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AO «OPTAT»
Orriien KOHTpOAS KavecTBa

®O2COII-KOA7000-39-06

JlHUeHIHS HA OCYIIECTRICHAS MPOWIROJICTRS NEKAPCTRCHULIX cpeacTs Ne 00058-JIC or 03.11.2020
157092, Koctpomckas o6a.. Cycanusckuit pafion, ¢, Ceneproc, Mkp-H. Xaputososo. Ten.(4942) 650-806

IMacnopr Ne 8 ot 14.10.2021

Kurpysa® KOHIEHTPAT Ais HPHIOTOBICHHE PAacTBopa Aas uudysuid
25 mr/ma (paakon) 4,0 mur x 1 (nauka KapToHHAs)

Ynakosauo: AQ «OPTAT», Poccus
KomuuaecTso ynakosok: 26 371

Homep cepuu: 0001375744

Jara npowssoacrsa: 30.03.2021

Jlara ynaxosku: 28.09.2021
I'ogen go; 30.03.2023

[Tpoussenerio: MCJL Mutepuawna Im6X, ropryiomas kax MCJI Hpaawaus (Kapnoy), Apranaas
Cepus npowsogurens: 0001375744

H I JI1-003972-050221

PY JITI-003972 or 18.11.2016 (nara 3amenn: 05,02.2021)

HaumeHosanue noxalaTteaeh
xayeersa no HI

Tpebosauna K xavecrsy no HJ

PelyLTATL AHAJNHIA

Ouncaune:

lMoanuxHoCTL
- nemGponuszymab
Cneyuguyeckan aKmugrHocmb
HDA
Pacnpeoerenue 3apaoa
BricokoapdeKTHBHAR
HOHOODMEHHAA
XpoMoTorpadus

Tlpoapaunocrs

liBeTHOCTDL

pH

MexaHHYecKHe BKNOYEHAR:
Buanmble MeXaHHYCCKHE
BEJTHOYEHHA
Yacruust = 10 mkm
Yactuubl > 25 MM

Yuerora
BuicokoaddexripHas
HOHOOOMEHHAR
xpomarorpadHs

Bricokoapbexrunnan
IKCHRITHOIHORHAA
xpomarorpadius

Kanwwuspusii onextpodopes ¢
HJIC (B HepeyLHPYOLWHX
YCIOBHAX)

Kannanspueiid anextpodoper ¢
HJC (B peayuHpyouinx

[Tpo3padHelf U1K onanecLHpylomqit oT
GecUBeTHOrO A0 CBETNO-JKENTOrO UBETA pacTBOp

JloJuKeH NpOSBIATL AKTHBHOCTH

JlonAed CoOOTBETCTBORATL CTAHAAPTY

Crenexs onaeCUEHUMH PACTBOPA
MeHee ytanoxa 1V

Oxpacka pacTBopa He 6onee HHTEHCHBHA, eM
Oxpacka 3TaloHa Y«

Or52nm05,8

BujiMble MEXaHHHECKHE BK/IOHEHHA A0TKHb]
OTCYTCTBOBaTh
re Gonee 6000 yacTHiV/GaakoH
He bonee 600 wacTuw/diakon

Pacnpecaenenue 3apsaaa:
Kuncnorusie sapuanTsl: He Gonee 13,9 %
Kucnoruwii Tuk 1: ve Gonee 9,1 %
«[Tpearnasxsiitn nux: He Gonee 5,0 %
[nasdsil mux: e menee 33,0 %
Ocnosuniit [Tuk 1: He Gonee 10,0 %
OcHosupiii [Thk 2: He Gonee 11,5 %
OcHoBHble BapHaHTLL He Bonee 8,6 %

Monomep 1gG: ne mence 97,7 %

Hepenywiposanubit [gG (rnasumit 1gG):
fe MeHee 97,1 %o

Penyuuposainbiil [gG (TMKenbie ¥ nerkue uenu):

He MeHee 96.2 %

Onanecuupyiotui GeciupeTHLIH pacTBOP

CooTBeTcTBYET

CooTReTCTBYET CTAHLAPTY

MeHee sTatoHa 1V

MeHee ITANoHa Ys

5.4

Oreytersyior

190 yacTvw/ haakon
7 vacTuw paaxoH

7.7 %
6,1 %
1.9 %
61,1 %
8,6 %
9.9 %
4,6 %

99,8 %

98,5 %

97.3 %

Crpanama 1 m33




Haumenonanne noxazateaedt
kauectaa no HJL

TpeGonanna k kavecTsy no HJL

Pesyanratsl ananuia

YCNoBESX)

