AKUMOHEPHOE OBUECTBO

ORITAT &R}
OPTAT b3

157092, KOCTPOMCKAS OBNACTb,
CYCAHWUHCKIA PAOH,
C.CEBEPHOE,

MKP-H XAPWUTOHOBO

Tanedon: (4942) 650-805
ren/cpanc, (4942) 650-840
E-mail: Pharm@ortat ru
www.rpharm.com

OO4AIM-CIT-02000-57-01

PA3PELLHEHHE HA BBIITYCK CEPHH Ne 0190-2022

Toprosoe HaumeHOBaHHe, NieKapcTBeHHan Gopma, Kutpyna® koHueHTpar
J03HPOBKa, hopMa BLITyCKA ZNIA NPUrOTORNEHUS PACTBOPA A MHGYIMii
25 mr/mn (dbnakon) 4,0 ma x 1 (nauka KapToHHas)
MHH, unu rpynnHpoBo4HOe, HIH XMMHYECKOE ITemGponuaymab
Homep cepuu 0001457111
Pasmep cepun 9918 ynmaxoBok
Jlara npoussoacTsa 04.08.2021
Tonew no 04.08.2023
Hanmenosaxue npoussoanTens, cTpaHa MC Hurepnawnn I'm6X, Topryrowmas xax MCJI
Hpnauaua (Kapnoy), Hpnanaus
VnakoBuk/Beinyckaioumii KOHTPONb KAYECTBa, AO «OPTAT», Poccusa
crpana
Homep 1 nata perHcTpaUHOHHOTO YAOCTOBEPEHHA JITT-003972 ot 18.11.2016
(mara 3amens 09.11.2021)
HanmeroBalHe aepxarens perucTpaLHoOHHOro 000 «MC]l ®apmacsiotukancy, Poccus
YAOCTOBEPEHHS, CTpaHa
Homep HOpMaTHBHOH AOKYMEHTALHH JII1-003972-050221

HacTtoawunm noaTsepxaaio, YTO [OaHHAR CEPHA  MPOAYKUMH TMpOM3BeleHa H NpoBEpeHa B
COOTBETCTBHM C TpeGOBAHMAMH perucTpauMoHHOro nocke, TpeGoBanuamu [lpukaza Munucrepcrea
NPOMBILNEHHOCTH H Toproaan P® ot 14 wiona 2013 r. N 916 «O6 yreepxaenun INpasun Hapnexaei
NPOM3IBOACTBEHHOM npakTHkH»(GMP), nuueH3nell Ha NPOMIBOACTBO NEKAPCTBEHHBIX CPEACTB, 8 TAKKE
HHBIMH TPeGOBAHWAMH, YCTAHOBJICHHbBIMH HOPMAaTHBHBIMHM NpaBOBbIMH akTamH Poccuiickoit denepaumm,
nepef ee BbITYCKOM.

3anucH No NPOM3BOACTBY M KOHTPONIO KAYECTBA JaHHOM CepMH roTOBOM NPOAYKUHH NpPOBEPEHBl M
YCTAHOBJIEHO cooTBeTCTBHE TpeGoBanuaM [TpaBun Haanexawel npoussoacTeenHol npaktikd (GMP).

YnonsomouenHoe nuuo: 3naroycrosckuit [HO. Lrlleldes 15042022 r.
NOANKE

IMpukas Munaapasa Poccuu 06 atrecTauun YnonHomouenHoro nuua Ne 399 ot 23.04.2021 r.
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@02COI1-K0-07000-39-06
AO «OPTAT»
Oraen xouTposn Kayecrsa
Jluer3ua Ha OCYILIECTBACHHE MPOHIBOACTBA ACKADCTREHHLIX cpencts Ne 00058-JIC ot 18.02.2022
157092, Koctpomckas o6n., Cycanurcknit paiton, c. Cesepuoe, Mxp-H. XapuTonoso, Ten.(4942) 650-806

IMacnopt N: 226 ot 08.04.2022

Kurpyna® xonuentpar ana UPATOTOR/ICHHA PACTBOPA N4 WHPYIMiE
25 mr/ma ($aakon) 4,0 ma x 1 (mauxa KAPTOHHAN)

YnakosaHo: AO «OPTAT», Poccus Homep cepun: 0001457111 Hara ynakosku: 23.03.2022
Kosnuectso ynakosok: 9 918 Hara npoussoncrea: 04.08.2021 lonen no: 04.08.2023
[Ipoussenexo: MCJl Harepromua Im6X, Toprylomas kak MCJl Mpaanans (Kapnoy), Hpranaas
Cepns npouasoaurens: 0001457111

