
HONGRAY NITRILE GLOVES 
MARCH, 2021 



Material

Colour

Type

Outer Surface

Medical Examination

Finger Textured

Sterile

Length	

No

230mm

Powder Free

Weight (M)

Yes

3.5kg ± 0.2g

Latex Free	

Single Wall

Yes

Yes

Beaded Cuff

Thickness - Palm

Yes

0.08 ± 0.03

Ambidextrous

Thickness - Fingers

Sizes

Yes

0.10 ± 0.03

S | M | L | XL

Nitrile

Blue

FEATURES

FDA 510k number k182600

ASTM D6319, ASTM 6978 (Chemo Rated)

EN 455/1/2/3

CE

ISO 9001, ISO 13485

STANDARDS & ACCREDITATIONS

Box Size 100 Pcs / Box

Case Size 10 Boxes / Case (0.58 kg)

PACKAGING

Brand

Manufactured 

Hongray

China

MANUFACTURING

DESCRIPTION

Hongray nitrile gloves are made of synthetic nitrile rubber. 

Comparing with latex gloves, they have exceeding features 
of puncture-resistance, anti-bacterial penetration, 
chemical-proof and long duration, providing better 

protection for users. Currently, the nitrile gloves have been 

widely used in all major laboratories, research agents, 

hospitals, clinics, dentists and medical institutions.

NITRILE EXAMINATION GLOVES
Powder Free / Latex Free - FDA 510K

Personal Protection

Hospital / Dental

Laboratory / Pharmacy 

Food Contact

Cleaning

Beauty / Body Art





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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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 
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    No.  Location  Scope 
  H 
/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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/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 

/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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/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, Shijiazhuang City,                                           
050000 Hebei, P. R. China                                                                    
Operation Address: same as 
above 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Manufacture and Distribution of Patient 
Examination Gloves 
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/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 
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            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 



        
 
 

 

 

 

 
 

  

 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, 52260 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 2020-10-20 until 2023-04-19. 

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 

  

 2020-08-18   
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/01 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
 
 
 
  

 Scope:  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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/02 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 

 

 
 TÜV Rheinland Cert GmbH 

 Am Grauen Stein · 51105 Köln   
   
 

 

 

 

   
 

 

 www.tuv.com 

 

 

 
 

 

 

 ®
 T

Ü
V

, 
T

U
E

V
 a

n
d

 T
U

V
 a

re
 r

e
g

is
te

re
d

 t
ra

d
e
m

a
rk

s
. 

U
ti
lis

a
ti
o
n

 a
n
d

 a
p

p
lic

a
ti
o
n

 r
e
q

u
ir

e
s
 p

ri
o
r 

a
p

p
ro

v
a

l.
 



        
 
 

 

 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/03 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
 
 
 
  

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/06 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/08 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
 
 
 
  

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/09 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
                                                                                                               
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/10 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
 
                                                                                                               
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/11 

 

 Organization: 

 

 

 

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

 Site:  c/o Shijiazhuang Hongzan Plastic Technology Co., Ltd. 
Unified Social Credit Code: 91130129567387090Y   
Registration Address: Donggao Industrial Zone, Zanhuang, 
Shijiazhuang City, 050000 Hebei, P. R. China                                                                    
Operation Address: same as above 
                                                                                                               
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1732303/12 

 

 Organization: 

 

 

 

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

 Site:  c/o 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 
                                                                                                               
 
 
 
 
 

 

 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 in conjunction with the main certificate 01 

100 1732303 from 2020-10-20 until 2023-04-19. 

It remains valid subject to satisfactory surveillance audits. 

 

 This certificate information can be searched on CNCA official 

website http://www.cnca.gov.cn 

  

 2020-08-18 
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 3 . 0 1  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 
 

November 30, 2018 
 

Better Care Plastic Technology Co., Ltd 
℅ Kathy Liu 
Project Manager 
Hongray USA Medical Products Inc 
3973 Schaefer Avenue, Chino, CA 91810, USA 
 
Re:  K182600 

Trade/Device Name: Powder Free Nitrile Examination Glove, Tested for Use with Chemotherapy 
Drugs (Blue) 

Regulation Number:  21 CFR 880.6250 
Regulation Name:  Non-Powdered Patient Examination Glove 
Regulatory Class:  Class I 
Product Code:  LZA, LZC 
Dated:  September 16, 2018 
Received:  September 21, 2018 

 
Dear Kathy 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. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. 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. 
 
