OEAEPAABHAS CAVSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHVAS
(POC3APABHAA3OP)

 PEFMCTPALIMOHHOE Y/IOCTOBEPEHHE

HA MEAULIMHCKOE U3 AEJIME
ot 12 mas 2022 rona Ne P3H 2022/17091

Ha MemunmuHCKO€ H3aeune [
HaGop pearenToB /19 KOJHYECTBEHHOI'0 ONPeIe/IeHUs JI0TEHHH3APYIONEro ropMoHa ||
JIEKTPOXEMHIIOMHHECHEHTHBIM MeTOA0M Ha aHajm3aTopax ECL ang nmarHocTuxkn ||
in vitro (Luteinizing Hormone (Electrochemiluminescence Immunoassay) / LH)

Hacrosmiee perucTpaiiiOHHOE YIOCTOBEPEHHE BEIAAHO

"HI>apwions Jaligorponnk Texnoaomxkn Ko., JIta.", Knraii,

Shenzhen Lifotronic Technology Co., Ltd., Unit A, 4th Floor, Building 15, Yijing
Estate, No.1008 Songbai Road, Nanshan District, Shenzhen City, Guangdong
Province, 518055, P.R.China

IlpousBoaurens

"bapwions Jaidorponnk Texnonoxxu Ko., Jra.", Karau,

Shenzhen Lifotronic Technology Co., Ltd., Unit A, 4th Floor, Building 15, Yijing
Estate, No.1008 Songbai Road, Nanshan District, Shenzhen City, Guangdong
Province, 518055, P.R.China :

Mecro npou3BoCTBa MEAMIIMHCKOTO H3IETHS
Shenzhen Lifotronic Technology Co., Ltd., No. 2 Zhanghua Road, Songshan Lake
Park, Dongguan City, Guangdong Province, 523808, P.R. China

Howmep perucrparmonsoro gocse NQPJI-48402/96821 or 15.03.2022
Kinace norennmansHoro prcka npuMeHeH s MEIUIMHCKOTO H3IeIs 2a

Kop O6mepoccuiickoro Kiiaccu(puKaTopa NpoAyKIHHY IT0 BHIAM
aesrensaoct 21.20.23.110

npuxazom Pocanparuanzopa or 12 max 2022 roxa Ne 379 WO R
AOIYINEHO K 06pammeHuio Ha Tepputopun Poccuiickoii e
PyxoBogutens ®eqepaibHoii cyKGbI

110 Ha/130py B cdepe 3ApaBOOXpaHEHH




GEAEPAABHASL CAYXKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
' (POC3APABHAA3OP)

R PETHCTPALUIHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIMHCROE U3AEJIUE
ot 12 mas 2022 roga Ne P3H 2022/17091

Ha menununckoe usneme
Habop pearenros pust KOJIH1€CTBEHHOr0 onpee/IeHHs JIIOTEHHHU3HPYIOIIero
TOPMOHA 3JI€KTPOXeMHIIOMHHECIIEHTHEIM MeToxoM Ha aHanu3aropax ECL
AT THATHOCTHKH in vitro (Luteinizing Hormone (Electrochemiluminescence
Immunoassay) / LH), sapuants: HCIIOJIHEHHS:

- Kaccera ¢ pearenramy -1 IIT.;

- KanuGparop (Bricoxui YPOBEHb) - 1x1,0 mu;

- Kanu6parop (amsxmi YPOBEHbB) - 1x1,0 mu;

- Matepuan konTponsmsri (BBICOKHIf YPOBEHE) - 1x1,0 mu;

- Marepuan KOHTPOJIBHEIH (HU3KHif YPOBEHE) - 1x1,0 mur;

= OTHKETKH 115 3anevaThIBanus (1aKoHOB - | mrT.;

- OTukerka Pe3yJIbTAaTOB 3HaYCHMI] MAaTepuanoB KOHTPOIBHEIX - | IIT.;

- UHcTpyxnus o IIPUMEHEHHIO - | i,

2. Ha6op pearentos JUISE

SJICKTPOXEMHITIOMUHECI]

(Luteinizing Hormone (Electroche

ucnonaenus 100 tecrop:

- Kaccera ¢ pearentayy - I mr,;

- Kanu6parop (srrcoxui YPOBEHB) - 1x1,0 mu;

- Kamu6parop (musxuit YPOBEHB) - 1x1,0 mur;

- Marepuan KOHTPOJBHEI (BBICOKHIL YPOBEHB) -1x1,0 my;

- Marepuan KOHTPOIBHBII (HU3KHI] YPOBEHb) - 1x1,0 mu;

- OTHKeTKY 1714 3alleuaThIBAHMS (BJIAKOHOB - ] mT.;

- OTHKeTKa pe3yasTaTon SHAYCHUH MaTepuanon KOHTPONBHEIX - | mr.;
- Merpyxius o mpuvenenyo - | T, SPTNL o

s

T
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