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1 
 

Performance Testing 
The Standards used for production of Powder Free Nitrile Examination Gloves (Blue) are 
mainly based on ASTM D6319-19. In accordance with physical requirements established 
by ASTM standard, the following are the physical requirements and dimensional testing 
results: 
 

Technological 
Characteristics 

Standard/Test/FDA 
Guidance 

Inspection 
Level and 

AQL 
Result Summary Conclusion 

Length 
(mm)  

220mm for size 
XS-S 
230mm for size 
M-XL minimum 

S-2, AQL4.0 

XS: 230-238mm 
S: 234-242mm 
M: 230-242mm 
L: 238-244mm 

XL：232-241 mm 

Pass 

Width 
(mm) 

XS:70±10 

S-2, AQL4.0 

77-78mm 

Pass 
S: 80±10 86-88 mm 
M: 95±10 96 -98mm 
L: 110±10 108-110 mm 

XL: 120±10 116-117 mm 
Palm 

Thickness 
(mm) 

0.05mm minimum S-2, AQL4.0 0.05-0.06mm Pass 

Finger 
Thickness 

(mm) 
0.05mm minimum S-2, AQL4.0 0.06-0.07mm Pass 

Tensile Strength (Mpa) 
Before aging 14Mpa minimum S-2, AQL4.0 15.7-19.9Mpa Pass 
After aging 14Mpa minimum 15.2-18.6Mpa Pass 

Ultimate Elongation (%) 
Before aging 500% minimum S-2, AQL4.0 500-550% Pass 
After aging 400% minimum 430-530% Pass 

Freedom from 
holes AQL 2.5 G-I, AQL2.5 

0/125, meet 
AQL2.5 
requirements 

Pass 

Residual 
Powder 

Not more than 2mg 
per glove N=5 0.58mg Pass 

 
The detailed testing report of the gloves is attached herein. 
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PHYSICAL&PINHOLE TESTING 
 

Testing requested:  
For compliance with ASTM D6319-19 Standard Specification for Nitrile Examination Gloves, testing items are as follows: 
1. Physical Dimensions and Physical Property;                     
2. Pinhole  
 
Testing Methods:  
As specified in ASTM D6319-19, ASTM D5151-19 and FDA 1000ml Water Leak Test (21 CFR 800.20). 
1. Testing results for Physical Dimensions and Physical Property (13 pieces for each size are tested):  
 
Size Item  Std 1 2 3 4 5 6 7 8 9 10 11 12 13 

XS 

Length (mm) (min) 220 230 234 237 238 234 236 231 236 235 239 237 235 230 
Width (mm) 70±10 77 77 78 77 77 78 78 77 77 78 77 78 77 

Thickness 
(mm) (min) 

Finger 0.05 0.06 0.06 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 
Palm 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.06 0.05 0.05 0.05 0.06 0.05 

Before aging 
Tensile Strength 

(Mpa) (min) 14 16.8 17.9 16.8 15.9 16.7 17.8 16.8 16.9 17.5 18.4 18.6 18.9 20 

Elongation (%) 
(min) 500 530 520 510 530 510 530 530 530 510 520 500 530 520 

After aging  
Tensile Strength 

(Mpa) (min) 14 16.1 15.9 16.4 15.9 16.7 17.4 17.8 16.9 16.8 16.4 18.6 18.6 18.8 

Elongation (%) 
(min) 400 530 530 510 530 510 490 510 500 500 500 520 510 490 

S 

Length (mm) (min) 220 233 238 237 238 236 236 234 236 236 239 242 239 242 
Width (mm) 80±10 87 88 87 86 87 86 88 86 88 88 87 87 87 

Thickness 
(mm) (min) 

Finger 0.05 0.07 0.06 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 
Palm 0.05 0.06 0.05 0.05 0.05 0.05 0.06 0.05 0.05 0.05 0.05 0.05 0.05 0.05 

