GO2COMN-KO-07000-39-06
AO «OPTAT»
Ovaen KOHTPONS KRYECTER
JlxucisKs Ha OCYUIECTRICIHE NPOHIBOACTEA TCKAPCTBCIHLX cpeacts Ne 00058-J1C or 03.11.2020
157092, Kocrpomckas ofa.. Cycankuckuil paiton. c. Ceneprioe, Mxp-i. Xapuronoso, 1e1.(4942) 650-806

Macnopr e 35 o1 27.01.2022

KaTpyas® KonlenTpar [i/is NPHroTOB/ieHus pacTBopa ana nudyni
25 mr/ma (¢paaxon) 4,0 ma x 1 (mauxa kaproHHas)

Ynakosano: AO «OPTAT», Poecus Howmep cepuu: 0001430159 Jara ynaxosku: 09.01.2022
Konuuecrso ynakosox: 29 920 Jara npowssoacrea: 27.07.2021 Topen po: 27.07.2023
Mpousseaeno: MCJI Hurepuamna 'mGX, Topryiomas xax MC/l Hpaauxus (Kapaoy), Hpnanaus

Cepus npoussoaurens: 0001430159

HJ JITI-003972-050221

PY JITI-003972 ot 18.11.2016 (nata 3aMenni 09.11.2021)

H“"f;?'::::: ::l::&;meﬂ Tpebosauns « xavecrsy mo HJ| PeiyasTaTsl auanma
Onnecaune: Ipospaunsiit mny onanecuupylolyi or Onanecuupyrommit GecuseTHbIi pacTsop
GecuBeTHOTO 110 CBETNO-KENTOTO LBETa PacTBOp
MoanunHocTL
- nemGpoansymat
Cneyuuueckan aKmieHocms Honxed NPOABARTH KTHBHOCTH CootsercTayer
HOA
Pacnpedenenue 3apada [omKeH cooTBETCTBOBATL CTAHAPTY CooTBETCTRBYET CTAHAAPTY
BuicoxoapdexTHBHan
noHooOmMeHHas
xpomoTorpapus
Ipo3paunocTs Crenens onanecueHURH pacTaopa MeHee Jtanona IV
meHee atanona IV
LiBeTHOCTL Oxpacka pacTsopa He Bonee HHTCHCHBHA, YeMm MeHee yTanoHa Ys
OKpacka 3TanoHa Y's
pH Or52n035,8 3.5
Mexannueckne BKAIOYEHAR:
Buanmbie MexaHHYECKHE BuauMeie MexaHuueckue BRIIOYEHHA ONKHL Orcyrersyior
BKJIIOYEHHA OTCYTCTBOBATH
Yacruusl = 10 mxm He Gonee 6000 yacTuw/nakon 104 wacTrusy duakon
YacTuo 2 25 MKm He Goxee 600 yacTHY/naxon 12 vacTiw/ dnakox
Yucrora
BuicokoapdexrraHan PacnpeaeneHte 3apaja:
HOHOOOMEHHAs KucnoThuie BapuauTs: He Gonee 13,9 % 929,
xpomatorpadun Kucnorhsii [k 1: we Gonee 9,1 % 7.9%
«Tpenrnasnuii» nuk: ne Gonee 5,0 % 1.6%
Tnasubiil nux: He menee 53,0 % 59.2%
OcHosuuiit ITuk 1: ne 6onee 10,0 % 75%
OcuosHbif [Tk 2: ne Gonee 11,5 % 82%
OcHosubie BapuanTsi: He Gonee 8,6 % 6.4 %
BuicokorddpexTHBHAR Monomep IgG: ne menee 97,7 % 99,7 %
IKCKINOIHOHHAA
xpomartorpadus
Kanunasprniit anextpodopes ¢ Hepeayuuposannuit IgG (rnasauii IgG): 98.6 %
HJC (B HepeayuHpYIOLUMX ne menee 97,1 %
YCIIOBHAX)
Kanunnapusiit anextpodopes ¢ | Peayunposansiil IgG (Taxensie u nerxue uenu); 97.3 %
HC (8 peayunpyiouns ue meHee 96,2 % i ,.,EPH 4
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Haumenonanme noxaiateneh
xavecrea no HJ1

TpeGonanun k xasecrsy no HJ

PesyanTats! asajuia
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TpOLYKTH OKHCREHHA:
Mpeasaprtensusit muk 1+2; ue Gonee 10,7 %

TNpensapuremstinill mux 3: He Gonee 0,5 %
PoucreerHbie COSAMHEHHA/MPHMECH!
BaCOKOMONEKYNAPHLE COCNMHEAHA:
He Gonee 2,3 %
HH3KOMONCKY AAPHME COCAMHEHUR:
ue Gonee 0,5 %

