTByIOT
BKJII0YEHAS OTCYTCTBOBaTh
Yacruisl = 10 Mkm He 6onee 6000 gacThiv/hnakon 272 vacThusl/ (1akoH
Yactuue! 2 25 MEM e 6onee 600 gacTun/dgrakon 23 vactHisl/ dnakoH
Yucrora
BricokodpdexTunnas Pacnipenenenue 3apana:
HOHOOOMEeHHas Kucnorueie BapranTsl: He Gonee 13,9 % 8.9%
xpomatorpadus Kucnorusiii [1vk 1: ve Gonee 9,1 % 7.3 %
«IpenrnasHeiit» nuk: He 6onee 5,0 % 1.4 %
I'naBHbiil MUK: He menee 53,0 % 61,3 %
OcHopubl# ITuk 1: e Gonee 10,0 % 6.6 %
Ocnosusiii [Tuk 2: He Gonee 11,5 % 8,9 %
OcHOBHBIE BAPHAHTHL: He Gonee 8,6 % 5,6 %
BeicokoaqdexTrBnas
IKCKIIIOIHOHHASA Monowmep IgG: He menee 97,7 % 99.8 %
xpomartorpagus
Kanunnsapueiit Hepenyuuposanustii [gG (rnasusiii [gG): 99,1 %
snextpotopes ¢ HIC (B ne menee 97,1 %
HepelyIHPYIOLIAX
YCIOBHAX)
KanunnspHeri Penyunposanusiit 1gG (Tsaensie u nerkue 97,8%
astektpodopes ¢ HIIC (B UEemnH):
PeayLHpPYIOIINX YCJIOBHAX) He meree 96,2 %
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HaumenoBanue
nokasareieii Kayecrsa no

HI

Tpebosauua k kauecrsy no HJ

PesyabTaThl ananuza

Poacreennbie npumecH
Xpomarorpapus ¢
ruapodobHbIM
B3aHMOIEHCTBHEM
Bricokoaddexrusras
IKCKIHO3HOHHAA
xpomarorpapus

Ussnexaembiii 06bem
BakrepuanbHbie
IHAOTOKCHHBI
AHOMAIbHAS
TOKCHYHOCTL
CTrepHabHOCTD
Copepxanue Geqaxa
Y®- cnexrpodoTomeTpus
IToancopbar-80
BOXX
Crneunduyeckas
AKTHBHOCTH
HODA
¥nakoBka

MapkupoBka

IponoykTel OKHCIEHHA:
IpensapurensHsiii nuk 1+2: He Gonee 10,7 %
Tpensapurenssit nuk 3: He bosee 0,5 %
PozncTeeHHbIE cOoeIMHEHMA/ IPUMECH:
BriCOKOMOIEKYISPHbIE COCTHHEHHA:
ne Gonee 2,3 %
HuskomonekynsapHbie COeTHHEHMS:

He Gonee 0,5 %

He menee HomuuansHoro (4,0 mi/drakon)
He 6onee 0,15 ED/Mr

JomkeH ObITh HE TOKCHYHBIM
JomkeH ObITh CTEPHIBHBIM
Ot 22,5 mo 27,5 mr/ma

Ot 0,10 go 0,25 mr/mn
Ot 80 % o 130 % oT aKTHBHOCTH CTaAHAAPTHOIO
obpasua nembpomsymaba

Mo 4,0 w1 npenapara B0 (QUakoH M3
GecusetHoro crexna tuna I (Esp. ®apm., Oapm.
CIIA, fn. dapMm.) ykynopeHHb# mpoOkoil u3
xnopGyTunoBoro uin GpoMByTHIOBOTO KaydyKa,
obxarsiil  alIOMHHHEBBIM  KOANAYKOM M
3aMUINEHHBI It MIACTHKOBOH KPBIILKO#.

