JEKJIAPAITASI O COOTBETCTBUU

O61mecTBO ¢ OrpaHUIEeHHOH OTBeTCTBeHHOCTHIO “MenJlnnk Pacxonmsie Marepuanst”

HanMEHOBAaHUE OpraHU3alliyi WU (baMI/IHI/IH, HMs, OT9ECTBO UHIUBUIYAJIBHOTO NpEeIIPUHUMATEIA, IIPUHABIINX JACKIIapauuro o
COOTBETCTBHHA
3aperucrpuposan(a) MesxpationHas uacniekimst MHC Poccuu Ne39 o . Mockee,

Jara perucrpaimu 16 okrsdps 2002 r., OT'PH: 1027739391866

CBEIICHUS O PETUCTPAIMK OPraHU3AlMK MK HHIMBYUY&IEHOT0 MPeANPUHAMATENS (HaHMEHOBAHME PETUCTPUPYIOIIEro OpraHa, 1aTa
PETHUCTPAIMH, PETHCTPALMOHHEL HOMED)

Anpec: 109428, Poccus, . Mocksa, Pszanckuii ipocriexr, 1.8A, ctp.14, oduc 705, Tene(bOH (495) 232-0752,
daxc: (495) 232-0753, noyra: info@medlinkrm.ru

azpec, Tenedos, daxc

Bumine ['emepanbHoro mupekropa 3umuna [lasna Cepreesuua

(BOTDKHOCTE, YaMUIKS, MM, OTIECTBO PYKOBOIHTEII OPTaHK3ALMH, OT MIMEHH KOTOPOH MPHHAMACTCS JCK/IAPALIS)
3asBIseT, YT0 KeTryT mpocToi MONUpOBaHHEIN CTEPUIBHEIM, C UTIIaMHU U 63 Uri

(Ha.I/IMeHOBaHHe, THII, MapKa NPONYKIHUH, Ha KOTOPYHO PACIPOCTpaHIETCs JACKIIapanus,

Cepuiinenii Bemyck, Kox OKITJT 2 21.20.24.120, Kog TH B3] 3006 10 100 0

CBEJIEHMs O CEPMHHOM BBIIYCKE MM NIAPTUX (HOMED MapTUH, HOMEPA M3/Ie/uiA, PEKBU3UTEL JOTOBOPA (KOHTPAKTA), HakmagHas ,kox OK
005-93 u (umu) TH BOJT TC mm OK 002-93 (OKYH)

Msrotoeurens: “Xensm Memukan I'm6X”, I'epmarms/Helm Medical GmbH. Anpec: Nordkanalstrasse, 28,
20097, Hamburg, Germany, l'epmanms. Texedon: (+49)040-2375-0. dakc: (+49)040-2375-1845

HaVMEHOBAHWE U3TOTOBHUTEILS, CTPAHBI U T.I1.))
cooTsercTByeT TpeboBanusam [OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, TOCT ISO 10993-5-2011,
T'OCT IS0 10993-10-2011, TOCT ISO 10993-11-2011, TOCT P 52770-2016, TOCT 31620-2012

(0Go3HaueHME HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPK/IEHO TaHHOK NeKIapalyeil, ¢ ykasaHueM IIYHKTOB 3THX
HOPMAaTHBHBIX JOKYMEHTOB, CONEPIKAIMX TPeOOBAHUS JUIS TaHHOM IIPOLYKIIMK)

Hexnapaws nprHATa Ha ocHoBanuK: PY ®C3 2008/00032 ot 07.04.2016, CepTuduKaT cCHCTEMSI

MeHeDKMeHTa kagecTsa : ISO 13485:2003+Cor. 1:2009 Bsrnan DQS Medizinprodukte GmbH, Frankfurt-am-
Main, ot 22.12.2015.

(uHbOpMaIHs 0 NOKYMEHTAX, ABIIMFOLIMXCS OCHOBAHWEM [N TIPUHATHS JEKIAPAIIIL)

Mata npunaTHs nexiapamwu 29.06.2018

OOTBETCTBHUH fleHcTBUTEIbHA 110 28.06.2021

3umuH ITaBen CepreeBuu
(monmice » (uHAIMANEL, bamums)

AL S Homep RA.RU.11IMI'11, Opras no ceprudukarmu O6mecTsa ¢ OrpaHHYeHHON
OTBETCTBEHHOCTEIO "Unean Tect"

(HavMeHOBaHYE U aZpec OpraHa [0 CepTU(UKAINY, 3aPerHCTPUPOBABILEr0 JIEKTapalliio)
a,upﬁo:f~1:g~5;2.03 Poccm, ropox Mockega, yi. ITapxosas 12-s, fom 11, stax 2, kBaptupa/oduc/momemerue Ne V,

~

(maTa peruCTpalyy U PErHCTPAIMOHHEIA HOMEp z[eKnapauHH)
YepenanoBa AxHa AJleKcaHIpPOBHA

(monmuce, MHUIMATTE], aMUITHS PYKOBOMUTEI OPraHa 0 CepTH(hUKAIN)



