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AKLIMOHEPHOE OBUECTBO

ORTAT &}
OPTAT b2

157092, KOCTPOMCKAR DBAACTS,
CYCAHIAHCKIM PAAOH,

C CEREPHOE,

MKP-H XAPUTCHOBO

renedon: (4542} £50.805
ren/thexc: (4942} 650-840

E-mail: Pharm$ortat ru
www rphanm.com

BO4ALIM-CI-02000-57-01

PA3PEUIEHHE HA BRITTYCK CEPHH Ne 0244-2020

Toproeoe HanMeHoBaHHe, JlekapcTaeHHas popma, Kutpyna® xoHuenTpar
J03MpoBKa, opma BhlycKa LIS (IPHrOTOBNEHHA PACTBOPA ANA MHDY3Hi
25 mr/Mn dnakon 4 Mn
MHH, 11 rpynnupoBoYHO., HIH XHMH4ECKOEe [TemGponm3yrab
Homep cepuu 0001138108
Pasmep cepuu 9936 ynaxoBoK
Hara npoussoacrtsa 11.2019
loaew o 11.2021
HaumeHoBaHHe NpOMIBOAMTENS, CTpaHA MC/I Hpnauans (Kapnoy), Upnanaus
¥Ynakoswni/Beimyckaloumnii KOHTPONIL Ka4yecTna, AO «OPTAT», Poccus
cTpaHa
Homep u nata perucTpauMOHHOro YAOCTOBEPEHHA JI1-003972 ot 18.11.2016
{nata samenst 14.11.2019)
HaumenoBanWe JepKaTeNs PerHCTPALHOHHOTO 000 «MCJ] PapmaceioTHKaNICH, Poccus
VAOCTOBEPEHHS, CTpaHa
Homep HOpMaTHBHOH JOKYMEHTALHH JIT1-003972-091018, u3m. Ne 1-2

Hacrosiusm noaTBepxAAl0, YTO JAAHHAA CePUA NPOHIBEIEHA W TIPOBCPEHA B COOTBETCTBUH C
TpeCOBAHHAMH AMLICHIHM HA MPOM3BO/CTBO JICKAPCTREHHBLIX CPEACTB, TPeOOBAHMAMM PErUCTPALIHOHHOTO
aocke u TpeBosanusmu llpasun Hamnexawell npowasogcrsennoil npaktuxu (GMP), yrsepaaeHHsimu
npukazom Munnpomtopra Poccun ot 14 mons 2013 Ne 916, a rawxe uzm‘ganmﬁu,
YCTAHOBAEHHBIMH HOPMATHBHBIMH NIPABOBBIMH akTamMu Poccufickoil denepaunn,giepe uﬁymf&g
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AQ «OPTAT»

Ornens KOHTPOIA KaIECTRA

®O2COMN-KO-07000-39-06

JIMUCHIHA HA OCYWIECTRICHHE IPOH3BOACTER JICKAPCTREHHAIX CPEACT Ne 00058-1C or 16.12.2015
157092, Kocrposckas ofn., Cycarunciuit paiton, ¢. Cesepoe, MKD-H. Xapurouoso, Ten(4942) 650-806

Kmymo KOHUEHTPAT 118 IPHroTOBACHAS PACTROPA /L18 HH
Vnakopano: AQ «OPTAT», Poccun

Koaunuectso ynaxkosok: 9936

Macnopt Ne 5 ot 28.07.2020

Howmep cepun: 0001138108
Jara npowssoacrea: 11.2019

TMpousseneno: MCIl Hpaanaus (Kapaoy), Hpaasans
HJ1 JIII-003972-091018, nam.Ne1-2
PY JI1-003972 ot 18.11.2016 (nara 3amens: 14.11.2019)

dy3nii 25 mr/ma daaxon 4 M
Jlata ynaxosku: 24.06.2020
FNonesn no: 11.2021
Cepun nponssourens: 0001138108

HaumenoBaune noxalatench
wauecrss no HI

Tpebopanms & xavecrsy no HJL

PeayIbTaThi aHRAHIA

Onucanue:

