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VINYL/NITRILE BLENDED GLOVE 
Dedicated to the glove industry for 
more than 20 years 
Vinyl/Nitrile Blended glove containing no natural latex protein, causing no 
allergies, and offering affordable and effective safety and hygiene in various work 
environments for both medical and industrial applications. 

 

 



 
PRODUCT DESCRIPTION AND PICTURES 

 
Product Name: Disposable Vinyl/Nitrile Blended Examination Gloves 
Single use, non-sterile, no measuring, Latex free 
Sizes: XS、S、M、L、XL、XXL 
Color: Blue, Green 
Structure: 5 fingers, beaded cuff for easy donning, ambidextrous  
Surface: Smooth 
 
The Vinyl/Nitrile Blended glove is a new type of synthetic glove that was 
developed based on the vinyl glove production technology. Its material is 
compounded with PVC paste and Nitrile latex, so the finished production has 
the advantage of both PVC and Nitrile gloves. 
Comparing with the vinyl gloves, the Vinyl/Nitrile Blended glove can better 
satisfy the user’s demands, it feels softer, more flexible and more 
comfortable when wearing.  
 
Intended purpose: The examination glove is disposable non-sterile device 
intended for medical purpose that is worn on the examiner’s hand or finger 
to prevent contamination between patient and examiner. 
 
Pictures: 

 
 
 
 
 
 

 
 
 
 



 

资质证书目录 
Qualification Certificate List 

 

1、医疗器械质量管理体系EN ISO13485证书、ISO9001质量管理体系证书 
      Medical Device Quality Management System EN ISO 13485 Certificate, 

ISO 9001 Quality Management System Certificate 

2、FDA注册信息 
      FDA Registration Information  

3、产品510K 
      Product 510K 

4、生物兼容测试报告 
      Biocompatibility Test Report  

5、欧盟CE 证书（DOC、技术文件评审报告） 
      EU CE Certificate (DOC, Technical Documentation Review Report 

6、产品规格单 (EU/US) 
     Product Specification (EU/US) 

7、ASTM D 5250测试报告 
     ASTM D 5250 test report 

8、EN455测试报告 
     EN455 test report 
 



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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么(R
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 Co.,L七d.
Sou七h Tongda Rd., East Dis七．， Jinzhou, 052260 Hebei, China 

Distribution of Patien七 Examina七 ion Gloves 

Syntex Heal 七hcare Produc七 s Co., Ltd. 
No.1 Fanjiazhuang 工ndu.s 七ria. l Zone, 
Xinji City, 052360, Hebei, China 

Manufacture of Pa七 ient Examina七 ion Gloves 

Grand Work Plastic Produc七 s Co., L七d.

Donggao 工ndus七rial Zone, Zanhuang, 050000 , Hebei, China 

Manufacture of Pa七 ient Examination Gloves 

Certification Body 

“ 千
. ._,..._. .. ~ 

.·- .，.、((DAKKS 
夕 Deutsche

Akkreditierungsstelle 
D-ZM-14169-01-02 f 

,·、气 ..'. :.. ·:; ;.,'·· 
．＂．，一一~-.....． '，、

f' ?../ 
卒／ .·'.、. ·, 

i. 
•.• ` · ̀  

Date: 2020-04-16 
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尘RTUVRheinla油

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 

Si 七es included: 

Doc. 2 I 3, Rev. O 

Shijiazhuang Jiahe Plastic Glove Co., Ltd 
Wes 七ern Jiafeng Road, Mining Area, Shijiazhuang, 
050100, Hebei, China 

Manufac七ure of Patient Examina七 ion Gloves 

Ever Ligh七 Plastic Produc七 s Co., Ltd. 
Donggao Indus七rial Zone, Zanhuang, Shijiazhuang, 
050000, Hebei, China 

Manufac七ure of Pa七 ien七 Examina七 ion Gloves 

Be七七er Care Plas七 ic Technology Co., I.J 七 d.

F1.lqian Xi Road, West distric七 of Shenze 工ndustr寸ial Base, 
Shenze Coun七y, 050000, Hebei,China 

Manufac七ure of Patient Examina七 ion Gloves 

Certification Body 

(~DAKKS 
、 Deutsche

Akkred1tierungsstell~ 
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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 Plas七 ic Produc七 s Co., L七d.

么岔TUVRheinland 

Doc. 3 I 3, Rev. 0 

Donggao 工ndus七rial Zone, Zanhuang, 050000, Hebei, China 

..,. 

