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MOLDOVA EUROPEANA

KAF GRUP SAGLIK HIZMETLERI SANAYIi VE
TICARET LIMITED SIRKETI

MERKEZ ADRES: ATAKENT MAH, 221 SK. NO:3A ROTA OFFICE A BLOK KAT:14 D:82-83
: KUCUKGEKMECE [ [STANBUL | TURKIYE o
FABRIKA ADRES 1: HADIMKOY MAH. DENIZKIZI SOK. NO: 4/5 ARNAVUTKOY / ISTANBUL / TURKIYE

FABRIKA ADRES 2: BARDAKG! MAH. TEKNOKENT SK. NO:2 TUSBA / VAN | TURKIYE
Certificate No: QA/TR/9001/1520

The above mentiened organization has implemented and applies a quality management system
within the scope specified below and its compliance with the relevant standard has heen approved by ALBERK QA TECHNIC.

ISO 9001:2015

STERILE NON STERILE VIEDICAL DEVICES AND CONSUMABLES (BODY CLEANING, HAND CLEANING WIPES, HAIR
BONNET, INCONTINENCE BODY CARE AND PERINEUM WIPES, ULTRASOUND GEL, ADHESIVE REMOVER SPRAY, EEG
PASTE, ALCOHOL-FREE FOAM HAND SANITISER, MOUTHWASH, CONTAINING ALKALINE NEUTRALISER AND ENZYMI
SOLUTION, STRETCHER AND TABLE COVER, MEDICAL DEVICE SURFACE DISINFECTANTS, HIGH LEVEL MEDICA DEVI(E
DISINFECTANTS, STERILE LUBRICANT GEL, ELECTRODE, ELECTROSURGICAL PEN TYPE AND TWEEZERS TYPE
FORCEPS, ELECTRODE TYPE SURGICAL PENS, SCALPEL ULTRASONIC SURGICAL SYSTEM DEVICES AND PROBES AND
CABLE DESIGN) PRODUCTION AND SALES

EA CODE: 23
This certificnteis valid as long as the company fulfills the requirements of the ISO 9001:2015 standard and bears its responsibility fowards ALBERK QA TECHNIC,

Certificate Issue Date: 26.01.2024 Certificate Validity Date: 25.01.2025

Certificate First Issue Date: 26.01.2024 Qertification cycle / End Date: 3 years/25,01.2027
Certificate Revision Number and Date: 00 / 26.01.2024

ALBERK QA TECHNIC INTERNATIONAL TECH

CONTROL AND CERTIFICATION CORP.

Barbaros _.'\‘1;11_1. Al Zambak 5. Varyap Meridian A Blok K:19

ATASEHIR ISTANBUL

Tel :0216572 49 10-11-12

Fax: 0216 572 49 14 =L = ; A7 ACCREDITED
www.gatechnic.com : g

FR-200-1, Rev.00, 20.12.2022 MSCB-208




ISO 14001:2015

Kapsam/Scope
STERILE NON STERILE MEDICAL DEVICES AND CONSUMARBLES (BODY
CLEANING, HAND CLEANING WIPES, HAIR WASH CAP, INCONTINENCE
BODY CARE AND PERINEAL WIPES, ULTRASOUND GEL, ADHESIVE
REMOVER SPRAY, EEG PASTE, ALCOHOL-FREE FOAM HAND
DISINFECTANT, ORAL CARE SWAB, SOLUTION CONTAINING ALKALINE
NEUTRALIZER AND ENZYME, STRETCHER AND TABLE COVER, MEDICAL
DEVICE SURFACE DISINFECTANTS, HIGH LEVEL MEDICAL DEVICE
DISINFECTANTS, STERILE LUBRICANT GEL, ELECTRODES,
ELECTROSURGICAL PEN TYPE AND TWEEZER TYPE FORCEPS, ELECTRODE
TYPE SURGICAL PEN, SCALPEL ULTRASONIC SURGERY SYSTEM DEVICE
AND PROBES AND CABLE DESIGN) PRODUCTION AND SALES

KAF GRUP SAGLIK HiZMETLERi SANAYi VE TICARET LIMITED
SIRKETi

MERKEZ ADRES: ATAKENT MAH. 221 SK. NO:3A ROTA OFFICE A BLOK KAT:14 D:82-83 KUCUKCEKMECE/ISTANBUL/TURKIYE
FABRIKA ADRES 1: HADIMKGY MAH. DENIZKIZI SOK. NO: 4/5 ARNAVUTKOY/ISTANBUL/TURKIYE
FABRIKA ADRES 2: BARDAKCI MAH. TEKNOKENT SK. NO:3 TUSBA/VAN/TURKIYE

Bu sertifika ile yukanda adi gecen kurulusun Cevre Yénetim Sistemi gerekliliklerini karsiladig tasdik olunur.
This is to certify that the above mentioned Company meets the requirement of Environmental Management System.

