EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / Idion Medical Co., Ltd.
Name and address of the manufacturer: / Quyuan Road 519, Industry Area, Wukang Town, Deqing, Zhejiang
Nom et adresse du fabricant: / 313200, P.R.China

Nome e indirizzo del fabbricante:

Wir erklédren in alleiniger Verantwortung. dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Disposable Medical Scissors
the medical device: / SCI1-01,8C1-02,SCI-03,SCI-04
le dispositif médical: /

il dispositivo medico:

der Klasse: / Class Is

of class: /

de la classe: /

di classe:
nach Anhang IX der Richtlinie 93/42/EWG / according to annex IX of directive 93/42/EEC /
selon l'annexe IX de la directive 93/42/CEE / secondo l'allegato IX della direttiva 93/42/CEE

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration is
valid in connection with the “final inspection report” of the device. /

This is a declaration of conformity made under clause 6.6 of Schedule 3 to the Therapeutic Goods (Medical Devices)
Regulations 2002.

Each kind of medical device to which the declaration of conformity procedures applies, <select one conformity assessment
procedure that has been applied: the verification procedures, the production quality assurance procedures; the product
quality assurance procedures> have also been applied to the device. Each kind of medical device to which the technical
documentation applies complies with the applicable provisions of the essential principles, the classification rules, and these
procedures.

Konformititsbewertungsverfahren: / Directive 93/42/EEC  Annex V
Conformity assessment procedure: /

Procédure d’évaluation de la conformité: /

Procedura di valutazione della conformita:

Registrier-Nr.: / DD 60142137 0001
Registration No.: /

N°d’enregistrement: /

Numero di registrazione:

Benannte Stelle: / TOV Rheinland LGA Products GmbH
Notified Body: / TillystraBe 2
Organisme notifié: / 90431 Niirnberg
Organismo notificato: Deutschland
CE 0197
203> -19. o] Doy Cha.Swina
Ort, Datum / Place, Jatel ‘ d‘ Name und Funktion / Name and function /

Lieu, date / Luogo, data Nom




