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®EAEPA/ILHAS CYXKBA MO HAZA3OPY B COEPE 3[IPABOOXPAHEHUSA
(POC3PABHAZ3OP)
bl NMPUNNTOXEHWE

KPEM’MCTPALUMNOHHOMY Y AJOCTOBEPEHNIO
HA MEOVNUWHCKOE U3OENTNE

Or 03 mapTa 2023 roga Ne P3H 2023/19714

Nnetr 1

Ha megnumHckoe nsgenue.

Ha6op peareHToB in vitro 415 KONMYeCTBEHHOrO ONpeAeneHns cB0O60HOr0 TeCTOCTEPOHA

(MAGLUMI® Free-Testosterone (CLIA)), MeTOAOM UMMYHOXEMUIIOMUHECLLEHTH

oro

aHanmsa Ha aBToMaTnyeckmx aHanmsatopax MAGLUMI®, B BapmaHTax UCMOHEHNS:

|. BapwaHT ucnosHeHus 1, Habop peareHToB in Vitro 415 KOIMYEeCTBEHHOIO OMnpesen
cBo6ogHoro TectoctepoHa (MAGLUMI® Free-Testosterone (CLIA)), meTogom

eHusA

NMMYHOXeMUTHOMUHECLIEHTHOI 0 aHa/IM3a Ha aBTOMaTUYECKNX aHa/In3aTopax MAGLUM{L®

TecToB, B Cocrase:

1 KapTpupx c peareHTamu - 1 .

2. KoHTponb 1-1,0 mn.

3. KoHTponb 2 - 1,0 mA.

4. JleHTa A4N14 3aneyaTbiBaHNA KapTpUAXKa C peareHTamu - 3 LUT.

5. Hakneiku co Wwtpmnx-kKogamm ang KoHTpons 1-4 wr.

6. Hakneiku co WTpux-Kogamu ans KOHTPons 2 - 4 L.

7. CepTduKat 0TAena KOHTPOA NponssoanTens - 1Lwt. "
8. IHCTpYKUMA NO NPUMEHEHWUIO - 1 LWUT.

Il. BapyaHT ncrnonHeHus 2: Habop peareHToB in Vitro 419 KOIMYECTBEHHOIO OnpeseseHns

cBoboaHoro TectocTepoHa (MAGLUMI® Free-Testosterone (CLIA)), meTogom

NMMYHOXEMU/TIOMUHECLIEHTHOIO aHa/In3a Ha aBTomMaTuyecknx aHanmsaropax MAGLUMI®; 50

TEeCTOB, B COCTaBe:
1. Kaptpumx c peareHtamm 1.

2. KoHTponb 1-1,0 mn.

3. KoHTponb 2 - 1,0 mn.

4. JleHTa A/14 3amneyarbiBaHUA KapTpuoKa c peareHTamy 3 LUT.
5. Hakneiku co Wwrpux-kogamm ans KoHTpons 1- 4 wr.

6. Hakneiku co Wwtpux-Kogamu Ans KOHTpons 2 -4 L.

7. CepTudumKaT 0TAena KOHTPO/IA NPou3BoanTens - 1 L.

8. VIHCTpYKUMA No NpUMeHeHnto - 1 wT.

I1l. BapunaHT ucnosiHeHns 3: Habop peareHToB in Vitro 419 KONMYECTBEHHOIO OnpeaeneHns

cBo6oaHoro TectoctepoHa (MAGLUMI® Free-Testosterone (CLIA)), meTogom

NMMYHOXEMUFOMUHECLIEHTHOTO aHa/IM3a Ha aBToMaTnyeckmx aHanmsaropax MAGLUMI®,

100 TecTpB.,'B COCTaBe:

b KapTpuox c peareHTamy - b LUT.

;2. .KOHTpONb -1-1,0 mn. Y
3 KOHTpOsb;2 - 1,0 mn. Ir-v

4. JleHTa 415 3aneyaTbiBaHUsA KapTpuaKa C peareHTum t
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Nnet 2

5. Hakneiku co WTpmx-Kogamm ans KoHTpons 1- 4 wr.

6. Hakneiku co WTprx-Kogamm Ans KOHTpons 2 -4 Lwr.

7. CepTuumKaT 0TAen1a KOHTPOA NPON3BOANTENSA - 1 LT,

8. VIHCTpyKUMA MO NPUMEHEHMIO - 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, Jinhui Road,
Pingshan.OistricL. 518122 Shenzhen, P.R. China. .
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