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AQ «OPTAT»
Oraest KoHTPONR KavecTa
JlHuciTang wa ocyuiccTAeH e MPOKIBOCTA AeKapeTpennbIX cpeacts Ne 00058-JIC or 18.02.2022
157092, Kocrpomexan oGa.. Cycanunckuit pasion. c. Ceneproe. Mkp-. Xaputonoso, Tex.(4942) 650-806

Macuopr Ne 275 ot 19.05.2022

Kurpyna® xonuentpar g NpuroToB/icHHs pacrsopa aan nudynii
25 mr/ma (daaxon) 4,0 mur x 1 (nayka kaprounas)

Ynakosano: AQ «OPTAT», Poccun Homep cepuu: 0001473085 Jara ynakosxu: 03.05.2022
Konuuectso ynakonox: 19 909 Hara nponssoncrsa: 04.08.2021 lonen no: 04.08,2023

Ipousseneno: MCJI Murepumna Im6X, Toprywomas xak MCX Hpaannus (Kapaoy), Hpaanaus

Cepus nponssoautens: 0001473085

HJ1 JIT1-003972-050221
PY JI1-003972 or 18.11.2016 (xara 3amens: 09.11.2021)

Hm:::m:: ::“ﬁTmm TpeGosanns & kauecrny no HjI Pesyasrars amaausa
Onucanne; Tpo3paurmilt wnn onanecunpyioumit or l1pospaunuiit Gecuserrnili pacraop
GecLBeTHOrO 10 CBETNO-KEJITOro uBeTa pacTsop
IoanuunocTs
= nemGponnaymas
Cneguspuveckan axmusnocms Jlomken uposeaaTL akTuBHOCTH Coorecrerayer
HOA
Pacnpedenenue rapsda Homken cootserctronan, cTanaapry Coorsetcayer CTaHnapTyY
Beicokoadekrusnan :
HoHoOOMeEHHan
XpomoTorpacdns
Npo3paunocts Creneus onanccuenunm pacreopa MCHee ITanoHa |V
MeHee 3TanoHa IV
sernocrs Oxpacxka pacaopa ne Gonee uutencupya, vem Menee aTanona Ys
Okpacka 3TanoHa Y
pH Or52n058 54
Mexannyeckie Bmosienin;
Buaumeic Mexanmueckne BHAHMbIC MEXAHHYCCKNE BICIOYCHHA AOIIKILI Cootsercayer
BK/INYEHHA OTCYTCTBOBATSL
Hactuumw = 10 mem e Gosiee 6000 vacw/dinaxon 68 uacruw guiakon
YacThuw! > 25 mxm He Gonee 600 uacruw/dnakon 2 yacTHULY (Raxon
Yucrora
Bricokoapdexrunnas Pacnpenenenve 3apaya:
HonoobGmenHas Kucnomnuie sapuanter: e Gonee 13,9 % 7.4 %
Xpomarorpatus Kucnoruuli IMuk 1: ue Gonee 9,1 % 6.4 %
wllpearnasusiiin nuk: ve Gosee 5,0 % 22%
Cnasuwit nik: ve Menee 53,0 % 60,3 %
Ochosuuilt ITux 1: 1e Gonee 10,0 % 8.1 %
Ocronrndli TTuk 2: ne 6onee 11,5 % 10,3 %
Ocnonisie Bapuansi: He Gonee 8,6 % 53%
BuicoxoadpexTurnas Mouomep IgG: ne Menee 97,7 % 99,9 %
IKCKNHOIHOHHAR
Xpomarorpagus
Kannanapueiit snextpodopes ¢ Hepenyunposansuiii 1gG (rnanupit 1gG): 9.1 %
HJC (b Hepenyumpyiommx He menee 97,1 %
ycrnoBsuax)
Kanunnspiwii saexrpodopes ¢ Peaywiposanmii IgG (Taxensie 1 Jerxue uenu): 98.0 %
L _HIC (s peayuupyiommx He meHee 96.2 %
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Haumenonanue noxnzareaedi

__wauectua no FJL
YCIT0BHIX)

Poacraenne npumMecH
Xpomarurpadns ¢
rHapogobHsiM
BIUHMONENCTBHEM

BuicokoadiexTHBHAN

IKCKITIOIHO HHAS
xpomatorpadpua
Hasnexacuuil o6nem

baktepuaneHbIe
JAOTOKEH M b

AHOMANLHAR TOKCHYHOCTE
CrepiunuocTs

Copepaanie Geika
Y®- cnekTpodoTomMeTpiis

MNMoancopiar-80
BIXKX

CneunupHucckas AKTHBHOCTL
HOA

Ynaxoaka

Mapkupobka

TpeGopanun k kauccrsy no HJ

PeiyanTaThl AHRAHIA

IlponyKTsl OKHC/IEHUA:
Tpenpapirreasubtil nuk 1+2: ne Goaee 10,7 %
NMpeasapurensuniit nuk 3: ue 6onee 0.5 %
PoacTaeHHLIE COCAHHEHHA/TIPHMECH;
BblcOKOMONERYNAPHLIE COSMHHEHHSA:
se Gonee 2,3 %
Hu3koMonexyIapbic COCAHHEHNNA;
e Gonee 0,5 %

