EC CERTIFICATE

Certificate No 954/MDD
Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 of Legislative Decree of
1997-02-24, No 48, national transpositicn of the Directive 93!42/EEC we hereby certify that:

EF MEDICA SRL

manages in the factories of.
EGNA (BZ) - VIAF. ORTLER 3 (ITA) - Italy

a full quality assurance system eénsuring the conformity of the following products:
Recording charts for medical equipment

with the relevant essential requirements of the aforementioned national legislation transposing the
Directive §3/42/EEC

Reference to IMQ files Nos: 10AG00125.

This Approvai Certmcate vs Jssued byiMQ Sp. A as Notif ed € Bady for the Directive
93/42/EEC
Nofsfled Body nom’l&d o European Commlssmn under number 0@51

Date 2008-07-26
" % Ll(/l # J{s‘_
{ ,,/fMQ

IThis Apon:va; Certh Fcatﬂ (s sx_bleczed fothe f promsmrs ;a id dQNn i !he Rules fer managmg the EC
Certification of Medical Dewces o the'basis of the Directiva & ',93!5 3

This Is a transiation of the Italian text, which prevads in case of doubts




Vertimas is angly k.

EC SERTIFIKATAS

Sertifikato Nr. 954/MDD

Kokybés uztikrinimo sistemos sertifikatas

Remiantis direktyva 93/42/EEC ir 1997-02-24 istatyminio dekreto Nr. 46 V priedo 3 skyriumi
pazymime, kad
EF MEDICA SRL

adresu

EGNA (BZ) - VIA F. ORTLER 3 (ITA) - Italy
Siu produkty -

medicininés jrangos diagraminis popierius -
atitikima garantucjanti kokybés uztikrinimo sistema atitinka esmines nacionalinio jstatyminio
dekreto ir direktyvos 93/42/EEC nuostatas.

IMQ Nr.: 10AG00123

Si sertifikaty i3dave IMQ S. p-A. kaip notifikuotoji jstaiga, veikianti pagal direktyvos 93/42/EEC
nuostatas.
Notifikuotoji istaiga notifikuota Europos komisijai Nr. 0051.

Data: 2006-07-26 IMQ /para3as/

mebum.ds sertifikatas irodo, kad . Medicinos prietaisy EC sertifikavimo normos atitinka direktyvos 93/42/EEC .
nuostatas™

A A

//Z//L/“, :

L (,/




