AEKJAPAHMS O COOTBETCTBUHA

ObmecTBo ¢ orpanmueHHol oTBeTcTBeHHOCTHIO "B JIOTHUCTHKCY (000 "B31 JIOTHCTHUKC")

HaHMCHOBaHUE Oprasu3anuy ual (baMuTA, AMS, OTYECTEO HHAKBHAYANLHOTO TIPSANPHHAMATENS, NPHHABLIMX ACKAAPALIIO O COOTBETCTBHY

3apeructprposan Mexpatonnas nacrnexmus DexepansHol Hanoropoit ciyxGs1 Ne 46 no r. Mockse, gara
perucrpanuu 30.08.2019 roga, OI'PH: 1197746536921

CBCCHHAT O PCTHCTRALIMH OPTaHH3aAR UK HIANBHYANEHOTO UPEANPHHHMATE (HAHMEHOBRHHE DEFHCTPUPYIOLIETO OPIANA, JIATA PErHCTPALIY,
PETHCTPALMOHHRH HOMED}

IOpunudeckuii anpee u anpec HakTUHECKOTO MECTOHAXOKACHHS: Poccutickas Oeflepauus, Mocksa, 125438,
nepeyiox Jlnxau€sekuii 4-H, nom 5, arax 1 mom 1 Y. xab. 101, reredon; +79672270121, snekTpoHHas
noyra: 19672270121 @gmail.com

anpee, Tenedon, daxe

B Jiane YIpaBisronero - HEAUBAAYATEHOro npeanpuaumarens Cupuna Urops Buxroposnya
AOLRHOCTh, (GaMUINA, HMA, OTYCCTBO PYKOBOIHTENSN OPFaAHN3ALHY, OT UMEHU KOTOPOH NpANAMASTCN NeKIapatus

3aABJISIET, YTO

Tecr-cucremsl s ARArHOCTHKY APYTHX HHOEKIMOHALIX 3abonesannit: Kaccernas tecr-crcreMa «Covid-19

IgG/IgM», Romep maptra 20200328, sapuanTs uenonnenus: [ Bapuant Nel, s cocrase: 1. Tecr xaccera

— 20 wryk, 2. TTinerka — 20 mryxk, 3. bydep, 4 mn — 1 dnaxor 4. MucTpykuus mo npamenenuto. II.
Bapnant No2, B cocraBe: 1. Tecr xaccera— 20 mtyk, 2. Ilunerka — 20 mryk, 3. Bydep —20

wryk (0,5M1/¢n), 4. VHCTPYKOUS 110 IPUMEHEHHUIO, , CPOK XpaHeHHs (CIy:KOkl, TOHOCTH) YKa3aH B

IPHIAraeMOM K IPOAYKIMK TOBAPOCONPOBOANTEILHOH H/HNY JKCIUTYaTallHOHHOH NOKYMEHTAUH

HaHMCHOBANHC, THI, Mapka npoaykusan (YenyrH), Ha KOTOpYIO pacnpoctpanseTcs aAcknapauus, koi OK 005-93 u (wm) TH BDJ Poccun, ceesenun o cepuiitom
BLINYCKE HAK NapTHH (HOMEP NIapTHH, HOMCPA U3ACHHIE, PEKBH3HTE JOT0BOpa /KOHTPAKTY/, HaKAaKHAA, HAUMECHOBAHNE H3IOTOBHTENA, CTPAHE HT. 11.)

Cepuiinpii BRITyCK
Kon OKILA 2: 21.20.23.110
Kox TH B2 3002150000

HaroropuTens: Hangzhou Testsea Biotechnolgy Co., Ltd. FOpunuueckuit agpec u anpec QaxTuuecKkoro
mecronaxoxaenns: 3rd Floor, Building 6 north. No.8-2 Keji Avenue Yuhang District 311121 Hangzhou,
Zhejiang Province people’s republic of China, Kuraii. [Ipon3poacreennas miomanka: Hangzhou Testsea
Biotechnolgy Co., Ltd, anpec (ropuamaeckuii anpec): 3rd Floor, Building 6 north. No.8-2 Keji Avenue
Yuhang District 311121 Hangzhou, Zhejianig Province Province people’s republic of China, Kurait
cooTBeTcTBYeT TpeboBanmam HJ[ No 13-5-2/1062 «BerepunapHsie npenaparst, [TokasaTen Ka4ecTsa.
TpeGoBanus 1 HOpMED, YTBepxKaeHbl Havansnukom enapramMenta BeTepunapun Muarcensxo3npoaa Poccun
B.M. Asmnoseim 17.10.97

0003Ha%eHNE HOPMATHBHEIX IOKYMEHTOB, CODTBETCTRHE KOTOPHM NOATBEP KACHD AAHHOH FleknapanneH, ¢ yKa3laHHEeM NYHKTOB STHX HOPMATHRHEIX IOKYMCHTOB,
COZepHCAINHX TPEOOBAHNA 1L JAHHOH NPOAYKUMH

Hexsiapanusa o COOTBETCTBHH NPHHITA HA OCHOBAHUH:

, Cepradrrxar NeQS5 104467 0001 Pen.00, npumensembiii crangapr(en): EN ISO 13485:2016 Uznenus
MeaunuHcKre — CHCTEMBI MEHEDKMEHTA KauecTsa — Tpebopanus s Henel peryaupopanus (ISO
13485:2016) DIN EN ISO 13485:2016, srinan oprasom no cepradukamun TUV SUD Product Service
GmbH, neticrarenen no 20.02.2023, Perucrpanuornoe yaoctoreperue NeP3H 2020/10952 o119 mioss
2020 seimano @enepansHoii ciryx60ii no Haxzopy B chepe sapasocoxpanenus (POC3TPABHAI30P)

HH(POPMALIMA O JOKYMCHTAX, ABAKIOIIEXCH OCHOBAHHEM ZUTA TIPHHATHA BCKIAPaUHA

Hirapg Aexaapanuu 29.06.2020

BeTCTBHH AeHcTBHTEILHZ no 28.06.2023

. B. Cupun

HHHOHATIBI, E]‘DaMHﬂHﬁ

O PCIHCTPANHH JeKJAapaniH 0 COOTBETCTBHM:

Peructpanmnonnsii Homep oprada no ceprudukanun: RA RU.10HX37, Opras no cepradukanuy OpogyKIHH
ObuiecTsa ¢ orparwdeHnOM oTBeTcTBeHHOCTBIO "CeprlIpoMOKCHepT", anpec MecTa HaXOKACHUS |
haxruyeckuit agpec: 105120, POCCHSL, r. Mocksa, yi Ceipomsitrudgeckas Hux., 1. 11, ¢tp. 52, stax 3,




noMm. I, xomH. 7

HAUMEHOBAHAE M ANPEC OPrana no cepTHIpUKAUMHY, 3APETHCTPUPOBABIICFO AEKAAPALMIO

Hara perucrpanpn: 29.06.2020, peructpanuonnstit Homep POCC RU J-CN.HX37.B.01521/20

JATA PETUCTDATH Y PCTHCTPALMOH AL HOMED AEKNAPAHM

% . W. Nauunosa

2“305, MHUUAATEL, DAMHAUT PYKOBOHTENS OPraHa N0 CepTHMKALHH




