FOC

FIRST QUALITY CERTIFICATION

CERTIFICATE

This certificate is granted to the organization,

OZTAS GLOBAL SOGUTMA TEKNOLOJILERI
VE METAL SANAYI TICARET ANONIM SIRKETI

Kegilikdyosb Mahallesi Ahmet Nazif Zorlu Bulvari No:32

Yunusemre / Manisa / Tlrkiye

Branch: Muradiye Mahallesi Sanayi Caddesi Oztas Ltd. Sti. Apartmani
No:26 Yunusemre / Manisa / Tirkiye

CUTTING, SHAPING, WELDING, SALES AND MARKETING OF STEEL AND OTHER
METAL MATERIALS- DESIGN, MANUFACTURING SALES AND MARKETING OF
COMMERCIAL TYPE REFRIGERATOR, MEDICAL TYPE REFRIGERATOR AND
INDUSTRIAL TYPE REFRIGERATOR CABINETS

EA 17, 18

according to the scope,

ISO 9001:2015

to certify that Quality Management System in accordance with standard’s clauses
is established and being implemented.

First Date of Issue : 01.03.2019

Date of Issue : 28.02.2022
Certificate Period : 3 Years

Reissue Due Date : 28.02.2023
Certificate No :01.19.7859.113419.D
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First, Lification O e Deutsche

2 Akkreditierungsstelle
Sy icate Approved D-ZM-19276-01-00
Mal / Istanbul / Tirkiye

0

FQC, India & Head Office Flicritical Location

FOCDhigitaliity igmbtichijolPrteltAndrei ‘I 1 Belgelendirme ve Eit. Hiz. AS.
SCOPateecR022 PrcRiI09 1254 HBST, India ' ppel Cad. No:12/18 Kat:4 D: 28-29 Maltepe / Istanbul / Tiirkiye
T: +RAM3WI61AB 1 Sighdtthid _ l 41/+90 216 457 69 08 F: +90 216 457 98 69
wwifocsition: INgSIdesiisom jal.org info@fqcglobal.org

Bu belge, miisterinin FQC'nin kurallanna ve sbzlesme sartlanna uydugu siirece gegerlidir. Sertifika geerilik durumu FQC’ nin internet sitesinden takip edilir.
This document shall remain valid as long as the customer obeys FQC rules and terms of the contract. Certificate validity may be checked on FQC website.



CERTIFICATE

Medical Devices Quality Management System
CERTIFICATE NO: 31928401

OZTAS GLOBAL SOGUTMA TEKNOLOJILERi VE METAL

SANAYI VE TICARETA.S.
Kegilikdy OSB Mahallesi Ahmet Nazif Zorlu Bulvar No: 32 YUNUSEMRE MANISA/TURKIYE

EN ISO 13485:2016

Design, Manufacturing, Sales-Marketing, Technical Service Activities of Medical Type
Refrigerator (Blood Storage, Plasma Storage, Vaccine-Serum Kit Storage, Ultra Low
Temperature Medical Type Freezer, Outdoor / Cold Chain Vaccine and Blood Bank
Refrigerator)

Approves that the Medical Devices Quality Management System implemented for above scope.

First Issue Date 11.10.2019
Issue Date 07.10.2022
Expiry Date 06.10.2025
Revision Date/No 07.10.2022 /3

SZUTEST UYGUNLUK DEGERLENDIRMEAS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 iSTANBUL / TURKIYE

Szutest.com.tr




OZTAS coolermed

€ EU DECLARATION OF CONFORMITY '.-'.'.o'

Manufacturer OZTAS GLOBAL SOGUTMA TEKNOLOJILERI VE METAL SANAY| ve TICARET
ANONIM
Address SIRKETI
ORGANIZE SAN. BOLGESI 4. KISIM,AHMET NAZIF ZORLU BULV. NO:32 MANISA
Product FREEZER

MCGE0ASI - M170ASI- M260ASI - M390ASI - M400ASI -M660ASI - MO00ASI- ECO380ASI CLASS - ECO670ASI CLASS-

TYPe \11600ASI

The product described above is in conformity with the following EU Directives

+2014/35/EU REGULATION ON THE ELECTRICAL EQUIPMENT DESIGNED FOR USE WITHIN CERTAIN VOLTAGE LIMITS

+ %

+2014/35/EU ELECTROMAGNETIC COMPATIBILTY REGULATIONS.
+2006/42/EU MACHINERY DIRECTIVE
<93/42/EEC MEDICAL DEVICE DIRECTIVE

+2011/65/EU ROHS DIRECTIVE

The products described above, corresponding to this, bear the CE-mark.
The products descried above are in conformity with the following harmonized standards:

SAFETY STANDARDS

Safety requirements for electrical equipment for measurement, control and laboratory use -

ENIS0 61010-1:2010 Part 1: General requirements

EN IS0 61010-2-011:2017  Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 2-011: Particular requirements for refrigerating equipment

EMC
EN SO 61326-1:2013 Electrical equipment for measurement, control and laboratory use - EMC requirements -

Part 1: General requirements

Oztas Global Sogutma Teknolojileri ve Metal Sanayi ve Ticaret Anonim Sirketi
Kegilikdy Osb Mahallesi Ahmet Nazif Zorlu Blv. No:32 Yunusemre / Manisa
Mesir V.D. 707 051 5339 - Tel: 0236 213 12 12 - Fax: 0236 213 1208
www.coolermed.com.tr / info@coolermed.com.tr-servis@coolermed.com.tr

Ersin OZTAS
GENERAL MANAGER y
i

Ref No: CM.TD.06.D02 Rev.Date: 05.01.2022
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