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EC CERTIFICATE

No. 10 0320 QS/NB

issued in compliance with the Council Directive 83/42/EEC as amended, which is implemanted by the Czech
Government Order Mo, 33672004 (Collection of Laws), certifies that the medical devices of Class lla:

Crioiooks

model; CMIL-603

manufactured by company

Henan Camellia Electronic Technology Co., Lid.
Room 1311-1312, Yinfeng Business Block A, No. 37, Nongye Road, Jinshui
District, Zhengzhou, Henan, China

are manufactured under conditions fulfiling the quality system requirements of Annex Il, Section 3.2 of the
Directive S342EEC.

The Notified Body No. 1023 has performed an audit of the above products quality system. The quality system
has been assessed, approved and is subject to continuous surveillance according to Annex Il, Sections 3.3
and 5 of the Direclive 93M2/EEC. The detailed description of the system paris, requirements and measures
applied by the manufacturer are presented in the Final Report No. 803600824/2010, which is enclosed 1o this
Certificate.

Thiz Cerfificale is issued under the following condiions:
1. It applies only to the guality system maintained in the manufaciure of above referanced models of medical
devices and if does nol subshitute the design or lype-axaminalion procedures, if requesied.

2 The Cerificale remains valid until the manufaciunng condiffons or the qually sysfem are changed but
unitil the 8% April, 2015 at the latest.

3 The Cerificate validily is conditioned by positive resuits of sunveillance audits,

4. ARer fulfiling the relevant EU legisiation, the manufacturer shall affix to each medical device, of the above
referenced models, the CE-marking followed by the number of the Nobifred Body acconding lo this

axample:
q3 1023 Nl VS
RNDr. Radomir Cevelik

lssued in Zlin, on 8" April 2010 epresentative of the Notified Body No. 1023
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