HI JII-003972-050221

PY JIII-003972 ot 18.11.2016 (1ara 3amenn 09.11.2021)

HIC (B peayumpyiomux

He MeHee 96,2 %o

H'""::?‘::::: ::n}?ﬁmm Tpefiosanna k KawecTBy no HJ PesynsTaTul ananwia
Onwxeauue: [lpo3paunbiii wiu onaecunpysommt ot Tpo3paunmit Gecusernui pactsop
GeCLUBCTHOrO 10 CBETAO-KENTOrO LBETA pactBop
NoasmnHocTs
- nemGponuaymab
Cneyugpuvecxan axmusnocms JOmKeH NpoSBAATS AKTHBHOCTL CoorsercTsyer
HOA
Pacnpederenue 3apada HomkeH cooTseTcTBOBATD CTAHAAPTY Cootserctayer craunapty
Baicokoaddexrunas
HoHooOMeHHas
XpoMoTorpagpus
Mpo3pausocrs Crenens onanecuenwuy pacrsopa MeHee stanons [V
MeHee JTanona [V
LseTHocTb Oxpacka pacrsopa ke Gonee HHTeNCHBHR, Yem MeHee ITanowa Ys
okpacka yranora Ys
pH Or52005.8 5.6
MexaHu4uecKkne BIUTIOUEHHA:
Buanmble MexannyeckHe BuiluMBle MEXaHHIECKME BITIONEHHS AOKHE Cootsercrayer
BRIOYCHHY OTCYTCTBOBATb
YacTHuw > 10 MkM He Gonee 6000 vacruw/dnakon 53 yacTvun/ duiakon
Hacruust > 28 Mem He Ganee 600 vacTHw/dnaxon | yactuua/ pnaxon
Yucrora
Buicokoapdexruran Pacnpenenenue sapana:
HoHOOOMEHHan KucnorHeie sapuauTul: ve Gonee 13,9 % 9,3 %
Xpomarorpagus Kucnothutt Iax 1: ne Gonee 9,1 % 6.9 %
«IpearnaBustti» nux: ue Gonee 5,0 % 2,0%
Cnasusifi nux; ve mence 53,0 % 60,2 %
Ocrosubi i [Tuk 1: ue 6onee 10,0 % 74 %
OcHoruntil [Thx 2: ne Gonee 11,5 % 9.0%
OcHoswule BapuanTs: He Gonee 8,6 % 52%
Beicokoxpdertunnan Mouomep 1gG: ne mexee 97,7 % 99.8 %
IKCKTIOIHOHHAR
xpomarorpadus
Kanunnapusiil anexrpogopes ¢ Hepexyunposauneiii IgG (rnasHui 1gG): 98,6 %
HJC (B Hepeayunpyiomux He MeHee 97,1 %
YC/IOBUAX)
Kanunnapusifi anextpodopes ¢ Penyusposannbiit IgG (Twxensie u nerkue Lenu): 97.4 %
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Haumenosanie nokaaveneit
wkayecrsa no HIL

TpeGosarun k xauectsy no HJ

PelyanTaThi ananxsa

YCNOBHAX)
Poacreeisie npumecu
Xpomarorpadus ¢
ruApodod HEIM
B3aUMOACACTBHEM
BricokoxpgexTuBHAR
IKCKITIOIMOH HAR

xpomarorpacus
Wasnexaemuil ofbem

BakTepuaibHbIE
IHAOTORCHHBI

AHOMA/ILHAA TIKCHYHOCTD
CTepuBHOCTL

Conepxanne 6enka
Y®- cniextpopoToMETPHA

Mosucopbar-80
BIKX

Cieunpuueckis AKTHBHOCTD
HOA

Ynaxoska

Mapxaposka

[MpoaykThl OKHCNEHHA:
MNpemsapurensHnlf nuk 1+2: ve Gonee 10,7 %
IMpensapurensibid nuk 3: ve Gonee 0.5 %
PoacTBEHHBIE COCIMHEHWA/ PHMECH!
BeicokoMonexynspHbie COeAMHEHWA:

He Gonee 2,3 %
HuakomonexynapHnie COeIHHEHHA:

He Gonee 0,5 %

He menee HoMuHansHoro (4,0 MI/drakoH)

He 6onee 0,15 E3/Mr

JlonxeH GuITe He TOKCHUHEIM

JomxeH BbITy CTEPHABHEIM

Ot 22,5 no 27,5 Mr/mun

Ot10,10 20 0,25 Mr/mn

Ot 80 % 10 130 % OT aKTUBHOCTH CTRHAAPTHOIO
o6pa3ua nemGponusymaba

ITo 4,0 mn npenapata Bo (nakoH u3 GeCUBETHOTO
crexna Thma | (Epp. ®apm., Qapm. CIIA)
ykynopenusii npobkol w3 iop6yTwiosoro
kayuyka, 06xaThil ANIOMHHHUEBLIM KOJINIAUKOM H
JAMMIIEHHBLH NIACTHKOBON XPRITIKOA.

