OEKINAPALIMA O COOTBETCTBUM

O6LjecTBO ¢ OrpaHuyeHHon OTBETCTBEHHOCTLIO «Anbba Megukany» (OO0 «Anbba Meaukan»)
HaWuMeEHOBaHWE oprannaayun unu ¢8Ml.-tﬂl.v|ﬂ, WM#A, OTYECTBO H}m“BWﬂyaanOIO npeAnpUiHUMaTENH, NPUHABLLIAX Asknapauvio o COOTBETCTBAW

3apeructpupoBaHo: Mexpaiionsas MOGHC Ne 46 no r.Mockee ot 14.07.2015, OI'PH: 1157746635958

CBEEHWA O PErMCTPALMN OPraHn3aLinn Nk MHAWBUAYANEHOTO NpeANPUHAMATENA(HANMEHOBAHNE PETVCTRUPYIOLLErC OpPraHa AaTta perucTpaumn,
pervcTpauMoHHBEIR Homep)
MecTo HaxoxaeHns u chakTudecknia aapec: 125047, Pocews, ropof Mocksa, ynuua 1-as Teepckas
Amckan, gom 25, ctpoenne 1, TenedoH: +74959951071, dpake: +74992514455

agpec, tenedion, dake

B nuue MeHepanbHoro avpekTopa banaHawoka Angpes EBreHbeBnya
ADMKHOCT, haMWINA, MMA, OTYECTBO PYKOBOAMTENS OPraHM3aLm, OT MMEHU KOTOPOW NpUHUMAETCS Aeknapaumns

3asBAAET, YTO

TpyBKkun MeAWNLMHCKAE: TPaxeoCTOMUYECKUE C MaHXETON 1 Be3 MaHXeTbl:

TpyBka aHAoTpaxeanbHas TPaxeoCTOMUYECKasi CTaHAApTHas!, OIHOPa3oBOro UCNOMNb30BaHUs (BNA
136500)

HauMeHoBaHWe, TUIN, MapKka NPoayKUWW, Ha KOTOPY D PpacnpocTpaHAeTea Aeknapauns

CepuitHbii Beinyck, Kog OKMA2 32.50.13.110, Kog TH B3/] 9018330000
CBEfEHUA O CEPMIAHOM BhIMYCKE MM NapTHK (HOMEP NAapTHK, HOMEPA WIJIENWA, PEKBMAUTLI OTOBOPA (KDHTPaKTa) HaknagHas), kop OK 034-2014 w
(nnu) TH B3/ EASC
WarotoButens: «Anba Xenckea JIJIC» (Alba Healthcare LLC), mecTo HaxoxaeHus 1 hakTuyecknii
aapec:; CoeaguHennblie LWtaTthl, 1100 H.Street, NW, Suite 840, Washington, DC 20005, USA.
3aBOAbI-M3roTOBUTENN:
"Fuzhou Kanglite Medical Apparatus Co., Ltd.", Kutai, Room 02, No. 17 Floor West Jinyuan Plaza, No. 68
Guangda Road 350005 Taijiang, Fuzhou, Chlna
"Nantong Angel Medical Instruments Co., Ltd.", Kutai, 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
HaWMEHOBAHWE WIrOTOBWTENA, CTPaHbLI W T.N.
cooTBeTCTBYeT TpeboBanusim FOCT 31054.1-2002, FOCT 31054.2-2002, FOCT ISO 7228-2011, FTOCT
ISO 10993-1-2011, MOCT ISO 10993-5-2011, FTOCT ISO 10993-10-2011, FOCT ISO 10993-12-2015,
MOCT ISO 10993-18-2011, FOCT P 52770-2007

0603HAYEHNE HOPMATHBHBIX AOKYMEHTOR, COOTRETCTBNE TPEBOBAHNAM KOTOPbIX NOATEEPHAEHD AaHHOW AAEKNAPALNEN, C YKasaHNem pasienos
(NYHKTOR, NOANYHKTOB) 3TMX HOPMaTUBHLIX 4OKYMEHTOR, cofepxaliux TpeGosanna Ans AAHHOA NPoAYKUAA (YCnyTrv)

Aeknapauusa o COOTBETCTBMU NPUHATA HA OCHOBAHWMU:

MpoTokonsl ucnbitanuin NeNe 03/059-2017, 03/T.058.1-2017 ot 14.03.2017

WcnbitatensHas naGopartopus ABTOHOMHas HeKOMMepYeckas opraHmsaums "LieHTp kavecTea,
achhekTMBHOCTI 1 6E30NacHOCTM MEANLIMHCKUX n3aenuii', atrectar akkpeautauun RA.RU.21M11 oT
07.04.2015, cpok aencTBus - 6ECCPOYHbIN

PerncrpaloHHoe yaocToBeperne Ha MmeanuuHckoe usaenve Ne ®C3 2008/01279 ot 16.02.2017,
®epepanbHas cnyx6a no Haasopy B cdepe 3apasooxpaHerus (POC3PABHAL3OP)

WHPOPMALINS O ADKYMEHTaX, ABNSAIOLLMXCH OCHOBAHWEM ANA NPWHATUA Aeknapauuu
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A o WHALMANE! W haMUNus PYKOBOAWTENRA OpraHW3aLmMu-3asBuTeA
ALBA _\h'-.J:"“ o f L (yNONHOMOUEHHDTO MM NNLA) UMM MHANBWAYANBHOTO NPEANPUHAMATENS
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S o?pﬁ ,ncrpauuu Aeknapauum 0 COOTBETCTBUM

A crpa thm Homep ATtecTat akkpeautaumm Ne RA.RU.11PC52 ot 11.12.2014, cpok AercTems -
6eccp’0'h1-¢?;m BblJaHHbI DeaepanbHoi crnyxBoi no akkpeauTauuu, OpraH no cepTudrkaumnin npoayKLmn
OBLLECTBA C OrpaHUYeHHON OTBETCTBEHHOCTBLIO « PErvoHanbHbii UEHTP OLEHKW COOTBETCTBUAY

HaMMEHOBaEHWE W aAPec opraHa no cepTrhukalny, 3aperncTRMPOBABILEND AeKNapaLmno

: 123060, ropo,q Mockea, ynuua Mapiuana PeiGarnko, aom 2, kopnyc 9, nomelyeHue 638




