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NOTIFIED BODY No. 1023
Institute for Testing and Certification, Inc., Zlin, Czech Republic

EC CERTIFICATE

No. 08 0538 QS/NB

Isswad in complance with the Council Directive BYW4Z/EEC as amanded, which s implemented by
fhe Czech Government Order Mo, 3382004 (Collecton of Laws), certifies that fhe products —
medical devices of Class | with 8 measuring funclion:

Auto Ref/Keratometer
Models: CR-7000, CRK-7000

manufaciumed Sy compamy

ShangHai HUVITZ Co., Ltd
No. 188, Yuanguang Road, Baoshan, Shanghal, China

ane manulactured under condifions fulfiling the quality sysiem requirements of Annex V, Section
3.2, of the Directhve B34 2ZEEC.

Tha Notified Body No. 1023 has performed an audit of the above products manulacturing quality
syelam, conoerning Bipects aimed 10 conformity of these products with the meirological
requirements. The qualify system has been assessed. approved and s subject 1o continuous
surveillance acoording lo Annax V. Sections 33, and 4, and Annex VI, Sectian 5, of the Directive
SV42MEEC. The delalled description of the system parts, requirements and measures applied by the
manufacturer are presented in the Final Report No. 803600424/2008, which s enclosed to this
Cerfificale

Thiz Carificads is [eausd undar the follong condiions.
1 N spples anly io the qually system maimaned o the manufacve of e above referenced models of
madical devices and f does nof subsiiide the design or iype-sxaminalion mrocedures, § reguesied.

2 The Cerificate remaing vald wnli fhe manifaciwing condiffons ar ffe guality spstem ae changed buf
uniil the 5" August 2078 ai ihe iatest

The Contificate validity i3 condifioned by posifive resufte of survelllance audita

4 CAles fifilling the refevanl EL legislation requiremants, the manufscirer shall affly fo sach medical
device, of the above reforenced models (he rmarking fofowsd by the number of the Notified Sody
acoonding o i eEamoie:

C €1023

RNDr. Radomid Cavalik
Repressmative ol the Noliied Boedy Na. 1023
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EC Declaration of Conformity

We,
SHANGHAI HUVITZ Co., Ltd.
No.188, Yuanguang Road, Baocshang, Shanghia, China
with the authorized EC representative:
Lotus Global Co., Ltd.
47 Spenlow House Bermondsey London SE16 45), UK
Tel: 0044-20-75868010
Fax: 0044-20-79006187
declare under sole responsibility that the
MEDICAL DEVICE
Product Name : Auto Ref/Keratometer

Product Model number  : CR-7000, CRK-7000

Brand Name : CHAROPS

Lot/Serial number : start from 7CRBC1BO4, 7CKEBG0110
Classification: Class il |

Is in conformity with the essential requirements and provisions listed in the Annex | of the
European Medical Devices Directive 93/42/EEC,

This Declaration of Conformity is based on EC Directive 93/42/EEC Annex VII, with reference
to articles 1 and 3 of the directive,

Flace and date of issue

Wame, Signature and position of manufacture CEO




