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OVERVIEW FACTORY
TONG QUAN NHA MAY

Name Vietglove Corporation
Tén nha may Cong TY CP Gang Viét
Active time In 2015
Thoi gian hoat déong Nam 2015
Production line 10 double lines
Dwong line sdan xudt Cong Nghé 10 line doi
Capacity 170.000.000pcs/month
Ndng Lwc sdn xudt 170.000.000pcs/ thang
Workforce 600 staffs
Lwc Lwong Cong nhén vién 600 cong nhan vién
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We care for your life RANGE OF PRODUCT
LOAI HINH SAN PHAM

Nitrile Powder Free Examination Gloves/Gang tay kham khong bot Loai Nitrile

Finger Texture - 240 mm/ Nham ngén tay- chiéu dai 240mm

Weight 3.0gr 3.5¢gr 4.0 gr 4.5 gr 5.0 gr
Trong Lwong
(+/-0.2 gr)

Palm thickness 0.06 mm 0.07mm | 0.08 mm | 0.09 mm 0.10 mm
b6 day long ban tay
(+/- 0.02 mm)

~

Description specification of the product/Mé ta tiéu chuin kv thuit ciia san phim
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RANGE OF COLOR
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

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
ﬁ Page: 1 of 1
e e ~.makin g excellence a habit.

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
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

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).

o C_ S ecd ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

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
A ..making excellence a habit”

0003

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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Certificate of Registration

By Royal Charter

SOCIAL ACCOUNTABILITY SYSTEM - SA 8000:2014

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: SA 652311

and operates a Social Accountability System which complies with the requirements of the Social
Accountability Standard SA 8000:2014 for the following scope:

The manufacture and distribution of: 1.The manufacture and distribution of Non - sterile powder and
powder free nitrile examination gloves through the process of Receipt of Nitrile Additive , Inspection,
Storage, Compounding, Inspection ,Clean former, Coagulant, Coagulant Oven, Nitrile dipping,
Re-vulcanize, Pre-Leaching tank, beading, Vulcanize, Post - Leaching (powder glove)/ cooling tank
(free powder), slurry tank (powder glove)/ chlorine dipping (free powder/Nitrile)/ Post - leaching
(powder free/ Nitrile), last oven (drying), tripping, tumbling (latex), inspection, storage, packing,
storage and delivery. 2. Labelling and packaging of Non-Sterile powder and powder free natural latex
examination gloves through the process of Receipt of materials, Sorting, Packing and Finishing.

Outsourced processes: Latex Gloves manufacturing
Contracted process: Nil

(§
/ £ ¥

Previous certificate expires on 19/11/2021 | f j ) I ) { L)
Recertification audit ended 23/06/2021 W P AN

E el 1ENTH ,
For and on behalf of BSI: Theuns Kotze, Managing Director - IMETA Assurance
Original Registration Date: 20/11/2018 Effective Date: 24/01/2022
Latest Revision Date: 24/04/2022 Expiry Date: 19/11/2024

Page: 1 of 1

..making excellence a habit’

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/Client Directory or telephone +91 11 2692 9000.

Further clarifications regarding the scope of this certificate and the applicability of SA 8000: 2014 requirements may be obtained by consulting the organization. This certificate is valid only if
provided original copies are in complete set.

Social Accountability International and other stakeholders in the SA 8000 process only recognize SA 8000 certificates issued by qualified Certification Bodies granted accreditation by SAAS and
do not recognize the validity of SA 8000 certificates issued by unaccredited organizations or organizations accredited by an entity other than SAAS. Stakeholders can confirm the validity of an
accredited SA 8000 certificate at this website, www.saasaccreditation.org/certification.

BSI, The MIRA Corporate Suites (A-2), Plot 1 and 2, Ishwar Nagar, Mathura Road, New Delhi 110 065 .

A Member of the BSI Group of Companies.



By Rovyal Charter

Certificate of Registration
| FOOD SAFETY MANAGEMENT SYSTEM - 1SO 22000:2018

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; FSMS 737576

and operates a Food Safety Management System which complies with the requrrements of ISO 22000 2018
for the following scope: g

- The manufacture and distribution of:

Non-sterile powder, powder free nitrile examination gloves; R o
Non-sterile powder, powder free natural latex exammatlon gloves (onIy Iabellmg and
packaglng) . .

