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Commitment to Quality Producin?
Reliable Consistent Quality Gloves
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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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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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PRODUCT SPECIFICATION

Product Name

Powder Free Nitrile Examination Gloves

Type Single Use Non- sterile Powder Free Nitrile Medical Examination Gloves
Design and Feature Ambidextrous, straight fingers, finger textured, beaded cuff
Color Blue, White, Black, Violet Blue

Average Weight of Medium Size

3.5 gm (+ 0.2gm)

Material

Nitrile (Carboxylated Butadiene Acrylonitrile)

Usage

To conduct medical examination, diagnostic and therapeutic procedures to protect patient and user from cross
contamination or infection.

Storage Condition

The gloves shall maintain their properties when stored in a dry condition. Avoid direct sunlight

Shelf life

Product Characteristic:

The gloves shall have shelf life of 05 years from the date of manufacture with the above storege condition.

X- Small ZAOmm

75 + 5mm
Dihanilon Small 85 + 5Smm 240min
Medium 95 + 5mm 240min
Large 105 £ 5mm 240min
Extra Large 115 + 5mm 240min
Thickness Cuff 0.06 +0.02
Palm 0.07 +0.02
0.08 + 0.02

Finger
Physical Properties (EN Standard g
Y P ( ard) Force at break (N)

Un-aged
Average Min 5.5

Aged
Average Min 5.5

Residual Powder

2.0 mg/glove maximum

Total protein

Weight (gr)

Quality Specfication

no present
X- Small 2.9+0.2
Small 3.2+0.2
Medium 35402
Large 3.8+0.2
Extra Large 4.1+0.2

Sampling Plan/ AQL Sampling Plan/ AQL

Quality Specfication
*AND - Accept No Defects

*n - number of samples

Packaging Configuration and Labeling:

Inspection Criteria

Dimension S2-AQL4.0 13 pcs (Median)
Force at break S2-AQL4.0 13 pcs (Median)
Water Tight Test G1l-AQL1.5 G1l-AQL1.5
Visual Inpection- Major G1- AQL 2.5 G1-AQL2.5
Visual Inpection- Minor G1- AQL4.0 G1-AQL4.0
Residual Powder n =5 (Average) n =5 (Average)
Packaging Labeling n =6 (AND) n=>5 (AND)
Glove Physical Counting S2-AQL4.0 n =5 (AND)

100/200 Gloyes per Inner Dispenser (by weight)

Date: 01/01/2019

Packing 10/20 Dispensers per Outer Carton
Size Marking - The size of gloves shall be mark in the check box on every carton with black ink
The dispensers and outer cartons shall have the following information/ prints:
Labiuliig Product description and Brand including size and net quantily of gloves.
Name and Country of Orgin of Manufacturer or Distributor.
Single Use Only or the Symbol for single use.
Lot Numbaring Systam Per the customer's requirement or in house as per SOR.
- Manufacturing and/or expiry date where applicable.
Prepare by
QA manager
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RANGE OF COLOR
MAU SAC SAN PHAM
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Mat trwdc/Front view Mat sau/Back view
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Mat dwéi/Bottom
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Trong Ludng Trung Binh Size M

Mat hong/ Side face

N Vietglove™
We care for your life

Ezcare

Hinh anh hop/ Dispenser pictuer  Hinh anh san phim/ Glove picture
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Hinh Anh Thing San Phim:
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GANG TAY KHAM DUNG TRONG Y TE LOAI KHONG BOT
Fax : (+84 - 274) 3535 773774

LOAI NITRILE - 9PFNBR
CONG TY CG PHAN GANG VIET
LOT] Thita D3t SG 3, To B D6 S 37, Ap Cdu St,
GANG TAY KHAM DUNG TRONG Y TE LOAI KHONG BOT
LOAI NITRILE - 9PFNBR O 30gr O X-Small Han sir dung: Sals Dept (184 - 274) 3535 667 I
0O 35gr O Small Sin it tai Viet Nam

B0 = i I STELIIPIND)

210mm

Tinh Binh Duong, Viét Nam.
O 50gr O XLarge San xudt va ép dung theo tiéu chudn Chau Au va My

Ngay san xuét: Dién thoai - (+84 - 274) 3535 778/779
= Trong lugng frung binh size M
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bsi.
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,
75000
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, powder free natural latex examination gloves (only labelling and
packaging).

For and on behalf of BSI:

Chris Cheung, Head of Compliance & Risk - Asia Pacific

Original Registration Date: 2016-01-27 Effective Date: 2019-01-27
Latest Revision Date: 2019-01-25 Expiry Date: 2022-01-26
Page: 1 of 1

ACCREDITED

..making excellence a habit’

MANAGEMENT SYSTEMS
CERTIFICATION BODY

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.
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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, Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
75000
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).