MopwuHoCTh
- nemOponniymal
Cneyuduueckan aKmugHocms
HDA
Pacnpedenenue 3apada
BricokoaddexTunnan
HoHooOMeHHas XpoMoTOrpadus

Mpospaunocts

HeerHocTs

pH

MexanndeckHe BIIIOYEHHE;
BuanMbie MEXAHHYCCKHE
BRJIOYCHRA
Yacraust 2> 10 mxm
Yacruigsl > 25 Mxm

Yucrora
Bricokoadupextusnan
AoRcoOMEHHAK XpomaTorpadus

BricokoadpekrusHas
IKCKMOIHOHHAR XpoMaTorpadus

TMpo3pavEbii WIR onaNecUHpyouii ot
GecupeTHOMO 10 CBETAO-KEJATOIT UBETA PACTBOP

Jlomken IPOABIATE AKTHBHOCTE

Homken coOTBETCTBOBATH CTAHAAPTY

Crenens onanecucHUMH pacTeopa
Menee dTazosa IV

Oxpacka pacTeopa re Gonee HHTEHCHBHE, HeM
okpacka sranona Y

Or52p058

BanHMble MCXaHHHYCCKHE BRITIONEHHA QO0JIAKHEL
OTCYTCTBOBATE
e Gostee 6000 uacTHL/ Pnaxon
ue Gonee 600 uacTHi/dnakoH

Pacupenenenwe 3apaja:
Kucnorusie BapranTs: He Gonee 13,9 %
Kucnoruwit [Tux 1 ne 6onee 9,1 %
«[Tpearnasusiity nux: ne Gonee 5,0 %
I'nasrbi# NHK: He MeHee 53,0 %
Qcnosxoit TTuk 1 ne Gonee 10,0 %
Ocnosnolf [Tk 2. ne Gonee 11,5 %
Ocuoatsle BapuanTsi: He Gonee 8,6 %

Monowmep IgG: He meree 97,7 %

Onanecuspyou i GecupeTnsill pacTsop

CootsercTayeT

CooTtsercrayeT

Crenens onajecleHIMK pacTopa
menee sranona [V

Oxpacka pacTsopa He 6osiee HHTCHCHBHA, HeM
okpacka yraiona Y

52

BuaHMbie MEXAHHYECKHE BKIMEHHR
OTCYTCTBYIOT
28
1

10,4
7“
2,6
58,0
8,7
7.8

S sy,

GG 0E O

o ¥ oy
¢ ¥ giEl

Kanunnapumuit anextpodopes ¢
HJC (p HepenyuHpYIOWMX Hepeayusposasnsiit IgG (rnasusuit IgG):
YCIIOBHAX) ne mexee 97,1 %
KanunnspHuiil anextpodopes ¢
HUC (B peayurpylOmHx Pesyunposauukiit 1gG (THKeNkIE U ICIKHE Henu):
YCOBHAX) ne mMeHee 96,2 %
PoaCTBEHHBIE HPHMECH
Xpomarorpadus ¢ IlpomyKTel OKHCIIEHHS:
ruapogoGHLIM Ilpensapnrenbuii nuk 1+2: we Gonee 10,7 % 5.9
rrauMoACHCTBHEM [IpeasaputenbHnil nitk 3: ue Gonee 0,5 % Menee 0,1
: (OTIUE REPHA
Crpatmua i3 KOTIMA BEPHA
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Haumenonannue noxasarencht
Kauecrna noe HA

TpeSonannn x xkavecrsy no HJ|

Pesynpvarai ananuia

Bricokoadexrinnas
IKCKITHO3HOHHAN XPOMATOrpadia

Hannexaemuiit olinem
BakTepuansnbie A0 TOKCHHB
AHOMATLHAR TOKCHYHOCTD

Crepuasrocrs

Conepskanne Genxa
Y®- cnexrpodotomeTpus

MNosucopbar-80
B3XX

Creunduieckan aKTuBHOCTS

H®A

Vnaxosxa

Mapxuposia

PolCTBEHHbIE COCLHHEHUA/NPHMECH:
Bricokomonexynapasie coennuemn: e 6onee 2,3
%

Hiskosonekynapunie coennnenux; ne onee 0,5 %

He menee nomunaasHoro (4,0 Mn/gnaxon)
He Gonee 0,15 ED/mr
Homxen GuTh He ToKCHURLIM

