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Kalite Yonetim Sistemi
TS EN ISO/IEC 17021-1

AB-0006-YS

TURKAK BDS l\:lO
YS-425D-DBBE

kiwa

OKUMAN MEDIKAL SISTEMLER
ANONIM SIRKETI

MERKEZ; ZUBEYDE HANIM MAHALLESI KAZIM KARABEKIR CADDESI 95/95 06060
ALTINDAG — ANKARA — TURKIYE
FABRIKA; IVEDIK ORGANIZE SANAYI BOLGESI ARI SANAYI SITESI 1417 SOKAK
NO: 51 YENIMAHALLE — ANKARA — TURKIYE

CPAP, BIPAP, SOLUNUM CIHAZLARI, EVDE BAKIM VE YOGUN BAKIM VENTILATORLERI, UYKU TESHIS
VE TEDAVI CIHAZLARI, OKSIJEN KONSANTRATORLERI VE ANESTEZi AKSESUARLARI, SOLUNUM
FONKSIYON TEST CiHAZLARI VE AGIZLIK, YENIDOGAN BEBEK KUVOZLERI, TRANSPORT KUV(Z,
FETAL MONITOR, PULSE OKSIMETRE, PENDANTAR, INFUZYON VE SIRINGA POMPASI, ASPIRATOR

CiHAZI, SATI$, PAZARLAMASI VE SATIS SONRASI TEKNIK SERVIS HiZMETLERI, I.V. SETLERI, HASTA
SOLUNUM DEVRELERI, ANESTEZi GAZ HORTUMLARI, BASING TRANSDUSERI SATIS VE
PAZARLAMASI, ANESTEZi CIHAZLARI VE AKSESUARLARI, EGZOS SiSTEMLERI, BASING

REGULATORLER, VAPORIZATORLER, YOGUN BAKIM VENTILATORLERI, TRANSPORT

VENTILATORLER, MEDIKAL HAVA KOMPRESORLERI, AMELIYAT MASALARI, AMELIYAT LAMBALARI,

ACIL VE SEYYAR AMELIYAT LAMBALARI, TASIMA SEHPALARI, DUVAR MONTAJ KIiTLERI, HASTABASI
MONITOR VE AKSESUARLARI, FOTOTERAPI CIHAZLARI, FOTOTERAPiI GOZ BANDI, FOTOTERAPI

BEBEK BEZLERI, LARINGOSKOP VE OTOSKOPLAR, SOLUNUM BALONLARI, ANESTEZi VE SOLUNUM

MASKELERI, LARYNGEAL MASKE HAVAYOLU, ENDOTRACHEAL TUPLERi, ENDOBRONCHIAL
TUPLERI, TEK VE GOK KULLANIMLIK SODALAYM VE KARBONDIOKSIT ABSORBER, ANESTEZI
HORTUMLARI (KORRIGE), RENDEL BAKER YUZ MASKELERI, NEGATOSKOP CiHAZI EKG CiHAZLARI,
HAVA OKSIJEN BLENDER, DEFIBRILATOR/MONITOR, BEBEK RADYANT ISITICILAR, YENIDOGAN
BEBEK KUVOZLERI, TRANSPORT KUVOZ, RESUSITASYON CiHAZI, ASPIRASYON SiSTEMLERI VE
AKSESUARLARI, SEDASYON CiHAZI, URETiMi, SATIS VE SATIS SONRASI TEKNIK SERVIS HiZMETLERI

kapsaminda

ISO 9001:2015

Uluslararasi kalite sistem standardina uygun
bir kalite ydnetim sistem kurmustur.

“Standardin asagida verilen maddeleri harig tutulmugstur
“Harig tutma yoktur. *

Sertifika No : M 8159
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Son Gegerlilik Tarihi : 26 Agustos 2022

Genel Miidiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Tiirkiye
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www.kiwa.com.tr E-mail: info@kiwa.com.tr

Sertifikalar periyodik ara denetimlerin basartli ile tamamlanmasi kaydiyla gegerlidir.
Detayl bilgi i¢in yukaridaki numaralara bagvurulabilir.

Sertifika Son Giincelleme Tarihi : 27 Agustos 2019 - R 08



 CERTIFICATE

TURKAR

Quality Management System
TS EN ISO/IEC 17021-1

AB-0006-YS

YS-425D-DBBE

kiwa

OKUMAN MEDIKAL SISTEMLER
ANONIM SIRKETI

HQ; ZUBEYDE HANIM MAHALLESI KAZIM KARABEKIR CADDESI 95/95 06060
ALTINDAG — ANKARA — TURKEY
FACTORY; IVEDIK ORGANIZE SANAYI BOLGESI ARI SANAYI SITESI 1417 SOKAK
NO: 51 YENIMAHALLE — ANKARA — TURKEY

