INTERNATIONAL FIRST CERTIFICATION

INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

MHM KONFEKSIYON GIDA TEMIZLIK MADDELER] MEDIKAL
INSAAT MALZEME_LERI SANAYi VE TICARET LIMITED SIRKETI

Bu Sertifika,

Qi Mahallesi Suleyman Vahit Caddesi No: 67/A vu;egirmdana

kumlusunun,

Maske {(Muayene, Toz, PartikiiliG Toz, Afx Koruyucuy, Tek Kullammidk, Ventil Yiksek Koruma Sivi ve
Balter! Gegirmer Yikanabilir Afz kin) Kep, Bone, Galos, Eldiven, Onlik, Cerrahi Yiiz Maskesi, Hasta ve
Ziyaretgi Onliikleri, Ameliyat Onlikleri, Masa Ortidsd, Dis Onite Tabla Ortiish, Sedye Ortiisdl, Tulum
(Hasta Tek Kullanimiik, GOvenl Caliganlar icin) Dispanser, Sterll Malzemelerin ve Dezenfektanlann
imalaty, Alims, Satim, ithalat ve Ihracaty

kapsaminda, :

3 B, L]
1SO 9001:2015
Kalite Yénetim Sistemi Standardinin sartlarina uyan bir yonetim sistemi kurdugunu
ve uyguladigini onaylamak iizere verilmistir.

fik Yayin Tarihi : 25.03.2020

Yayn Tarihi + 25.03.2020

Sertifika Gegerlilik Tarihi 1 3Vl 24.03.2023

Sertifika Biti Tarihi : 24.03.2021 . e

Sertifika No : IFC-Q-3-20-1-3561 ACCREDITED

Ca‘ltmhg,

MSCB-170-3563

nsmmmmummwﬁiﬂumw
Adaint sk Manes B, No:33/2203 - W!mw ANONIM
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INTERNATIONAL FIRST CERTIFICATION

CERTIFICATE

This certificate is granted to the organization,

MHM KONFEKSIYON GIDA TEMIZLIK MADDELERI MEDIKAL INSAAT
MALZEMELERI SANAYI VE TICARET LIMITED SIRKETI

Cumhuriyet Mahallesi Siifeyman Vahit Caddesi No:67/A Yiiregir, Adana, TURKEY

mwmm-m. Sale, Importand Export of Mask (for Examination, Powder, Particulate Powder,
Mount Powder, Mount Protector, Disposable, High Protection Valve, Liguid and Bacteria Proof

Washabie Mouth)Cap ,Bone, Soe Covers, Gloves, Apron, Surgical Facemask, Patient and Visitor Gowns,
Surgical Gowns, Tablecioth, Dental Unit Tray Cover, Stretcher Cover, Overalls {for Patients, Disposable,

Safe Workers) Dispansary, Sterile Materials and Disinfectants
according to the scope,

1SO 9001:2015

to certify that quality management system in accordance with standard's clauses is
established and being implemented.

INTERNATIONAL FIRST CERTIFICATION

Date of First issue : 25.03.2020

Date of Issue : 25.03.2020 T

Certificate Period : 3vear 24.03.2023 | AS

Reissue Date : 24.03.2021 R Y

Certificate No : IFC-Q-3-20-1-3561 ACCREDITED
Manage mrd Systaer;

Contfication Bogy
MSCB-170-3561

Approved

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITIM HIZMETLERI ANONIM
Adatet Mah, Manas Blv. No:39/2203 - Folkart Towers Bayrakdy, lzmir,
vﬂmwmmummn




ZiE

EC — DECLARATION of CONFORMITY

imatgi

Manufacturer
Adres
Address

Tel / Fax

Kapsam

In accordance with
Standart
Standards

Brand
Marka

UYGUNLUK BEYANI

MHM KONFEKSIYON GIDA TEMIZLIK MADDELERI
MEDIKAL INS. MAL. SAN. VE TIC. LIMITED SIRKET!
Cumhuriyet Mahallesi Siileyman Vahit Caddesi No:67/A Yiregir,

Adana, TURKEY
5.1.2¢ IEEE @hotmail.com

Tibbi Cihaz Yénetmeligi 93/42/AT
Medical Devices Directive 93/42/£CC

EN 14683+AC:2019

< ZEAL

Bu talimatiara uygunlukla iigii bilgiler uyguniuk dosyasinda belirtiimistir.
For further information about compliance with these directivies see technical files.

