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Dedicated to the glove industry for more than 20 years

  • Shijiazhuang Hongray Group is one of the leading manufacturer of disposable
    protective gloves in the world

  • We produce various vinyl gloves nitrile gloves, PE and non-woven series products
    with the annual output of 14 billion pieces of gloves

  • Product are widely used in field of medical examination, first-aid, nurse, dentistry,
    laboratories, food processing and electronic industry protection etc.

  • Our group has five major production bases in Shijiazhuang, Jinzhou, Xinji, 
    Zanhuang, Shenze of Hebei Province 

  • Strict quality assurance system, rich professional experiences and well-trained
    staff, high quality product and services

  • Our products sell well in many regions and countries worldwide:  

GROUP INTRODUCTION



PRODUCT DESCRIPTION AND PICTURES

• Pictures:

The Vinyl/Nitrile Blend (Vitrile) gloves is compounded with PVC paste and Nitrile latex, 
and the finished product has the advantage of  oth PVC and Nitrile glove.

• Product name: Po der free Vitrile Examination Gloves   
• Single use, non-sterile, no measuring, latex free
• Sizes: S, M, L, XL, XXL
• Colors:  lue, Purple  lue
• Structure: 5 fingers,  eaded cuff for easy donning,    
   amidextrous
• Surface: Textured on fingers

• Donning feeling  etter than vinyl gloves
• Softer than vinyl gloves
• Easy donning  ith  et hands and easier donning than
   nitrile &vinyl gloves.
• The shelf life is longer than nitrile gloves.

Intended purpose: The eximination gloves are disposable non-sterile devices intended for medical purpose that 
are worn on the examiner’s hand and fingers to prevent contamination between patient and examiner.
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Business Stream Products 
Certification Department 

TUV Rheinland LGA Products GmbH · 90431 Nurnberg 

Shijiazhuang Hongray 
Group Co., Ltd. 
South Tongda Rd., East Dist. 
Jinzhou 
052260 HEBEi 
P.R. CHINA 

Application for : QMS 
Certificate No. : SX 60148697 Sheet 0001 
Device : Only for QM-System audit 
Test : EN ISO 13485:2016 

Dear Madame or Sir, 
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replacing the previous certificate 

Certification body 

Jing Zhang 

Test sample: no, documentation available 
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LGA~ 
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Tel. +49 911 655-5225 
Mail service@de.tuv.com 

Date April 16, 2020 
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Fax +49 911 655-5226 
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Webwww tuv.com/safety 

Board of Management 

Dipl.-lng 
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Dr. Jorg Schlosser 

Chairman of the 
Supervisory Board 

Dipl.-lng 
Ralf Scheller 

Nuremberg HRB 26013 
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    No.  Location  Scope 
  H 
/01 Shijiazhuang Hongray Group 

Co., Ltd. 
Unified Social Credit Code: 
91130100728799919R 
Registration Address: 
South Tongda Rd., East Dist.,                                                     
Jinzhou City, 052260 Hebei,                                                                                                          
P. R. China 
Operation Address: same as 
above 
 

Distribution of Patient Examination Gloves 

/02 Syntex Healthcare Products 
Co., Ltd. 
Unified Social Credit Code: 
91130181734364356G 
Registration Address: 
Southern No. 307 National 
Highway Rd., Western                                         
Fanjiazhuang Village,                                                   
Xinji City, 052360 Hebei,                                                                                                                
P. R. China 
Operation Address: same as 
above 
 

Manufacture and Distribution of Patient 
Examination Gloves 

/03 Grand Work Plastic Products 
Co., Ltd. 
Unified Social Credit Code: 
91130100752433415G 
Registration Address: 
Donggao Industrial Zone, 
Zanhuang, 050000 Hebei,                                                                                                              
P. R. China 
Operation Address: same as 
above 

Manufacture and Distribution of Patient 
Examination Gloves 
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/06 Shijiazhuang Jiahe Plastic 
Glove Co., Ltd. 
Unified Social Credit Code: 
91130107563240147C 
Registration Address: 
Northern Jiandi Village,                                                         
Western Jiafeng Road,  
Mining Area, Shijiazhuang City,                                                                                                              
050100 Hebei, P. R. China                                                                    
Operation Address: same as 
above 
 

Manufacture and Distribution of Patient 
Examination Gloves 

/08 Purtech Cleanroom Products 
Co., Ltd. 
Unified Social Credit Code:  
91130181777701957N 
Registration Address: 
Fanjiazhuang Industrial Zone, 
Xinji City, 052360 Hebei,                                                                                                          
P. R. China 
Operation Address: same as 
above 
 

Manufacture and Distribution of Patient 
Examination Gloves 

/09 Ever Light Plastic Products Co., 
Ltd. 
Unified Social Credit Code: 
91130100784064765D 
Registration Address: 
Donggao Industrial Zone, 
Zanhuang, 050000 Hebei,                                                                                                                 
P. R. China 
Operation Address: same as 
above 
 
 
 

Manufacture and Distribution of Patient 
Examination Gloves 
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/10 Better Care Plastic Technology 
Co., Ltd. 
Unified Social Credit Code: 
911301286920575093 
Registration Address: 
Shenze Industrial Base (Fuqian 
Xi Road), Shenze County,                                         
050000 Hebei, P. R. China                                                                      
Operation Address: same as 
above 
 

Manufacture and Distribution of Patient 
Examination Gloves 

/11 Shijiazhuang Hongzan Plastic 
Technology Co., Ltd. 
Unified Social Credit Code:  
91130129567387090Y 
Registration Address: 
Donggao Industrial Zone, 
Zanhuang, Shijiazhuang City,                                           
050000 Hebei, P. R. China                                                                    
Operation Address: same as 
above 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Manufacture and Distribution of Patient 
Examination Gloves 
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/12 Shanxi Hongjin Plastic 

Technology Co., Ltd. 
Unified Social Credit Code: 
91141030MA0HDY6R5D 
Registration Address: 
Coal Bed Gas Industrial Zone,                                                   
Qu'e Town, Daning County,                                                       
Linfen City, 042300 Shanxi,                                                                                                                                       
P. R. China 
Operation Address: same as 
above 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Manufacture and Distribution of Patient 
Examination Gloves 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303 

 

 Certificate Holder: 
 

 Shijiazhuang Hongray Group Co., Ltd.  
Unified Social Credit Code: 91130100728799919R 
 

 Registration Address: South Tongda Rd., East Dist., 
Jinzhou City, 52260 Hebei, P. R. China 
Operation Address: same as above  
 
 including the locations according to annex 
  

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 
 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met. 
 
 

 

 Validity:  The certificate is valid from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 First certification 2017 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 
 

 

   
 

 

 www.tuv.com 

 

 

 
 

 
  

 deretsiger era V
UT dna VE

UT ,V
ÜT 

®
.lavorppa roirp seriuqer noitacilppa dna noitasilit

U .skra
medart

 



        
 
 

 

 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/01 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Shijiazhuang Hongray Group Co., Ltd. 
Unified Social Credit Code: 91130100728799919R 
Registration Address: South Tongda Rd., East Dist.,                                                     
Jinzhou City, 052260 Hebei, P. R. China                                                                                                                                
Operation Address: same as above 
 
 
 
 
  

 Scope:  Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/02 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Syntex Healthcare Products Co., Ltd. 
Unified Social Credit Code: 91130181734364356G 
Registration Address:  Southern No. 307 National Highway Rd., 
Western Fanjiazhuang Village, Xinji City,  
052360 Hebei, P. R. China                                                                                             
Operation Address: same as above 
 
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/03 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Grand Work Plastic Products Co., Ltd. 
Unified Social Credit Code: 91130100752433415G 
Registration Address: Donggao Industrial Zone,  
Zanhuang, 050000 Hebei, P. R. China                                                                     
Operation Address: same as above 
 
 
 
 
  

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/06 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Shijiazhuang Jiahe Plastic Glove Co., Ltd. 
Unified Social Credit Code: 91130107563240147C 
Registration Address: Northern Jiandi Village,   
Western Jiafeng Road, Mining Area, Shijiazhuang City,                                                               
050100 Hebei, P. R. China                                                                    
Operation Address: same as above 
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/08 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Purtech Cleanroom Products Co., Ltd. 
Unified Social Credit Code: 91130181777701957N 
Registration Address: Fanjiazhuang Industrial Zone,  
Xinji City, 052360 Hebei, P. R. China                                                                     
Operation Address: same as above 
 
 
 
 
  

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/09 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Ever Light Plastic Products Co., Ltd. 
Unified Social Credit Code: 91130100784064765D 
Registration Address: Donggao Industrial Zone, Zanhuang, 
050000 Hebei, P. R. China 
Operation Address: same as above 
                                                                                                               
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/10 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Better Care Plastic Technology Co., Ltd. 
Unified Social Credit Code: 911301286920575093 
Registration Address: Shenze Industrial Base (Fuqian Xi Road), 
Shenze County, 050000 Hebei, P. R. China                                                                     
Operation Address: same as above 
 
                                                                                                               
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/11 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Shijiazhuang Hongzan Plastic Technology Co., Ltd. 
Unified Social Credit Code: 91130129567387090Y   
Registration Address: Donggao Industrial Zone, Zanhuang, 
Shijiazhuang City, 050000 Hebei, P. R. China                                                                   
Operation Address: same as above 
                                                                                                               
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/12 

 

 Organization: 
 

 

 

 Shijiazhuang Hongray Group Co., Ltd. 
 South Tongda Rd., East Dist., Jinzhou City,   
052260 Hebei, P. R. China 
 
 

 Site:  c/o Shanxi Hongjin Plastic Technology Co., Ltd. 
Unified Social Credit Code: 91141030MA0HDY6R5D 
Registration Address:  Coal Bed Gas Industrial Zone,                                                   
Qu'e Town, Daning County, Linfen City,  
042300 Shanxi, P. R. China                                                                                                                        
Operation Address: same as above 
                                                                                                               
 
 
 
 
 

 

 Scope:  Manufacture and Distribution of Patient Examination Gloves 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1732303 from 2020-10-20 until 2023-04-19. 
It remains valid subject to satisfactory surveillance audits. 
 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2020-08-18 
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CE TECHNICAL DOCUMENTATION REVIEW REPORT  
 
 

Company Name: Shijiazhuang Hongray Group Co. Ltd. 

Address: South Tongda Road, East district, Jinzhou City, Hebei, 052260, 

China 

Review Intention: Review the completeness of the Technical Documentation according 

to the requirements of Medical Devices Directive 93/42/EEC Annex 

VII & the Regulation (EU) 2017/745 Annex II and III 

Product(s): Disposable Vinyl/Nitrile Blend Examination Gloves 

Type(s) / Model(s): Powder Free / XS, S, M, L, XL, XXL 

Classification: Class I 

(According to Annex IX Section III 1.1 and 1.4 of the Medical Devices 

Directive 93/42/EEC & Annex VIII Chapter III 4.1 rule 1 of Medical 

Device Regulations 2017/745) 

Review period: January 20, 2020 

Review Result: During the examination of the Technical Documentation (No: HRG-

JSWJ-003, Revision: A, Dated 2020-01-15), no non-compliance 

according to the requirements of Medical Devices Directive 

93/42/EEC Annex VII & the Regulation (EU) 2017/745 Annex II and 

III was detected. 

 

 

 

 

Signature: Wu Min  

Date: January 20, 2020 

Regulatory Authority 
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SHIJIAZHUANG HONGRAY GROUP CO., LTD. 
 

PROTOCOL FOR SHELF LIFE DETERMINATION STUDY 
 
1.0 Purpose: 
Conduct shelf life determination for Disposable Vinyl/Nitrile Blend Examination Gloves as per 
EN455-4, so as to determine its shelf life. 
 
2.0 Standard: 
2.1 EN 455-4: Medical Gloves for Single Use- Part 4 Requirements and Testing for Shelf life 
determination 
2.2 EN 455-1: Medical Gloves for Single Use- Part 1 Requirements and testing for freedom from 
holes 
2.3 EN 455-2: Medical Gloves for Single Use- Part 2 Requirements and testing for physical 
properties  
 
3.0 Samples Information: 
Size: M 
Product Name: Disposable Vinyl/Nitrile Blend Examination Gloves 
Product Lot No. and quantity: Random sample three production lots from production lines of 
Grand Work Plastic Products Co., Ltd. (10 cases per lot, and 1000 pieces/ case), conduct shelf life 
determination study per item 5.1-5.3. 
 
4.0 Instruction of Sampling Testing: 
According to EN455-1 and EN455-2, sample gloves individually from three production lots and 
conduct the following testing and record the testing data under the condition of time zero, 
accelerated aging or real time shelf life determination.  

Item Criteria Quantity and Acceptance Criteria 
Length (mm) ≥240mm 13 pieces, median 
Width (mm) 95±10mm 13 pieces, median 

Thickness (mm) 
Middle Fingertip tf tf/tx≥0.9 13 pieces 

Test piece tx 
Force at Break (N) ≥3.6N 13 pieces, median 

Watertightness  --- 
G-I, AQL1.5, sampling 80 pieces 

(Ac3, Re 4) 
Notes: 
1. Condition of sampling testing: Temperature: 23±2℃, Humidity: 50±5%   
2. Samples shall be conditioned at least 16 hours before testing.  

If all the testing results comply with the criteria requirements then the lot of products will be 
accepted. On the contrary, it will be rejected.  
 
5.0 Shelf Life Determination Study: 
5.1 Time Zero Testing: 
5.1.1 It is estimated to conduct time zero testing for Vinyl gloves from January 20, 2020. The 
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testing will be conducted and recorded per item 4.0 after the randomly sampled gloves are 
conditioned. Analyze the testing data so as to ensure that original testing data for the gloves for 
shelf life determination comply with standard requirements.  
5.1.2 If it is determined that the time zero testing result comply with standard requirements, start 
accelerated aging shelf life determination study and real time study. 
 
