


 



Certificate 
The Certification Body of 

TOV Rheinland LGA Products GmbH 

hereby ce呻es that the organization 

Shijiazhuang Hongray 
Group Co., Ltd. 

South T ongda Rd., East Dist. 
Jinzhou 

052260 Hebei 
P.R. China 

A ® TUVRheinland 

has established and applies a quality management system for medical devices 
fo「 the following scope· 

Manufacture and Distribution of Patient Examination Gloves 

{see attachment for sites included) 

Proof has been furnished that the requirements specified in 

EN ISO 13485:2016 

a「e fulfilled . The quality management system is subject to yearly surveillance 

Effective Date: 2020-04-16 

Certificate Registration No.: sx 60148697 0001 

An audit was performed Report No.: 16801058 009 

This Certificate is valid unt仆

(( DAKKS 
.- ～夕 Deutsche

Akkred1t1erungsstelle 
D-ZM-14169-01-02 

Date 2020-04-16 

2020-10-25 
Certification Body 

` ;\ ．笼，、＂寸甸

Jing Zha-Q,:,g.令＾七
＼芝忽·/

rOv Rheinland LGA Products GmbH - Tillystra6e 2 - 90431 Nurnberg 
Tel. : +49 221 806-1371 Fax: +48 221 806-3935 e-mail:cert-va1id1ty@de.tuv.comhttp.1/www.tuv.com/safetv 
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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, 052260 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 2020-04-10 until 2020-10-19. 
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 

  

 2020-04-14 

 

  

 TÜV Rheinland Cert GmbH  
Am Grauen Stein · 51105 Köln  

 

  
 

www.tuv.com 
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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): Examination Vinyl Gloves 

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

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: June 06, 2019 

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

JSWJ-001, Revision: C, Dated 2019-05-10), 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: June 06, 2019 

Regulatory Authority 



VERIFICATION OF EN 455 CONDITIONAL COMPLIANCE 

No.: 

Product Name: 

Style No: 

Applicant: 

Manufacturer: 

SHHL 1602007861 MD-02C 

DISPOSABLE VINYL GLOVE 

XS,S,M,L,XL 

SHIJIAZHUANG HONGRAY GROUP CO.,LTD 

SOUTH TONGDA RD.,EAST DIST. JINZHOU CITY, HEBEi, 

052260, CHINA 

SHIJIAZHUANG HONGRAY GROUP CO.,LTD 

SOUTH TONGDA RD.,EAST DIST. JINZHOU CITY, HEBEi, 

052260, CHINA 

Sufficient samples of the product have been tested and found to be in conformity with 

Test Standa「d: ' 飞 r，飞

as shown in the 

Test Report Number(s): 

EN455-1 :2000 MEDICAL GLOVES FOR SINGLE USE-

PART 1: REQUIREMENTS AND TESTING FOR FREEDOM FROM 

HOLES 

EN455-2:2015 MEDICAL GLOVES FOR SINGLE USE­

PART 2: REQUIREMENTS AND TESTING FOR PHYSICAL 

PROPERTIE 

EN455-3:2015 MEDICAL GLOVES FOR SINGLE USE-

PART 3: REQUIREMENTS AND TESTING FOR BIOLOGICAL 

EVALUATION CLAUSE 4.4 & 4.6 

SHHL 1602007861 MD-02, SHHL 1602007862MD-02 

SHHL 1602007863MD-02 

This verification is only valid for the equipment and configu「ation desc「ibed, and in conjunction with the test data detailed. It contains the 
result of the single examination of the subject being in hand and does not represent any universally valid decision concerning the quality 
of any subject of the current production. 

良－仁
Donna Gu 
CRS/Hardline SBU Section Head 
SGS-CSTC Standards Technical Services Co., Ltd. Apr 12, 2016 

Copy『lghtof this verification is owned by SGS-CSTC Standards Technical Services Co., Ltd. and may not be reproduced othe「 than in full 
and with the prior approval of the General Manager. This verification is subjected to the governance of the General Conditions of Services, 

printed overleaf. 

Member of SGS Group (Societe G码rale de Surveillance) 

Thisd ocument is issued, on the Client's behalf, by the Company under ils General Conditions of Ser11ice printed overleaf 
The Client's attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. 

Any other hofder of this document is advised thot inf ot information contained hereon reflects the Company,sfindings at the 
time of its intervention only and within the limits of Clients instructions, if any. The Company's sole responsib叩 isto
its Client and this document doeo not exonerate parties to a transaction from exercising all their rights and obligations 
under the transaction docu111ents 

SGSPAPE R 

16598819 1111111111111 11111111111 
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Test Conducted: 
1. EN 455-1:2000 Medical gloves for single use – part 1: Requirements and testing for freedom from holes 

 
Number of test sample : 200 Pieces 
The type of gloves : examination/procedure gloves 
Manufacturing batch code : / 
Batch size : / 
Sample size : XS, S, M, L, XL 
Number of non-conforming 
gloves : None 
Defects observed before testing : No defects 
Test Result : Pass 

 
 