He menee nomunansioro (4,0 ma/thnaxo)

He Gonee 0,15 E9/mr

Jlom#ken OuiTh HE TOKCHYRBIM

Jlonscen ObITh CTCPHIILHBIM

Or 22,5 10 27,5 Mr/Mn

Ot 0,10 no 0.25 Mr/mn

Ot 80 % zo 130 % oT aKTHBHOCTH CTAHAAPTHOIO

o6pasua nemGponnsymaba

[0 4,0 Mn npenapaTa go duaxon w3 GecuperHoro
crexna Tuna | (Esp. ®@apm., @apm. CLUA)
ykynopeHuslii  npobkoit  u3  xnopByrwiosoro
Kayuyka, obKaThil aMOMHHHEDBIM KOANaYkom i
3awMieHds il MIaCTHKOBOM KpPbilWKOH.

Mo | c¢nakony B KkapTOHHOM MOINOHE BMECTE C
HUCTPYKUMER NO MPUMEHCHHIO B  KAPTOHHOM
nauke. C UeSILIO KOHTPONA MEPBOTO BCKPBLITHA HA
KAPTOHHYIO TIaYKY HAKNCHBAIOT CAMOKNEAILHCCA
CTHKEPLI.

Ha neperynolt ynakonke (ITHKETKA (prakoHa) Ha
pycckoM  s3bKe  YKA3bIBBIOT:  TOProBoe
HAUMEHOBAHWE NpEnapata ¢ NPEAYNPEAHTEALHOR
mapkuposroit @, MHH, nexapcrsenuyio gopmy,
aosnpoBky  (Mr/mm). ¢nocol  npuMencHua,
NPeAYNPEANTENLHLIC HAONWCU: «wlepen
NPUMETIEHHCM  O3HAKOMLTECE € npimammon
HHCTpYKUHefin, «CrepHsbHON; YCNOBHA
xpatenus: oGnem npenapara (8 Ma) B | duiakoc,
norotun ¢upmel MSD (rpadpmveckuii cumson
#G0peBMaTypa HA JTATHHULE), HOMEDP CEpHM, naTy
MPOM3IBOACTBA, JATY OKOHYAHMA CPOKA TOMHOCTH
(«Fomen  pon),  buyTperHuii{e)  xon(w)
ynaxoouworo komnowenta, Ha  THkeTky
HAHCCCHL 3HAKH, 3AWMWAIOWHE OT MOAUCIOK,
KOTOpbIE MOXKHO NPOBEPHTH TIPH HCTIQIB30DAHKH
cneuxanbHoro obopyosaHus,

Ha «kaprownoil nauke Ha pycCKOM A3LIKC
YKa3bLBAIOT: TOPIOBOC HAMMECHOBANIME TpenapaTa
¢ npeaynpenurensHoll mapkuposkoit ®, MHH,
NEKApCTBEHNYI0  opMy. 103MpOBKY  (Mr/mn),
criocol npUMEHeHHs, KOIHYecTso ¢unaxoHoB B
ynakonke uw obbem npcnapara (8 mn) B |

¢uakore, cocTan mnpenapata Ha 1 uaKoH,
HpenynpeaAHTenbinIe  HAANHCH:  «XpaHuTh B

4,6 %
Meunee 0.2 %

0.1 %
Menee 0,1 %

4.1 mn

Menee 0,15 ED/mr

HeTokcHuHbIil

Crepunbinii

252 mr/mn

0,18 Mr/mn

105 %

flo 40 mn npenapata B0 duakone M3
Gecusetsoro ctekna Ttana | (Esp. Dapwm.,
®apm. CLIA) yxynopesHom npobkoli w3
xnop6yTunosoro Kayuyka, obaxatoM
ANOMHHKEBLIM KOJINAYKOM M SAUIALLCHHOM
MNACTHKOBOH KPLILUKOH.