Pajpcraenusie npumecy
Xpomarorpacdus ¢
ruapododHbIM
BIAUMOLCHCTBHEM
Buicoxod@dexTunHas
IKCKTIOINOH HAESA
xpomarorpadms

Hisaexaemsiit 00bem

Baxrepuwinnbie
THAOTOKCHHEI

AHOMATL HAS TOKCHYHOCT D
CrepriasHoeTs

Conepokanie 6enka
YO- cnexTpoporomeTpus

MoancopiaT-80
BaXX

HDA

Ynaxosra

Mapxuposka

Cneundnveckas akTHBHOCTH

TpoaykTs! OKHCACHHS:
[pensapurensuelil nux 1+2; He Gonee 10,7 %
[Ipeasapurenshniil muk 3: ve Gosee 0,5 %
PoacTeeHHRBIE coeAMHEHHR/IPUMECcH:
BLICOXOMONEKYNAPHLIE COEHHEH IS
He Bonee 2,3 %
HuskomonekynspHble coeiHHeHyA:

He Bonee 0.5 %

He menee vomunanbhoro (4,0 Mn/gnakon)

He Goaee 0,15 E/Mr

Honxen ObITh He TOKCHUYHBIM

Homken ObiTh CTEPHITBHBIM

O122.5 10 27.5 Mr/mn

Or0.10 10 0,25 Mrima

Ot 80 % no 130 % OT aKTHBHOCTH CTAHIRPTHOTO
obpaiua nemoponusymaba

Tlo 4,0 Mn npenapata 8o quiakoH 43 BecuBeTHOrO
crexkna tana I (Esp. ®apm.. ®apm. CILUA)
yKynopentstif npobGkoli u3 xnopSyrtuiosoro
Kayuyka, 00xaThili AOMHHHEBBIM KOJMAYKOM H
3AUMILEHHBIA MNacTHKOBOR KPBILLIKOH,

o | dnakony 8 kapTrOHHOM MOMIOHE BMECTE ¢
HHCTPYKUHEH 1O TPHMEHEHHIO B KapTOHHOM
nadke. C UeNbiO KOHTPONA NEPBOrO BCKPLITHA Ha
KapTOHHYK) NayKy HAKNEeMBAIOT CAMOKIEAIUIHECH
CTHKEDHI.

Ha nepsuuno#l ynakosxe (3TuKeTKa dnakoHa) Ha
PYCCKOM  f3blKe  ykalsiBAIOT:  TOProboe
HAHMEHOBAHHWE NPENApaTa ¢ NPeaynPeIuTeILHOMN
mapkvposkoit ®, MHH, snexapcrsennyio ¢popmy,
103HpOBKY  (Mr/mn), cnocol  npuMeHeHus,
NpeaynpeanTensHble HAIITHCH: «[epen
NPUMEHEHHEM O3HAKOMBLTECE ¢  [IpWIAracMol
HHCTPYKLHERY, «CTepunbHO»; YCIIOBHS
Xpanehun; ofibem npenapata (B M) B | guaxone,
noroTan dupMsl MSD (rpaduueckuit cumMBsoa M
a00pesuarypa Ha faTHHMLE), HOMEP CEPHH, JATY
MPOH3BOACTBA, JATy OKOHUAHHS CPOKA MOJAHOCTH
(«Foex o), BHYTpeHHHH(e) Koa(st)
YU4KOBOYHOIO  KOMilOHEHTa. Ha  aTukerky
HAKECEHBI 3HAKH, 3JAIHIIAUIHE OT MOMNENOK,
KOTOPBIC MOMHO MPOBEPHThL MPH HCOONL30BAHMH
cneuansHoro obopyaosanus.

Ha xapronmolf nmawke wa pycckoMm s3bike
YKa3hIBAKOT. TOProBO€ HAHMEHOBAHHE npenapara
¢ npenynpeauTensHoi Mapkuposkoi ®, MHH,
nexapersentylo  Gopmy, JMO3MPOBKY  (Mr/mn),
cnocof NPHMCHEHHSA, KOMHYMECTBO (NAKOHOH R
ynakoske W ofvem npenapata (B M1) B |
(nakowe, cocras npenapata Ha | QuakoH,
NPETYNPENUTRIIbHLIE  HAANHCH:  «XpaHWTh &

