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EC CERTIFICATE
FIJLL QUALITY ASSURANCE SYSTEM
issued in accordance with Annex 2 of Govemment Order No. 5412015 Coll.
(Annex II of Directive 93l42lEEC)

No.: MED 200020

TheElectrotechnicalTestinglnstitute,NotifiedBodyNo. l0l4,onthebasisofthecarriedoutauditresultshasdecidedthatthequalitysystem
established at the

manufacturer DEFLAMED INTERNATIONAL s.r.o.
HeÍmanova 597161,110 00 Praha - Hole5ovice, Czech Republic

The first issue of this Certificate from 04.05.2020 with validity unti|26.05.2024
The validity of this Certificate is limited rull.til'.26.05.2024

- 

for design, manufacturing and final inspection ofmedical device(s)

DeflaGyn@ vaginal gel - class IIa

-

meets the provisions of Annex 2 of Government Order No. 5412015 Coll., which specifies technical requirements for medical devices (Annex
II ofDirective 93 /42/EEC). The certificate does not cover examination ofthe medical device design in accordance with Annex 2 clause 8 of
Government Order No. 54120 l5 Coll. (Annex Il clause 4 of Directive 93/42/EEC).

The notified body agrees with attachirrg its identification number l0l4 to CE marking, which will be affixed to the above mentioned medical

device(s) in accordance with Article 6 of Government Order No. 54/2015 Coll. (clause l7 of Directive 93/42{EEC).

The decision was based on the results presented in the audit report No. MED000078-02101 otz 23.10.2019,

M8D000078-03 l0l or: 23.04.2020.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notifiecl body in accordance with
Annex 2 clause 1l of Government OrderNo. 5412015 Coll. (Annex II clause 5 of Directive 93 142/EEC). The manufacturer must inform the

notified body which approved the quality system about any intention ofsubstantial changes to the quality system or the product range covered.

In case that the conditions under which the certificate has been issued are violated, the notified body may suspend the validity of the

certificate or cancel the certificate.

For class III medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordatrce with Annex 2

clause 8 of Government Order 54/2015 Coll. (Annex II clause 4 of Directive 93/421EEC).
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Mgr. Miroslav Sedláðek
Head of Certifir:ation Body
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Certificate history
Date Status Reason

04.05.2020 Issuance Replacement of certificate No. MED 170055
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