Compliance Report Annex to Report (No. 02606)
Applicant: Shijiazhuang Kang Weishi Medical Instrument Co., Lid N
ng Kang Weishi .
Address: No 95, Yusnshi Street, Yuanshi County, Shijiazhuang, Hebei Shijiazhuang Kang Medical Instrument Co., Ltd
Province.
Product Name Type
Product: Disposable Human Venous Bload Collection Container o SO B AR STal A
o il _9-._.:
Type: See annex for details Coagulant(0.5ml,3mL4ml,5m],7ml 8ml, | Oml)
Separation gel/coagulant(3Iml,4ml,Sml, 7ml,8ml, 10ml) Q
oy Disposable Human Venous | EDTA-K2(0.5ml,2mlL3mL5ml,10ml) °
Blood Collection Container EDTA-K3(2ml,3ml,$ml) m =
The i ical files including test report of the above products have H:Enu“ﬁ“””xwaﬁi—bﬁ_h_ciu % mo
been reviewed against the self declaration requirements of conformity for CE H EB_”.R_.. Ao_m_.m:_&”__nhE ) = M M
marking according to Annex Il & IIT of the 98/T%EC In Vitra E.n_s.._a. ) 35,._&5_, ml dml, e, “ﬁu 2L E
Medical Devices Directive. F Heparin lithium(0 5! 3ml,4 ml, Sml, 10ml) s L 2 b
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The review result of the technical files and test report support ___a self declaration for | b » “\ | b ..WJN mc W
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report and should be used together. T | | \ o mam Mm W
i d
i | e 5
Where the manufbcturer affix’s the CE marking to the product listed they must | ¢ f ym M =1
ensure that all the requirements of the appropriate EU directive(s) have and continue _ B ma N m m
to be met. ; i | | Eyvas
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This report is not a certificate of conformity. | _ i m // d b [a)ay-z
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Initial Issue Date: 13 Sep 2016 |
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General Manager  (Signature)
This ruport s the proparty of NA snd should ba retumed io NGA upon requost
This report s NOA NOA
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