


 

 
 
 

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 



Certificate 
The Certification Body of 

TOV Rheinland LGA Products GmbH 

hereby 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 
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 

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 

(( DAKKS .- 
Akkred1t1erungsstelle 
D-ZM-14169-01-02 

Date 2020-04-16 

2020-10-25 
Certification Body 

` ;\ 
Jing 

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 

10m20d 04 08 e TL'. r uE”cnJ TU' , UIlll,`tlon and 



TUVRheinland 

TUV Rheinland Doc. 1/3, Rev. 0 

Attachment to 
Certificate 
Registration No.: 
Report No.: 

Organization: 

Scope: 

LGA Products GmbH 
TillystraBe 2, 90431 Nurnberg 

sx 60148697 0001 
16801058 009 

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

Sites included: 

Shijiazhuang Hongray Group 
Tongda Rd., East 052260 Hebei, China 

Distribution of Gloves 

Syntex Co., Ltd. 
No.1 Zone, 
Xinji City, 052360, Hebei, China 

Manufacture of Gloves 

Grand Work Plastic Co., 
Zone, Zanhuang, 050000 , Hebei, China 

Manufacture of Examination Gloves 

Certification Body 

.._,..._. .. ~ .·-((DAKKS 
Akkreditierungsstelle 
D-ZM-14169-01-02 f 

:.. ·:; ;.,'·· 
f' ?../ . ·, i. 

•.• ` · ̀  
Date: 2020-04-16 

IO O20d”m O TO` ' TUE', an0TU', a,e roglSIemd UUllsatlon aIId 



TUV Rheinland 
LGA Products GmbH 

TillystraBe 2, 90431 Nurnberg 

Attachment to 
Certificate 
Registration No.: 
Report No.: 

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

Scope: 

sx 60148697 0001 
16801058 009 

included: 

Doc. 2 I 3, Rev. O 

Shijiazhuang Jiahe Plastic Glove Co., Ltd 
Jiafeng Road, Mining Area, Shijiazhuang, 

050100, Hebei, China 

of Patient Gloves 

Ever Co., Ltd. 
Donggao Zone, Zanhuang, Shijiazhuang, 
050000, Hebei, China 

of Gloves 

Care Technology Co., 
F1.lqian Xi Road, West Base, 
Shenze 050000, Hebei,China 

of Patient Gloves 

Certification Body 

(~DAKKS 
Akkred1tierungsstell~ 
D-ZM-14169-01-02 ., 

`.
3 

` . .. 

j..\ 

Date: 2020-04-16 
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Attachment to 
Certificate 
Registration No.: 
Report No.: 

Organization: 

Scope: 

TUV Rheinland 
LGA Products GmbH 

TillystraBe 2, 90431 Nurnberg 

sx 60148697 0001 
16801058 009 

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

Sites included: 

Hong Di Co., 

TUVRheinland 

Doc. 3 I 3, Rev. 0 

Zone, Zanhuang, 050000, Hebei, China 

..,. 

of Gloves 

Shanxi Hongjin Technology Co., LTD 
Coal Bed Zone, Qu'e Town, Daning 
Linfen City, 042300,Shanxi,China 

Manufacture of Patient Gloves 

Certification Body 

((!DAKKS 
Deutsche 
Akkredrtlerungsstelle 
D-ZM-14169-01-02 

Date: 2020-04-16 

04 03.' TU\, TUE\ and 



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, 

Enclosed please find the 
new certificate No. SX 60148697 0001 
replacing the previous certificate 

Certification body 

Jing Zhang 

Test sample: no, documentation available 

TUVRheinland ® 

LGA~ 
Precisely Right. 

Contact 

Tel. +49 911 655-5225 
Mail service@de.tuv.com 

Date April 16, 2020 

TUV Rheinland 
LGA Products GmbH 

2 
90431 NOrnberg 

Tel. +49 911 655-5225 
Fax +49 911 655-5226 
Mail service@de.tuv.com 
Webwww tuv.com/safety 

Board of Management 

Dipl.-lng 
Jorg Mahler, Spokesman 

Dipl.-Kfm 
Dr. Jorg Schlosser 

Chairman of the 
Supervisory Board 

Dipl.-lng 
Ralf Scheller 

Nuremberg HRB 26013 
VAT No.: DE811835490 



        
 
 

 

 

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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 Annex to certificate  
 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1732303  

 

 

www.tuv.com 
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  No.  Location  Scope 

/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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 Annex to certificate  
 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1732303  
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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 

/07 JinZhou XinRui Plastic Products Co., Ltd. 
Unified Social Credit Code: 
911301835795985148 
Registration Address: South Tongda Rd., 
East Dist., Jinzhou City, 052260 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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 Annex to certificate  
 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1732303  
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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, 050000 Hebei,                  
P. R. China 
Operation Address: same as above 

Manufacture and Distribution of Patient 
Examination Gloves 

/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 

 

 2020-04-14 

 

   

TÜV Rheinland Cert GmbH 
Am Grauen Stein · 51105 Köln 

 

 

 