He menee nomuuansxoro (4,0 wv/dnakou)

He Gonee 0,15 E3/nr

Jonxex GuTh HE TOKCHYHBIM

HosmkeH GbITs CTEPHIBHLIM

Or 22,5 n0 27,5 Mr/Mmn

070,10 a0 0,25 mr/mn

Ot 80 % a0 130 % OT aKTHBHOCTH CTBHABPTHONO
obpasua nenGponnsymaba

Mo 4,0 mn npenapara Bo GnakoH w3 GecupeTHOro
crexna TEna | (Esp. @apm., @apm, CIIA)
yxkynopeuubit npobkof u3  xnopSyrunosoro
xayuyka, obxaTii aJOMHHHERRIM KOINAYKOM K
3awHImeH b} MIACTHROBON KPhILIKOH.

Mo 1 ¢naxoHy B KAPTOHHOM NOANOHE BMECTE C
MHCTPYKUMEA MO NPUMEHEHHI0 B KapTOHHOMN
nayxe. C LeTbio KOHTPONA NEPBOro BCKPHITUR HA
KAPTOHHYIO NMAYKY HAKICHBAIOT CAMOKIEHILHECH
CTHKEPH.

Ha nepsuusioll ynakopxe (ITHKeTEA (iakoRa) HA
PYCCKOM  M3LKE  YKasnBAIOT:  TOProBoe
HBMMEHOBAHHC NPETApATa ¢ NPEAYNPEAHTENLHOR
mapiuposxoii ®, MHH, nexapcreennyio dopmy,
aosmposky  (mr/mn), cnocob npHMeHcHuE,
npenynpeanTenbHEIe HAUTHCH: «ITepen
npUMEHEHWEM O03HAKOMBTECE ¢ mpunaraesol
HHCTpYKUHEHY, «CTepHIBHOY; YCHOBHA
XpgHeHHn; ofbem npenapata (8 mn) B 1 gnaxone,
norotun rpmel MSD (rpadauecknlt cHmMBoa H
a66pesuatypa Ha NATHHHLE), HOMEP CEPHH, JATY
NPOHIBOACTEE, AATY OKOHYAHHN CPOKA TOAHOCTH
(«Tosew  no:»),  BHYTpeHHui(e)  Kom(u)
ynakoBouHoro KoMmnoxeHta. Ha  ITHKeTKY
HAHECEHW 3HAKM, 3AUIHINAIOMME OT NOLAEAOK,
KOTOPWIC MOKHO NPOBCPHTD NPH HCMOMLIOBAHUH
cneuxansHoro ofopyaosanus,

Ha xapronHoH nma4Yke H2 PpyYCCKOM A3blke
yKa3hIBAIOT: TOProBoe HAHMEHOBAHME Npenapara

| ¢ npexynpeawtenssoll mapxrposko ®, MHH,

nexapcTeenHylo  Qopmy, A0IAPOBKY (MI/Mn),
cnocol MpUMEHEHHA, KONMMECTBO (MAKOHOB B
ynakoske W ofuem npenapata (8 mi) B |
¢unakone, cocTar npenapara Ha 1 Qnaxon,
npeynpenHTeNbibie HamnmMcy: «XpaHwrs B

6,5 %
Menee 0,2 %

03%
Menee 0,1 %

4,1 mn

Menee 0,15 ED/mr

HeTorcH9HBIA

Crepuabusii

25,3 mr/ma

0,19 mr/mn

95 %

Ilo 40 mn npenapata BO ¢uiakoHe HI
BecupetHoro crexna TtHna | (Esp. Papm.,
Qapm. CLUIA) yxynopessom mpoGkoi u3
xnopGyTHIoROro Kayuyka, obxarom
BMOMAHHCBLIM KO/MAYKOM H 3BlIMLUEHHOM
acTHEOBOR KpuilukoH.

flo 1 pnaxoxy B KAPTOHHOM NMOLIOHE BMECTE
€ HHCTpYKuMel MO MPUMEHEHWIO B KAPTOHHOH
mauxe. C uensio KONTPOAR NEPBOrO BCKPHITHA
Ha KEPTOHKYIO nagKy HAKNEeHk
CAMORNERIIHECE CTHKEPHL,

