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Différents types de certificats CE:

Doc.1

Doc.2

Doc.3

Doc.4

Doc.5

Doc.6

Doc.7

Systéme complet d’Assurance Qualité/ Full quality assurance
system (FullQAS)

Examen de type /Type examination (TypEC)
Vérification CE/ EC verification (VerifEC)

SYST@ME Assurance Qualité de la production / Production quality
assurance system (ProdtnQAS})

Systéme assurance qualité des produits / Product quality assurance
system (ProdctQAS)

Certificat CE de conception /EC design certificate {DesEC)

Déclaration CE de conformité / EC declaration of conformity
{DeclEC)

Mode de preuve de conformité suivant la classe des produits:

2Xigé

|Doc.1+Doc.2

Doc.1 ou Doc.3 + Doc.4+ Doc.S

Doc.3+ Doc.4+ Doc.5 ou Doc.1

Doc.7
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: Device Specifications /gl Slial ga -2

Category / Al

Generic Name (selon GMDN) / 4elall 4ol

Customs Code /S jaall 3

Country of Origin / Ll aly

[ Heall 4 fae s gl Cagieal
Class of the Product

Manufacturer Name / 4xiaall 45 300 o

Commercial Name / (g tadll au¥)

oooooooooooooooooooooooooooooooooooooooooooooooo

..............................................

----------------------------------------------

..............................................

/ (Sah55 130 o350 3ol
Its Components (If Available):
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Technical Description / il 4iva y

Human [/ st (]

Animal Origin / 3 s> -
........................... Specify / 33

Drug /45 (3

[ sdhal Cpe ClEiEa Caaly

It Contains Derivatives from:

Active Implanted Device / Jeb sy yre ()

/el j& pag e
Non-Active Implanted Device

Function /:4ianb

For Treatment / Therapy /gl

For Diagnosis / uesili()

Scope of Use/ t4dlaxiul (@Uas

Cardio-Vascular / Oy — i (]
Gastroenterology / sa=a Ja ()
Orthopedic / abe ()

Uro-Gynecology / 4alulii — 43 g1 s (T
ENT/ 52 ¢ sl (]

Neurology/ <uac! T

Plastic Surgery/ Jwai CJ

Face Reconstruction / 4> g ae 5 T
Dental/ gliwl

Others / «ilisa ()

Specialty/ 4abiaial
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______________________ L 1 pl=all aaa

Date / ;4335 - Certificate Number/ 333l &8 ) - Certificate / :4itaal) 33lgl

230931 ATVl AdilUaa Saled - (FDA) &S a1 40V 321 ANS 5 -
Full quality assurance system (FullQAS) - 510K ()
Type examination (TypEC) [ PMA (™)
EC Verification (VerifEC) ]

Production quality assurance system (ProdtnQAS) (C_)
Product quality assurance system (ProdctQAS) ()
EC Design certificate (DesEC)

EC declaration of conformity (DeclEC) 3
kgl 5, -1 salgadll a8 ) -1
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Free Sale Certificate [) Canada CMDCAS i ™)
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Catalogue Number /z3 3aill o ) aa

(pimaalt 3508 Coa) Jlgad! ja
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Instructions for use / [nstructions d’utilisation

Etiquettages / Labels :Aialalt 4dlaill (]
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implantable devices
Dental devices
Hospital hardware
Reusable devices
Single-use devices
Medical software
Laboratory equipment

00CC000
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Anaesthetic and respiratory devices
Electroc mechanical medical devices
In vitro diagnostic devices
Non-active implantable devices
Ophthalmic and optical devices

00000

Assistive products for persons with disability ()
Diagnostic and therapeutic radiation devices (O
Healthcare facility products and adaptations ()

Compiementary therapy devices
Biologically-derived devices
Reanimation/perfusion/anesthesia
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