Manufac七ure of Pa七 ien七 Examina七 ion Gloves 

Shanxi Hongjin Plas七 ic Technology Co., LTD 
Coal Bed Gas 工ndus七rial Zone, Qu'e Town, Daning Coun七y,
Linfen City, 042300,Shanxi,China 

Manufacture of Patient Examina七ion Gloves 

Certification Body 

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

Date: 2020-04-16 

I 灿止o, 1 04 03.' TU\, TUE\ and TU`， a『e 『 eglS回的 I『adema<ks Util心1lon andapp朊atmn 『句Ul『es p心r appm叫



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 requi 「ement : EN ISO 13485:2016 

Dear Madame or Sir, 

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

Kind 「egards

Certification body 

之后
Jing Zhang 

Test sample: no, documentation available 

么
TUVRheinland ® 

LGA~ 
Precisely Right. 

Contact 

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

Date April 16, 2020 

TUV Rheinland 
LGA Products GmbH 

顶ystralle 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 

 

 

 



 

 
 

 

FDA ANNUAL REGISTRATION INFORMATION 
 

 

Name: Grand Work Plastic Products Co., Ltd.  

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

 

The factory has completed the Establishment Registration and Device Listing with the US 

Food & Drug Administration for 2020 and the registration will be valid through Dec 31, 

2020.  

 

Registration Number: 3004168786 

Current Status: Active 

 

Products: Vinyl Patient Examination Gloves 

Product Code: 80 LYZ 

Regulatory Class: Class I 

Holds 510(k) premarket notification 

All information is available at the following address:  

https://www.fda.gov/ 

 

 

 

Date of Verification: Oct 10, 2019 

Date of Expiration: Dec. 31, 2020 

 

 

https://www.fda.gov/


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center – WO66-G609 
Silver Spring, MD 20993-0002 

 
December 5,2014 

 
 
 

Grand Work Plastic Products Company Limited 
C/O Ms. Kathy Liu 
Hongray USA Medical Products Incorporated 
3973 Schaefer Avenue 
Chino, CA 91710 

 
 
Re: K142409 

Trade/Device Name: Vinyl Co-Polymer Powder-free Examination Gloves, Blue Color 
Regulation Number: 21 CFR 880.6250 
Regulation Name: Patient Examination Glove 
Regulatory Class: I 
Product Code: LYZ 
Dated: October 31, 2014 
Received: November 5, 2014 

 
 
Dear Ms. Liu: 

 
We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading. 

 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 



Page 2 – Ms. Liu 
 

 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 

 
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll- 
free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, ″Misbranding by reference to premarket notification″ (21CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance. 

 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 

 
 

Sincerely yours, 
 
 
 

 
 

Erin I. Keith, M.S. 
Director 
Division of Anesthesiology, General Hospital, 

Respiratory, Infection Control and 
Dental Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
 
 
 
Enclosure 

http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm














































 

 
 

CE DECLARATION OF CONFORMITY  
Manufacturer, 

Name: Grand Work Plastic Products Co., Ltd.  

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

Declares that the MDD described hereafter 

Products name and Model:  

Disposable Vinyl/Nitrile Blended Examination Gloves 

XS, S, M, L and XL 

Meet the provisions of the Council Directive 93/42/EEC as amended by 2007/47/EEC and 

Provisions of the Regulation (EU) 2017/745 which apply to them. 

Examination gloves are classified as Class I medical devices in accordance with the rules set 

out in Annex VIII. 

Applied harmonized standards: EN455-1:2000, EN455-2:2015, EN455-3:2015, EN ISO 

14971:2012, EN ISO 13485:2016. 

Conformity assessment procedure: Annex VII of Medical Device Directive 93/42/EEC as 

amended by 2007/47/EEC and Article 52 in MDR 2017/745. 

The CE declaration of conformity is issued under the sole responsibility of Shijiazhuang 

Hongray Group Co. Ltd. 

 
The products can be placed the following CE mark. 

 
 

Signature: Wumin  

Date: March 03, 2019 

Regulatory Authority 



 

 
 
 

CE TECHNICAL DOCUMENTATION REVIEW REPORT  
 
 

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

Address: Donggao Industrial Zone, Zanhuang, Hebei, 050000, 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): Vinyl / Nitrile Blended Examination 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: GW-

JSWJ-002, 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 



ONLY FOR EUROPEAN MARKET! 

