AEKJIAPAITMSI O COOTBETCTBUH

OOB1ecTBO ¢ OrpaHHYEHHON OTHETCTBEHHOCTHIO «ALIEKCMEJT PYC» (00O «ATTEKCMEJT PYC »)

3apernctpuposana Mexpaiionnoit uHCHeKmmeli DejiepaibHoil HANOTOBOM CaAvKkGH Ne 46 no r.
Mocxkse, Jiata perucrpanun 24.02.2014 rona, OI'PH: 1 147746181164

Mecto Haxoxienus ® agpec Mecra OCymecTBiaeHns jearensHocrd: 107023, POCCHS, ropox
Mocksa, ymima DnaektposaBopckas. gom 24 crpoenne 1, komuara 606. Homep Temedona:
+74951080364. Aapec 371eKTPOHHO# TOYTHI: info@apexmed.ru

B Jimite ['eHepanpHoro mupekropa Bepauesa Maromenaim Maromenanueenya

3agBJsieT, 4To Hacoce! mimnpunessie SENSITEC ¢ NPHHAVICHKHOCTAMH
Kox OKIT[2: 32.50.21.121
Kox TH BOJTI EADC: 9018908409. CepuiiHblii BbIITyCK.

H3rorosurens: «Apexmed International B. V. («Anexcmest Uureprsumn B. B.y).

Mecto naxoxaenns: Humepian b, Apexmed International B. V., Keizersgracht, 62-64, 1015 CS
Amsterdam, Netherlands. Axpec mecra OCYIIECTBIICHHAS ACATCILHOCTH MO U3TOTOBICHUIO POYKIIHH:
1. Apexmed International B. V.. Keizersgracht, 62-64, 1015 CS Amsterdam, the Netherlands.

2. Smiths Medical Instrument (Zhejiang) Co., Ltd., Ne26, 3rd Avenue. Hangzhou Economic &
Technological Development Zone, 310018 Hangzhou, People’s Republic of China

COOTBETCTBYET TPeDOBAHHAM
F'OCT P 50444-92 (p.p 3.4), TOCT P MK 60601-1-2010, FOCT 1SO 10993-1-2011, T'OCT ISO

10993-5-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-10-2011, 'OCT ISO 10993-12-2015,
I"OCT P 52770-2016

Jdexnapanus npHEATA HA OCHOBAHNE:
Peructpanmonsoro yaocrosepenns Ha Meammmuckoe u3jeme Ne dC3 2012/12419 or 29.06.2012
roja, BbiiaHHOr0 ®emepanbroil ciyx6oii o Hamsopy B cdepe 31paBoOXpaHeHNA (Poc3npasuanzop);
CeprudHKaT CHCTEMBI MeHEIKMEHTA KauecTRa GOST ISO 13485-2011 NeRU.HC.005.006.CM.00159
oT 26.11.2018 Beiganueii Oprasnom no ceprupuxanmm «LIeHTp cucreM MeneKMEHTa
ﬂgm%ﬁ&h@gn Aexaapaunn 03.03.2020
Aapaumus o OOTBETCTBHY AelcTBHTEAbHA X0 (03.03.2023
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3 nre
Opra fré éé'pTH(pHKauuH OO0 Okeneprio-Koncymsranmonnpiii uenTp «l'exnonoruu 6e3onacHocTHY.
Mecto Haxoxnenns (aapec IOPHAMYCCKOrO JMLA) M aZpec MeCTa OCYIIECTBICHHS AeATeIbHOCTH:
107076, POCCHUSL, ropox Mocksa, ymmna boroponckmit Bai, nom 3, crpoenue 32, srax 2,
nomewmenne V, komuarst 38; 39; 44 45: 46; 47; 48.

POCC RU A-NL.I'lI101.B.00181/20

0.0 Koganenko




MPUNOXEHME Ne 1 nucr 1
K AEKNAPALIMK O COOTBETCTBUM N POCC RU O-NL.1101.B.00181/20

HaumeHoBaHUe NPOAYKLMM 1 MHbIE CBEAEHMA O NpoAyKLum, obecneuuBatowpe ee up,eu'rndmﬂaumo N

Hacocel wnpuiesbie SENSITEC ¢ npunauiesxHocTaIMu:
B Bapuanrel nenonnenus: WZ-50C6T, WZS-50F6, WZ-50C66T, WS-400, WS-450, WS-500, WS-550 8
| cocTase:
DIIeKTPOHHBIN 610K,
CereBoit kabess.
VeTpoHETBO Kpersienus. i
IIpenoxpauurene. '
PyxoBoacTBO MO 3Kerumyaraumu.
[IpunaanexnocTu:

JIEKTPOHHBIN ONOK. !
Cereoii kabeib.
YcTpoiieTBo KperieHus He Gosee 5 wir.
Crofika-;iepkareis He Gonee 5 T,
Cucremuslii 610K 105 LEHTPATLHOIO MOHHTOPHPOBAHHS.
nGpTaTHBHLIﬁ TEPMHHAT JUI HEHTPANIBHOIO MOHHTOPHPOBaAHMWA.
Mogny:e KITA (koHTponupyemas NauMeHTOM aHanbresus) He donee S wr.
Hononuurenbubiit nepesapsikaemblii akkyMy/stop tuna NiMH wau Li-lon ne Gonee 5 wr.
3apsaHoe YCTpPOHCTRO.
DAeKTPONPHBOA.
Jepaxarens Hacoca.
Mexanu3m npuBoja NopuIHs WnpHUa He 6omee 2 WIT. [
HInpuuero#i nepxkatens.
IopuiHeBo# aepxartes.
Hanpasnsiomuii Mexanusm.
KuakokpucTalaMyecKuil Jucriei,
ITnara JKK-gucrnies.
I'lnata ynpasaeHus.
I[L1ata koHnTposutepa.
[Lrara muTanus.
ITnara unrepdeiicuas.
CeHcopHasi aHe s yrpasieHus.
CoeAMHHTENBHBIH 21eKTPpHYECKHil poBo He Gonee 5 uT.
ITpexgoxpanurens He Gonee 10 wr.
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