IAF K. - Kategori - Teknik Alan / IAF C. - Category -Technical Area 7-14-17-18-23
Uygulanabilirlik Bildirgesi / SOA

Sertifika No / Certification Number MTS-36134
ilk Kayit Tarihi / Registration Date 16.02.2024
Basim Tarihi / Issue Date 16.02.2024
Gecerlilik Tarihi / Expiry Date 15.02.2025
Belgelendirme Periyodu / Certification Period 3yil /3 years

Revizyon / Revision 000 sigifidcart Gibbal

Bu sertifika kurulusun belgelendirme sartlarina uymasi ve yilda en az bir kez
yapilacak olan gozetim denetimlerinin basarili ge¢mesi halinde ¢ yillik
sertifikasyon periyodu bitis tarihine kadar gecerlidir,

Sertifikanin gegerlilik durumu resmi internet adresimizden sorgulanabilir.

This certificate is valid until the end of the three-years certification period if
the organization complies with the certification requirements and the
surveillance audits to be carried out at least once a year are completed
successfully.

The validity of the certificate can be checked on the our official website.

SIGMACERT ULUSLARARASI BELGELENDIRME EGITiM VE TEST HIZMETLERI LTD. $Ti.

9 Bahgekapi Mahallesi Sanayi Bulvari $agmaz Business Plaza No: 18/25 Etimesgut/Ankara/Tirkiye
= 03123850885 E7 belgelendirme@sigmacert.com.tr

ACCREDITED

@ www.sigmacert.com.tr

MSCB-136



KAF GRUP SAGLIK HIZMETLERI SANAY| VE
TICARET LIMITED SIRKETI

MERKEZ ADRES: ATAKENT MAH. 221 SK. NO:3A ROTA OFFICE A BLOK KAT:14 D:82-83
KUCUKCEKMECE / iISTANBUL / TURKIYE )
FABRIKA ADRES 1: HADIMKOY MAH. DENIZKIZI SOK. NO: 4/5 ARNAVUTKOY / ISTANBUL / TURKIYE
FABRIKA ADRES 2: BARDAKG! MAH. TEKNOKENT SK. NO:3 TUSBA / VAN / TURKIYE

Certificate No: AQ/ /45001/1406

The above mentioned organization has implemented and applies a occupational health and safety management system

within the scope specified below and its compliance with the relevant standard has been approved by ALBERK QA AKADEMI.

1ISO 45001:2018

STERILE NON STERILE MEDICAL DEVICES AND CONSUMABLES (BODY CLEANING, HAND CLEANING WIPES, HAIR
BONNET, INCONTINENCE BODY CARE AND PERINEUM WIPES, ULTRASOUND GEL, ADHESIVE REMOVER SPRAY, EEG
PASTE, ALCOHOL-FREE FOAM HAND SANITISER, MOUTHWASH, CONTAINING ALKALINE NEUTRALISER AND
ENZYME SOLUTION, STRETCHER AND TABLE COVER, MEDICAL DEVICE SURFACE DISINFECTANTS, HIGH LEVEL
MEDICAL DEVICE DISINFECTANTS, STERILE LUBRICANT GEL, ELECTRODE, ELECTROSURGICAL PEN TYPE AND
TWEEZERS TYPE FORCEPS, ELECTRODE TYPE SURGICAL PENS, SCALPEL ULTRASONIC SURGICAL SYSTEM DEVICES
AND PROBES AND CABLE DESIGN) PRODUCTION AND SALES

EA CODE: 23

This certificate is valid as long as the company fulfills the requirements of the SO 45001:2018 standard and bears its responsibility towards ALBERK QA AKADEMI.

Certificate Issue Date: 26.01.2024 Certificate Validity Date: 25.01.2025
Certificate First Issue Date: 26.01.2024 | Certification cycle / End Date :3 years/25.01.2027
Certificate Revision Number a ite :00 / 26.01.2024
jate

ALBERK QA PERSONEL BELGELENDIRME

VE AKADEMI HIZMETLERI A.S,

Barbaros Mah. Al Zambak S. A Blok K:19/172 NO:2
ATASEHIR iSTANBUL

Tel :021657249 10-11-12

Fax : 0216 57249 14

www.aqademi.com




KAF GRUP SAGLIK _Hi_ZlVIETLERi SANAYi VE
TICARET LIMITED SIRKETI

MERKEZ ADRES: ATAKENT MAH. 221 SK. NO:3A ROTA OFFICE A BLOK KAT:14 D:82-83
KUGCUKGEKMECE / ISTANBUL / TURKIYE .
FABRIKA ADRES 1: HADIMKOY MAH. DENIZKIZI SOK. NO: 4/5 ARNAVUTKOY / ISTANBUL / TURKIYE
FABRIKA ADRES 2: BARDAKCI MAH. TEKNOKENT SK. NO:3 TUSBA / VAN / TURKIYE

Certificate No: AQ/GME/0040

The above mentioned organization has implemented and applies a

within the scope specified below and its compliance with the relevant standard has been approved by ALBERK QA TECHNIC.