SHIJIAZHUANG HONGRAY GROUP 
 

South Tongda Rd., East Dist. Jinzhou City, Hebei, 052260, China  
                   TEL: 86-311-66179668  
                   FAX: 86-311-66179676 
                   www.hongray.com 
 

SPECIFICATION FOR VINYL/NITRILE BLENDED  

EXAMINATION GLOVE 
             

1.0 Product: Vinyl/Nitrile Blended, Powder Free, 9″ length, for examination use 
 
2.0 Dimensions:  

 

Size Median Length 
(mm)  

Median Width 
(mm) 

Thickness (mm) (min) 

Palm Finger 

XS 240 75±5 0.08 0.09 

S 240 85±5 0.08 0.09 

M 240 95±5 0.08 0.09 

L 240 105±5 0.08 0.09 

XL 240 115±5 0.08 0.09 

 
3.0 Strength:  
Force at break: 3.8N (Median) 
 
4.0 Water Leakage Testing:  
For exam gloves, according to ISO2859, G-I, Single Sampling Plan, AQL1.5 
 
5.0 Powder Residues:  
For powder free gloves, not more than 2mg per glove. 
 

 
 
 
 

DOCUMENT NO.: PVC-014E 
INITIALED DATE:2005.04.12     REVISION DATE：2020.01.06     REVISION TIMES：7 

 



 

SHIJIAZHUANG HONGRAY GROUP 
 

South Tongda Rd., East Dist. Jinzhou City, Hebei, 052260, China  
                   TEL: 86-311-66179668  
                   FAX: 86-311-66179676 
                   www.hongray.com 
 
 

SPECIFICATION FOR VINYL/NITRILE BLENDED  

EXAMINATION GLOVE 
 
1.0 Product: Vinyl/Nitrile Blended, Powder Free, 9″ length, examination use  
 
2.0 Physical Dimensions:  

Size Length 
(mm) (min) 

Width 
(mm) 

Thickness (mm) (min) 

Palm Finger 

XS 230 75±5 0.08 0.09 

S 230 85±5 0.08 0.09 

M 230 95±5 0.08 0.09 

L 230 105±5 0.08 0.09 

XL 230 115±5 0.08 0.09 

 
3.0 Physical Requirements:  
Before Aging: 
Tensile Strength: 14 MPA (min); Elongation: 400% (min) 
 
After Accelerated Aging: 
Tensile Strength: 14 MPA (min); Elongation: 350% (min) 
 
4.0 Freedom from holes:  
According to ISO 2859, G-II, multiple sampling plan for normal inspection, AQL 1.5 
 
5.0 Powder Residues:  
For powder free gloves, not more than 2mg per glove. 
 
DOCUMENT NO.: PVC-014 
INITIALED DATE:2005.04.12     REVISION DATE：2020.01.06    REVISION TIMES：7 



 
Testing Report 

 
 
 

Page 1 of 4 

Company Name: Grand Work Plastic Products Co., Ltd 

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

Test Date: Dec 16, 2019 

Product Description: Powder Free Vinyl/Nitrile Blended Examination Gloves  

Size: S, M, L, XL 

Test Standards: ASTM D 5250-19 Standard Specification for Poly(vinyl chloride) 

Gloves for Medical Application 

 ASTM D412 Test Methods for Vulcanized Rubber and Thermoplastic 

Elastomers—Tension 

ASTM D573 Test Method for Rubber—Deterioration in an Air Oven 

ASTM D3767 Practice for Rubber—Measurement of Dimensions 

ASTM D5151 Test Method for Detection of Holes in Medical Gloves 

ASTM D6124 Test Method for Residual Powder on Medical Gloves 
Specification:  

Item Requirements Inspection Level & AQL 
Length (mm) ≥230mm 

S-2,  AQL4.0 

Width (mm) 

S 85±5 
M 95±5 
L 105±5 

XL 115±5 

Thickness (mm) 
Finger 0.08 
Palm 0.08 

Tensile Strength, 
MPa 

Before Aging 11 
After Accelerated Aging 11 

Ultimate 
Elongation, % 

Before Aging 300 
After Accelerated Aging 300 

Powder Free Residue <2mg /glove  N=5 
Freedom from holes G-I, AQL2.5 G-I, AQL2.5 
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: 70±2 h at a temperature of 70±2℃ in an oven. 

 
Test Results: Please refer to the follows 
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1. Dimensions and Physical Properties 
Test Method: ASTM D5250, ASTM D3767, ASTM D412, ASTM D573 
Test Condition: 22℃, 51% 
Tested by: Ma Huina   
 

             
Serial 
No. 

