CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il

Company Name : Privredno Drustvo Za Proizvodnju, Trgovinu | Usluge
Galenika Pharmacia D.O.O, Beograd

Company Address : Dr. Drage Ljocic br.3 - 11000 Beograd SRBIJA

Related Directives and Annex : MDD 93/42/EEC Medical Devices Directive - Annex I
(Excluding Section 4)

: Burn Dressing - Non woven non adherent swab (compress) - Class |s
Burn Bandage - Class Is

Certificate Number 1 M.2016.106.6950
Report Number : UD.2873.1B - L
Initial Assessment Date :05.11.2015

Registration Date :26.08.2016 ionqlfCertification
Revision Date /No - : i éCentre Industry
Expiry Date : 25.08.2021

UDEM hereby declares that the requirements of Annex ll, excluding section 4 of the directive 93/42
have been met for the listed products The above named manufacturer has established and applies
qudlity assurance system, which is subject o periodic surveilance oudﬂs defined by Annex ll, section 5
of the forementioned directive. According to Annex Il, section 4 an EC design- examination cerfificate is
required for placing the Class Il devices on the market. This certificate remains as the property of UDEM
Intemational Certification Training Centre Industry and Trade Co. Ltd. to whom it must be retumed
3 ondUDEMnmsfkeepacopyofhscerlﬁco‘leforSyeasfrom
of the CE mark is under the responsibiity of the manufacturer with the
i i . The above mentioned company must nofify all changes related
wnhireopprovedproducl’toUDEM IfU wil not renew the expiry date of this certificate in question, the
mentioned carponymjdstoppbcngmeprodudmﬁemaketmecmencyofmecemcafecm
be checked through www.udemitd.com. Tr.
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