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Product Name  : Nitrile disposable glove [powdered and powder-free] 
Chemical Family : Synthetic nitrile 
Company Name : Top Glove Sdn. Bhd. 
Address : Lot 4969, Jln Teratai, 6th Miles, Off Jln Meru, 41050 Klang, 

Selangor D.E. Malaysia.  
Tel : +603-3392 1992/1905 
Fax : +603-3392 1291/8410 
 
SECTION 2:  HAZARDS IDENTIFICATION 
 
Emergency Overview 
Nitrile disposable gloves are not hazardous. 
 
Hazard   : Non-hazardous. 
Physical State  : Solid, film. 
Colour   : Clear, coloured. 
 
Potential Health Effects 
Routes of Exposure : Skin contact 
Signs and Symptoms : No adverse health effects are anticipated from the reasonable use  

  of nitrile disposable gloves. 
Eyes   : Non-hazardous. 
Inhalation  : Non-hazardous. 
Skin   : Not a Primary Skin Irritant. Not a Dermal Sensitizer. 
Ingestion  : This product has not been tested. 
 

 
SECTION 3: COMPOSITION/ INFORMATION OF INGREDIENTS 

 
Powdered : Nitrile latex, ZDBC, ZDEC, zinc oxide, sulphur, titanium dioxide,   

  potassium hydroxide, aquawax and color pigment. 
 
Powder-Free : Nitrile latex, potassium hydroxide, aquawax, ZDBC, ZDEC, zinc   

 oxide, polymeric hindered phenol, sulphur, titanium dioxide and   
  color pigment. 

SECTION 1: CHEMICAL PRODUCT AND COMPANY IDENTIFICATION 
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SECTION 4: FIRST AID MEASURES 
 
Steps to be taken in event of mishap: 

Eyes    : Non-applicable. 

Inhalation   : Non-applicable. 

Skin    : Wash with soap and water. 

Ingestion   : Seek medical attention if a significant quantity has been 

  swallowed. 

 

SECTION 5: FIRE FIGHTING MEASURES 
 
Flammability Classification : Non-classified. Gloves will burn but do not easily ignite. 

Extinguishing Media  : Water spray, carbon dioxide, foam or dry chemical. 

Firefighting Precautions : Wear self-contained breathing apparatus and full  

   fire-fighting turn-out gear. 

 

SECTION 6: ACCIDENTAL RELEASE MEASURES 
 
Release Response  : Retain for recycle or disposal. 

 

SECTION 7 : HANDLING AND STORAGE 
 
Nitrile disposable gloves shall maintain their properties when stored in dry condition at 

temperature between 10°C to 30°C. Protect gloves against ultraviolet light sources such as 

sunlight and oxidizing agents. 
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SECTION 8: EXPOSE CONTROLS AND PERSONAL PROTECTION 

 

Engineering Control 

Use local exhaust in confined spaces where nitrile disposable gloves are heated. 

Personal Protective Equipment 

Eyes  : Not required. Use goggles if nitrile disposable gloves are heated. 

Inhalation : Not required. 

Skin  : Not required. Use heat resistant gloves if nitrile disposable gloves are 

heated to melting state. 

 

SECTION 9: PHYSICAL/ CHEMICAL PROPERTIES 

 

Appearance : Ambidextrous 

    Textured, embossed inside/ outside 

    Clear or coloured 

Physical State : Solid 

Odour  : Odourless 

pH  : 7.35 
 

SECTION 10: STABILITY AND REACTIVITY 

 

Chemical Stability : Nitrile disposable gloves are stable. 

Conditions to Avoid : Avoid contact with excessive heat, sparks or open flame. Avoid 

dust accumulation. 

Hazardous Products : Variety of toxic off-gases may be formed when nitrile disposable 
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of Decomposition gloves burn and may further cause respiratory 

irritation 

The gloves shall have shelf life of 5 years from the date of manufacturer with the above 

storage condition. 

 

SECTION 11: TOXICOLOGICAL INFORMATION 

 

Acute Effects    : Non-toxic. 

Sub-chronic and Chronic Effects : Non-toxic. 

 

SECTION 12: ECOLOGICAL INFORMATION 

 

Product of Biodegradation  : Non-biodegradable. 

Ecotoxicity    : Nitrile disposable gloves are considered as inert.  

 

SECTION 13: DISPOSAL CONSIDERATION 

 

This document covers the recommended method for disposal for nitrile examination gloves 
manufactured by Top Glove Sdn. Bhd. 
 
Incineration: Put appropriate amount of the gloves into the incinerator or furnace to destroy 
them following the requirements shown below. 
Requirements: 
1) Burning temperature exceeds 850oC 
2) Combustion retention time is not less than 2 seconds 
                                                                                                                               
Note: Gloves should not be destroyed by open burning at low temperature or dispose at 

normal disposal area. 
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Other Disposal Considerations: Check with state and local authorities before discarding.   
   The information offered here is for product as shipped. Use    
   and/or alterations to the product such as mixing with other  
   materials may significantly change the characteristics of      
    the material and alter the proper disposal method. 