ITo 1 dnakoHy B KAPTOHHOM MOMNOHE BMECTE C
MHCTpYKLIHell NO NpPUMEHEHWI0 B KapTOHHOM
na4ke. C 1ebI0 KOHTPOJIS NePBOro BCKPBITHA HA
KapTOHHYIO NMAYKy HAKIEHBAIOT CaMOKIeAlMecs
CTUKEPBIL.

Ha nepsuuHO# ynakoBke (3THKETKa (plakoHa) HA
PYCCKOM  #i3blKeé  YKa3blBalOT:  TOProBOE
HAaHMEHOBaHHE npenapara c
npeayrnpeauTensHoit Mapkuposkoli ®, MHH,
JIEKapCTBEHHYI0 (opMy, AO3HPOBKY (Mr/mn),
cnocof  npUMEHeHWs,  OpeayNPENHTENbHbIE
Hagnucn: «Tlepefl MpUMEHEHHEM 03HAKOMBTECH
¢ mpuiaraeMoi HMHCTpYKuHeiD, «CTepHIbHOY;
yCNOBHs XpaHeHus; o6bem nipenaparta (B M) B 1
¢naxone, norotun pupmst MSD (rpaduueckuit
cuMBon 1 aGOpeBHaTypa HA NaTHHHLE), HOMEp
cepuu, JaTy [POM3BOACTBA, JaTy OKOHYaHHA
cpoka ropHoctu («[ofieH 10:»), BHyTpeHHHH(E)
Koa(sl)  ynakoBoyHoro  komnoHeHTta, Ha
JTHKETKY HAHECeHbl 3HAKH, 3aIUMIMAIOMHE OT
MOJJENOK, KOTOpbi€ MOXHO MPOBEPHTh @PH
MCTIONE30BAHMH CIELMANLHOT0 000PYI0BAHMA.
Ha kaproHHOW Tmayke Ha PYCCKOM  si3bIKe
YKa3blBAIOT: TOPrOBOE HAHMEHOBAHKE MpENapaTa
¢ mpenynpelHTeNbHOH MapkHpoBKoi ®, MHH,
NeKapcTBeHHYI0 (opMy, AO3MPOBKY (MI/MiI),
cnocol nmpUMeHeHHsA, KonuuecTBO (IIAKOHOB B
ynakopke H o0beM mnpemapara (B mi) B 1
¢dnakone, cocras npemapata Ha 1 ¢nakos,
npeAynpennTe/ibHble Haanucu: «XpaHuTh B
HexocTynHoM ans  aereit  mecte», «llepen
MPUMEHEHHeM O3HAKOMbTECh C NpHIaraeMoi

5,9%
Mesnee 0,2 %

0,2 %

Menee 0,1 %
4.0 mn
Memnee 0,15 EQ/mr

Heroxcnunstit
Crepunsasiit
24,9 mMr/mn

0,20 mr/mn
102 %

Ilo 4,0 mn npenapara BO (uakoHe M3
GecusetHoro crekna tama [ (Esp. ®@apm.,
®apm. CILIA, Sin. ®apM.) yKynopeHHOM
npobxoif M3 xnopOyTHAOBOTO Kaydyka,
00KaToOM AMOMHHUEBBIM KONMAYKOM M
3ALHIIEHHOM IUIACTHKOBOH KPBIIKOH,
Ilo 1 ¢nakoHy B KapTOHHOM I0AZI0HE
BMECTE C HHCTPYKLMEH MO MPUMEHESHHIO B
kaproHHOi mnauke. C LENBIO KOHTpOJA
NIEPBOTO BCKPBITHA HA KAPTOHHYIO NAYKY
HaKJIeeHbl CAMOKJIEAIMHECH CTHKEPHL.

