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To Whom It May Concern:

DECLARATION OF CONFORMITY

We, SUPERMAX GLOVE MANUFACTURING SDN. BHD. (218698-T), located at
Lot 38, Putra Industrial Park, Bukit Rahman Putra, 40160 Sungai Buloh, Selangor,
MALAYSIA, declare that the following medical devices manufactured by us as,

Name of Device : Non-Sterile Nitrile Examination Gloves

Type : Powder Free
GMDN : 56286
Beybi
Brand : y
Colour : Black
Thickness/ Weight : 3.2mil at 3.5gm (M size)
Sizes : gsize S, M, L and XL
Expiry Date : 5 years from date of manufacture

Country of Origin : Malaysia
Conformity Route : Self Declaration

are in conformity with:-

* The essential requirements of Medical Device Directive (MDD) 93/42/EEC as
amended by Directive 2007/47/EC for Class I medical devices.

* The conformity route of the devices mentioned above is based on Annex VII,
Medical Device Directive (MDD) 93/42/EEC as amended by Directive
2007/47/EC.

* The gloves are manufactured according to ISO 2001:2015 and ISO 13485:2016
Quality Management Systems and certified by Notified Body, SGS UK Ltd
Systems & Services Certification, Rossmore Business Park Ellesmere Port
Cheshire CH653EN UK.

* Our European Representative is Supermax Healthcare Limited, located at
12-16 Titan Drive, Fengate, Peterborough, PE1 SXN, United Kingdom.

Sungai Buloh, Selangor
Malaysia

Yap Peak Geeh
QA & Regulatory Affairs Manager
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AT UYGUNLUK BiLDIiRiIMi
EC DECLARATION OF CONFORMITY

Asadida belirtilen Grinlerin, 93/42/AT Tibbi ve 2007/47/AT Cihaz Yonetmeligi
gereksinimierine gbre yapildigim beyan ederiz.

We herewith declare that the following mentioned products meet the provisions the
Council Directive 93/42/EEC and 2007/47/EC for Medical Device Directive.

Uretici: BEYBI PLASTIK FABRIKAS] SANAYI A.S.
Manufacturer

Adres: Yukan Dudullu Organize Sanayi Bélgesi 1. Cad. No: 27
Address Umraniye / ISTANBUL / TURKIYE

Uriin: Product

Beybi Oriin Adi / Beybi Product Name

Njoy Pudrasiz Nitril Muayene Eldiveni (Siyah) 23.08126

Njoy Powder Free Nitrile Examination Gloves [Black) 23.08127
23.08128
Siniflandirma ! Suraf 1
Classification Class [
Uygunluk Degerlendirme Prosedlri: Ek VII
Conformity Assessment Route: Annex VII
Yirdritidk Tarihi : 05 February 2018 / 05 February 2018
Date of Issue
Deniz BOZAR
Kalite Yoneticisi / Quality Manager
05 February 2018 / IJE__Eg 2018
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BEYBI PLASTIK FAB. SAN. A.S

Organire Sardy Bolgesi | Cadde Mo ITMIIWITMMFTWH
Tel: +90 Tel; «50 216 420 11 01 (& nat / Sney) Fauxc -+ 80 116 113 55 45 web: o Dbl om iy  +poatac mniv@beybicom.tr
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