


产品介绍
PRODUCT DESCRIPTION

• 丁腈普通手套
• Nitrile gloves

• 100%丁腈橡胶，不会产生乳胶对人体的皮肤过敏问题。
• 100% Latex Free, No allergy. 

• 更优越的抗穿刺能力、抗细菌渗透能力、抗化学性能力。

• More exceeding feature of puncture-resistance, anti-bacteria’s penetration, 
chemical-proof. 

• 穿戴持久，表面麻面，操作更灵活。柔软，穿戴舒适。

• Durable & Flexible, Surface-textured, Soft feeling, Comfortable donning. 

• 锥形袖口更便于穿戴、操作。

• Tapered cuff is easy for donning and operating.

• 无毒、无害、无味。精选配方、工艺先进、手感柔软、舒适防滑、操作灵活。

• Nontoxic, Harmless and Odorless. Choiceness Formula, Advanced Technology, 
Soft Feel, Comfortable, Skid Resistance and Flexible. 

• 适用于医疗检查、牙科、急救、护理等多方面。

• The products are widely used in fields of medical examination, dentistry, first-aid, 
healthcare, etc.

• 防护性能、物理性能好，优于乳胶手套。

• Better protection and physical property, better than latex gloves.

• 无粉手套采用特殊的无粉工艺，防护更周到。

• Powder free gloves adopt special production technology, offering better protection.
• 本品为一次性使用手套。

• The products are disposable gloves.

• 包装方式：按客户需求
• Packing: According to customers’ requirements

• 品种：无粉、白色、兰色

• Types: Powder Free, White and Blue.

• 型号：XS号 S号 M号 L号 XL号

• Size: XS, S, M, L, XL



产品图片
PRODUCT Pictures



• Package Labeling (EU)

• 8、包装标签(EU)

• EN455 test report

• 7、EN455测试报告

• Product Specification(EU)

• 6、产品规格单(EU)

• EUMedical DeviceCE Certificate (DOC, Technical Documentation ReviewReport

• 5、欧盟医疗器械CE证书（DOC、技术文件评审报告）

•  PerformanceTest Report

• 4、性能测试报告

• FDA Registration Information

• 3、FDA注册信息

• China Medical Device Filing Certificate for Class I

• 2、国内第一类医疗器械备案凭证

  Quality Management System Certificate

• Medical Device Quality Management System EN ISO 13485 Certificate,ISO 9001

• 1、医疗器械质量管理体系EN ISO13485证书、ISO9001质量管理体系证书

Qualification Certificate List

资质证书目录
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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. 



 
2



 

2

3
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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 
 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196


 
            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 



 
            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. 

 

 

 

 

 

 

Signature: Wumin  

 

Date: February 26, 2019 

 

Title: QA Director of Hongray Group 

Shijiazhuang Hongray Group Co., Ltd 
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