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 
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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) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820) 
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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 comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 
 

Sincerely, 
 
 

 
For Tina Kiang, Ph.D. 

Acting Director 
Division of Anesthesiology, 
   General Hospital, Respiratory, 
   Infection Control, and Dental Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

Clarence W. Murray Iii III -S



FORM FDA 3881 (7/17) Page 1 of 2 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)
K182600

Device Name
Powder Free Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs (Blue)

Indications for Use (Describe)
Powder Free Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs (Blue) is a disposable device intended 
for medical purposes that is worn on the examiner's hand to prevent contamination between patient and examiner. 
Gloves have been tested for use with chemotherapy drugs using ASTM D6978 and will be labeled with a statement of 
compliance and a summary of the testing results. 
Chemotherapy Drug Permeation 
The following chemicals have been tested with these gloves: 
Chemotherapy Drug                                           Minimum Breakthrough Detection Time (Minutes) 
Carmustine(BCNU) (3.3 mg/ml)                                        11.0 
Cisplatin (1mg/ml)                                                              >240 
Cyclophosphamide (20mg/ml)                                            >240  
Dacarbazine (DTIC) (10mg/ml)                                          >240  
Doxorubicin Hydrochloride (2mg/ml)                                >240  
Etoposide (Toposar) (20mg/ml)                                          >240  
Fluorouracil (50mg/ml)                                                       >240 
Methotrexate (25mg/ml)                                                      >240 
Paclitaxel (Taxol) (6mg/ml)                                                 >240  
Thiotepa (THT) (10mg/ml)                                                  28.8 
Bleomycin (15.0mg/ml)                                                       >240  
Busulfan (6.0mg/ml)                                                            >240  
Carboplatin, (10.0mg/ml)                                                     >240  
Chloroquine, (50.0mg/ml)                                                   >240  
Cyclosporin, (100.0mg/ml)                                                  >240  
Cytarabine, (100.0mg/ml)                                                    >240  
Daunorubicin, (5.0mg/ml)                                                    >240  
Docetaxel, (10.0mg/ml)                                                        >240  
Epirubicin (Ellence), (2.0mg/ml)                                          >240  
Fludarabine, (25.0mg/ml)                                                      >240  
Gemcitabine (Gemzar) (38.0mg/ml)                                     >240  
Idarubicin, (1.0mg/ml)                                                           >240  
Ifosfamide, (50.0mg/ml)                                                        >240  
Irinotecan, (20.0mg/ml)                                                         >240  
Mechlorethamine HCI, (1.0mg/ml)                                       >240  
Melphalan, (5.0mg/ml)                                                          >240  
Mitomycin C, (0.5mg/ml)                                                      >240  
Mitoxantrone, (2.0mg/ml)                                                      >240  
Oxaliplatin, (2.0mg/ml)                                                          >240  
Paraplatin, (10.0mg/ml)                                                          >240  
Retrovir, (10.0mg/ml)                                                             >240  
Rituximab, (10.0mg/ml)                                                         >240  
Topotecan HCL, (1.0mg/ml)                                                  >240  
Trisonex, (1.0mg/ml)                                                              >240  
Velcade (Bortezomib), (1.0mg/ml)                                         >240  
Vincristine, (1.0mg/ml)                                                           >240  
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* Please note that the following drugs have extremely low permeation times: 
Carmustine: 11.0 minutes and Thiotepa: 28.8 minutes
Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”



Better Care Plastic Technology Co., Ltd 
Fuqian Xi Road, West district of Shenze Industrial Base, Shenze County, 

Hebei Province, CHINA 050000 

510(K) SUMMARY 

1 of 7 

The assigned 510(K) numbers: K182600 
Date Prepared: November 18, 2018 

1. Owner’s Identification:
Mrs. Zhu Chunyan 
Better Care Plastic Technology Co., Ltd. 
Fuqian Xi Road, West district of Shenze Industrial Base, Shenze County, Hebei Province, CHINA 
050000 
Tel:86-311-66179653 
Fax: 86-311-66179653 

