X>-"o*rr o m

r

*i\

mC
S .

n

V.'V- -

AN A -
w T a 2>J FRTTR
Tlan rT!

®EJEPA.\bHAS C\YXXBA MO H.\30P\" 6 COEPE 3[JPABOOXPAHEHWS
(POC3zVPABELAA3OPj

PETUCTPAUVMOHHOE YOOCTOBEPEHWE

HAMEAONUNHCKOEW3AEJTNE
OoT 28 fekabpsa 2024 roga Ne P3H 2024/24390 ITH-U?

Ha MeguuunHCKoe usaenne
Habop peareHTOB A5 KOJIMYECTBEHHOIO onpeaeneHnsa N-TepMUHaNbHOIO

HaTpninypeTnyeckoro nponentnga b-tHna (N-terminal Prohormone of Brain W
Natriuretic Peptide (CLIA)) HMMyNnoxe.MUIKOMNHECLEHTHbIM METOAOM B CbIBOPOTKE,
nnasMe u LeNbHON KPOBWM YesioBeka na aHanmnsatopax cepun ACCRE gns Ili|'i',q

ANarHOCTUKH in vitro

HacTofiwee permcrpayMoHHoOe YA0CTOBEPEHME BblfaHO
'ALU3HbWKIHE TuceHk MegHkan Aesaiice3 Ko, Nta/', KHP,

Shenzhen Tisenc Medical Devices Co., Ltd., IIF, 11G, Kechuang Building, Quanzhi VR
Science and Innovation Park, Maozhoushan Industrial Park, Shajing Community,

BaoAn District, Shenzhen, 518104, P.R. China

MponssoguTens

"LLaHbYXIHb TuceHk Megukan Aesaices Ko, iTa/', KHP,

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

MecTo Npon3BOACTBA MEAULMHCKOTO U3LeNna

Guangzhou Wondfo Biotech Co., Ltd., N0.268 Shenzhou Road, Huangpu District,
510663, Guangzhou, P.R. China

Homep peructpaymoHHoro gocbe Ne P1-65762/98448 o1 06.12.2024

Knacc noTeHUManbHOTo pucka NpUMMeHeHsra MeguLMHCKOro nsaennsa 2a

Kopg O6uwepoccuiickoro knaccuumkartopa npoayKuw no Bugam 3KOHOMUYECKOIA
featenbHoctn 20.59.52.195

HacTosliee perucTpayoHHOe yA0CTOBEPEHVE UMEET MPUIOXKEHME Ha 1 ucTe

C.it

npukasom Poc3gpaBHag3opa oT 28 aekabpsa 2024 roga JIY 7485
AONYyLEeHO K obpalleHnto Ha Tepputopun P6ccninickoin ® efaaagun.

PykoBoanTens ®degepasibHON CAyX6bl
no Haj30py B chepe 34paBoOXpaHeTL
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3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3ENHI



! ®ENEPA-IbHAA CNYXBA MO HAL30OPY B CHEPE 3[PABOOXPAHEHUA
(POC3PABHAJI30P)
MPNNOXEHUME

K PETUICTPALVMOHHOMY YAOCTOBEPEHUIO
HA MEAVWUWHCKOE U3AENUE

t>:!

%] oT 28 pekabpsa 2024 roga Ne P3H 2024/24390

o Nuet 1
Ha meanumnHckoe nsgenne
Hab6op peareHTOB ANs1 KOIMYECTBEHHOro onpegeneHnsa N-TepMHHaNbHOro
natpniypetHdeckoro nponentuga b-tuna (N-terminal Prohormone of Brain
Natriuretic Peptide (CLIA)) UMMYHOXEMUTIOMHHECLLEHTHBIM METOAO0M B CbIBOPOTKE,
nnasme u LEeNbHOW KPOBW YesioBeEKa Ha aHanmsaTopax cepun ACCRE ans
ANarHoCTUKM in vitro, B cocTaBge:
1. KapTpuax c peareHTaMun gna KONMYeCTBEHHOro onpeaeneHns N-TepMuHanbHOro
HaTpuUilypeTnyeckoro nponentuaa b-tuna - 36 W,
2. Kannépatop.(NT-proBNP Calibrator 1). YpoBeHb 1- 1 dnaKoH.
3. Kannbpatop (NT-proBNP Calibrator 2). ¥YpoBeHb 2 - 1 hnakoH.
4. Kannopatop (NT-proBNP Calibrator 3). YpoBeHb 3 - 1 hnakoH.
5. KoHTponbHbih maTepnat (NT-proBNP Quality control Level 1), ypoBeHb 1- 1 hnakoH.
6. KoHTponbHbin maTepuaT (NT-proBNP Quality control Level 2), ypoBeHb 2 - 1 pnakoH.
7. MHCTpYKLUUS N0 NPUMEHEHUIO - 1 WT.
8. PerncrpayunoHHas kapToyka Habopa peareHToB - 1 WT.
9. J/lncT co WTpPMUX-KOAOM KaTtnbparopa - 1wr.
10. JTNCT KOHTPONA KayecTsBa - 1 WT.
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PykoBoauTenbs ®efepanbHoli CnyxX6bl
Mo Haj3o0py B chepe 34paBOOXPaHEHMA
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