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Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-17-450

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 Il (with the
exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Organization:

MEGASAN MEDIKAL GAZ SISTEMLERI TIBBi ALET VE CIHAZLAR INSAAT
TAAHHUT MADENCILIK NAKLIYE TURiZM iTHALAT iHRACAT
SANAYI VE TICARET ANONIM SIRKETI
Head Office: Cumhuriyet Mah. Diivenciler Sok. Zafer is Hani Apt. No:33/411

Merkez, Cankiri, Turkey
Factory / Branch: Dere Mah. Asagi Agil Onii Mevkii Cad. No: 18 PK:18700
Eldivan, Cankiri, Turkey
Products: Medical Gas Plants, Medical Vacuum Plant, AGSS Plant, Intensive Care
Units, Zone Control and Alarm Units, Operating Theater Pendants, Flowmeters,
Patient Bedhead Units, Vacuum Regulators, Low Pressure Regulators, Medical Gas
Outlets, AGSS Outlets, Medical Vacuum Outlets, Gas Probes, Vacuum Probes, AGSS

Probes, High Pressure Reducer
Trademarks: MEGASAN, MEGATEK, HOSPITECH, HASTEK

Products defined at the enclosure which is the part of this certificate and contains
two pages. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.
Report Number:  M.4034.09

Date of first issue: 18 July 2017

Date of last issue: 06 May 2020

Revision Number: 03

Expiry Date: 27 May 2024
Muhtesemm Gokhan Yiicel
06 May 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey

Tel.: +90 216 593 25 75 , Fax; +90 216 593 25 74

Web: www kiwa.com tr , e-mail: posta@kiwa.co .
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