Contact: Ms. Kathy Liu, Project Manager or Ms Monica Yu
Hongray USA Medical Products Inc.
Address: 3973 Schaefer Avenue, Chino, CA 91810, USA 
Tel:909-590-1611 
Fax: 909-673-8347 
2. Name of the Device:
Trade / Product Name: Powder Free Nitrile Examination Gloves, Tested for Use with 
Chemotherapy Drugs (Blue) 
Common Name: Exam Gloves 
Classification Name: Non-powdered patient Examination  
Classification Regulation: 21 CFR 880.6250 
Product Code: LZA, LZC 
Classification Panel: General Hospital 
Device Class: Class I 

3. Predicate Device Information:
Central Medicare Sdn. Bhd. 
Blue Non Sterile Powder Free Nitrile Examination Gloves Tested for Use with 
Chemotherapy Drugs (K173942) 

4. Device Description:
Powder Free Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs (Blue) 
are Class I Patient Examination Gloves and Specialty Chemotherapy Gloves. They are 
ambidextrous and come in different sizes—Extra Small, Small, Medium, Large and Extra 
Large. 
Gloves meet the specification of ASTM D6319-10(2015) and have been tested for 
resistance to permeation by chemotherapy drugs as per ASTM D6978-05(2013). 
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5. Indications for Use: 
 

Powder Free Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs (Blue) 
is a disposable device intended for medical purposes that is worn on the examiner's hand to 
prevent contamination between patient and examiner. 
Gloves have been tested for use with chemotherapy drugs using ASTM D6978-05(2013) 
and will be labeled with a statement of compliance and a summary of the testing results. 
Chemotherapy Drug Permeation 

 
The following chemicals have been tested with these gloves: 

Chemotherapy Drug Minimum Breakthrough 
Detection Time (Minutes) 

Carmustine(BCNU) (3.3 mg/ml) 11.0 
Cisplatin (1mg/ml) >240 
Cyclophosphamide (20mg/ml) >240 
Dacarbazine (DTIC) (10mg/ml) >240 
Doxorubicin Hydrochloride (2mg/ml) >240 
Etoposide (Toposar) (20mg/ml) >240 
Fluorouracil (50mg/ml) >240 
Methotrexate (25mg/ml) >240 
Paclitaxel (Taxol) (6mg/ml) >240 
Thiotepa (THT) (10mg/ml) 28.8 
Bleomycin (15.0mg/ml) >240 
Busulfan (6.0mg/ml) >240 
Carboplatin, (10.0mg/ml) >240 
Chloroquine, (50.0mg/ml) >240 
Cyclosporin, (100.0mg/ml) >240 
Cytarabine, (100.0mg/ml) >240 
Daunorubicin, (5.0mg/ml) >240 
Docetaxel, (10.0mg/ml) >240 
Epirubicin (Ellence), (2.0mg/ml) >240 
Fludarabine, (25.0mg/ml) >240 
Gemcitabine (Gemzar) (38.0mg/ml) >240 
Idarubicin, (1.0mg/ml) >240 
Ifosfamide, (50.0mg/ml) >240 
Irinotecan, (20.0mg/ml) >240 
Mechlorethamine HCI, (1.0mg/ml) >240 
Melphalan, (5.0mg/ml) >240 
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Mitomycin C, (0.5mg/ml) >240 
Mitoxantrone, (2.0mg/ml) >240 
Oxaliplatin, (2.0mg/ml) >240 
Paraplatin, (10.0mg/ml) >240 
Retrovir, (10.0mg/ml) >240 
Rituximab, (10.0mg/ml) >240 
Topotecan HCL, (1.0mg/ml) >240 
Trisonex, (1.0mg/ml) >240 
Velcade (Bortezomib), (1.0mg/ml) >240 
Vincristine, (1.0mg/ml) >240 

* Please note that the following drugs have extremely low permeation times: Carmustine: 
11.0 minutes and Thiotepa: 28.8 minutes 

 
6. Technological Characteristic Comparison Table: 
 
The proposed device will be known as Powder Free Nitrile Examination Gloves, 
Tested for Use with Chemotherapy Drugs (Blue). 