[To | dnakoHy B K&PTOHHOM NOMIOHE BMECTE C
HHCTPYKUHE MO NPHMEHEHHIO B KAPTOHHOR
nayke. C LeJAbI0 KOHTPO/IA NEPBOTO BCKPLITHA Ha
KapTOHHYI0 MAYKY HAKIEHBAIOT CAMOKMEILHeCH
CTHKEpHL.

Ha nepau4HOil ynakoske (3THKeTka (NaKona) Ha
PYCCKOM  S3slK¢  YKa3blBAIOT:  TOProBOE
HaMMEROBaHHE Mpenapara ¢ TpeayIpenHTesHOH
mapxuposkoit ®, MHH, nekapcreensyio dopmy,
noaupoexy  (Mr/mn), cnoco6 NpHMEHCHKS,
npenynpearTe/ibHble HALITUCH: «llepen
NPHMEHEHHEM O3HAKOMBTECH C TNpHIaraeMoi
MHCTPYKLUHEH, «CTepHiIbHOY; yCNoBHA
xpaxexns; ofsem npenapara (8 mn) 8 | (aaxose,
norotun ¢upMu MSD (rpaduyeckuit cuMBON M
ab0pesyaTypa HA NATHHULIE), HOMEP CEPHUH, JaTY
(POM3BOACTBA, [ATY OKOHYAHHA CPOKA FOJAHOCTH
(«Tomen  ao:»),  BHyTpeHHmi(e)  koa(w)
ynakosouHoro KomnoHewta. Ha  ITHkeTky
HAHECeHb! 3IHAKH, 3AWMIIAIOMME OT MOILENOK,
KOTOpbI® MOXHO MPOBEPHTE [TPH HCIIOTBIOBAHHH
creLHansHoro o6opy 10BaHuA.

Ha «xaproWHOM nauke Ha pYCCKOM #3ulKe
YKa3LIBAIOT: TOProBoe HAHMEHOBAHH® Nperapara
¢ npenynpeantensHoft Mapkupoekok ®, MHH,
NEKApPCTBEHHYIO (OPMY, JO3HPOBKY (Mr/mn),
crocol npuMeHeHHA, KOJHYECTBO ¢uiakoHoB B
ynakopke M oObem mnpenapata (8 ma) B |
(nakoHe, cocTas npemapata Ha 1 GQuakoH,
OpeayNpeAATebHNEe HANMHCH: «XpaHHTh B

52%
Menee 0,2 %

0.1 %

Menee 0,1 %

4,1 mn

Menee 0,15 ED/Mr

HeTokcHuHbift

Crepunbhnift

24,9 Mr/mMa

0,17 mr/™n

107 %

Tlo 4,0 ma mpemapata B0 ¢uiakoHe M3
GecusetHoro crekna Tana I (Esp. @apm.,
®apm. CIUA) yxynopenHom npobkofi 3
xnopbyTHnosoro KByvyKa, obxaToM
ANMOMAHHEBRIM KOJINATKOM H 3aLIAMIEHHOM
MECTHKOBOM KPBITIKOH,

Tlo | ¢nakoHy B KAPTOHHOM MO/IOHE BMECTe
¢ MHCTpYKUMeH NO MPUMEHEHHIO B KAPTOHHOH
nayke. C UeABIO KOHTPOJIA NEPBOrO BCKPRITHA
Ha KAPTOHHYIO nagxy HAK/IeeHbI
CaMOKNEALIHECH CTRKEPL,