Mo | ¢gnakoHy B KAPTOHHOM NOANOHE BMECTE
€ WHCTpYKUNCH NO NPUMEHCHUIO B KAPTOHHOH
nauke. C UGABLIO KOHTPONR NEPBOTO BCKPLITHA
Ha KAPTOHHYIO nauky HaK/EeHbI
CAMOKNEALLMCCH CTHKCPSI,

Ha nepaunno#t ynakoske (9THreTKa (nakona)
HA PYCCKOM S3LIKC YKalaHo! TOpropoe
HaHMCHOBaHHE npenapara ¢
npenynpenuTensHod Mapkuposxkolt ®, MHH,
nexapcTeennas (opMa, aosmposxa (Mr/ma),
ci10cob NPUMCHEHWA, NPEYIPCUHTEILHLIE
HAINHCH: «llepen npuMeHcHieM
O03HAKOMBLTECh C NpUnaraeMoi uHcTpykumein,
«CTepunuion; ycnopua XpaHenus; o0nem
npenapata (8 Ma) b | duiakoHe, JOroTHN
gupmet  MSD  (rpadmueckuii  cuMBON W
aG0pernaTypa Ha NATMHHLE), HOMEP CEpHH,
HaTa MPOM3IBOACTBA, A4TA OKOHYAHHA CpOKA
roavocth {«l"OfeH 1O:»), BHYTPeHHHE KOMbI
ynaxkonouHoro xomnonesTa. Ha JTHKeTKy
HAHECCHL THAKH, JAUIMILAIOUIHE OT NOJLIEOK,

KOTOpbIC MOMKHO 1POBEPHTS npH
HCTIONIBIOBAHHKH CneuHanbHoro
ofopynoBaHua.

Ha xapTounoil mayuxe Ha pyccKOM ®3bike
YKa32HO: TOProBog HaHMEHOBaHHME Npenapara
¢ npeaynpeantensHol  Mapkuponkod  ®,
MHH, nekapcrecHHas (opma, [03WPOBKa
(mr/mn), cnocolG DpHMEHEHHR, KOMHYECTBO
¢aaKonos B ynaxoske u offbem npenapara (s
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Haumeuonanne noxaiatened

xkavecrsa no HI

TpeGobanna x KasecTsy no HJ1

PesyanTatel amanmsa

HCLOCTYNHOM 1A sieved  wecrew, «llepex
MPUMCHCHMEM  OIHAKOMBTECH C npwiaracMoli
HHCTPyKURch»,  «CrepunsHon, «Tombko sy
OMHOpa3oBoro pBeneHHs», «He wuwenonsionaTs
OCTAaBWHHCA  pacTeop 1A HOBTOPHArO
BBCACHUA»,  yCOBHA  XPAaHeNHA,  YCAOHHA
otmycka; norotun ¢upmm MSD (rpadmueckmil
CHMBON ¥ aG0pesuatypa Ha naTHHUUE), HalBaHKe
W CTpaHy npOWIBOAMTCAR; Ha3Bauwe, anpec,
Tenedon/haxe KOMNAHHH-YIIaKoBlMKA (AO
«OPTAT»), nasanue n crpany HOPH/HYECKOTO
JHua, Ha MM KOTOporo BLANo
PETHCTPALINOKKOS  yiOCTOBCPCHMC,  HoMep
PETHCTPALMONHOrO  yLOCTORCDEHHS,  HOMCP
CepHu®, 1aTy NPOMBOACTRA, NATY OKOHMAMMS
cpoka roanoctTh («loaed  aow), wWIpHX-Kox,
BHyTperHuii(e) xoa(sl) YIaKOBOYHOIO
KoMmoHeHTa. Ha KapToOHHYIO Nayxy HaHeCEeHM
JHAKH. 3AUMUAIONIME OT NOAACIOK, KOTOPbIe
MOXHO  NpOBEpHTL NPH  HCTIOJIL3ORAHKMN
CEIHanbHoro oGopyLoBatus,

*Mpi popmuposanuu Homepa CCPHM TOTOBOTO
NPOAYKTA K 1OMEPY CePUH, MPHCBOCHHOMY
npoxykTy «in bulk» u ykasaunomy na nepasuymofi
YUAKOBKE, MOIYT H0GaBISTRCA CHMBOILI {Gyxun
WK UN(PLI), MPUCBOCHHBIE YNAKOBLUHKOM (AO
«OPTAT»). Taxum obpasom, HOMEp cepun,
ykasaHHbifi Ha BrOpWuHON ynakooke, Momer
OwTh Ha HCCKONMBKO CHMBONOD ANMiHCE HOoMepa
CCPHH, YKa3aHHOIO Ha NEPBHYHOM ynakoske.
Tllpumevanue: nononmurensho na BTOPHYHYIO
YNaKOBKY — MOTYT  HAHOCHTLCA  CpencTsa
HIOCHTHOHKAUHK CHCTEMBI MOHWTOPHHTA
JIBHREHHS NIEKAPCTBCHHLIX MpenapaTos,
Mecropacnonoxenne u  Qopmar CPEACTR
naeHTHGUKaUMK MOXET MEHATLCH B
JABHCHMOCTH or TEXHONMOTHYCCKHX
ocobennoctell npon3soacTRA.

