CEPTI/ICDI/IKAT COOTBETCTBI/UI

3 Ha npo,s,yhumo, queunylc B eAMHBII TepeyeHs npo,a,y:umm
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POCC RU.0001. 21¢JI24 om 1602 20162, nacnopm }\-iv ‘6 ot 12.08 2019 AO "OPTAT" i B
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©02COII-K0-07000-39-06
AO «OPTAT»

Otaen kourpons kauecrsa
Jluuensng Ha ocywecTanckue nponIsoacTsa nexapcTacHHLIX cpencts Ne 00058-JIC ot 16.12.2015
157092, Koctpomckan 06a., Cycansnckui pafion, c. Cesepioe, Mxp-H. Xaputoioso, Ten.(4942) 650-806

[Macnopt N 6 o1 16.08.2019

Kurpyna® KOHUCHTDAT VIR Npu
Ynakosano: AQ «OPTAT», Poccus

Konuuectso ynakosok: 9966

Howmep cepun: 0001010650
Hara npouisoacrea: 12,2018

Npousseneno: MCJ Hpaauans (Kapaioy), Hpaauana

HJI JII1-003972-091018

PY JII-003972 ot 18.11.2016 (aata 3amebl 09.10.2018)

TOTOBJICHHS PACTBOPA AR HH(y3uii 25 mr/ma daakon 4 ma

Hara ynakoeku: 13.08.2019
lonew no0: 12.2020

Cepus npouasonutens: 0001010650

Haumenonrine noxssarenci
kadecrea no H/A

Onucanue:

Tpebosanna x kawecrsy no HJL

PeiyasvaTul anamina

NMoanununocre
- nembGpoansymat
Cneyuduueckan akmusnocms

IKCKNIOIMOHHAR XpoMmaTorpadHa

[Mpo3paunsili w1 onanecunpyowni ot GecuseTioro

L0 CBETNIO-XENTOro usera pacTsop

Homken NposBnaTh aKTHBHOCTE

Poncteenubie coeanienna/npuMec:

Onanecunpyrownh Gecusernnil pactaop

Cooteercrayer
HOA
Pacnpedenenue iapsoa Jlonxen cooTBeTCTBOBATS CTaHnapry Cooteetcteyer
Buicokoapdextuanan
HoHooGMetinan xpoMoTorpadua
Mpo3paunocrs Crenels onanecucHUHH pacTsopa Coorsercrayer
MeHee stanona IV
Usernocrs Oxpacka pacTaopa He GoNice HHTEHCHBHA, YeM Cootsercrayer
oKpacka aTanona Y,
pH Or52005,8 55
Mexanuueckne nisnoueHna:
Buanmbie Mexaunyeckne Buaumeie Mexanuyeckue BKAIOYEHHA J0MKHb
BIIKOUYEHHA OTCYTCTBOBATh Coorserctayer
Yacruust > 10 Mkm He Gonee 6000 yacTHW pnakon 48 yactuw/dnakon
Yacrrue! = 25 MKkm He Gonee 600 wacTH/drakon 0 wacTuw/pnakon
Yucrora
Buicokoaddpextunnan Pacnpenenexne 3apana;
HoHooOMeHHaR xpomaTorpadus Kucnotusie sapuanTsi: e Gonee 13,9 % 8,3 %
Kucaotuwi#l [Muk 1: e Gonee 9,1 % 6,2%
«llpearnasusifin nuk: ne Gonee 5,0 % 2,0%
[nasuetdi nux: ve mexnee 53,0 % 574 %
OcnosHofl IMuk 1: e Gonee 10,0 % 8,8%
Ocuosnoft Iuk 2; He Gonee 11,5 % 10,2%
OcHosHble BapHanTsl: He Gonee 8,6 % 7,0 %
BeicokoddipexTrBHan
IKCKIIOINONHHER XPOMATOrpagus Mouomep IgG: ne menee 97,7 % 99,9 %
Kanunnspneiit anektpodopes c
HJC (8 nepenyuHpylowmnx Hepeayusposannssit 1gG (rnasuwiii IgG): 98,8 %
YCNOBHAX) He menee 97,1 %
Kanunnspusill anektpodopes ¢
HIC (8 peayunpyromnx Peayuuporanunit [gG (Trxensie u nerkue uenm); 97,9 %
YCAOBUAX) He McHee 96,2 %
Poncreenubie npimecn
Xpomarorpadus c MpoayKThl OKHCACHHA;
ruapodobHbM MpeasapuTensuelft niuk 1+2: ve Gonee 10,7 % 6.1 %
s3aHMopnelicTBiEM lNpensapurensHuiit nuk 3: ue Gonee 0,5 % Menee 0,2 %
BuicokoadppexTHaHas
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HaumenoBanne noxazateael
Kadecrsa no H/

Tpebosanun k kaveersy no HJ

PelynsraTel ananwia

Hienekaemeifl obuem
BakTepuasibisie 31a0ToKCHIIL]
AHOMA/IBHAR TOKCHYHOCTD

Crepunisnocrs

Conepwanne Genia
Y®- cnextpodoTomMeTpiin

Moaucopbar-80
BIXX

Crneundinyeckan axTHBIOCTL
HDA

Ynakoska

Mapxuposka

Buicokomonekynaphwie coenntenin; e Gonee 2,3 %
Huakomonexyarpusie coeaunenns: ne Gonee 0,5 %

