OEAEPAABHAA CAVIKBA T10 HAA3SOPY B COEPE 3APABOOXPAHEHMSA
(POCSA,PABHAABOP)

PEFHCTPALIHOHHOE Y,I.IOCTOBEPEHPIE

HA MEAWLUHHCROE U3EJIUE
ot 27 centsiopst 2012 roxa  Ne ®CP 2012/13934

~ Ha meauumnckoe u3genue

HaGop pearenToB 111l KOJAYECTBEHHOTO HMMYHO(EPMEHTHOrO ONpeIe1enns
anTHrena CA 125 B esiBopoTke kpoBH ("UMmyno®A-CA 125'")

no TY 9398-030-11361534-2012

HacTosimee perucTpainoHAoe yA0CTOBEPEHHE BELIANO

3akpbiToe aknuonepHoce odmecrso "HAYYHO-BHEAPEHYECKOE OB'IIEC I‘BO
UMMVYHOTEX" (3A0 "HBO IMMYHOTEX"), Paccus, 119899, Mocksa,
Bopobsessr ropsl, MI'Y um. M.B. Jlomonocosa, yi1. Meunjeaeesckas, crp. 2

[Ipon3BoauTe:s A

3akpritoe akunonepnoe obmecrso "HAYYHO-BHEAPEHYECKOE OBUIECTBO
HMMYHOTEX" (3A0 "HBO HMMYHOTEX"), Poccus, 119899, MockBa,
Bopoonessi ropei, MI'Y um. M.B. JlomonocoBa, yi. MenaeieeBckas, crp. 2

MecTo 1poM3BoACTRA MEAUITMHCKOIO H3ENHs : = X
119899, Mocksa, Bopoobesnt ropei, MI'Y um. M.B. Jlomonocosa, yi1. Menaeneesckasi, || .-
erp. 2 ] '
Howmep perucrpauunonnoro gocee Ne 27723 ot 10.08.2012

Bua MeMuuHEKOro u3aeans -

Kracc moTeHIMaIbHOIO PUCKA [IPUMEHESH IS Meanunﬁcxon‘o n3aesus 1

Kon Obmepoceuiickoro kiaccudukaropa npoyKLuny s MEIUIHHCKOro u3nenus 93 9817 :
Hacrosmiee perucTpaiMoHHOE YA0CTOBEPEHUE UMEET pHIQIKCHUE Ha | smcte l :

npuxazom Pocsapasramzopa ot 27 centsOps 7012‘1 oA No 1645-Tp/ I 2
u nprkasom o1 06 gespams 2014 roza Ne 73670. :
JIOMYIIEHO K 00palleHrIo Ha leppmopma Peccmucxou CDe,qepauuy
S : , S

A

Bpuo pyxosogurens MeaepaibHoil ¢1yxKab1
1o HaA30py B cdepe 31paBooXpaHEHNUs




OEAEPAABHAS CAVKEBA TTO HAA3OPY B COEPE 3APABOOXPAHEHUA
(POC3APABHAA3OP)

TPUJIOKEHUE

RPETHCTPALHOHHOMY YAOCTOBEPEHHIO

HA MEAULIMHCROE U3 4EJIUE
otr 27 centsiops 2012 ronaa Ne ®CP 2012/13934

Ha memnmuHexoe usnenme

HaGop peareHToB /LISt KOJTHYECTBEHHOTO HMMYHO(EPMEHTHOTO ONpeTeIeHHst AHTHI eHa

CA 125 B chiBopoTke KpoBH ("UMmyno®A-CA 125") no TY 9398-030-11361534-2012

B cocrage:

- TnanmeT 96-TyHOYHBI TOMHCTHPOIIOBLIH, CEACUOM U INPOBAHHDBI MOHOKJIOHAIBHBIMH

autuTeaaMu K CA 125, roToBbIi 118 HCIIOAL30BAHNS - 1 1T..

- KaaubpoBOYHbBIE TPOOBI HA OCHOBE CHIBOPOTKH KPOBH. COJCPKAIINE U3BECTHLIE KOIMYECTBA

CA 125: 0 Ea/™ma (3.0 mum); 10: 50: 100; 250; 500 Ex/ma (no 0.5 mut): konnentpauus CA 125 B .

KamuOpOBOUHEIX TPODAX MOKET HE3HAUUTEILHO H3MEHATHCS OT CEPUH K CEPHHN, TOYHBIC 3HAYCHHS

* KOHIEHTPAUMH yKa3aHbl HA 3TUKeTKaX ()IIaKOHOR, TOTOBBIE 17151 HCIOIh30BaHNA — 6 (it

- KOHTPOIbHAs ChIBOPOTKA HA OCHOBE ChIBOPOTKH KPOBH HejJ0BEKA C H3BECTHBIM COI(Cp)KaHHCM

CA 125, rotoBas juts uenosb3osanus - 1 ¢ (0.5 ma1);

- KOHBIOraT MOHOKTOHATHHEIX aHTUTEN K ( A 125 ¢ nepoxcnaazol 13 KOpHs XpeHa, FOTOBBII .zmx :

ncnosib3oBanmst - 1 da. (14 ma): '
- hocaTHO-cOTCROI GYhepHBI pacTBOp, KOHLEHTPUPOBaHHLI - 1 (. (15 MIT);

- pacTBOp cybceTpaTa Ha ocHOBe TeTpameTwidensuayna (TMb) ¢ nobasienneM nepexucn

BOJIOPO/IA, TOTOBBIN [T Benoab3oBaaus - 1 ¢ur. (14 M),

- CTOTI-peareuT, FOTORBIH T uenoab3oBanus - 1 @it (15 mi);

- [IIeHKA 7Tl 3aKJICHBAHAS MagmeTa - | T,

e
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