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VRG Khai Hoan JSC, earlier known as Khai Hoan JSC was established in 2006,
specializes in manufacturing high quality medical examination gloves to
supply for both local and export market. We are proud to be one of leading
gloves manufacture of Vietnam and the world. At the present, our main
products are Latex examination powder and powder free gloves. Besides that
we are producing sterile latex surgical gloves for local market and for
oversea market in the future. Annually VRG Khai Hoan delivers more than 8
billion pieces of gloves to domestic as well as oversea market. Our main
markets are: Asia, Europe, America, Africa, and Latin America and other
countries.

Khai Hoan have been upgrading our quality management system, services and
diversifying products. We have applied and are maintaining a quality
management system ISO 9001: 2015, ISO 13485: 2016 and food safety
guality management system ISO 22000:2005 for our products. At the same
time, we are honored to receive the FDA 510K Certificate, CE Certificate,
Certificate from Ministry of health in Viet Nam and conformity Certificate
from quatest 3 in Viet Nam. Therefore, customers completely assured about
our products. Khai Hoan looking forward to be better served the demand of
domestic gloves and become one of the leading of gloves manufacturers in
the region and on the world.
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Functional Benefits:

*  Protection from unwanted and dangerous substances
*  Beaded cuff ensures easy donning and prevent roll down

*  Superior strength with better puncture resistance w ":
*  Full textured or Finger Tip textured enhances wet and dry grip \J___j__‘_’__
*  Thinner gauge improves tactile sensitivity

*  Custom design enhances comfort and fit

*  Provide an alternative solution for individuals who are allergic to natural rubber latex

Product Specifications

Material Synthetic Nitrile latex.
Non-Sterile Powder-Free.
Type | Ambidextrous; Finger Tip Textured; Beaded Cuff; White or Coloured (Blue, Light
Blue, ...)
Conforms to ASTM D6319
Quality Manufactured under 1SOS001: 2008, 1SO 13485:2003. 1SO 22000:2005 Quiality
Standards Management System.

Manufactured from 100% nitrile (Acrylonitrile-Butadiene)

Extra-small, Small, Medium, Large, Extra-large.

Gloves Size Marked in the check box on the shipping carton with black ink.

Storage | Store in a dry and cool place, the temperature not higher than 38°C.

Shelf-fife 3 years from the date of manufacturing.
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FDAS510K, CE, ISO, EN, GMP,

: =
Quality Standards (2!5) QUATEST3

PACKING (24 100pcs (inner) / 10 inners (carton)

Inner 230%125%75 (100pcs)

Box Size (mm)
Carton 340x250x240 (1,000pcs)

Carton CBM 0.0204 20ft about 1,000 ct (1,000,000pcs)

(AHI0lYH 2=)

40ft about 2,500 ct (2,500,000pcs)

. Palm
Size Width Length
S 83 280
Dimension (mm) & 0.5 / (A0 =) M 89 280
L 95 280
XL 102 280
Thickness (FHI) 0.10 mm
Size Weight
S 315
Weight (gram)
Tolerance = 0.3gr (2A0) b 4.0
L 4.5
XL 5.0
Output (442 1 day : 5,000,000 pcs

Special 10 day : 100 million pcs

50% prepayment 50% cash deposit
2 1y
Payment method (Z A &) Beroieidelivery

Air : Tan Son Nhat
shippment : CAT LAl

Vietnam FOB (1% )
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DIMENSIONS
VRG KHAI HOAN ASTM D6319
: 220 min (XS, S)
Length (mm) 230 min 230 min (M, L, XL)
75 £5 (XS) 70 £ 10 (XS)
85+5(S) 80+10(S)
Width (mm) 95+5 (M) 95 + 10 (M)
105+5 (L) 110 £ 10 (L)
115 +5 (XL) 120 + 10 (XL)
Thickness- Fingers : 0. 08 mm min Fingers :0.050 mm min

Single wall (mm)

Palm : 0.06 mm min

Palm :0.05 mm min

PHYSICAL PROPERTIES AND

BIOCOMPATIBILITY

Tensile

Tensile strength (MPA)
Before aging: 18Mpa min
After aging: 20Mpa min

Elongation at break (%)
Before aging: 600% min
After aging: 500% min

Tensile strength (MPA)
Before aging: 14Mpa min
After aging: 14Mpa min

Elongation at break (%)
Before aging: 500% min
After aging: 400% min

Powder Content

2 mg/glove maximum

Protein Content

Free Protein

* The tested sample / part is marked by an arrow if it's shown on the photo. *
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How to use:

- Dry hands before donning the gloves.