Ha nepsuunoit ynaxoske (yrvketka ¢uiakoHs)
HA PYCCKOM A3bIKE YKA3AHO! TOpProsoe
HAMMEHOBAHHE npenapaTa c
npenynpenuTensioil mapxuposxoit @, MHH,
nexapcTsennas opma, 03Hpomka (mr/mn),
cnocod NpMMEHEHWE, NPeAYNPeAHTENbHhE
RAJNMCH: «Iepen MpHMEHEHHEM
OIHAKOMBTECH ¢ NpWtaraeMoll HHCTpYKUHEH»,
«CTepiwibHOY, YCNOBMN XpaneHus; ofvem
npenapara (B mMa) B 1 duakoxe, NOroTHN
(upMnl MSD  (rpadumeckuit  cHMBON  H
ab6peBuaTypa Ha NATHHHUE), HOMEP CEPHH,
A2TA NPOH3BOACTBA, NATA OKOHYAaHHA Cpoka
rogsocTd («lomen 40:»), BHYTPEHHHE KOALI
YNAKOBOYHOTO KOMIOHEHTa, Ha ITHKeTKY
HAHECEHb! THAKY, 3ALIMUIAICIIME OT NOAACNOK,

KOTOpHIE MORKHO MpOBEPHTD MnpH
HCTIQUIB30BAHUH CneuHaliLHoro
obopyaosasus.

Ha xapToHHOl madke HA4 pyCCKOM s3bike
yKa34HO: TOpProsoe HaHMeHOBaMHe Npenapara
¢ npemynpeawtenbHoll Mapkuposkoit @,
MHH, nexapcTeeHHan ¢opma, [03WPOBKA
(Mr/mn), cnocoG nNpHMEHEHHH, KOIWYECTBO
¢naxoHoB B ynakoske W ofbem npenapata (8
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Hanmenosanne noxazaveseh
xayecTea no HA

TpeboBanun x xavecTny mo HJ{

Peyyastathl anaania

HepocTynHoM ana  Aeveil  mecten, «llepen
NPHMEHEHHEM OJHAKOMBTECE C TpunaraeModt
uHcTpyxupeltn, «CrepuasHon, «Tomwko ans
onnopasosoro seeneHuar, «He wucnonslosats
ocTaBwHiicR  pacTeOp IR MOBTOpHOTO
BBENCHHN»,  YCIOBHE  XPaHEHMA.  YCHORHS
OoTnycKa; norotn ¢upmsl M3D (rpapuvecxnli
cuMBon W a66penuaTypa Ha NaTHHHLE), HaBaHKe
H CTpaHy NpOMIBOAMTENN; HHIBAHWE, ajpec,
Tenepor/pakc  KomnaHHk-ynakoewuka (AO
«OPTAT»): naisanHe W CTpaHy HOPHAHYECKOTO
aHua, HA  HMa KOTOPOr0  BHIAAHO
PCTHCTPBUHOHHOE  YNIOCTOBEPEHHE,  HOMEp
PErHCTPALHOHHONO  YAOCTOBEPEHHA,  HOMEp
CepHH®, nary npoMIBOACTBA, NATY OKOHYaHHA
cpoka roawoctH («lomer mo»), wrrpHx-xoON,
BHYTpeHHHHA(E) KoA(u) YNakoBo4ROro
komnioHenTa. Ha xapToHHYIO navyky HaHeceHu!
THEKH, 3AWHIAOWNRE OT NOMIENOK, KOTOphie
MOXKHO  NpOBEPUTE  NPH  HCNONLIOBAHHH
CNELHANLHOrO OBOPYAOBAHHA.

*Ilpn popmupOBAHHH HOMEDPA CEPHH TOTOBOIO
NPONYKTa K HOMEPY Cepud, TIPHCBOEHHOMY
npoaykTy «in bulk» u yxasauxHoMmy Ha nepenusod
ynakoske, MOryT foGasaatecs ciumBonn (Gyxem
WiH uH@psl), npucsoexuwe ynakoBwmkom (AO
«OPTAT»). Takum o6Gpasom, HOMEp CepHM,
ykasaHHelH HA BTOpPMUHOR YymakoBke, MoXeT
ObiTh HE HECKOJALKO CHMBONOB JUIHHHEE HOMEpa
CEPHH, YKa3anHOro Ha nepeHYHOH ynakoske.
IMpumeyanue: HONONHMTENILHO HA BTOPHYHYIO
YNaKoBKY ~ MOryT  HAHOCHTBC  CPeEACTRa
HACHTHOHKALAH CHCTEMBI MOHHTOPHHIA
ABHHEHHA NEKAPCTBEHHBIX NPENAPaTOB.
Mecrtopacrnionowenve #  QOpMAT  CpeacTs
HAEHTHHKAMK MOXET MCHATBCH B
3ABHCHMOCTH or TEXHONOTHYECKHX
ocobeHHOCTER NPOHIBONCTBA.