JS M J/&.—;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-01-26 Effective Date: 2019-01-26
Latest Revision Date: 2019-01-11 Expiry Date: 2022-01-25
m Page: 1 of 1
UKAS . Cy
M ..making excellence a habit.
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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 dlarifications 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.



bsi.
Certificate of Registration

SOCIAL ACCOUNTABILITY SYSTEM - SA 8000:2014

By Royal Charter

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

Holds Certificate No: 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:

Please see scope page.

Wit

Managing Director, BSI India, Venkataram Arabolu

For and on behalf of BSI:

Original Registration Date: 2018-11-20 Effective Date: 2018-11-20
Latest Revision Date: 2018-11-20 Expiry Date: 2021-11-19
R Page: 1 of 2
2
@
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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 +91 11 2692 5000.

Further dlarifications 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.



Certificate No: SA 652311

Registered 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 Processes: Nil.

Original Registration Date: 2018-11-20 Effective Date: 2018-11-20
Latest Revision Date: 2018-11-20 Expiry Date: 2021-11-19
Page: 2 of 2

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 +91 11 2692 9000.

Further dlarifications 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.
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Certificate of Registration

By Royal Charter

GOOD MANUFACTURING PRACTICE — 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: BSIVN 1297/2019

and operates a Good Manufacturing Pratice which complies with the requirements of GMP (CAC/RCP 1-1969,
Rev.4-2003) the following scope:

The manufacture and distribution of:

Non-sterile, powder free nitrile examination gloves.

Non-sterile powder, powder free natural latex examination gloves (only labelling
and packaging).

For and on behalf of BSI: Le Duyen Anh, Managing Director Vietnam
Original Registration Date: 19/02/2019 Effective Date: 19/02/2019
Latest Revision Date: 19/02/2019 Expiry Date: 18/02/2022

Page: 1 of 1

..making excellence a habit”
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Giay Chung Nhan

By Royal Charter

THUC HANH SAN XUAT TOT — GMP

X&c nhan réng: CONG TY CO PHAN GANG VIET
S6 37, Ap Cau Sét,
X3 Lai Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gitt gidy chiing nhan s8: BSIVN 1297/2019

ve;a\ thyc hién Thuc Hanh San Xudt Tét pht hgp vdi cac yéu cau clia GMP (CAC/RCP 1-1969, Rev.4-2003) cho
pham vi:

San xuat va phan phaoi:
Gang tay y té nitrile khong tiét trung, khong bot.
Gang tay cao su thién nhién y té khong tiét trung co6 bot va khong bot

(chi dan nhan va dong goi).

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

Ngay ding ky dau tién: - 19/02/2019 Ngay hiéu luc: 19/02/2019

Ngay stra d6i sau cling: 19/02/2019 Ngay hét hiéu luc: 18/02/2022
Trang 1/1

..making excellence a habit’



bsi.

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.

N .

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

Original Registration Date: 29/05/2020 Effective Date: 29/05/2020

Latest Revision Date: 29/05/2020 Expiry Date: 28/05/2023
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 consuiting the organization.
This certificate is valid only if provided original copies are in complete set.

BSI Vietnam Headquarters: Suite 1106, 11t Floor, Citilight Tower, 45 Vo Thi Sau Street, Dakao Ward, District 1, HCMC, Vietnam. Telephone: +84 (28) 3820 0066.

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

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

Xac nhan rang: CONG TY CO PHAN GANG VIET
S6 37, Ap Cau Sat,
Xa Lai Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chifng nhan sd: HACCP 730307

vavan hanh hé ‘th()’ng quan ly An Toan Thuc Pham tuén thi cac yéu cau ctia Codex Alimentarius Alinorm: 2003/
13A (HACCP) va Thuc Hanh San Xuat T6t (GMP) cho pham vi:

San xuat:
Gang tay y té€ nitrile khong tiét trung, khéng boét cho nganh céng nghiép
thuc pham.

Gang tay cao su thién nhién y té khong tiét trung c6 bot va khong bot (chi
dan nhan va déng géi) cho nganh céng nghiép thuc pham.

e

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

Ngay déng ky dau tién: 29/05/2020 Ngay hiéu luc: 29/05/2020

Ngay stra déi sau cing: 29/05/2020 Ngay hét hiéu luc: 28/05/2023
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 BST 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: Suite 1106, 11t Floor, Citilight Tower, 45 Vo Thi Sau Street, Dakao Ward, District 1, HCMC, Vietnam. Telephone: +84 (28) 3820 0066.
A member of the BSI Group of Companies.



Certificate of
CE-Registration

This is to certify that, in accordance with either medical
device Directive 93/42/EEC as amended by
2007/47/EC or Directive 98/79/EC, mdi Europa GmbH
agree to perform all duties and responsibilities as the
Authorized Representative for

@@
mdiEuropa

Hiermit wird bestéatigt, daB mdi Europa GmbH als Bevoll-
machtigter geman § T Medizinproduktegesetz
(MPG/nationale Umsetzung der Richtlinie fur Medizinpro-
dukte 93/42/EWG gem. Anderungsrichtlinie 2007/47/EG
bzw. 98/79/EG) fur den Hersteller

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

as stipulated and demanded by the afore-mentioned
Directives. The German competent authorities have
allocated the medical devices of the manufacturer the
following registration numbers:

Medical Device

UMDNS Code

Vietnam

die Anzeigepflicht gemaB § 25 MPG fir die nachfolgend
aufgefihrten Medizinprodukte erfllit hat. Den angezeigten
Medizinprodukten sind die folgenden Registrierdaten zu-
geordnet worden:

Registration-No.