 
SECTION 14: TRANSPORT INFORMATION  
 
Non-dangerous goods. 
 
SECTION 15: REGULATORY INFORMATION  
 
Non-applicable. 
 
SECTION 16: OTHER INFORMATION  
 
This Product Safety Data Sheet is offered solely for your information. Top Glove Sdn. Bhd. 
provides no warranties, either express or implied, concerning the sage use of this product 
in your process or in combination with other substances and assumes no responsibility for 
the accuracy or completeness of the data contained herein. User has the sole responsibility 
to determine the suitability of the product for any use and the manner of use contemplated.  
 
…………………………………………END……………………………………………... 

 

Prepared By:       Verified By: 

QA/ RA Division      Mrs. Noor Akilah Saidin 

                                                                                                QA/ Deputy General Manager 



 
 

DECLARATION OF CONFORMITY 
 

Manufacturer's Name   : TOP GLOVE SDN. BHD 
Manufacturer's Address  : Lot 4969, Jalan Teratai, 6th Mile, Off Jalan Meru,   
       41050 Klang, Selangor D. E. Malaysia 
 
European Authorized Representative: Top Glove Europe GmbH 
        Bliersheimer Str. 80, D-47229 Duisburg    
          Deutschland/Germany 
        Tel.:+49-(0)2065-76421-0, Fax:+49-(0)2065-76421-19 
 
Name of Device    : Nitrile Examination Gloves 
Type    : Powdered and Powder Free                                   
Classification    : Class I, Non Sterile 
Conformity Assessment Procedure : Annex VII 
Conformity Route   : Self Declaration 
 
We herewith declare with our own responsibility that above mentioned product(s) with CE mark is 
fully compliance with Essential Requirement of the EC Council Directive 93/42/EEC 14th June 1993 
concerned medical devices, amended by Council Directive 2007/47/EC. 
 
Competent Authority   : Bezirksregierung Düsseldorf,  
       Postfach 300865, 40408 Düsseldorf. 
Registration Date   : 31 March 2010 
Registration No   : DE/CA20/02-TOPGLOVEB-01/10 
 
Date     : 3rd October 2014 
 
 
 
     __________________  
     Name: Pn Noor Akilah Saidin 

 Designation: QA Deputy General Manager 
 
 

     
                                                                      RA/DOC/A  





























Issued to:

Notified Body: 2777 SATRA customer number: P0130

Top Glove Sdn Bhd
Lot 4969 Jalan Teratai
Batu 6
Off Jalan Meru
41050 KLANG
Selangor D E
Malaysia

 
This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant 

standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and 

safety requirements of Annex II of the PPE Regulation (EU) 2016/425 as a  Category III product.

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA: CHM0265112/1749/EN/A, CHM0265112/1749/EN/B, CHM0265112/1749/SPT, CHM0272621/1826/JS, 
CHM0275215/1836/LH, CHM0275215/1836/LH/E, CHM0275215/1836/LH/D, CHM0275215/1836/LH/A/Final 
TUV: 7191143339-CHM16-01-RC

Signed on behalf of SATRA:
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SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.

Product reference: Description:

EB201 Nitrile examination powder free gloves available in:
Black, White, Red, Pink, Blue, Light Purple, Green, Forest Green, Cool Blue, Cornflower 
Blue, Violet Blue, Marlin Blue, Sky Blue, Dodger Blue, Pearlescent Pink, Harmony Blue, 
Avocado.  
Classification:Sizes:

6 (XS) – 10 (XL) EN ISO 374-1:2016/Type B Level EN374-4:2013
37% Formaldehyde 6 3.1%
40% Sodium Hydroxide 6 -25.6%
30% Hydrogen Peroxide 2 17.0%

EN ISO 374-5:2016
Resistance to Bacteria and Fungi Pass
Resistance to Virus Pass

Certificate number: 2777/10648-04/E00-00

Date first issued: 25/06/2018
Date of issue: 14/03/2019 Expiry date: 25/06/2023
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TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and 
those given in the current certification agreement.

The certificate holder is licensed to mark the products detailed within this certificate in accordance with 
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of 
9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product 
conformity. Please note:

1. Where the product is classified as category III then CE Marking of production is reliant on 
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically 
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer’s technical 
documentation.

3. Where a translation of this certificate exists, the English language version shall be considered 
as the authoritative text.

4. Certification is limited to production undertaken at the sites listed in the manufacturers technical 
documentation.

5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on 
this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical 
documentation.

7. This certificate shall be kept together with the relevant technical documentation in a safe place 
by the client named on this certificate. Production of this certificate and other documentation 
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification 
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a 
condition of manufacture, design, materials or packaging have been changed and 
therefore no longer comply with the requirements of Regulation 2016/425.


