Notlﬂed Body No 1023 ‘
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.

Zlin, Czech Republic - www.itczlincz:

EC CERTIFICATE

No. 08 1308 QS/NB

issued in compliarice with the Coungil Dlrecﬂve 93/42/EEC as amended, whlch is lmplemented by

the Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products, medical
devices of Class Iib:

HF X-Ray Machines

(For detailed specification refer to Annex of this Certificate, page 1)

manufactured by company

VISION MEDICAID EQUIPMENTS PVT. LTD.

Survey No 139, A/P- Tathawade, Tal. Mulshi,
Pune - 411 033, Maharashtra, India

is manufactured under conditions fulfilling the quality system requirements.of Annex il, Sectlon 3.2
" of the Directive 93/42/EEC, as amended,

The Notified Body No. 1023 has performed an audit of the above produgts quality system covering
the design, manufacture and final inspection of the certified products. The quality system has-been
assessed, approved and is subject 1o continuous surveillance according to. Annex I, Sections 3.3
and 6 of the Directive 93/42/EEC. The. detailed description of the system parts, requirements and
measures applied by the manufacturer are presented in the Final Report No. 807400401/2014,.
which is ehciOSed to this Certificate.

Thls Certificate is-dssued-under the folfowing: condltlons

* it appliesonly to the quality system mgintained.in the manufacture of above referenced models of medlcal ‘
devices and it does not substitute the deszgn or.type-examination procedires, if requested.

The Certificate remains valid-until the. manufacturmg conditions orithe quality: sys_?e@e changed but until

the 19" Febiruary 2019 at the latest.
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