- Take out the product after checking package.

- Gloves need to be donned carefully; do not
apply excessive force to pull the gloves when
donning.

- Keep the fingernails short and change gloves
frequently to avoid tearing issue.

- The gloves should be discarded with an
appropriate waste disposal container after use
according to local disposal regulations.

Caution for use

- The product is for single use only
- Does not contain natural rubber latex.

Storage Condition

- The atmosphere must always be conducive to
the storage of the gloves.

- Gloves hefore and after opened for use shall be
stored in dark, cool and dry place.

- Gloves need to avoid area with excessive heat.
The storage area need to be controlled helow
40°C.

ie%%ove

Protact Y
VRGKHAHOANJSC oo Tour Life
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240mm

260mm

360 rmim

SPECIFICATION CARTON

Size: 360mmx260mmx2
Weight: 4kg/carton

1 Carton : 10 boxes

1 boxes i

Packaging Details

100 pes

Master Carton
20 feet container . 418,000,000 pes (1800 Cartons)

40 feet HC container 40,000,000 pes (4000 Cartons)
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

P

ona

Mr. Terence Lim
Quality Assurance Manager
Khai Hoan Joint Stock Company

Binh Duong Province
VIETNAM

Re: K092681

Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: 1

Product Code: LYY

Dated: January 14, 2010

Received: January 19, 2010

Dear Mr. Lim:

We have reviewed your Section 510(k) premarket noti
referenced above and have determined the device is s
indications for use stated in the enclosure) to legally m
interstate commerce prior to May 28, 1976, the enact

Amendments, or to devices that have been reclassified
the Federal Food, Drug, and Cosmetic Act (Act) that d
approval application (PMA). You may, therefore, mar
controls provisions of the Act. The general conirols p1
requirements for annual registration, listing of devices
labeling, and prohibitions against misbranding and adu
not evaluate information related to contract liability w
that device [abeling mus! be truthful and not misleadin

If your device is classified (see above) into either class
(PMA), it may be subject to additional controls. Exist
device can be found in the Code of Federal Regulation|
addition, FDA may publish further announcements cor

Register.

FEB 2 3 2010

Cau Sat Hamlet, Lai Hung Commune, Ben Cat District

Trade/Device Name: Powdered Latex Examination Gloves (Non-Colored)
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Food and Drug Administration
10903 New Hampshire Avenue
Document Comtrol Room ~WO66-G609
Silver Spring, ML 20993-(002

ent of Health & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

510(k) Premarket Notification

© FDAHome © Medical Devices @ Databases

g

510(k) | DeMous | Registration & Listing | Adverse Event= | Recals | PMA | HDE | Ciassifieation | Standards
CLIA | TPLC

CFR Tide 21 | Rediaticn-Emitling Froducts | X-Ray Assembier | Medsun Repors

SEARCH

Tobacco Products

KHAI HOAN JOINT STOCK COMPANY
CAU SAT HAMPLET, LAl HUNG
COMMUNE, BEN CAT DISTRICT

BINN Duong Provinge, VN

Pham N Thanh

KHAI HOAN JOINT STOCK COMPANY
CAU SAT HAMPLET, LAl HUNG
COMMUNE, BEN CAT DISTRICT

Binh Duong Provinee, VN

Applicant

Applicani Contact
Correspondent

Correspondent Contact Pham N Thanh

Regulation Number 2806250

Classification Product Code LYY

Date Received 09/01/2009

Decision Date 022372010

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital
510k Review Panel General Hospital

Statement Slatement
Type Traditional
Reviewed By Third Party No
Combination Product No

Mew Ssarch Back To Search Resulis
Device Ci Name Lalex Palienl Examinslion Glove
510(K) Number K092681
Device Name POWDERED LATEX EXAMINATION GLOVES, NON-STERILE

Page Last Updated: 04/27/2020
Note: If you need help accessing information in diferent file formats, see Instructions for Downloading Viewers end Players.