Powder Free Nitrile Examination Glove
Powder Free Latex Examination Glove
Powder Latex Examination Glove

The manufacturer has provided mdi Europa with all
necessary documentation, together with an appropri-
ate Declaration of Conformity confirming that the med-
ical devices fulfill the essential requirements of either
Directive 93/42/EEC as amended by 2007/47/EC or
98/79/EC. A safety officer has been appointed for Ger-
many and therefore is in full compliance with § 31
MPG.

June 2016

Werner Sander
President & CEO

11882 —Class |

DE/CA09/0760/1900

Der Hersteller hat mdi Europa alle fir das erstmalige Inver-
kehrbringen von Medizinprodukten erforderlichen Doku-
mente vorgelegt. Dazu gehort die Konformitatserklarung, die
bestatigt, daB die Produkte die grundlegenden Anforderun-
gen der Richtlinie 93/42/EWG gem. Anderungsrichtlinie
2007/47/EG bzw. 98/79/EG erfillen. Ein Sicherheitsbeauf-
tragter gemaB § 31 MPG wurde bestellt.

mdi Europa GmbH - Langenhagener Strasse 71 - 30855 Langenhagen

THE MEDICAL DEVICE SERVICE-MANAGEMENT



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
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mdiEuropa
Authorized Representation Agreement

For Medical Device CE-Marking

Preamble/Introduction.

THE COUNCIL OF THE EUROPEAN COMMUNITIES, having regard to the Treaty establishing the
European Economic Community, and in particular Article 100a thereof, legally ratified and published
the following Council Directives, aimed at regulating the manufacture of medical devices and the
freedom of movement of medical devices within the European Communities:

COUNCIL DIRECTIVE 90/385/EEC (and revision 2007/47/EEC)
- of 20 June 1990 - active implantable medical devices
COUNCIL DIRECTIVE 93/42/EEC (and revision 2007/47/EEC)
- of 14 June 1993 - medical devices '

COUNCIL DIRECTIVE 98/79/EEC

- of 27 October 1998 - in vitro diagnostic medical devices

Medical devices must bear the CE Marking of conformity when they are placed on the market and the
CE Marking must appear in a visible, legible and indelible form on the device or its sterile pack and
where appropriate and practicable, on the instructions for use.

THIS AUTHORIZED REPRESENTATION AGREEMENT (Agreement) is entered into on this day

18t January 2016

BY AND BETWEEN:
“The Manufacturer”
VIET GLOVE CORPORATION
Cau Sat Hamlet, Lai Hung Commune,
Bau Bang District, Binh Duong Province,
Vietnam

AND:
“The Authorized Representative”
Mdi Europa GmbH
Langenhagener Str. 71
D-30855 Langenhagen

mdi Europa GmbH — Authorized Representation Agreement
Page 1 of 6 Pages
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WHEREAS, a non-European medical device manufacturer WITHOUT either manufacturing location or facility in a
member state of the European Community or a subsidiary in a member state of the European Community is
legally obliged to appoint a European person, or persons or regulatory affairs company (hereafter authorized
representative) with a business location within a member state of the European Community

WHEREAS, the appointment of an authorized representative of a non-European medical device manufacturer is
an essential requirement within the context defined within the Directives

WHEREAS, “authorized representative” means: any natural or legal person established in the Community
who, explicitly designated by the manufacturer, acts and may be addressed by authonties and bodies in the
Community instead of the manufacturer with regard (o the latter’s obligations under the Directive;

WHEREAS, the medical device manufacturer desires to ensure that all product(s) distributed and supplied by the
manufacturer carry the CE Marking of conformity and are therefore in full compliance to ONE of the above-
mentioned European Council Directives regulating the manufacture and free movement of medical devices within
the European Community

NOW, THEREFORE, both parties agree in consideration of the mutual commitments and promises contained
herein, to the following:

§1

Authorized Representative

(Hereafter AR)

.

In accordance with the “essential requirements” of the Directive(s), the AR permits the manufacturer to use the
registered name/trade name “mdi Europa GmbH" together with the full postal address for the sole purpose of
inclusion/printing on all packaging, labeling and instructions for use that carry CE Marking and that have been
appropriately registered by the AR with the European competent authorities.

2.

The AR will notify the German competent authorities of this Agreement and register not only themselves but also
the manufacturer, and the devices of the manufacturer in an appropriate and timely manner as required and
stipulated by the most current European requirements. These requirements are laid down in the various
Guidelines (MEDDEV documents) pertaining directly to the Directives themselves.