Category: I

avi

For and on behalf of BSI: Chris Cheung, Head of Compllance & Risk — Asia Pacrf‘ ic
Original Registration Date: 29/04/2021 | | Effectlve Date: 29/09/'2021
Latest Revision Date: 29/04/2021 ~ |  Expiry Date: 28/04/2024 e

Page: 1 of 1

ANSI National Acereditation Board
ACCREDI!ITED

..making excellence a habit”

ORI
MANAGEM ENT SYSTEMS
CERTIFICATION BODY

This certlflcate 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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066
Further clarifications regarding the scope of this certificate and the applicability of ISO 22000:2018 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, Knowlhil, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, regrstered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of the BSI Group of Companies.
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Giay Ching Nhan

By Royal Charter

HE THONG QUAN LY AN TOAN THUC PHAM — BSI HACCP & GMP

Xéc nhan réng: CONG TY CO PHAN GANG VIET
S6 37, Ap Cau Sét,
Xa Lai Hung,
Huyén Bau Bang,
Tinh Binh Duang,
Viét Nam

Gilr gidy ching nhan so: HACCP 730307

va van hanh hé thdng quan ly An Toan Thuc Phdm tuén thl céc yéu cau cla Codex Alimentarius Alinorm:
2003/ 13A (HACCP) va Thyc Hanh San Xuéat T6t (GMP) cho pham vi:

San xuat:

Gang tay y té nitrile khong tiét triing khong bot trong nganh Céng Nghé Thuc Pham;
Gang tay cao su thién nhién y té khong tiét triing c6 bot va khéng bot (chi dan nhan
va dong goi) trong nganh Cong Nghé Thu'c Pham.

R)
\A . § oo

Dai dién cho tap doan BSI: Téng Giam déc BSI Viét Nam, Ong Lé Duyén Anh

Ngay dang ky dau tién: 16/12/2021 Ngay hiéu luyc: 16/12/2021

Ngay slra doi sau cing: 16/12/2021 Ngay hét hiéu luc: 15/12/2024
Trang 1/1

..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

This certificate can be validated at www.bsigroup.com/Client Directory . Printed copies can be validated at www.bsi-global.com/ClientDirectory.

Further clarifications regarding the scope of this certificate and the applicability of BSI HACCP & GMP requirements may be obtained by consulting the organization.
This certificate is valid only if provided original copies are in complete set.

BSI Vietnam Headquarters: 15 Floor APC Tower, 518B Dien Bien Phu Street, Ward 21, Binh Thanh District, Ho Chi Minh City, Vietnam. Telephone: +84 (28) 3820 0066.
A member of the BSI Group of Companies.
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Certificate of Registration

FOOD SAFETY MANAGEMENT SYSTEM — BSI HACCP & GMP

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

Holds Certificate Number: HACCP 730307

and operates a food safety management system that complies with the requirements of Codex Alimentarius Alinorm:
2003/13A (HACCP) and Good Manufacturing Practice (GMP) for the accompanying scope:

The manufacture of:
Non-sterile powder free nitrile examination gloves for food industry;
Non-sterile powder, powder free natural latex examination gloves (only labelling and

packaging) for food industry.
\A . S " .

For and on behalf of BSI: Le Duyen Anh, Managing Director Vietnam

Original Registration Date: 16/12/2021 Effective Date: 16/12/2021

Latest Revision Date: 16/12/2021 Expiry Date: 15/12/2024
Page: 1 of 1

..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
This certificate can be validated at www.bsigroup.com/Client Directory . Printed copies can be validated at www.bsi-global.com/ClientDirectory.

Further clarifications regarding the scope of this certificate and the applicability of BSI HACCP & GMP requirements may be obtained by consulting the organization.
This certificate is valid only if provided original copies are in complete set.

BSI Vietnam Headquarters: 15 Floor APC Tower, 518B Dien Bien Phu Street, Ward 21, Binh Thanh District, Ho Chi Minh City, Vietnam. Telephone: +84 (28) 3820 0066.
A member of the BSI Group of Companies.
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EU DECLARATION OF CONFORMITY (EU DOC)

Manufacturing Site . VIET GLOVE CORPORATION
: Land Lot No. 03, Map No. 37, Cau Sat Hamlet,
Lai Hung Commune, Bau Bang District,
Binh Duong Province, Vietnam.

