OEKNAPALIUA O COOTBETCTBUU

OBLLECTBO C OrPaHULEHHOM OTBETCTBEHHOCTbIO «AnbBa Meaukany (000 «Anbba Megukan»)

HAUWMEHOBaHUE OpraHu3aumnn unu GaMunus, UMs, OTYECTBO UHAUBUAYANBHOMO NPEANPUHUMETENA, NPUHABLUKX fAexknapaunio 0 COOTBeTCTBUU

3aperucTpupoBaHo: MexparoHHas NPHC Ne 46 no r.Mockse ot 14.07.2015, OIPH: 1157746635958
CBEIEHUA O perucTpauvn opraHuaauin unu UHAKBUAYANLHOTO npeanpuHAMarens (HawmeHoBane pericTpupyloulerc oprasa, Aata perucrpaunu,
PErucTpaUUOHKLIA HOMEp)
MecTo HaxoxaeHus u dakTudieckuin agpec: 125047, Poceua, ropod Mocksa, ynuua Teepckas-Amckas
1-1, nom 25, ctpoenue 1, Tenedon: +74959951071

anpec, TenedoH, dakc

B nuue eHepanbHoro avpekTopa banaHgioka AHapes EsreHbesuya

[OMKHOCTL, (PaMUTUA, UMK, OTYECTBO PYKOBOAWTENS OPraHndauny, o1 umeHu KOTOPOU NPUHAMAETCs Aeknapauuns

3anBNAET, 4TO
KaTeTepbl MeaVLIMHCK/E: acnupauuoHHble C APeHaXHOW cuctemow Tuna PeaoH:
KaTeTep acnupaunoHHoW cuctemsl, obuiero HasHadeHus (sua 190950).

Tpy6Ka ApeHaxHas Ans 3akpbiToi paHbl (Bug 152650).

HaUMEHOBAHIUE, TUM, MapKa NPOAYKLWW, HA KOTOPYIO PAcnpoCcTpaHAeTCa Aeknapauus

CepuitHbiit Beinyck, Kog OKMA2 32.50.13.110, Kog TH B3/ 9018390000

CBELIEHIR O CEPUITHOM BbINYCKe UNU NapTiuv (HOMEP NapTuu, HOMEPa M3NENUN, PEKBM3NTLI A0rOBOPA (KOHTPaKTa), Haknaanas), kog OK 034-2014 n
(unu) TH B3 EASC

UarotosuTens: «Anda Xenckea JINIC» (Alba Healthcare LLC), MECTO HAaXOXABHUSA U PaKTUYeCKui
anpec: CoeaunHeHHsle Wrtatsl, 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
Hangzhou Shanyou Medical Equipment Co., Ltd., Kutaii, Changancun, Wenyan Town, Xiaoshan District,
Hangzhou 311258 Zhejiang, China

HauMeHOBaHWe UaroToBuUTENs, CTPaHbl U T.1.

cooTtBeTcTBYeT TpeGoBaHuam MOCT ISO 10993-1-2011, FOCT P UCO 10993-2-2009, rOCT ISO
10993-4-2011, FOCT ISO 10993-5-2011, FOCT 1SO 10993-10-2011, FOCT I1SO 10993-11-2011, FOCT
SO 10993-12-2015, FOCT 1SO 10993-18-2011

0603HA4EHNE HOPMATUBHBIX JOKYMEHTOB, COOTBETCTBIE TPeBOBaHUAM KOTOPLIX NOATBEPKAGHO AAHHON AEKNAapaUued, C ykasaHuem pasnencs
(NYHKTOB, NOAINYHKTOB) 3TUX HOPMATUBHbIX JOKYMEHTOB, COARPXAELLUX TpeBoBanus ANA AaHHOM NPOAYKUMH (yenyrv)

[exknapaumsa 0 COOTBETCTBUM NPUHATA HA OCHOBAHUU:
MpoTokon ucnbitaHuin Ne 03/T.064.1-2017 ot 14.03.2017
UcnbitaTensHas nabopatopus ABTOHOMHas HeKoMMepyeckas opraHusauyus "LieHTp kavecTsa,
achhekTUBHOCTU 1 6e30MacHOCTI MeAULIMHCKIX U3Aenui’, aTTectar akkpeautauum RA.RU.21MA11 ot
07.04.2015, cpok aencTaus - 6eCCpoUHbI
PervcTpaLuMoHHoe yaoCToBepeHue Ha MeauuvHekoe nanenve Ne ®C3 2008/01280 ot 16.02.2017,
defEpanbHan cnyxba no Haa3opy B cepe 3ApaBooxXpaHeHua (POC3PABHAL30P)

s

UHDOPMAaUUs O AOKYMEHTEX, ABNAIOWMUXCH OCHOBAHUEM ANA NPUHATUR Aeknapauuv

araiég ;trl:!)\ﬁ,geknapaum 11.03.2020

Oexrapauu 10 COOTBETCTBUM fAeiicTBuTenbHa Ao 10.03.2023
SYAY S|

W/& A.E.BanaHatok

noAanuch UHULMANbI 1 (DaMUNUS PYKOBOAUTENS OpraHn3aunn-3aasuTens
(YNOMHOMOYEHHOTO UM LLE) UNU MHAUBUAYANLHOTO NPeANpUHMaTens
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CBefeHus O perucrTpauuu Aeknapauum o0 COOTBeTCTBUHU

PerucTpaumnoHHbIit Homep Attectar akkpeauTaumn Ne RA.RU.11 PC52 ot 11.12.2014, cpok aencTsus -

BeCCpOoUHbI, BbiaaHHbIN DefepantHoi cnyx6oi no akkpeauTauum, OpraH no cepTudukaunm NnpoayKumm

O6LecTBa ¢ OrpaHUYEHHON OTBETCTBEHHOCTLIO «PernoHasbHbIA LEHTP OLUEHKU COOTBETCTBUAYD

appec: 123060, ropog Mocksa, ynviya Mapwana PbiBanko, AoM 2, kopnyc 9, nomeuleHue 638

HauMeHoBaH1e 1 aapec opraHa no cepmdmxauww 3aperucrpuposasiiero AeKnapauuio

i Homep Aeknapauuu o cootercteun POCC RU [-US.PC52.B.00496/20 ot

Aara perucrpauum 1 pel’VlCTpBLlMOHHbM HOMep Aeknapauun

A.O. Bepecos

NOANWCH, UHULMAnNk!, DaMUNUS PyKOBOAUTENS OpraHa no cepTudukaumm
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