®EAEPANILHASA CNYXEA MO HAA3OPY B COEPE 3[PABOOXPAHEHUSA
(POC3PABHA/30P)

PEFMCTPALMOHHOE YOCTOBEPEHWE
HA MEANLUVHCKOE VU3AENWE

OT 07 peBpana 2023 ropga p3H 2023/19520

Ha meanumHckoe nsgenve

Habop peareHTOB in Vitro N8 KONUYECTBEHHOTO ONpejefieHNs UHTepnenknHa 6
(MAGLUMI® IL-6 (CLIA)), MeTO4OM UMMYHOXEMWUTIOMUHECLLEHTHOTO aHann3a Ha
aBTomMatuyeckmx aHanmsaropax MAGLUMI®

HacTosee perncrpaLmoHHoe yA40CTOBEpPeHNE Bbl4aHO

"L aHbYK3Hb Hbto MHJacTpu3 buomeaunkan MHXuUHUpuHr Ko., /itg.", KHP,
Shenzhen New Industries Biomedical Engineering Co., Ltd., No. 23, Jinxiu East Road,;:
Pingshan District, 518122, Shenzhen, P.R. China

MponssoaunTens

"W 3HbYXKIHb Hbo VHpacTpu3 buomegnkan MHXunHnpuHr Ko., 1ta.", KHP,
Shenzhen New Industries Biomedical Engineering Co., Ltd., No. 23, Jinxiu East Road,
Pingshan District, 518122, Shenzhen, P.R. China
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twepepansHan CAYXBA MO HAA3OPY B COEPE 3APABOOXPAHEHUA
(POC3APABHA/L3OP)

MPUNNOXEHUNE

KPETMCTPAUNOHHOMY YAOCTOBEPEHWIO
HA MEANLUWHCKOE N3OENVNE
OrT 07 deBpana 2023 roga P3H 2023/19520
Nnet 1

Ha meguunHckoe nagenne

Habop peareHTOB in Vitro 4Ns KONMYECTBEHHOrO ONpeaeNieHNa NHTepnelknuHa 6
(MAGLUMI® IL-6 (CLIA)), MeTOAOM UMMYHOXEMMUTIIOMUHECLLEHTHOIO aHanmM3a Ha
aBTomaTuyeckux aHanmsatopax MAGLUMI B BapmaHTax UCMOMIHEHMA:

I. BapuaHT ucnosHeHua I:

I. Habop peareHTOB in Vvitro 4N KONMYECTBEHHOIO ONpeAeNieHnsa NHTepnelikuHa 6
(MAGLUMI®" IL-6 (CLIA)), MeTogoM UMMYHOXEMUTIOMUHECLLEHTHOIO aHanmsa Ha
aBTomatnyeckux aHanmsatopax MAGLUMI®, 30 TecToB, B cOCTaBe:

- KapTtpunpgx c peareHtamn 1 wr.;

- KoHTtposb | -2,0 mn;

- KoHTponb 2 - 2,0 mn;

- JleHTa 4n4a 3aneyaTbllaHNA KapTpuaXKa c peareHTamm - 3 WT.;

- Hakneiku co WwWTpux-kogamu ans KoHTpons 1-4 wr.;

- Hakneiku co WwWTpnx-kogamu 4na KoOHTpons 2-4 wr.;

- CepTngmkaT 0TAENA KOHTPOAA Npon3soamTens -1 wr.;

- IHCTpYKLUMA N0 NPUMEHEHMUIO - 1 1WT.

Il. BapnaHT UCNONHEeHUA 2:

1. Ha6op peareHTOB in Vitro 4N KONMYeCTBEHHOMO ONpeAeNieHns UHTepnenknHa 6
(MAGLUMI® IL-6 (CLIA)), MeTO40M MMMYHOXEMMU/TIOMUHECLLEHTHOIO aHanmn3a Ha
aBToMaTunyeckux aHanmnsatopax MAGLUMI®, 50 TecToB, B COCTaBe:

- KapTpuax c peareHtamu -1 wWT.;

- KoHTponb 1- 2,0 mn;

- KoHTposb 2 - 2,0 mn; _
- JleHTa Ans 3anevaTblUaHna KapTpuakKa c peareHTamu - 3 WT.Haknenky co WTpnx-Kogamu
ANna KoHTpona 1-4 wT,;

- Hakneikun co WwWTpmx-Kogamu gns KOHTpons 2-4 wr.;

- CepTudukaT oTfeN1la KOHTPONA NpoussBoanTens -1 wr.;

- IHCTpyKUKUA No npuMeHeHuo -1 WwrT.

I1l. BapnaHT ncnonHexns 3.

1. Habop peareHToB in Vvitro 419 KONMYECTBEHHOIO ONpeAeneHna NHTep/ienknHa 6
(MAGLUMI® IL-6 (CLIA)), MeTogoM MMMYHOXEMUTIOMUHECLLEHTHOIO aHannsa Ha
aBToMaTu4yeckux aHanusatopax MAGLUMI®, 100 TeCTOQ"iCO™aBc:

- KapTtpugx c peareHtamu -1 wr.;

- KoHTponb 1-2,0 mn;

- KoHTponb 2,- 2,0 mn;

- leHTa gnd 3anevatbluaHWa KapTpuaxa c peareH!

PykoBoaunTens ®egepanbHOR Cnyx6bl
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PEANEPANBHAA CNYXBA MO HAA3OPY B CPEPE 3APABOOXPAHEHWA
(POC3APABHAL3OP)

[MPUNOXEHNE

KPEIT'MCTPAUNOHHOMY YAAOCTOBEPEHNIO
HA MEAVLIMHCKOE W3AENVE
ot 07 (pepans 2023 rofia  \y pap 2023/19520
Nuct 2

- Hakneiikun co wTpmnx-kogamm ana KkoHtpons 1-4 wr.;

- Hakneliku co WTpuxX-KofaMun AN KOHTponsa 2 -4 wr.,;

- CepTudmkar otaena KOHTPONA NPOM3BOAMUTENS - 1 WWT.;

- IHCTPYKUMA MO NPUMEHEHMIO - 1WT.

MecTo nponssoacTea:

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 Go., Ltd., No. 16, Jinhui Road. Pingshan
District, 518122 Shenzhen, P.R. China.
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