Momxen GHTH CTepUTEHBIM

Or 22,5 no 27,5 mr/mn

010,10 10 0,25 mr/mn

Ot 80 % 110 130 % ot akTHBHOCTH CTAHZAPTHOID
olpasua nembponusymaba

Tlo 4,0 M npenapara so (naxon U3 Gecuserroro
crexta tuna 1 (Esp. ®apm., ®apm. CIIA)
yxynopesnii  npobkodi u3  xmopGyTwnosoro
KayuyKa, obkarhill aOMHRMEBLIM KOMIRYKOM H
JAUIHIIEHHB R NaCTHKOBOA Kpaimiko#.

o 1 pnaxony » xaprommom nognose smecre ¢
HHCTPYKLMER 1O DpuMeHeHmwIo B  KapToHHOH
nauke. C UeNLIO KOHTPOJA NEPBOTO BCKPHITHA Ha
KapTOHRYIO NAYKY HRKNCHBAIOT CAMOKICALIASCS
CTHKCPHI,

Ha nepsuuno#t ynukoske (yrikerxa dnakona) va
pyccKoM AIBIKE  YKAIHIBRIOT! Toprosoe
HaHMCHOBAHKE NDENapaTa ¢ npedynpeA«TensHoR
uapxnposkod ®, MHH, siekapcreennyio dopmy,

AO3IMPOBKY  (MI/Mma), cnocol  npHMeHeHws,
(peayNpeaHTEhHbIE HAMIHCH: «lTepen
NPHMEHEHHEM  OJHAKOMBTECH C  NpWIAraeMoft

HHCTPYKUHeHD, «CTEPHIBHOY; YCNOBMA XpRHEHHUN;
olreM npemapara (B mn) B | thnakone, JTOroTHN
$upmat  MSD  (rpaduweckutt  chmBon W
a66peBHaATYDR HA JIATHHHUE), HOMEP CEPHH, aaty
NPOH3BOACTBA, KATY OKOMMAHHA CPOKA TONHOCTH
(«onen a0:n), BHYTpeHHH{i(e) koa(s1)
YNAKOBOUHOrO  KomnoHenta, Ha  suxerxy
HAHECEHL! 3HAKH, JAUMILAIONIHE OT TOLUCIOK,
KOTOpbIE MOXHO MPOBEPHTH UPH HCMOIB3OBAHHN
CNEURAILHOTO 060pynoBaHHA.

Ha kapromnol nauke na pycckom sisike
YKa3bIBAIOT: TOPrOBOE HAHMEHOBAHME TYPENApaTa ¢
npegynpenurensHod  mapkuporkod ®, MHH,
JICKApCTBEHHYI0  GopMY,  03MPOBKY  (MI/MT),
CROCOG NPHMEHEHMN, KOJIMHECTBO (IAKOHOE B
ynakoske i ofeem npenapara (s Ma) 8 | drakone,
cocTan npenapara Ha 1 (pnakon,
npeaynpeinTeabible  naanucw:  «Xpauurs B
HEHOCTYOHOM  ang  Jerelt  mecren, «llepen
NPHMECHEHHEM  03HAKOMBTECh ¢ NpHiaraemoft
HHCTpYKk1HeR», «Crepunsuon, «Tomeko i
OAHOpa3oBOre BBeacHHAn, «lle  ucnonwiosars
OCT4BIIMACH PACTROP JUIA NIOBTOPHOTO BBE/IEHHAN:
YCNOBHA XpaHeHHd, YCAOBHA OTTIYCKA; JOMOTHN
dupme  MSD  (rpadwmmvecknit  cumson