5.1%
Menee 0,2 %

0.2%

Menee 0,1 %

4,1 mn

Mewnee 0,15 EQ/mr

HeTokcHyHbif

CrepunbHstfi

25,1 Mrima

0,19 Mr/man

91 %

[lo 40 wmn npenapata BO ¢nakowe w3
GecuseTHOro crexna THMa (Esp. ®apm.,
®apyv. CLUA} ykynopessom npobko#t w3
XJI0pBY THIIOBOTO kayuyka, obxcatom
WIOMARRERKIM  KONNAYKOM W 32HIHIIEHHOM
TUTACTUKOBOH KpLuLiko#,

[lo 1 dnakoHy B KaPTOHHOM NOLACHE BMECTE
C HHCTPYKUHEH N0 NPUMEHEHHIO B KAPTOHHOH
nauke. C UeNbio KOHTPONS (EPBOTO BCKPLITHA
Ha KaPTOHHYIO nauky HaK/ICEHRI
CaMOKIIEAILIHECS CTHKEPEI,

Ha mepsuunolt ynakoske (3THkeTRa tnakoHa)
HA2 DYCCKOM  A3bIKE€ YKa33HO: TOProBoe
HaWMeHOBaHHe npenapara c
npenynpenrTensHoH MapkuposkoH . MHH,
AeKapcTBeHHas dopma, J03upoBka (Mr/mu),
coocof  NpHMEReHNs, IpenyNpeaHTENLHLE
HAMHCH: «ITepen NpHMEHEHHEM
03HAKOMbLTECH C NPHNAraeMoN HHCTPYKUMeH ),
«CTEPHILHOY; YCIOBHA XpaHeHHA: 00beM
npenapata (B Ma) B akone, 10roTHN
bupmsl  MSD  (rpadumieckuit cumBon u
ab0peswaTypa Ha NATHHHLE), HOMEP cepuw,
JaTa MpOM3BOACTBA, NaTa OKOHYAHWA CpPOKA
roaHocTH («I"ofeH 40:»), BHYTPEHHHME KOl
YNaxoBOUHOTO KoMmoHeHTa. Ha 3tuxerky
HAHECEHb! 3HAKH, JALIHINAIOLIHE OT [104AENIOK,

KOTOpbIE MO®KHO NPOBEPHTH 1pH
HCTIO/IL3OBAHMH CreLHATLHOTO
obopynopaiina.

Ha kapronsoH nadke Ha pycckoM A3mIKe
YKa3aHo: TOPropoe HAWMEHOBAHHE Mperapata
¢ npeaynpenunTencHoit  mapkuposkolt ®,
MHH, nexapcrernas (hopMa, 103MpOBKa
(Mr/mn), crnocol npUMeEHEHMs, KOJH4ECTBO
thakoHoB B ynammce 1 ofbem npenapata (8
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Haumenonanne noxazareneli
__Kavecrsa mo HJ|

TpeSosanny K kavectsy mo HJJ

Pesyastatel ananuia

Hepocrynhom  wis  neted  mecten, «llepen
TIPHMEHEHHEM OIHAKOMBTECH C NpHIaraemoi
HHCTpyKURed». «Crepuashon, «Tonbke ans
OrHopazoBoro sseaeHus», «He HcnmonwzopaTs
ocTaninHics pacTrop ana TIOBTOpPHOTO
BBCACHAR»,  YCIOBMA  XDaHEHHS.  yCnosws
OTyCKka: norotun gupmel MSD (rpabuveckuh
CHMBON W a00penuaTypa Ha JaTHHHLE), HaBaHKe
W CTpady MpOMIBOLMTENX, HaIBAHWE, ajpec,
Tenedor/paxc  koMnaHuu-ynakosumka  (AQ
«OPTAT»); HalpaHHe H CTpaHy IOPHIHMECKOro
NHLA, Ha uMs KOTOPOTO BbIAZHO
PErHCTDAUMOHHOC  yAOCTOBEPEHHE,  HOMep
PETHCTPALMOHHOID  yNOCTOBEPEHHA,  HOMEp
CEPUH®, HaTy NPOMIROACTEA, AATY OKOHYAHHA
CPOKa roaxoctn («lomen ao»), wWIpHx-kop,
BHYTpEHHHI(e) Kom(bi) YNAaKOBOYHOTO
KOMIIOHEHTA. Ha KapTOHHYI0 Nauky Hauecemn
3HAKH, 3AUMILAIOMWWE OT NOMNENOK, KOTOphle
MOXHO  TpOBEPHTS  NPH  HCNONLIOBAHHH
creunan»Horo obopynosanus.

