AEKNAPALIUA O COOTBETCTBUMN

OBLWECTBO C OrpaHNYEHHON OTBETCTBEHHOCTLI0 «Arnbba Meaukan» (000 «Anbba Meawvkan»)

HaWMEHOBaHWE OpraHnsaunm unu hamMunns, MMa, 0THECTBO UHANBUAYANbHOTO NPeANpPUHAMAaTENS, NPUHABLLNX AeKNapaunio o COOTBETCTBHM

3apeructpuposaHo: MexpaioHHasa MPHC Ne 46 no r.Mockse o1 14.07.2015, OI'PH: 1157746635958

CBEAEHWA O PErMCTPauUmUmn opraHudaunm nnm NHanBnAyanbHoro npeaAnpUHMMaTens (HauMeHoBaHne PerncTpupyIoLero opraxia, aara perncrpaumn,
PErucTpaLmMOHHbIN HOMEP)

MecTo HaxoxaeHua u hakTnyeckni aagpec: 125047, Pocens, ropoa Mockea, ynuua Teepckas-AMckas
1-9, oM 25, cTpoenue 1, TenedoH: +74959951071

afpec, Tenedon, hake

B nuue eHepanbHoro aupektopa bananaioka AHgpes EsreHbesnya

NOMKHOCTb, (haMUNUs, UM, OTHECTBO PYKOBOAUTENSR OPraHu3aumm, OT UMEHU KOTOpOﬁ npuHuMaeTcs Aeknapauus

3asaBnseT, 4To
KaTETepbl yponorn4yeckme O4HOKPaTHOIro NpUMeHeHns HenartoHa, ®ones

HaMMeHOoBaHne, TUM, Mapka NPOAYKUMK, HA KOTOPYID PacnpoCTpaHAETCA AeKnapauus

CepuitHbiit Bbinyck, Kog OKMA2 32.50.13.110, Kog TH B[] 9018390000

CBEAEHWUA O CEPURHOM BbINYCKE UMK NapTvM (HOMEP NapTh, HOMEPa U3AENUA, PEKBU3UTLI 10roBOPa (KOHTPaKTa), HaknaaHas), Ko 0K 034-2014 n
(nnm) TH BB EASC

UaroToBuTensb: «Anba Xenckea JIIC» (Alba Healthcare LLC), MECTO HaxoXaeHUs v hakTU4eckni
anpec: CoeanHerHblie WTaThl, 1100 H.Street, N.W., Suite 840, Washington, DC 20005, USA.
3aBoabI-U3roToBUTENN:
Fuzhou Kanglite Medical Apparatus Co., Ltd., Kutain, 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
Changzhou Weite Medical Equipment Co., Ltd., Kutait, Wugang Village, Zhenglu Town Changzhou
213115 Jiangsu, China

HauMEHOBaHUE U3rOTOBUTENS, CTPaHKbl U 1.1,

cooTBeTcTBYeT Tpe6oBanuam FOCT ISO 10993-1-2011, FOCT P UCO 10993-2-2009, FOCT ISO
10993-5-2011, FOCT ISO 10993-10-2011, FTOCT I1SO 10993-12-2015, TOCT ISO 10993-18-2011

0603Ha4EHNE HOPMATHBHbIX 4OKYMEHTOB, COOTBETCTBME TPeBOBaHUAM KOTOPbIX NOATBEPH/ABHO AAHHON AEKNApaLMEn, C ykalaHueM pasaenos
(NYHKTOB, NOANYHKTOB) 3TUX HOPMATUBHBIX AOKYMEHTOB, CoflepXalux TpeboBaHis ANs AaHHOA NPOAYKLUMAK (yenyrv)

[eknapauus 0 COOTBETCTBUU NPUHATA HA OCHOBAHUU:
MpoTokon ucnbiTannit Ne 03/T.058.1-2017 o1 14.03.2017
MecnbiTaTenbHas nabopaTopus ABTOHOMHasi HEKOMMepYeckas opraHusaumns "LIeHTp kadyecTsa,
ahheKTUBHOCTM 1 6e30NacHOCTY MeANLMHCKIX U3aenuin”, aTTecTar akkpeanTaLumm RA.RU.21MO11 ot
07.04.2015, cpok AencTeus - 6eccpoyHbIi
PerucTpauuoHHoe yaocToBepeHne Ha MeauLmHckoe uanenve Ne ®C3 2008/01278 ot 21.02.2017,
deaepanbHan cnyx6a No Haa3opy B cdepe 34paBooXpaHeHnst (POC3PABHALSOP)

MH(OPMaLWMS O AOKYMEHTaX, SBNRIOLMXCH OCHOBAHVEM 418 NPUHATUS AeKnapaum

: mé‘b&a paeknapauunu 11.03.2020
1y oTBeTCcTBMM AevcTBuTenbHa Ao 10.03.2023

=% & A.E.Banangox

noanucs WHALMAnb! ¥ PaMUNUA PYKOBOAUTENS OPraHn3aLmMm-3ansuTens
(YNONHOMOYEHHOTO WM NLIA) MY WHAVBWUAYANBHOTO NPEeANpPUHUMaTENS

S
: __‘é , WCTpauUuu Aeknapaumm o COOTBETCTBUN

WM atffoHHBLIN HoMep ATTecTaT akkpeauTtaumn Ne RA.RU.11PC52 ot 11.12.2014, cpok AENCTBUA -
BeccpouHbiii, BbiAaHHbIN GeaepanbHon cnyxBoit no akkpeauTaumy, OpraH no cepTudUkaumnm NpoAyKUum
OBLIECTBA C OFpaHNYEHHOM OTBETCTBEHHOCTLIO «PernoHanbHbii UEHTP OLEHKM COOTBETCTBNA»

aapec: 123060, ropoa Mocksa, ynuua Mapwana Peibanko, Aom 2, Kopryc 9, noMmelleHue 638
HauMeHoBaHue n aapec opraHa no cepmtbuxaunu. 3aperucTpupoBasiuero Aeknapauuio

mep aeknapauum o cooreercteun POCC RU [-US.PC52.B.00490/20 or
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