3.

The AR will appoint (for Germany) a “safety officer” to act for and on behalf of the manufacturer in accordance
with Federal German laws and legislations. The German law (MPG) regulating medical devices is the direct
transposition of the Directives into German national legislation. (The member state governing the AR).

4.

The AR acknowledges and accepts full responsibility for reporting all (possible) incidents and near incidents with
the appropriate and pertinent European competent authority, depending upon the location of the (possible)
incident or near incident. The AR will attempt to gain as much information as possible from distributors and/or end
users in conjunction with the (supposed) incident or near incident and place this information at the disposal of the
manufacturer.

(Possible) incidents/near incidents MUST be reported in the timeframes stipulated and laid down by the most
current Vigilance Guidelines (MEDDEV) on Incident Reporting within the European Community i.e. 10 days and
30 days respectively. Where appropriate, the format for reporting will be that of DIMDI, the organization charged
by the European Community with the responsibility for maintaining the European databank for incidents / near
incident reporting (and CE Marking registration).

5;

The AR will attempt to access from end users and/or distributors any device(s) that have been the cause of a
(possible) incident/near incident and forward theses devices on to the manufacturer by the fastest and safest
possible means, (taking into account the likelihood of contamination when selecting the appropriate method of
shipment)!

mdi Europa GmbH — Authorized Representation Agreement
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6.
Only upon explicit and prior request from the manufacturer, the AR will seek the opinion of a medical device
expert or a suitable physician for consultation purposes regarding any incidents/near incidents. Upon explicit and
prior request from the manufacturer, the AR commit to help and assist the manufacturer in obtaining competent
European legal advice and assistance in any member state where an incident/near incident has indeed occurred
and where resulting legal help and assistance is possibly helpful or necessary.

Also upon explicit request, the AR will apply for Free Sales Certificates on behalf of the manufacturer. The cost for
a FSC including one product group are EUR 380,00 plus EUR 50,00 per additional product group. Additional cost
for legalization (if necessary) have to be calculated in addition per the charges defined by the applicable embassy
NOTE: additional costs/fees for expert help, legal advice etc. are the sole responsibility of the manufacturer and
are NOT included in the annual fee structure defined within this Agreement.

(See Fee Structure / Remuneration).

1.

The AR commit to doing everything possible to observe and monitor all changes in European legislation
governing medical devices, the Directives and guidance documents and to act in accordance with those changes
in both requirements and law. Where appropriate, the AR will report these changes to the manufacturer and keep
the manufacturer informed and updated accordingly.

8.
The AR is obliged to report directly to:
Terence Lim, Quality & Regulatory Affairs Consultant

All correspondence is to be directed to the above designated person, (unless following signature and exchange of
this Agreement, the AR receives instructions from the manufacturer to the contrary).

9.

The AR has full responsibility towards the Officers and Staff of mdi Europa GmbH and will meet any and all the
claims of its employees. The AR is considered to be an independent agent / vendor of the manufacturer and must
act accordingly.

Independent and regardless of the fact that the AR is located and based in Germany, the common language of
communication and correspondence between the AR and the manufacturer will be in either UK English or US
English only.

§2

The Manufacturer

T

The manufacturer will immediately provide the AR with all necessary documentation and information pertaining to
those medical devices that are to be registered by the AR for CE Marking within the Community. Documentation
must include the full technical files for all products being registered, together with supportive Declarations of
Conformity and where appropriate, certification issued by a European notified body. Additional information may be
required but only to the degree that this information is indeed available and is in the possession of the
manufacturer.

2.

The manufacturer understands that the technical files being held by the AR and will be treated at all times
with the utmost confidentiality. The technical files & documentation are, however, subject to the scrutiny and
audit (for CE Marking compliance) by any European competent authority, without just reason or cause and at any
given time. The manufacturer agrees to allow ONLY a competent authority/governmental body access to these
otherwise confidential files and supportive documents.

3.
The manufacturer will immediately inform the AR of any fundamental or significant changes to either the design or
basic functionality or safety of those medical devices that have been registered for CE Marking. The manufacturer
will immediately supply the AR with the necessary supportive documentation reflecting these changes in
accordance with § 2.1 of this Agreement.

mdi Europa GmbH — Authorized Representation Agreement
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4.

Should the AR recommend immediate action / corrective action be taken by the manufacturer to avoid either
minor and/or major breaches in European legislation (and member state national laws), and should the
manufacturer deem or consider it necessary or appropriate NOT to follow such recommendations, then the AR
has the right to take only appropriate action to protect both itself and its employees. Protective action of this
nature by the AR does not require prior, express written or verbal permission from the manufacture. Protective
actions for and on behalf of the AR will be at the sole responsibility of the AR and the AR will carry all resulting
cost(s) and expenses.

§3
Limitation of Liability

The AR shall not be liable for any damage sustained by the AR due to or in connection with or in consequence of
the performance or non-performance of services under this Agreement unless caused by wilful misconduct or
gross negligence of the AR or in the event that the AR guaranteed a specific quality or the AR maliciously
withholds a defect.