Clause Test Items Result Note 
5 Watertightness test for detection of holes --- --- 
5.1 Referee testing  # 1&2 

 
 

2. EN 455-2: 2015 Medical gloves for single use – part 2: Requirements and testing for physical propertie 

 
Number of test sample : 
Type : 

The manufacturing batch code : 

91 Pieces 
examination/procedure gloves 

/ 

 

Size : XS, S, M, L, XL 
Defects observed before testing : No defects 
Test Result : Pass 

Clause Test Items 
  

Result 
 

Note 
 

4 Dimensions 
5 Strength 
7 Labeling 

  Pass 
Pass 
Pass 

 #3 
#1&4 

/ 
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3. EN 455-3: 2015 Medical gloves for single use—Part 3: Requirements and testing for biological evaluation 
 

Number of test sample : 5 Pieces  
Finishes of gloves : 
Defects observed before testing : 

Powdered-free gloves other than surgeon’s gloves 
No defects 

Test Result : Pass 

Clause Test Items Result  Note 

4.4 Powder Pass  #1, 5&6 

4.6 Labeling Pass  / 
 
 
 
 

Note: 
1. As per client’s declare, these gloves (four size: XS, S, M, L, XL) only size different, the material 

is the same, and only the glove of size M was tested. 
2. See result 1. 
3. See result 2. 
4. See result 3. 
5. Test according to EN ISO 21171-2006. 
6. The powder of sample was 0.4mg＜2mg. 
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Test Results: 
 

1. Watertightness test for detection of holes 
 

Sample Quantity: 200pcs 
 

AQL: 1.5 Accept: 7 Reject: 8 Found: 0 
 
 

2. Dimensions 
 

Sample Quantity: 65pcs 
 

Size XS 
Length(mm) 243 244 243 244 242 242 245 244 243 242 244 243 242 
Width(mm) 78 77 76 77 78 77 76 78 78 76 77 76 77 

 
Median value: 

Length (mm): 243 
Width (mm): 77 

 
Size S 

Length(mm) 246 245 246 245 245 247 246 245 244 243 244 242 245 
Width(mm) 88 87 86 85 85 86 87 88 87 85 86 85 86 

 
Median value: 

Length (mm): 245 
Width (mm): 86 

 
Size M 

Length(mm) 248 248 249 248 247 248 249 249 250 248 247 246 247 
Width(mm) 96 95 97 96 97 96 95 96 95 97 96 95 96 

 
Median value: 

Length (mm): 248 
Width (mm): 96 

 
Size L 

Length(mm) 243 242 243 242 242 242 243 244 243 244 243 242 243 
Width(mm) 106 105 106 104 105 106 107 106 105 106 107 105 104 

 
Median value: 

Length (mm): 243 
Width (mm): 106 
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Size XL 
Length(mm) 255 252 254 252 254 253 252 254 253 252 253 254 253 
Width(mm) 117 118 115 117 116 118 117 116 115 116 117 118 117 

 

Median value: 
Length (mm): 253 
Width (mm): 117 

 
 

Requirements: see table 1&2 
 

Table 1 Dimensions for surgical gloves  Table 2 Dimensions for 
examination/procedure gloves 

  

Size Median length 
in mm 

Median width 
in mm 

Extra small  
 

≥240 

≤80 
Small 80±10 
Medium 95±10 
Large 110±10 
Extra Large ≥110 

 

Size Median length 
in mm 

Median width 
in mm 

5 ≥250 67±4 
5.5 ≥250 72±4 
6 ≥260 77±5 
6.5 ≥260 83±5 
7 ≥270 89±5 
7.5 ≥270 95±5 
8 ≥270 102±6 
8.5 ≥280 108±6 
9 ≥280 114±6 
9.5 ≥280 121±6 

 



Test Report No.: SHHL1602007863MD-02 Date: APR. 08, 2016 Page: 6 of 8 

 

 

 
3. Strength 

 
Sample Quantity: 26pcs 

 
Size M 

Force at 
break(N) 4.50 4.84 4.57 4.49 4.91 4.48 4.45 4.37 4.74 4.78 4.89 4.80 4.65 

Force at 
break after 
challenge 
testing(N) 

 
4.75 

 
4.61 

 
4.54 

 
4.79 

 
4.82 

 
4.76 

 
4.75 

 
4.82 

 
4.38 

 
4.61 

 
4.78 

 
4.69 

 
4.65 

 
Median value: 

Force at break during shelf life (N): 4.65 
Force at break after challenge testing (N): 4.75 

 
 

 
 

Remark: 
1. The sample selecting amount for Watertightness test for detection of holes is deviated to 200 

pcs as accessed by SGS. 
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Sample Photo: 
 

Received sample (size XS) Received sample (size S) 

  
Received sample (size M) Received sample (size L) 

  


	000 PVC 首页和目录-可改
	Vinyl glove containing no natural latex protein, causing no allergies, and

	001鸿锐集团-I类医疗器械备案凭证--PVC手套
	002 ISO13485医疗器械体系证书20200416
	002 ISO 9001体系证书-Group-20200416
	003 DOC Hongray Vinyl--欧代
	003MDR&MDD-CE_Technical documentation review report-vinyl 20190606
	CE Technical Documentation review report

