
EC Declaration of Conformity

Manufacturer:

Hoshin Medical Instrument Co., Ltd

Rm 3-1,421 Wa nda Plaza, Xin bei District,
2L3O22 Changzhou, Ch ina

Europen Authorized Representativ:
Lotus NL B.V.

Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.
Tel: +31645171879

We, the manufacturer, herewith declarethat the products: Disposable Vaginal Mirror

meet the provisions od Directiv e %/aZ/EEC which apply to them.

The medical device has been assigned to class I according to the Directive 93/42/EEC. lt
bears the mark, see att.

designed and manufactured under
a quality management system according to Annex Vll of Directive 93/42/EEC.

For class I product:

Application of the.above mentioned Annexes and the intervention by the Notified Body is
limited to: the aspects of manufacture concerned with securing and maintaining sterile
cond itions.

P丨 ace`date° fissue∶ Changzhou`Jiangsu`China`Oct18 川三诺医疗科技有限公司
INsTRmmm山⒒


