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EU Declaration of Conformity 

Manufacturer: Medicare Products Ltd 
Manufacturer’s Address: Unit B, Dolphin Way, Purfleet, Essex, RM19 1NZ 
Product Brand: Nitrex Ultra Sensitive 
Product Description: Blue nitrile powder free disposable glove 
Product Code: GN92 
PPE Category: Category III 
Medical Device Category: Class I 

It is declared that the above product: 

 is in conformity with the provisions of Regulation (EU) 2016/425 on personal 
protective equipment and with National Standards transposing harmonised standards 
EN 374-1:2016, EN 374-5:2016, and EN 420:2003+A1:2009. 
 

 is identical to the personal protective equipment which is the subject of EU Type-
Examination Certificate number 2777/10015-03/E13-01, issued by SATRA 
Technology Europe Limited, Bracetown Business Park, Clonee, Dublin, D15 YN2P, 
Republic of Ireland (Notified Body number 2777), according to Annex V (Module B) of 
Regulation (EU) 2016/425. 

 
 is subject to the conformity assessment procedure Module C2 set out in Annex VII of 

Regulation (EU) 2016/425, under the surveillance of the notified body SATRA 
Technology Europe Limited, Bracetown Business Park, Clonee, Dublin, D15 YN2P, 
Republic of Ireland (Notified Body number 2777). 
 

 is in conformity with the provisions of Council Directive 93/42/EEC on medical devices 
and with National Standards transposing harmonised standards EN 455-1:2000, EN 
455-2:2015, EN 455-3:2015, EN 455-4:2009, and is self-certified as a Class 1 non-
sterile medical device (according to Annex IX rule 5). 
 
 

This EU declaration of conformity is issued under the sole responsibility of the manufacturer, 
Medicare Products Ltd. 
 
Signed for and on behalf of: Medicare Products Ltd 

Place of issue: Purfleet 

Name and role: Gary Sira, Director 
Signature: 
  

Expiry Date: 21st April 2023 



GN92
NITREX Ultra Sensitive

Latex-Free

Powder-Free

Ultimate Tactile Sensitivity

Good Chemical Resistance

Micro-Textured Fingers
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NITREX Ultra Sensitive examination gloves are manufactured from a high quality nitrile formulation resulting in a 
strong performing glove with a high level of tactile sensitivity.

The advanced thin film technology utilised in the manufacture process results in a glove, which is suitable for a 
wide range of tasks in multiple environments.

Specification

Physical Properties

Glove details Specification
Material Nitrile
Length Min. 240mm
Protein Level Contains no latex proteins
Surface Micro-textured fingers
Shape Ambidextrous
Colour Blue
Sterilisation Non sterile
Shelf Life Min. 3 Years

Glove details Properties
Force at Break (Newtons) >6
Freedom from Holes AQL 1.5
Length (mm) Min. 240
Cuff Thickness (mm) 0.04 
Palm Thickness (mm) 0.05
Finger Thickness (mm) 0.06

AQL (Acceptable Quality Level) refers to the maximum number of 
defective products that could be considered acceptable during the 
random sampling of an inspection, in this case freedom from holes 
in gloves. The lower the number, the fewer the holes and the higher 
the quality of gloves. 



Sizing
Size Palm width
Extra Small 75 ± 5mm
Small 85 ± 5mm
Medium 95 ± 5mm
Large 106 ± 5mm
Extra Large 116 ± 5mm

Quantities
Code Box Qty Case Qty
GN92E 200 Gloves 10 Boxes
GN92S 200 Gloves 10 Boxes
GN92M 200 Gloves 10 Boxes
GN92L 200 Gloves 10 Boxes
GN92X 200 Gloves 10 Boxes

Re-order Codes
Size MPC NHS Code
Extra Small GN92E FTE2895
Small GN92S FTE2894
Medium GN92M FTE2893
Large GN92L FTE2892
Extra Large GN92X FTE2891

Quality standards: Manufactured in a facility holding ISO 9001 and 
ISO 13485.

Product standards: 
Medical Device Directive (MDD)
This product is classified as a Class I Medical Device and complies with 
European Standards EN 455-1:2000, EN 455-2:2015, EN 455-3:2015 
and EN 455-4:2009.

PPE EU Type-Examination
This product is classed as Category III Personal Protective Equipment 
(PPE) according to the PPE Regulation (EU) 2016/425.

Storage: Store in a cool, dry place away from sources of heat or direct 
sunlight and shielded from ozone and UV light.

Disposal: Dispose of gloves as clinical waste. Collection case and 
transit case can be recycled as paper or disposed of as clinical 
waste. Please follow your organisation’s policies for disposal.

Shelf life: Minimum three (3) years from date of manufacture.

Country of origin: Malaysia

Notice: This product is free from natural rubber latex and is 
suitable for use in latex-free environments. Components used in 
glove manufacturing may cause allergic reactions in some users. 
If allergic reactions occur, stop use and seek medical advice 
immediately.

Find out more at www.medicareproducts.com

Medicare Products Ltd, Unit B Dolphin Way, Purfleet, Essex RM19 1NZ, UK
e: enquiries@medicareproducts.com              t: +44 (0)1708 863868MPL/GN92/SPEC
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