5.2 Accelerated Aging Shelf Life Testing: 
5.2.1 As per Annex B in EN 455-4, 4 different temperatures and 5 time point at each temperature 
are used for accelerated aging shelf life testing, and the testing is continued at least 170 days. The 
selected temperature and days are as follows:  

Temp 
# 

80℃ 70℃ 60℃ 50℃ 

1 1 Day 1 Day 5 Days 22 Days 
2 2 Days 3 Days 15 Days 35 Days 
3 3 Days 7 Days 22 Days 55 Days 
4 4 Days 8 Days 35 Days 90 Days 
5 5 Days 10 Days 42 Days 110 Days 

 
5.2.2 As per the arrangements in the above table, the schedules for each testing are as follows:  

Temp 
 
Testing 
Period 

80℃ 70℃ 60℃ 50℃ 
Estimated testing 

period is:  
2020.01.20-01.25 

Estimated testing 
period is: 

2020.01.26-02.05 

Estimated testing 
period is: 

2020.02.06-03.19 

Estimated testing 
period is: 

2020.01.20-05.10 
 
5.2.3 Conduct accelerated aging for 3 lots of products at each selected temperature and time, and 
make relative testing and records as per item 4.0 after completing accelerated aging. Analyze and 
evaluate each testing data after each testing.  
 
6.0 Standard for Shelf Life Determination 
6.1 Shelf life determination for accelerated aging shelf life testing: After completing relative testing 
required in item 5.1 and 5.2, if each testing data comply with EN 455-1 and EN 455-2, then it is 
acceptable to claim that the shelf life of the gloves is 3 years. 
6.2 It is not acceptable to claim that the shelf life of the Vinyl Gloves is 5 years till the real time 
testing is completed.  
 
7.0 Record and Files: 
Details for shelf life determination study refer to corresponding testing report, and the testing data 
and report shall be filed permanently.  
 
 
Prepared by: An Lijuan / QA Director of Grand Work            Date: January 18, 2020 
 
 
Reviewed by: Wumin / QA Director of Hongray Group           Date: January 18, 2020 
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SHIJIAZHUANG HONGRAY GROUP CO., LTD. 
 

PERFORMANCE TESTING REPORT  
AT TIME ZERO 

 
Purpose:  
As per EN455-4, carry out performance test at time zero to verify and determine whether the 
product of Disposable Vinyl/Nitrile Blend Examination Gloves conform to associate standard 
requirements, and provide basic data for determining shelf life of the product. 
 
Date Tested: 2020.01.20 
Samples Tested:  
Gloves manufactured in current production lines of Grand Work Plastic Products Co., Ltd. 
Machine No.: 4   Size: M 
Product Name: Disposable Vinyl/Nitrile Blend Examination Gloves 
Product Lot No.: 20012011042C   
               20012013042C        

20012019042A   
Standards:  
EN 455-4: Medical Gloves for Single Use- Part 4 Requirements and Testing for Shelf life 
determination 
EN 455-1: Medical Gloves for Single Use- Part 1 Requirements and testing for freedom from holes 
EN 455-2: Medical Gloves for Single Use- Part 2 Requirements and testing for physical properties  
 
The detailed testing results of the samples above-mentioned are as follows: 

 
I.  PERFORMANCE TESTING RESULT AT TIME ZERO OF LOT NO. 20012011042C : 
1. PERFORMANCE TESTING AT TIME ZERO----Dimensions and Physical Properties 
Test Method: EN 455-4 & EN 455-2 
Sample Size and Specification: 13 pieces of gloves were sampled, and the median of the recorded 
result for force at break shall conform to the values of at least 3.6N. 
Conditioning: At least 16 hours 
Tested by: Geng Yali                           Test Condition: 22℃, 51% 

Serial No. Size 
Length 
(mm) 

Thickness (mm) Palm 
Width 
(mm) 

Force at 
Break (N) Test Piece Middle Fingertip 

1 M 242 0.08 0.08 96 3.8 
2 M 235 0.08 0.08 97 3.9 
3 M 240 0.08 0.08 96 4.1 
4 M 238 0.08 0.08 97 4.0 
5 M 241 0.08 0.08 97 3.6 
6 M 233 0.08 0.08 96 4.0 
7 M 241 0.08 0.08 97 3.9 
8 M 241 0.08 0.08 97 4.2 
9 M 240 0.08 0.08 97 4.0 
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10 M 242 0.08 0.08 97 4.0 
11 M 235 0.08 0.08 97 4.0 
12 M 240 0.08 0.08 97 3.6 
13 M 242 0.08 0.08 97 3.9 

Median Value 4.0 
It is showed from the above data that the performance testing of samples conform to the 
specification (Force at Break ≥3.6N).  
2. Samples Pinhole Testing 
Testing Standard and Method:  EN455-4 & EN 455-1 
Sample Size: per ISO2859, inspection level G-1, AQL=1.5 
Tested by: Geng Yali, Wang Qiaoran                     80pcs (Ac=3, Re=4) 

Item Size Sample Count (pcs) Pinhole (pcs) 

Free from holes M 80 1 

It is showed from the above data that pinholes conform to requirements.  
3. FINAL RESULTS of LOT NO. 20012011042C : 
Final performance-testing results of samples conform to associate standard requirements, and can 
be used normally.  

 
II. PERFORMANCE TESTING RESULT AT TIME ZERO OF LOT NO. 20012013042C  
1. PERFORMANCE TESTING AT TIME ZERO----Dimensions and Physical Properties 
Test Method: EN 455-4 & EN 455-2 
Sample Size and Specification: 13 pieces of gloves were sampled, and the median of the recorded 
results for force at break shall conform to the values of at least 3.6N. 
Conditioning: At least 16 hours 
Tested by: Geng Yali                         Test Condition: 21℃, 52% 

Serial No. Size 
Length 
(mm) 

Thickness (mm) Palm 
Width 
(mm) 

Force at 
Break (N) Test Piece Middle Fingertip 

1 M 237 0.08 0.08 96 4.2 
2 M 240 0.08 0.08 97 4.0 
3 M 242 0.08 0.08 97 3.8 
4 M 240 0.08 0.08 97 4.2 
5 M 240 0.08 0.08 96 3.9 
6 M 242 0.08 0.08 96 4.0 
7 M 242 0.08 0.08 97 3.8 
8 M 242 0.08 0.08 97 4.2 
9 M 233 0.08 0.08 96 3.9 
10 M 239 0.08 0.08 97 4.0 
11 M 234 0.08 0.08 97 3.7 
12 M 245 0.08 0.08 96 3.6 
13 M 238 0.08 0.08 96 3.9 

Median Value 3.9 
It is showed from the above data that the performance testing of samples conform to the It is It is  
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It is showed from the above data that the performance testing of samples conform to the 
VSHFLILFDWLRQ��)RUFH�DW�%UHDN�≥�.�1�. 
 
2. Samples Pinhole Testing  
Testing Standard and Method:  EN455-4 & EN 455-1 
Sample Size: per ISO2859, inspection level G-1, AQL=1.5 
Tested by: Geng Yali, Wang Qiaoran                     80pcs (Ac=3, Re=4) 

Item Size Sample Count (pcs) Pinhole (pcs) 

Free from holes M 80 2 

It is showed from the above data that pinholes conform to requirements.  
3. FINAL RESULTS of LOT NO. 20012013042C: 
Final performance-testing results of samples conform to associate standard requirements, and can 
be used normally. 

 
III. PERFORMANCE TESTING RESULT AT TIME ZERO OF LOT NO. 20012019042A  

 
1. PERFORMANCE TESTING AT TIME ZERO ----Dimensions and Physical Properties 
Test Method: EN 455-4 & EN 455-2 
Sample Size and Specification: 13 pieces of gloves were sampled, and the median of the recorded 
results for force at break shall conform to the values of at least 3.6N. 
Conditioning: At least 16 hours 
Tested by: Geng Yali                            Test Condition: 21℃, 52% 

Serial No. Size 
Length 
(mm) 

Thickness (mm) Palm 
Width 
(mm) 

Force at 
Break (N) Test Piece Middle Fingertip 

1 M 241 0.08 0.08 97 3.9 
2 M 245 0.08 0.08 97 3.6 
3 M 243 0.08 0.08 96 3.8 
4 M 236 0.08 0.08 96 3.6 
5 M 240 0.08 0.08 96 4.0 
6 M 245 0.08 0.08 97 3.8 
7 M 236 0.08 0.08 97 4.2 
8 M 232 0.08 0.08 97 3.6 
9 M 241 0.08 0.08 96 4.0 
10 M 242 0.08 0.08 97 4.2 
11 M 248 0.08 0.08 96 3.7 
12 M 243 0.08 0.08 97 4.0 
13 M 235 0.08 0.08 97 3.9 

Median Value 3.9 
It is showed from the above data that the performance testing of samples conform to the 
VSHFLILFDWLRQ��)RUFH�DW�%UHDN�≥3.6N). 
 
2. Samples Pinhole Testing  
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Testing Standard and Method: EN455-4 & EN 455-1 
Sample Size: per ISO2859, inspection level G-1, AQL=1.5 
Tested by: Geng Yali, Wang Qiaoran                     80pcs (Ac=3, Re=4) 

Item Size Sample Count (pcs) Pinhole (pcs) 

Free from holes M 80 1 

It is showed from the above data that pinholes conform to requirements.  
 
3. FINAL RESULTS of LOT NO. 20012019042A: 
Final performance-testing results of samples conform to associate standard requirements, and can 
be used normally. 

 
IV. FINAL RESULT FOR PERFORMANCE TESTING AT TIME ZERO: 
Through the performance test at time zero on 3 lots products (Lot No: 20012011042C, 
20012013042C, 20012019042A) as per EN455-1, EN455-2, and EN 455-4, the final 
performance-testing results of samples conform to associate standard requirements, and can be used 
normally.  
 
 
 
 
 
Prepared by: An Lijuan / QA Director of Grand Work            Date: January 20, 2020 
 
 
Reviewed by: Wumin / QA Director of Hongray Group           Date: January 20, 2020 
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SHIJIAZHUANG HONGRAY GROUP CO., LTD. 
 

Summary for Accelerated Aging Shelf Life Testing 
 
1.0 Purpose: 
Conduct accelerated aging shelf life determination for Disposable Vinyl/Nitrile Blend Examination 
Gloves as per EN455-4, so as to determine its shelf life. 

 
2.0 Standard: 
2.1 EN 455-4: Medical Gloves for Single Use- Part 4 Requirements and Testing for Shelf life 
determination 
2.2 EN 455-1: Medical Gloves for Single Use- Part 1 Requirements and testing for freedom from 
holes 
2.3 EN 455-2: Medical Gloves for Single Use- Part 2 Requirements and testing for physical 
properties  
 
3.0 Samples Information: 
Gloves manufactured in current production lines of Grand Work Plastic Products Co., Ltd. 
Machine No.: 4  
Size: M 
Product Name:  Disposable Vinyl/Nitrile Blend Examination Gloves 
Product Lot No.: 20012011042C   
               20012013042C        

20012019042A   
4.0 Instruction of Sampling Testing: 
According to EN455-1 and EN455-2, sample gloves individually from three production lots and 
conduct the following testing and record the testing data under the condition of time zero and 
accelerated aging for shelf life determination.  

Item Criteria Quantity and Acceptance Criteria 
Length (mm) ≥240mm 13 pieces, median 
Width (mm) 95±10mm 13 pieces, median 

Thickness (mm) 
Middle Fingertip tf tf/tx≥0.9 13 pieces 

Test piece tx 
Force at Break (N) ≥�1 13 piecesˈmedian 

Watertightness  --- 
G-I, AQL1.5, sampling 80 pieces 

(Ac3, Re 4) 
Notes: 
1. Condition of sampling testing: Temperature: 23±2℃, Humidity: 50±5%   
2. Samples shall be conditioned at least ���KRXUV before testing.  

If all the testing results comply with the criteria requirements then the lot of products will be 
accepted. On the contrary, it will be rejected.  
 
5.0 Summary for Accelerated Aging Shelf Life Determination Study: 
5.1 Time Zero Testing: 
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5.1.1 Time zero testing for Vinyl gloves were conducted from January 20, 2020. Based on the 
performance test results, it is showed that the samples meet associate standard requirements, and 
can be used normally and accelerated aging shelf life determination study and real time study were 
started subsequently.  
 
5.2 Accelerated Aging Shelf Life Testing: 
5.2.1 As per Annex B in EN 455-4, 4 different temperatures and 5 time point at each temperature 
are used for accelerated aging shelf life testing, and the testing is continued at least 180 days. The 
selected temperature and days are as follows:  

Temp 
# 

80℃ 70℃ �0℃ 50℃ 

1 1 Day 1 Day 5 Days 22 Days 
2 2 Days 3 Days 15 Days 35 Days 
3 3 Days 7 Days 22 Days 55 Days 
4 4 Days 8 Days 35 Days 90 Days 
5 5 Days 10 Days 42 Days 110 Days 

 
5.2.2 As per the arrangements in the above table, the actual schedules for each testing are as 
follows:  

Temp 
Testing 
Period 

80℃ 70℃ �0℃ 50℃ 

2020.01.20-25 2020.0�.2�-02.05 2020.02.0�-03.19 2020.01.20-05.10 

 
5.2.3 The accelerated aging testing was performed as per the above condition and schedule, and 
based on the accelerated aging performance testing results; it is showed that the samples meet 
associated standard requirements.  
Details for accelerated aging testing for each condition refer to corresponding testing report. 
 
5.3 Conclusion for accelerated aging performance testing: 
Through the time zero and accelerated aging performance test according to the condition listed in 
section 5.1 and 5.2 on 3 lots products (namely Lot No: 20012011042C, 20012013042C, 
20012019042A as per EN455-1, EN455-2, and EN 455-4, the final performance-testing results of 
samples conform to associate standard requirements, and the maximum shelf life of Disposable 
Vinyl/Nitrile Blend Examination Gloves determined by accelerated aging testing is 3 years. 