He Mmenee Homnnanuhoro (4,0 MJV/nakoH)
He Gonee 0,15 ED/mr
JonxeH GbITh HE TOKCHHHBIM
Honxen GbiTh CTEPHALHBIM

Ot 22,5 no 27,5 mr/mn
Ot 0,10 70 0,25 mr/mn

Or 80 % no 130 % or akTHBHOCTH CTRHABPTHOrO
ofipaiua nemGponniymata

Mo 4,0 wmn npenapata B0 ¢makoH u3
Becusetnoro crexna Trna I (Eep. ®apwm., dapwm,
CLUIA) YKynopennsiii npobko H3
xnoplyTiiosoro Kayvyka, 06xaThlii
BIIOMHHHEBLIM  KONMNAYKOM M 3alUHLNCHHbIT
TUTACTHKOBOM KpLILWKO.

Mo | ¢aakony 8 kapTOHHOM NOKAOHE BMECTE ¢
WHCTPYKUKell 1O NpuUMeHeMMIO B KapTOHHOM
nauke. C UENBIO KOHTPONS NEPBOro BCKPLITHA Ha
KAPTOHHYIO NaYKy HAKNEHBAIOT CAMOKNEALLHECH
CTHKEpHI,

Ha nepsuunoli ynaxoske (3tuketka drakona) na
PycCKOM  s3blKe  yKasblBMIOT:  TOproBoe
HAHMEHOBaHHe npenapara c
npenynpeanTension Mapkuposkoii ®, MHH,
NeKApCTBEHHYIO  QOpMY, NO3MpoBKY (Mr/mi),
cnocol  NpHMEHEHHS,  NpeaynpeaHTenbHbie
waanuen: «llepen npumenennem olHakoMbTech
C npwiaraemMod WHCTPyKuHeitn, «CrepunsHon;
YCNOBHS XpaHeHus; o6veM npenapata (8 ma) B |
dnakone, nororun dupmst MSD (rpapuueckuii
cHmBon M abbpesuatypa Ha NlaTHHKUE), HoMmep
CEpPHH, 14Ty NpOWIBOACTBA, AATY OKOHHAHHA
cpoka roanocti («loaen no:»), BHyTpennui(e)
KOA(B!)  YNnakoBOMHOro  Kommowenta, Ha
3THKGTKy HaHECEHB! 3HAKH, 3aWHWAKLHE OT
NOANENOK, KOTOPbIE MOXKHO MPOBEPHTL NpH
HCMOALIOBAHHH CliEUHANbHOrO 000pYA0BaHHS.
Ha «xapronHoit nauke Ha pycckoM x3bike
YKa3elBaloT: TOProBOE HAHMEHOBAHHE NpenapaTa
¢ npenynpeantensHoi mapxuposkoit ®, MHH,
nekapcrsennyio  ¢opmy, [03IMpOBEKY (Mr/mn),
cnocol NpHMeHEHHs, KONWYecTBO (NaKOHOB B
ynakoske u obwem npenapara (8 ma) B |
thnakone, coctas npenapata wa | nako,
npeaynpeanTenbuie  HaanucH: «XpaHuts B
HepocTynwom ans  pereft  mecten, «[lepen
NMPHMCHCHHEM  OIHAKOMBLTECH C NpHAAraemofi
HHCTpykuHedin, «Crepunshon, «Tonbko s

oaHopaloBoro eseaeHusy», «He ucnonsiosats

0,1 %
Menee 0,1 %

CoorsercTayer
Menee 0,10 ES/mMr
[penapar Hetokcuye
CrepunsHo

24,8 mr/mn
0,18 mr/ma
99 %

[lo 40 mn npenapara Bo dnaxone w3
Gecusetroro crexna tuna | (Esp. ®apm.,

®apm. CLIA) yxynopetom npobkok u3
xnopbyTHIIOBOrO  Kay4yka,  ofwkaToM
ANKOMHHHEBBIM KOoanaykom H

JAUHILEHHOM NIACTHKOBOH KpbILLKOH.

[lo 1 dnakosy B kapronnoM nomnome
BMECTE C HHCTPYKLHEH N0 NPpHMEHEHHIO B
kapTohHoii nauke. C uenslo KoHTpons
NEPBOI0 BCKPLITHA HR KAPTOHHON mnayke
HAKNEEHBI CAMOKIEALIHECS CTHKEPHI,