§4

Product Liability Insurance Coverage

1 |3

It must be assumed that the AR could be held liable for third party liability and damage claims due to the fact that
the AR's name and address has been included either on the packaging and/or labeling and/or instructions for use!
The manufacturer will therefore immediately include the AR within the scope of the manufacturers Product
Liability Insurance Coverage (minimum two million US-Dollars) and, where appropriate, issue the AR with a
“Certificate of ACORD" or other appropriate form/evidence of product liability insurance, explicitly naming the AR
as certificate /policy holder.

2.

Product Liability Insurance Coverage will be maintained and upheld by the manufacturer throughout the duration
of this contract and following thereafter for a minimum period of five (5) years, or for as long as those medical
devices carrying the AR’s name and address are either in circulation, have been put into service or remain in the
market of the European Community, (whichever being the longest period of time).

3.

Medical device manufacturers WITHOUT appropriate Product Liability Insurance Coverage will hold the AR free
and harmless at all times against any and all liability claims for either bodily injury and/or property damage and/or
other possible claims resulting from either the use, sale or delivery of medical devices and which have been
directly manufactured by or indirectly manufactured for and on behalf of (OEM) the manufacturer.

4.

The manufacturer shall not insure the AR against liability claims incurred by the AR and which are the result(s) of
either gross negligence, wilful misconduct, wrongful acts, unauthorized activities and/or behavior, omissions of
legal duties and responsibilities by the AR towards the European Community and its’ Directives, or any breach of
this Agreement.

§5

Commencement /Duration of the Agreement

1.

The Agreement becomes immediately effective upon successful signature and mutual exchange of Agreements
and on the date clearly reflected below the “Preamble/Introduction” which appears on the first page of this
Agreement and shall continue and remain valid and binding for an indefinite period until terminated by either party
at any time upon three (3) months (90 days) advance written notice has been appropriately submitted by
the terminating party.

mdi Europa GmbH — Authorized Representation Agreement
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2.
The Agreement can be terminated at any time by either party should one of the parties breach this Agreement
and following written notification of the breach by the offended party and of their resulting intention to invoke an
early termination under this clause. The offending party has the right to cure the breach within fifteen (15)
calendar days following written notification from the offended party, thus avoiding early termination of the
Agreement under this particular clause.

3.

The AR reserves the right to terminate this Agreement without further notice or warning should the Product
Liability Insurance Coverage required by the AR and which is covered under § 3.1 and § 3.2 of this Agreement
not be renewed appropriately upon expiry, or become invalid or become null and void or be revoked for any
reason whatsoever, unless the manufacturer replaces or reinstates the Product Liability Insurance Coverage
within 10 days following said reason(s) or expiration.

4.

Following the timely termination of this Agreement, the manufacturer must remove all indication of the AR
(including name and address) from further. new production and from any and all packaging, labeling and
instructions for use.

5

Upon expiration / termination of this Agreement, the AR will promptly notify the competent authorities and inform
them in the appropriate manner that mdi Europa GmbH is no longer the AR of the manufacturer. Any and all
medical device registrations indicating or notifying the competent authorities of the fact that mdi Europa GmbH
was the Authorized Representative must (!) and will also be revoked.

6.
Upon expiration / termination of this Agreement, the AR will immediately return all technical files, documentation
and property etc. belonging to the manufacturer.

§6
Product Mix / Product Coverage
(Under this Agreement)

1

The Agreement covers all medical devices and/or in vitro diagnostic medical devices listed and identified within
Appendix 1 (EC Declaration of Conformity) of this Agreement. Both parties are aware that the manufacturer is
permitted to delete, update, renew or extend the products listed within Appendix 1 (EC Declaration of Conformity)
as necessary and appropriate and at any time throughout the duration of the Agreement. The manufacturer will
submit to the AR a revised Appendix 1 (EC Declaration of Conformity) each and every time a product is either
deleted and/or added. The AR will act solely each time upon Appendix 1 (EC Declaration of Conformity) and
register / de-register the products listed and contained therein. The AR will issue the manufacturer with a
“Certificate of CE-Registration” confirming and reflecting the current and thus most recent Appendix 1 (EC
Declaration of Conformity).

mdi Europa GmbH — Authorized Representation Agreement
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§7

Fee Structure / Remuneration

1.
The manufacturer agrees to pay the AR an annual fee of

Euro 1.300,00

throughout the duration of the Agreement. The annual payment is not only for the duties and responsibilities of the
AR defined within this Agreement but also for the free use of the AR company name and address for the sole
purpose of inclusion on packaging, labeling and instructions for use. (See § 1.1)

2:
At the end of every three year period from the date of signature and exchange of this contract, the parties will
mutually agree on a fair equitable adjustment rate which shall apply to the annual fee under §7.1 of this contract.
The adjustment rate shall not accede 15% of the annual rate under §7.1 of this contract.

8.

