CERTIFICATE

kiwa

EC Certificate
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-19-621
We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify that
the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

ELMASLAR IMALAT TIBBi CIHAZLAR iNSAAT TASIMACILIK
ITHALAT iHRACAT SANAYI VE TICARET ANONIM SiRKETi

1.0RGANIZE SANAYi BOLGESI BABURSAH CADDESI NO:17 SINCAN-ANKARA -TURKEY

Products: Ultrasonic Nebulizers, Compressor Nebulizer, Oxygen Concentrators,
Surgical Aspirators, Sleep Apnea Therapy Devices, Nasal and Full Face Mask, Heated
Humidifier

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.2794.12
Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

w@xu@,}

Muhtesem Gokhan Yiicel
28 October 2019, Istanbul, Turkey Head of Notified Body

Digitally signed by Prodan Sveatoslav

Kiwa Belgelendinne Hizmetleri A.S. Date: 2022.06.17 14:00:55 EEST
ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey Reason: MoldSign Signature

Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74 Location: Moldova
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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