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Kimtech™ G3 Sterile White 
Nitrile Gloves

Publication code:
4561.01 EN 04.3

®/™ Trademarks of Kimberly-Clark Worldwide, Inc. or its affiliates. © KCWW.

56888 / 56889 / 56890 / 56891 / 56892 
56893 / 56894 / 56887

Former Product Codes:
HC61160 / HC61165 / HC61170 / HC61175 / HC61180
HC61185 / HC61190 / HC61110



(1)For other languages please visit the product page on www.kimtech.eu
(2)Certificate of Analysis / Irradiation are available on a lot by lot basis, 
please visit: www.kimtech.eu/ressources/certifcates
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EU Declaration of Conformity 
  

Version  
1.0 

Revision Date:  
21.11.2022 

DoC #:  
100000005188 

Date of last issue: - 
Date of first issue: 21.11.2022 

 
The manufacturer, and his authorised representative established in the Community, Kimberly-Clark 
Europe Ltd., confirms that the PPE models, as described, are in conformity with the provisions of 
Regulation (EU) 2016/425 for category 
 

Style Product Code(s) Product Description 

Gloves 56888, 56889, 56890, 
56891, 56892, 56893, 
56894, 56887 

Kimtech* G3 Sterile White Nitrile Gloves 

 
Personal Protective Equipment, the European harmonised standard: 
Category III PPE 
Subject to the procedures set out in Module D of the The Regulation (EU) 2016/425 EC under the 
supervision of Notified Body. 
 

Harmonized Standards 
: EN ISO 21420:2020 (Protective gloves – General requirements and test methods) 
EN ISO 374-1:2016+A1:2018: (Protective gloves against chemicals and micro-organisms) as a Type B 
glove against reagents KPT) 
EN ISO 374-5:2016: (Protective gloves against chemicals and micro-organisms) with EN 374-2:2019 
performance level 2 and including Viral Penetration 
 
Is identical to the tested samples which are the subject of: 
EU type-examination certificate: 0598/PPE/22/4248  
Granted to Kimberly - Clark Europe Ltd, based on Technical File by the Notified 
Body:PPE.TG.GBL.130.v03 
 

 
 
Signed on behalf of the manufacturer in the European Community. 

Christelle Bouvier  
Revision Date: 

21.11.2022 

Senior Regulatory Affairs Manager 

Kimberly-Clark Europe Ltd. 

 
As requested by the (EU) 2016/425, addresses of the parts involved as follows: 

Kimberly-Clark Europe Limited 

Walton Oaks, Dorking Road, Tadworth, Surrey, KT20 7NS, United Kingdom 

Telephone: +44 1737 736000 Fax: +44 1737 736670 

SGS FIMKO OY (0598) 
Takomotie 8,HELSINKI,  00380, Finland 

Telephone: +358 9 696 361 Fax:  

TÜV SÜD Product Service GmbH Zertifizierstellen (0123) 
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Ridlerstraße 65, MÜNCHEN,  80339, Germany,  

Telephone: +49 (89) 50084261 Fax:  
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The manufacturer, and his authorised representative established in the United Kingdom, Kimberly-Clark 
Europe Ltd., confirms that the PPE models, as described, are in conformity with the provisions of 
Regulation (EU) 2016/425 as brought into UK law and amended. 
 

Style Product Code(s) Product Description 

Gloves 56888, 56889, 56890, 
56891, 56892, 56893, 
56894, 56887 

Kimtech* G3 Sterile White Nitrile Gloves 

 
Personal Protective Equipment:
Category III PPE 
Subject to the procedures set out in Module D of the Regulation (EU) 2016/425 as brought into UK law and 
amended under the supervision of Approved Body 

  
UK Designated Standards: 
: EN ISO 21420:2020 (Protective gloves – General requirements and test methods) 
EN ISO 374-1:2016+A1:2018: (Protective gloves against chemicals and micro-organisms) as a Type B 
glove against reagents KPT) 
EN ISO 374-5:2016: (Protective gloves against chemicals and micro-organisms) with EN 374-2:2019 
performance level 2 and including Viral Penetration 
 

  
Is identical to the tested samples which are the subject of: 
UK type-examination certificate:0120/PPE/221323  
Granted to Kimberly - Clark Europe Ltd, based on Technical File examination by the Approved 
Body:PPE.TG.GBL.130.v03 
 
 
Signed on behalf of the manufacturer in the United Kingdom. 

Liz Brigden  
Revision Date: 

21.11.2022 

KCP EMEA Regulatory Affairs Associate Director 

Kimberly-Clark Europe Ltd. 

 
As requested by the (EU) 2016/425 as brought into UK law and amended, addresses of the parts involved 
as follows: 

Kimberly-Clark Europe Limited 

Walton Oaks, Dorking Road, Tadworth, Surrey, KT20 7NS, United Kingdom 

Telephone: +44 1737 736000 Fax: +44 1737 736670 

SGS United Kingdom Limited (0120) 
Rossmore Business Park,Ellesmere Port,South Wirral,  CH65 3EN, Cheshire, United Kingdom 

Telephone: +44 (0) 1934 522917 Fax:  



UK Declaration of Conformity   

Version  
1.0 

Revision Date:  
21.11.2022 

DoC #:  
100000050944 

Date of last issue: - 
Date of first issue: 21.11.2022 

 

TUV SUD BABT UNLIMITED (0168) 
Octagon House, Concorde Way, Segensworth North,Fareham,  PO15 5RL, Hampshire, United 
Kingdom 

Telephone: +44 1489 558100 Fax:  











 
 
 
Summary of current validation of Kimtech Pure G3 White Nitrile gloves code numbers:  
HC61160, HC61165, HC61170, HC61175, HC61180, HC61185, HC61190, HC61110 
 
The study was performed according to the guidelines established by ANSI/AAMI/ISO 
11137:2006 "American National Standard, Sterilization of Healthcare Products—
Requirements for Validation and Routine Control—Radiation Sterilization."  The 
maximum dose study performed previously established the maximum dose at 50 kGY.  
The product was tested to be non-bacteriostatic/fungistatic.  
 
Three batches of above-referenced gloves were assayed for bioburden levels.  Method 1 
was used.  The overall average was 22.33 CFU/device.  No single batch was shown to be 
more than twice this overall average and therefore this overall average was used to 
calculate the sub process verification dose. 
 
With reference to table 5 of the standard, the nearest value listed equal to or greater than 
the bioburden level is 24 CFU.  Therefore the sub-process dose required for the sterility 
assurance level of 10 -2 is 6.2 kGy. 
 
One hundred units were irradiated at this dose and subsequently individually tested for 
sterility at 6.2+/-10% kGy. 
 
After full incubation period, there were no growths found.  Therefore statistical 
verification is accepted.  Referring to Table B.1, to achieve the desired Sterility 
Assurance Level of 10-6, the minimum dose required is 19.0  kGy. 
 
Submitted by: 
 

 
Ruthlyn M. Reyes 
KCP Operations 
 
Date:  December 15, 2009 
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