Ha nepBWdHOH ymakoeke (3THKETKa
(nakoHa) Ha PYCCKOM #3bIKE YKa3aHO:
TOpProBO€ HAMMEHOBaHHE Npenapara ¢
npeaynpeauTenbHOH  MapkHpoBkod ®,
MHH, nexapcrsennas gopma, J03HPOBKA
(mr/mm), cnocob TPUMEHEHHS,
npexynpenuTensusie Hagmucu: «llepen
NpUMEHEHHEM 03HAKOMBTECH c
npunaraeMoi HHCTPYKLMEH»,
«CrepunbHOY; YCIOBHA XpaHeHHus; oGbem
npenaparta (B M) B 1 dnakone, norotTan
tupmei MSD (rpadmueckuii cuMBon H
ab6peBnaTypa Ha JNaTHHHLE), HOMEp
CepHW, JaTa  NPOM3BOACTEA,  Jara
okoHuaHusA cpoka roaHoctH («[omen
I0:»), BHYTpeHHHE KObl YNAKOBOYHOTO
KoMmnoHeHTa. Ha JTHKeTKY HaHeceHsl

3HAKH, 3alHIAOMHE OT NOMACIOK,
KOTOphIE  MOXHO  [pPOBEPUTh  TIPH
KCTIONB3OBAHMM CIEUMANBHOTO
obopynoBaHus.

Ha xaproHHO}i nadyke Ha pYCCKOM f3biKe
YKa3aHo: TOProsoe HaWMeHOBaHHE
npenapara c npenynpeavTeIbHOH

MapkupoBkoit ®, MHH, nexapcTBeHHas
tdopma, nosmpoBka (Mr/mi), cnocob
NpHMEHEHHA, KONMYECTBO (IaKOHOB B
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HaumeHoBaHHe
nokasareseit Kayecrsa no

HT

Tpebosauus Kk Kadyectsy no HJL

PesyabraTel anannia

«CrepmibHo», «Tonbko A4
«He wucnoms3oBaTth

HHCTPYKLHEHN,
O/THOPA30BOr0 BBCIACHHAY,
ocTaBumIAiicAs  pacTBOp Ui TOBTOPHOrO
BBEJIEHHA»; YCJOBMA  XPaHEHMs,  YCIIOBHS
ornycka; jorotuan ¢upmel MSD (rpadmueckuit
cumBon W aOOpepuwarypa uwa  JATHHWLE),
Ha3BaHWE W CTPaHy MPOM3BOAMTENS; HA3BAHHE,
ampec, tenedon/(hakc KOMMAHHH-YNAKOBIIHKA
(AO «OPTAT»); Ha3sBaume W  CTpaHy
IOPUAHYECKOTO JIMLA, HA MMA KOTOPOIO BbINAHO
pEerHCTpalIHOHHOE  YIAOCTOBEPEHWe,  HOMEp
PETHCTPALLAOHHOTO ~ YIOCTOBEPEHHA,  HOMED
cepun®, [aTy NpOW3BOACTBA, XaTy OKOHYAHHMA
cpoka rogsocts («l"omeH [0:»), IMTPUX-KOA,
BHyTpeHHuli(e) KoA(BI) YNaKoBOYHOTO
KoMmrnoneHTa, Ha KapTOHHYIO nauky HaHECEHbI
3HAKH, 3AMWMAIONHAE OT TOANeNOK, KOTOphIe
MOJKHO  TMPOBEPHTh  TNPH  HMCIONL30BAHHH
CHeHATEHOro 060py10BaHHs.