 
 
 
 
 
Prepared by: An Lijuan / QA Director of Grand Work             Date: May 10, 2020 
 
 
Reviewed by: Wumin / QA Director of Hongray Group           Date: May 10, 2020 
 



Test Report No. 7191237837-EEC20/01-WBH
Dated 10 Jun 2020

Note: This report is issued subject to the Testing and Certification Regulations of the TÜV SÜD Group and the
General Terms and Conditions of Business of TÜV SÜD PSB Pte Ltd.  In addition, this report is governed by the
terms set out within this report.

Laboratory:
TÜV SÜD PSB Pte. Ltd.
No.1 Science Park Drive
Singapore 118221

Phone : +65-6885 1333
Fax :     +65-6776 8670
E-mail:  enquiries@tuv-sud-psb.sg
www.tuv-sud-psb.sg
Co. Reg : 199002667R

Regional Head Office:
TÜV SÜD Asia Pacific Pte. Ltd.
1 Science Park Drive, #02-01
Singapore 118221

Page 1 of 4

SUBJECT:

Testing of Gloves submitted by Shijiazhuang Hongray Group Co., Ltd
on 21 May 2020.

TESTED FOR:

Shijiazhuang Hongray Group Co., Ltd
South Tongda Rd., East Dist.,
Jinzhou City, Hebei,
052260, China

TEST DATE:

21 May 2020 to 10 Jun 2020

DESCRIPTION OF SAMPLES:

Lot size as specified by client: 35,001 to 150,000 pieces

METHOD OF TEST:

The tests were conducted in accordance with the following standards as requested by client:

1. EN 455-1:2000 Medical gloves for single use
Part 1: Requirements and testing for freedom from holes

2. EN 455-2:2015 Medical gloves for single use
Part 2: Requirements and testing for physical properties
-Clause 4 Dimensions
-Clause 5 Strength

3. EN 455-3:2015 Medical glove for single use
Part 3: Requirements and testing for biological evaluation
-Clause 4.4/5.2 Powder-free gloves

S/N Product Description Lot No. Colour Size
Sample

Received
(pieces)

1
Disposable Vinyl/Nitrile

Blend Examination
Gloves

-
(See

Remark 1)
Blue

XS 61
S 55
M 329
L 55

XL 54
XXL 60

mailto:enquiries@tuv-sud-psb.sg
http://www.tuv-sud-psb.sg/
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Test Report No. 7191237837-EEC20/01-WBH
Dated 10 Jun 2020

RESULTS:

Sample: Disposable Vinyl/Nitrile Blend Examination Gloves

Table 1: Results for EN 455-1:2000

Clause Tests Size Requirements
No. of non-
compliers
Allowed
(pieces)

Number
Tested
(pieces)

Actual
No. of non-
compliers

Found
(pieces)

Inferred
Results

4
5

Freedom
from holes M Shall not leak 7 200 0 Passed

Table 2: Results for EN 455-2:2015 Clauses 4-5

Clause Tests Size Requirements
(Median)

Number
Tested

(pieces)
Results
(Median)

Inferred
Results

4

Dimensions
a) Length (mm)

XS � 240 13 245 Passed
S � 240 13 245 Passed
M � 240 13 248 Passed
L � 240 13 247 Passed

XL � 240 13 248 Passed
XXL � 240 13 259 Passed

b) Width (mm)

XS � 80 13 77 Passed
S 80 ± 10 13 86 Passed
M 95 ± 10 13 95 Passed
L 110 ± 10 13 105 Passed

XL � 110 13 114 Passed
XXL � 110 13 123 Passed

5

Strength
a) Force at break (N) M

For vinyl
examination
gloves: � 3.6

13 4.4 Passed

b) Force at break
after challenge
testing (N)
7 days at (70±2)°C

M
For vinyl

examination
gloves: � 3.6

13 4.2 Passed

Table 3: Results for EN 455-3:2015 Clause 4.4

Clause Tests Size Requirements Result Inferred
Results

4.4
5.2

Powder-free
gloves L

For powder-free gloves: The total
quantity of powder residues shall
not exceed 2 mg per glove.

0.16 mg per glove Passed

REMARK:

1. Lot number was not provided by client.

  Yeo Poh Kwang Wong Bee Hui
Associate Engineer Product Manager

Medical Health Services (NAM)
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Test Report No. 7191237837-EEC20/01-WBH
Dated 10 Jun 2020

APPENDIX:

Photo: Disposable Vinyl/Nitrile Blend Examination Gloves
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Test Report No. 7191237837-EEC20/01-WBH
Dated 10 Jun 2020

Please note that this Report is issued under the following terms :

1. This report applies to the sample of the specific product/equipment given at the time of its testing/calibration.  The results are not used to
indicate or imply that they are applicable to other similar items.  In addition, such results must not be used to indicate or imply that TÜV SÜD
PSB approves, recommends or endorses the manufacturer, supplier or user of such product/equipment, or that TÜV SÜD PSB in any way
“guarantees” the later performance of the product/equipment. Unless otherwise stated in this report, no tests were conducted to determine
long term effects of using the specific product/equipment.

2. The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client. TÜV SÜD PSB therefore assumes no
responsibility for the accuracy of information on the brand name, model number, origin of manufacture, consignment or any information
supplied.

3. Nothing in this report shall be interpreted to mean that TÜV SÜD PSB has verified or ascertained any endorsement or marks from any other
testing authority or bodies that may be found on that sample.

4. This report shall not be reproduced wholly or in parts and no reference shall be made by the Client to TÜV SÜD PSB or to the report or results
furnished by TÜV SÜD PSB in any advertisements or sales promotion.

5. Unless otherwise stated, the tests were carried out in TÜV SÜD PSB Pte Ltd, No.1 Science Park Drive Singapore 118221.

July 2011



Test Report No. 7191237837-EEC20/02-WBH
dated 10 Jun 2020

Note: This report is issued subject to the Testing and Certification Regulations of the TÜV SÜD Group and the
General Terms and Conditions of Business of TÜV SÜD PSB Pte Ltd.  In addition, this report is governed by the
terms set out within this report.

Laboratory:
TÜV SÜD PSB Pte. Ltd.
No.1 Science Park Drive
Singapore 118221

Phone : +65-6885 1333
Fax :     +65-6776 8670
E-mail:  enquiries@tuv-sud-psb.sg
www.tuv-sud-psb.sg
Co. Reg : 199002667R

Regional Head Office:
TÜV SÜD Asia Pacific Pte. Ltd.
1 Science Park Drive, #02-01
Singapore 118221

Page 1 of 4

SUBJECT:

Testing of Gloves submitted by Shijiazhuang Hongray Group Co., Ltd
on 21 May 2020.

TESTED FOR:

Shijiazhuang Hongray Group Co., Ltd
South Tongda Rd., East Dist.,
Jinzhou City, Hebei,
052260, China

TEST DATE:

04 Jun 2020

DESCRIPTION OF SAMPLES:

METHOD OF TEST:

The tests were conducted in accordance with the following standards as requested by client:

1. EN 455-2:2015 Medical gloves for single use
Part 2: Requirements and testing for physical properties
-Clause 7 Labelling

2. EN 455-3:2015 Medical glove for single use
Part 3: Requirements and testing for biological evaluation
-Clause 4.6 Labelling

S/N Product Description Lot No. Colour Size

1
Disposable Vinyl/Nitrile

Blend Examination
Gloves

-
(See Remark 1) Blue

XS
S
M
L

XL

mailto:enquiries@tuv-sud-psb.sg
http://www.tuv-sud-psb.sg/
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Test Report No. 7191237837-EEC20/02-WBH
dated 10 Jun 2020

RESULTS:

Sample: Disposable Vinyl/Nitrile Blend Examination Gloves

Table 1: Results for EN 455-2:2015 Clause 7

Clause Tests Requirements Results Inferred
results

7 Labelling

Manufacturers shall label the glove and/or the
packaging with the date of manufacture in
accordance with EN ISO 15223-1:2012 and EN
1041:2008+A1:2013. Date of manufacture is
defined as the packaging date.

Observed Passed

Table 2: Results for EN 455-3:2015 Clause 4.6

Clause Tests Requirements Results

4.6 Labelling

In addition to the labelling specified in EN 1041:2008+A1:2013 and
the relevant symbols given in EN ISO 15223-1:2012, the following
requirements apply:
a) medical gloves containing natural rubber latex shall be labelled on

the packaging of at least the smallest packaging unit with the EN
ISO 15223-1:2012 symbol for latex;

NA

The labelling shall include the following or equivalent warning
statement together with the symbol: ‘(Product) contains natural
rubber latex which may cause allergic reactions, including
anaphylactic responses’;

NA

b) the labelling shall include a prominent indication of whether the
glove is powdered or powder-free; Comply

c) sterile powdered gloves shall be labelled with the following or
equivalent: ‘CAUTION: Surface powder shall be removed
aseptically prior to undertaking operative procedures in order to
minimize the risk of adverse tissue reactions’;

NA

d) for any medical glove containing natural rubber latex the product
labelling shall not include:
- any term suggesting relative safety, such as low allergenicity,

hypoallergenicity or low protein;
- any unjustified indication of the presence of allergens;

NA

e) if the manufacturer labels the gloves with the protein content, the
process limit, measured as specified in 5.3 shall be given. NA

Inferred results Passed

REMARK:

1. Lot number was not provided by client.
2. Labelling requirements are assessed based on submitted packaging artwork together with client’s

declaration letter dated June 8, 2020.

  Yeo Poh Kwang Wong Bee Hui
Associate Engineer Product Manager

Medical Health Services (NAM)
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Test Report No. 7191237837-EEC20/02-WBH
dated 10 Jun 2020

APPENDIX:

Photo 1: Disposable Vinyl/Nitrile Blend Examination Gloves
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Test Report No. 7191237837-EEC20/02-WBH
dated 10 Jun 2020

Please note that this Report is issued under the following terms :

1. This report applies to the sample of the specific product/equipment given at the time of its testing/calibration.  The results are not used to
indicate or imply that they are applicable to other similar items.  In addition, such results must not be used to indicate or imply that TÜV SÜD
PSB approves, recommends or endorses the manufacturer, supplier or user of such product/equipment, or that TÜV SÜD PSB in any way
“guarantees” the later performance of the product/equipment. Unless otherwise stated in this report, no tests were conducted to determine
long term effects of using the specific product/equipment.

2. The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client. TÜV SÜD PSB therefore assumes no
responsibility for the accuracy of information on the brand name, model number, origin of manufacture, consignment or any information
supplied.

3. Nothing in this report shall be interpreted to mean that TÜV SÜD PSB has verified or ascertained any endorsement or marks from any other
testing authority or bodies that may be found on that sample.

4. This report shall not be reproduced wholly or in parts and no reference shall be made by the Client to TÜV SÜD PSB or to the report or results
furnished by TÜV SÜD PSB in any advertisements or sales promotion.

5. Unless otherwise stated, the tests were carried out in TÜV SÜD PSB Pte Ltd, No.1 Science Park Drive Singapore 118221.

July 2011
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Company Name: Grand Work Plastic Products Co., Ltd 

Address: Donggao Industrial Zone, Zanhuang, Hebei, 050000, China 

Test Date: Dec 06, 2019 

Product Description: Powder Free Vinyl/Nitrile Blended Examination Gloves 

Size: XS, S, M, L, XL 

Test Standards: EN 455-1:2000 Medical Gloves for Single Use-Part 1: Requirements 

and Testing For Freedom from Holes 

 EN 455-2:2015 Medical Gloves for Single Use-Part 2: Requirements 

and Testing For Physical Properties 

 EN 455-3:2015 Medical Gloves for Single Use-Part 3: Requirements 

and Testing For Biological Evaluation Clause 4.4 &4.6 
 
Specification:  

Item Criteria Quantity and Acceptance Criteria 
Length (mm) ≥240mm 13 pieces, median 

Width (mm) 

XS: İ80 13 pieces, median 
S:80±10 13 pieces, median 

M: 95±10 13 pieces, median 
L: 110±10 13 pieces, median 
XL: ≥110 13 pieces, median 

Thickness 
(mm) 

Middle Fingertip tf 
tf/tx≥0.9 13 pieces 

Test piece tx 
Force at Break (N) (Before and 

After Aging) 
≥3.6N 13 pieces, median 

Water tightness  G-I, AQL1.5 
200 pieces 
(Ac7, Re 8) 

Powder  EN 455-3 Clause 4.4 <2mg /glove 
Labelling  EN 455-3 Clause 4.6 Conform to EN 455-3 Clause 4.6 

Notes: 
1. Condition of sampling testing: Temperature: 23±2℃, Humidity: 50±5%   
2. Specimen shall be conditioned at least 16 hours before testing.  
3. Challenge testing condition: seven days at a temperature of 70±2℃ in an oven. 

 
Test Results: Please refer to the follows 
 



 
Testing Report 
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1. Dimensions and Physical Properties 
Test Standard and Method: EN 455-2 
Test Condition: 22℃, 51% 
Tested by: Ma Huina   

             
Serial 
No. 

