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Iopuauxecrrfi'a4pec: 109028 r. Mocrna, TeccuHcxafi nepeyror,4. 5 c.rp. l.
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O6rqemno c O <AMC-Mel>
HaHNreItoBaHue opranilllarlfit{ nna Qa.rlr:ra r }rur, otqesrlo rlrulnB

COOTBETCTBHI{

3aperracrpnpolaH(a) Mexpafiorurofi HoHc Poccuu ]',l! 46 uo r. Mocxne or 1g.12,2007 r. ocHosHofi rocyrapcraeunrr{r 107'7763998597
cBereHrfi o perulcrpaqHfi opraHmauHH unfi ItH,qxBHryBJrBHoro flpernpHHnilrarenr (nauverronanue perr.rcrpr4pyDrrlero oprau4.qa.ra

peil.rcrpaqrdrr! perlrcrpauloulsrfi rrouep)

s ilrue I Maxaeea
(1olxxocrr, <!a.n,l.raaun, a[rc, ortecrBo pyKoBonnre
. rf ^-,-^---3zLf,BJrrer! qro Kauronu B HyTp HBe HI{bI e crepHnB Hbr e c npr,IHa.[JIeXHOCTT Mfi

I. Karuoln BHyrpnBeHHEre creprzJtbHLre :

I KaHrcan BHyrpr4BeHnsle crepnnburre OneFlon.
2 Kasronu Buyrpr{BenHbre creprnburre OneCan.
3 Kastona BHyTpr{BeHHbre crepunbnsre OneOn.
4 Kanrolu Bayrpl{Ber{HEre cTepnnl:ue NanoCathe.
5 Kanronu BHyrpprBennbt e crepr.rnbnrre SoftCathe.
trI. flpnua4nexuocru:

(tlauxcllonatrae. Tttn, :r.{apra npo]r.yKu}.ix! ria r(orop}ryo pacnpocrparilerc, Aex,rapaqnx:cepafinrfi BbrnycK, I(onrparr Np IL/001/2018 or 28.03.20 ili r.'Kol oKnA 2 32.50.13.110, Ko4 TH B3A
90 I 8390000
cBeAeHl.rr o cepnftxorrl Bbrrrycxe r.rnr rraprnu (novep naprr.r_ll, HoMepa rure:lr4fi, pexrz:mu gomBopa (rorrpama), rraraA4nal,ro.q OK

005-93 n (urm) TH B3A tC rurr.r OK 002_93 (OKyH)

Hsroroenrcns: <afiJlafiS MeAnrcaa luzaficwz llnr. JIrg.> / dl-if€ Medical Devices p\4. Ltd.>.

HAANteHOIlat{He H3TOTO

coorBercrByer rpe6onaunru f OCT 19126_2007 pa:l. 5, f OCT ISO 10993_ I -201 l, f OCT ISO 10993_4-20rl,focr ISo 10993-5-2011,,rocr ISo 10993-7-z0t6,focr ISo 10993-io-zot1, focr ISo
10993-11-2011, rOCT P 52770-2016

(o6o:rrareHne uopMsr?rBHurx .qoKyM€nroBr
HoptrarurnrJx AoryMenro!, coAepxauux.r?e6osalrrl{ Ans \attsoft npo.4yxuuu)

.{ernaparrur rIpuH-{Ta Ha ocHoBaHI{Il: ceprnQuxara cuc?eMbr MeHeA)KMeHra KarrecrBa ISo 134g5:2003NS-EN
13485:2012 or 12' 10'201 7 roga, BbIAaH ADNVGL and NEMKo coMPANy; perncrpaqnoHgoro
yAocroBepennq lt OC3 ZA1l ll094'7 w 27 .j0.20 I I foaa BbrAaHo OegeparuHol cnyN6ort no HaAsopy n cQepe

[aranpuwrun

.{errrapaung o

M,II.

19.09.2021

AeKJraperl]ru o cooTBeTCrBr{r
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