&

Language Assistance Avallable: Espafiol | %8S | Tiéng VIEt | S+=01 | Tagalog | Pycomil | =) | Kreyol Ayisyen | Frangals | Polsk | Portugués | Italiano | Deutsch | 5% |

2 | Engiish

Accessiility Carcers | FDABasics | FOIA | NoFEARAct |

| Contact FDA

Combination Froducts

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring. MD 20993

Ph. 1-888-INFO-FDA (1-888-453-6332)

Contact FDA

Advisory Committees.
Sciznce & Research

Regulatory Information

Nondiscrimination

| website Policies

eﬁ US Department of Health & Human Sarvicas

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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z -/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Diug Administration
10903 New Hampshire Avenue
Dacwnent Control Roam -~WOE6-GG09
Silver Spring, MD 20993-0002

Mr. Terence Lim ' FEB 23 2010 .F.Da'q. 5 f ﬂK

Quality Assurance Manager

Khai Hoan Joint Stock Company

Cau Sat Hamlet, Lai Hung Commune, Ben Cat District
Binh Duong Province

VIETNAM

Re: KQ9268]
Trade/Device Name: Powdered Latex Examination Gloves (Non Colored)
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: [
Product Code: LYY
Daled: January 14,2010
Received: fanuary 19, 2010

Dear Mr. Lim:

We have reviewed your Section 310(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} 1o [egally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, ot to devices that have been reclassified in accordance with the provisions of
the Federa! 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 docs
not eveluate information related to contract liability warranties. We remind you, however,
that device labeling mutst be truthful and not mislcading.

If your device is classified (see above) into either class 11 (Special Controlsy or class 11

(PMA). it may be subject to additional controls. Existing major regulations affecting your (—\ c E
device can be found in the Code of Federal Regulations, Title 21, Parts 800 o 898, In O sty
addition, FA may publish further announcements conceming your device in the Federal 150 9001:2008 CElaring  quaresns

Register. s Bsi
7 h
[ y
‘ "&@-" O
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Free Sale's Cerfificate 150 22000:2005
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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Page 2 - Mr. Lim

Please be advised that FDA's issuance of a substantial equivalerice determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act er any Federal statutes and regulations zdministered by other Federal agencies. :
You must comply with all the Act’s requirements, including, but not limited to: registration FD ‘q 5 f ﬂK
and [isting (21 CFR Part 807); labeling (21 CFR Part:801); medical device reporting

{reporting of medical device-related adverse events) (21 CER 803); good manufacturing

pracrice requiremnents as ser forth in the guality systems (QS) regulation (21 CFR Part 820,

and if applicable, the electronic product radiation contrel provisions (Sections 531-542 of

the Act); 21 CFR 1000-1030.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please goto

hupe//www fda. gov/AboutFDA/ CentersOffices/CDRH/CDR OO fices/ucm 1 13809, atm for
the: Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the segulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part B03), please go to

bitp:Awww.fda goviMedical Devices/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 Small Manufacturers, Intemational and Consumer Assistance at its toll-free
number {800) 638-2041 or (301) 796-7100 or at its Internet addrass

hitp:/www.fda pov/MedicalDevices/ResourcesforY ou/Industry/default htm.

Sincerely yours,

0, S onrs,

Anthony D. Watson, B.S., M.S., M.B.A.
Dircctor
Division of Anesthesiology, General Hospltal
Infection Control and Dental Devices
Office of Device Evaluation
Center for. Devices and
Radiological Health
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,
s Food and Drug Administration
10903 New Hampshire Avenue

Document Control Room —~WO66-G609
Silver Spring, MD 20993-0002

Khai Hoan Joint Stock Company

C/O Mr. Terence Lim AUG 10 2012
Quality Assurance & Regulatory Affairs Manager

Cau Sat Hamlet, Lai Hung Commune

Ben Cat District, Binh Duong Province

Vietnam

Re: K113685 -F-D-I'q- Efﬂj{

Trade/Device Name: Powder-Free Latex Examination Gloves with Protein Content
Labeling Claim of 50 pg/dm’ or Less

