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Contact information:
VIET GLOVE CORPORATION
Email: thugiang@vietglove.vn
Hotline: +84 981 825 007
Website: http://vietglove.vn 



 

 

	
	
	

	
	
	

	

	
Name		

Tên	nhà	máy	
		

Vietglove	Corporation	
Công	TY	CP	Găng	Việt	

Active	time	
Thời	gian	hoạt	động		

In	2015	
Năm	2015	

Production	line	
Đường	line	sản	xuất		

10	double	lines	
Công	Nghệ	10	line	đôi	

Capacity	
Năng	Lực	sản	xuất		

170.000.000pcs/month	
170.000.000pcs/	tháng	

Workforce	
Lực	Lượng	Công	nhân	viên		

600	staffs	
600	công	nhân	viên	

OVERVIEW	FACTORY	
TỔNG	QUAN	NHÀ	MÁY 



 

 

	
	
	

	
Description	specification	of	the	product/Mô	tả	tiêu	chuẩn	kỹ	thuật	của	sản	phẩm	
	
	

	

Nitrile	Powder	Free	Examination	Gloves/Găng	tay	khám	không	bột	Loại	Nitrile	
Finger	Texture	–	240	mm/	Nhám	ngón	tay-	chiều	dài	240mm	

	
Weight	

Trọng	Lượng	
(+/-	0.2	gr)		

	
3.0	gr	

	
3.5	gr	

	
4.0	gr	

	
4.5	gr	

	
5.0	gr	

Palm	thickness		
Độ	dày	lòng	bàn	tay	
(+/-	0.02	mm)		

0.06	mm	 0.07	mm	 0.08	mm	 0.09	mm	 0.10	mm	

		RANGE	OF	PRODUCT	
		LOẠI	HÌNH	SẢN	PHẨM	



 

 

	
	
	
	
	
	
	
	
	
	
	
	
	

3 

Black/Đen	 

White/Trắng	 
4 

Medium	Blue/Xanh	 

5 

1 

2 

Violet	Blue/	Tím	 

4 

Light	Blue/Xanh	Nhạt	 

		RANGE	OF	COLOR	
MÀU	SẮC	SẢN	PHẨM	



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: VIET GLOVE CORPORATION
No. 37, Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
590000
Vietnam

Holds Certificate Number: FM 644239
and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

The manufacture and distribution of:
Non-sterile powder free nitrile examination gloves
Non-sterile powder free, powdered natural rubber latex examination gloves (only labelling and
packaging).

For and on behalf of BSI:
Michael Lam - Managing Director Assurance, APAC

Original Registration Date: 2016-01-27 Effective Date: 2022-01-27
Latest Revision Date: 2021-12-16 Expiry Date: 2025-01-26

Page: 1 of 1

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +84 (8) 3820 0066.
Further clarifications regarding the scope of this certificate and the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization.
This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+644239&ReIssueDate=16%2f12%2f2021&Template=vietnam_en


Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: VIET GLOVE CORPORATION
No.37, Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
590000
Vietnam

Holds Certificate Number: MD 644242
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The manufacture and distribution of:
Non - sterile powder, powder free nitrile examination gloves;
Non - sterile powder, powder free natural latex examination gloves (only labelling and
packaging).

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2016-01-26 Effective Date: 2022-01-26
Latest Revision Date: 2021-12-30 Expiry Date: 2025-01-25

Page: 1 of 1

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +84 (8) 3820 0066.
Further clarifications regarding the scope of this certificate and the applicability of ISO 13485:2016 & EN ISO 13485:2016 requirements may be obtained by
consulting the organization. This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+644242&ReIssueDate=30%2f12%2f2021&Template=vietnam_en
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 2 6  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 

 
June 24, 2021 
 
Vietglove Corporation 
Terence Lim 
Quality Assurance & Regulatory Affairs Manager 
Cau Sat Hamlet, Lai Hung Commune, Bau Bang District, Binh 
Duong Province 
Bingh Duong, Bingh Duong Province 72600 
Viet Nam 
 
Re:  K201428 

Trade/Device Name: Powder Free Black Nitrile Examination Glove 
Regulation Number:  21 CFR 880.6250 
Regulation Name:  Non-Powdered Patient Examination Glove 
Regulatory Class:  Class I, reserved 
Product Code:  LZA 
Dated:  May 25, 2021 
Received:  May 27, 2021 

 
Dear Terence Lim: 
 
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. 
 

http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm


K201428 - Terence Lim Page 

 

2 

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) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); 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 https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-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 Ryan Ortega, Ph. D 
Acting Assistant Director 
DHT4B: Division of Infection Control 
    and Plastic Surgery Devices 
OHT4: Office of Surgical 
    and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov




Monitoring result for VIET GLOVE CORPORATION
on site Viet Glove Corp

Monitoring

Monitored Party : VIET GLOVE CORPORATION

amfori ID : 704-000431-000

Site : Viet Glove Corp

Site amfori ID : 704-000431-002

Address : Land Lot No.3 Map No. 37, Cau Sat Hamlet, Lai Hung Commune,

: Bau Bang

: Lai Châu

: Vietnam

Monitoring Activity : amfori Social Audit - Manufacturing

Monitoring Type : Full Monitoring

Monitoring Partner : TÜV NORD CERT GmbH

Monitoring Start Date : 26/12/2022

Closing Meeting
Finished Date

: 11/01/2023

Submission Date : 11/01/2023

Expiration Date : 11/01/2024



This is an extract of the online monitoring result, generated on 09/02/2023, and is only valid as
an acknowledgement of the result. To see all the details, review the full monitoring result, which is
available here - The English version is the legally binding one.

amfori does not assume any liability with regard to the compliance of this extract, or any versions of this extract, with the Regulation (EU) 2016/679
(General Data Protection Regulation).

All rights reserved. No part of this publication may be reproduced, translated, stored in a retrieval system, or transmitted, in any form or by any
means electronic, mechanical, photocopying, recording or otherwise, be lent, re-sold, hired out or otherwise circulated without the amfori consent.
© amfori, 2021

Overall rating

A B C D E None

Section rating

PA1: Social Management System B

PA 2: Workers Involvement and Protection A

PA 3: The Rights of Freedom of Association and Collective Bargaining A

PA 4: No Discrimination A

PA 5: Fair Remuneration A

PA 6: Decent Working Hours A

PA 7: Occupational Health and Safety D

Monitoring result for VIET GLOVE CORPORATION on site Viet Glove Corp - 1 / 6

https://platform.amfori.org/ui/monitoring-results/by-monitoring-id/22-0155092


PA 8: No Child Labour A

PA 9: Special Protection for Young Workers A

PA 10: No Precarious Employment A

PA 11: No Bonded Labour A

PA 12: Protection of the Environment A

PA 13: Ethical Business Behaviour A

Monitoring result for VIET GLOVE CORPORATION on site Viet Glove Corp - 2 / 6
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