Size Length 
(mm) 

Thickness (mm) Palm 
Width 
(mm) 

Force at Break (N)  

Test Piece Middle Fingertip Before 
Aging 

After 
Aging 

1 XS 242 0.08 0.09 76 3.8 3.8 
2 XS 241 0.08 0.09 77 3.5 3.9 
3 XS 242 0.08 0.09 76 3.6 3.6 
4 XS 240 0.08 0.09 76 3.9 3.8 
5 XS 240 0.08 0.09 75 3.7 3.8 
6 XS 242 0.08 0.10 76 3.5 3.7 
7 XS 245 0.08 0.10 76 3.8 3.6 
8 XS 244 0.08 0.09 76 3.6 3.5 
9 XS 242 0.08 0.09 76 3.5 3.8 
10 XS 243 0.08 0.09 76 3.7 3.8 
11 XS 240 0.08 0.09 75 3.6 3.7 
12 XS 241 0.08 0.10 76 3.7 3.5 
13 XS 243 0.08 0.09 75 3.8 3.9 

Median Value 242 0.08 0.09 76 3.8 3.8 
Test Result Pass 
1 S 240 0.08 0.10 86 3.8 3.7 
2 S 241 0.08 0.10 86 3.9 3.8 
3 S 242 0.08 0.09 85 3.9 3.9 
4 S 241 0.08 0.09 86 3.7 3.6 
5 S 240 0.08 0.09 86 3.6 3.8 
6 S 242 0.08 0.09 86 3.8 3.4 
7 S 242 0.08 0.09 86 3.7 3.8 
8 S 244 0.08 0.09 85 3.7 3.8 
9 S 241 0.08 0.09 86 4.0 3.9 
10 S 240 0.08 0.09 86 3.8 3.6 
11 S 241 0.08 0.09 86 3.7 3.7 
12 S 244 0.08 0.10 86 3.6 3.8 
13 S 242 0.08 0.09 86 3.8 3.6 

Median Value 241 0.08 0.09 86 3.8 3.8 
Test Result Pass 
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Serial 
No. 

Size Length 
(mm) 

Thickness (mm) 
Palm 
Width 
(mm) 

Force at Break (N)  

Test Piece Middle Fingertip Before 
Aging 

After 
Aging 

1 M 242 0.08 0.09 96 3.9 3.7 
2 M 241 0.08 0.10 96 3.6 3.8 
3 M 243 0.08 0.09 96 3.7 3.9 
4 M 241 0.08 0.09 96 3.8 3.6 
5 M 240 0.08 0.10 95 3.5 3.5 
6 M 242 0.08 0.09 97 3.7 3.8 
7 M 240 0.08 0.09 97 3.8 3.6 
8 M 244 0.08 0.10 96 3.6 3.8 
9 M 243 0.08 0.10 96 3.9 3.9 
10 M 243 0.08 0.09 96 3.4 3.7 
11 M 241 0.08 0.10 96 3.8 3.6 
12 M 240 0.08 0.10 96 3.8 3.8 
13 M 240 0.08 0.10 96 3.9 3.9 

Median Value 241 0.08 0.10 96 3.8 3.8 
Test Result Pass 
1 L  242 0.08 0.10 105 3.8 3.8 
2 L  241 0.08 0.09 105 3.9 3.9 
3 L  243 0.08 0.09 106 3.7 3.6 
4 L  241 0.08 0.10 105 3.5 3.8 
5 L  243 0.08 0.10 105 3.6 3.5 
6 L  242 0.08 0.10 107 3.5 3.8 
7 L  242 0.08 0.09 106 4.0 3.6 
8 L  244 0.08 0.09 106 3.8 3.5 
9 L  242 0.08 0.10 106 3.6 3.8 
10 L  240 0.08 0.09 107 3.6 3.6 
11 L  242 0.08 0.09 106 4.0 3.6 
12 L  241 0.08 0.10 106 3.8 3.8 
13 L  242 0.08 0.10 106 3.9 3.9 

Median Value 242 0.08 0.10 106 3.8 3.8 
Test Result Pass 
1 XL  244 0.08 0.10 117 3.9 3.9 
2 XL  241 0.08 0.09 116 3.7 3.5 
3 XL  243 0.08 0.09 116 3.7 3.8 
4 XL  243 0.08 0.10 116 3.8 3.6 
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5 XL  243 0.08 0.10 115 3.8 3.5 
6 XL  244 0.08 0.10 116 3.6 3.8 
7 XL  242 0.08 0.09 116 3.8 3.6 
8 XL  244 0.08 0.09 116 3.9 3.8 
9 XL  243 0.08 0.10 116 3.5 3.8 
10 XL  242 0.08 0.09 117 3.6 3.6 
11 XL  243 0.08 0.09 117 3.8 3.9 
12 XL  240 0.08 0.09 116 3.6 3.8 
13 XL  242 0.08 0.10 116 4.0 3.7 

Median Value 243 0.08 0.09 116 3.8 3.8 
Test Result Pass 

 
2. Watertightness test 
Test Standard and Method: EN 455-1 
Sample Size: ISO2859, Inspection Level: G-1, AQL=1.5, 200pcs (Ac=7, Re=8) 
Tested by: An Lijuan   Ma Huina                

Size Sample Count (pcs) Pinhole (pcs) Test Result 
XS 200 2 Pass 
S 200 2 Pass 
M 200 1 Pass 
L 200 2 Pass 

XL 200 3 Pass 
 
3. Powder and Labeling  
Test Standard and Method: EN 455-3 clause 4.4 &4.6 
Sample Size: 5 pieces of gloves were sampled.  
Tested by: Ma Huina                     

Size Average Powder (mg/glove) Labelling Test Result 
XS 0.40 Pass Pass 
S 0.41 Pass Pass 
M 0.43 Pass Pass 
L 0.45 Pass Pass 

XL 0.47 Pass Pass 
 
Conclusion:  
The Powder Free Vinyl/Nitrile Blended Examination Gloves met the test requirements EN 455-1, 
EN 455-2 and EN455-3 Clause 4.4 &4.6. 
 

Signed By: zhang Li 

Quality Manager  





中华人民共和国
PEOPLE’S REPUBLIC OF CHINA
医疗器械产品出口销售证明

CERTIFICATE FOR EXPORTATION OF MEDICAL 
PRODUCTS

 
证书编号：冀石药监械出 20200017
Certificate NO.：Certificate of medical device exports made in shijiazhuang 
issued by Hebei Drug Supervision  Administration No. 20200017
 
产品名称：详见附表
Product(s)：Details as per attached list.
 
规格型号：详见附表
Model：Details as per attached list.
 
产品注册或备案凭证号：详见附表
Registration certificate(s)：Details as per attached list.
 
生产企业：石家庄鸿锐集团有限公司
Manufacturer：Shijiazhuang Hongray Group Co.,Ltd
 
生产企业住所：河北省晋州市通达路东段路南；河北省赞皇县东高工业园区；河北省
深泽县工业园区（府前西路）
Address of manufacturer: South Tongda Rd., East Dist. Jinzhou City,  CHINA  
052260；Donggao  Industrial  Zone  Zanhuang, Hebei, China 050000；Fuqian Xi 
Road, West district of Shenze Industrial Base, Shenze County, Hebei 
Province, CHINA 050000
 
生产许可或备案凭证号：冀石食药监械生产备 20150008号
Manufacturing License(s)：medical device on file under Shijiazhuang Food 
and Drug Supervision Administration,Hebei Province  No.20150008
 
兹证明上述产品已准许在中国生产和销售。 This is to certify that the 
above products have been registered to be manufactured and sold in 
China.

证明有效日期至： 2022年 03月 16日
This certification valid until：Mar.16,2022
 
备注：
Remark：

2020年 03月 17日



 
附表

序

号

产品名称 
中文 

/Chinese

产品名称英文 

/English

规格型号 

中文 

/Chinese

规格型号

英文 

/English

注册证号

中文 

/Chinese

注册证号英文

/English

2
一次性使用

医用 PVC
手套

disposable vinyl 
examination 

gloves

本产品分非

消毒和经环

氧乙烷消毒

型两种。非

消毒型分为：

XS、S、M
、L、XL 
100只/盒 
10盒/箱、

50只/盒 10
盒/箱、2只
/袋 50袋/
小箱 10小
箱/大箱；
消毒型分：

XS、S、M
、L、XL 

2只/袋 50
袋/小箱 10
小箱/大箱、
2只/袋 100
袋/小箱 10
小箱/大箱、
2只/袋 125
袋/小箱 4
小箱/大箱、
1只/袋 200
袋/小箱 10
小箱/大箱、
1只/袋 100
袋/小箱 10
小箱/大箱。
按表面型式

分为两种，

有粉表面和

无粉表面。

有粉手套的

This 
product 
includes 

two types: 
Non-
sterile 
and 

Sterilize 
by ETO. 

Non-
sterile 

products 
include 5 
Sizes: XS, 

S, M, L 
and XL; 

100pcs/bo
x and 

10boxes/c
ase; 

50pcs/box 
and 

10boxes/c
ase; 

2pcs/bag, 
50bags/ca

se and 
10cases/m

aster 
case. 

Sterile 
products 
include 5 
Sizes: XS, 

S, M, L 
and XL; 
2pcs/bag, 

冀石械备

20150025
号

Registration of 
Medical Devices filed 

by Shijiazhuang 
Food and Drug 

Supervision 
Administration 

No.20150025



表面处理剂

是玉米淀粉。

按长度不同

分为 9″和
12″两种。

50bags/ca
se and 

10cases/m
aster 
case; 

2pcs/bag, 
100bags/c
ase and 

10cases/m
aster 
case; 

2pcs/bag, 
125bags/c
ase and 

4cases/ma
ster case; 
1pcs/bag, 
200bags/c
ase and 

10cases/m
aster 
case; 

Accordin
g to the 
surface 
process 
method, 
there are 
two types 
of gloves 
(Powder 
Free and 

Pre-
powdered

). The 
surface 

treatment 
agent for 

Pre-
powdered 
gloves is 

corn 
starch.  

There are 
two types 
of gloves 
which 9" 
and 12" 

by length.



1
一次性使用

医用丁腈手

套

disposable nitrile 
examination 

gloves

本产品分非

消毒和经环

氧乙烷消毒

型两种。非

消毒型分为：

XS、S、M
、L、XL 
100只/盒 
10盒/箱、

50只/盒 10
盒/箱、2只
/袋 50袋/
小箱 10小
箱/大箱；
消毒型分：

XS、S、M
、L、XL 

2只/袋 50
袋/小箱 10
小箱/大箱、
2只/袋 100
袋/小箱 10
小箱/大箱、
2只/袋 125
袋/小箱 4
小箱/大箱、
1只/袋 200
袋/小箱 10
小箱/大箱、
1只/袋 100
袋/小箱 10
小箱/大箱。
按表面型式

分为两种，

有粉表面和

无粉表面。

有粉手套的

表面处理剂

是玉米淀粉。

按长度不同

分为 9″和
12″两种。

This 
product 
includes 

two types: 
Non-
sterile 
and 

Sterilize 
by ETO. 

Non-
sterile 

products 
include 5 
Sizes: XS, 

S, M, L 
and XL; 

100pcs/bo
x and 

10boxes/c
ase; 

50pcs/box 
and 

10boxes/c
ase; 

2pcs/bag, 
50bags/ca

se and 
10cases/m

aster 
case. 

Sterile 
products 
include 5 
Sizes: XS, 

S, M, L 
and XL; 
2pcs/bag, 
50bags/ca

se and 
10cases/m

aster 
case; 

2pcs/bag, 
100bags/c
ase and 

10cases/m
aster 
case; 

2pcs/bag, 
125bags/c

冀石械备

20150026
号

Registration of 
Medical Devices filed 

by Shijiazhuang 
Food and Drug 

Supervision 
Administration 

No.20150026



ase and 
4cases/ma
ster case; 
1pcs/bag, 
200bags/c
ase and 

10cases/m
aster 
case; 

Accordin
g to the 
surface 
process 
method, 
there are 
two types 
of gloves 
(Powder 
Free and 

Pre-
powdered

). The 
surface 

treatment 
agent for 

Pre-
powdered 
gloves is 

corn 
starch.  

There are 
two types 
of gloves 
which 9" 
and 12" 

by length.
 



Test Report. No. TSNEC2000806611  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– 
Overall migration..

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806611  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.011 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– Overall migration.

Test Method : . With reference to Commission Regulation (EU) No 10/2011 of 14 January 2011 Annex III and 
Annex V for selection of condition and EN 1186-1:2002 for selection of test methods;
or EN 1186-3:2002 aqueous food simulants by total immersion method; .

Simulant Used. Time. Temperature. Max. Permissible 
Limit.

Result of 011
Overall Migration

.

3% Acetic Acid (W/V) 
Aqueous Solution ..

2.0hr(s).. 70℃.. 10mg/dm². <3.0mg/dm².. .

Notes :.
(1) Analytical tolerance of aqueous simulants is 2 mg/dm².
(2) Test condition & simulant were specified by client.
(3) Report the first migration result. .



Test Report. No. TSNEC2000806611  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806611

TSN20-008066.011 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806606  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– 
Overall migration..

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806606  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.006 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– Overall migration.

Test Method : . With reference to Commission Regulation (EU) No 10/2011 of 14 January 2011 Annex III and 
Annex V for selection of condition and EN 1186-1:2002 for selection of test methods;
or EN 1186-3:2002 aqueous food simulants by total immersion method; .

Simulant Used. Time. Temperature. Max. Permissible 
Limit.

Result of 006
Overall Migration

.

10% Ethanol (V/V) Aqueous 
Solution..

2.0hr(s).. 70℃.. 10mg/dm². 3.8mg/dm².. .

Notes :.
(1) Analytical tolerance of aqueous simulants is 2 mg/dm².
(2) Test condition & simulant were specified by client.
(3) Report the first migration result. .



Test Report. No. TSNEC2000806606  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806606

TSN20-008066.006 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806607  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– 
Overall migration..

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806607  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.007 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments– Overall migration.

Test Method : . With reference to Commission Regulation (EU) No 10/2011 of 14 January 2011 Annex III and 
Annex V for selection of condition and EN 1186-1:2002 for selection of test methods;
or EN 1186-3:2002 aqueous food simulants by total immersion method; .

Simulant Used. Time. Temperature. Max. Permissible 
Limit.

Result of 007
Overall Migration

.

20% Ethanol (V/V) Aqueous 
Solution..

2.0hr(s).. 70℃.. 10mg/dm². 4.2mg/dm².. .

Notes :.
(1) Analytical tolerance of aqueous simulants is 2 mg/dm² .
(2) Test condition & simulant were specified by client.
(3) Report the first migration result. .
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Sample photo:.

