
AEK JrAPAqItst O C O OTBETCTBTII4

O6qecrno c <Horro,qexr
HaHMeHoBaHr{e opraHE3alryM anu tpauuml.rr HMt, orqecTBo rtHrr,rB4[yanEnoro npernprzurlMaTolr.f,, qpnHJlBrur4x AeKnapaurdlo o

3aperucrpnponaH(a) MeircpafioHHrlf, HHcreKrrr'r a:?JiHfi:? na.rroronoft crryx6u Ne 11 no CranpononbcKoMy

pefl.rcrpauaE, p
Agpec: 3 5 623 6, Poccrficxa.fl Oegepaqnx, Cranp on

alPec, reJr

Aara perucrparur4 27.05.2016 roga, OfpH: 1162651062529
cBeAeHr.rt o PenncTpaqilr opraHri3aqr.tfi unrr'.uH/luBr.r,\yurLHoro npeA[puHnMaTejrr (uararleHoraHNg peMcrpupyror|Iero opraHa,,(aTa

B nHIIe Ynpanrurorqero-IffIrlrB44yulrlbHoro npeAnpr4HuMarens KaryHqena lIropr Hruconaernva,
Aeficreyrcrqero Ha ocHoBanrul Ycrana

(gonxtrocG, t[altr'unrx, rMt, orr{ecrBo pyroBo.qmenr opraHrearlfir,r, or LIMeHrd roropofi nplrnrnravrcl gexnapa4ry)
gasBrrger, qro CI,IcreMa AerrranbH{ur acm.rparrr4oHHas JW-y01, B cocraBe:
I . Cucreua AeHrarrbHaf, .acnfi p arlaoHna.s J'W-y0 1 .

2.Ka5ens rurarrur.
3. Kmo.r,
4. .{peuaarHaf, Tpy6a.

(nanvrenonarre, Tarr, Mapra rrporyru[r, Ha Korop].lo pacnpoqrpzr]uflcs AeKr-rapaq{s,
Ko.q OKII,4 2 32.50.11.000, Kor TH 83.{ 9018499000

cBereH]{t o cePuEHoLI BElrrycxe vnunaPrul4 (Hor'.rep nagrraz, HoMepa lr3Aeruft, pex-eurrrrr goroBopa (xorrparra), HaKT3g1111y., KoA OK
005-93 ra (nrru) TH B3[ TC nrru OK 002-93 (OKyn

I4:rorosllren6: "Cy'aa1ey I{sroHrnefi Me4man l,ksurMe}rr Ko., JIr4" / Suzhou Junwei Medical Equipment Co.,
Ltd, agpec: Hall 91, No. 116, Wutaishan Road, Suzhoultaly Industrial Park, Suzhou Science & Technology
Town, Suzhou National Hi-Tech |l!|! Suzhou, P.R. of China/ KFIP, Krrafi,

coorBercrByer rpe6oeanx.grra f OCT
Irar.iMeHoBaHrae lnroToBIlTeIg, Crpaxrt lr r.n.))
P 50444-92 PagAemr 3, 4; |OCT p 50267.0-92; |OCT p MOK 60601_1_

2010; |OCT ISO 10079-1-2012
(o6o:luavexne HopMarr,rBubrx .qoKyMelrroB, cooraercrBr.re KoropErM [o.{TBepx(aeHo 4annofi.qexrapargnefi, c yxa:anueM rryfiKroB grux

Hopr\{aTr{BHf,rx .4OKyl'vteHTOB, COIepXaU}IX r pe6onawrr anr aarnor np orywryn)

'{er<napaqu-e 
rpfiI{f,ra Ha ocHoBaHHH: PerncrparpoHHoe y.qocroBepeHr.re },{! P3H 2OI8/75g7 or l0 cerrx6p.u

2018 roaa BEIraHHoro oe4epanrnoft cnyn<6oft no HaA3opy n cQepi 3ApaBooxpaHenux (pocsgpanua4sop).
CeprrQuxar cHcreMbl MeHeA)KMerTra KaqecrBa EN ISO 13485:2016 Ne qs otzt r3000dg Re.v.oo or zs.6+.zotg

24.04.2022
(uuQoprrlaunx o Aorg,Melrra)! rBJrrloqrxcr ocHoBaHr.rgM AJUr nprurrTur,{exnapaufi)

lara npmururr AeKJraparlur.r 13.1

4efrcrnurenrna go 12.10.2025 r.

Karynqen 14, H.
(nnraunanrr, (f alrurrax)

paryu o CoOTBeTCTBLII4

RA,RU,1 IAA37, OpraH no ceprnQuraqlru rpoAyKrg{u "KpacHo .{ap,' OOO "L1[

(aahreuouaxre ra 4Apec opraHa 
''o 

cepr-r.rQuxaquu, 3aperu{crpr.rpoBaBrrero g.*rrup*;d
B-, A. 9, r. 1, o0.513

o coorBererenz POCC RU 7 .B .3 60 67 /20 , or 13 .10 .2020
(Aara p err4crpalryH r,r peMcrp ar.1r4onnsrfi nouep Aelotapaq{E)

MnxairrrosHa
(no4nucr, uHr4qaarEr, Qawumu py