Single Registration Number (SRN) : VN-MF-000009423

European Authorizied Representative : MDI Europa GmbH
Langenhagener Str. 71, D-30855 Langenhagen,

Germany.
Tel.: +49-511-3908 9530
Single Registration Number (SRN) : DE-AR-000006218
Basic UDI-DI : 8938508639VietNitrileTA
GMDN code and term : 56286 Nitrile examination/treatment glove,

non-powdered, non-antimicrobial

EMDN/CND : T01020204 Examination/Treatment Gloves, Nitrile
Name of Device : Nitirle Examination Gloves

Type : Powder Free

Intended Purpose . A patient examination glove is a disposable device

Intended for medical purposes that is worn on the
Examiners hand or finger to prevent contamination
Between patient and examiner. Examination glove is

Intended for medical activities except surgery.

Classification : Class I, Non Sterile

Brand Name : EZCARE

Size :XS,S, M, L, XL

Conformity Assessment Procedure :Annex |, Annex Il and Annex IV (Self declared)
Rule :Rule 5



VIET GLOVE CORPORATION

au Sat Hamlot

ai Hung Commune - Bau Bang District

Website

We herewith declare with our own responsibility that above mentioned product(s) with CE mark
is fully compliance with General Safety Performance Requirement of the Medical Device
Regulation (MDR) 2017/745. All supporting documentations are retained under the premise of
manufacturer.

This Declaration of Conformity is also issued on the basis of fulfilment the requirements of the
Personal Protective Equipment Regulation (EU) 2016/425 for Category Ill (Module C2):

¢ The conformity to type based on quality assurance of the production process under

surveillance of the notified body number 2777 by SATRA Technology Europe Ltd.

Applicable Standards:

_— Date
n escription :
No Standard Descrip s Published
1 | EN 455-1:2020 Medlcaligloves for single use - Part 1: Requirements May-2020
and testing for freedom from holes
2 | EN 455-2:2015 Medlcal.gloves for angle use - Rart 2: Requirements July 2015
and testing for physical properties
3 | EN 455-3:2015 Medlcal_g|oves f9r sm.gle use - Pa'rt 3: Requirements July 2015
and testing for biological evaluation
4 | EN 455-4:2009 Medlcal'gloves for sur?gle use - P'art 4 Requirements October 2009
and testing for shelf life determination
5 | ENISO 14971:2019 Medlca'l devnce's - Application of risk management December
to medical devices 2019
Sampling procedures for inspection by attributes - NihEei
6 | 1SO 2859-1:1999 Part 1: Sampling schemes indexed by acceptance 1999
quality limit (AQL) for lot-by-lot inspection
Biological evaluation of medical devices
7 ] 1S0O 10993-1:2018 Part 1: Evaluation and testing within a risk Aug 2018
management process
; Biological evaluation of medical devices
. e 52009 Part 5: Tests for in vitro cytotoxicity 1HNSR08S
. Biological evaluation of medical devices November
P reieaon Part 10: Tests for skin sensitization 2021
. Biological evaluation of medical devices September
PP ins 201 Part 11: Tests for systemic toxicity 2017
Biological evaluation of medical devices
11 | 1SO 10993-12:2021 Part 12: Sample preparation and reference January 2021
materials
Medical devices — Symbols to be used with
12 | 1SO 15223-1:2021 information to be supplied by the manufacturer July 2021
Part 1: General requirements
13 xg:eioﬁé/x:pier 2) Requirements Regarding Design and Manufacture April 2017
MDR 2017/745
14 | (Chapter I: Article 2) Scope and Definitions April 2017




Vi? I (;l ()\/Nl C ()RP()RAI ION

- Cau Sat Hamlet - Lai Hung Commune - |

3au Bang District

Date
No Standard Descriptions g
P Published
MDR 2017/745 WS ' :
15 (Annex Vill) Classification rules April 2017
16 M e Technical Documentation April 2017
(Annex I1)
MDR 2017/745
17 | (Chapter II: Article Guideline for Authorized Representative April 2017
11&12)
"MDR 2017/745 o 5 :
18 (Annex XIV: Part A) Clinical Evaluation April 2017
o . Revision 4
7 ;
19 | MEDDEV 2.7/1 2.7/1 Clinical Evaluation P
20 | MEDDEV 2.12-1rev 8 Medical Device Vigilance System January 2013
] . o Revision 8
21 | Meddev 2.12/1 2.12/1 Medical Device Vigilance System January 2013
MDR 2017/745
22 | (Chapter VII: Section 2: | Vigiliance April 2017
Article 87-92)
MDR 2017/745 . .
| F - i
23 (Annex XIV: Part B) Post Market Clinical Follow-up Studies April 2017
- ’ Revision 2,
24 | MEDDEV 2.12/2 2.12/2 Post Market Clinical Follow-up Studies January 2012
MDR 2017/745
25 | (Chapter VII: Section 1: | Post Marketing Surveillance (PMS) April 2017
Article 83-86) Annex Il
2.12 Post Marketing Surveillance (PMS) post Revision 11
W | MRRBEV.2.12/Rec market / production February 2000
27 | MDR 2017/745 Medical Device Regulation April 2017

Competent Authority

Basic UDI-DI
Date of issue

Place of issue

: DE/CAO09 - Staatliches Gewerbeaufsichtsamt Hannover

Am Listholze, 74, Hannover, Germany.

