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PELEPANMHAA CAOEKBA MO H.AN30PY B COKPE 34PABOOXPAHEHUA
(POC3NIPABHM3O0P)
- AN

PETlMCTPAULVNOHHOE YOOCTOBEPEHWE

HA MEOVNULNNHCKOE N3AEJINE
oT 28 pekabps 2024 roga Ne p3H 2024/24367

Ha MeguuuMHCKoe n3genue

Habop peareHTOB A1 KONIMYECTBEHHOTO ONpeaeneHnUs LMPKYIUpyoLLero deppuTtuHa

(Ferritin (CLIA)) NMMYHOXeMH/TIOMHHECLEHTHBIM METOLOM B CbIBOPOTKE U Nnaasme
KpOBM 4YenoBeka Ha aHasnm3aTtopax cepum ACCRE fgns guarHoctuku in vitro

HacToslwee perncrpauMoHHOe y40CTOBEPEHME BbIaHO

"LLU3HbYX3Hb TuceHK Meankan [eBaiices Ko, /iTa.", KHP,

Shenzhen Tisenc Aledical Devices Co., Ltd., IIF, 111G, Kechuang Building, Quanzhi
Science and Innovation Park, Maozhoushan Industrial Park, Shajing Community’,
BaoAn District, Shenzhen, 518104, P.R. China

MponssoaunTens

"WaHbYX3Hb Tncenk Megunkan Oesaices Ko, 1ta.", KHP,

Shenzhen Tisenc Medical Devices Co., Ltd., IIF, 11G, Kechuang Building, Quanzhi
Science and Innovation Park, Maozhoushan Industrial Park, Shajing Community,
BaoAn District, Shenzhen, 518104, P.R. China

MecTo Npon3BOACTBA MeAUNLMHCKOTO U3aenuns
Guangzhou Wondfo Biotech Co., Ltd., N0.268 Shenzhou Road, Huangpu District,

510663, Guangzhou, P.R. China
Homep perncrpaumMoHHOro gocse A» P[1-65765/98445 ot 06.12.2024
Knacc noTeHUManbLHOro pucka NnpuMeHeHNa MeANLMHCKOTI0O u3gennsa 2a

Kog O6uiepoccninckoro knaccugukatopa npoaykKumMy no BMaam 3KOHOMUYECKOM
pesatenobHocTtn 20.59.52.195

HacToslliee perucTpaLMoHHOe y0CTOBEPEHUE UMeET 1 nucTe

npukasom Poc3apasHagsopa o1 28 fekabpa 2024 roga Ne 767.1;
AONYLWEHO K 06palleHUI0 Ha TeppuTopum Poccmincl o
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PXKOBOAHTeNb P efepasibHON CNyX6bl 5
Mo HaA30py B chepe 34paBOOXPAHEHUS I f iy J1.B. Camoinnosa
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3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA

R

MW 1,



=E

tho

rsy

w /

®EAEP.A\bHAA CNYXBA MO H.NA30PY B COEPE 3[PABOOXPAHEHNS
(POC3PABHA/3OP)

MPNIOXXEHWE

KPETlMCTPAULVNOHHOMY YOOCTOBEPEHWIO
HAMEOVNUMNHCKOE N3AEJINE

OoT 28 pekabpa 2024 roga Ne p3H 2024/24367 3T
Nunet 1 v

Ha megnunHcKoe nsgenune

Habop peareHTOB A4/ KO/IMYECTBEHHOIO OnpefesieHNsa LMPKYNUPYHOLWero @eppHTHHA
(Ferritin (CLIA)) hm\i>HOXeMUIOMUHECUEHTHbIM METOAOM B CbIBOPOTKE U MNasme
KpOBW YyesioBeka Ha aHasnunsatopax cepum ACCRE gna gnarHocTukKwM in vitro, B cocTaBe:
1 KapTpugx c peareHTaMun AN KOJIMYECTBEHHOT0 ONpeAeneHns LMpKYIMpyoLWwero
heppuTrHa - 36 WT.

2. Kannbpatop (Ferr Calibrator 1), ypoBeHb 1-1,0 mn x 1 dpnakoH.

. Kanuépatop (Ferr Calibrator 2), ypoBeHb 2 - 1,0 M1 X 1 pakoH.

. Kann6partop (Ferr Calibrator 3), ypoBeHb 3-1,0 mMn X 1 pnakoH.

. KoHTponbHbiit maTepunan (Ferr Quality Control Level 1), ypoBeHb 1-1,0 mMn X 1 dpiakoH.
. KoHTponbHbIh maTepuan (Ferr Quality Control Level 2), yposeHb 2-1,0 ma x 1 dhnakoH.
. MHCTpyKUMA no npumeHeHuto - 1wr.

. PernctpaumoHHasa KkapTouka peareHta - 1 wr.

. JlnucT co wTpux Kogom KannbpaTtopa - 1 wrT.

10. JTMCT KOHTpPO/NA KayecTsBa - 1 WrT.
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