TSNEC2000806607

TSN20-008066.007 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806601  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –
Vinyl chloride monomer .

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..
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Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.001 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –Vinyl chloride monomer.

Test Method : . SGS In house method (SHTC-CHEM-SOP-171-T), analysis was performed by HS-GC-MS. .

MDLTest Item(s). Limit. Unit. 001.
VCM(Vinyl Chloride Monomer) . 1 mg/kg. 0.5 ND
Conclusion. PASS

Notes :.
(1) The test was subcontracted to SGS Shanghai chemical lab. .



Test Report. No. TSNEC2000806601  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806601

TSN20-008066.001 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806610  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Implementing Regulation (EU) 2018/213 of 12 February 2018 
amending Regulation (EU) 10/2011 of 14 January 2011-Bisphenol A .

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..
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Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.010 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Implementing Regulation (EU) 2018/213 of 12 February 2018 amending Regulation (EU) 10/2011 
of 14 January 2011-Bisphenol A.

Test Method : . With reference to Part II Section D2 of Testing Methods for Foodstuffs, Implements, 
Containers and Packaging, Toys, Detergents, JETRO, Japan External Trade Organization, 
2009 (Dichloromethane extraction by ultrasonic bath). Analysis was performed by LC/MSMS. .

MDLTest Item(s). Limit. Unit.
★. mg/kg.

010.
0.1 ND

PASS
Bisphenol-A.
Conclusion.
Notes :.

(1) ★=prohibited.



Test Report. No. TSNEC2000806610  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806610

TSN20-008066.010 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806605  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –
Specific Migration of Bisphenol A ..

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806605  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.005 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –Specific Migration of 
Bisphenol A

Test Method : With reference to EN13130-1:2004, analysis was performed by HPLC-FLD.

Sample 005.

Simulant Used : . 3% Acetic Acid (W/V) Aqueous Solution ..
Test Condition : . 70.℃  2.0.hr(s).

MDLTest Item(s). Max. Permissible 
Limit.

Unit. Test result.

First .---Migration times.
6.0.-dm²/kg.-Area/volume.
ND.0.01.mg/kg.0.05.Specific migration of Bisphenol-A .

Notes :
(1) Test condition & simulant were specified by client. .



Test Report. No. TSNEC2000806605  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806605

TSN20-008066.005 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806602  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments – 
Phthalates.

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806602  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.002 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments – Phthalates.

Test Method : . Solvent extraction, analysis was performed by GC-MS. .

MDLCAS NO.Test Item(s). Limit. Unit. 002.
Dibutyl Phthalate (DBP) . 84-74-2. 0.05 % (w/w). 0.003 ND

Benzylbutyl Phthalate (BBP) . 85-68-7. 0.1 % (w/w). 0.003 ND

Bis-(2-ethylhexyl) Phthalate 
(DEHP).

117-81-7. 0.1 % (w/w). 0.003 0.006

Diisononyl Phthalate (DINP) . 28553-12-0/
68515-48-0.

0.1. % (w/w). 0.01 ND

Diisodecyl Phthalate (DIDP) . 26761-40-0/
68515-49-1.

0.1 % (w/w). 0.01 ND
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Sample photo:.

TSNEC2000806602

TSN20-008066.002 .

SGS authenticate the photo on original report only .

*** End of Report *** .



Test Report. No. TSNEC2000806609  Date: 09 Jun 2020. Page 1 of 3.

SHIJIAZHUANG HONGRAY GROUP CO., LTD. .
SOUTH TONGDA RD.,EAST DIST.JINZHOU CITY,HEBEI 
052260, CHINA.

.

The following sample(s) was/were submitted and identified on behalf of the clients as : DISPOSABLE 
VINYL/NITRILE BLEND EXAMINATION GLOVES .

SGS Job No. : TP20-003330 - TJ .

Model No. :. M.

Client Ref. Info. : . Other Model No.:XS,S,M,L,XL,XXL .

Date of Sample Received : . 22 May 2020.

Testing Period : . 22 May 2020 - 04 Jun 2020 .

Test Requested : . Selected test(s) as requested by client. .

Test Method : . Please refer to next page(s). .

Test Results : . Please refer to next page(s). .

Result Summary : .

Test Requested. Conclusion.

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –
Specific Migration of Heavy Metal ..

PASS.

. .Approved Signatory .
Reabeca Zhou.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Tianjin) Co., Ltd..



Test Report. No. TSNEC2000806609  Date: 09 Jun 2020. Page 2 of 3.

Test Results : .

Test Part Description : .

Specimen No.. SGS Sample ID. Material
(claimed by the client).

Description.

SN1. TSN20-008066.009 Vinyl/Nitrile Blend.blue gloves.

Remarks :
                 (1) mg/dm² = milligram per square decimeter
                 (2) mg/kg = milligram per kilogram
                 (3) ℃= degree Celsius
                 (4) < = less than
                 (5) MDL = Method Detection Limit
                 (6) ND = Not Detected ( < MDL)

Commission Regulation (EU) No 10/2011 of 14 January 2011 with amendments –Specific Migration of Heavy 
Metal

Test Method : With reference to EN13130-1:2004, analysis was performed by ICP-OES.

Sample 009.

Simulant Used : . 3% Acetic Acid (W/V) Aqueous Solution ..
Test Condition : . 70.℃  2.0.hr(s).

MDLTest Item(s). Max. Permissible 
Limit.

Unit. Test result.

First .---Migration times.
6.0.-dm²/kg.-Area/volume.
ND.0.25.mg/kg.1.Barium.
ND.0.01.mg/kg.0.05.Cobalt.
ND.0.25.mg/kg.5.Copper.
ND.0.25.mg/kg.48.Iron.
ND.0.5.mg/kg.0.6.Lithium.
ND.0.25.mg/kg.0.6.Manganese.
ND.0.5.mg/kg.5.Zinc.
ND.0.1.mg/kg.1.Aluminium.
ND.0.01.mg/kg.0.02.Nickel.

Notes :
(1) Test condition & simulant were specified by client. .



Test Report. No. TSNEC2000806609  Date: 09 Jun 2020. Page 3 of 3.

Sample photo:.

TSNEC2000806609

TSN20-008066.009 .

SGS authenticate the photo on original report only .

*** End of Report *** .









































































































 

Auditee : Ever Light Plastic Products Co., Ltd.

Audit Date From : 15/10/2020

Audit Date To : 16/10/2020

Expiry Date of the Audit : Please refer to the producer profile in the amfori BSCI platform

Auditing Company : BureauVeritas

Auditor’s Name(s) : Ferric He(Lead), Vera Wang

Auditing Branch (if applicable) :

This is an extract of the on line Audit Report.The complete report is available in the amfori BSCI Platform. 
Access www.bsciplatform.org, for entitled users only.

All rights reserved. No part of this publication may be reproduced, translated, stored in a retrieval system, or transmitted, in any form or by any, means electronic, 
mechanical, photocopying, recording or otherwise, be lent, re-sold, hired out or otherwise circulated without the amfori consent.

  
This is an extract of the amfori BSCI Audit Report, which is available in the amfori BSCI Platform. © amfori, 2018 - The English version is the legally binding One.

Created with EO.Pdf for .NET trial version. http://www.essentialobjects.com.

Producer : Ever Light Plastic Products Co., Ltd.
DBID : 404417 and Audit Id : 195058     Audit Date : 15/10/2020

Audit Type : Full Audit
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Rating Definitions
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Main Auditee Information

Name of producer : Ever Light Plastic Products Co., Ltd.

DBID number : 404417

Audit ID : 195058

Address : Donggao Industrial Zone, Zanhuang Shijiazhuang

Province : Hebei Country : China

Management Representative : Min Ren   

Contact person: Min Ren Sector : Non-Food

Industry Type : Plastic Industry Product group : Plastic and articles thereof

Product Type : PVC gloves   
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Audit Details

Audit Range : Full Audit Follow-up Audit

Audit Scope : Main Auditee Main Auditee & Farms

Audit Environment : Industrial Agricultural Small Producer

Audit Announcement : Fully-Announced Fully-Unannounced Semi-Announced

Random Unannounced Check (RUC) : No

Audit extent (if applicable) : none

Audit interferences or contingencies (if applicable) : none

Overall rating : C

Need of follow-up : Yes If YES, by : 16/10/2021

Rating per Performance Area (PA)

PA 1 PA 2 PA 3 PA 4 PA 5 PA 6 PA 7 PA 8 PA 9 PA 10 PA 11 PA 12 PA 13

B B A A B D A A A A A A A

Executive summary of audit report

Factory name: Ever Light Plastic Products Co., Ltd. 石家庄鸿锐集团鸿迪塑胶制品有限公司 
 Factory address: Donggao Industrial Zone, Zanhuang, Hebei Province, China. 

 中国河北省赞皇县东高工业区 
 Business license number: 91130100784064765D 

  
The factory was established on January 18, 2006, it was mainly manufacturing PVC gloves. The main production activities in the factory were mixing,
molding, testing, inspection and packing. 

 Per factory management interview, there was no peak season in the factory. Their capacity was 80,000 boxes per month. 
 The audited factory owned one 1-storey production building (partial area was 2-storey), one 1-storey canteen and one 3-storey dormitory building. No

transportation was provided for workers. 
 There were totally 163 employees in the factory, including 34 non-production employees and 129 production employees. There were 46 male employees

and 117 female employees. The youngest employee worked in the factory was 26 years old. 
Production workers' working hours were recorded by IC card system with detailed time in and time out information. There was only three shifts for
production employees, the 1st shift was from 08:00 to 16:00, the 2nd shift was from 16:00 to 24:00 and the 3rd shift was from 00:00 to 08:00; there was
one shift for office workers, it was from 08:00 to 12:00 and 13:30 to 17:30, no overtime work arranged in weekdays. Production workers were paid in daily
rate at the 25th day of next month by cash. 

  
According to the payroll and attendance records of 16 sample employees from Nov 2019, 16 sample employees from Feb 2020 and 16 sample employees
from Aug 2020, it was noted that the regular wage of all sampled employees in these months was minimum RMB 90 per day, the local minimum wage was
RMB 1680 per month equivalent to RMB 77/day since Nov 1, 2019 and the local minimum RMB 1480/month and equivalent to RMB 68/day before Nov 1,
2019. All sampled employees were paid with 200% of regular wages for their work on rest days, which was in line with statutory requirement. No overtime
works were noted in weekdays and statutory holidays. Additional 5 records were sampled in Sep 2020 for working hour verification. The sampled records
indicated that employees’ maximum overtime hours was 0 hours a weekday, 8 hours a rest day, 0 hour a holiday, 8 hours a week and 40 hours a month in
the testing months. The maximum weekly working hours were 48 hours. The longest consecutive working days were 6 days in the testing periods. 
 
According to the social insurance payment receipt of Sep 2020 provided by factory management, it was noted that only 46 out of 163 employees (28.22%)
were provided with pension, unemployment, maternity and medical insurance, all 163 workers were provided with accident insurance, but not all workers
were provided with all kinds of social insurance. 

  
The attendance records were cross-checked against production records, attendance records, payroll records and confidential interviews, no
inconsistencies regarding working hours were found. 

 At the end of the audit, a closing meeting was held with the factory representatives. All of the findings were disclosed and discussed and a corrective action
plan was explained to the factory representatives, Mrs. Min Ren/QA supervisor agreed with the findings and signed the corrective action plan. 

  
Opening meeting factory representatives (name and titles) 

 Mrs. Caihui Wang/HR staff; 
 Mr. Lijie Tian/Sales supervisor; 

 Mrs. Lili Zhang/Quality supervisor; 
 Mr. Nan Zou/Health and safety supervisor; 

 Mrs. Yuli Wu/Manager; 
 Mr. Dongbo Qi/Worker representative; 

 Mrs. Min Ren/QA supervisor; 
  

Remark: 
1. There was no contractor used by the auditee, which makes the contractor license/permit not applicable. 

 2. There was no agency used by the auditee, which makes the agency labor contract not applicable. 
 3. The Government waivers were not applicable in the auditee. 

 4. The Collective bargaining agreements were not applicable in the auditee. 
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5. Audit Company: Bureau Veritas Consumer Products Service 
Audit Company APSCA Number: 11600002 

 Lead Auditor Name: Ferric He 
 APSCA Auditor Registered Number: RA 21702093 

 Member Auditor Name: Vera Wang 
 APSCA Auditor Registered Number: RA 21700004
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Ratings Summary

Auditee's background information

Auditee's name : Ever Light Plastic Products Co., Ltd. Legal status : Limited company

Local Name : 石家庄鸿锐集团鸿迪塑胶制品有限公司
(91130100784064765D)

Year in which the auditee was founded : 2006

Address : Donggao Industrial Zone, Zanhuang Contact person (please select) : Min Ren

Province : Hebei Contact's Email : renmin@hongray.com.cn

City : Shijiazhuang Auditee’s official language(s) for written
communications :

Chinese

Region : North East Asia Other relevant languages for the 
auditee :

None

Country : China Website of auditee (if applicable) : None

GPS coordinates : N37°42'20'' E114°30'9'' Total turnover (in Euros) : 12671059.00

Sector : Non-Food Of which exports % : 80.00

Industry : Plastic Industry Of which domestic market % : 20.00

If other, please specify : Production volume : 80,000 boxes per month

Product Group : Plastic and articles thereof Production cost calculation : Yes

If other, please specify : Lost time injury calculation cost : Yes

Product Type : PVC gloves   

Auditee's employment structure at the time of the audit

Total number of workers : 163 Total number of workers in the production unit to be monitored (if applicable) : 0

 MALE WORKERS FEMALE WORKERS

Permanent workers 46 117

Temporary workers 0 0

In management positions 0 1

Apprentices 0 0

On probation 0 0

With disabilities 0 0

Migrants (national citizens) 0 0

Migrants (foreign citizens) 0 0

Workers on the permanent payroll 46 117

Production based workers 0 0

With shifts at night 20 109

Unionised 0 0

Pregnant - 0

On maternity leave - 0
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Finding Report

Performance Area 1 : Social Management System and Cascade Effect

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: B Deadline date:16/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory established complete policy and procedure on social accountability. For example, the procedures on hiring, discrimination, forced

labor, freedom of association, payment and benefit, working hours, dealing with grievances, training workers, promoting ethical behavior were
established by the factory. The factory also established policy to manage its own significant business partners, supplier's social performance
were monitored when they select suppliers. However, there were gaps had been identified in this performance area.

