OEAEPAABHAS CAVIKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETMCTPALIMOHHOE Y/ OCTOBEPEHME
HA MEAWLIMHCROE U3EJIHE

ot 15 masn 2020 roaa Ne P3H 2020/10375
JeiicrBuTenbHO 10 1 ssuBaps 2021 r.

Ha MenunuHckoe u3aenue

Ha6op pearentoB SARS-CoV-2 Antibody Test (colloidal gold
immunochromatography) aus BoisiBjaenns antutena IgM/IgG k koponaBupycy
HMMyHoOXpoMaTorpadguueckum MeToioM (20 TeCTOB B yNaKOBKe), CEpUH (mapTuu):
20CG2505X, 20CG2512X, 20CG2514X, 20CG2515X, 20CG2517X

Hacrosiiee perucTpannoHHOE YAOCTOBEPEHUE BbIJIAHO
Axunonepnoe o6mectso "P-®@apm" (AO "P-®apm"),
Poccusi, 123154, MockBsa, yJ. bep3apuna, 1. 19, kopm. 1
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"Beiimxunr Jlemy Mexuxaa Texnonoxxn Ko., JIta." Kurai,

Beijing Lepu Medical Technology Co., Ltd., Building 7-1, No. 37 Chaogian Road,
Changping District, Beijing 102200, China
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MecTo MpOU3BOACTBA MEIULIMHCKOTO M3/ICIIUS
Beijing Lepu Medical Technology Co., Ltd., Building 7-1, No. 37 Chaogian Road,
Changping District, Beijing 102200, China
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PykoBoauTtens PegepanbHoii ciryxObI
o HaJa30py B cepe 3ApaBoOXpaHEHHUsI




OEAEPAABHAA CAYJKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWM
(POC3APABHAA3OP)

K PEFHCTPAHHOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE USAEJHUE

ot 15 mas 2020 roaa Ne P3H 2020/10375
HencTBuTesibHO A0 1 sinBaps 2021 r.

Ha menunuHckoe uzaenue

Ha6op pearentoB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
AJist BbisiByieHus: antures IgM/IgG k kopoHaBHpYcy HMMYHOXpoOMAaToOrpadgpuyecKum
meTtoaoM (20 TecToB B ynakoBke), cepuu (maptun): 20CG2505X, 20CG2512X,
20CG2514X, 20CG2515X, 20CG2517X, B cocTase:

1. TecroBo€ yCTpONCTBO (TECT-M10JIOCKA) B UHUBUIYaTIbHOW BaKYyMHOH yIIAaKOBKE U3
AFOMUHHEBOH (OJIBTH ¢ ocymuTeseM - 20 yi.

2. Kommext niist 3a6opa 6uomatepuana (1 ym.) B coctase:

- IUNETKU KanuuisipHble - 20 wr.;

- noMmna - 1 wr.

3. Paz6aButens (diluent) ms pa3Benenust o0pasuos - 1 ¢axon (3 mur/dar.).

4. MHCTpyKIMS IO IPUMEHEHUIO - | 1T.
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