-ESPR Technology Co. Ltd

4F, No.9, S.2 nd Road, Taichung Branch Export
Processing Zone, Tanzih Township, Taichung
County 427, Taiwan (R.O.C)

TEL : +886-4-25329777

FAX : +886-4-25329806

WWW.W-espr.com.tw

C€

EC Declaration of Conformity

31 May 2017
Medical Devices Directive 93/42/EEC

W-ESPR Technology Co. Ltd, 4F, No.9,S.2™ Road, Taichung Branch Export Processing Zone,
Tanzih Township, Taichung County 427, Taiwan (R.O.C), declares that products listed below
that bear the CE marking, conform to the requirements of European Council Directive
93/42/EEC dated 14 June 1993 concerning Medical Devices.

Product Description Models Classification
Class|:
BCE-001 .
E'j(lta:;g,:gr A mechanical device designed for manual BCE-002 nmoelitjerir:gorlleovri;e
extraction of mainly plasma in blood bags. BCE-003
. A mechanical device designed for the HS-001 Class | ;
Blood Tubing - ' . non sterile, non-
Stripper stripping of.blood tu_bl_ng and seallrjg of HS-002 measuring device
blood tube with aluminium ring (Optional). HS-003
- . . - Class | :
Aluminium A circular ring made of aluminium use to R-3003 non sterile, non-
Rings hold pvc tubing together. : X
measuring device
Class | :
. ) PLA-24 non sterile, non-
A device that offers continuous and PLA-48 measuring device
Platelet consistent horizontal agitation during PLA-96 Conforms to
Agitator platelet storage. Etﬁ';gg EN60601-1-2:2001
- +A13: 1996
PLA-480
Class | :
PLA-48E non sterile, non-
An equipment designed with precision PLA-96E measuring device
Platelet temperature regulation for storage of PLA-288E Conforms to
Incubator blood and components. PLA-384E EN60601-1-2:2001
PLA-480E IEC60601-1:1998
+A1:1991 +A2:1995
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