®ENEPA/IBHAA 0\Y)XXBA MO HAA3OPY B COEPE 34PABOOXPAHEHUA
(POC3OPABHAJ3OP)

PETMCTPAUVMNOHHOE YAOCTOBEPEHUE

HA MEOVNLUMNHCKOEW3AENUE
QOr 07 theBpana 2023 roga P3H 2023/19526

Ha megmnumnHckKoe nsgenve

Habop peareHToB in vitro 419 KONMYeCTBEHHOrO onpefeneHnsa o6Lero TMPoKCcnHa
r? (MAGLUMI® Total T4 (CLIA)), METOA4OM UMMYHOXEMUTIOMUHECLLIEHTHOIO aHanmsa

Ha aBTOMaTunyeckux aHanusatopax MAGLUMI®

HacToslLee perucTpaynoHHoe yL0CTOBEPEHME BbIJaHO
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MecTo Npon3BOACTBA MEAULMHCKOIO U3aeNuns
CM. MPUIOXKEHNE

Howmep peructpayunoHHoro gocbe Ne P1-52867/89006 ot 07.11.2022

Knacc noTeHUManbHOro pyUcka NpMMeHeHNs MeAULIMHCKOTO M3aenus 2a

Kog O6Lepoccniickoro Knaccugukaropa npogyKumm no BugamM 3KOHOMUYECKOM
fesatenbHocTn 21.20.23.110

HacTosiLiee perncTpayMoHHoe YA0CTOBEPEHME NMEET MPUIOXKEHME Ha 2 McTax

I N
nprkasom Poc3gpaBHagsopa oT 07 espans 2023 TCTLLY, "alpl
A0MNyLLeHo K obpalleHUto Ha TeppuTopun Poccuiic!
PykoBoauTenb ®efepanbHoOi CyXo6bl A

no HaA30py B cdepe 34pPaBOOXPAHEHUS

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM



®EOEPANBHAA CNYXBA MO HAA3OPY B CHEPE 3APABOOXPAHEHUNA
(POC3OPABHAN3OP) A

MPUNOXEHWE

KPEr'lMCTPAUNOHHOMY YAOOCTOBEPEHUNHIO
HA MEANLUMNHCKOE N3AENNE
Or 07 deBpansa 2023 roga P3H 2023/19526
Jner 1

Ha megnumnHckoe nsgenve

Habop peareHToB in Vvitro 18 KONMYECTBEHHOIO onpejesieHns 06LLero TMPOKCMHa
(MAGLUMI® Total T4 (CLIA)), MeTOA4OM MMMYHOXEMUTIOMUHECLLEHTHOIO aHanmsa Ha
aBToMaTmyeckmx aHanmsatopax MAGLUMI®, B BapnaHTax UCNOSTHEHNSA:

. BapuaHT ucnonHeHumsa 1

I. Habop peareHTOoB in Vvitro 418 KOMIMYeCTBEHHOI0 onpesesieHNs 06LLLero TUPOKCUHaA
(MAGLUMI® Total T4 (CLIA)), MeTO4OM MMMYHOXEMUIKOMUHECLEHTHOrO aHasmsa Ha .
aBTomMaTu4yeckux aHanmnsatopax MAGLUMI®, 30 TecToB, B cOCTaBe:

- KapTpunmk ¢ peareHTamu -1 wWwr.;

- KoHTposb 1-1,0 mn;

- KoHTponb 2 - 1,0 mr;

- JleHTa gnAa 3anevaTbiBaHUA KapTpuaKa Cc peareHTamy - 3 LT,

- Hakneikun co WwTpnx-Kogamu ans KoOHTpons 1-4 wr.;

- Hakneikun co WTpmx-KogaMu anst KOHTpons 2 -4 wWr.;

- CepTudumKaT 0TAe/1a KOHTPONSA Npon3BoauTens - 1 wr.;

- IHCTpYKUMA No NpUMeHeHuto - 1 LT,

1l. BapnaHT ucnosiHeHuns 2:

1. Habop peareHTOB in Vvitro 4151 KOIMYECTBEHHOIO OnpeaesieHnsA 06Lero TMPoOKCuHa
(MAGLUMI® Total T4 (CLIA)), MeTog0M UMMYHOXEMUNOMUHECLEHTHOIO aHa/In3a Ha
aBTomartuyeckmx aHanmsatopax MAGLUMI®, 50 TecToB, B cocTaBe:

- KapTpupx c peareHtamu -1 LIT.;

- KoHTponb 1- 1,0 mn;

- KoHTponb 2-1,0 mr;

- JleHTa Ana 3aneyatbiBaHWUA KapTpUaKa C peareHTamu - 3 Wr.;

- Haknelikn co WwITpmnx-Kogamm 4nst KOHTpons 1-4 wr,;

- Hakneikn co wtpmnx-Kogamum Anst KOHTpoNnsa 2 -4 LWwr.;

- CepTuhmKat oTAena KOHTPoNs NponssoanTens - 1 wr,;

- IHCTpYKUMA N0 NPUMEHEHMIO - 1 LT,

1. BapnaHT ucnonHeHus 3:

1. Habop peareHTOoB in Vitro 1A KONMYECTBEHHOIO OnpejesieHnsA 06LL,ero TUPOKCUHA
(MAGLUMI® Total T4 (CLIA)), MeTo40OM MMMYHOXEMUTKOMUHECLEHTHOIO aHasin3a Ha
aBTomarunyeckmx aHanumsatopax MAGLUMI®, 100 T*"?; B

- KapTpuax c peareHtamu - 1 WIT.; ‘

- KoHTposnb 1- 1,0 Mn;

- KoHTponb 2 - 1,0 mA; 1?7~ 1

- JleHTa onA 3aneyatblBaHUA KapTpuoka c peareH|dra =

PykoBoanTtenb ®eaepanbHOi cnyxXobl '
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PEAEPAJIbHAA C/TYXKBA MO HAZ3OPY B COEPE 3[PABOOXPAHEHNSA
(POC3[PABHAL3OP)

MPNNTOXEHWE
KPET'MCTPAUNOHHOMY YAOCTOBEPEHWIO
HAMEANUNHCKOEN3AENNE
Or 07 dheBpana 2023 roga p3H 2023/19526
Nncer 2

- Hakneikun co WwWITpnx-Kogamum anst KOHTponsa 1-4 wr.;

- Haknelikn co WITpMx-Kogamun anst KOHTponsa 2 - 4 wr.;

- CepTumKaT 0TAes1a KOHTPOA NPOU3BOAMTENA - 1 LWT.;

- IHCTpYKUMA N0 NPUMEHEHMIo -1 LT,

MecTo npomnsBoacTea:

1. Shenzhen New Industries Biomedical Engineering Co.. Ltd., N0.23, Jinxiu East Road,
Pingshan District, 518122 Shenzhen, P.R. China.

2. Shenzhen New Industries Biomedical Engineering Co., Ltd,, No. 16, Jinhui Road, Pingshan
District, 518122 Shenzhen, P.R. China.
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