0.2

0,0

4,1
Menee 0,15

Heroxcuuen

Crepiuien
249
0,19

109

ITo 4,0 Mn npemapara 8o naxone 13 Secusersoro
crexia THna | (Esp. @apm., ®apu. CIIIA)
ykynopeHHoM npofikot w3 xiopGyrmaosoro
KayqyKa, o0XaToM ANOMHHHERHM KOAMAaYKOM H
JAMINEHHOM ILIACTHKOBOH KpLmKoit,

TNlo | pnakony B kaproHHOM nogzome smecte ¢
UHCTDYKUHER N0 NpHMCHEHHIO B  KAPTOHHON
mavke. C uebio KOHTPONA [IEPBOTO BCKPHMTHA Ha
KAPTOHHOM navyke HAKJICEHM CaMOKTESIIHecH
CTHKEDH.

Ha nepawino#t ynaxoske (yTukerka duiaxoxa) ua
PYCCKOM AIRKE YKAIAHO: TOProBOE HAMMEHOBAHHE

npenapata ¢ NpelynpeqHTCILHOR MapKHpoBKoi
®, MHH, nexapcrsennan dopma, J03HpOBKA
(Mr/mn), cnocod NpHMEHEHNHA,
NpenynpeauTeabHbie HAZITHCH: «Ilepen
UPHMCHCHHEM  O3HAKOMBTECH C  NpWIArAeMOH
HHCTpYKuHMeH», «CTEpHILHOY; yCI0BHSA XpaHeHHs;
ofbem npenapata (8 ma) 8 | (pnaxone, nororun
bupmer  MSD  (rpaduveckuit  cuumon
466pesuaTypa va NaTHHMIE), HOMED CEpUH, naTa
TNPOH3BONCTBRA, J4Ta OKOHYAHHA CpoKa roaHoOCTH
(«lofed 10:»), BRYTPEHHHE KOMB YIIAKOROMHOTO
kOMMOHeHTa. Ha aTHKeTKY HaHecenm IHAKH,
JAMMINAIOIHE OT [IOLIE/OK, KOTOPWE MOXKHO
MPOBEPHTL MPH  HCTONBIOBAHWHM  CELHANKHOTO
oBopynosanus,
Ha xapronHoii nauxe Ha pycckom mIbike ykasaHo:
TOProsoc HAUMEHOBAHHE npenapata ¢
npenynpenuTentHol  Mapkwpoeko#t ®, MHH,
ASIPELER ey
JieKapcTBeHHaA  dopma, ﬁo:lifp?(gu:‘_\’._furﬁ;@gf
Crocob (pMMEHEHUA, KOMHYECTPO, i IKOHOB: - §
ynakoske H ofneM npenapata (8 M) a1
CocTas  npemapara £V 4
NPEAYNpenHTe b HbIE i )
HEJOCTYIIHOM  [UIA  JeTed - “MecTen,
[PUMCHEHHEM  O3HAKOMBTECH € NP
HHCTpYKUMedy, «Crepanbaod, (Tompko
OZHOPa30BOrO  BReAcHIAy, «HE ,gcnhﬁiggﬂ:%
OocTaBwMica pacTeop Ans TIOBTOPHORD BRCICHANN
YCAOBHA XPAHEUHS, YCIOBHA omycka‘f".ﬂl%‘i‘ifl’?
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H“"::'::'::: ::"l“m"'mi TpeGonaunum x xaecrsy no HA Peryasrars ananmna
ab0peBnatypa Ha JaTHHMUE), HA3BAHHE W CTPAHY | GMPMBI  MSD (rpaduueckuit cummon u
NPOHIBOAWTENS; HajBauue, aapec, Tenedoi/dakc | aGlpeBnaTypa ua JaTHHRLE), HAIBaHHE R CTpaHa
KOMIAHHH-YNAKOBIIAKA (AO «OPTAT»); | npoussouTens; wassanue, azpec, renedon/daxc
HE3BAHHE M CTPAHY IOPHAHYECKOTO /LA, HE MMA | KOMNBHHH-YNIAKOBLLHKA (AO «OPTAT»),
KoTOpOro BBIIAHO PETHCTPALMOHHOE | HA3BAHHE H CTP2HA IOPHAMYECKOIO THIE, HA HMS
YHOCTOBEpEHHe,  HOMEP  PETHCTPALMOHHOIO | KOTOPOTD BBIAAHO PErHCTPALHOKHOE
YIOCTOBEPCHHA, HoMep CEPHH*, NaTy [ yOOCTOBCPEHHE,  HOMEP  PErucTPaUHOHHOrO
TPOH3BONCTRA, ZATY OKOHYAHMA CPOKA I'OIHOCTH | YAOCTOBEPCHHA, HoMep CEPHH, aata
(«I"oneH 10), WTpHX-KOJL, BHYTPeHuMi(e) KoA(s) | IPOHIBOACTEL, AaTa OKOHMAHHA CpOKa FOHOCTH
YNAKOBOYHOTO KoMmoHerTa. Ha kaprownyio nauxy | («Ionen  j10»), INTPHX-KON, BHYTPEHHHE KOIb
HAHECCHB! 3HAKH, 3aIIFNIAIONIHE OT NOAENOK, | YIAKOBOYHOIG KOMIOHCHTA. Ha KapTOHHYIO MaMKy
KOTOPbIC MOXHO MpOBEPHTE NPH HCMONBIOBANMN | HAHCCCHB 3HAKY, JALMIAIOUME OT NOALENOK,
CHeLHATBHOID 06opYaORANNA, KOTODbIE MOWHO NPOBCPHTH NMPH HCIIONBIOBAHMH
*Ilpn opmuporanun somepa cepuu roTOBOrO | ceuManHoro 00opynOBaHUA,