 工厂建 立了完整的社会责任政策和程序，例如程序中包括招聘、歧视、强迫劳动、自由结社、工资报酬、工作时间、申诉系统，员工培训，反腐败
等内容。 工厂还创建了供应商的筛选程序，程序显示工厂在选择供应商时，会评估到其社会责任表现。 但是，基于令人满意的证据，主要受审核
方没有完全尊重这个原则。

1.4 - The factory had established the production capacity assessment procedure, but they had not assessed production capacity, workers' overtime
working hours exceeded local law's requirement. This violated Performance Area 1: Social Management System and Cascade Effect 1.4

 工厂已建立生产能力评估程序，但还未进行生产能力评估，导致员工的加班时间超过法规要求。 根据执行领域1：社会管理体系和级联效应 1.4

Remarks from Auditee:
 The factory management agreed the finding and no other comment.

Performance Area 2 : Workers Involvement and Protection

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: B Deadline date:16/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory established policy and provided training for workers to let them knew their personal rights. The grievance procedure was established,

workers could communicate with worker representatives, and raise grievance through suggestion box. And the related policy had been posted in
workshop to make workers aware of their rights and responsibilities. However, there were gaps had been identified in this performance area,
workers did not completely knew BSCI COC content, the grievance procedure did not involve with its stakeholders. 

 工厂建立了制度并推行培训，以便让员工了解自身的权利。工厂建立了申诉机制，可以和员工代表沟通，或者通过意见箱反馈意见。 并且已经通过
在生产车间对相关政策进行公示，以便于让员工更好地了解这一政策。但是被审核方在该绩效区域有差距，员工并不完全了解BSCI COC内容，申
诉程序没有涉及到利益相关方。

2.4 - The factory had provided the social responsibility requirement and BSCI COC training for workers, however, the workers did not completely know
the requirements of Amfori BSCI Codes per employee interview. This violated Performance Area 2: Workers Involvement and Protection 2.4.

 工厂有给员工提供了社会责任要求和BSCI COC 培训，但是根据员工访谈员工并不完全了解Amfori BSCI守则的要求。 根据执行领域2：工人参与
和保护2.4

2.5 - The established grievance mechanism did not include all interested parties, it was only applicable for internal part. In accordance with
Performance Area 2: Workers Involvement and Protection 2.5.

 工厂建立的申诉机制没有包含所有利益相关方，只是对工厂内部适用。 根据执行领域2：工人参与和保护2.5

Remarks from Auditee:
 The factory management agreed the finding and no other comment.

Performance Area 3 : The rights of Freedom of Association and Collective Bargaining

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established policy on the rights of freedom of association and collective bargain per BSCI COC requirements, worker

representatives were elected freely, suggestion box was provided. Besides, the auditee has provided trainings to all workers regarding freedom of
association and collective bargain. Workers could communicate with the worker representatives without interruption. All employees were not
discriminated whether they were worker representatives or not. 

 工厂依据BSCI的行为准则建立了自由结社方 面和集体谈判权的方针政策和程序文件，有自由选举员工代表，并设置了意见箱。 此外工厂为所有员
工提供了这方面的培训。员工可以不受干扰的和员工代表进行交流。此外所有员工无论他们是否是员工代表都不会受到歧视。

Remarks from Auditee:
 None
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Performance Area 4 : No Discrimination

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established procedure and policy on non-discrimination per BSCI COC requirement, trainings regarding anti-discriminaiton were

provided. All interviewed workers indicated that no discrimination case in the factory, no discriminate pregnancy testing was conducted for
workers, and all employees were equal regardless of their race, age, gender and skin for overtime work, training and wage raising. 

 工厂依据BSCI的行为准则建立了非歧视方面方针政策和程序文件，培训会涉及非歧视政策。 员工访谈没有汇报歧视方面问题，工厂也没有要求员
工验孕，所有员工不管什么种族，年龄，性别，肤色都一律平等享有加班机会、培训机会和加薪机会。

Remarks from Auditee:
 None

Performance Area 5 : Fair Remuneration

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: B Deadline date:16/01/2021

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established rule to ensure that all employees would be paid with enough wages per legal requirement. Based on document

review, management interview and workers interview, the factory had provided the benefits such as paid annul leave, paid statutory holidays and
etc for employees. Worker's wage was calculated in daily rate, they were paid with at least RMB 90 per day, which was higher than local
minimum wage standard; the wage was paid at the 25th day of the next month by cash, the slip was provided; wages were paid in time. However,
the factory did not ensure all workers were provided with all kinds of social insurance. 

 工厂已经通过厂规来确保员工能 依法获得足够的工资。根据文件审核，员工访谈及管理层访谈，被审核方已经依法为员工提供了带薪年假，带薪法
定假日等。 员工工资为日薪工资，最低的日工资为RMB 90/天，高于当地最低工资水平； 工厂会在每月25日通过现金支付员工上个月的工资，并
且为员工提供工资条；没有发生拖欠工资的情况。 但工厂没有确保所有员工获得所有类型的社保。

5.5 - According to the social insurance payment receipt of Sep 2020 provided by factory management, it was noted that only 46 out of 163 employees
(28.22%) were provided with pension, unemployment, maternity and medical insurance, all 163 workers were provided with accident insurance,
but not all workers were provided with all kinds of social insurance. Workers indicated that they were voluntary to participate in social insurance.
Factory management agreed with the issue and would take corrective action as soon as possible. This violated Article 73 of the Labor Law of the
People’s Republic of China.

 根据厂方提供的2020年9月的社会保险缴费单据显示，工厂为46/163名员工(28.22%)提供了养老, 生育，失业，医疗保险，为所有员工提供了工伤
保险，但没有达到全员参保。 员工表示是自愿参加社保的，工厂同意该问题并表示尽快改善。 根据《中华人民共和国劳动法》第73条

Remarks from Auditee:
 The factory management agreed the finding and no other comment.

Performance Area 6 : Decent Working Hours

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: D Deadline date:16/01/2021

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established working hour policy, their regular working hours were 5 days per week and 8 hours per day. There were three

working shifts for production workers, it was form 08:00-16:00, 16:00-24:00 and 24:00-08:00. The factory used IC card attendance system to
record workers’ attendance status. According to the sampled attendance records, employees did not work overtime in weekdays, the overtime
hours were 8 hours per week, the maximum overtime hours were 40 hours per month. The maximum total working hours per week were 48 hours
per week. The longest consecutive days worked were 6 days and had at least one day rest after 6 days. Workers were voluntary to participate in
overtime work.

 工厂建立了工时管理制度，工厂的正班工时是每周 5天，每天8小时。生产员工按照三个班次安排，分别为08：00-16：00， 16：00-24：00，
24：00-08：00. 工厂采用IC卡考勤来记录员工的考勤状态。 抽样的考勤里面，员工平时没有加班，每周加班8小时，每月加班最多40小时。每周的
总工作时间最多是48小时。最多连续工作6天之后有至少一天休息。 员工加班均为资源参加。

6.2 - According to the payroll and attendance records of 16 sample employees from Nov 2019, 16 sample employees from Feb 2020, 16 sample
employees from recent paid month Aug 2020 and 5 records from unpaid full month of Sep 2020, it was noted that 16 out of 16 sample population
employees worked in excess of 36 overtime hours per month (i.e. 40 hours) in Nov 2019, which was not in compliance with the legal requirement;
16 out of 16 sample population employees worked in excess of 36 overtime hours per month (i.e. 40 hours) in Feb 2020, which was not in
compliance with the legal requirement; 16 out of 16 sample population employees worked in excess of 36 overtime hours per month (i.e. 40
hours) in Aug 2020, which was not in compliance with the legal requirement; All employees interviewed represented that they were voluntarily to
work overtime and the production workload was acceptable. Factory management agreed with the issue and would take corrective action as soon
as possible. This Violated Article 41 of the Labor Law of the PRC. 

 根据工厂提供的工资考勤记录，抽样2019年11月16名员工， 2020年2月16名员工，发薪月份2020年8月16名员工和未发薪月份2020年9月5名员
工， 显示 16/16名员工在2019年11月的加班时间为40小时，超过每月加班时间不能超过36小时的法律规定； 16/16名员工在2020年2月的加班时间
为40小时，超过每月加班时间不能超过36小时的法律规定； 16/16名员工在2020年8月的加班时间为40小时，超过每月加班时间不能超过36小时的
法律规定； 访谈员工表示自愿加班，工作强度也可以接受。 工厂同意该问题并表示尽快改善。 根据《中华人民共和国劳动法》第41条

Remarks from Auditee:
 The factory management agreed the finding and no other comment.
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Performance Area 7 : Occupational Health and Safety

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:16/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The committee of health and safety was set up by the factory, and EHS supervisor was responsible for the affairs of health and safety. Factory

had conducted internal assessment for the risk of workshop accordingly to reduce potential health and safety risks. For fire safety, the factory
equipped extinguishers in every workshop. Fire alarms, emergency lights and fire hydrant were available in the factory. All these Fire facilities
were checked per month, fire drill for day shift and night shift was conducted. For mechanism safety, all operation instructions were set up;
workers were well trained to operate it correctly. The factory also set up emergency procedure and trained sufficient first aiders for providing the
service of first aid. The first aid box was also available in every workshop. The factory asked third party to conduct occupational health impact
factors testing for workshops, workers were provided with free occupational health examination. Clean potable water was also provided, it was
free for access. 

 工厂创建了员工的健康安全委员会，由EHS代表负责整体的健康与安全。工厂按照车间情况对工厂内部进行健康安全风险评估，消除潜在的安全风
险。在消防安全方面， 工厂给所有车间配备了灭火器，消防栓，应急灯、消防警铃。消防设施每月都会进行检查，有针对白班和夜班进行消防演
习。在机械安全方面，工厂制定了相应的操作规程，并且给员工提供了操作培训。 在急救政策方面，工厂制定了急救政策，工厂给每个车间配备了
药箱，而且工厂有充足数量的急救员。工厂委托了第三方机构对车间职业危害因素进行了监测，并为员工提供了免费的职业健康体检。 同时，工厂
也提供了饮用水给员工，员工可随时喝水。

7.3 - It was noted that the health and safety risk assessment for workshops was conducted insufficiently. The risk assessment did not include the
chemical safety risk in mixing workshop, such as the newly updated MSDS should be provided there. Factory management agreed with the issue
and would take corrective action as soon as possible. This violated Performance Area 7: Occupational Health and Safety 7.3.

 工厂为车间进行的健康安全风险评估不充分。风险评估没有包含配料车间使用的化学品的风险，比如应该提供最新的MSDS等。 根据执行领域7：
职业健康和安全 7.3. 工厂同意该问题并表示尽快改善。

7.7 - It was noted that there was no newly updated version MSDS onsite for hazardous chemical additive in mixing workshop. In accordance with
Article 27 of the Regulation For Chemical Usage Safety in Work Place: 

 现场发现，配料车间没有张贴危险化学品添加剂的最新版本的MSDS。 根据《工作场所安全使用化学品规定》第27条：

7.23 - No transportation was provided for workers, it was not applicable.
 工厂没有为员工提供交通，不适用。

Remarks from Auditee:
 The factory management agreed the finding and no other comment.

Performance Area 8 : No Child Labour

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established procedures on no child labor, and remediation procedures are available in case child labor was found, the

requirements were trained to all workers. Age verification mechanism was used upon recruitment to ensure all workers were over 16 years old, it
was in line with local law requirement. Currently, no child labor was detected or reported. 

 工厂建立了不使用童工和童工补救措施程序文件，并将相关要求培训告知员工。招聘过程中工厂有年龄识别体系确保员工都满16岁，符合法规要
求。审核过程没有发现童工或者汇报童工。

Remarks from Auditee:
 None

Performance Area 9 : Special protection for young workers

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory established policy to indicate that young worker would be protected properly, such as young worker would not be arranged in

unreasonable position, regular health examination would be provided. The requirements were also trained to workers. According to document
review, onsite observation and workers interview, no young worker was used in the factory currently.

 工厂建立了政策，表明会合理保护未成年工人，比如不安排不合理的岗位，定期提供体检等。工厂有将相关要求培训告知员工。文件核实、现场观
察、员工访谈确认，工厂目前没有使用到未成年工人。

Remarks from Auditee:
 None
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Performance Area 10 : No Precarious Employment

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 Labor contracts were signed between the factory and each worker, the contracts statement included the description of working hours, training,

rest time and leave, payment and payment method, which were in accordance with legal requirement and ILO. The factory had communicated all
labor contract contents to all workers before they entered the factory. Meanwhile, the factory provided a copy of contract to every worker. No
illegal worker was used in the factory, all of them were employed by the factory directly. 

 工厂和每个员工均签订了劳动合同，劳动合同的内容包括工时，培训，休息时间和假期，报酬和支付条件，这些内容均符合法规以及国际标准。 工
厂有在员工入职前有告知员工合同的内容。同时工厂提供了一份劳动合同副本给员工。 工厂无不符合法规的用工形式存在，所有员工均为工厂自己
招聘。

Remarks from Auditee:
 None

Performance Area 11 : No Bonded Labour

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established procedures on non-bond labor and all employees were freely to terminate their relationship with the factory with full

wage paid. The factory provided dormitory for workers, they also could choose to live in their own house. No movement restriction area in the
factory, they were voluntary to participate in overtime works. Interviewed workers indicated that no wage and ID card was withheld by the factory. 