Ha nepauunofi  ynakoske (3Tukerxa
$nakona) Ha pycckom s3miKe yKasaHo:
TOpProsoe HAHMEHOBAHWE Tpenaparta ¢
NpeaynpeanTensHoR  mapkupoBkoli  ®,
MHH, nekapcrsenias dopma, noiuposka
{mr/mn), cnocob NPUMEHEHHA,
npeaynpeauTensHuie  Haanuck: «[lepen
NPHMEHEHHEM 03HAKOMLTECH c
npunaraemoi HHCTPYKUHeH»,
«Crepunchon; ycnosua xpauenms; obuem
npenapata (8 Mn) B | ¢unakone, nororun
¢upmet MSD  (rpadmueckuii cumson u
ab0pesuaTypa Ha  naTHHHuE), Homep
CepuH,  [aTa  NpPOM3BOACTBA,  gara
OKOHYaHHKA cpoxa roasocTH («"oaeH no:»),
BHYTPEHHH#H Ko YNakoBo4HOro
KOMNOHeHTa. Ha 3THKeTKY HaHeceHs
3HEKH, 3AWHLWAIOWMHE OT  NOAJENOK,
KOTOpLle  MOXHO  NpOBEPHTE  NpH
HCIQIL3IOBAHHM CNEUUANBHOrO
obopynosanns,

Ha xapronnofi nauxe Ha pycckom asmixe
yKa3aHo: TOProsoe HAHMEHOBaHHe
npenapara c npexynpeanTentHoH
mapkHposkod ®, MHH, nexapcrsennas
dopma, po3Mposka (Mr/mn), cnocoB
NPHMEHEHHA, KONHYECTBO (NAKOHOB B
ynakoske u obvem npenapata (8 mn) B |
dnakone, cocras npenapara wa 1 dnaxon,
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Haumenoaaune noxslatencht
Kayecrsa no HI

TpeGosanum k xauecrsy no HJ

Peayautatai anasusa

OCTaBIUMACY  pacTeOp /IR NOBTOPHOro
BBEACHUAY,  YCNIOBHA  XPAHCHHA,  YC/IOBHMSA
otnycka; norotun ¢upmbl MSD (rpadmuecknii
cumBon K ab6pesuaTypa wa naTuhHue),
HalBaHHE W CTPaHY MPOHIBOIHTENs; HA3BANMe,
anpec, Teneon/Pakc KOMNAHMM-YNaKoBUIHKE

(AO  «OPTAT»); mnasmanue u CTpamy
IOPHAHYECKOrD NHLA, HA HMA KOTOPOTrO BbIAAHO
PErUCTPALMOHHOE  YAOCTOBEpEHHE,  HOMep
PETMCTPAUHOHHOIO  YAOCTOBEpENHA,  HOMEp

CEpHH, HaTy NpPOM3IBOJCTBA, AATY OKOHYalHA
cpoka roaHoctH («lomen now), wTpHx-kog,
BHYTPeHHHI(c) xoa(bi) YNakoBOYHOIO
KOMNOHeHTa, Ha KapTOHHYIO Nayky HaHecesl
3HAKH, JAWMHLWAIOWHE OT NOANENOK, KOTOpbic
MOXKIO  NPOBEPHTE NPH  KCHIONbIOBAHMH
cneuxansHoro o6opynoBaHus,

NpeaynpeauTenbHbie HAANKCH: «XpaHHTL
B HEAOCTYNHOM 115 aeTedi mectey, «[lepen
HPHMEHCHHEM 03HAKOMbTECH c
npunaracMoil HHCTpYKUHeity»,
«CrepunbHon, «Tonbko ana oaHopasosoro
BRBEACHHAN, «He HCNONbL3OBATL
OCTaBWHHCA pacTBOp N4  [OBTOPHOrO
BBEJCHHAY; YCIIOBHR XPAHECHHA, YC/OBHR
otnycka;  norotin  ¢upmmt MSD
(rpaduyecknii cumson n aG6pesnatypa na

NaTHHHUE), HasBaHue H CTpaHa
NPOH3IBOAMTENN; HalgatHe, anpec,
Tenedon/gakc KOMNaHHH-YNaKoBLIHKa

(AO «OPTAT»); wuaieawue u crpana
IOpHOHYECKOTO NHua, Ha HWMA KOTOpOro
BLUJAHO PErUCTPALHOHHOE Y0CTOBEPEHHE,
HOMEpP PErHCTPAUHOHHOIO YNAOCTOBEPEHHH,
HOMEp cepHM, laTa NpOH3BOACTBA, NaTa
OKOH4aHHA cpoka roaHocTH («[oaeH no»),

IWITPHX-KOA, BHYTpPCHHHE KOAbl
ynakososioro KOMNOHEHTA. Ha
KApPTOHHYK0  NaykKy HaHeCeHbl 3HAKH,

38UHWAIOUWNKE  OT NOMIENOK, KOTOphle
MOXHO MPOBEPHTL MpPH  KHCMONL3OBAHHH
cnelHanbHoro o6opynoBaAHHA.

3axmiouenme: INpenapar Kntpyns® konuent

PAT AR RPHIOTOBACHHR pacTBopa AAs BuY3uit 25 mr/mna gnaxon 4 ma

cepun 0001010650, ynaxosanusii AO «OPTAT», Poccus, coorsercrayer Tpebosanusm HI JIT-003972-091018.

Havwansuuk otaena KOHTPOJA Ka4yecTna

I'yaosa E.A.

Lan

ACKYMEHTOR 5%




