HOBPOBOJIbHAA CEPTUOURKAIIUA HPOIAYRIIUN

CucTema 106poBokHoii CePTHOHKALIH HPOAYKIHH, YCILYr v cHCTeM MeHekMeHTa «tHEBACEPT-TECT»
3apeructpuposana B Exunom PEECTpE 3apLrHCTPHPOBAHHEIX CHCTEM 10OPOBONLHON CepTH(HKALIM DenepancHeM
AreHTCTBOM M0 TeXHHYECKOMY PEryIHPOBAHUIO i MeTponoruu Per No POCC RU.32289.04HCTO ot «19» aBrycra 2020 r,

> CEPTUOUKAT COOTBETCTBUS

2 Ne POCC NL.32289.0C01.H00091
Q &
Prpome® Cpox aeitcteuss ¢ 01.04.2021 mo  31.03.2024

Ne 0031301
OPI'AH I1IO CEPTU®HKALIMM RA.RU.32289.04HCT0.0C01
Opran no ceprudwikauun nporykuun 1 yeayr 000 « HEBACEPT»
Mecro naxoxnenns: 195112, Cankr-Tletep6ypr, mpocnext laymsana, mom 49, nutep A, od. 309-315
Tenedpon: +7 (812) 240-22-32, anpec 3neKTPOHHOI IOYTEI; info@nevacert.ru

CeuaeTenbeTBO 0 MOATBEPHIEHHI KOMIETEHTHOCTH OPrata o ceprupukanuy RA.RU.32289.04HCT0.0CO01 or 21.08.2020

IMPOAYKIIHS

Wanenus s npixatenbHol o kKiCnopoaHoi Tepamun «APEXMED» kop, OK

(npunosxenue Ha 1 mcte, Gnank Ne 0016048) 034-2014 (KIIEC 2008)
CepuiiHblii BEIMYyCK 32.50.50.000

COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHBIX AOKYMEHTOB :
FOCT ISO 10993-1-2011, FOCT ISO 10993-5-2011, FOCT ISO 10993-10-2011, FOCT ISO ZOA TH BT:)‘A

10993-11-2011 9019200000

M3TOTOBUTEAR “Anekemen Hurepnawnn B. B.» / «Apexmed International B.V.»

Anpec: Apexmed International B. V., Keizersgracht, 62-64, 1015 CS Amsterdam, The Netherlands Anpec Mecta
npoussonctea: 1. Apexmed International B. V., Keizersgracht, 62-64, 1015 CS Amsterdam, The Netherlands 2.Well Lead
Medical Co., Ltd., 14-8, Jinhu Industrial Estate, Hualong 511434 Panyu, Guangzhou, China

CEPTUOUKAT BBIAAH

OG1wecTBO ¢ OrPaHHYEHHON OTBETCTBEHHOCTLIO «AnekeMen Pyey (000 «Anekemen Pycn)
Anpec: Poceust, 107023, r. Mocksa, yi. Snextposasonckas, 1. 24, c1p. 1, koMHaTa 606
OFPH: 1147746181164, Tenedon: +7(495)108-03-64, anpec anexrponHol nouTs: info@apexmed.ru

HA OCHOBAHHH

Hporokon nenpitanuit Ne EK/2021-01750/C ot 31.03.2021 rona, BeiiaHHsli Mensitatensnoit naboparopueii ObwecTsa ¢
orpannyeHHoll oreeTcTBeHHOCTBIO «EK-TECT», aTTecTaT 0 NpU3HAHMM KOMIMCTEHTHOCTH HCIbITATELHOI nabopatopHu
RU.RU.OTA10; perucrpaunonnoe ynocrosepense Ne C3 2011/10188 ot 21 mions 2011 roma, BeiaHHOe DenepansHoi
cayxGol no Hansopy B cepe 3npasooxpatens (PocsapasHanzop)
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JOBPOBOIbHAA CEPTUOURALNUA NPOAYRIIUN

Cucrema 106poBONBHOI cepTHMKaLMH TPOAYKLUHH, YCIYT H cHeTeM MeHemiMenTa « HEBACEPT-TECT»
3apeructpuponana B Enurom peectpe 3aperHCTPHPOBAHHbBIX CHCTEM N0OPOBOIIBHOI cepTHduKalK DenepakHbiM
AreHTCTBOM 10 TEXHHMECKOMY Pery/IMpoBanmio i Merposnorun Per Ne POCC RU.32289.04HCTO ot «19» aprycra 2020 .

