
No.

Issued To:

In respeсt of:

Dеsign, devеlopment and manufaсture of ultrasound deviсes, ultrasound probes,
photoplethysmography sensors and stеrile proсtosсopes.

П poeктиpoвa ние, paзpaGoткЬ и п poизBoдстBo yлЬтpaзвyкoвЬtx aппapaтoв,
yлЬтpa3вyкoBЬlx дaтчикoB, фoтoплeтизl'toгpaфинeскиx дaтчикoв и стepиль}|Ьlx
пpoктoскoпoB.

on thе basis of our еxаminаtion of the quа|ity аssurаnсe system under the requirements of сounсi| Direфve
gЗt42lЕЕс, Anneх II exс|uding sесtion 4. тhe qua|ity аssurаnсе system meets the requirements of the direсtive. For

the p|асing on the mаrket of с|аss III produсts an Annex II seсtion 4 сertifiсate is required.

For аnd on behаIf of BsI, а Notifled Body for the аbovе Direсtive (Notified вody Numbеr 0086):

Frank Lеe, EMEA Complianсе & Risk Direсtor

First Issuеd.. 27 June 2016 Date: 27 June 2016 Expiry Date: 27 August 2019

...making exсеllеnсe a habit:"
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By Royal Chaгteг

Ес Cеrtifiсatе . Full Quality Assuranсе Systеm
Direсtive 9Зl42|ЕЕC on Mediсal Deviсes, Annеx II еxсluding Sесtion 4

сE 6158з0
AO NPF <<BIOSS>>

Sosnovaya Alleya 64, building 1
L2448l9 Мosсow, Zelenog rad
Russian Federation

// |

vа|iсliLу of this сertitiсаtе is сoncitiоna! oл thr quality syslеm being mаi!1tаined to the rеquir€ments of ihе Dirесtivе as demoпstlated thгough the requiгed

iu,lеiiаnсе асivities oг the Not'гiеd вody. гhijaрpЬvЬl схсludсй|| prоаL|сt,., dei]ignсd аnd/o. mani]fасlurеd by а lhird рaФ оn bеhа|f of thе сompаny

пnnj. d Oг this (cnirlсnlс, un|еss speсh|Gl|y ас|е*j Wjlh [isl.
,Ihis 

сeфi]Glte Wаs isslled eleсtroniсаl|y аnd is bouпd bу the сопd;tions ofthe сont|"d' 
I

itifcrmаtion аnc сontaсt: 85!, Kitemагk сourt, Do!ry Avеnue. кnov'r|hill, Mi|t.)n кe'/nеs мK5.8PR тe|: + 44з45 030 9000.- \ i
isi Ьiuiu"." 0к Li'it"d, legistеfed iп Еnglа;сj Llnсlеr numbet 7805з2i аt :]B9 сhi$t,,/iсk Hiqh Roаd. London W4 4AL, UK \ i , l
lt,""niьoioi вiI ь,o,р oi.сoiц,uui..'' \.-\ 

l- i (



Cеrtifi сatе of Rеgistration
QUALITY MANAGEMENТ sYsTEM . Iso 13485:20L6

Тhis is to сeftifll that: AO NPF <<BIOSS>>

Sosnovaya AIleya 6a, building 1

I244B9 Mosсow, Zеlеnogгad
Russian Federation

Ho|ds Certifiсаte Number: MD 615829

and opеrates а Quality Management Systеm whjсh сomplies with thе rеquirоrnents of Iso 1з485:2016 for the
fol|owing sсope:

Dеvеlopmеnt, manufaсtuге, sеrviсe and djstгibution of ultrasound dеviсes and aссеssoriеs.

PaзpaбoтКa, пpoизвoдствo, сepвисHoe oбслyживaниe и пpoдaЖa yлЬтpaзByкoвЬlx
aппapaтoB И aКсессyapoB.

/ /L1. drr*.
For and on bеha]f of BSI:

o;iginal Registration Date: 201'6-06-2З

Latеst Revision Dаtе: 20t7-08-28

By Royа| Chaгteг

Stеwaft Brain, llead of Complianсe & Risk - Mеdiсal Dеviсеs

.t.his 
сеrtifiсаtе vтаs issuесl еlесtгr:пiсel|y аnсl. rеmaiпs the prорrэitу оf BSI аnсl is bound lэy the ссinditiotl:; сrf ссlпtmсt'

А:l с:ittt-.trсrlriс ссrt.iпс.itе саtl brэ аi:thrэntiсаtеi on|inе'
i)lirltt.](,t t:с;pit:-< r:;.ttl iri: vа|idi;t.еd iri. l-rу';гr'bsigrоuр,iюrniСliсlrii.Diгс:iс:tоrу

it)|orl]-lаi.ioГr and С.lntасL: 3Si, Kiiегnttrk Соuгt, Davy ;\vеnue, Knott|tti|l, l'1iltrrlt l(сynа.ч lt4K5 t]PP. Тrэ|: +. 44 э45 080 9000
3Si fusur..;lсе UK Limitеd, lецistеlеd in Еil11|аnd uпdel numbсr 7805З2r at ЗB9 Chisи;iсk l.llgh [i'оai, Londorl v/.14AL, UК.
А Г4tiпi|;еr оГ thе tsSl Grоuр of Сoпruаlriоs,

Еffесtive Dаte: 2017-08-28

Expiry Datе: 2020-08-27
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