 
The following tables are summaries of the technological characteristics, biocompatibility 
and testing for use with chemotherapy drugs of the proposed and predicate devices. 

 
General Comparison Table: 
 Proposed Device K182600 Predicate Device K173942 Comparison 
Trade Name Powder Free Nitrile Blue Non Sterile Powder Similar 

 Examination Gloves, 
Tested for Use with 
Chemotherapy Drugs 
(Blue) 

Free Nitrile Examination 
Gloves Tested for Use 
with Chemotherapy Drugs 

 

Product Code LZA, LZC LZA, LZC Same 
Regulation Number 21 CFR 880.6250 21 CFR 880.6250 Same 
Class I I Same 
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Indications for Use 

Powder Free Nitrile 
Examination Gloves, 
Tested for Use with 
Chemotherapy Drugs 
(Blue) is a disposable 
device intended for 
medical purposes that is 
worn on the examiner's 
hand to prevent 
contamination between 
patient and examiner. 

Blue Non Sterile Powder 
Free Nitrile Examination 
Gloves Tested for Use 
with Chemotherapy Drugs 
is a disposable device 
intended for medical 
purposes that is worn on 
the examiner's hands to 
prevent contamination 
between patient and 
examiner. 

 
 
 
 

Same 

Powder or Powder 
Free Powder Free Powder Free Same 

Design Feature Ambidextrous Ambidextrous Same 

Color Blue Blue Similar 

 
Labeling 
Informati
on 

Single-use indication, 
powder free, device name, 
glove size, quantity, 
Nitrile Examination 
Gloves, Non Sterile 

Single-use indication, 
powder free, device name, 
glove size, quantity, 
Nitrile 
Examination Gloves, 
Non Sterile 

 
 

Same 

Chemotherapy 
Drug 
Permeation Claim 

See below comparison 
table See below comparison table  

 

Dimensions and Performance Comparison Table: 
Technological 
Characteristics 

Proposed 
Device 

K182600 

Predicate 
Device 

K173942 
Comparison 

Length Minimum 
230mm 

Minimum 
230mm 

Same 

Palm Width (size) (mm)  
XS 70±10 70±10 Same 
S 80±10 80±10 Same 
M 95±10 95±10 Same 



Better Care Plastic Technology Co., Ltd 
Fuqian Xi Road, West district of Shenze Industrial Base, Shenze County, 

Hebei Province, CHINA 050000 

510(K) SUMMARY 

5 of 7 

 

 

 
 

L 110±10 110±10 Same 
XL 120±10 120±10 Same 

Thickness(mm)  
Finger Minimum 0.05 0.10±0.03 Similar 
Palm Minimum 0.05 0.08±0.03 Similar 

Tensile Strength, Before 
Aging 14MPa, min 14MPa, min Same 

Ultimate Elongation, 
Before Aging 500%, min 500%, min Same 

Tensile Strength, After 
Accelerated Aging 14MPa, min 14MPa, min Same 

Ultimate Elongation, 
After Accelerated Aging 400%, min 400%, min Same 

 
Freedom from holes 

In accordance with 
ASTM D 5151-06, 
following ASTM D6319- 
10, G-1, AQL 2.5 

In accordance with 
ASTM D 5151-06, 
following ASTM D6319- 
10, G-1, AQL 2.5 

 
Same 

Powder-Content ≤ 2 mg per glove ≤ 2 mg per glove Similar 

 
10993-10:2010  Skin 
Irritation Study 

Under the conditions of 
the study, 
not an irritant 

Under the conditions of 
the study, 
not an irritant 

 
Same 

10993-10:2010  
Maximization 
Sensitization Study 

Under the conditions of 
the study, 
not a sensitizer 

Under the conditions of 
the study, 
not a sensitizer 

 
Same 

 
10993-5:2009 
Cytotoxicity Test 

 Under the conditions of 
this study, not a cytotoxic 
potential 

 