The AR commits to reporting any and all (possible) incidents/incidents, as and when they occur. The fee
structure is fixed for the duration as stipulated in § 7.2, regardless of the number of products the
manufacturer wishes registered or de-registered and that have been/are defined within the most current
and thus up-to-date Appendix 1 (EC Declaration of Conformity).

§8
Confidentiality

Both parties will not disclose any details connected with this Agreement to any third party without first obtaining
the written consent of the other party except as required by law or to enforce any provision of this Agreement.

§9
Place of Jurisdiction, Fulfillment & Domicile

Place of jurisdiction and fulfiliment of the Agreement is the domicile of the AR and the Agreement is therefore
subject to the laws and jurisdiction of the Federal Republic of Germany.

APPENDIX 1 - EC Declaration of Conformity

Appendix 1 is the standard EC Declaration of Conformity as issued by the manufacturer, listing those
products/medical devices/in vitro diagnostic medical devices that the manufacturer wishes to register for the
purposes of CE-Marking under the Council Directive(s) of the European Communities. Appendix 1 is only valid
when signed by the manufacturer and is understood by the manufacturer to be the Declaration (affidavit) AND
SOLE RESPONSIBILITY of the manufacturer that the products /medical devices/in vitro diagnostic medical
devices listed therein are indeed in full compliance with the appropriate Council Directive(s) aimed at regulating
the products/medical devices/in vitro diagnostic medical devices of the manufacturer. The manufacturer is aware
that a false or untrue Declaration of Conformity is a serious and grave offense under European Council and
European Community legislation.

December 2015 .
%W |
Mdi Europa GmbH Viet Glove Corporation
Represented by Represented by:
Werner Sander ~ President Pham Ngoc Thanh's — Managing Director
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Viet Glove Corporation
Cau Sat Hamlet

Lai Hung Commune,
Bau Bang District
Binh Duong Province

Vietnam

23 January 2019

Confirmation of renewal of our existing contract

This is to confirm that the existing contract between Viet Glove Corporation and mdi Europa GmbH
is renewed without time limit.

Werner Sander
President

mdi Europa GmbH - Trade Register Hannover HRB 58423
President: Werner Sander

Bank Account Volksbank Hannover

IBAN DE67 25190001 0395884100 — SWIFT VOHA DE 2H
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/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

CALTH
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*r,,.w Food and Drug Administration

vaza 10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

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-



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



Page 2 - Mr. Terence Lim

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



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
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BO KHOA HOC VA CONG NGHF \ ¥ ; / CONG HOA XA HOI CHU NGHIA VIET NAM
CUC SO HOU TRI TUE (AT Doc lap - Tu do - Hanh phiic

GIAY CHUNG NHAN

DANG KY NHAN HIEU
So: 299487

Chu Giay chiing nhan:  CONG TY CO PHAN GANG VIET (VN)
Thita dat s6 03, to ban d6 s6 37, ap Cau Sat, xa Lai Hung, huyén Bau
Bang, tinh Binh Duong

So don: 4-2015-35556

Ngay nop don: 16/12/2015

Cap theo Quyét dinh so: 31756/QD-SHTT, ngay: 10/05/2018

C6 hiéu luc tir ngay cap dén hét 10 nam tinh tir ngdy nop don (c6 thé gia han).

00 OO0

VN 4-0299487

Pinh Hitu Phi




GIAY CHUNG NHAN PANG KY NHAN HIEU SO: 299487
Mau nhan hiéu:

We care for your life

Mau sic nhan hiéu: Da cam, xanh duong, xanh duong nhat, xanh 14 cay, trang.

Loai nhan hiéu: Thong thudng

Noi dung khéc: Nhan hiéu duoc bao ho téng thé. Khong bao ho riéng "We care for your
life".

Danh muc san pham/ dich vu mang nhan hiéu:

Nhém 10: Gang tay dung trong y té.




CONG TY TNHH CONG NGHE ~ CONG HOA XA HQI CHU NGHIA VIET NAM
“ DPoclap - Tw do - Hanh phiic

ADJ VIET NAM
S6: 20191573 -ADJVINA/

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can cir Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 ciia Chinh phii mede Cong hoa
xd hoi chii nghia Viét Nam vé Quan 1y trang thiét bi y 1é;
Cdn cir Nghi dinh 169/2018/ND-CP ngay 31 thang 12 nam 2018 cua Chinh phii sira doi, b6 sung
mot s6 diéu ciia Nghi dinh s6 36/2016/ND-CP ngay 15 thing 5 nam 2016 ctia Chinh phii vé Quan
Iy trang thiét bi y té;
Cén ctr Phiéu tiép nhdn hé so cong bé di diéu kién phan loai s6 170000008/PCBPL-BYT do Bo Y
1é cdp ngay 27/02/2017;
Cdn cie gidy chimg chi hanh nghé phan loai ciia nguoi thuce hién phan logi s6: 19000522/ BYT-
CCHNPL, ngay cap: 13/08/2019;

