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e Maedical Device Directive 93/42/EEC

e Active Implantable Medical Devices Directive 90/385/EEC

o slgiil )b g Sdmme 9 Oladl I3 Audall B3¢V o Wlojbtunall (e Algall Bldasl w1 A1 ol @uuds
: dlgoll

QP auasdl e y3be Glas )

. (Notified body) 85421 Wilalgid dsslell dgndl (e yolo Lillas- .Y

Y ;.JUQD- P:."J"aj)ﬁ"-’ Y VW ol Yo J@cgilg V- V) ﬁLo ¥ &’)U L; zt“JJLw CAS&J\ Eéﬁed\ Olalgd d> é_g
Bolgds £lgidl gyl Jd hole 090 OF (e Algal! Blail uuds (Notified body) Bagaell Clslgid dsilell dgaell
139 ke s pibinell Lide Wk (Competent Authority) duaiseal! dussdaidl] dlaludl o llas of 83 g2l

A derogation from the applicable conformity assessment procedure in accordance with
Article 59(1) of this Regulation or has required the manufacturer, in accordance with Article

97(1) of this Regulation, to carry out the applicable conformity assessment procedure.
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¢ In Vitro Diagnostic Medical Device Directive 98/79 EC
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R0607
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