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Member of the SGS Group (SGS SA)

SAFESHIELD INDIA RUBBER PRODUCTS PRIVATE LIMITED 
PLOT NO 16 B CSEZ KAKKANAD COCHIN, COCHIN SPECIAL ECONOMIC ZONE 
Kochi-682037 
IN 
CONTACT PERSON   : ANIKUMAR P C 

THE FOLLOWING SAMPLE(S) WAS/WERE SUBMITTED AND IDENTIFIED BY/ON BEHALF OF THE CUSTOMER AS : 
SAMPLE DESCRIPTION 

COLOUR 
STYLE NO. 
ARTICLE NO. 
END USE 
FIBRE CONTENT 
CUSTOMER 

GLOVES 
POWDER FREE NITRILE EXAMINATION GLOVES 
BLUE 
AMBIDEXTROUS 
122820 
MEDICAL PURPOSE 
SYNTHETIC RUBBER LATEX(NITRILE) 

COUNTRY OF DESTINATION AUSTRIA 
COUNTRY OF ORIGIN INDIA 
PHOTO APPENDIX. 

SAMPLE RECD ON 18/01/2021 TESTING PERIOD : 21/01/2021 - 22/01/2021 
Summary of Test Results/Conclusion 

Test Method / Standard Clause/Test Name Status / Performance Level 

EN 420:2003+A1.2009 Protective gloves - General requirements 
Dexterity Performance level 5 

EN ISO 374-4:2019 Resistance to Degradation by Chemicals 
Methanol Refer results. 

Per pro SGS India Private Ltd. 

R. GANESAN
SECTION INCHARGE
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  Member of the SGS Group (SGS SA)  

R E S U L T S 
 
 EN 420 : 2003+A1: 2009 Protective Gloves – General requirements and test methods 

 

Clause Test Name Result Average 
 

Standard sizing 
 

 
 

5.2 

 
Dexterity  

Smallest Pin Diameter (mm) 

 
 
5 

 
 
5 

 
 
5 

 
 
5 

 
                                             

             5                           
 
 

Performance level 
 
5 

 
  
 
 EN ISO 374-4:2019 Protective Gloves against Chemicals and Micro Organisms – Determination of resistance to 
  degradation by chemicals 
 

Chemical /  
CAS NO Exposure Duration  Test Results 

Percentage change in puncture resistance 

 

Observation 
 

Methanol 
67-56-1 60±5 minutes 

Glove sample Result (%) 

Moderate swelling 

1 57.6 
2 56.4 
3 58.1 

Mean 57.4 
Standard Deviation  0.917 

 
 
 ***** End of Report***** 
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                                                     CE57IFICA7E  
 
                        OUJDQLVDWLRQ:  6DIHVKLHOG IQGLD 5XEEHU PURGXFWV PYW.  

LWG. 
 

                              AGGUHVV: 
 

 

 PORW NR 16B, C6E=, KDNNDQDG,  
CRFKLQ-682037, KHUDOD, IQGLD 

          7KLV LV WR FHUWLI\ WKDW WKH RUJDQL]DWLRQ KDV EHHQ DVVHVVHG DQG IRXQG WR IROORZ WKH                 
GRRG MDQXIDFWXULQJ PUDFWLFHV DV SHU  

               :HO GXLGHOLQHV:   
 

 :HO GRRG MDQXIDFWXULQJ PUDFWLFHV IRU 
PKDUPDFHXWLFDO PURGXFWV: MDLQ 
PULQFLSOHV (AQQH[ 2) 

                     FRU WKH 6FRSH: 
 
 
             
 
                    CHUWLILFDWH NR.: 
            
  OULJLQDO CHUWLILFDWLRQ DDWH:    

     CXUUHQW DDWH RI GUDQWLQJ:                                

         E[SLU\ DDWH                    :     

 MDQXIDFWXUH DQG DLVSDWFK RI  
PRZGHUHG & PRZGHU FUHH, 6WHULOH & 
NRQ 6WHULOH LDWH[ 6XUJLFDO, 
G\QDHFRORJLFDO & E[DPLQDWLRQ GORYHV 
 
I546/200300323 

29/06/2020 
 
29/06/2020 
 
28/06/2023 

  
 

                                  
                                            

   



Certificate of

We hereby declare that the technical files of all the items in each product group complies with 
the requirements of the Council Directive on Medical Devices 93/42/EECas Amended 2007/47/EC
Class I. 