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examnation Glove

Regulatory Class: 1

Product Code: LYY

Dated: April 20, 2012

Received: July 23,2012

Follow FDA | En Espaiiol

U.S. FOOD & DRUG | e

Dear Mr. Lim: . ADMINISTRATION

We have reviewed your Section 510(k) premarkg
referenced above and have determined the device
indications for use stated in the enclosure} to lege 510(k) Premarket Notification
interstate commerce prior to May 28, 1976, the e e e & |
Amendments, or to devices that have been reclas

the Federal Food, Drug, and Cosmetic Act (Act) T2
approva} applica[iun (PMA)_ You may, therefore CFR Tila 21 | Radistion-Emiting Frodusts | X-Ray Assemblar | Medsun Reporis | CLIA | TRLG
controls provisions of the Act. The general contr
requiremenis for annual registration, listing of de
labeling, and prohibitions against misbranding ar New Search Back To Search Resulls
not evaluate information related to contract liabil

Medical Devices Animal & Cosmetics | Tobacco Products

Radiation-Emitting Products

, Blood & Bi

510{k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classfication | Standards

. . = Device C| i ion Name  Latex Patient Examination Glove
that device labeling must be truthful and not misl S o
Device Name POWDER FREE LATEX EXAMINATION GLOVES
If your device is classified (see above) into cither Applicant KHAI HOAN JOINT STOCK COMPANY
(PMA), it may be subject to additional controls. COMMUNE. BEN CAT DISTRICT
device can be found in the Code of Federal Regu S si’"’ D”“'L"ﬂ pEonce VMV
s . icant Contac erence Lim
addition, FDA may publish further announcemer Cgrrespondent KHAI HOAN JOINT STOCK COMPANY
i CAL SAT HAMPLET, LAl HUNG
Register. COMMUNE, BEN CAT DISTRICT
EBinh Ducng Province, VN Vm
Correspondent Contact Terence Lim
Regulation Number 880.6250
Classification Product Code LYY
Date Received 1211502011
Decision Date 08102012
Decision Substantially Equivalent (SESE)
Reaqulation Medical Specialty General Hospital
510k Review Panel General Hospital
Statement Statement
Type Tradtional
Reviewed By Third Pty No
Combination Product No

Page Last Updated: 05/04/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | M <37 | Tiéng Viét | =01 | Tagalog | Pyccrmit | & #) | Kreydl Ayisyen | Francais | Polski | Portugués | Haliano | Deutsch | S558 |
%] English
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NL/CAR /001528 —— T i Tree U.8. Food and Drug Administration Combination Products ﬁ e e
ff ..
CE Marking QUATESTZ  Free Sale’s Cerificate  Circulation Certificate VIRUS 10903 Naw Hampshire Avenue i pai
Silver Spring, MD 20393
Ph._1-888-INFO-FDA (1-388-463-6332) Ela e
Contact FDA Regulatory Information

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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510(k) Premarket Notification

© FDAHome @ Medical Devices @ Databases

F10(k) | DeNovo | Reagistration & Listing | Adverse Evenis | Recalls | PMA | HBE | Classificalion | Standards

l . i ml CFR Title 21 | Radiation-Emitting Producis | X-Ray Assembler | Medsun Reporis | CLIA | TPLC

New Search Back To Search Resulis

Device Classification Name Polymer Patient Fxamination Glove

510(K) Number K151208
Device Name Powder Free Nitrile Examination Glove
Applicant WRG KHAI HOAN JOINT STOCK COMPANY

CAU SAT HAMLET, LAl HUNG COMMUNE
Ben Cat District,, WN

Applicant Contact Pham Ngoc Thanh

Correspondent VRG KHAI HOAN JOINT STOCK COMPANY
CALU SAT HAMLET, LAl HUNG COMMUNE
Ben Cat District,, WN

