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This is to certify that the product listed below conforms to the requirements of the

Directives Name

Certificate no.:

Date of Issue:

Date of Expiry:TR9303U-2021

PMSTIILS/CE/TR9303U-2021

PERSONAL PROTECTIVE EQUIPMENT (PPE) DIRECTIVE 2016/425 (EU)
KİŞİSEL KORUYUCU DONANIM YÖNETMELİĞİ 2016/425 (EU)

14 February 2024

Manufacturer : PRİZMANET MEDİKAL SANAYİ TİCARET
İTHALAT İHRACAT L ŞTİ.TD.

Description of :Products

Equipment Identification : As Shown of Above

Other Certification : nil

Standards Applied : EN 149:2001+A1:2009

Report Reference:

This Report has been Issued by Certiva Limited according to the provision of the
This Report is issued following the assessment of the documentation and implementation of the Quality System in accordance
with the provisions of the quoted Conformity Assessment Module of the above directives. The CE Mark may be affixed to the press

the Scope of approvals as described above once the ‘EU declaration of conformity’ has been signed
by the responsible person.

MEDICAL DEVICE DIRECTIVES
.

MEDICAL DEVICE DIRECTIVES

Director

YAHYA KEMAL MAH.OKUL CAD. NO:13/15 KAĞITHANE/İSTANBUL/ TÜRKİYE

MASK
MASKE
(EN 149 FFP2) (CLASS 3 / SINIF 3, NON STERILE)

15 February 2021 Surv. Date : 14 February 2021







This is to Certify that the

Medical Devices - Quality Management System

of

PRİZMANET MEDİKAL SANAYİ TİCARET
İTHALAT İHRACAT LİMİTED ŞİRKETİ

has been independently assessed and is compliant

with the requirements of

ISO 13485:2016
This Certificate is applicable to the following product or service ranges:

Certificate No.: TR53320H

YAHYA KEMAL MAH. OKUL CAD. NO:13/15 KAĞITHANE / İSTANBUL / TÜRKİYE

PRODUCTION AND SALE OF MEDICAL MASK FOR ADULT, MEDICAL MASK FOR
CHILDREN, BONNET, VISOR AND OVERALLS

YETİŞKİN TIBBİ MASKESİ, ÇOCUK TIBBİ MASKESİ, BONE, SİPERLİK, TULUM
ÜRETİMİ VE SATIŞI

Date of initial registration 08 October 2020

Date of this Certificate 08 October 2020

Surveillance audit on or before

Recertification Due / Certificate expiry

07 October 2021

07 October 2023
This Certificate is remains valid subject to satisfactory surveillance audits.

Emmanuel ADEMOSU

Director


