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ITC

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

EC CERTIFICATE
No. 08 0133 QS/NB

ssued in complance wth the Council Drective SV42EEC as amended, which i implemented by
the Crech Government Order No. 33672004 (Collechion of Laws). certifies that the product -
medical dervice of Class I, model

Intrauterine Device (DJ Tcu 380A)

maruiacturer

Yancheng Woody Instrument Co., Ltd
Zhonglian Road, Baocai Industrial Zone, Panhuang Town, Yancheng City,

Jiangsu Province , China

s manufactured under conditions fulfiling the quality system requirements of Annex V. Secton 32
of he Dvective VA2EEC.

The Notfed Body No. 1023 has performed an audit of the above products manufactunng Qualty
system The quaity system has been sssessed, approved and is subect 10 CONSNUOUS survedance
according to Annex V, Sectons 33 and 4. of the Dwective 9V42ZEEC The detailed descripton of
e system parts. requremenis and measures apphed by the manufachurer are presended n the
Final Report No. B0MB00205/2008, which & enclosed 10 this Certficate.

This Cartficate is issued under Ihe loliowing condidons

1. X appées ondy 10 the Qually system manianed n Ihe manfactire of the above referenced models of
MO el and ¢ Somd rod suabsttute (P JOSEN OF HPo-CLAMPANYN YOCENron f requesied

2 The Certficate remaing vabd unif the mandsctunng CoNABONS Of e Quidy system sre changed but
untd the 28" February 2016 ' 1w lafest

3 The Centficate vabcMy 4 condoned Dy postve resuls of survesiance sudis

d  Afer hutfiing tw relpvant EU lspsinon rogueomens. Ihe marufacier shal o fo each medcal
Gevice. of e atowve referenced mode. the CE marking fofiowed by (e pumber of the Notted Bogy
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