Theo yéu cdu cia CONG TY CO PHAN GANG VIET, c6 dia chi tai: Thira dit s6
D3, To ban do so 37, Ap Cau Sat, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Duong, Viét
Nam, chung toi phén loai trang thiét bi y té nhu sau:

Theo phu luc dinh kéem

Newdi e histeplar logl CONG TY TNHH CONG NGHE

~_ADJ VIET NAM

/

% (TRACH NHIEM HUU HAN\ 2
CONG NGHE

Tran Nhit Quin

Trang thiét bi y té khong 1a trang thiét bi y

té chan doan in vitro @W ‘@Xdy g&lll

Noi nhin:

-Bo Y té;

-So'Y té céc tinh, thanh phd;
- Hai quan cira khiu;

- Luu: VT.




PHU LUC DiNH KEM

Kém theo Bin két qua phan logi trang thie“'( biy té s6: 20191573 -ADJVINA/170000008/PCBPL-BYT

TT | Tén trang | Chiing loai/ | Hing, nwéc sin [Hing, nwée chii s6) Muc dich sit | Ciin cir dé | Mire d
thiét bi y té| ma sin phim Xuiit hiru dung theo chi | phan loai rii ro
dinh cia chi sé | mire d§ rai | dwge
hiru ro phan loai
1. |Gingtayy | O9PFNBR | Céngty C Phan | Céngty C6 Phin | Gang tay kham | Quy tic 5, A
té Gang Viét, Viét | Gang Viét, Viét | dung trongy té |Muc B, Phan
Nam Nam loai khéng bot | 11, phu luc 1
loai Nitrile) dingl  Thong tu
dé tham kham | 39/2016/TT-
cho bénh nhan BYT
2 | Gang tay y 9PFNR Cong ty C6 Phan | Cong ty C6 Phan | Giang tay kham | Quy tic S, A
té Gang Viét, Viét | Gang Viét, Viét | dung trongy t¢ |Muc B, Phan
Nam Nam loai khong bot | 11, phu luc 1
(loai cao su thién| Théng tur
nhién) dung dé |39/2016/TT-
tham kham cho BYT
bénh nhéan
3 | Gangtay y 9PDNR | Cong ty C6 Phan | Congty C6 Phan | Ging tay kham | Quy tic S, A
té Gang Viét, Viét | Gang Viét, Viét | dang trongy t¢ [Muc B, Phan
Nam Nam loai ¢6 bt (loai | 11, phu luc |
cao su thién ) Théng tu
nhién) dung dé |39/2016/TT-
tham kham cho BYT

bénh nhéan




Trong qua trinh luwu hanh san phim don vi ¢6 tréch nhiém:
In the product’s circulation and business activities, it is required to strictly
obey the following obligations:

1. Chip hanh déy d cic quy dinh ve quan ly trang thiét bi y té cuia Viét Nam.
Comply with the Vietnam regul on of medical devices.

&

2. Chju trach nhi¢m vé chit lugng san phim da ding ky va hoat dong san
xuat kinh doanh trén thj trudng theo quy dinh cia phap ludt Viét Nam.

Have full responsibility on quality of the product registeredand Company'’s
operations on the market in accordance with the Vietnam laws.

3. Thong bao cho B§ Y té trude 30 ngay trong cdc trudmg hop sau:

Inform to the Ministry of Health 30 days in advance in the following cases:

- Thay doi tén, dia chi (change in the name or address of the Company)

-Moi sy thay doi lién quan dén san phim (Any change of the registered

product) . ) i
- Tach, sap nhdp, doi tén hodc cham dit hoat dong san xuét kinh doanh
(Separation, merger or termination of the Company's operations)

4. Gidy chimg nhan nay ¢6 glé tri 03 (ba) nam ké tir ngéy ky. Trude khi hct
han 30 (ba muoi) ngay, don vi phai lam thi tyc xin gia han ding ky néu vin
tiép tuc luu hanh san pham trén.

This certification is valid for three (03) years from the date of signing.
Before its expiration date of thirty (30) days, it is required to renew the
validity of certification if the product is continuing circulation in Vietnam.

TL. BQ TRUONG
VU TRUONG
VU TRANG THIET BI VA CONG TRINH Y TE
AFORMINISTER OF HEALTH

CONG HOA XA HQI CHU NGHIA VIET NAM
SOCIALIST REPUBLIC OF VIETNAM

BQ Y TE
MINISTRY OF HEALTH

GIAY CHUNG NHAN

DPANG KY LUU HANH SAN PHAM TRANG THIET BI
Y TE TAI VIET NAM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM




BO Y TE Ha Noi, ngay (date):23./.9 /2016

S6 (No)ég./zo 16/BYT-TB-CT

GIAY CHUNG NHAN
DANG KY LUU HANH SAN PHAM TRANG THIET B Y TE
SAN XUAT TAI VIET NAM

CERTIFICATE
REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM

- Can cir Nghj dinh s6 63/2012/ND-CP ngay 31 thang 8 nim 2012 cua
Chinh phi quy dinh chirc nang, nhigm vy, quyén han va co cdu to
chirc ciia By Y té;

Pursuant to Decree No. 63/2012/ND-CP dated August 31", 2012
issued by Government stipulating the functions, tasks, authority and
organizational structure of the Ministry of Health;

- Can cir Luat Chét lugng san pham, hang hoa ngay 21 thang 11 nam
2007;

Pursuant to Law on Quality of products and goods dated November

21*, 2007;

- Can cir Thong tu sb 07/2002/TT-BYT ngay 30 thang 5 nam 2002
cua BY Y té vé& huéng dan dang ky lwu hanh san phim trang thiét bj y
te.