Before aging 
Tensile Strength 

(Mpa) (min) 14 17.0 16.1 16.4 15.9 16.6 18.1 17.4 17.6 17.0 18.4 17.6 18.4 18.0 

Elongation (%) 
(min) 500 510 520 550 540 510 530 530 540 510 500 540 520 510 

After aging  
Tensile Strength 

(Mpa) (min) 14 15.7  15.9  16.4  17.0  16.7  17.4  17.5  16.9  16.8  16.4  18.6  18.6  19.0  

Elongation (%) 
(min) 400 480 480 520 430 510 500 410 500 520 500 420 500 530 
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M 

Length (mm) (min) 230 240 238 242 238 236 238 236 240 230 239 242 242 242 
Width (mm) 95±10 97 97 96 98 96 97 98 96 98 97 97 97 97 

Thickness 
(mm) (min) 

Finger 0.05 0.07 0.06 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 
Palm 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 

Before aging 
Tensile Strength 

(Mpa) (min) 14 16.2 15.9  16.4  15.9  16.7  18.1  17.8  16.9  17.9  18.4  18.6  18.6  19.9  

Elongation (%) 
(min) 500 530 520 550 500 510 500 550 510 520 520 530 500 540 

After aging  
Tensile Strength 

(Mpa) (min) 14 16.4 15.8  16.4  16.2  16.7  17.4  17.5  16.9  16.8  17.0  17.6  18.6  18.4  

Elongation (%) 
(min) 400 500 480 510 500 510 490 510 500 490 450 520 530 500 

L 

Length (mm) (min) 230 240 238 242 238 238 240 238 240 238 239 244 242 240 
Width (mm) 110±10 109 110 110 110 109 109 109 109 109 109 108 110 109 

Thickness 
(mm) (min) 

Finger 0.05 0.06 0.06 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 
Palm 0.05 0.05 0.05 0.05 0.05 0.05 0.06 0.05 0.05 0.05 0.05 0.05 0.06 0.05 

Before aging 
Tensile Strength 

(Mpa) (min) 14 16.0  15.9  16.4  15.9  16.7  18.1  17.8  16.9  17.5  18.4  18.6  18.6  19.7  

Elongation (%) 
(min) 500 540 520 550 520 510 500 550 520 520 500 550 500 540 

After aging  
Tensile Strength 

(Mpa) (min) 14 15.6  15.9  17.1  15.9  16.7  17.2  17.8  16.9  16.8  16.1  18.6  17.0  16.7  

Elongation (%) 
(min) 400 490 480 510 510 510 490 510 400 500 500 520 510 490 

XL 

Length (mm) (min) 230 241 238 232 238 236 240 238 240 238 239 240 236 240 
Width (mm) 120±10 117 117 116 116 116 116 116 116 116 116 116 116 116 

Thickness 
(mm) (min) 

Finger 0.05 0.07 0.06 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 0.07 0.06 
Palm 0.05 0.05 0.06 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05 

Before aging 
Tensile Strength 

(Mpa) (min) 14 16.0  15.9  16.2  15.2  16.7  17.1  17.0  16.9  17.5  17.6  18.6  18.1 18.0  

Elongation (%) 
(min) 500 550 520 520 500 510 500 520 500 520 500 550 530 520 

After aging  
Tensile Strength 

(Mpa) (min) 14 15.7  14.9  16.4  16.9  16.7  17.4  17.8  16.9  16.8  16.4  18.6  17.6  19.0  

Elongation (%) 
(min) 400 450 480 510 450 510 490 520 500 500 490 520 510 460 
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2. Testing Results for pinhole testing: as per ASTM D5151-19 and FDA 1000ml Water Leak Test (21 CFR 800.20). 
Testing Criteria 

Testing Result Conclusion 
Lot size Round Sample size Cumulative sample size Accepted/ Rejected Criteria 

Ac Re 

35,000 and above First 125 125 1 7 

125 glove are 
sampled, 0 piece 

leak 
Pass 

Second 125 250 4 10 
Third 125 375 8 13 

Fourth 125 500 12 17 
Fifth 125 625 17 20 
Sixth 125 750 21 23 

Seventh 125 875 25 26 
Conclusion: 
The samples for Powder Free Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs (Blue) complies with ASTM D6319-19 Standard Specification for 
Nitrile Examination Gloves. 