*Tlpu opMHPOBAHHH HOMEpPA CEPHH TOTOBOTO
NPOLYKTa K HOMEpY CEpHH, NPHCBOEHHOMY
npouykry «in  bulk» M ykazaHrOMy Ha
NepBHYHON  ymakoBke, MOryt nobaBiaTees
cumBonibl (OykBbl WIH UH(QPEHI), NPHCBOCHHBIE
ynakosukom  (AO  «OPTAT»).  Takum
ofpazom, HOMEp CepHH, yKa3aHHbLIK Ha
BTOPHYHO!  ynakoBke, Moxer ObiTh Ha
HECKOJIBKO CHMBOJIOB JUIMHHEE HOMEpa CepHH,
YKa3aHHOTO Ha MepBHYHOM ynaKkoBke.
[Ipumeuanne: TOMOJHUTENLHO HA BTOPHYHYIO
yNAKOBKY ~ MOTYyT  HAHOCHTBCA  CpENCTBa
HAeHTHUKALMH CHCTEMbI MOHUTOPHHIA
JBWKEHHA NEKapCTBEHHBIX NPenapartos.
Mecropacnonoxkenne #  (opmatr  CpeacTB
HAeHTHOUKAUAK MOXKET MEHSATBCS B
3aBHCHMOCTH oT TEXHOIOTHYECKHX
ocobeHHOCTEH TIPOM3BOACTBA.

ynakoBke W o0beM mpenapara (B M) B |
¢nakoHe, cocTas npenaparta Ha 1 ¢nakoH,
npeaynpeAuTelbHbIe HAMMHCH: « XPaHUTD
B HENOCTYNHOM JUIA JETe MecTey,
«Ilepen NpHMEHEHMEM O3HAKOMBTECH C
TipunaraeMoit WHCTPYKLWMeH,
«CrepunbHOY, «Toneko s
0IHOPA30BOI0 BBENICHHAY, «He
HCTIONIL30BATL OCTABLIMICS pacTBop s
NIOBTOPHOTO BBEJICHHAN; YCIOBHA
XpaHeHWs, YCJIOBHS OTMYCKA; JIOTOTHI
¢upmbi MSD (rpadmuecknii ciMBOI W
ab6peBuaTypa Ha JIaTHHMLE), HA3BAHUE M
CTpaHa NpOM3BOJUTENs; Ha3BaHKE, afpec,
Teneon/pakc  KOMNAHMH-YNAKOBIIMKA
(AO «OPTAT»); nHazBaHHe H CTpaHa
IOPHAMYECKOr0 JIMla, Ha MM KOTOPOro
BBIIAHO PErHCTPAlLMOHHOE
YIOCTOBEPEHHE, HOMep
PETHCTPALIHOHHOTO YAOCTOBEPEHHS,
HOMEp CepHH, Jiata NPOM3BOJCTBA, JaTa
okoH4aHusi cpoka rogroctH («onen
A0:»), IITPHX-KOJ, BHYTPEHHHE KObI
YNaKOBOYHOTO KOMITOHEHTA. Ha
KapTOHHYIO Ta4Ky HAHECEHbl 3HAKH,
3aIMILAIOINNE OT MOJMENOK, KOTOphle
MOKHO TIPOBEPHTH MPH HCMOAbL3OBAHWH
CrienHanbHOro 0b6opyloBaHHS.
JIOTONHUTENBHO Ha BTOPHYHYIO
YNAaKOBKY HAHECeHbI cpeacTsa
HIEHTH(GUKAIMA CUCTEMBI MOHHTODHHIA
JBWKEHHA NIEKAPCTBEHHBIX Mpenaparos.

Xpanenue

B zammmesHoM OT  CBeTa MecTe IIpH
Temneparype ot 2 no 3°C. He samopaxusarhb.
He BcTpsixuBath.

CooTBeTcTBYET

Cpoxk roaHocTi

2 roma

Ilonen mo: 18.12.2024

Jakmouenne: penapar Kurpyaa® konmenTpar ais NpUroToBjieHs pacrsopa aas aadysuii
25 mr/ma (paaxon) 4,0 ma x 1 (nauxa kapronnas) cepusi 0001629061, ynakopannusiii AO
«OPTAT», Poccus, coorsercrayer tpebosanusm HJI JITI-003972-050221, uzm. Nel-2

Haua/ ibHHK 0TAe/Ia KOHTPOJIS KAauecTBa I'ynosa E.A.
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