M1) B | durakome, cocTas npenapara Ha |
quakon,  npelyNpENHTENbHBIE  HAANMCH;
«XpaHHTL B HEAOCTYNHOM ANR AeTel MECTen,
«llepea npumexeHnem  OIHAKOMETECH C
npunaraemMoit WHCTpykuMeR», «CrepHntHON,
«Tonuko ana onnopazosoro ssenexman, «He
HCTONL30BATL  OCTABIUMACA  pactsop 1w
NOBTODHOND BRENEHHAN, YCAORHA XPAHEHHS,
YCNOBHS OTNycka. nororun dupus MSD
(rpagmaecknl cumBon u ablpeswarypa ma
naruHHue), HaiBaHHe H crpana
NPOK3IBOAHTENR, Ha3BAHHE, ajpec,
Tenehor/dakc womnauuu-ynaxosumxa (AO
«OPTAT»); HalBaHuHe H cTpasa
IOPHINYECKOrO JIMUA, WA HMA KOTOpOro
BHIAHO PETHCTPALMOHHOE  YAOCTOBEpEHHE,
HOMEDP DEMMCTPALMOHHONO  YAOCTOBEPEHMA,
HOMEpP CEPHM, [ATE RNPOM3IBOACTE, JHETA
OKOH4YaHHA cpoka roaHocTH («lopeH now),
WITPHX-KOJ, BHYTPEHHHE KOJIb! YNaKoROHHOTO
xoMnoHenTa. Ha xapToHHYI0 nauky naHeceHs
JHAKH, JALHLBIOWNE OT MNOANENOK, KOTOpbIE
MOXHO DPOBEPHTE MPH  HMCNOM3OBAHHH
CNCLHANLHOTO 050pyBOBAHUA,

JONonHMTENbHO WA BTOPHUHYIO YTIAKOBKY
HAHECEHB CPEACTBA HACHTHPMKALKH CHCTEMB
MOHHTOPMHIA  [OBIOKEHHA  JICKEPCTBEHHBIX

npenaparos.

Xpanenne

B  jaWMWEHHOM OT CBETA MecTe NpH

Temneparype o1 2 a0 8°C, He samopaxwsars. He
BCTPAXHBATD.

CooTaercreyer

Cpok roasocra

2 rona

lopen no: 27.07.2023

3axsoyenne: lMpenapar Kurpyaa®™ koHUeHTPAT AN% NPHIOTOB/IEHHE PacTBOpa Aas HHYIHi
25 mr/ma (naxon) 4,0 ma x 1 (nauxa xapronnas) cepus 0001430159, ynaxosannniii AO «OPTAT»,
Poccus, coorsercrayer TpeSosanusm HJ{ JIN-003972-050221

HavaanHHK oTAEIa KOBTPOJIS KA4YeCTBA

I'ynosa E.A.
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DEAEPAALHASL CAYIKBA 110 HAAZ0PY

«CBefieHVAa o BBofe B rpaxpaHcKnin o6opoT B Pocc

CPeACTB No COCTOAHMIO Ha 30.01.2022 14:12»

uinckon defepauyun nekapcTeeHHbIX

B8 COEPE 3APABOUXPAHEHMA
Oprauwanms,
Jlara puecenns B Ipowisogurens Homep Howmep, nara
AHC .E“.!n - (snunycxkaronni Crpana Ceenenns o cragusx HPOH3IBOLCTEA Hhop i BRIy CTH su CepHH, paspemenns
Pocanpassamopa KOHTpoOb) NI P &cL ._!._, " HapPTHH na HIIN
Axmponeptoe obmectso "OPTAT" (AO
K ®: “"OPTAT"), Poccusa (¥ NakoBUMK/(pacoBmmE
phliian q " (BTOpHuYHAS/TPeTHYHAA ynakoBKa)); MCH
xoﬁ:ﬁﬂ”«:ﬂ. ARLHOHEpHOE Huteprownn M'm6X, Topryomas kax MCA
Tipasror obltecTso Hpnanmaa (Kapnoy), Hpnanaus ” .
28.01.2022 Nuvungz_.g ._a”_. :wﬂ“he“b "OPTAT" (AO Poccus (Tpowssomsrrens (rotosoit JI)): MCIT JIT-003972-050221 AO "OPTAT" 0001430159
$raxon (1), ..E.ﬂ: ’ "OPTAT") Hutepusmun TMeX, Toprywmas kax MCJ1
iy ok Hpnanmus (Kapaoy), Hpnanmms
i (¥nakosnmx/pacosmux (s NEPBHYHY IO
YRAKoBKY))




