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OPOI & NMPOYMO®EZEIX / TERMS & CONDITIONS

Ma amooTeipwpéva TpoidvTa karnyopiag |, n moToToinan agopd Hovo Ta Bépara emiteugng Kal SiaTPNONG TNG
aTrooTEipWwonG.

For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and
maintaining sterile conditions.

la poiovra katnyopiag | pe Asitoupyia PETPNONG, N TOTOTTOINCN APOPd POVO Ta BEUATA CUPHOPPWONG TWV
TTPOIOVTWV TTPOG TIG HETPOAOYIKEG ATTAITATEIG.

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned
with the conformity of the products with metrological requirements.

Ma tpoidvra karnyopiag lll, eival arrapaitnTo éva cUPTTANPWUATIKG TTIoTOTrOINTIKG EEETAoNS TUTTOU OUPPWVA HE
116 amraitroelg Tng Odnyiag 93/42/EOK, Mapdptnua lll.

For class Ill products an additional Type Examination certificate is required according to the requirements of
93/42/EEC, Annex lII.

To moToTToINTIKG 1I0XUEI HOVA YIa TA TTPOIGVTA KAl TIG EYKATACTACEIS TTOU AvaQEéPOVTAl.
The certificate is valid only for the products and the facilities mentioned.

O©a payuarotrololvTal TTEPIODIKES ETTIBEWPATEIS ETTITAPNONG OTTWG avapépeTal otnv Odnyia 93/42/EOK, pe
OKOTTO va eraAnBeeTal 6T1 0 KATAOKEUAOTAG dlaTnpei kKal Epapuddel To aUOTNUA TroIdTNTAG.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and
applies the quality system.

Ortav TnpouvTal Ta avwTéPw, 0 KATAOKEUAGTAG UTTOPET va uvtdooel dnAwon ouppdpewong EK kai va emeéTe
onjpavon CE 0653 ota kaAutrtépeva Tpoidvra.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of
conformity and legally affix the CE 0653 mark.
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