OEKNAPALNA O COOTBETCTBUN

OB6LEeCTBO C OrpaHMYeHHOW OTBETCTBEHHOCTLI0 «Anbba Meaukan» (OO0 «Anbba Mepaukan»)
HAWMEHOBAHWE OpraHn3auny unm ¢amnnns|, WMA, OTHECTEO WHAWMBWAYANBHOMG NPEANPUHAMaTENA, NPUHABLLMX AeKNapaunia o COOTEETCTBAW

3apeructpupoBaHo: MexpanoHHass UOGHC Ne 46 no r.Mockse ot 14.07.2015, OIPH: 1157746635958

CHE/EHWA O PETUCTPALIMK OPraHn3aLni W MHAMBWIYaNLHOTO NpeAnpUHIMaTENA(HAWMEHOBAHWE PEFUCTPVPYIOLLEro OpraHa AaTa perncrpaugmm,
pervcTpaLlMoHHBIR Homep)
MecTo HaxoxaeHus u akTndecknin agpec: 125047, Poccuns, ropoa Mockea, ynuua 1-as Teepckas
Amckan, gom 25, ctpoeHune 1, TenedoH: +74959951071, chakc: +74992514455

appec, TenedioH, dakc

B nuue eHepanbHoro anpekTopa banangwoka AHapes EBreHbeBuya
ACNMHHOCTE, cbamunm. WMA, CTYECTREO PYKOBOAWTENA opraumauww, oT UMEHW KO‘T’ODOF! NEUHWUMAaeTCA deknapauus

3aABINAET, YTO
KateTepbl MeauuMHCKUE: LeHTpalbHble BEHO3HbIE, AN nepudepuyecknx BeH C MHBEKLIMOHHbBIM NOpTOM:
KateTep BeHO3HbII LeHTpankHbIiA (Buna 260000).
HawmmeHoBaHWe, TN, Mapka NPoOAYKLWK, Ha KOTOPYD PACNPOCTPaHASTCH Aeknapalia

CepuiiHbi Beinyck, Kog OKIMA2 32.50.13.110, Kog TH B3/} 9018390000

CBEEHWA O CEPUHHOM BbINYCKE UAW NapTuM (HOMEP NAPTUK, HOMEPA W3AENUA, PEKBWAWTLI AorToBopa (KoHTpakTa), HaknagHan), kog OK 034-2014 w

(1) TH B3 EASC

MarotoButens: «Anba Xenckea JIJIC» (Alba Healthcare LLC), mecTo HaxoxaeHus u paktnieckun
agpec: CoeanHeHHble LWTtaTthl, 1100 H.Street, NW, Suite 840, Washington, DC 20005, USA.
3aBo/bl-U3roToBUTENN:
"Fuzhou Kanglite Medical Apparatus Co., Ltd.", Kutain, 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

HaEWMEHOBEHWE WATOTOBWTENA, CTPaHbI W T.N.

cooTBeTcTByeT Tpeboranuam FOCT 19126-2007 (Pasa. 5), FOCT ISO 10555-1-2011, TOCT ISO
10555-3-2011, FOCT ISO 10993-1-2011, FOCT ISO 10993-4-2011, TOCT ISO 10993-5-2011, FOCT 1SO
10993-6-2011, FOCT ISO 10993-10-2011, FOCT ISO 10993-11-2011, FOCT ISO 10993-12-2015, TOCT
ISO 10993-18-2011, TOCT P 52770-2007

0B03HAYEHNE HOPMATNBHEIX [IOKYMEHTOB, COOTBETCTENE TPEBOBAHNAM KOTOPbIX NOATEEPHEHO AHHON AekNapalnen, ¢ ykasaHnem pasaencs
(NYHKTOB, NOANYHKTOR) 3TMX HOPMATHBHEIX AOKYMEHTOB, COAEepPHaLLMX TPeGoBaHNSA ANA AaHHOR NPOAYKLMK (yenyrh)

Heknapaumsa o COOTBETCTBUM NPUHATA HA OCHOBaHUM:

MpoTokone! ucnbiTanuii Ne 03/062-2017, 03/T.062.1-2017 o1 14.03.2017

WcneitatensHas naGoparopust ABTOHOMHasi HekoMMepyeckas opraHwsaums "LieHTp kadecTea,
atbhekTMBHOCTY 1 Be30nacHOCT MeaMUMHCKUX u3genvit!, attecrar akkpeantaumm RA.RU.21MO11 ot
07.04.2015, cpok AeicTBmA - GeCCpoYHbIf

PerncTpaumoHHoe yaocToBepeHne Ha MmeauuuHckoe nagenue Ne @C3 2008/01280 ot 16.02.2017,
depepanbHas cnyxBa no Haasopy B cpepe 3gparooxpaHenns (POC3APABHALSOP)

MHEOPMALIMA O AOKYMEHTEX, ABNAILMXCH OCHOBEHWEM ANA NPUHATHA AeKknapauum

Oar isaTuA aeknapauun 16.03.2017
S, RCOOTBETCTBAM AecTBUTEeNLHa ao 15.03.2020

¥ V2220 A ‘ A.E.Bananaiok

WHALMANbL! U haMUNWA PYKOBOANTENA OpraHn3aumu-3anBuTens
(YNONHOMOYEHHOTD MM 1ULIE) MITM MHANBMAYANBHOTO NPEANPUHUMATENS

6ecc'f)'8 i1, BbigaHHbIn ®eaepansHoi cnyxBoit no akkpeauTauuy, OpraH no cepTudpukaunn npoayKLnmn
OBLyecTBa C orpaHYeHHON OTBETCTBEHHOCTbLIO « PernoHanbHblil LEHTP OLEHKM COOTBETCTBUAY
HaWMEHOBaHWE W afpec opraHa no CEPTI"ICpHKaLl“M, 3aperncTprupoBaBLUers Jeknapauno

- 123060, ropoa Mockea, ynuua Mapiuana Peibanko, Aom 2, kopnyc 9, nomeljexve 638
NOHHBIN HoMep Aeknapaumu o cootserctBun POCC US.PC52.[101062 or 16.03.2017

W PEruCTpaLUMoHHbLIA HOMEP Aeknapauyun
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. M.B. MBaHbkoB
HALMans!, gFamunyé pykoBoAUTeNs opraHa no cepTudgmkaumun
&~

0