 
 
Approved by : Zhun Chunyan                        Reviewed by: Xu Lihua                  Prepared by: Xing Lifang Zhang Hui 
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Pinhole Testing results and conclusion: 
 

Sequential 
Sample 

Run 

Defects locations devoted by “O” and type 
(V=Visual Defect, I=Immediate Leak, 2= Two Minute Leak) 

Cumulative # 
Defects/ 

Cumulative # 
Gloves tested 

Round # 
 

1 

Gloves # Gloves # Gloves # Gloves # Gloves # 

0/125 

Round # 
 
/ 

Gloves # Gloves # Gloves # Gloves # Gloves # 

/ 

Round # 
 
/ 

Gloves # Gloves # Gloves # Gloves # Gloves # 

/ 

Round # 
 
/ 

Gloves # Gloves # Gloves # Gloves # Gloves # 

/ 

Round # 
 
/ 

Gloves # Gloves # Gloves # Gloves # Gloves # 

/ 

Round # 
 
/ 

Gloves # Gloves # Gloves # Gloves # Gloves # 

/ 

Conclusion: The pinhole testing for Powder Free Nitrile Examination Gloves (Blue) meet the 
requirements of FDA 1000ml Water Leak Test (21 CFR 800.20). 
 
 
 
Approved by : Zhu Chunyan                         
 
Reviewed by: Xu Lihua                   
 
Prepared by: Xing Lifang   Zhang Hui 
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Powder Testing 
 
 

Testing requested: 
For compliance with residual powder content defined in ASTM D6319-19 Standard Specification For 
Nitrile Examination Gloves. 
 
Test Methods:  
As specified in ASTM D6124-06（2017）Standard Test Method for Residual Powder on Medical 
Gloves 
 
Testing results:  

Size XS S M L XL  

Sample quantity 5 5 5 5 5 

Average content (mg/glove) 0.55 0.56 0.59 0.60 0.61 

Powder Content Criteria: Not more than 2mg/glove for powder free glove. 

 
 
Conclusion: 
The samples for Powder Free Nitrile Examination Gloves, (Blue) comply with residual powder 
content requirements specified in ASTM D6319-19 Standard Specification for Nitrile Examination 
Gloves. 
 
 
 
 
 
 
 
Approved by: Zhu Chunyan                         
 
 
Reviewed by: Xu Lihua                   
 
 
Prepared by: Xing Lifang   Zhang Hui 
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            SHIJIAZHUANG HONGRAY GROUP CO LTD 
 

SOUTH TONGDA RD., EAST DIST. JINZHOU CITY, HEBEI, 052260, CHINA 

 
 
 

DECLARATION OF CONFORMITY  
 
 
We hereby declare that the Disposable Powder Free Nitrile Examination Gloves, 

manufactured by subsidiary companies under Shijiazhuang Hongray Group Co. Ltd. with the 

size of XS, S, M, L and XL meet the provisions of the Directive 93/42/EEC as amended by 

2007/47/EEC. 

 

Applied harmonized standards: EN455-1:2000, EN455-2:2015, EN ISO 14971:2012, EN ISO 

13485:2016. 

 

Conformity assessment procedure: Follow the procedure referred to in Annex VII of Medical 

Device Directive 93/42/EEC as amended by 2007/47/EEC. 

 

 
 

 

 

Signature: Wumin  

 

Date: February 26, 2019 

 

Title: QA Director of Hongray Group 

Shijiazhuang Hongray Group Co., Ltd 
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            SHIJIAZHUANG HONGRAY GROUP CO LTD 
 

SOUTH TONGDA RD., EAST DIST. JINZHOU CITY, HEBEI, 052260, CHINA 

 
 

DECLARATION OF CONFORMITY  
 
 
We hereby declare that the Disposable Powder Free Nitrile Examination Gloves, 

manufactured by subsidiary companies under Shijiazhuang Hongray Group Co. Ltd. with the 

size of XS, S, M, L and XL meet the PPE Regulation (EU) 2016/425. 

 

Applied harmonized standards: EN420:2003+A1:2009, EN ISO374-1:2016, EN 374-2:2014, 

EN 374-4:2013, EN ISO 374-5:2016. 
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