: 8938508639VietNitrileTA

Name: Tran Van Hoang

’

Designation: Quality Management Representative




Test Report No. 7191213380-EEC19-WBH
dated 10 Jul 2019

Note: This report is issued subject to the Testing and Certification Regulations of the TUV SUD Group and the PSB Singapore
General Terms and Conditions of Business of TUV SUD PSB Pte Ltd. In addition, this report is governed by the
terms set out within this report.

SUBJECT: Add value.

Testing of Power-free Gloves submitted by VIET GLOVE CORPORATION Iospite Aast
on 20 Jun 2019.

TJESTED FOR:

VIET GLOVE CORPORATION

Plot 03, Map No.37, Cau Sat Hamlet,
Lai Hung Village, Bau Bang District,
Binh Duong Province,

Vietnam 590000.

TEST DATE:
20 Jun 2019 to 10 Jul 2019

DESCRIPTION OF SAMPLES:

Sample
S/N | Product Description | Colour Lot No. Size | received Manufacturer
(pieces)
Powder Free Nitrile - A .
1 Glovbs Blue (see Remark 1) M 400 Viet Glove Corporation

Lot size as specified by client: 150,001 to 500,000 pieces

METHOD OF TEST:

1. EN 455-1:2000 Medical gloves for single use
Part 1: Requirements and testing for freedom from holes

2. EN 455-2:2015 Medical gloves for single use
Part 2: Requirements and testing for physical properties
- Clause 4 Dimensions
- Clause 5 Strength

3. EN 455-3:2015 Medical glove for single use

Part 3: Requirements and testing for biological evaluation
- Clause 4.4 Powder-free gloves

TUV SUD PSB

Laboratory:

TOV SUD PSB Pte. Ltd.
No.1 Science Park Drive
Singapore 118221

Phone : +65-6885 1333

Fax: +65-6776 8670

E-mail: enquiries@tuv-sud-psb.sg
wwvi.tuv-sud-psh.sg

Co. Reg : 199002667R

Regional Head Office:

TOV SUD Asia Pacific Pte. Ltd.

1 Science Park Drive, #02-01

Singapore 118221

TOV® Page 1 of 4



Test Report No. 7191213380-EEC19-WBH

dated 10 Jul 2019

&

PSB Singapore
RESULTS:
Sample: Powder Free Nitrile Gloves, Size M
Table 1: Results for EN 455-1:2000
No. of
: Number Actual no. of
Clause Tests Requirements non;lclzgwg(l;ers tested non-compliers Ig:mf:
(pieces) (pieces) found (pieces)
4 | Freedomfrom | gpo not leak 10 315 7 Passed
5 holes
Table 2: Results for EN 455-2:2015 Clauses 4-5
Number
Clause Tests Requirements (Median) tested (EZZ?::) I:;:S;f:
(pieces)
Dimensions Median Length for size M:
4 a)Length (mm) = 240 e 247 Passed
3 Median Width for size M:
b)Width (mm) 95 + 10 13 96 Passed
Strength For examination gloves:
a)Force at break (N) | 26.0 = 6.1 Fassed
5 b) Force at break
after challenge For examination gloves: 13 6.4 P d
testing (N) 26.0 i 4280
7 days at (70 + 2)°C
Table 3: Results for EN 455-3:2015 Clause 4.4
. Inferred
Clause Tests Requirements Results e
44 Powder-free | For powder-free gloves: The total quantity of 0.23 mg per Passed
5.2 gloves powder residues shall not exceed 2 mg per glove. glove
REMARKS:

1) The manufacturing batch code was not provided by the client.

s

Lee Dai Yi
Engineer

Wong Bee Hui

Product Manager
Medical Health Services (NAM)

Page 2 of 4



Test Report No. 7191213380-EEC19-WBH
dated 10 Jul 2019

APPENDIX:

Photo: Powder Free Nitrile Gloves, Size M

Page 3 of 4



Test Report No. 7191213380-EEC19-WBH
dated 10 Jul 2019 @

PSB Singapore

Please note that this Report is issued under the following terms :

1.