Correspondent Contact Terence Lim

Regulation Number 880.6250

Classification Product Code LZA

Date Received 05/06/2015

Decision Date 08/14/2015

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital

510k Review Panel General Hospital

Statement Statement

Type Traditional

Reviewed By Third Party  No

Combination Product MNo .FD 5 f DK

OO’ © &
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EMERGO & EUROPE

26 May 2009

Mr. Terence Lim

Khai Hoan Joint Stock Company

Cau Sat Hamlet, Lai Hung Commune
Ben Cat District, Binh Duong
Vietnam

Dear Terence:

| am writing te inform you that today, we have notified by registered mall the Dutch Competent
Authority. g

With this notification, Khai Hoan Joint Stock Company has met the requirements of Article 14 of the
Medical Devices Directive, 93/42/EEC for the following devices:

* Powder Examination Gloves
* Powder-Free Examination Gloves

As of today and without any further notice from the respective Competent Authorities, Khai Hoan Joint|
Stock Company can consider the respective devices and Autharized Representative as officially
registered.

(€ Registration Certificate

If you have any guestions, please do not hesitate to contact me.

Yours sincerely,

This is to certify that, in accordance with the Medical Device Directive 93/42/EEC, Emerga
Eurcpe agrees to perform all duties and responsibilities as the Authorized Representative for

@ Khai Hoan Joint Stock Company

— Cau Sat Hamlet, Lai Hung Commune

Ben Cat District, Binh Duong Province
Vietnam

Rene van de Zande

President & CEQ as stipulated and demanded by the aforamentioned Directive. The Dutch Competent
Autharities have recaived Medical Device Registrations on the following date:

26 May 2009
See attached product listing

EmergoEurope.com

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emerge Europe with the appropriate Declaration(s) of
Conformity confirming that the Medical Devices fulfill the applicable requirements of
Directive 93/42/EEC.

s
ware NL/CA01/601529

Emergo Europe

BSI

@

IS0 9601:2008 180 73485:2603 180 22000:2005 ~ FDA 510K

ENISO 374-5: 2016

ImergoEurope.com
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https://www.emergobyul.com/
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Certification SA 8000

By Royal Charter

Certificate of Registration

SOCIAL ACCOUNTABILITY SYSTEM - SA 8000:2014

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: SA 598117 SA 5 9 8 1 1 7

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 non-sterile powder, powder free latex and
nitrile examination glove through the process of receiving rubber latex/ nitrile,
compounding, coagulating, vulcanising, leaching, slurry/ chlorine dipping, drying,

testing, packing and despatch.
Yl

Outsourced processes: Nil
Contracted processes: Nil

For and on behalf of BSI: Managing Director, BSI India, Venkataram Arabolu
Original Registration Date: 19/11/2013 Effective Date: 19/11/2019
Latest Revision Date: 11/11/2019 Expiry Date: 18/11/2022

Page: 1 of 1

o -
e {.}
- : 5o
..making excellence a habit
el

This cerificate was issued electronically and remains the property of BSI and is bound by the conditicns of contract

An electronic cerlificate can be autherticated nniine, Printed copies can be validated al www bsi-global comiDlient O ne +5 11 2692 9000

Further clarifications regarding the scope of this cartificate and the applicabiity of SA 8000 2014 nwbeonamd by consulting the organization, This certificate is valid only
if provided oniginal copies are in compiete set.

Social and other mmeSaammmmmsumm:hmwmmcm i@s granted accreditation by SAKS
and do nat recognizs the validity of SA 8000 cerificates |ssued by accredited by an enlity other than SAAS. Stakeholders can confirm the
validity of an accredited SA B000 cemificate at this wehiste. www,saaseeediabon o e Mn‘(mnn

B3I, The MIRA Corporate Suftes {A-2), Plot 1 and 2, Ishwar Nagar, Maitura Road, MNew Demi 110 065

A Member of the BSI Group of Companies
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bsi.

