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JEKJAPAIIMSA O COOTBETCTBHU

O6mecTBO ¢ orpaHu4eHHOH 0TBeTcTBeHHOCTEIO « KoHTHHEHT) (000 «KoHTHHEHTY)

HaHMCHOBaHHE OpraHu3aluH HIH ¢aMHJ'lH${, HMA, OTHECTBO HHAWBHAYAIBHOTO NMPEANPHHHMATENA, MTPHHABILIHX
JeKapauuio 0 COOTBETCTBHH

3aperucTprpoBas(a) MexpaiioHHO# nHcneknuel PenepansHoii Hanoropoii ciyx6sr Ne 25 mo CaHkT-
IlerepOypry, nara peructpanum 17.11.2016 , OTPH: 1157847126029
CBEIEHHA O PEruCTpalliy OpraHU3alWy HIIH HHAWBHIYANbHOTO NMpeANnpHHUMATENA (HaH’MﬁHOBaHHe PETUCTPHPYIOLIETO
OpraHa, 1aTa PEerucTPaLly, PerucTPallHOHHbIH HOMEp)
Anpec: POCCHS, 197022 r. Canxt-Iletepbypr, yauna [Ipodeccopa Ionosa, a. 23/21, oduc 305a,
renedon: +79215369191, +79119945959

aznpec, tenedoH, paxc

B une ['enepamsuoro qupekropa CepreeBa Cepress Hukonaesnua
(201KHOCTE, JAMHIIHSA, MMA, OTHECTBO PYKOBOAHTE/A OPTraHM3aliH, OT HMEHH KOTOPOH MPHHMMAETCA ACK1apals )
3asBiseT, 4to Karereprs! BHyTpHBeHHbIe APEXMED: mymo4nslif, /i BHYTPHBEHHBIX BIHBAaHHH, 11
BIIMBaHUH B MaJIble BEHBI
(HaHMEHOBaHHE, THI, MapKa NPOAYKIHH, HA KOTOPYIO PacIpOCTPaHAETCA AEKIapaLus,

Hupextusa 93/42/EEC, Kon OKII/I2: 32.50.13.110, Kox TH B3/1 9018390000, CepuiiHbIii BEITyCK

CBEJICHHs O CePHITHOM BBITTYCKE HITH NIApTHH (HOMep NapTHH, HOMepa H3/eHii, PeKBH3UTEI I0r0BOpa (KOHTpaKTa),
HaknagHas ,koa OK 005-93 u (unu) TH B3 TC mmu OK 002-93 (OKVH)

Hsrorosurens: «Anekcmen Mutepusmnn b.B.», Hunepnanner/ Apexmed International B.V.,

Anpec: HUJIEPJIAH/IBI, Keizersgracht 62-64, 1015 CS, Amsterdam, The Netherlands,
Hunepnanaer. @umkan 3asona-usrorosutess: Jiangsu Kangjin Medical Instrument Co., Ltd., Zhenglu
Town, Wujin District, 213111 Changzhou, P.R. China

HaHMEHOBAHHE U3TrOTOBHTE/IA, CTPAHBI H T.H.))

coorBercTBYeT TpeboBanuaM 'OCT P 50444-92, TOCT ISO 10555-1-2011, T'OCT ISO 10993-1-
2011, 'OCT ISO 10993-4-2011, I'OCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, 'OCT ISO
10993-11-2011, T'OCT P 52770-2007

(oGo3HaueHHe HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPbIM MOATBEPIKAEHO NaHHOH JeKTapaluell, ¢ yka3aHHeM
IYHKTOB 3THX HOPMATHBHBIX JOKYMEHTOB, COIEpPKaHX TpeOOBaH s Ul JaHHON NPOLYKLIHH)

Heknapauus npuHaTa Ha OCHOBaHMH: PeructpaunonHoe ynoctosepenre QenepanbHol cityskObl 0 HaA30py B
ctepe sapasooxpanenus (POC3JPABHAI30P) Ne @C3 2008/02866 ot 19.11.2008 r. [poTokon
TexHu4eckux ucrbiranui Ne 2017-031.2 o7 09.03.2017 roga, 3A0 «HUUMT», Ne POCC RU.0001.517966 ot
15.04 2015 ropa. [Tporokon Tokcukonoruueckux uenbitanuii Ne 313/1-17 ot 09.03.2017 roma, McnbiraTensHas
naboparopus MeauuuHekux w3genni @IBY OHKL] @XM ®MBA Poccuu; aTTecTaT akkpeauTaliu Ne
RA.RU.21MM25 ot 17.09.2015 .

(uHdopMauna 0 TOKyMEHTaX, AB/IAOLIMXCS OCHOBAHHEM [UIS MPHHATHS AEKIapality)

Jara npunstus gexnapauun 10.03.2017

Jleximapanus 0 cOOTBeTCTBHH AelicTBATEbHA 10 10.03.2020

ML.IL Ceprees C.H.

(nonnuce) (MHMLMANB], haMHITHA)

Csenenus 0 perucTpalMy AeKIapalyii O COOTBETCTBHH
Perucrpaunonneiii Homep RA.RU.10A 546, Opran no ceprudumkauuu "POCTECT- Mocksa" 3A0
"PervoHanbHbli OpraH 1o cepTHUKALMK U TECTHPOBAHHIO"

(nara perucrparg 14 W PECUCTPALIMOHHBIA HOMEp AeKIapaliu)

A\ MO \ I1.B. Menenko

(moanuch, HHULMANBL, hamMHIusa pyxosfmmem opraHa 1o cepruduralmm)
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