PEAEPAJIBHAA CNYXXBA MO HAA3OPY B COEPE 3PABOOXPAHEHUA
(POC3OPABHA/SOP)

PETMCTPAUVNOHHOE YAOCTOBEPEHWE

HA MEAVLUWHCKOEWN3AENUNE
oT 17 masa 2024 roga Ne P3H 2024/22639

Ha meanUMHCKOe usaenwe
Ha6op peareHTOB in vitro Ans KONMYeCTBEHHOr0 OMNpeaeeHNst KopTusona

(MAGLUMI® Cortisol (CLIA)), MeToO40M MMMYHOXEMW/TO.MUHECLENTHOrO aHans3a
Ha aBTOMaTnyecknx aHanusatopax MAGLUMI®

HacTosuee perncTpaunoHHoe yA0CTOBEPEHME BblgaHO X
-.' a "W3HbWKIHb Hblo NHpacTpus bBuomegmkan NMxmnHnpuHr Ko., Jitg"”, KHP,
. v  Shenzhen New Industries Biomedical Engineering Co., Ltd, No. 23, Jinxiu East Road,! -
wa Pingshan District, 518122 Shenzhen, P.R. China N

MpownssoauTens
"LW3HbYWKIHb Hblo NHaacTpus3 buomeankan NHxXnHupuHr Ko., /ita", KHP,
Shenzhen New Industries Biomedical Engineering Co., Ltd, No. 23, Jinxiu East Road, =

Pingshan District, 518122 Shenzhen, P.R. China

MecTo Npon3BoACTBa MEAULIMHCKOrO 1U3genms
Shenzhen New Industries Biomedical Engineering Co., Ltd., No.23, Jinxiu East Road,

Pingshan District, 518122 Shenzhen, P.R. China
Homep peructpaymoHHoro gocebe Ne PA1-59850/98041 ot 28.12.2023
Knacc noTeHUManbHOro pucka NpMMEHEHNs MEAULIMHCKOrO n3genus 2a

Kog O6uiepoccrinckoro Knaccugmkaropa npogyKumy no sugam 3KOHOMMUYECKOM
faeatenbHoctn 21.20.23.110

HacTosiliee permcTpaLnoHHOe YA0CTOBEPEHNE UMEET NPUMNOXKeHUe Ha 1ucTe

: npukasom PocsapasHagsopa oT 17 mas 2024 ropa LL,
r A0MyLLeHo K obpaleHnto Ha TeppuTopumn Poccuiic

PykoBoauTenb ®eaepasnibHol Cnyxo6bl
no Haa3opy B cepe 34paBoOXpaHEHUS

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



depepay\bHas cn\>k6a no Hapsopy B chepe 3apaBoOXpaHEeHUN

] (POC34PABHAL3OP)
MPNTOXEHWNE
™ KPETrMCTPALULMOHHOMY YAOCTOBEPEHUIO
HAMEAVNUMHCKOE N3AENNE
Or 17 masa 2024 roga Ne P3H 2024/22639
1 Jinct 1

Ha meguunHcKkoe nsgenve
Habop peareHTOB in Vvitro 4na KONMYeCTBEHHOI0 ONpeaesieHns KopTusona
(MAGLUMI® Cortisol (CLIA)), MeTog40OM HMMYHOXEMUTKOMHHECLEHTHOIO aHasm3a Ha
aBToMatuyecknx aHanmsatopax MAGLUMI®, B BapraHTax UCMONHEHUA:
|. BapvaHT ucnosnHeHus 1. Habop peareHToB in Vitro 415 KOSIMYECTBEHHOTO ONpeesneHuns
koptniona (MAGLUMI® Cortisol (CLIA)), MeTOAOM MMMYHOXEMUTIOMUHECLCHTHOIO
aHanm3a Ha aBTomaTmyeckux aHanmsatopax MAGLUMI®, 30 TecToB, B coCTaBe:
1 KapTpuax c peareHTamu - 1 wWr.
2. KoHTponb 1-1,0 mn.
3. KoHTponb 2-1,0 mn.
4. JleHTa AN 3aneyatbiBaHUA KapTpUaXKa c peareHtamu - 3 LUT.
5. Hakneiku co WTpux-Kogamu ans KoHTpona 1- 4 wr.
6. Hakneliku co WTpmx-Kogamm A KOHTpons 2 -4 L.
7. CepTudmkart oTaena KOHTPONS Npom3BoaMTeNs - 1 wr.
8. VIHCTpyKuusa no npuMeHeHuto - 1 .
. BapnaHT ncnonHeHus 2: Habop peareHToB in Vitro 415 KOIMYECTBEHHOTO OrMpefeneHuns
koptnsona (MAGLUMI® Cortisol (CLIA)), meTo4oM MMMYHOXEMUIKOMUHECLEHTHOIO
aHanmsa Ha aBTomaTunyecknx aHanusatopax MAGLUMI®, 50 TecToB, B COCTaBe:
. KapTpunax c peareHTamu - 1 L.
. KoHTposnb 1-1,0 mn.
. KoHTponb 2-1,0 mn.
. JleHTa Ang 3aneyatbreaHnsa KapTpuaxa c peareHTamu - 3 LWr.
. Hakneikn co Wwtpux-kogamm ana KoHtpons 1-4 wr.
. Hakneinkn co wtpux-kogamn ans KOHTPons 2 - 4 .
. CepTndumkaT oTena KOHTPONA NPon3BoAUTens - 1 wr.
31 . VIHCTpyKUMs MO NpUMEHEHMIO - 1 WT.
I1l. BapnaHT ncnonHeHmsa 3: Habop peareHTOoB in Vitro 414 KONMYECTBEHHOIO ONpeaeneHuns
Yy koptnsona (MAGLUMI® Cortisol (CLIA)), MeTo4OM MMMYHOXEMUTFOMUHECLLEHTHOIO
aHanmsa Ha aBToMaTunyeckmnx aHanmnsatopax MAGLUMI®, 100 TecToB, B COCTaBe:
. KapTpnax c peareHTamu - | LWT.
. KoHTponb 1-1,0 mn.
. KoHTponb 2-1,0 mn.
. JleHTa ANnqa 3aneyaTbiBaHMA KapTpuaxKa c peareHTamu
. Hakneliku co wtpnx-kogamm ans KoHtponsa 1-4
. Hakneiikun co wTpmx-Kogamm nst KOHTpons 2 -
. CepTumkar oTaena KOHTPO/IA NPOM3BOANTENS
. VIHCTp3ncuma no NnpuMeHeHunto - 1 wr.
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