This report applies to the sample of the specific product/equipment given at the time of its testing/calibration. The results are not used to
indicate or imply that they are applicable to other similar items. In addition, such results must not be used to indicate or imply that TOV SUD
PSB approves, recommends or endorses the manufacturer, supplier or user of such product/equipment, or that TUV SUD PSB in any way
"guarantees” the later performance of the product/equipment. Unless otherwise stated in this report, no tests were conducted to determine
long term effects of using the specific product/equipment.

The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client. TOV SUD PSB therefore assumes no
responsibility for the accuracy of information on the brand name, model number, origin of manufacture, consignment or any information
supplied.

Nothing in this report shall be interpreted to mean that TUV SUD PSB has verified or ascertained any endorsement or marks from any other
testing authority or bodies that may be found on that sample.

This report shall not be reproduced wholly or in parts and no reference shall be made by the Client to TOV SUD PSB or to the report or results
furnished by TUV SUD PSB in any advertisements or sales promotion.

Unless otherwise stated, the tests were carried out in TUV SUD PSB Pte Ltd, No.1 Science Park Drive Singapore 118221.

July 2011

Page 4 of 4



AKRON RUBBER DEVELOPMENT LABORATORY, INC. TeSting. Deve|opment_ Problem SOIVing.

February 17, 2023

*TEST REPORT-=

PN 168538
Wire Transfer

Chemical/Analytical Services

Prepared For:

Harry Vuong
VietGlove Corp.
Cau Sat Hamlet — Lai Hung Village
Bau Bang District
Bihn Duong
VNM

Prepared by: ,,25 a0 Approved by: %%OB h .

Yan Xiao, Sr”Chemist Thomas D. Samples, Manage
Chemical/Analytical Services Chemical/Analytical Services

DCN 1176

[ACCREDITED)| 1SO 9001:2015

Registared
Cert 35 0L 25302, 25503.23508 - An A2L A ISO 17025 Accredited Testing Laboratory-Certificate Numbers 255-01, 255-02, 255-03 and 255-04 Wi
1SO 9001-2015 Registered

This report is for the exclusive use of the client(s) to which it is addressed and shall not be reproduced, except in full, without written permission of Akron Rubber Development Laboratory, Inc.
(ARDL). The information provided herein applies to the specific material, products, or processes tested or | d. s

s of Conformity included herein are based on the option as agreed in
the client testing contract. No warranty of any kind is herein construed or implied. The liability of ARDL, Inc. shall be limited to the amount of consideration paid for services rendered. ARDL Inc. is
1SO 17025 accredited by A2LA (American Association for Laboratory Accreditation) for the test methods listed on the referenced certifications.

www.ardl.com | 2887 Gilchrist Rd. | Akron, OH 44305 | 75 Robinson Ave. | Barberton, OH 44203 | answers@ardl.com
Toll Free (800) 830-ARDL | Fax (330) 794-6610 | Worldwide (330) 794-6600



AKRON RUBBER DEVELOPMENT LABORATORY, INC. Testing. Development. Problem SOlVing.

February 17, 2023

Harry Vuong Page 2 of 3
VietGlove Corp. PN 168538
SUBJECT: Analytical testing on sample(s) submitted by customer.

RECEIVED: Viet Glove Corporation Powder Free Nitrile Gloves Code: Alphalink and Viet Glove Corporation

Powder Free Nitrile Gloves Code: STM Plus

TESTING LOCATION: All testing performed at our Gilchrist Road location unless otherwise noted

Decision Rule 1

Extractable Chemical Dialkyldithiocarbamate, Thiuram, and Mercaptobenzothiazole Accelerators in Natural
Rubber Latex and Nitrile Gloves; ASTM D7558

SAMPLE PREPARATION:
The glove extract was prepared following the ASTM D7558 requirements in duplicate. The final UV/VIS measurement was
performed at 320 nm versus the specified standard solutions as required by the above testing method.