	004 EN455证书+报告合并版
	EN455证书-无粉PVC
	004 EN45证书+报告
	组合 1
	EN455无粉自然
	Test Conducted:
	Test Results:
	2. Dimensions
	Table 1 Dimensions for surgical gloves  Table 2 Dimensions for examination/procedure gloves
	Sample Photo:




	005 EN374、EN420证书和报告
	040714312605
	组合 1
	EN374-2-vinyl
	Work Requested
	Samples of gloves, see Table 1, were received by SATRA for testing in accordance with EN 374-2:2014 Protective gloves against dangerous chemicals and microorganisms - Determination of resistance to penetration.
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	1. GENERAL
	2. FEES AND PAYMENT
	3. INTELLECTUAL PROPERTY RIGHTS
	4. SUSPENSION OR TERMINATION OF SERVICES
	5. LIABILITY AND INDEMNIFICATION
	6. MISCELLANEOUS
	7. CONFIDENTIALITY
	8. AMENDMENT
	9. DISPUTE RESOLUTION


	Shijiazhuang Hongray Group Co., Ltd Signed: SATRA Reference: CHT0271787 /1823 /SPT Issue 2
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	10. PROVISION OF SERVICES
	11. CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES
	12. DELIVERY AND NON-DELIVERY OF GOODS
	13. RISK/TITLE OF GOODS
	14. PATENTS
	15. WARRANTY OF GOODS
	16. DEFECTIVE GOODS


	Shijiazhuang Hongray Group Co., Ltd Signed:


	EN374-4 degradation -VINYL
	TECHNICAL REPORT
	Shijiazhuang Hongray Group Co., Ltd Signed: SATRA Reference: CHT0271787/1823/JS/LC/D
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	1. GENERAL
	2. FEES AND PAYMENT
	3. INTELLECTUAL PROPERTY RIGHTS
	4. SUSPENSION OR TERMINATION OF SERVICES
	5. LIABILITY AND INDEMNIFICATION
	6. MISCELLANEOUS
	7. CONFIDENTIALITY
	8. AMENDMENT
	9. DISPUTE RESOLUTION


	Shijiazhuang Hongray Group Co., Ltd Signed: SATRA Reference: CHT0271787/1823/JS/LC/D
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	10. PROVISION OF SERVICES
	11. CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES
	12. DELIVERY AND NON-DELIVERY OF GOODS
	13. RISK/TITLE OF GOODS
	14. PATENTS
	15. WARRANTY OF GOODS
	16. DEFECTIVE GOODS


	Shijiazhuang Hongray Group Co., Ltd Signed:


	EN374-5 virus
	2020
	Customer:
	SHIJIAZHUANG HONGRAY GROUP CO., LTD SOUTH TONGDA ROAD, EAST DISTRICT, JINZHOU CITY

	WORK REQUESTED:
	Samples of gloves described as Disposable Vinyl Glove were received on the 10th December 2019 for testing in accordance with ISO 16604:2004 to meet the requirements of EN ISO 374-5:2016 for
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	1. GENERAL
	4. SUSPENSION OR TERMINATION OF SERVICES
	5. LIABILITY AND INDEMNIFICATION
	2.
	FEES AND PAYMENT
	6. MISCELLANEOUS
	3. INTELLECTUAL PROPERTY RIGHTS
	7. CONFIDENTIALITY
	8. AMENDMENT
	9. DISPUTE RESOLUTION

	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	10. PROVISION OF SERVICES
	11. CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES
	12. DELIVERY AND NON-DELIVERY OF GOODS
	13. RISK/TITLE OF GOODS
	14. PATENTS
	15. WARRANTY OF GOODS
	16. DEFECTIVE GOODS




	EN420-vinyl
	TECHNICAL REPORT
	(This report replaces Technical Report CHT0271787 dated 4th July, 2018)
	pH Value
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	1. GENERAL
	2 FEES AND PAYMENT
	3 INTELLECTUAL PROPERTY RIGHTS
	4 SUSPENSION OR TERMINATION OF SERVICES
	5 LIABILITY AND INDEMNIFICATION
	6 MISCELLANEOUS
	7 CONFIDENTIALITY
	8 AMENDMENT
	9 DISPUTE RESOLUTION



	Shijiazhuang Hongray Group Co., Ltd Signed: Liam Donnelly
	TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES
	10 PROVISION OF SERVICES
	11 CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES
	12 DELIVERY AND NON-DELIVERY OF GOODS
	13 RISK/TITLE OF GOODS
	14 PATENTS
	15 WARRANTY OF GOODS
	16 DEFECTIVE GOODS


	Shijiazhuang Hongray Group Co., Ltd Signed: Liam Donnelly


	EN455无粉自然


	006 欧洲9''exam PVC M5.0g
	SPECIFICATION FOR 9″ VINYL EXAMINATION GLOVE

	007医疗器械产品出口销售证明 20200318
	008 欧盟认证 Hongray Vinyl 内盒
	008 欧盟认证 Hongray Vinyl 外箱