Ha nepeuyHO# ynakoBke (3THKeTKa (uiakoHa)
HA pPYCCKOM #A3WKE YK438HO: TOpIoBoe
HaiMeHOBAHHE npenapara c
npexynpenHTensHod mapxuposkoi ®, MHH,
IeKapcTBEHHAA (opma, JI0IHpOBKa (Mr/mi),
cnocof6 npuMeHeHns, MNpeTyNpeaHTeNbHbIe
HaLITHCH: «Ilepea NPHAMEHERNEM
03HaKOMbTeCh C TIPANAraeMol HHCTPYKUHeH”,
«CTeprnbHON; yCnOBMA XpaHeHus; offem
npenapata (B mn) B 1 ¢QnakoHe, NOFOTHN
¢upMnt  MSD  (rpadmueckult cumson
a60pesHaTypa HA JATHHULUE), HOMEP CEPHH,
IAT& MPOWIBOACTBA, NATA OKOHYAHWA CpOKA
roasocTd («loaeH a0:»), BHYTPEHHHE KOZAbl
YNAKOBOYHOTO KoMnoHeHTa. Ha ITHKeTKY
HAHECEHB! THAKH, JAMKILAIOLINE OT MOLNENOK,
KOTOphi€ MOMHO NPOBEPUTH npH
HCTIO/Ib30BAHHH CIELHANBHOTO
o6opyRoBaHUA,

Ha kapToHHOM navke HA pyCCKOM S3bIKe
yKa3aHO; TOProBO¢ HAWMEHOBAHHE Ipenapara
¢ npeaynpeaurensHOH mapxwposkoit  ®,
MHH, nexapcreenHas (opmMa, J03IMPOBKA
(Mr/Mn), cnoco6 OpPHMEHEHHA, KONHYECTBO
¢naxkoHOB B ynakoske u o0seM npenapara (B
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Hawmenosanue noxasarenedt
kavecrsa no HJ

TpeGoranun x kauecrny no HA

PeiyabraTo! anaansa

HelocTynHom ana  gered  mecten, «Ilepen
NpHMEHENNEM O3HAKOMBTECE C Npunaraemof
HHCTPYKIMeH», «Crepunsaon, «Tonnko AnA
onHopasoeoro BBemenusa», «He Henoasiosars
OCTaBLIHHACS pacteop ans NOBTOPHOM
BBENCHHAR,  YC/IOBMS  XpaHEHWS,  YCNOBMA
oTnycka, norotun ¢upmel MSD (rpaduueckui
ciMBON H a6GpeBnaTypa Ha NATHHHLE), Ha3BaHMEe
W CTpaHy NpOM3BOLMTENA; HAa3BaHHe, Aalpec,
Tes1ehoH/pake  KoOMnAaHWH-yMaKoBmMKa (AO
«OPTAT»); HaiBanue u CTPAHY IOPHAHYECKOrO
Mvua, Ha M KOTOpOro BLLIAHO
PErUCTPAIIMOHHOE  yNOCTOBEpEHHE,  HOMep
PCTMCTPALIMOHHOrO  yIOCTOBEPEHHA,  HOMep
CepHH*, NaTy NpOMIBOACTBA, JATY OKOMMAHMS
cpoxka romkocti («I'ogeH 10»), urTpHx-Kop,
BHYTpeHHHH(e) KoA(b1) YNaKOBOYHOIrO
KOMTiOHeHTa. Ha KBPTOHHYIO MauyKky HaHeceHs!
3HakM, 3AWMINAIOUIME OT MOANENOK, KOTOpble
MOIKHO  NpOBEPHTE  NpPH  HCIIOAL30BAKUM
CrneuHansHoro o6opynoBaHAs.

*Ilpn opMHpoBaHHH HOMEDA CEPHH TOTOBOrO
TPONyKTa X HOMEPY CEpHH, NDHCBOEHHOMY
1pony«Ty «in bulk» M ykasanHOMY Ha nepsuumol
ynakoBke, MOryT 2o6aBARTLCR CHMBOMBI (GyxBhI
HIH UMQPEI), PHCBOGHHBIE YITAKOBLMKOM (AO
«OPTAT»). Taxum oGpa3om, HOMEp  cepiu,
YKalaHHBI HA BTOPUYHON YMAKOBKE, MOMer
ObiTb HA HECKOIBKO CHMBONOB LIHHHee HOMepa
CEPHH, YKa3aHHOTO Ha nepBHYHON ynakosxe,
llpuMedanHe: aononHUTENbHO Ha BTOPUYHYO
YNAKOBKY  MOryT ~ HAaHOCHTBCH  cpencTsa
HAEHTHQHKALVH CHCTEMBI MOHHTOPHHIa
ABHIKEHHA NEXAPCTBEHHBIX MPenaparos.
Mectopacnonosenne  n  (opmar cpeacTs
HACHTHUKALHH MOXET MEHSITbCA B
38BHCHMOCTH oT TEXHONOTHYEeCKHX
ocoberHocTelt npomssoacTsa.