Pursuant to Circular No. 07/2002/TT-BYT dated May 30, 2002 of
the Ministry of Health on guiding for circulation registration of
medical devices.

- Xét hd so va don dé nghj cdp s6 dang ky luu hanh san phim ciia don
vi.

Having examination of documentation and application letter for
circulation of medical device submitted by the applicant.

BO Y TE CHUNG NHAN
MINISTRY OF HEALTH CERTIFIES THAT
Nha sin xuéit (Manufacturer): CONG TY CO PHAN GANG VIET
Dia chi (Address): Thira Dit S 3, T Ban D6 S6 37. Ap Cau Sit, Xa
Lai Hung, Huyén Bau Bang, Tinh Binh Duong,Viét Nam

Dia chi sin xuiit (Site Address): Thira Dt S6 3, To Ban Dd S6 37,
Ap Céu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Duong,Viét
Nam

PUQC PHEP LUU HANH TAI VIET NAM SAN PHAM

HAS A PERMISSION TO CIRCULATE THE FOLLOWING
MEDICAL DEVICES IN VIETNAM

Tén sin phim Ma hi¢u | Tiéu chuéin cong bd
Name of Product(s) sin phim Declared standard
Model
1. Gang Tay Y Té Khong Bot
Nitrile ( Loai Nitrile ) 9PFNBR ASTM D 6319
2. Gang Tay Cao Su Y Té Khong
Bot (loai cao su thién nhién) 9PFNR ASTM D 3578-05

3. Gang Tay Cao Su'Y Té C6 Bjt

" o 9PDNR ASTM D 3578-05
(loai cao su thién nhién)

4. Gang Tay Phau Thudt Tiét
Trung va Chua Tiét Trung (loai cao | 9SURG
su thién nhién)

TCVN 6344:2007

S$6 diing ky lwu hanh dwgce cip: éj.JZOI6/BYT-TB-CT
(Registered number)




. BOYTEVIETNAM  CONG HOA XA HOI CHU NGHIA VIET NAM
2 VIET NAM MINISTRY OF HEALTH Dgc ldp - Tw do - Hanh phiic
SOCIALIST REPUBLIC OF VIETNAM

(: Independence-Freedom-Happiness

8 GIAY CHUNG NHAN LUU HANH TU DO

8 CERTIFICATE OF FREE SALES

© Gify chimg nhgnsb: 56 /2018/BYT-TB-CT

x; Certificate No:

\ Tén San phim Chiing loai/Model
% STT Name of Product(s)

7\ Py ‘ A . A A . ok o

< 1 Géng tay kham.dt'mg trong y tg loai khong bot (loai Nitrile) 9PFNBR

% Powder Free Nitrile Examination Glove

; Giing tay kham dung trong y té loai khéng bot (Loai cao su

g 2 | thién nhién) 9PFNR

E\ Powder Free Latex Examination Glove

( Giing tay kham dung trong y té loai c6 bot (Loai cao su thién

3 | nhién) 9PDNR

‘ Powder Latex Examination Glove

é‘ Tén cong ty sin xuét: Cong ty C6 phin Gang Viét

©  Manufacturer: VIET GLOVE CORPORATIONE

b i 3 B . , ;

;2 Dia chi: Thira dat so 03, to ban do so 37, Ap Cau Sat, Xa Lai Hung, Huyén Bau
)5 Bang, tinh Binh Duong, Viét Nam.

( Address: Land Lot No.03, Map No. 37, Cau Sat Hamlet , Lai Hung Commune, Bau
; Bang District, Binh Duong Province, Vietnam.

$ Van ban nay 1a dé xac nhan ring céc san pham trén tufn theo cac tiéu chuin
é lién quan ctia Viét Nam hodc twong dwong va dugc phép ban tai Viét Nam. Viéc Xudt
8 khéu san phdm khong bi han ché.

This is to certify that the above product(s) comply with the relevant standards of
g the S.R. Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation
2 of the product(s) is not restricted. )

TL. BQ TRUONG

¢ VU TRUONG

$ VU TRANG THIET BI VA CONG TRINH Y TE
'

$

8

. Ching nhin nay c6 higu Iyc tir A9 /2/2018 aén (to) A 1)2/2020

g This Certificate is valid from

$