*Ilpn Qopmuposanuy HOMEDA CEepPHH I'0TOBOIO
MPONYKTA K HOMEDY CEpHH, TIPHCBOGHHOMY
npoaykty «in bulk» u ykasannomy Ha nepBHYHOH
YNAKOBKE, MOrYT 200aBAATLCA CHMBOMS! (BykBbi
WIH LHQPLI), 11pHCBOEHHbE ynakosutikor (AQ
«OPTAT»). Takum obpasom, HOMED CepHHM,
YK23a8HHBIH HA BTOPHYHON ymakoBke, MOwer
ObiITh HA HECKOMBKO CHMBOJOB AIMHHee HOMepa
CCPHH. YKA3AHHOrO Ha nepBuvHOH ynakosxe.
lIpuMevanne: jononuuTensHo Ha BTOPHYHYIO
YNaKOBKY — MOYT — HEHOCHTBCH  CpeacTsa
HAEHTHONKALHK CHCTEMBI MOHWTOPHHTA
ABHXEHHSA IEKAPCTBEHHbBIX MpeTapaTos.
Mectopacnonomenne  n opmar CpencTs
HOeHTHHRALMH MO3KeT MEeHAThCH B
IABHCHMOCTH oT TEXHONOTHYECK X
ocobenHocTel nponssoacTsa.

Mma) B 1 Qnakowe, cocras npenapara ha |
dnaxoH,  npeaynpenuTenbHbie  HAANHCH:
«XDAHKTL B HENOCTYNHOM Ana seTel MecTe,
«Ileper  NpHMEHEHHEM  O3HAKOMMTECH ¢
npriaraeMol  HHcTpykumei», «Crepunbion,
«Tonkko 1ns onwopazomoro seemewuny», «He
HCNOAR3IOBATE  ocTaBlOHACH  pacTsop  ang
TOBTOPHOTO BBENEHUA», YCIIOBHA XPaHEHHS,
YCIOBHA  QTNycka: Jorotun HpMs MSD
(rpaduieckuli cumBon u abGpeswatypa na
NATHHHLE). Ha3BaHue H CTpaHa
[POU3BOAHTENS, HaIBaHHe, aapec,
Teneon/hake KoMNaHMH-ymakoBuwka (AQ
«OPTAT»), HL3BAHHE H cTpaHa
IOPHANYECKOrO JMlla, HA MMA  KOTOpOro
BbIIAHO  PEIHCTPALIMOHHOE  YAOCTOBEpEHHME,
HOMED  DETHCTPALMOHHOID  y/J0CTOBEPEHHA,
HOMED CepuH, JaTa TPOM3IBONCTEA, JaTa
OKOHYaHHA Cpoka roaHoctH («omew now),
IUTPHX-KON, BHYTPEHHHE KOALl YNakoBOYHOro
KoMNoHeHTa. Ha kapToHuyio nauky nanecemn
3HAKH, 3dWHLIAIOMAE OT TIOANENOK, KOTOpbie
MOKHO  MPOBEPHTL MNPH  MCNOMLIOBAHMH
CneunaibHoro obopyoBanus.
Hononnutensio Ha BTOPHuHyIO YI1aKOBKY
HAHECEHDI CPEICTBA HACHTH(HKALIMH CHCTEM
MOHHTOpHHIE ABHXCHHA JICKAPCTBEHHBIX
npenaparos.

Xpauenne

B sammmensom ot cmeta  mecre npu
TeMneparype ot 2 no 8°C. He 3amopaxusars. He
BCTPHAXHBATS.

Cootsercrsyer

Cpox roanocTi

2roja

lMonen mo: 30.03.2023

3axmouenwne: INpenapar Karp
25 mr/ma (paakon) 4,0 s x 1

Poccust, coorsercTyer TpeSopanusam HJ JII1-003972-050221

Hauwaasunk orgena KOHTPO/IfI KA4€eCTBa

Fynosa E.A,

Crpanmua 3 w3 3

y}ia" xomea‘fﬁi’r AJISt IPUT'OTOBJICHHE PACTBOPA A1s HEPY3Hii
(nauka KapronHas) cepusi 0001375744, ynakosanusri AQ «OPTAT»,
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8 COEPE -

