kiwa

- elmaslar _
ELMASLAR iMALAT TIBBI CIHAZLAR iNSAAT
TASIMACILIK ITHALAT IHRACAT SANAYI VE

TICARET ANONIM SIRKETI

1. ORGANIZE SANAY| BOLGESI BABURSAH CADDESI NO: 17
SINCAN — ANKARA - TURKIYE

ULTRASONIK NEBULIZATOR, KOMPRESORLU NEBULIZATOR,
OKSIJEN KONSANTRASTORU, CERRAHI ASPIRATOR, UYKU
APNESIi TERAPi CIHAZLARI VE AKSESUARLARI TASARIMI,
URETIiMI, DAGITIMI, KURULUMU VE SERViISi

kapsaminda

ISO 9001:2015

Uluslararasi kalite sistem standardina uygun
bir kalite yénetim sistem kurmustur.

“Standardmn agagda verilen maddeleri hari¢ tutulmustur *
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“Harig tutma yoktur.
Sertifika No M 11332
ilk Belgelendirme Tarihi : 28 Ekim 2019
Sertifika Tarihi : 28 Ekim 2019
Son Gegerlilik Tarihi : 27 Ekim 2022
Kalite Yonetim Sistemi (L]
TS EN ISO/IEC 17021-1 Genel Miidiir

AB-0006-YS

Kiwa Belgelendirme Hizmetleri A.§.

ITOSB 9. Cadde No. 15 Tepetren Tuzla - istanbul - Tirkiye
Tel: +90 _L 593 25 75 Faks : + 90 216 593 25 74
Web: f \

i Digitally signed by Prodwtiikalestariyodikgdra

TURKAK BDS NO Date: 2021.02.01 10:52:27 EET  Detayli B

YS-5449-9CF8 Reason: MoldSign Signature
Location: Moldova

l.‘,__.v\_ yiRcom.tr E-mail: info@kiwa.com.tr

i erin bagarili ile tamamlanmast kayduyla gegerlidir.
i Afkaridaki numaralara bagvurulabilir.

Sertifika Son Giincelleme Tarihi : 28 Ekim 2019 - R 00
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ELMASLAR iMALAT TIBBi CIHAZLAR INSAAT
TASIMACILIK iITHALAT IHRACAT SANAYi VE
TICARET ANONIM SIRKETI

1. ORGANIZE SANAYI BOLGESI BABURSAH CADDESI NO: 17
SINCAN — ANKARA — TURKEY

with a scope of

DESIGN, MANUFACTURE, DISTRIBUTION, INSTALLATION AND
SERVICES OF ULTRASONIC NEBULIZERS, COMPRESSOR
NEBULIZERS, OXYGEN CONCENTRATORS, SURGICAL ASPIRATORS,
SLEEP APNEA THERAPY DEVICES AND ACCESSORIES

Has established a quality management system in accordance
with international standard.

“ Following elements of the standard are excluded *
“None "

ISO 9001:2015

CERTIFICATE

Certificate No :M 11332
Initial Certification Date : 28 October 2019
Certification Date : 28 October 2019
Expiration Date : 27 October 2022
ULy
?éagﬂ'fi%“‘i??:eﬁséiﬁe"? General Manager

AB-0006-YS

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepetren Tuzla - Istanbul - Turkey
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www kiwa.com.tr E-mail: info@kiwa.com.tr
Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits.

TURKAK BDS NO Please contact above numbers for detailed information.
YS-5449-9CF8

Last Modified: 28 October 2019 - R 00



Medikal Cihazlar K.Y.5.
TS ENISOAEC 17021-1

AB-0006-YS

TURI"(A BDS-N
YS-413E-E103

kiwa
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ELMASLAR IMALAT TIBBi CIHAZLAR INSAAT
TASIMACILIK iTHALAT iHRACAT SANAYi VE

TICARET ANONIM SIRKETI

1. ORGANIZE SANAY| BOLGESI BABURSAH CADDESI NO: 17
SINCAN — ANKARA — TURKIYE

ULTRASONIK NEBULIZATOR, KOMPRESORLU NEBULIZATOR,
OKSIJEN KONSANTRASTORU, CERRAHI ASPIRATOR, UYKU APNESI
TERAPI CIHAZLARI VE AKSESUARLARI TASARIMI, URETiMi,
DAGITIMI, KURULUMU VE SERVisi

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yonetim sistemleri — Diizenleyici amaglar i¢in gereklilikler

“Standardin asagida verilen maddeleri hari¢ tutulmugtur*
“6.4.2“ “7.5.2" “7.5.5" “7.5.7" “7.5.9.2"

Sertifika No M 11333
ilk Belgelendirme Tarihi : 28 Ekim 2019
Sertifika Tarihi : 28 Ekim 2019

Son Gegerlilik Tarihi

a@lw;j

Genel Midiir

: 27 Ekim 2022

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepetren Tuzla - istanbul - Tiirkiye
Tel: +90 216 593 25 75 Faks : +90 216 593 25 74
Web: www.kiwa.com.tr E-mail: infol@kiwa.com.tr
Sertifikalar periyodik ara denetimlerin baganili ile tamamlanmasi kaydiyla gegerlidir.
Detayh bilgi igin yukanidaki numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 28 Ekim 2019 - R 00
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Medical Device Q M.S.

TS EN ISOAEC 17021-1

AB-0006-YS

TURKAK BDS-NO
YS-413E-E103

 emaslar _
ELMASLAR iMALAT TIBBI CIHAZLAR iNSAAT
TASIMACILIK ITHALAT IHRACAT SANAYI VE

TICARET ANONIM SIRKETI

1. ORGANIZE SANAY| BOLGES| BABURSAH CADDESI NO: 17
SINCAN — ANKARA — TURKEY

with a scope of

DESIGN, MANUFACTURE, DISTRIBUTION, INSTALLATION AND
SERVICES OF ULTRASONIC NEBULIZERS, COMPRESSOR
NEBULIZERS, OXYGEN CONCENTRATORS, SURGICAL ASPIRATORS,
SLEEP APNEA THERAPY DEVICES AND ACCESSORIES

Medical devices - Quality management systems - Requirements for
regulatory purposes
“Following elements of the standard are excluded ™
G4 2T SR TAY M1 T5.92"

EN ISO 13485:2016

Certificate No :M 11333

Initial Certification Date : 28 October 2019
Certification Date : 28 October 2019
Expiration Date : 27 October 2022

‘”@ﬁ%

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepedren Tuzla - Istanbul - Turkey
Tel: +90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www kiwa.com.tr E-mail: info@kiwa.com.tr
Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits.
Please contact above numbers for detailed information.

Last Modified: 28 October 2019 - R 00
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