an) 8 | dnakowe, cocras npenapata Ha |
uaxon,  npepynpenwTenshue  waanmen:
«XpauuTE B HEOCTYNHOM AN feTel MecTen,
«llepen  npuMenewWcM  oanaxoNsTCCh €
npunaraeMolt  MHcTpyKumeH», «Crepunston,
«Tonexo unu 0JHOPAIOBOr0 BBCULHHAN, «He
HCTONL30BATL  OcTanwiiics pacteop  juia
TIORTOPHOrO BEC/ICHHAY; YCNIOBMA XpAHENHA,
YCNOBHA  OTNycka: siorotHn dupusi MSD
(rpaduueckuit cummon u abbperuarypa wa
ARTHHALE), HulBsaHKe H Clpaxa
npou3BoMTENs; Ha3BAHHC, agpec,
Tenegow/darc  KomnaHun-ynakosuwixa (AO
«OPTATY); Hasnanme W CTpaua
IODHAHYECKOr0 7WUR, WR ©M3 KOTOPOro
BLIIAHO PCTUCTPALHONHOE YyAOCTOBEPEHHE,
HOMED  PErHCTPALMOHHOIO  YHOCTOBEPCHMUS,
HOMCD CEPHH, JATA NpPOWIBOACTEA, XaTa
OKOWManug cpoka rogwoctu («lorcH now),
WITPHX-KOA, BHYTPEHHHE KOIb! YNaxonounoro
komnoxenta. Ha KapToHHYIO nauky naHeceHs!
3HAKH, JAUMIAIOUINE OT MOMAHCNOK. KOTOPHEC
MOKHO (pPOBEPHTL  NPH  MCNOJKIOBAHHH
CNELHANLHOTO 060pYAORAHNS.

Jononuwrensko wa BTOPHYHYI0 YTAKOBKY
HAHECEHL! CPCACTBA WACHTHOHKALINN CHCTEMb!
MOHHTODHHIA  [BHACHMA  JEXAPCTBEHHBIX

npenaparos,

Xpanenne B sammumeswom or ceera  mecre npx
TeMneparype o7 2 o 8°C. He samopamusars, He
BCTPAXHBATL,

CooteetcTayer

2 rona

Cpox roasocrs

Fozen 10: 04.08.2023

3axmiouenwne: Ilpenapar Kurpyaa® xouuenrpar nan NPUrOTOBJIEHHS PACTBOPA IR HHOYIHi
25 mr/ma (paaxon) 4,0 ma x 1 (nmavika kapronuas) cepus 0001473085, ynakosanusiii AQ «OPTAT»,

Poccus, coorBercTBYeT TpeGoBaHMAM HJI JI11-003972-050221

Fynosa E.A.

Hayaannuk OTOEHa KOHTPO/IA KavuecTsa
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PEAEPAABHAS CAYXKBA 1O HAA30PY

«CBefileHnA 0 BBOAE B rpaxaaHckuil 06opoT B Poccuinckoin degepaummn nekapcTBeHHbIX
CpeacTs No COCTOAHMIO Ha 26.05.2022 09:53»

B OPEPE ZAPABOOXPAHEHMA
Opramnszanms,
JllaTa saecenns B Top [por3somrrens Hop — R B Homep Homep, nara
AHC (spinycxarompit Crpana CreleHHs 0 CTAIMAX TPOHIBOACTE Y CepHH, paspemenng
P HAHMEHOBARNE NOKYMEHTAIMA rpaxgancKmnii
'0C3ApPABHAIIOPA KOHTPONE) ebopar napTHH na HJIN
Agusoneproe obmecrso "OPTAT™ (AO
) "OPTAT"), Poccus (¥ nakosumk/acosmms
”M.HSEB,._. - (BTOpHUNHAR/TPETHYHAS YnakoBka)); MCJIL
TP ARIMOHepHO? Hurepramma I'm6X, topryowas xax MCJ]
PPATOTORNCRI ofiecTso Hpnaupus (Kapnoy), Hpnanaus "
25.05.2022 vasﬂ.uov-:l:u ﬂah AWH”W "OPTAT" (AO Poccus (TMpowasomrres (rotosoit Ji®)); MCJT JIN-003972-050221 AO "OPTAT" 0001473085
& ) _._n:a * "OPTAT") Hureproman Ma6X, Topryomas xax MCJ
i ... e Hpaanansa (Kapaoy), Hpnanans
Kapr (¥ nakopumk/hacoBimk (B nepaHUHY0
YMAKOBKY))