GMP

STERILE NON STERILE MEDICAL DEVICES AND CONSUMABLES (BODY CLEANING, HAND CLEANING WIPES,
HAIR BONNET, INCONTINENCE BODY CARE AND PERINEUM WIPES, ULTRASOUND GEL, ADHESIVE
REMOVER SPRAY, EEG PASTE, ALCOHOL-FREE FOAM HAND SANITISER, MOUTHWASH, CONTAINING
ALKALINE NEUTRALISER AND ENZYME SOLUTION, STRETCHER AND TABLE COVER, MEDICAL DEVICE
SURFACE DISINFECTANTS, HIGH LEVEL MEDICAL DEVICE DISINFECTANTS, STERILE LUBRICANT GEL,
ELECTRODE, ELECTROSURGICAL PEN TYPE AND TWEEZERS TYPE FORCEPS, ELECTRODE TYPE SURGICAL
PENS, SCALPEL ULTRASONIC SURGICAL SYSTEM DEVICES AND PROBES AND
CABLE DESIGN) PRODUCTION AND SALES

This cerfificate is valid as long as the company fulfills the requirements of the GMP standard and bears its responsibllity towards ALEERK QA TECHNIC.

Certificate Issue Date: 26.01.2024 Certificate Validity Date: 25.01.2025
Certificate First Issue Date: 26,01.2024 Certification cycle / End Date: 3 Years /25.01.2027

Certificate Revision Number and Daiy

ALBERK QA PERSONEL BELGELENDIRME
VE AKADEMI HIZMETLERI A.S.

Barbaros Mah. Al Zambak S. A Blok
K:19/172 NO:2

ATASEHIR ISTANBUL

Tel :0216 57249 10-11-12

Fax : 0216 57249 14




CERTIFICATE

KAF GRUP SAGLIK HiZMETLERI
INS. SAN. VE TIC. LTD. STI.

MERKEZ ADRESI: ATAKENT MAH. 221 SOK. NO:3A ROTA OFFiCE A BLOK KAT:14 D:82-83
KUCUKCEKMECE / iSTANBUL / TURKIYE
1. FABRIKA ADRESI: HADIMKOY MAH. DENIZ KIZI SOK. NO 4/5
ARNAVUTKOY / ISTANBUL / TURKIYE
2. FABRIKA ADRESi: BARDAKCI MAH. TEKNOKENT SOK. NO:3
TUSBA / VAN / TURKIYE

Has been assessed and found to comply with the requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi

PRODUCTION AND SALES OF STERILE, NON STERILE MEDICAL DEVICES AND CONSUMABLES (DESIGN OF BODY
CLEANSING, HAND CLEANSING WIPES, HAIR WASHCAP, INCONTINENCE BODY CARE AND PERINEAL WIPES,
ULTRASOUND GEL, ADHESIVE REMOVER SPRAY, EEG PASTE, ALCOHOL-FREE FOAM HAND DISINFECTANT,

MOUTH CARE SWAB, ALKALINE NEUTRALISING AND ENZYME CONTAINING SOLUTION, STRETCHER AND TABLE
COVER, MEDICAL DEVICE SURFACE DISINFECTANTS, HIGH LEVEL MEDICAL DEVICE DISINFECTANTS, STERILE
LUBRICANT GEL, ELECTRODE, ELECTRO SURGICAL PEN TYPE AND TWEEZERS TYPE FORCEPS, ELECTRODE
TYPE SURGICAL PEN, SCALPEL ULTRASONIC SURGICAL SYSTEM DEVICE AND PROBES AND CABLE)

STERIL, NON STERIL TIBBIi.CIHAZ VE SARF MALZEMELERIN (VUCUT TEMIZLEME, EL. TEMIZLEME MENDILI, SAC
BONESI, INKONTINANS VUCUT BAKIMI VE PERINE MENDILLERI, ULTRASON JELI, YAPISKAN SOKUCU SPREY,
EEG PASTASI, ALKOL ICERMEYEN KOPUK EL DEZENFEKTANI, AGIZ BAKIM SWABI, ALKALI NOTRALIZAN VE

ENZIM ICEREN SOLUSYON, SEDYE VE TABLA ORTUSU, TIBBi CIHAZ YUZEY DEZENFEKTANLARI, YUKSEK DUZEY

TIBBi CIHAZ DEZENFEKTANLARI, STERIL KAYGANLASTIRICI JEL, ELEKTROD, ELEKTRO CERRAHI KALEM TiPi
VE CIMBIZ TiPi FORCEPSLER, ELEKTROT TiP CERRAHI KALEM, SCALPEL ULTRASONIK CERRAHI SISTEM
CIiHAZI1 VE PROBLARI VE KABLO TASARIMI) URETiMi VE SATISI

Certificate Number: 2024/MDQMS/000511  Initial Certification Date: 05.03.2024
Belge Numarasi: 2024/MDQMS/000511 Ilk Belgelendirme Tarihi: 05.03.2024

Certification Period: 3 Years Certificate Validity Date: 04.03.2025
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 04.03.2025

ACCREDITED

Management Systems
Certification Body

MSCB-135

IQR Sertifikasyon Onayt

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.$Ti.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Niltfer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com
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