MPOIYKTA K HOMCDY CEPHH, IpHCROEHHOMY | [[ONONHHTENLHO HA  BTOPANHYI0  YNAKOBKY
npoay«kTy «in bulk» u ykazauoMy Ha nepsuuHOH | HaHeceHB cpe/cTsa HICHTHGHKAUNM CHCTEMBbI
ynakoske, MOTYT N06aBAATHCA CHMBOIB! (GYKBHI | MOBMTOPUHTA JIBHKCHHA NEKAPCTBEHHIIX
HAH UHGIPH), NPHCBOSHHBIC YHAKoBIMKOM (AO npenaparos.
«OPTAT»). Takum olpasoM, Homep cepun,
YKa3aHHLIA Ha BTODHYHON YIAKOBKE, MOXET GbTs
113 HECKONBKO CHMBONOB JUTMHHEE HOMEPA CEpHH,
YKA32HHOIO HA nepsH4HON yrnakonke,
IlpuMeuanue: AONONHKTENBHO Ha RTOPHYHYHO
YUAKOBKY  MOIYT  HEHOCHTBCE  cpeactsa
HWAEHTHDHKALHA CHCTEMKL MOHHTOpHHIa
ZBMKEHHUA JICKAPCTBEHHMIX TIPENapaTos.
Mecropacnionowenne u  dopmar  cpescra
HICHTHPHKALMH MOXET MCHATBCA B 3ABHCHMOGTH
ot TEXHOTOTHYECKHX ocoBennocTeil
pOHIBOICTEA,
Xpanenue B 3amnmernoM ot ceta mecte npu Temnepatype | CooTeercTayer

o1 2 o 8°C. He 3amopaxunats. He scrpaxnnars.

Cpox roanoctn 2 roga Tonen no: 11.2021

3axiwaenne: Ipenapar Knrpymﬂouuznrpﬂ ans n
cepus 0001138108, ynaxosanuriit AO «<OPTAT»,

Nel-2.

Haganbuuk otnena xourpons kavecrsa

I'yaosa E.A.

KOIHA BEF ;s

1708 2oro

PHTOTOB/ICHAY pacTBOPA ik HEY3Hil 25 Mr/ma daaxen 4 ma
Poceus, coornercrayer tpebosanusm HJ JITI-003972-091018, uam.
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