Size Length 
(mm) 

Thickness 
(mm) Palm 

Width 
(mm) 

Tensile Strength, 
MPa 

Ultimate 
Elongation, % 

Palm Finger Before 
Aging 

After 
Aging 

Before 
Aging 

After 
Aging 

1 S 230 0.08 0.10 86 15.6 14.4 400 340 
2 S 231 0.08 0.09 86 15.5 15.7 390 370 
3 S 232 0.08 0.09 87 16.7 15.0 380 360 
4 S 230 0.08 0.10 86 15.8 14.9 370 370 
5 S 231 0.08 0.09 85 15.2 15.2 390 350 
6 S 232 0.08 0.10 86 16.4 16.0 400 390 
7 S 232 0.08 0.10 87 15.7 15.4 370 360 
8 S 233 0.08 0.09 86 15.0 14.6 390 370 
9 S 237 0.08 0.10 86 15.9 14.4 400 350 
10 S 240 0.08 0.10 87 15.9 13.2 380 340 
11 S 236 0.08 0.09 86 14.5 15.4 370 370 
12 S 232 0.08 0.10 86 15.1 15.1 390 360 
13 S 235 0.08 0.09 86 16.8 15.7 410 350 
Test Result Pass 
1 M 235 0.08 0.09 96 14.7 14.9 410 350 
2 M 230 0.08 0.10 96 16.5 15.7 370 370 
3 M 232 0.08 0.09 97 15.7 15.0 380 340 
4 M 231 0.08 0.09 96 14.8 15.9 370 370 
5 M 234 0.08 0.09 97 15.2 15.2 400 340 
6 M 232 0.08 0.10 96 16.4 14.0 390 390 
7 M 230 0.08 0.09 97 15.7 15.4 380 360 
8 M 234 0.08 0.09 96 15.0 15.6 370 370 
9 M 237 0.08 0.10 96 15.9 16.4 390 350 
10 M 240 0.08 0.09 96 14.9 14.2 400 320 
11 M 235 0.08 0.09 96 15.5 15.5 390 370 
12 M 232 0.08 0.10 97 15.1 15.1 390 340 
13 M 231 0.08 0.09 96 15.8 15.7 400 350 
Test Result Pass 
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1 L 230 0.08 0.10 106 14.6 16.4 400 340 
2 L 231 0.08 0.09 106 15.5 15.7 390 350 
3 L 232 0.08 0.09 107 15.7 15.0 380 360 
4 L 231 0.08 0.10 106 15.8 14.9 370 370 
5 L 235 0.08 0.09 105 15.2 14.2 390 350 
6 L 232 0.08 0.10 106 15.4 14.0 400 350 
7 L 230 0.08 0.09 106 15.7 14.4 380 360 
8 L 234 0.08 0.09 106 15.0 14.6 380 360 
9 L 237 0.08 0.10 106 15.9 15.4 410 340 
10 L 240 0.08 0.09 107 14.9 14.2 390 350 
11 L 236 0.08 0.09 106 16.5 15.4 380 360 
12 L 234 0.08 0.10 106 15.1 15.1 400 340 
13 L 235 0.08 0.10 105 15.4 14.7 390 350 
Test Result Pass 
1 XL 235 0.08 0.10 116 15.3 14.0 400 370 
2 XL 231 0.08 0.09 116 15.5 15.7 400 350 
3 XL 238 0.08 0.09 115 15.7 15.2 400 360 
4 XL 231 0.08 0.10 116 15.8 14.9 390 370 
5 XL 234 0.08 0.10 115 15.2 15.2 410 340 
6 XL 232 0.08 0.10 116 14.4 16.1 390 390 
7 XL 236 0.08 0.09 117 16.7 15.4 380 360 
8 XL 234 0.08 0.09 116 15.0 14.7 370 350 
9 XL 237 0.08 0.09 116 14.9 16.4 390 350 
10 XL 235 0.08 0.10 115 14.2 14.2 380 380 
11 XL 236 0.08 0.09 116 15.5 16.4 380 360 
12 XL 237 0.08 0.10 116 15.1 15.3 390 370 
13 XL 239 0.08 0.10 116 14.5 15.5 410 340 
Test Result Pass 

 
2. Freedom from Holes 
Test Method: ASTM D5151 
Sample Size: ISO2859, Inspection Level: G-1, AQL=2.5, 125pcs (Ac=7, Re=8) 
Tested by: An Lijuan           Ma Huina                 

Size Sample Count (pcs) Pinhole (pcs) Test Result 

S 125 1 Pass 
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M 125 1 Pass 

L 125 2 Pass 

XL 125 3 Pass 

 
3. Powder Free Residue  
Test Method: ASTM D6124 
Sample Size: 5 pieces of gloves were sampled.  
Tested by: Ma Huina 
                     

Size Average Powder (mg/glove) Test Result 

S 0.41 Pass 

M 0.43 Pass 

L 0.45 Pass 

XL 0.47 Pass 

 
Conclusion:  

The Powder Free Vinyl/Nitrile Blended Examination Gloves met the test requirements ASTM 

D5250-19 Standard Specification for Poly (vinyl chloride) Gloves for Medical Application. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Signed By: Zhang Li 
Quality Manager  
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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: ≤80 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 
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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  
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