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Ha megnumHCcKoe usgenne

Habop peareHTOB in Vitro 418 KO/IMYECTBEHHOIO ONpeaesieHNsa ayToaHTUTEN K
TupeornobynmHy (MAGLUMI® Anti-Tg (CLIA)), meToaom
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MecTo Npon3BOACTBA MEANLMHCKOIO 13aenus
CM. MPUNOXEHNE

Homep perunctpaumoHHoro gocbe Ne P1-52869/89021 o1 07.11.2022
Knacc noTeHLManbHOro pucka NnpuMeHeHNst MeLULMHCKOTO nU3genuns 2a

Kog O6Lepoccniickoro Knaccupukaropa npogyKummn rno BuaamMm 3KOHOMUYECKOM
fJeatenbHoctn 21.20.23.110

K HacTosiLLiee permcTpaLoHHOe ya0CTOBEPEHNE NMEET NMPUMIOXKEHME Ha 2 NNCTax

npukasom PoesgpasHaasopa ot 01 despans 2023

[0NYLLEHO K 06pallleHunio Ha TeppuTopun Poccuit
PykoBoanTenb defepanbHOi CyXo6bl

Mo Haf30py B cthepe 34PpaBoOXPaAHEHNS

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



®EANEPAJIBHAA CNYXBA MO HAA3OPY B COEPE 34PABOOXPAHEHWA
(POC3APABHAN3OP) -

MPUNOXEHUE

KPET'MCTPAUVMNOHHOMY YAOCTOBEPEHNIO
HA MEOVNUWNHCKOE N3AEJTNE

oT 01 heBpana 2023 roga P3H 2023/19469
Nnet 1

Ha meanumnHckKoe nsgenve
Habop peareHToB in vitro 4ns KONIMYECTBEHHOI0 ONpefe/ieHNa ayToaHTUTen K

_Ir Tupeornobynmny (MAGLUMI® Anti-Tg (CLIA)), meToa0M
UMMYHOXeMUTIOMUHECLLEHTHOI0 aHa/in3a Ha aBToOMaTMYeCcKnX aHanmsartopax
MAGLUMI% B BapnaHTax UCMONHEHNS:
I. BapwaHT ncnosHeHns 1L
1. Habop peareHToB in Vitro 47151 KOIMYECTBEHHOI0 ONpefesieHNs ayToaHTUTeN K
TupeornobynnHy (MAGLUMI®™ Anti-Tg (CLIA)), METOLOM MMMYHOXEMUTIOMUHECLEHTHOIO
aHa/IM3a Ha aBToMaTnyeckux aHanmsaropax MAGLUMI®, 30 TecToB, B cocTaBe:

. KapTpugx c peareHtamu - 1 wr.

. KoHtpons | 1,0 mn.

. KoHTpons 2 1,0 mn.

. JleHTa AnA 3aneyatbiBaHUA KapTpuoka Cc peareHTaMmy - 3 LUT.

. Hakneiku co wtpux-kKogamu ans KoHTponsa 1- 4 wr.

. Hakneliku co WwWTpux-Kogamu gnst KOHTpons 2 -4 .

. CepTudmkart oTaena KOHTPOIA Npom3soanTens - 1 wi.

9. MIHCTpYKUUA Mo NpUMeHeHUto - 1 LT,

Il. BapuaHT 1cnosiHeHUA 2:

1. Habop peareHTOB in Vitro A/1 KOIMYeCTBEHHOIO OMNpefe/ieHna ayToaHTUTeN K

Tupeornobynmny (MAGLUMI® Anti-Tg (CLIA)), METOAOM MMMYHOXEMUMOMUHECLLEHTHOIO

aHanu3a Ha aBToMaTunyeckux aHanmsatopax MAGLUMI®, 50 TecToB, B cOCTaBe:

. KapTpugx c peareHtamu -1 L.

. KoHTpons 1 1,0 mn.

. KoHTponb 2 1,0 mn.

. JleHTa 419 3aneyaTbiBaHUA KapTpuaXKa C peareHTam n- 3 L.

. Hakneliku co wTpux-kKogamm anst KOHTponsa 1-4 wir.

. Hakneiku co wTpmx-Kogamu anst KOHTponsa 2 -4 LwT.

. CepTuhnkat oTgenia KOHTPONA NpomssoauTens -1 L.

9. VMIHCTPYKLMA NO NPpUMEHeHMIO - 1 LT,

I11. BapnaHT ucnonHeHnsa 3:

1. Ha6op peareHTOB in vitro gna Konu4yecTBeHHOro onpeai Ui/  wirrnten K

Tupeornobynnny (MAGLUMI® Anti-Tg (CLIA)), m JIIOMUHECLLEHTHOI 0

aHanu3a Ha aBToMaTU4YeCKNX aHanm3aTopax MAGL cTaBe:

2. KapTpugx c peareHtamu - 1 Wwr.

3. KoHTposnb 11,0 mn.

4. KoHTtpons 2 1,0 mn.

PykoBoauTenb ®efepasibHOM CNyXObl

no Haj3opy B cepe 34paBoOOXpaHeHUs A.B. CamoinoBa
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®ENEPANLHASA CNYXXBA MO HAL3OPY B COEPE 3[PABOOXPAHEHNA
(POC3PABHAL3O0P)

MPUNOXEHUNE

KPEIM'MCTPAUNOHHOMY YAOCTOBEPEHUIO
HA MEAVNUNHCKOE USAENWE

oT 01 deBpansl 2023 roga  jyo p3a 2023/19469
Jnert 2

5. JleHTa Ans 3aneyaTblBaHNA KapTPUAXKa C peareHTamu - 3 LUT.

6. Haknelikn co WTpmnx-Kodamu ans KoHTpons 1- 4 wr.

7. Haknelku co Wrpmnx-kogamu ans KOHTpons 2 -4 L.

8. CepTudukaT o0TAena KOHTPONS Npon3soanTens - 1 Lwr.

9. THCTpYyKLMA N0 NPUMEHEHNIO - 1 L.

MecTo npon3BoacTBa:

1. Shenzhen New Industries Biomedical Engineering Co., Ltd., No.23, Jinxiu East Road,
Pingshan District, 518122 Shenzhen, P.R. China.

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