Uriin
Product

Model
Type

Simif
Classification

GMDN No

Tek Kullanimlik Cerrahi Maske
Disposable Surgical Mask

MHMO01- Two-Layer Mask
MHMO02- Three-Layer Mask

Sinif 1 (steril ve dlgme fonksiyonu olmayan)
Class 1 Anex Vil (Non-Steril}

:-35177

TWMWAMW@WMWW. '
mmmmmmmmdmmmmnm

mmmmvumhnmuwuw,mmmmmpnmmmm

Uronie bislikte verilen tam govenlik uyanlan, montaj ve igletim talimatlanna uyulmas: gerekir.

This declaration certifies compliance with the indicated directives but Impliens no warranty of properties .
All safety instructions shown on products documentation and mounting iinstructions ctc. Shall be coserved.

Certificate number
Tarth /Date :

126032020

I

iMHN 01 01 /03-20 - REV: 00

124168



~ type, as brought into circuiation by us In Case of the alteration of the product, not agreed upon by us, this

INTERNATIONAL FIRST CERTIF ICATIOL
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INTERNATIONAL FIRST CERTIFICATION

CERTIFICATE OF CONFORMITY

We hereby declare, Manufacturer, Distributor/EU Representative:

MHM KONFEKSIYON GIDA TEMIZLIK MADDELERI MEDIKAL INSAAT
MALZEMELERI SANAYI VE TICARET LIMITED SIRKETI

Cumhuriyet Mahallesi Siileyman Vahit Caddesi No:67/A Yiiregir, Adana, TURKEY

MvnfoMngdesatedmmhwddmedmonWBWMaWambas@sfdyam
health requirements of the 93/42/EEC Medical Device Directive (Class I Anex VII) based on its design and

dedlaration will lose its validity,
Description of the Product + NON STERILE DISPOSABLE SURGICAL FACE MASK

MHMO01- Two Layer Mask
Mode! of Product 1 MHMO02- Three Layer Mask

Product Commercial Brand : ZEAL
Applicable EC Directives : 93/42/EEC Medical Device Directive
Harmonized Standards : EN 14683+AC:2019
Test Report No/Issue : TSN2003018-24.03.2020/IFCGLOBAL LAB
Classification : Class I Anex VII (Non-Steril)
Issue date : 24.03.2020
Valid from 1 24.03.2020

23.03.2021
MCE.20.303
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hof Reg stratlon

This is to Certify that the
Medical Devices -- Quality Management System
of
MHM KONFEKSIYON GIDA TEMIZLIK MADDELERI

MEDIKAL INSAAT MALZEMELERI SAN.
VE TiC. LTD. STI.

CUMHURIYETMAH. SULEYMAN VAHIT CAD. NO:67/ Z01
YUREGIR / ADANA / TURKIYE

has been mdependently assessed and is compliant
~with the requlrements of

'_""jsISO 13485 2016

This Certif cate is applicable to the following product or service ranges:

MANUFACTURE, PURCHASE, SALE, IMPORT AND EXPORT OF MASK (FOR EXAMINATION, POWDER,
PARTICULATE POWDER, MOUTH PROTECTOR, DISPOSABLE, HIGH PROTECTION VALVE, LIQUID
AND BACTERIA PROOF WASHABLE EXE TH), CAP, BONE, SHOE COVERS, GLOVES, APRON,
SURGICAL FACE MASK, PATIENT AND ViSITOR GOWNS, SURGICAL GOWNS, TABLECLOTH,
DENTAL UNIT TRAY COVER, STRETCHER COVER, OVERALLS (FOR PATIENTS, DISPOSABLE,
SAFE WORKERS), DISPENSARY, STERILE MATERIALS AND DISINFECTANTS
MASKE( MUAYENE, TOZ, PARTEKULLU TOZ, AGIZ KORYUCU, TEK KU LLANIMLIK,VENTILI YOKSEK
KORUMA, SiVI VE BAKTERI csciam:z YIKANABILIR AGIZ ICIN), KEP.BONE, GALOS.ELDIVEN,
ONLUK, CERRAHI YUZ MASKESI,HASTA VE ZIYARETCI ONLUKLERI, AMELIVAT ONLUKLERI,MASA
ORTUSU,DIS UNIT TABLA ORTUSUSEDYE ORTUSE. TULUM(HASTA, TEK KULLANIMLIK, GUVENLI
CALISANLAR ICIN),DISPANSER, STERIL MALZEMELERIN VE DEZENFEKTANLARIN
IALATEALIMESATIMLITHALAT VE IHRACATI

o Cérliﬁca!é No:TR51 5;16H

Date ofi nitial registration 03 April 2020
Date of this Certificate 03 April 2020
Surveillance audit on or before 02 April 2021
Recertification Due / Certificate expiry 02 April 2023

This Certificate is property of Staunchly ﬁanogemcnl & System SQtwcu Ltd. and remains valid

ERVICES LTD.
Suite 48, 88-90 Hatton Garden. London. EC1N 8PN.
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