«CBefieHns o BBoAeE B rpaxpaHckun obopot B P

CPEACTB NO COCTOAHMIO Ha 01.11.2021 12:27»

occuminckon defepaumm NEeKapPCTBEHHbIX

dbraxonn (1), naukn
KUpPTOHHbIE, ~

Hpranmns (Kapnoy), Hpaaans
(¥ nakosmmx/acobmux (8 MEPBUUHYK
VTIAKOBKY )}

Jara snecenms p Tponssoanrens Oprammsanus, Homep Homep, nara
Toprosoe Hopmatusnas BBINYCTHRINAS B
AHC (BLINYCKA N Crpana Caenenns o craanax HPOH3BOACTBA cepHH, paspemennn
" HAHMEHOBAHHEe NOKYMeHTanus IPAKAAHCKHA
Pocappasuamopa KOHTPOMb) o oBepor NAPTHH wa HIII
AKIoHEpHOe ofmecTso "OPTAT” (AQ
T "OPTAT™"), Poccus (Y nakosumr/thacosumx
xm:_“un.:ﬁ /.H._. - (BTOpHYHAS/TPeTHUHAA YIakoska)); MCJ
Eu:?.._.:“.:m:mn ARIHOHEpHOE Hutepuouma TvoX, Topryomas kax MCO
obmecTso Hpnanzus (Kapaoy), Hpnangna " " "
20.10.202 B : y: 2 -003972-05022 A

D.10.2021 mhn,“”ﬂﬂw ﬁ“sﬂ%mgﬁs "OPTAT" (AO Poccnst (pomsomens (rovisch N®)); MCIT JIT-003972-050221 AQ"OPTAT 0001375744

A ’ : "OPTAT") Hatepuoumin I'vGX, Topryromas kax MCH




AKUMOHEPHOE OBIUECTBO

ORTAT &
OPTAT b8

157082, KOCTPOMCKAS OBNACTD,
CYCAHUHCKUIA PAMOH,

C CEBEPHOE,

MKP-H XAPUTOHOBO

Tenedon: (4942) 650-805
Ten/cbaxc. (4942) 650-840

E-mail: Pharm@ortat ru
www.rpharm.com

DO4AIM-C1-02000-57-01

PA3PELLIEHUE HA BbI[TYCK CEPHH Ne 0308-2021

Toprosoe HaHMCHOBAHHe, JleKapcTBEeHHAs thopma, Kutpyna® KOHUEHTpaT
no3uposka, dopma Beinycka VIS MPHTOTOB/EHHA PacTBOpa IS HHPYuii
25 mr/ma (dnakon) 4,0 mn x | (mayka KapToHHas)
MHH, unu rpynnuposoutoe, nin xumiiecxoe ITeMbponnzymab
Howmep cepuu 0001375744
Pasmep cepuu 26371 ynakoBok
| Mata npoussoncrsa 30.03.2021
losen no 30.03.2023
HaumeHosanne MPOH3BOAHTENA, CTPaHa MCJI Uureprawnn 'm6X, Topryiowas kak MCJ]
Hpnanaus (Kapnoy), Hpnanaus
Ynakosumk/Beinyckajoumii KOHTDPO/lb KauecTna, AO «OPTAT», Poccus
CTpaHa
Homep u nata perucrpaunonsoro YAOCTOBEPEHHS JI1-003972 or 18.11.2016
___ (nata 3amensi 05.02.2021)
Haumenosauue aepkarens PErHCTPaUHOHHOO 000 «MCJT ®apmacsioTHkaney, PoccHs
YAOCTOBEPEHHS, cTpaHa
Homep HopmaTusHo# nokymenTauun JIT1-003972-050221

Hactoswmm noarsepxkaaio, wro ABHHAas CEpHA  NPONYKUHH  npoM3BeseHa M nposepeHa B
COOTBETCTBHH ¢ TpeGoBaHHAMHU PETHCTPALMOHHOrO nocke, TpeBoBaHHAMM Ilpukasa MuHucrepcrsa
NPOMBILITEHHOCTH # Toprosau P® ot 14 mons 2013 r. N 916 «O6 yrsepsknenuu IpaBun Hagnexaueii
NPOH3BOACTBEHHOH npakTikuWGMP), nnuensueli na MPOH3BOACTBO JIEKAPCTBEHHBIX CPENCTB, a Taloke
HHBIMH TPeGOBAHHAMH, YCTAHORNEHHBIMK HOPMATHBHEIMH NPABOBBIMK akTamu Poccuiickoii Denepauny,
Nepen ee BbIMyckom,

3anucu no nponssoacTsy M KOHTPO/IIO Ka4ecTBa NaHHOMH cepuM roTosoit NPOAYKUHH TIpOBEpPeHLI W
YCTaHOBNEHO COOTBETCTBHE TpeGoBanmam [Tpasun napneskauieit nponssoacTseHOH npaktHks (GMP).

.
YnonHoMoueHHoe nuuo: 3naroycrosckuii I".10. v;ﬁ (4L MOZI Ie
NoANHCL

Ilpukas Munsnpasa Poceun 06 dTTECTAUMH Y nonHOMOYeHHOTro anua No 399 o 23.04.2021 r.
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