AEKNAPALUA O COOTBETCTBUU

OBLWEeCTBO C OrpaHV4YeHHON OTBETCTBEHHOCTLIO «Anbba Meaukan» (OO0 «Anbba Meaukan»)

HanMeHoBaHue opraHn3aunin nnu (baMMIIMﬂ. MMA, OTHECTBO MHAUBMAYANLHOrO NPEANPUHAMATENA, NPUHABLUUX ASKNapaluuio O CoOOTBETCTBUMN

3aperucrtpupoBaHo: MexpanonHaa MOHC Ne 46 no r.Mockee ot 14.07.2015, OI'PH: 1157746635958

CBEAEHWUS O PErucTpaumnu Opraln3aumni N UHAMBUAYaNLHOrO NPEANPUHUMATENS (HAaUMEHOBAHWE PEruCTPUPYIOWero opraHa, 4arta perucTpauum,
PerucTpaLUoHHLIN HoMep)

MecTo HaxoxaeHus u daktudeckuit agpec: 125047, Poceus, ropoa Mocksa, ynuua Teepckas-Amckas
1-9, AoM 25, cTpoenue 1, renedoH: +74959951071

anpec, renedoHn, dakc

B nuue eHepanbHoro gvpekropa bananatoka AHapes EBreHbesnya

AOMKHOCTb, DaMUNUK, UMK, OTYECTBO PYyKOBOAWUTENSA OpraHn3auun, OT UMEeHU KOTOPOW NPUHUMAEBTCA Aeknapauus

3asABNAeET, YTO
Tpy6ku MeauumHCKME: opanbHble, HasanbHbIe; XeNyA0YHbIe; ANA 9HTepanbHOro NUTaHNUS; pekTanbHbie:
30HA Ha3oaHTepanbHbiv (Bua 157910)

Tpy6ka pekranbHasa razooTBoaHas (eua 330830)

HauMeHoBaHue, Tvn, Mapka NpoaykKUWK, Ha KOTOPYIO pacnpoCcTpaHKeTCs aeknapauus

CepuitHbin Bbinyck, Kog OKMA2 32.50.13.110, Kog TH B3O 9018390000

CBEAEHUS O CEPUIAHOM BbINYCKE UNK NapTUW (HOMEP NapTuu, HOMepa U3nenun, PeKBM3nTLl 40roBOpa (KOHTpakTa), Haknaaxas), kog OK 034-2014 u
(unu) TH B3 EASC

NarotoButens: «Anba Xenckea [1J1IC» (Alba Healthcare LLC), MecTo HaxoxaeHus v dakTudeckuin
agpec: CoeauHeHHble WrtaTbl, 1100 H.Street, N.W., Suite 840, Washington, DC 20005, USA.
3aBoAbI-U3roTOBUTENN:
Fuzhou Kanglite Medical Apparatus Co., Ltd., Kutait, Room 02, No. 17 Floor West Jinyuan Plaza, No. 68
Guangda Road 350005 Taijiang, Fuzhou, China
Nantong Angel Medical Instruments Co., Ltd., Kutait, Fusheng Rd., Xiayuan Town 226543 Nantong,
People's Republic of China
Hangzhou Shanyou Medical Equipment Co., Ltd., Kutait, Changancun, Wenyan Town, Xiaoshan District,
Hangzhou 311258 Zhejiang, China

HanMeHOBaHWe U3roToBUTENs, CTPaHbl U T.M.

cooTBeTcTBYeT TpeboBaHuam FOCT 19126-2007 (Pa3a. 5), FTOCT ISO 10993-1-2011, TOCT P UCO
10893-2-2009, NOCT ISO 10993-5-2011, FOCT ISO 10993-10-2011, FOCT ISO 10993-12-2015, FOCT
1ISO 10993-18-2011

obosHaveHue HOPMaTUBHbLIX AOKYMEHTOB, COQTBETCTBUE ‘rpeﬁosauuﬂm KOTOpPbIX NOATBEPXKAEHO [AaHHon uemapaumeﬁ. C ykasaHuem pasnenos
(NYHKTOB, NOANYHKTOB) 3TUX HOPMAaTUBHBIX AOKYMEHTOB, coaepxallnx TpeGosaHus AnNs AaHHOW NpoayKuuu (yenyru)

Heknapauus o0 COOTBETCTBUU NPUHSATA HA OCHOBAHUU:
MpoTokonbl ucnbitaHuit NeNe 03/060-2017, 03/T.060.1-2017 ot 14.03.2017
McnbiTatensHas nabopatopus ABTOHOMHAasi HEKOMMEpYeckas opraHusauus "LieHTp ka4ecTsa,
3P eKTUBHOCTM U 6e30NacHOCTU MeaUUMHCKUX n3aenuin’, atrectart akkpeautauun RA.RU.21MO11 ot
07.04.2015, cpok gencteus - 6eccpoyHbIA
PeructpaunoHHoe yaocToBepeHne Ha meauurHekoe nagenve Ne @C3 2008/01279 ot 16.02.2017,
meaepaanan cnyx6a no Haasopy B cchepe 3apaBooxparHeHus (POC3APABHAL3OP)

MHMOPMaUMA O AOKYMEHTEX, SBNRIOUMXCH OCHOBAHUEM AN NPUHATUR AeKnapaunm

Aeknapauuu 11.03.2020

oo*rae*rc*rsuu AencrteuTensHa go 10.03.2023

A.E.BanaHatok

nonnwcs MHWLMANBI U (HAMUNUST PYKOBOANTENSR OPraHu3auvnin-3asBuTens
(YNONMHOMOYEHHOTO MM NWUA) MK MHAWBUAYANLHOrO NPeANpPUHUMaTEns

SaLMOHHbIN HoMep ATTecrar akkpeauTauum Ne RA.RU.11PC52 ot 11.12.2014, cpok AencTaus -
BeccpoUHbIf, BblgaHHbIM GegepansHon cnyx6oit no akkpeauTauuu, OpraH No cepTuduKaLmn NPOAYKUUK
O6uwecTsa ¢ orpaHUYeHHOM OTBETCTBEHHOCTLIO « PernoHanbHbIN UEHTP OLIEHKU COOTBETCTBUS»

agpec: 123060, ropoa Mocksa, ynuua Mapwana Pbeibanko, gom 2, kopnyc 9, nomeuleHue 638

HauMeHoBaHWe U aapec opraHa no cepTuguKaLnK 3aperucTpUpoBaBLIEro geknapaunio

omep Aeknapauum o coorsetcTteun POCC RU [1-US.PC52.B.00491/20 ot

fata perncTpaumni U PErucTpaUUoHHbIA HOMEp AeKnapauun

A.O. Bepecos

NOANUCH, UHALMANLI, (hamunua PyKOBOAUTENA OpraHa no ceptudukauum