with a scope of

SALES&MARKETING AFTER SALES TECHNICAL SERVICES OF CPAP, BIPAP,
RESPIRATORY DEVICES, HOME CARE AND INTENSIVE CARE VENTILATORS, SLEEP
DIAGNOSIS AND THERAPY DEVICES, OXYGEN CONCENTRATORS AND ANAESTHESIA
ACCESSORIES, PULMONARY FUNCTION TEST DEVICES AND MOUTHPIECES, INFANT
INCUBATORS, TRANSPORT INCUBATORS, FETAL MONITORS, PULSE OXIMETERS,
MEDICAL PENDANT SYSTEMS, INFUSION & SYRINGE PUMPS, SUCTION UNITS.
SALES&MARKETING OF L.V. SETS, PATIENT RESPIRATORY SYSTEMS, ANESTHESIA GAS
HOSES, PRESSURE TRANSDUCER, PRODUCTION, SALES&MARKETING, AFTER SALES
TECHNICAL SERVICES OF ANAESTHESIA DEVICES AND ACCESSORIES, EXHAUST
SYSTEMS, PRESSURE REGULATORS, VAPORIZATORS, INTENSIVE CARE UNIT
VENTILATORS, TRANSPORT VENTILATORS, MEDICAL AIR COMPRESSORS, OPERATING
TABLES, OPERATING LAMPS, EMERGENCY & MOBILE OPERATING LAMPS, TROLLEYS,
WALL MOUNT KITS, PATIENT MONITORS AND ACCESSORIES, PHOTOTHERAPHY DEVICES,
PHOTOTHERAPHY EYE MASKS, PHOTOTHERAPHY BABY DIAPERS, LARINGOSCOPES AND
OTOSCOPES, REBREATHING BAGS, ANAESTHESIA AND RESPIRATORY MASKS,
LARYNGEAL MASK AIRWAYS, ENDOTRACHEAL TUBES, ENDOBRONCHIAL TUBES, SINGLE
& MULTIPLE USE SODALIMES AND CARBONDIOXIDE ABRSORBERS, ANAESTHESIA TUBES
(CORRUGATED), RENDEL BAKER FACE MASKS, NEGATOSCOPES, ECG DEVICES,
AIR/OXYGEN BLENDERS, DEFIBRILLATORS, INFANT RADIANT WARMERS, INFANT
INCUBATORS, TRANSPORT INCUBATORS, RESUSCITATION UNITS, ASPIRATION/SUCTION
SYSTEMS (DEVICES) AND ACCESSORIES, SEDATION DEVICE

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

“ Following elements of the standard are excluded “

“None “

ISO 9001:2015

Certificate No : M 8159

Initial Certification Date : 15 September 2010
Certification Date 127 August 2019
Expiration Date : 26 August 2022

uu@w,]

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkey
Tel: + 90216 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: 27 August 2019 - R 08
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Medikal Cihazlar K.Y.S.
TS EN ISO/IEC 17021-1
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TURKAK BDS NO
YS-A29D-D17C

kiwa

OKUMAN MEDIKAL SISTEMLER
ANONIM SIRKETI

MERKEZ; ZUBEYDE HANIM MAHALLESI KAZIM KARABEKIR CADDESI 95/95 06060
ALTINDAG — ANKARA - TURKIYE
FABRIKA; IVEDIK ORGANIZE SANAYI BOLGESI ARI SANAYI SITESI 1417 SOKAK
NO: 51 YENIMAHALLE — ANKARA - TURKIYE

CPAP, BIPAP, SOLUNUM CIHAZLARI, EVDE BAKIM VE YOGUN BAKIM VENTILATORLERI, UYKU TESHIiS
VE TEDAVI CiHAZLARI, OKSIJEN KONSANTRATORLERI VE ANESTEZi AKSESUARLARI, SOLUNUM
FONKSIYON TEST CIHAZLARI VE AGIZLIK, YENIDOGAN BEBEK KUVOZLERI, TRANSPORT KUV0z,
FETAL MONITOR, PULSE OKSIMETRE, PENDANTAR, INFUZYON VE SIRINGA POMPASI, ASPIRATOR

CiHAZI, SATIS, PAZARLAMASI VE SATIS SONRASI TEKNIK SERVIS HiZMETLERI, I.V. SETLERI, HASTA
SOLUNUM DEVRELERI, ANESTEZi GAZ HORTUMLARI, BASING TRANSDUSERI SATIS VE
PAZARLAMASI, ANESTEZi CIHAZLARI VE AKSESUARLARI, EGZOS SiSTEMLERI, BASING

REGULATORLER, VAPORIZATORLER, YOGUN BAKIM VENTILATORLERI, TRANSPORT
VENTILATORLER, MEDIKAL HAVA KOMPRESORLERI, AMELIYAT MASALARI, AMELIYAT LAMBALARI,

ACIL VE SEYYAR AMELIYAT LAMBALARI, TASIMA SEHPALARI, DUVAR MONTAJ KITLERI, HASTABASI

MONITOR VE AKSESUARLARI, FOTOTERAPI CIHAZLARI, FOTOTERAPi GOZ BANDI, FOTOTERAPI

BEBEK BEZLERI, LARINGOSKOP VE OTOSKOPLAR, SOLUNUM BALONLARI, ANESTEZi VE SOLUNUM

MASKELERI, LARYNGEAL MASKE HAVAYOLU, ENDOTRACHEAL TUPLERI, ENDOBRONCHIAL TUPLERI,
TEK VE GOK KULLANIMLIK SODALAYM VE KARBONDIOKSIT ABSORBER, ANESTEZi HORTUMLARI