Certificate of Registration

SOCIAL ACCOUNTABILITY SYSTEM - SA 8000:2014

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: SA 598117

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 non-sterile powder, powder free latex and
nitrile examination glove through the process of receiving rubber latex/ nitrile,
compounding, coagulating, vulcanising, leaching, slurry/ chlorine dipping, drying,

testing, packing and despatch.
\\)M"ﬂ'
. /

Outsourced processes: Nil
Contracted processes: Nil

For and on behalf of BSI: Managing Director, BSI India, Venkataram Arabolu
Original Registration Date: 19/11/2013 Effective Date: 19/11/2019
Latest Revision Date: 11/11/2019 Expiry Date: 18/11/2022

v‘a Page: 1 of 1

< >

Rt making excellence a habit
=

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

An electronic certificate can be aulhenticated orline Printed copies can be validated at waw bsiglobal com/Client Directory or telephone +51 11 2692 9000

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

Social Accountablity International and other holders in the SA BOOO process only recognize SA B000 cartificates ssued by qualified Centification Bodies granted accreditation by SAAS
and do not recognize the validity of SA 8000 cortificates issued by unaccredited organizations of organizations accredited by an entity other than SAAS Stakeholders can confirm the
validity of an accredted SA 8000 certificate at this websin, www saasaccreditation org/cer fication

BSI, The MIRA Corporate Sutes (A 2), Piot 1 and 2, Ishwar Nagar Mathura Hoad, New Dethi 110 065

A Member of the BS! Group of Companies

Scanned with CamScanner



Giay Chirng Nhan

HE THONG TRACH NHIEM XA HOI - SA 8000:2014

Xac nhan réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
Xa Lai Hung,

Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chiing nhan so: SA 598117

va thuc hién Hé théng Trach Nhiém X& Hoi phl hop véi cac yéu cau cua Tiéu Chudn Trach Nhiém Xa Hi
SA 8000:2014 cho pham vi:

San xuat va phan phdi ging tay y té cao su co bot va khéng bét, gang tay
cao su nitrile bao gém cac qua trinh tiép nhan nguyén vat liéu latex/ nitrile,
phdi tron, tao dong, luu hoéa, tach chiét, nhing bot bap/chlorine, sdy khd,
kiém tra va dong goi.

Cac qua trinh gia cong ngoai: Khong.
Cac qua trinh hgp dong ngoai: Khong.

Ve

Pai dién cho tap doan BSI: Tong Giam Béc BSI An D4, Venkataram Arabolu
Ngay ddng ky dau tién: 19/11/2013 Ngay hiéu luc: 19/11/2019
Ngay sifa ddi sau cung: 11/11/2019 Ngay hét hiéu luc: 18/11/2022
b, Trang 1/1
oﬁ_’ao
E 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 +51 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 18 vald only
if provided original copies are in complete set

Social Accountability Intemational and other stakeholders in the SA 8000 process only recognize SA 8000 cerlificates issued by qualified Certification Bodies granted accreditation by SAAS
arndonolrecogmethevamnyolSABDDOoeMcmeslsmbyunawc&edagamhomuugauabmsmednedbvmenwmmsms. Stakeholders can confim the
validity of an accredited SA 8000 certificate at this website, www, saasaccreditation org/cerification.

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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Certlflcatlon

= ¥ IS0 ISO
Certificate of Registration =~
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016 \@/ \@/

1ISO 22000:2005
This 's to certify that: VRG KHAI HOAN JOINT STOCK COMPANY 13485 : 2016

Cau Sat Hamlet,

Lai hung Commune,
Bau Bang District,
Binh Ducng Province,
Vietnam

Holds Certificate Number: MD 548620 [ ]
and operates a Quality Management System which complies with the requirements of 1O Sl.

EN 150 13485:2016 for the fol owing scope:

::igenr;‘li: c::::d:rrl,d p‘li::«lii:-u:ri:: rc::icural latex examination glove: Ce rtl ﬁ Ca te Of . Re g I St ra ti O n

Non-sterile, powder free nitrile examination gloves.