Manufacturer 
 

Name 
Address 

Product Name  

 

Complies with the requirements applicable to itComplies with the requirements applicable to itComplies with the requirements applicable to itComplies with the requirements applicable to it
The quality system file 
Council Directive on Medical Devices 93/42/EEC as Amended 2007/47/EC
This certificate is issued under the following conditions:

1. It applies only to the qualit
models and it does not substitute the design or type
requested. 

2. The certificate remains valid until the manufacturing conditions or the quality systems
are changed.

3. The certificate validity is conditioned by positive results or surveillance audits.
The CE mark as shown above can be used, under the responsibility of the manufacturer, after
completion of an EC Declaration of conformity and compliance with all relevant EC Directives.
The statement is based on a single evaluation
product. It does not imply an assessment of the whole production.

Validity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verify

Date of Certification
1st Surveillance Audit Due
2nd Surveillance Audit Due
Certificate Expiry
system to the required standard)

 Authorised Signatory

Certificate of Compliance

We hereby declare that the technical files of all the items in each product group complies with 
the requirements of the Council Directive on Medical Devices 93/42/EECas Amended 2007/47/EC

 Certificate No.: CE-11161 

: Safeshield India Rubber Products Pvt. Ltd.
: Plot No.16B, CSEZ, Kakkanad, Cochin
 Kerala, India. 

  : Nitrile Examination Gloves Powder Free 
 Latex examination Gloves- Powdered
 Latex examination Gloves-Powder Free
 Vinyl Examination Gloves-Powder Free

     3 Ply & 4 Ply Surgical Facemask
Complies with the requirements applicable to itComplies with the requirements applicable to itComplies with the requirements applicable to itComplies with the requirements applicable to it    

file has been assessed, approved and is subject to continuous surveillance according to the
Council Directive on Medical Devices 93/42/EEC as Amended 2007/47/EC class I. 

his certificate is issued under the following conditions: 
It applies only to the quality system maintained in the manufacture of above referenced
models and it does not substitute the design or type-examination procedures, if

The certificate remains valid until the manufacturing conditions or the quality systems
are changed.

ertificate validity is conditioned by positive results or surveillance audits.
The CE mark as shown above can be used, under the responsibility of the manufacturer, after
completion of an EC Declaration of conformity and compliance with all relevant EC Directives.
The statement is based on a single evaluation of test report of one sample of above mentioned
product. It does not imply an assessment of the whole production. 

Validity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verify

Date of Certification 
Surveillance Audit Due 
Surveillance Audit Due

04th
03rd June 2021
03rd June 2022

Certificate Expiry(subject to the company maintaining its
system to the required standard)

Authorised Signatory 

03rd June

Compliance 

We hereby declare that the technical files of all the items in each product group complies with 
the requirements of the Council Directive on Medical Devices 93/42/EECas Amended 2007/47/EC 

Safeshield India Rubber Products Pvt. Ltd. 
Kakkanad, Cochin-682037, 

Examination Gloves Powder Free 
Powdered 
Powder Free 
Powder Free 

3 Ply & 4 Ply Surgical Facemask

has been assessed, approved and is subject to continuous surveillance according to the 

y system maintained in the manufacture of above referenced 
examination procedures, if 

The certificate remains valid until the manufacturing conditions or the quality systems

ertificate validity is conditioned by positive results or surveillance audits. 
The CE mark as shown above can be used, under the responsibility of the manufacturer, after 
completion of an EC Declaration of conformity and compliance with all relevant EC Directives. 

mple of above mentioned 

Validity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verifyValidity of this certificate can be verified at www.ukcertifications.org.uk/verify    

04th June 2020 
03rd June 2021 
03rd June 2022 
03rd June 2023 
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CERTIFICATE
The Certification Body

of TÜV SÜD South Asia Private Limited

certifies that 

Safeshield India Rubber Products Private Ltd. 
Plot No. 16.B, CSEZ, Kakkanad Cochin, Kerala - 682 037, INDIA 

has implemented a Quality Management System 

in accordance with ISO 9001:2015 
For Scope of 

TREATMENT, POWDER REMOVAL, PACKAGING & MARKETING OF 
STERILE AND NON-STERILE LATEX SURGICAL AND EXAMINATION 

GLOVES IN POWDERED AND POWDER FREE FORM 

The certificate is valid From 2020-08-19 until 2023-08-18 
Subject to successful completion of annual periodic audits 
The present status of this Certificate can be obtained on www.tuv-sud.in 

Further clarifications regarding the scope of this certificate may be obtained by consulting the certification body

Certificate Registration No. 99 100 12728 
Date of Initial certification : 2011-08-19 

_____________________ 
Certification Body  

of TÜV SÜD South Asia Private Limited, Mumbai 
Member of  TÜV SÜD Group 

TÜV SÜD South Asia Pvt. Ltd. z TÜV SÜD House z  Saki Naka z Andheri (East) z Mumbai – 400072 z Maharashtra z India         

http://www.tuv-sud.in/