RESULTS:

None Detected None Detected

Code Alphalink

None Detected None Detected

Code STM Plus

 —

Viet Glove Corporation Powder Free Nitrile Gloves Code: Alphalink and Viet Glove Corporation Powder Free Nitrile
Gloves Code: STM Plus

*ARDL is ISO 17025 accredited by A2LA for the test methods listed on the certificates referenced on page one. Unless specified, the current specification version is used.
NOTE: The mark /s used to designate non-accredited test methods in the body of the report and that any opinions or interpretations for of results for these non-accredited
tests are outside the scope of this organization’s accreditation

www.ardl.com | 2887 Gilchrist Rd. | Akron, OH 44305 | 75 Robinson Ave. | Barberton, OH 44203 | answers@ardl.com
Toll Free (800) 830-ARDL | Fax (330) 794-6610 | Worldwide (330) 794-6600




February 17, 2023
Harry Vuong Page 3 of 3
VietGlove Corp. PN 168538

Decision Rules

Rule 1. This is the way test results have traditionally been reported by ARDL. If ARDL runs a test for you that has pass/fail
requirements, ARDL will report the values observed and then state “Pass” or “Fail”, based on those values only. By default,
ARDL will apply this rule to all Category | tests and those tests which are not on ARDL’s Scope of Accreditation.

Rule 2. This rule takes into account the calculated measurement uncertainty of test results generated. Every test and piece
of test equipment has an inherent amount of measurement uncertainty associated with it. Rule 2 establishes “Guard Bands”
where the measurement uncertainty value is added to the Minimum Passing requirement and is subtracted from the
Maximum Passing requirement. The Pass/Fail requirements thus become tighter and customers may be more “Certain” of
their Pass/Fail result.

Rule 3. This rule also takes into account measurement uncertainty but does not set up guard bands. Rule 3 may be used
when values are reported, but there is no Pass/Fail requirement called out in the test specification. Rule 3 simply states
that the measurement uncertainty is reported to the customer, along with the testing result generated, and the customer
decides if the results are suitable for their purposes.

Report Revision Log

Date Report Revision Description
2-17-23 New

Prepared by: )zl( c‘//w\ Approved by: %’%ﬂ\ b M%

Yan Xiao, Sr/ Chemist Thomas D. Samples, Manager |
Chemical/Analytical Services Chemical/Analytical Services

YX/TDS/kas

*ARDL is ISO 17025 accredited by A2LA for the test methods listed on the certificates referenced on page one. Unless specified, the current specification version is used.
NOTE: The Mark / Is used to designate non-accredited test methods in the body of the report and that any opinions or interpretations of results for these non-accredited tests
are outside the scope of this organization’s accreditation
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April 1,2016

Viet Glove Corporation

Mr. Terence Lim

Quality Assurance & Regulatory Affairs Manager
Cau Sat Hamlet, Lai Hung Commune

Ben Cat District, Bau Bang Province

VIETNAM

Re: K153562
Trade/Device Name: Powder Free Blue Nitrile Examination Glove
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: Class I
Product Code: LZA
Dated: February 23, 2016
Received: March 4, 2016

Dear Mr. 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. 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 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-
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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 Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. 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 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Tejashri Purohit-Sheth, M.D.

‘I'e]as/in Purohit-Sheth, M.D. Clinical Deputy Director
DAGRID/ODE/CDRH FOR

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013

Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K153562

Device Name
POWDER FREE BLUE NITRILE EXAMINATION GLOVE

Indications for Use (Describe)
A patient examination glove is a disposable device intended for medical purposes that is worn on the examiner’s hand or finger to

prevent contamination between patient and examiner

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)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Page 1 of 2 PSC Publishing Services (301) 443-6740  EF



ADMINISTRATION

72 B U.S. FOOD & DRUG

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 IIT (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.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov


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

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.”

FORM FDA 3881 (9/13) Page 2 of 2



Monitoring result for VIET GLOVE CORPORATION amfori ()
on Site Viet Glove Corp Trade with purpose

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 Chau
: Vietham

Monitoring Activity  : amfori Social Audit - Manufacturing
Monitoring Type : Full Monitoring

Monitoring Partner  : TUV NORD CERT GmbH

Monitoring Start Date : 26/12/2022

Closing Meeting : 11/01/2023
Finished Date

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

o

Sectionrating

PA1: Social Management System

PA 2: Workers Involvement and Protection

PA 3: The Rights of Freedom of Association and Collective Bargaining
PA 4: No Discrimination

PA 5: Fair Remuneration

PA 6: Decent Working Hours

PA 7: Occupational Health and Safety

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

PA 9: Special Protection for Young Workers
PA 10: No Precarious Employment

PA 11: No Bonded Labour

PA 12: Protection of the Environment

PA 13: Ethical Business Behaviour

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