
StJPERIиAx
c;LOvE MANLIFAcTl]RING SDN BIiD

(,) l (,,ч r I j

То Whоm It Мау Сопсеrп

Sungai Buloh, Selangor
Malaysia

Yap Peak Geeh
QA & Regulatory Affairs Manager

Lot За, pul.a lldчltй' РаlЬ alkil Bahrnan PutTa
_ , 470ОО sчпgдt Buloh, sdor,€d D.rul Еh.Ф. li{.laylis
Тбl: бцэ{l452з2а (зо liпэs) Fа, бo}ol562191/67зо7ijsз

€,МNL: ýmяхОро-jа.iбg.mу
*W.ý,rр€в]очэý,соm

Date: 8 October 2020

We, SUPERMAX GLovE MANUFACTURING SDN. BHD. А registered mапчfасtчrеr
and exporter ofdisposable medical examination and suTgical gloves lоiаtеd at I-M зв, p"ti"
Industrial Park, Bukit Rаhmап Putra 47000 Sungai ВuЙ, dебlаrеs that the medical dЪчiсеs
described hегеаftег as :-

о "MEDIC-DENT" Label, Nоп Sterile Powder Frее Nitrile Examination Gloves

- Аrе in conformity with the geneTal safety апd реrfогmапсе requirements оfАппех I
Medical Device Regulation (BU) 20171745 for Class I medicaidevices.

- Classification: Class I based оп Rule 5 transient use, Аппех VIII ofMedical Device
Regulation (EU) 2017 /745.

- Are in conformity with the national standard transposing harmonized standaTd EN
455-1, EN 455-2, EN 455_з and EN455_4.

- The gloves аrе manufactured according to ISo 900l:2015 and EN ISO 13485:20lб
Quality Management Systemý and certified Ьу Notified Body, SGS United
Kingdom Ltd Systems & Services Certification.

- Тhе technieal file "DOCUMENT NO.: SGM-FTF-3'' dated 18 November 20t9
contains all the relevant technical information.
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