Mn) 8 | ¢uakose, cocTas npenapata Ha 1
(nakon,  NpelynNpeMTENbHME  HAMMWCH:
«XPaHHTL B HENOCTYTIHOM ANs feTell MecTey,
«llepen  npuMeHeHMeM  o3HakoMiTECH ¢
NphnaraeModl  MECTpyKused», «CTepunbHON,
«Toasko ans oaHopazosoro aBezerty, «He
HChOAB30BaTL  OCTaBwmbics pacteop anm
NOBTODHOTO BBEACHHA», YCNOBMA XPAHEHHS,
YCIOBHA OTMYCKA; JNOROTHN GQupws MSD
(rpadmueckuli cumson u ab6penmatypa wa
JISTHHHLE), Ha3BaHHME " CTpaHa
POHIBONHTENA; HAIBaHMHE, aznpec,
Tentedon/pakc KoMnanuu-ynakosupka (AQ
«OPTAT»); HaIBAHHE a CTpaHa
FOPHAHYECKOTO JIHUA, HA HMA KOTOpOro
BRIAHO PETWCTPALHOHHOE  YIOCTOREPEHHE,
HOMED  PETMCTPALMOHHONO  YIOCTOBEPEHMA,
HOMED CEpHH, 1aTa NpPOM3IBOACTMA, JATa
OKOHYAaHMA CpoKka roaHocTH («Iones now),
ITPHX-KOJ, BHYTPEHHHE KOMIbl YNaKoBOYHOrQ
KOMMoHeHTa. Ha kapToBHY10 nauky saHeceHm
3HAKH, JAUHIIAIOWHE OT NOAAENOK, KOTOPhiC
MOXHO TIDOBEPHTh IIPH  HMCIOMBIOBAHHH
CneuxanbHoro o6opynosanus.
HononAurensHo wa BTODHYHYIO yNAKOBKY
HEHECEHbI CPEACTBA HAEHTHU(UKALIMY CHCTEMb
MOHWTODHHIZ  JBHKEHHA  JIEKBPCTBEHHAIX
npenaparos.

XpaHenue

B awmuessom o7 cmeta mecte pH
Temncpatype oT 2 xo 8°C. He 3amopaxwsats. He
BCTPAXUBATD.

CoorsercTayer

Cpox roasoctu

2 rona

["onex no: 04.08.2023

3akmioqenue: INpemapar Kurpyga®
25 mr/ma (gaaxon) 4,0 mar x 1 (mauk

Poccus, coorBercrByer TpeGosaunsm HJ JITT-003972-050221

Hauansuux oTaeJa KOHTPOJH KaYecTBa

lbenmacota ¢« 4

Cynosa E.A.

Crpannue 3 m 3

KOHICHTPAT AJIX IPHIOTOB/IEHHS PACTBOPA A% HAQY3HH
4 KapToHHasd) cepus 0001457111, ynaxonannnii AQ «OPTAT»,




PEAEPAALHAY CAYHEA NO Ha 307y

B COEFE ZAPABOUN PAMEHMA

«CBefleHnA o BBOJE B rpaXaaHCcKui obopoT B Poccuiickoin

CPeACTB Mo COCTOAHMIO Ha 23.04.2022 12:06»

denepaunn NeKapCcTBEHHbLIX

Oprannzanus,

¢hnaxonsi (1), navku
KapToHHbe/ ~

Hpnannusa (Kapnoy), Hpnangus
(¥ naxosmpmk/pacosmpk (s NEPBHYHYIO
YMaKoBKY))

llara Buecenns B Iponssoaurens Homep Homep, nara
Toprosoe Hopmatusnan BLIIYCTHBILAA B
AHC (BBINYCKAKO MM Crpana Csenenns o craguax nponssoncrsa o CepHH, paspeluenns
HAHMEHOBAHHE JMOKYMEHTalHA TPaXKJAHCKHA
Pocanpasnamzopa KOHTPOB) NApPTHH ua HIIII
obopor
AxumnonepHoe obwecTso "OPTAT" (AO
Kntpypa®; OPTAT"), Poccus (¥Ynakosumxk/cacopmmx
(BTOpHYHas/TpeTHYUHAA ynakoBka)); MCJ]
KOHUEHTpAT Ains
npHroTOBREHNA AKUHOHepHOe HurepHaummn M'm6X, TOprywmas kak MCJ]
N obmecTso Hpnanaus (Kapnoy), Hpnangua y g W -
15.04.2022 Wmnh”w,w“ wﬁ_ﬂ:ﬂﬂﬂm "OPTAT" (AO Poccus (Mpomssomirens (rorosa JT ®)): MCIL JIT1-003972-050221 AO "OPTAT 0001457111
i ’ "OPTAT") Hutephammn I'moX, TOpryomas kak MCJI