 工厂建立了无强迫劳动的程序文件，所有员工都可以自由终止劳动关系并拿到全额报酬。工厂有给员工提供了宿舍，员工可以自由选择回家住宿。
车间没有设置限制活动区域，员工可以自由加班。员工表示没有发生扣押工资和身份证件的情况。

Remarks from Auditee:
 None

Performance Area 12 : Protection of the Environment

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:16/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had established environmental management policy and procedures which included environment impact assessment, conformity

assessment regards to environmental law, waste management, environment issue grievance, etc. The factory obtained environmental impact
assessment report and approval from government department. Based on onsite observation, no obvious waste was released to factory
surrounding during its production activities, no pollution was observed. The factory provided environmental protection knowledge training for
workers. 

 被审核方有建立环境政策， 其中包括环境影响的评估，环保法规符合性识别评估，废弃物的管理，环保问题申诉等。 工厂有获得建设项目的环评
报告和政府部门的批复意见。工厂生产过程没有发现对周边环境排放明显的废弃物，没有发现污染情况。工厂有给员工提供了环保知识的培训。

12.1 - The factory had conducted environment impact assessment for the factory boundary, but the assessment did not include its production impact to
other factories in the industrial park. In accordance with performance area 12: Protection of the environment. 12.1

 工厂有对周边环境影响进行环境影响评估，但没有评估其生产活动对园区内其他工厂影响。 依据执行领域12：环境保护 12.1

Remarks from Auditee:
 The factory management agreed the finding and no other comment.
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Performance Area 13 : Ethical Business Behaviour

Full Audit [Audit Id - 195058] Audit Date: 15/10/2020 PA Score: A Deadline date:16/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory had written procedures on Ethical Behaviour, which included prohibition of corruption, extortion or embezzlement, or any form of

bribery, fraud and investigation of unethical behaviors etc. The factory had conducted the assessment on the potential ethic risks. Durint the
audit, accurate records were provided for review, including payroll records, attendance records, certificates and reports. The effective business
license was provided for review.

 工厂已经建立了书面化的商业道德程序，其中包括风险评估，不正当收益，商业欺诈，不道德行为的调查等。被审核方对潜在的商业道德风险进行
了风险评估。 审核期间提供了准确的记录查看，包括工资考勤文件、证件和报告等。工厂有获得有效的营业执照。

13.4 - It was noted that the factory had established personal privacy protection procedure, such as personal information privacy, financial privacy, etc,
but trainings on personal privacy protection procedure was not provided to all employees. In accordance with Performance Area 13: Ethical
Business Behaviour 13.4

 审核发现尽管工厂建立了个人隐私保护程序，例如个人信息隐私、财务隐私等，但并未向所有员工提供个人隐私保护方面程序的培训。 根据执行领
域13：道德商业行为 13.4

Remarks from Auditee:
 The factory management agreed the finding and no other comment.
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Summary

Audit Type Date Audit Id PA1 PA2 PA3 PA4 PA5 PA6 PA7 PA8 PA9 PA10 PA11 PA12 PA13 Overall Rating

Full Audit 15/10/2020 195058 B B A A B D A A A A A A A C
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External photo(s) of the production unit(s)
 Fire hydrant testing.JPG

External photo(s) of the production unit(s)
 Fire hydrant.JPG
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External photo(s) of the production unit(s)
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External photo(s) of the production unit(s)
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Auditee : Better Care Plastic Technology Co., ltd.

Audit Date From : 19/10/2020

Audit Date To : 20/10/2020

Expiry Date of the Audit : Please refer to the producer profile in the amfori BSCI platform

Auditing Company : BureauVeritas

Auditor’s Name(s) : Vera Wang(Lead), Andy Lu

Auditing Branch (if applicable) :

This is an extract of the on line Audit Report.The complete report is available in the amfori BSCI Platform. 
Access www.bsciplatform.org, for entitled users only.

All rights reserved. No part of this publication may be reproduced, translated, stored in a retrieval system, or transmitted, in any form or by any, means electronic, 
mechanical, photocopying, recording or otherwise, be lent, re-sold, hired out or otherwise circulated without the amfori consent.

  
This is an extract of the amfori BSCI Audit Report, which is available in the amfori BSCI Platform. © amfori, 2018 - The English version is the legally binding One.
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Rating Definitions
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Main Auditee Information

Name of producer : Better Care Plastic Technology Co., ltd.

DBID number : 404438

Audit ID : 195260

Address : FUQIAN XI ROAD WEST DISTEICT OF SHENZE INDUSTRIAL BASE, SHENZE COUNTY, Shijiazhuang

Province : Hebei Country : China

Management Representative : Xiaoling Li   

Contact person: Xiaoling li Sector : Non-Food

Industry Type : Product group :

Product Type : Nitrile Gloves   
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Audit Details

Audit Range : Full Audit Follow-up Audit

Audit Scope : Main Auditee Main Auditee & Farms

Audit Environment : Industrial Agricultural Small Producer

Audit Announcement : Fully-Announced Fully-Unannounced Semi-Announced

Random Unannounced Check (RUC) : No

Audit extent (if applicable) : none

Audit interferences or contingencies (if applicable) : none

Overall rating : C

Need of follow-up : Yes If YES, by : 20/10/2021

Rating per Performance Area (PA)

PA 1 PA 2 PA 3 PA 4 PA 5 PA 6 PA 7 PA 8 PA 9 PA 10 PA 11 PA 12 PA 13

B B A A B D A A A A A B A

Executive summary of audit report

Factory name: Better Care Plastic Technology Co., Ltd 河北鸿泽塑胶科技有限公司
 Factory address: FUQIAN XI ROAD WEST DISTRICT OF SHENZE INDUSTRIAL BASE, SHENZE COUNTY, Shijiazhuang Hebei - China 

深泽县工业园区（府前西路）
 Business license number: 911301286920575093

  
The factory was established on July 10, 2009, it was mainly manufacturing nitrile gloves. The main production activities in the factory were mixing, forming,
inspection and packing.

 Per factory management interview, there was no peak season in the factory. Their capacity was 2,200,000,000 pcs per year.
 The entire factory was consisted of one flat (part of 2F) production building, one flat (part of 3-storey) production building, one 6-storey dormitory building,

one 2-storey canteen (idle).
 The construction area used by auditee was about 54,630.37 S.Q meters. 

 There were totally 482 employees in the factory, including 55 non-production employees and 427 production employees. There were 183 male employees
and 299 female employees. The youngest employee worked in the factory was 22 years old. 

 Production workers' working hours were recorded by face scan system with detailed time in and time out information. There was only one shift for office
employees, it was from 08:00 to 12:00 and 13:30 to 17:30, three shifts for production employees, and it was from 00:00-08:00, 08:00-16:00, and 16:00-
00:00. All workers were paid in hourly rate at the 20th day of next month by bank transfer.

 According to the payroll and attendance records of 22 sample employees from Dec 2019, 22 sample employees from May 2020 and 22 sample employees
from Aug 2020, it was noted that the regular wage of all sampled employees in these months was minimum RMB 11.25 per hour, the local minimum wage
was RMB 1680 per month equivalent to RMB9.66/hour since Nov 1, 2019. All sampled employees were paid with 150% and 200% of regular wages for
their work on weekdays and rest days respectively, which was in line with statutory requirement. No overtime works were noted in statutory holidays.
Additional 5 attendance records were sampled in Sep 2020 for working hour verification. The sampled records indicated that employees’ maximum
overtime hours was 0 hour a weekday, 8 hours a rest day, 0 hour a holiday, 8 hours a week and 40 hours a month in the testing months. The maximum
weekly working hours were 48 hours. The longest consecutive working days were 6 days in the testing periods. 

  
According to the social insurance payment receipt of Aug 2020 provided by factory management, it was noted that only 77 out of 482 employees (16%)
were provided with unemployment, maternity and medical insurance, 133 out of 482 employees (28%) were provided with pension insurance and 482 out
482 employees (100%) were provided with injury insurance. But not all workers were provided with all kinds of social insurance.

 The attendance records were cross-checked against production records, attendance records, payroll records and confidential interviews, no
inconsistencies regarding working hours were found.

 At the end of the audit, a closing meeting was held with the factory representatives. All of the findings were disclosed and discussed and a corrective action
plan was explained to the factory representatives, Mrs. Li Xiaoling / Vice GM and Mrs. Song Hongye / Worker Representative agreed with the findings and
signed the corrective action plan.

  
Opening meeting factory representatives (name and titles)

 Mr. Zhao Lipeng / Office director;
 Mr. Li Ming / Safety director;

 Mrs. Xu Lihua / QA director;
 Mrs. Song Hongye / Worker Representative;

 Remark: 
 1. There was no contractor used by the auditee, which makes the contractor license/permit not applicable.

 2. There was no agency used by the auditee, which makes the agency labor contract not applicable.
 3. The Government waivers were not applicable in the auditee.

 4. The Collective bargaining agreements were not applicable in the auditee.
 5. Audit Company: Bureau Veritas Consumer Products Service 

Audit Company APSCA Number: 11600002
 Lead Auditor Name: Vera Wang

 APSCA Auditor Registered Number: RA 21700004
 Member Auditor Name: Andy Lu
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APSCA Auditor Registered Number: RA 21701159
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Ratings Summary

Auditee's background information

Auditee's name : Better Care Plastic Technology Co., ltd. Legal status : Limited company

Local Name : 河北鸿泽塑胶科技有限公司 Year in which the auditee was founded : 2009

Address : FUQIAN XI ROAD WEST DISTEICT OF
SHENZE INDUSTRIAL BASE, SHENZE
COUNTY,

Contact person (please select) : Xiaoling li

Province : Hebei Contact's Email : renmin@hongray.com.cn

City : Shijiazhuang Auditee’s official language(s) for written
communications :

Chinese

Region : North East Asia Other relevant languages for the 
auditee :

None

Country : China Website of auditee (if applicable) : None

GPS coordinates : N38°18'97’’, E115°17’93'' Total turnover (in Euros) : 43091394.00

Sector : Non-Food Of which exports % : 90.00

Industry : Of which domestic market % : 10.00

If other, please specify : Nitrile Rubber Production volume : 2,200,000,000
pcs/annually

Product Group : Production cost calculation : Yes

If other, please specify : Nitrile Rubber Products Lost time injury calculation cost : No

Product Type : Nitrile Gloves   

Auditee's employment structure at the time of the audit

Total number of workers : 482 Total number of workers in the production unit to be monitored (if applicable) : 0

 MALE WORKERS FEMALE WORKERS

Permanent workers 183 299

Temporary workers 0 0

In management positions 34 21

Apprentices 0 0

On probation 0 0

With disabilities 0 0

Migrants (national citizens) 1 0

Migrants (foreign citizens) 0 0

Workers on the permanent payroll 183 299

Production based workers 149 278

With shifts at night 149 278

Unionised 0 0

Pregnant - 0

On maternity leave - 0
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Finding Report

Performance Area 1 : Social Management System and Cascade Effect

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: B Deadline date:20/12/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee partially respected the requirement of this performance area. The auditee established an

effective management to implement the BSCI Code of Conduct, and appointed a senior manager (Mrs. Li) to ensure that the BSCI values and
principles were followed in a satisfactory manner. However, there was still a gap between the factory and amfori BSCI requirements in the
following aspects. For example, the factory did not plan production capacity rationally, resulting in overtime exceeding legal requirements.

 整体观察表明，受审核方部分尊重这个执行领域的要求。被审核方已经建立了执行BSCI行为守则的有效管理体系，并委派了高级经理(李女士)以确
保其充分遵循BSCI价值和原则要求。发现工厂在系统执行方面和amfori BSCI要求仍有差距。比如：工厂没有合理规划生产能力，导致加班时间超
过法律要求。

1.4 - The factory had established the production capacity assessment procedure, but they had not assessed production capacity, workers' overtime
working hours exceeded local law's requirement. This violated Performance Area 1: Social Management System and Cascade Effect 1.4

 工厂已建立生产能力评估程序，但还未进行生产能力评估，导致员工的加班时间超过法规要求。 根据执行领域1：社会管理体系和级联效应 1.4

Remarks from Auditee:
 The factory agreed the finding and no other comment.

Performance Area 2 : Workers Involvement and Protection

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: B Deadline date:20/12/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee partially respected the requirement of this performance area. Workers are freely and publicly to

elect worker representative for once a year, the recent selected worker representative on Jan 4, 2020 and meeting on Sep 4, 2020. Employees
could report grievance via suggestion box, hotline or email anonymously. With regard to the reported cases, the HR or worker representative
would take time to handle the issues and no retaliation would be made. The factory had provided relevant documents for review. But based on
those evidence, the main auditee partially respected this principle because defects were identified in this performance area. Follow findings listed
in detailed information.

 整体观察表明，受审核方部分尊重这个执行领域的要求。员工每年至少有一次公开选举员工代表，最近一次员工代表选举是在2020年1月4日，最
近一次会议举行在2020年9月4日。同时员工可以通过意见箱,和邮箱来匿名申诉。对于所有上报的案例，工厂人事部门会负责后续事宜调查和处
理，举报员工不会被打击报复。相关文件都有保留和提供查看。但是基于满意的证据，被审核方部分遵守本原则，具体详见审核发现。

2.4 - The factory had provided the social responsibility requirement and BSCI COC training for workers, however, the workers did not completely know
the requirements of Amfori BSCI Codes per employee interview. This violated Performance Area 2: Workers Involvement and Protection 2.4.

 工厂有给员工提供了社会责任要求和BSCI COC 培训，但是根据员工访谈员工并不完全了解Amfori BSCI守则的要求。 根据执行领域2：工人参与
和保护2.4

2.5 - The established grievance mechanism did not include all interested parties, it was only applicable for internal part. In accordance with
Performance Area 2: Workers Involvement and Protection 2.5.

