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Ec certificate
FuII Quality Assurance System according to

M edica l Devices Directive 93 l 42 l EEC An nex-l l Section 3

Certificate N u mber: 1984-M DD-21-83l
We hereby declare that an examination of the under mentioned full quality assurance system has

been carried out following the requirements of the national legislation to which the undersigned

is subjected, transposing annex ll (with the exemption of section 4) of the Directive 93l42lEEC on

medical devices. We certify that the full quality assurance system conforms with the relevant

provisions of the aforementioned directive.

Organization:
AMEDUS MEDİKAL UYGULAMALAR SAĞLİK

SANAYİVE TİCARET LTD. ŞTİ.
Ostim Organize Sanayi Bölgesi Mahallesi 10O. Yıl Bulvarı No:99/34

Yenimahalle / Ankara, Turkey
Product: Topical Vacuum Treatment Device

Types: Careoxi, Topivac
Model Number: Hand T-NPWT, Hand T-NPWT lrrigation, MEDlUM (V1, V2, V3, Clinic V4),

TOPl T-NPWT Classic A1OO, TOPl T-NPWT İncision 4200
Product: Topical Vacuum Treatment Set

Types: Careoxi, Topivac

Model Number: Topiset, Multidress, Multicase, Canister, Ozon Bag

Product: Canister Collecting Unit

Types: Ca reoxi, Topivac
Topivac Models: TPVCA1000, TOPIVAC TPVCA1000, TOP|SET TPVCA1000, MULT|DRESS

TPVCA].000, TPVCA500, ToPlVAc TPVCA500, ToPlsET TPVCA500,
MULTlDRESS TPVCA500, CAN|STER 1O00ml, CANISTER 75ml

Careoxi Models: CTPVCA1000, CAREOX| CTPVCA1000, TOP|SET CTPVCA1000, MULT|DRESS

cTPVcA].Ooo, CTPVCA5oo, cAREoXl CTPVCA5Oo, ToPlSET CTPVCA5oO, MULT|DREss

CTPVCASOO, CAN|STER 1000ml, CAN|STER 75ml

The certificate is valid till expiration date, subject to successful completion of periodical

surveillance audits. please contact kiwa for details.

Report Number: M.6151.01
Expiry Date: 27 May 2024
Kiwa Belgelendirme Hizmetleri A.Ş. has audited the quality system restricted to the aspects

of manufacture concerned with the conformity of the devices with metrological

requirements and with securing and maintaining sterile conditions in accordance with MDD

Annex ll and found that the quality system meets the requirements of MDD Annex ll.

Kiwa Belgelendirme Hizmetleri A.Ş. is Notified Body under Council Directive 93l42lEEC
concerning medical devices with identification number: 1984

dıeJüh
Muhteşem Gökhan Yücel

Head of Notified Body22May 2021, lstanbul, Turkey

Kiwa Belgelendirme Hizmetıeri A.Ş.
İTOSB 9. Cad. No:1 5 Tepeören, Tuzla, lstanbul, Turkey
Tel.: +90 21659325 75, Fax: +902165932574
web: www.kiwa.com.tr, e-mail: posta@kiwa.com,tr
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