OEKNAPALIA O COOTBETCTBUM

OBLLECTBO C OrpaHNyeHHoN oTBeTCTBEHHOCTLIO «Anbba Mepukan» (OO0 «Anbba Meaukan»)
HanMmeHoBaHWe opralmsaumu wunn dJaMln'\nl'lﬁ, WMA, OTYECTBO WHAWBUAYANLHOIC npep,npnhuma‘renﬂ. NPAHABLLINXE p,emapaumo 0 COOTEETCTBUA

3aperncTpupoBano: Mexpaiionnaa MOGHC Ne 46 no r.Mockee ot 14.07.2015, OI'PH: 1157746635858

CBEAESHWSA O PErMCTPaLMW CRraHk3aLuy nv MHAWBWAYanbHOro NpeanpuHAMaTENA (HaMMeHoBaHWE PETMCTPUPYIOLLEro oprata AaTa permcrpauny,
perucTpaLmoHHLIi HoMEep)

MecTo HaxoxaeHwst n dhakTudeckunili agpec: 125047, Poccus, ropoa Mocksa, ynuua 1-asa Teepckas
Amckan, nom 25, ctpoenue 1, TenedoH: +74959951071, dhakc: +74992514455

appec, Tenedot, dakc

B nuue MeHepanbHoro aupekTopa banaHawka AHgpes EBreHbesnya
AOIKHOCTE, DaMWNNA, UMA, OTYBCTEO PYKOBOAWTENA OPraHMaalmm, oT UMEHKW KOTOPOW NPUHUMAESTCA Aeknapauma

3asBNAET, 4TO
KaTeTepbl MmeguLmnHCKWe: acnupaloHHbIe C BaKyyMHbIM KOHTpONem:

KateTep acnupaluWoHHbIi TpaxeanbHbii (Bug 172980).
HawMmeHoBaHWe, TN, Mapka NpoAyKLWKW, Ha KOTOPYHD pacnpoCTpaHAETCH Aexknapauuns

CepwuitHbiii Bbinyck, Kog OKIMA2 32.50.13.110, Kog TH B3/, 9018390000

CBE/|EHWS O CEPUIHOM BLINYCKE NN NapTvi (HOMEP NAPTHM, HOMEPA W3ASNMA, PEKBMIWTI A,0r0BOPa (KOHTPaKTa), HaknaaHas), kog OK 034-2014 n

{anu) TH B3] EA3C

Warotosutens: «Anta Xenckea JIJIC» (Alba Healthcare LLC), mecTo HaxoxaeHns 1 hakTuiecknin
aapec: CoeauHennbie LWratsl, 1100 H.Street, NW, Suite 840, Washington, DC 20005, USA.
3aBOAbI-M3roTOBUTENN:
"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.", Kutait, Changancun, Wenyan Town, Xiaoshan
District, Hangzhou 311258 Zhejiang, China

HEWMEHOBAHWE WAroTCBWTENA, CTPaHLI W T.M.

cooTBercTByeT TpebosaHusim FOCT 31054.1-2002, FOCT 31054.2-2002, FOCT ISO 7228-2011, TOCT
ISO 8836-2012, FTOCT ISO 10993-1-2011, FOCT ISO 10993-4-2011, FOCT ISO 10993-5-2011, TOCT
ISO 10993-10-2011, TOCT ISO 10893-11-2011, TOCT ISO 10993-12-2015, FTOCT ISO 10993-18-2011,
MOCT P 52770-2007

0603HAYEHUE HOPMATHUBHBIX ICKYMEHTOR, COOTRETCTBME TpeBoBaHNsM KOTOPbIX NOATBEPKASHO aHHOW AEKNAapaLUMel, C ykasaHem pasiencs
(NYHKTOR, NOANYHKTOB) 3THX HOPMATHUBHBIX AOKYMEHTOB, cofepxallnx TpeBoBaHna AN AaHHON NPOAYKLMMA (yCnyrv)

Heknapauusi o0 COOTBETCTBMM NPUHATA HA OCHOBAHUK:

MpoTokonskl ucnbitaHuih NeNe 03/063-2017, 03/T.063.1-2017 ot 14.03.2017

WecnbiratensHas nabopatopvs ABTOHOMHAs HeKOMMepYeckas opraHvsaums "LienTp kavectea,
achheKkTMBHOCTI 1 Be3onacHoCcT MeaNUMHCKUX nagenuit’, attectar akkpeautaumn RA.RU.21MI11 ot
07.04.2015, cpok AeNCTBUS - BECCPOMHbIN

PerncTpalMoHHoe YAOCTOBEpEHNE Ha MeauLmHekoe napenve Ne ®C3 2008/01280 ot 16.02.2017,
depepanbHas cnyx6a no Haasopy B ciepe 3apasooxpaHerus (POC3APABHALSOP)

MHCPOPMaLIMA O AOKYMEHTAX, ABNAIOLMXCA OCHOBAHNEM ANS NPUHATUA Aeknapaln

Oara NPUHATUA neknapauum 16.03.2017
; 0 COOTBeTCTBUM AeiicTBUTENBLHA Ao 15.03.2020

%

A_E.Bananaiok

MHULMaNbI W hamiunna PyKOBOAWTENA OpraHn3aunm-3assnTens
(yNOAHOMOYEHHOTO UM NNLE) MN MHAWBAAYANLHOTO NPeANPUHIMATENA

[+ ]

CBefleHUs O perucTpauumn geknapaumm o COOTBETCTBHN
PermcrpaluoHHbIi Homep ATTectar akkpeauTaumn Ne RA.RU.11PC52 ot 11.12.2014, cpok nencreus -
BeccpouHblit, BbiAaHHbIR deaepanbHoi cnyxboi no akkpeauTauuy, OpraH no cepTudukaLm npoaykunm
O6LjecTsa C OrpaHNyeHHON OTBETCTBEHHOCTbIO «PernoHanbHbii LIEHTP OLIEHKU COOTBETCTBUAY
HWE W afpec cprala no cepTudmkalnn, 3aperncTpupoBasilero Aeknapauynio

M.B. MeaHbkoe

MuuanWm }rﬁyKOBOAMTEﬂﬂ oprasa no cepTudnkaumm