By Royal Charter

FOOD SAFETY MANAGEMENT SYSTEM - 1SO 22000:2005

S M J/c-—;

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
For and on behalf of BSI: Stewart Brain, Head of Compliance & Risk — Medid Cau Sat Hamlet,
Lai Hung Commune,
Original Registration Date: 18/05/2009 Effective Datd 8au Bang Digtn'et,
Latest Revision Date: 02/05/2018 Expiry Date: Pl Dilowg revines;
; FSMS 552546

ﬁ M D 548 620 Holds Certificate Number: FSMS 552546

e ..making excq and operates a Food Safety Management System which complies with the reguirements of IS0 22000:2005

== for the following scope:

The manufacture and distribution of:
Non-sterile, powder, powder free natural latex examination gloves;

This certificate vaas icsued alectrorical by and remairs the property of BST and is Bound by Ee: cond Lons of cantract. Non-sterile pnwder free nitrile examinaticn glnves
r .

An clactranic cartficat can ba sutheatisates: erline. Printe copice can ba vaiidated ot wiwr beigreu Ditsctory e seler
FUFTES Clareatlons regerding the scnpe of s certincets and e s polcsbily of TS0 134852016 & BN LS8 13985: 2026 rquirzmmeaty .1
U oA zation. TS Certiicee is valid only 1 prosides criginel coples aie In complets set Category:

Inforrnation and Coatact: BSL, Kitemars Court, Davy fverue, Knowhill, Milor Keyras MES 820 Tol: + 44 815 080 5000

851 Aszuronaz UK Limited, negissered n England uncer numbsr 7BES371 al 389 Chiswice High Road, Landen W 44L, UK.
Amemser of the BET Grous o Companisa.

For and on behalf of BSI: Chris Cheung, Head of Compliance & Risk — Asia Pacific
Original Registration Date: 09/10/2009 Effective Date: 09/10/2018
Latest Revision Date: 14/07/2018 Expiry Date: 18/06/2021
BSI i Page: 1 of 1
@ é N .making excellence a habit’
< s S
TR
150 9001:2008 1SO 13485:2003 IS0 22000:2005  FDA 510K
A B EN 150 374-5: 2016
p f -"}t This certificate was ssued slectronically 2nd remains the proparty of BS1 and is bound by the conditions of contract.
5 \ } [ J An electronic certificate can be authenticated poling, Printad copies can be validated at www . bsigroup com//Client Directory or telephone +84 (28) 38 200 056
’ Ié' :r' Further darifications regarding the scope of this certificate and the applicability of 150 22000:2005 requirements may be obtsined by consuiting the
ey o ’%lh - organization, This certificate s valid onky If provided original coples are in complete set.

NL/eAn ! sz ==

Informatien and Contact: BSI, Kitemark Court, Dawy Avenue, Knowlhill, Milion Keyres MKS 8PP. Tel: + 44 B45 080 9000
CE Marking QUATEST:  Free 3«9‘9-5 Ge”" ficate  Circulation Carlificals VIRUS BSI AssuraRer UK Limfted, regsteeed in ENgiand under number 7805321 at 389 Chiswick HIgh Road, London We 4AL, UK.
A member of the BST Group of Companies,

https://www.emergobyul.com/



bsi.

Certificate of Registration

By Royal Charter

FOOD SAFETY MANAGEMENT SYSTEM - ISO 22000:2005

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: FSMS 552546

and operates a Food Safety Management System which complies with the requirements of ISO 22000:2005
for the following scope:

The manufacture and distribution of:
Non-sterile, powder, powder free natural latex examination gloves;
Non-sterile, powder free nitrile examinaticn gloves.

Category: I

7/

For and on behalf of BSI: Chris Cheung, Head of Compliance & Risk — Asia Pacific
Original Registration Date: 09/10/2009 Effective Date: 09/10/2018
Latest Revision Date: 14/07/2018 Expiry Date: 18/06/2021
d Page: 1 of 1
N | ..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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066

Further clarifications regarding the scope of this certificate and the applicability of ISO 22000:2005 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: + 44 845 080 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.

Giay Chung Nhan

By Royal Charter

HE THONG QUAN LY AN TOAN THUC PHAM - ISO 22000:2005

Xac nhan réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
X3 Lai Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chiing nhan so: FSMS 552546

va thurc hién H& Th8ng Quan Ly An Toan Thuc Pham phii hap véi cic yéu cau ctia ISO 22000:2005 cho
pham vi:

San xuat va phan phoi:

Gang tay cao su thién nhién y té khong tiét trung cé bét va khong bot;

Gang tay nitrile y té khong tiét triing khong bot.