Ne 0016048
ITPUAOKEHUE

K ceprugmkary cooreercreug NePOCC NL.32289.0C01.H00091

Hepeuens KonKpeTHOIl IPOAYKIIH, 1A KOTOPYIO PACHPOCTPAHIETCH
AeficTEHE CePTHPUKATA COOTBETCTBHSI

EoTOR HaumeHoBanue u o6o3navenue gl CED 2
xox TH B3JL NPOIYKIHH, ¢¢ H3TOTOBHTE/IL e L SO RO
BBIILY CKAETCS [POIYKITHS
Wspenus ans npixaTensHoil 0 KHCAOpoaHOiT Tepanmim
«APEXMEDy, BapHaHTbl HCMIOAHEHNS:
32.50.50.000 | 1. Macku nuuesslie (KHCIOPOAHBIE, 29PO30/bHbIE, Texnuueckuit (aiin uaroToBuTeNs
9019200000 | aHecTe3HONOTHYECKIE), pA3MEpI: HEOHATANBHIH, rpyHOI,

netckui, S, M, L, XL.

2. Macku napunreanbHsie, pasmepsl: NeNe 1, 14,2, 214, 3, 4, 5,
3. BoamyxoBoasl, pasmepsr: 40 MM, 50 MM, 60 MM, 70 Mm, 80
MM, 90 mMm, 100 Mmm, 110 Mmm, 120 mm.

4. Kanronu KucnopoaHsle HazalbHele, pasMepsl: XS, S, L.

5. 3aryGHHK 475l a3p0O30BHOIT Tepaniu,

6. Hebynaiisepsl, 00bEMBbI: 6 mi1, 20 ma.

7. YBnauuutenu, pasmepst: [D 15mm, [D 22mMm.

8. MellKH AbixaTenbHble peaHMaUMOHHbIe, 00bEMBI: |1, 1,65,
2n, 3n.

9. Tpy6ku coeaunuTenshble, pasmepsi: CH/FR 22, CH/FR 24,
CH/FR 28, CH/FR 30.

10. llnanru geixatensusle, pasmepst: ID 15Mm, 1D 22mM.

1. Knanauer asixatensHbie, pasmepsi: 1D 15vm, 1D 22mm.
12. Braroc6ophuku, pasmepsi: 1D 15mm, ID 22mm.

13. Kontypr! nbixatenbHble, mmmnsi: 1,2 m, 1,6M, 1,8M.

14. Tenno/saaroodMennukn, pasmepst: 1D 15mm, 1D 22vm.
15, PuABLTPLI JbIXaTEIbHbIE GaKTepHATbHBIE/BUPYCHBIE;
pasmepsbr: ID 15mm, 1D 22Mm, Moaudukaimm:
3MIEKTPOCTATHYECKAN, MEXAHHYECKas.

16. Konnekrtopel, hopMsl: npsiMoi, yriosoii, T-o6pasusiii, V-
oGpasHblif; pasMepsr: ID15 mm, ID22mm.

17. Ctunetsl aist waTyOauun, pasmeper: CH/FR 6, CH/FR 10,
CH/FR 14,

18. AGcopOenTsi, Maccsl: 1 kr, 5 k.

Hsrorosutens: «Anexcmen Mutepusinn B, By / « Apexmed
International B.V.»

Anpec Mecta npoussoacTea: 1. Apexmed International B, V.,
Keizersgracht, 62-64, 1015 CS Amsterdam, The Netherlands

2.Well Lead Medical Co., Ltd., 14-8, Jinhu Industrial Estate,

Hualong 511434 Panyu, Guangzhou, China
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