Certificate of Compliance

No.0D150710.WBTDS92
Technical Construction File no. POCE15052104HRS

Certificate’s Wuxi Biomedical Technoloav Co.. Ltd.
Holder: Room 408. No.801 Honaaiao Road. Wuxi. Jianasu.
.China 214072

Certification ECM
Mark:

Product: Vein Fifder

Modells): BM1000. BM100. BM200."BM300. BM400.
BMS00. BM600. BM700. BSTOR. BS200. BS300.
BS400. BS500. B§400, BS700. BAM2000.
BM3000. BM4000. BM5000.' BMé000. BM7000.
BS 10007 BS2000. BS3000./BS4000. BS5000.
BS6000. 857000

Verification to: Standard:
EN.1041:2008+A1:2013. EN IS®/15223:2012.

EN ISO 14971:2012

related to CE Directivels): 4
93/42/EEC [Medical Deviges)

Remark: The oroduciisl has been verified on a voluntary basis. The oroductis] satisfies thefeauirements of
the Certification Mark'ef ECM. in reference to the above listed Standardis). The aboveCeriification Mark
can be affixed on the "eroductisl accordinalv to the ECM reaulation about its‘felease and its use.
Reaulation can be found at Waww.entecermaiit.

Whereas the Manufacturer is resbansible of the CE certification of the prodUctis) and not exempied to
oerform all the necessary activities befora.placina the productis) on.the'market.

The Manufacturer is also resoonsible to maintéin-efficient4He"nternal production control to ensure the
oroductis} are in compliance with the Certification ECM Mark.

This certificate can be checked for validity at www.entecermadit

Date of issue 10 Julv 2015 Expirv date 09 Julv 2020

Chief Manaaer
Tim Mahag

Sl Ente Certificazione Macchine Sri
Via Ca’ Bella. 243 - Loc. Castello di Serravalle — 40053 Valsamoaaia (BO) - ITALY
® +39 051 6705141 & +39 051 6705156 4 info@entecerma.it M www.entecerma.it

3
|
e
aC
KIC
I
O
L
®
O
|
TH
i
2
|
o
O
\V4
E:
¢
e
Q
0
)
l
L
O
O
@
»




