PEANEPAJIBHAA C/TY>XBA MO 144030PY B COEPE 3PABOOXPAHEHNA
n \ ~ (POC34PABHAL3OP) ' R

HA MEOVNUVHCKOE U3 AOEJTNE

N oT 18 HosAbpsa 2024 ropa Ne P3H202A 1~
NbHa MeanuuHCcKoe m3peniie™ ' 3
N 1 Habop peareHToB A11s1 KOIMYECTBEHHOr0 ONpeaeneHnsi PpaKoBOro aHTUreHa B

Y I (cbreopoTke kpoBu yenioBeka (CA15-3 CLIA Microparticles (CA15-3)) Ha
| MaHanuzaTppax MMMYHOXEMUTIOMUHECLLEHTHbBIX cepnu AutoLumo '

f ;MacT6Aawee ,perncTpayMoHHoe y40CTOBEPEHWME BBLLAHO

1 ,~NMAyTto6umo AunarHoctuke Ko., J1Ta.", KHP,
Autobio Diagnostics Co., Ltd., No. 87 JingbeiY i Road, National Eco & Tech
Development Area, 450016 Zhengzhou, People's Republic of China

n' va,./z/, v 1

MpownssognTesns . -
"AyT06ab AunarHoctmuke Ko., Jita.", KHP, ,\ ,
Autobio Diagnostics Co., Ltd., No. 87 Jingbei Yi Road, National Eco;%5t] |cti:

] Development Area, 450016 Zhengzhou, People's Republic of China u -

MecTo Npon3BoACTBA MeAUNLMHCKOIO N34enns
%jj i Autobio Diagnostics Co., Ltd., No. 199,15th Ave, National Eco & Tech,Zone, 450016 »
SV Zhengzhou, People’s Republic of China ~ , J N n

V.'I'' Homep peructpaymoHHoro gocbe Ne P/1-63706/55536.0T1;25.07.2024 .wW? r?
I' Knacc noteHUManbHOro pucka npuMeHeHUa MeanLHCKOro n3genma 26 -

i 'Kog O6uwepoccmninckoro knaccnumkaropa npogyKumm no BuaaMm 3KOHOMMUYECKOLL,
ANpeatenbHpeTn;20.59.52.195 ~ A

MHabToagee perncrtpaymnoHHoe yaoctoBepeHme NMMeET Nnpuao>KeHuena 2 LUTeTrK =

y, r- -
npukasom PoesgpaBHaz3opa oT 18 Hoa6ps 2024
AOMYyLW,EHO K obpalleHno Ha TeppuTopum Poccun

y. - 1" W wei; Vi oot - -'e
PykoBogutenb degepanbHOM Cy>Kobl
no Hafsopy B chepe 3gpaBooxpaHeHUAN

MEKTPOHHAS KONUS OOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



oT 18 Hos6pAa 2024 roga

Ha"'eanumHckoe nsgenve

Habop jpeareHTOIB /151 KOTMYECTBEHHOI0 ONpPeAEe/IEHNUSA PaKoBOro aHTUreHa B
cbiBOpOoTKe KpoBu yenoseka (CA15-3 Cbl A Microparticles (CA15-3)) Ha
aHanusatopax AMMYHOXEMUMOMUHECLEHTLW,IX cepun AutoLumo, B BapmaHTax
VCMOJIHEHUNA: ' n

I. ®acoska 50*2 TecToB S |

I. OcHoBHoOW peareHT CA15-3,"BcocTaBe: -

- pacTBop'™MiikpoyacTul (Microparticles Sotutidn), 1,2 mn - 2 Wt

- (hbepMeHTHbL KoHblOrat (En~rne Conjugate)™ 5,5 mn - 2 wit.; N

- pacTeBop aHTUTeN ¢ 6uoTuHoOM (Biotiri-antibody Solution), 5,5;mn - 2 wrT.

.1(aan8patop HNU3KOro ypoBHANN -1 wr.
. Kanubépatop Bbicokoro yposH4a (Calibrator B) -1 wTt.
. KpUpJ1B HU3Koro ypoBHA (Quauh -1 wr.

KoHTporw Bbicokoro ypoBHa (Quality Control 2) -1 .
. NHCTpyKUuKMA no npyumeHeHuio -1 wWwr.
. 6Knagbiw Co WTPUX-KOAOM ANns KanmbpaTtopos -1 wT.
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. Bknagpiw co WTpMX-KOAOM AN KOHTposiel -1 wr.

. ®acoska 100 TecToB, B cOCTaBe:

1. OcHoBHoOW peareHT CA15-3, B cocTaBe:

- pactBop mukpoyacTuy, (fHicrbparticles Solution), 2,3 mn -1 wrT.;

- hépmeHTBAMKOHbIOTAT (ELLB/rne Conjugate), 1~ mn -1 wT.;

- pacTBop aHTUTEN ¢ 6UoTMHOM (Biotin-antibody Solution), 11,0 ma -1 wr.
. Kanuépatop Hn3koro yposHsa (Calibrator A) -1 wr.

. KanubépaTtop BbicOKOro yposHsa (Calibrator B) -1 wr. -

KoHTponb HM3Koro yposHs (Quality Control 1) -1 wirT.

KoHTponb BbicOKOro yposHa (Quality Control 2) -1 iT.

. lHCcTpyKuma no npyumeHeHuio -1 wWwrT.

. Bknagpilw co WTpUX-KOZOM Ans KanmbpaTopos -1 LT, Lde
8. BK1agpTLW CO WTPUX-KOAO0M A/19 KOHTponen -1 wr. -N
I1l. ®acoBka 100*2 TecT0B, B COCTaBE:

1. OcHoBHoOW peareHT CA15-3, B cocTaBe: N

- pacTBop Mmukpoyactuy, (Microparticles Solution), 2,3 mn - 2 wr.;

- hepMeHTHbIN KoHblOraT (Enzyme Conjugate), 1* "

- pacTBop aHTUTEN ¢ 6uoTnHOM (Biotin-antibo™

2. Kanubpatop Hu3koro ypoBH4a (Calibratbr'pI™M.A

3. Kannbpatop Bbicokoro ypoBHs ,(Calibratc [ M .f~
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4. KoHTponb HM3Koro yposHAa (Quality Control 1) -1 wr.
5. KoHTponb BbicoKoro yposHA (Quality Control 2) r 1 wrT.
® 6. IHCTpPYKUMSA N0 NPUMEHEHUIO -1 wWIT.
7. Bknagbllw €O WUTPUX-KOAOM A8 KanbpaTopos :- 1 wr.
8. BKnagbnmn co MNpuUX-KoAOM A9 KOHTponen -1 wr.

PykoBoauTeb degepasibHOW Cy»x6bl
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