OEKNAPALIUA O COOTBETCTBUU

OBLWECTBO C OrpaHUYeHHO OTBETCTBEHHOCTbIO «AnbBa Meaukan» (OO0 «Ansba Meaukany)

HauMEHOBaHWe OpraHnM3aymm unu damMunng, nMa, 0THECTBO UHAKUBUAYANLHOTO npeaAnpuHAMaTens, NpUHABLIKMX AeKknapauuio 0 CoOoTBETCTBUU

3apeructpuporaHo: MexpaitonHas UOHC Ne 46 no r.Mockee ot 14.07.2015, OrPH: 1157746635958

CBENEHNR O PErMCTPALINM OPranM3aLM UM MHAVBUAYANbHOMO NPeANpUHAMATENs (HAMEROBaHWE PETMCTPUPYIOLLEND Oprana, AaTta pereTpaumn,
PErUCTPaLUOHHbIA HOMEP)

MecTo HaxoxaeHus U pakTudeckun agpec: 125047, Poccusi, ropoa Mockea, ynuua Tsepckas-AmMckas
1-1, NOM 25, cTpoeHue 1, TenedoH: +74959951071

appec, renedoH, dakc

B nuue MeHepanbHoro avpekTopa banangioka Angpes EsreHbesuya

LIOMDKHOCTb, (PAMMIIMS, UMSI, OTHECTBO PYKOBOAUTENS OPraHMaaLuy, OT AMEHM KOTOPOA NPUHIMAeTCs Aeknapauma
3asaBnseT, 4To

TpybKkn MeANLMHCKME: TPaXEOCTOMUYECKME C MaHXETON 1 683 MaHXeTbL:

Tpy6ka aHAOTpaxeanbHas TPaxeoCTOMUYECKas CTaHAapTHas, OAHOPA3oBOro UCMONbL3OBAHNA (sua
136500)

HAaUMEHOBAHUE, TUN, Mapka NPOAYKLMK, HA KOTOPYIO PACNPOCTPaHARTCA Aeknapauus

CepuitHbiit Beinyck, Kog OKMNA2 32.50.13.110, Kog TH B3/ 9018390000

CBELAEHAS O CEPUIHOM BbINyCKe MM NapTum (HOMEp NapTnn, HOMEepa U3Jesni, PexBU3nTLI A0TOBOPa (koHTpakTa), Haknaanas), kog OK 034-2014 n
(wnw) TH B3 EASC

UzrotosuTens: «Anba Xenckea JI1C» (Alba Healthcare LLC), MECTO HaxoXAEHNA 1 (haKTUHeCKMi
anpec: CoeaunHenHble LWtatbl, 1100 H.Street, N.W., 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
Nantong Angel Medical Instruments Co., Ltd., Kutais, Fusheng Rd., Xiayuan Town 226543 Nantong,
People's Republic of China
Hangzhou Shanyou Medical Equipment Co., Ltd., Kutai, Changancun, Wenyan Town, Xiaoshan District,
Hangzhou 311258 Zhejiang, China

HauMeHOBaHMUe U3roToBUTENs, CTPaHel U 1.0,

cooTBeTcTBYeT TpeGoBaHnam MOCT 31054.1-2002, FOCT 31054.2-2002, FOCT 7228-2011, FOCT ISO
10993-1-2011, FOCT P CO 10993-2-2009, FOCT ISO 10993-5-2011, FOCT ISO 10993-10-2011, FOCT
ISO 10993-12-2015, FTOCT ISO 10993-18-2011

0603HaYeHNe HOPMATHUBHbIX AOKYMEHTOB, COOTBETCTBME TPeBoBaHUAM KOTOPLIX NOATBEPKAEHO AaHHOM JeK/iapaunei, ¢ ykasannem pasjienos

(nyHKTOB, NOANYHKTOB) 3TUX HOPMATUBHbLIX AOKYMEHTOB, Coepxallnx TpeboBanua ANS AAHHOR NPOAYKUMK (yCnyri)

[eknapauus 0 COOTBETCTBUU NPUHATA HA OCHOBaHUMU!
MpoTokonbl ucnbiTaHnit NeNe 03/059-2017, 03/T.059.1-2017 o 14.03.2017
UcnbiTaTenbHas nabopatopus ABTOHOMHasi HeKOMMepHeckas opraHusaums "LieHTp ka4ecTsa,
abheKTMBHOCTM 1 6e30NacHOCTM MeANLIMHCKNX U3AeNnin', aTTectaT akkpeanTauuu RA.RU.21MA11 ot
07.04.2015, cpok aencTeus - 6ecCpoyHbIN
PerucTpaumoHHoe y0CToBepeHne Ha meaunumHekoe nsaenve Ne ®C3 2008/01279 ot 16.02.2017,
0] bHaA cnyxb6a no Hag3opy B cepe 34paBooXpaHeHns (POC3OPABHAL3OP)

MHDOPMALMA O AOKYMEHTAX, ABNAIOLUXCA OCHOBAHWEM ONA NPRHATUA Aeknapaunn

e
PUHSA M%neknapauuu 11.03.2020
WO;{GVQOTBETCTBHH pencreurensnHa ao 10.03.2023
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éﬁ'éﬁpﬁ;'lﬁ'ﬂ 0 perncrpauuu geknapauum o COOTBeTCTBUM

PerucTpaunoHHbIit Homep AttecTar akkpeautauun Ne RA.RU.11 PC52 oT 11.12.2014, cpok AencTsus -
BeccpouHbIf, BbidaHHbIN degepansHon cnyx6oi no akkpeauTaumu, Oprax no cepTudUKaLmMmn NpoayKLnun
O6LecTsa ¢ OrpaHUYeHHON OTBETCTBEHHOCTbIO «PernoHansHbIi LEHTP OLEHKN COOTBETCTBUAY

appec: 123060, ropog Mockea, ynvua Mapwana PbiBanko, Aom 2, kopnyc 9, nomeuleHve 638
HaUMEHOBAHUE W aApec Opraxa No CepTUMNKaLMA, 3apermcTpupoBaBLLero Aexnapaunio

Homep Aeknapaumu o coorsetcteun POCC RU O-US.PC52.B.00492/20 ot

e e e A.E.Banangok

ey noanucs WHULManbl U (haMUNnR PYKOBOAUTENS OPraHW3aum-3anBuTens
(YNONHOMOHEHHOTO WM NULIE) UNW MHAUBUAYANEHOTO NPEANpUHIMATENS

naTa perucTpaumMm U pericTpaLiMoHHbIA HOMEp AeKNapaumi

% A.O. Bepecos

77 NOANWCH, WHWLMANGI, (DaMUNURA PYKOBOAUTENS OpraHa no cepTaukaLi
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