 工厂建立的申诉机制没有包含所有利益相关方，只是对工厂内部适用。 根据执行领域2：工人参与和保护2.5

Remarks from Auditee:
 The factory agreed the finding and no other comment.

Performance Area 3 : The rights of Freedom of Association and Collective Bargaining

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee respected the requirement of this performance area.The auditee respect the right of workers to

form and to bargain collectively, there were no isolated employee representatives, no discrimination,and the auditee encourage to enforce the
communication between worker representative and workers. 

 整体观察表明，受审核方尊重这个执行领域的要求。工厂尊重员工推举代表和协商参与工厂事务的权利，工厂没有孤立员工代表，没有区别对待，
工厂还鼓励员工代表多与员工沟通。

Remarks from Auditee:
 None
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Performance Area 4 : No Discrimination

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee respected the requirement of this performance area. The factory had established related non-

discrimination policy and provided related training to all employees on Jan 13, 2020. All interview employees, esp. female interviewees told
auditor there was no discrimination in the factory. 

 整体观察表明，受审核方尊重这个执行领域的要求。工厂建立了明确的反歧视政策并且清楚地通过培训告知员工，最近一次培训是在2020年1月13
日。所有受访员工，尤其是女性都向审核员反映没有歧视。

Remarks from Auditee:
 None

Performance Area 5 : Fair Remuneration

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: B Deadline date:20/12/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee partially respected the requirement of this performance area. The factory respected the local law

requirements, and the wage related regulations were posted and clearly communicated to all employees. however, the factory management also
admitted that they provided all 5 types of social insurances to part of employees. the factory did not conduct any survey or calculation of the local
living wage.

 整体观察表明，受审核方部分尊重这个执行领域的要求。工厂遵守当地关于工资和福利的要求，并且把相关法规要求张贴出来，并且通过员工手册
和开会让员工知晓。然而，工厂为部分的员工提供5种社会保险，工厂没有完成最低生活需求工资的调查和计算。

5.4 - It was noted that the factory did not have the sense to evaluate the local living wage, and they did not conduct any survey or calculation of the
local living wage before the audit. In accordance with Performance Area 5: Fair Remuneration 5.4

 工厂没有意识去评估当地的最低生活需求工资，也没有在审核前完成最低生活需求工资的调查和计算。 根据执行领域5：公平报酬 5.4
5.5 - According to the social insurance payment receipt of Aug 2020 provided by factory management, it was noted that only 77 out of 482 employees

(16%) were provided with unemployment, maternity and medical insurance, 133 out of 482 employees (28%) were provided with pension
insurance and 482 out 482 employees (100%) were provided with injury insurance. But not all workers were provided with all kinds of social
insurance. Workers indicated that they were voluntary to participate in social insurance. Factory management agreed with the issue and would
take corrective action as soon as possible. This violated Article 73 of the Labor Law of the People’s Republic of China.

 根据厂方提供的2020年8月的社会保险缴费单据显示，工厂为77/482名员工(16%)提供了生育，失业，医疗保险，工厂为133/482名员工(28%)提供
了养老保险，工厂为482/482名员工(100%)提供了工伤保险，但没有达到全员参保。 员工表示是自愿参加社保的，工厂同意该问题并表示尽快改
善。 根据《中华人民共和国劳动法》第73条

Remarks from Auditee:
 The factory agreed the finding and no other comment.

Performance Area 6 : Decent Working Hours

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: D Deadline date:20/12/2020

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory partially respect this performance area. The factory respected local law related to normal working hours. The factory did not respect

the overtime hours policy. The factory had clearly communicated working hour policy to all employees through training. Interviewed employees
confirmed that they could choose to overtime working or not.

 工厂部分尊重这个执行领域。工厂尊重了基本的正常工作时间规定，没有尊重加班时间的规定，工厂向员工传达了工厂关于工作时间的政策。面谈
的员工证实加班是自愿的。

6.2 - According to the payroll and attendance records of 22 sample employees from Dec 2019, 22 sample employees from May 2020, 22 sample
employees from recent paid month Aug 2020 and 5 records from unpaid full month of Sep 2020, it was noted that 22 out of 22 sample population
employees worked in excess of 36 overtime hours per month (i.e. 40 hours) in May 2020, which was not in compliance with the legal
requirement; 22 out of 22 sample population employees worked in excess of 36 overtime hours per month (i.e. 40 hours) in Aug 2020, which was
not in compliance with the legal requirement. All employees interviewed represented that they were voluntarily to work overtime and the
production workload was acceptable. Factory management agreed with the issue and would take corrective action as soon as possible. This
Violated Article 41 of the Labor Law of the PRC. 

 根据工厂提供的工资考勤记录，抽样2019年12月22名员工， 2020年5月22名员工，发薪月份2020年8月22名员工和未发薪月份2020年9月5名员
工， 显示 22/22名员工在2020年5月的加班时间为40小时，超过每月加班时间不能超过36小时的法律规定； 22/22名员工在2020年8月的加班时间
为40小时，超过每月加班时间不能超过36小时的法律规定。 访谈员工表示自愿加班，工作强度也可以接受。 工厂同意该问题并表示尽快改善。 根
据《中华人民共和国劳动法》第41条

Remarks from Auditee:
 The factory agreed the finding and no other comment.
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Performance Area 7 : Occupational Health and Safety

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:20/11/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The overall observation showed that the auditee partially respected the requirement of this performance area. The auditee established fire safety

policy, the emergency evacuation plan. The factory conducted twice fire drills each year on Oct 21, 2019 and May 25, 2020. All employees
participated in the fire drill. The factory conducted both day and night shifts fire drills to ensure that all workers and all shifts participated in the fire
drill. The auditee basically complied with occupational health and safety (OHS) regulations. Further, the auditee provided safety training to
employees. However, some health and safety issues were noted onsite.

 整体观察表明，受审核方部分尊重这个执行领域的要求。被审核方建立了消防程序文件，应急预案等，对员工进行安全培训等。工厂每年进行两次
消防演习分别在2019年10月21日和2020年5月25日。所有员工均参加了消防演习，工厂进行了白天和夜间的消防演习，确保所有工人，所有班次
均参与演习。被审核方基本遵守了适合其业务活动的职业健康与安全法规。但被审核方现场仍然有一些健康安全问题点。

7.1 - It was noted that no specific full-time or part-time safety production management personnel was assigned in the factory, which with 482
employees for production. In accordance with Article 21 of Law of the People’s Republic of China on Production Safety

 审核员发现工厂的生产员工人数为482人，并未配备专职或者兼职的安全生产管理人员。 根据《中华人民共和国安全生产法》第二十一条

7.3 - It was noted that the risk assessment for safe, healthy and hygienic working conditions was not conducted sufficiently. The risk assessment did
not cover all production activities, workplaces, machinery, equipment, chemicals, tools and processes and regular monitoring and testing. In
accordance with Performance Area 7: Occupational Health and Safety-7.3

 工厂为车间岗位进行风险评估不充分。风险评估没有涵盖所有生产活动、生产车间、机器、设备、化学品、工具和过程，没有包括定期监控和检
测。 根据执行领域7：职业健康和安全-7.3

7.6 - It was noted that one employee working in the forming workshop did not wear earplugs provided by the factory. The factory had established PPE
procedure and provided PPE training for employees. Factory management agreed with the issue and would take corrective action as soon as
possible. In accordance with Article 42 of Law of the People’s Republic of China on Production Safety.

 审核员发现工厂成型车间1名员工没有佩戴工厂提供的耳塞。工厂制定了PPE的程序，并为员工提供了PPE培训。工厂同意该问题并表示尽快改
善。 根据《中华人民共和国安全生产法》第42条。

7.11 - The factory management was unable to provide the fire acceptance check of one flat (part of 3-storey) production building for review. The total
construction of all buildings were about 20300.47 square meters. The factory had installed sufficient fire extinguishers and fire hydrants in the
buildings. Remark: The entire factory was consisted of one flat (part of 2F) production building, one flat (part of 3-storey) production building, one
6-storey dormitory building, one 2-storey canteen. In accordance with Article 13 of the Construction Project Fire Safety Supervision and
Management Regulation. In accordance with Article 24 of the Construction Project Fire Safety Supervision and Management Regulation (Extract)

 厂方未能提供1栋1层局部三层的生产楼的消防验收合格证明。总的建筑面积约为20300.47平方米。工厂在厂房安装了足够的灭火器和消防栓。 备
注：工厂有1栋1层局部2层的生产厂房，1栋1层局部3层的生产厂房，1栋6层的宿舍，1栋2层的餐厅。 根据《建设工程消防监督管理规定》第13条
根据《建设工程消防监督管理规定》第24条（节选）

Remarks from Auditee:
 The factory agreed the finding and no other comment.

Performance Area 8 : No Child Labour

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The factory fully respect this performance area. The factory established its child labor forbidden policy. The factory had coducted relevant training

for all workers on Jan 13 2020. It was noted that the HR related clerk had to check the ID and age during the hiring process. Through
management interview, worker representative interview and employee interview, all knew the child labor forbidden policy and confirmed no child
labor in the factory. The youngest employee was 22 years old.

 工厂充分尊重这个执行领域。 工厂建立了禁止童工政策。工厂为所有的员工在2020年1月13日进行了培训。负责招聘的相关HR人员知道他们必须
严格核实新近员工的年龄。通过员工、员工代表和管理层访谈都证实清楚的知晓禁止童工政策并且确定工厂没有童工。最小的工人是22岁。

Remarks from Auditee:
 None

Performance Area 9 : Special protection for young workers

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None

AREAS OF IMPROVEMENT:
 The factory fully respect this performance area. There were not young workers in this factory. However, the factory had established related

policies to ensure young workers' working time and not to contact with hazardous materials and harmful job. Worker representative stated that
the factory held training and meetings to pay attention to young workers issues.

 工厂充分尊重这个执行领域。 审核发现工厂没有未成年工。但工厂建立了完整的未成年工保护政策，包括工作时间和禁止未成年工接触有毒化学品
和有害工种等等。员工代表还表示，会举行定期的会议，来提醒未成年工问题。

Remarks from Auditee:
 None
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Performance Area 10 : No Precarious Employment

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 Based on satisfactory evidence, the main auditee fully respects this principle because: The factory had established clear recruit policies to

respect local law requirements. Confirmed through employee and employee representative interview, they need to sign standard labor contracts
with factory and they kept one labor contract. 

 基于令人满意的证据，被审核方充分尊重BSCI的本条原则，工厂建立了清楚地招聘程序来遵守当地的法规要求。通过员工和员工代表面谈，确认
所有员工进厂时必须签标准的劳动合同，并且他们自己都留有一份合同。

Remarks from Auditee:
 None

Performance Area 11 : No Bonded Labour

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 Based on satisfactory evidence, the main auditee fully respects this principle because: The factory established policies to forbidden bonded

labour. Confirmed through employee and employee representative interview, no physical or verbal abuse was noted with the factory. 
 基于令人满意的证据，被审核方充分尊重BSCI的本条原则，工厂建立了禁止强迫员工政策。通过员工和员工代表面谈，确认工厂不存在体罚和口

头侮辱。但通过员工访谈，审核员发现工厂员工对工厂相关的惩戒条款不了解。

Remarks from Auditee:
 None

Performance Area 12 : Protection of the Environment

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: B Deadline date:20/12/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The main auditee partical respects this principle because: The overall observation showed that the auditee basically fulfilled the requirement of

this performance area. The auditee continuously identified the significant impacts and environmental implications associated to its activity, and
established the proper procedure to ensure integration of local environmental law into the business performance. The assessment did not include
its production impact to other factories in the industrial park. 

 被审核方部分尊重BSCI的本条原则，整体观察表明，受审核方基本满足这个区的要求。被审核方持续识别其商业活动的重大影响及对环境造成的
后果，并且建立了合适程序来确保其商业模式中结合了当地环境法规。但是，工厂没有评估其生产活动对园区内其他工厂影响。

12.1 - The factory had conducted environment impact assessment for the factory boundary, but the assessment did not include its production impact to
other factories in the industrial park. In accordance with performance area 12: Protection of the environment. 12.1

 工厂有对周边环境影响进行环境影响评估，但没有评估其生产活动对园区内其他工厂影响。 依据执行领域12：环境保护 12.1

Remarks from Auditee:
 The factory agreed the finding and no other comment.

Performance Area 13 : Ethical Business Behaviour

Full Audit [Audit Id - 195260] Audit Date: 19/10/2020 PA Score: A Deadline date:20/12/2020

GOOD PRACTICES:
 None.

AREAS OF IMPROVEMENT:
 The main auditee partical respects this principle because: The factory had established its ethic policy and none of any act of corruption, or any

form of bribery in its activity was noticed during this audit. Training and meeting were regularly held, especially for the business and sourcing
departments.The factory had established personal privacy protection procedure, but trainings on personal privacy protection procedure was not
provided to all employees. 

 被审核方部分尊重BSCI的本条原则，工厂制定了相关的廉政政策并且在审核过程中并没有发现任何腐败或贿赂的商业行为。工厂举办定期的会议
和培训给相关的人员，尤其重点是业务和采购部门。工厂已经制定了员工隐私的保护程序，但是没有提供相关的培训给所有员工。

13.4 - It was noted that the factory had established personal privacy protection procedure, such as personal information privacy, financial privacy, etc,
but trainings on personal privacy protection procedure was not provided to all employees. In accordance with Performance Area 13: Ethical
Business Behaviour 13.4

 审核发现尽管工厂建立了个人隐私保护程序，例如个人信息隐私、财务隐私等，但并未向所有员工提供个人隐私保护方面程序的培训。 根据执行领
域13：道德商业行为 13.4

Remarks from Auditee:
 The factory agreed the finding and no other comment.
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Summary

Audit Type Date Audit Id PA1 PA2 PA3 PA4 PA5 PA6 PA7 PA8 PA9 PA10 PA11 PA12 PA13 Overall Rating

Full Audit 19/10/2020 195260 B B A A B D A A A A A B A C
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