(KORRIGE), RENDEL BAKER YUZ MASKELERI, NEGATOSKOP CiHAZI EKG CIHAZLARI, HAVA OKSIJEN

BLENDER, DEFiBRILATOR/MONITOR, BEBEK RADYANT ISITICILAR, YENIDOGAN BEBEK KUVOZLERI,

TRANSPORT KUVOZ, RESUSITASYON CiHAZI, ASPIRASYON SiSTEMLERIi VE AKSESUARLARI,
SEDASYON CiHAZI, URETiMi, SATIS VE SATIS SONRASI TEKNIK SERVIS HiZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Dlzenleyici amaglar icin gereklilikler

“Standardin asagida verilen maddeleri harig tutulmustur
“7.5.5" "7.5.7“ “7.5.9.2"

Sertifika No : M 8160

Ik Belgelendirme Tarihi : 15 Eyliil 2010
Sertifika Tarihi : 27 Agustos 2019
Son Gegerlilik Tarihi : 26 Agustos 2022

w@wﬂ

Genel Mudiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - [stanbul - Turkiye
Tel: +90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www.kiwa.com.tr E-mail: info@kiwa.com.tr

Sertifikalar periyodik ara denetimlerin basarili ile tamamlanmasi kaydiyla gegerlidir.
Detayl bilgi i¢in yukaridaki numaralara bagvurulabilir.

Sertifika Son Giincelleme Tarihi : 27 Agustos 2019 - R 08
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Medical Device QM.S

TS EN ISO/IEC 17021-1
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kiwa

OKUMAN MEDIKAL SISTEMLER
ANONIM SIRKETI

HQ; ZUBEYDE HANIM MAHALLESI KAZIM KARABEKIR CADDESI 95/95 06060
ALTINDAG — ANKARA — TURKEY
FACTORY; IVEDIK ORGANIZE SANAYI BOLGESI ARI SANAYI SITESI 1417 SOKAK
NO: 51 YENIMAHALLE — ANKARA — TURKEY

with a scope of

SALES&MARKETING AFTER SALES TECHNICAL SERVICES OF CPAP, BIPAP, RESPIRATORY
DEVICES, HOME CARE AND INTENSIVE CARE VENTILATORS, SLEEP DIAGNOSIS AND THERAPY
DEVICES, OXYGEN CONCENTRATORS AND ANAESTHESIA ACCESSORIES, PULMONARY
FUNCTION TEST DEVICES AND MOUTHPIECES, INFANT INCUBATORS, TRANSPORT
INCUBATORS, FETAL MONITORS, PULSE OXIMETERS, MEDICAL PENDANT SYSTEMS, INFUSION
& SYRINGE PUMPS, SUCTION UNITS. SALES&MARKETING OF 1.V. SETS, PATIENT RESPIRATORY
SYSTEMS, ANESTHESIA GAS HOSES, PRESSURE TRANSDUCER, PRODUCTION,
SALES&MARKETING, AFTER SALES TECHNICAL SERVICES OF ANAESTHESIA DEVICES AND
ACCESSORIES, EXHAUST SYSTEMS, PRESSURE REGULATORS, VAPORIZATORS, INTENSIVE
CARE UNIT VENTILATORS, TRANSPORT VENTILATORS, MEDICAL AIR COMPRESSORS,
OPERATING TABLES, OPERATING LAMPS, EMERGENCY & MOBILE OPERATING LAMPS,
TROLLEYS, WALL MOUNT KITS, PATIENT MONITORS AND ACCESSORIES, PHOTOTHERAPHY
DEVICES, PHOTOTHERAPHY EYE MASKS, PHOTOTHERAPHY BABY DIAPERS, LARINGOSCOPES
AND OTOSCOPES, REBREATHING BAGS, ANAESTHESIA AND RESPIRATORY MASKS,
LARYNGEAL MASK AIRWAYS, ENDOTRACHEAL TUBES, ENDOBRONCHIAL TUBES, SINGLE &
MULTIPLE USE SODALIMES AND CARBONDIOXIDE ABRSORBERS, ANAESTHESIA TUBES
(CORRUGATED), RENDEL BAKER FACE MASKS, NEGATOSCOPES, ECG DEVICES, AIR/OXYGEN
BLENDERS, DEFIBRILLATORS, INFANT RADIANT WARMERS, INFANT INCUBATORS,
TRANSPORT INCUBATORS, RESUSCITATION UNITS, ASPIRATION/SUCTION SYSTEMS (DEVICES)
AND ACCESSORIES, SEDATION DEVICE

Medical devices - Quality management systems - Requirements for
regulatory purposes
“Following elements of the standard are excluded
“7.5.5% “7.5.7% “7.5.9.2"

EN ISO 13485:2016

Certificate No : M 8160
Initial Certification Date : 15 September 2010
Certification Date 127 August 2019

Expiration Date : 26 August 2022

MQ.QW,T

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepeoren 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: 27 August 2019 - R 08
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