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EU DECLARATION OF CONFORMITY 

 

Regulatory basis. This Declaration of Conformity is issued under the sole responsibility of the manufacturer 

in accordance with Regulation (EU) 2016/425 on personal protective equipment. 

 

Manufacturer ASAP International Sdn. Bhd. 
No. 1, Jalan Sitar 33/6, Seksyen 33,  
40400 Shah Alam, Selangor, Malaysia 

Single Registration Number (SRN) MY-MF-000004500 

EU Authorised Representative 

Name & address 

 

CMC Medical Devices & Drugs S.L. 

C/ Horacio Lengo, 18, 29006 Málaga, Spain 

Single Registration Number (SRN) ES-AR-000000293 

 
PPE identification 

Personal Protective Equipment ASAP Nitrile Powder Free Gloves (models listed in Annex I) 
 

PPE Category 
 
Intended Use 

Category I (minimal risk only) 
 
Single-use protective gloves for minimal risk tasks, providing 
basic hand coverage and protection (within IFU limitations). 

  
 
References to standards/specifications. Not applicable. No harmonised standards are claimed for this 

Category I (minimal risk only) PPE. Conformity is demonstrated through internal technical documentation, 

including product specifications, risk assessment, and manufacturing controls, in accordance with 

Regulation (EU) 2016/425. 

Regulatory statement. The manufacturer declares that the Personal Protective Equipment specified above 

and listed in Annex I conforms to the applicable provisions of Regulation (EU) 2016/425 and the 

standards/specifications referenced herein. All supporting documentation is retained at the premises of 

the manufacturer. 

Place and date of issue: Shah Alam, Malaysia — 21 May 2026 

Signed by ASAP International Sdn. Bhd. designated representative: 

 Name / Title: Nurul Farhana / Regulatory Affairs Specialist  

Signature:  
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ANNEX I 
 

PRODUCT MODEL SIZE PRODUCT CODE 

ASAP Lite Nitrile Powder Free Examination Gloves (Black) XS-XL 20271 – 20275  

ASAP Lite Nitrile Powder Free Examination Gloves (Blue) XS-XL 20541 – 20545 

ASAP Lite Nitrile Powder Free Examination Gloves (Cobalt 
Blue) 

XS-XL 20551 – 20555 

ASAP Lite Nitrile Powder Free Examination Gloves (White) XS-XL 20851 – 20855 

ASAP Lite Nitrile Powder Free Examination Gloves (Violet 
Blue) 

XS-XL 21651 – 21655 

ASAP Lite Nitrile Powder Free Examination Gloves (Black) XS-XL 20531 – 20535  

ASAP Nitrile Powder Free Examination Gloves (Blue) XS-XL 20571 – 20575 

ASAP Nitrile Powder Free Examination Gloves (Pink) XS-XL 20661 – 20665 

ASAP Nitrile Powder Free Examination Gloves (White) S-L 21172 – 21174 

ASAP Nitrile Powder Free Examination Gloves (Cobalt Blue) XS-XL 21211 – 21215 

ASAP X-Tra Thick Nitrile Powder Free Examination Gloves 
(Black) 

XS-XL 20101 – 20105 

ASAP X-Tra Thick Nitrile Powder Free Examination Gloves 
(Blue) 

XS-XL 20711 – 20715 

ASAP X-Tra Thick X-Tended Nitrile Powder Free Examination 
Gloves (Black) 

XS-XL 20841 – 20845 

ASAP X-Tra Thick X-Tended Nitrile Powder Free Examination 
Gloves (Blue) 

XS-XL 20961 – 20965 

ASAP Pro X-Tended Nitrile Powder Free Examination Gloves 
(Blue) 

XS-XL 20791 – 20795 

ASAP  High Risk Nitrile Powder Free Examination Gloves XS-XXL 20641 – 20646 

ASAP X-Tra Thick T-Grip Nitrile Powder Free Disposable Gloves 
(Orange) 

S-XXL 20422 – 20426 

ASAP X-Tra Thick T-Grip Nitrile Powder Free Disposable Gloves 
(Black) 

S-XXL 20942 – 20946 

ASAP X-Tra Thick Nitrile Powder Free Disposable Gloves 
(Black) 

XS-XL 20671Z – 20675Z 

 

 

 