 

Chemotherapy Permeation Comparison: 
 

Tested Chemotherapy Drug 
and Concentration 

Minimum BDT (Minutes)  
Comparison 

Proposed 
Device 

K182600 

Predicate 
Device 

K173942 
Carmustine(BCNU) (3.3 
mg/ml) 11.0 12.4 Similar 

Cisplatin (1mg/ml) >240 >240 Same 
Cyclophosphamide (20mg/ml) >240 >240 Same 
Dacarbazine (DTIC) >240 >240 Same 
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(10mg/ml)    
Doxorubicin Hydrochloride 
(2mg/ml) >240 >240 Same 

Etoposide (Toposar) 
(20mg/ml) >240 >240 Same 

Fluorouracil (50mg/ml) >240 >240 Same 
Methotrexate (25mg/ml) >240 >240 Same 
Paclitaxel (Taxol) (6mg/ml) >240 >240 Same 
Thiotepa (THT) (10mg/ml) 28.8 24.4 Similar 
Bleomycin (15.0mg/ml) >240 >240 Same 
Busulfan (6.0mg/ml) >240 >240 Same 
Carboplatin, (10.0mg/ml) >240 >240 Same 
Chloroquine, (50.0mg/ml) >240 >240 Same 
Cyclosporin, (100.0mg/ml) >240 >240 Same 
Cytarabine, (100.0mg/ml) >240 >240 Same 
Daunorubicin, (5.0mg/ml) >240 >240 Same 
Docetaxel, (10.0mg/ml) >240 >240 Same 
Epirubicin (Ellence), 
(2.0mg/ml) >240 >240 Same 

Fludarabine, (25.0mg/ml) >240 >240 Same 
Gemcitabine (Gemzar) 
(38.0mg/ml) >240 >240 Same 

Idarubicin, (1.0mg/ml) >240 >240 Same 
Ifosfamide, (50.0mg/ml) >240 >240 Same 
Irinotecan, (20.0mg/ml) >240 >240 Same 
Mechlorethamine HCI, 
(1.0mg/ml) >240 >240 Same 

Melphalan, (5.0mg/ml) >240 >240 Same 
Mitomycin C, (0.5mg/ml) >240 >240 Same 
Mitoxantrone, (2.0mg/ml) >240 >240 Same 
Oxaliplatin, (2.0mg/ml) >240 >240 Same 
Paraplatin, (10.0mg/ml) >240 >240 Same 
Retrovir, (10.0mg/ml) >240 >240 Same 
Rituximab, (10.0mg/ml) >240 >240 Same 
Topotecan HCL, (1.0mg/ml) >240 >240 Same 
Trisonex, (1.0mg/ml) >240 >240 Same 
Velcade (Bortezomib), 
(1.0mg/ml) >240 >240 Same 

Vincristine, (1.0mg/ml) >240 >240 Same 
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7. Summary Non-Clinical Testing  

Non-clinical tests were conducted to verify that the proposed device met all design specifications. 
The test results demonstrated that the proposed device complies with the following standards: 

 

• ISO 10993-10:2010 Biological Evaluation of Medical Devices - Part 10: Tests For 
Irritation And Skin Sensitization.   

• ISO 10993-5:2009 Biological Evaluation of Medical Devices - Part 5: Tests For In Vitro 
Cytotoxicity   

• ASTM D6124-06 (Reapproved 2017), Standard Test Method for Residual Powder on 
Medical Gloves   

• ASTM D5151-06 (Reapproved 2015), Standard Test Method for Detection of Holes in 
Medical Gloves.   

• ASTM D6319-10(Reapproved 2015), Standard Specification for Nitrile Examination 
Gloves For Medical Application. 

• ASTM D6978-05 (Reapproved 2013), Assessment of Reissuance of Medical Gloves 
to Permeation by Chemotherapy Drugs. 

 
8.  Summary of Clinical Testing 
 
N/A 

 
9.  Conclusion: 
The conclusions drawn from the nonclinical tests demonstrate that the proposed device is as safe, 
as effective, and performs as well as or better than the legally marketed predicated device. 
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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
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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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