Phan loai: I

7/

Pai dién cho tap doan BSI: Chris Cheung, Phu Trach Su Tuan Th{ & Rui Ro Chau A Théi Binh Duang
Ngay dang ky dau tién: 09/10/2009 Ngay hiéu lyc: 09/10/2018
Ngay stra d6i sau cung: 14/07/2018 Ngay hét hiéu luc: 18/06/2021
d | Trang: 1/1
L e~ ' ..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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066

Further clarifications regarding the scope of this certificate and the applicability of ISO 22000:2005 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: + 44 845 080 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.




COVID 19
'Vglove Non sterile Powder-free Latex / N|tr|Ie gloves

“ Sm2cfglove b HF e/ UED 088 FU

Certification I1SO 9001:2015
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bsi.

Certificate of Registration

By Royal Charter

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lal Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: FM 548618 F M 5486 18

and operates a Quality Management System which complies with the requirements of 1SO 9001:2015 for
the following scope:

The manufacture and distribution of:
Non-sterile, powder, powder free natural latex examination gloves;
Non-sterile, powder free nitrile examination gloves.

For and on behalf of BSI: Chris Cheung, Head of Compliance & Risk — Asia Pacific

Original Registration Date: 01/06/2009 Effective Date: 01/06/2018

Latest Revision Date: 30/05/2018 Expiry Date: 31/05/2021
Page: 1of 1

ACCREDITED

O

This certificate was issued electronically and remains the property of BSI and s 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 telephane +84 (26) 38 200 066
Further darifications 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 MKS 8PP, Tel: + 44 B45 080 9000
BSI Assurance UK Umited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
A member of the BSI Group of Companies.

O 0! ©
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MANAGEMENT SYSTEMS
CEATIFICATION BODY
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bsi.

Certificate of Registration

By Royal Charter

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: FM 548618

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, powder free natural latex examination gloves;
Non-sterile, powder free nitrile examination gloves.

avi

For and on behalf of BSI: Chris Cheung, Head of Compliance & Risk — Asia Pacific

Original Registration Date: 01/06/2009 Effective Date: 01/06/2018

Latest Revision Date: 30/05/2018 Expiry Date: 31/05/2021
Page: 1 of 1

ACCREDITED

..making excellence a habit”

MAMNAGEMENT 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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066
Further clarifications regarding the scope of this certificate and the applicability of ISO 9001: 2015 requirements may be obtained by consuilting the
organization. This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowihill, Milton Keynes MKS 8PP. Tel: + 44 845 080 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.
Giay Chung Nhan

HE THONG QUAN LY CHAT LUONG - ISO 9001:2015

iy
By Royal Charter

X4c nhan réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
Xa Lai Hung,
Huyén Bau Bang,
Tinh Binh Duong,
Viét Nam

Gilr gidy chirng nhan sG: FM 548618
va thuc hién Hé Théng Quan Ly Chat Lugng phlu hgp vdi céc yéu cau cla ISO 9001:2015 cho pham vi:
San xuat va phan phoi:

Gang tay cao su thién nhién y té khong tiét trung cé bot va khong bot;
Gang tay nitrile y té khong tiét trung khong bot.

Dai dién cho tap doan BSI: Chris Cheung, Phu Trach Su’ Tuan Thi & RUi Ro Chau A Thai Binh Dudng

Ngay dang ky dau tién: 01/06/2009 Ngay hiéu luc: 01/06/2018

Ngay s(ra d6i sau cung: 30/05/2018 Ngay hét hiéu luc: 31/05/2021
Trang: 1/1

ACCREDITED

..making excellence a habit

- T
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 coples 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 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, Knowihill, Milton Keynes MKS 8PP. Tel: + 44 845 080 9000
B8SI 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.

Scanned with CamScanner



bsi.

Certificate of Registration

By Roval Charter

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

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY

Cau Sat Hamlet,

Lai Hung Commune,
Bau Bang District,
Binh Duong Province,
Vietnam

Holds Certificate Number: MD 548620

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 natural latex examination gloves;
Non-sterile, powder free nitrile examination gloves.

S M J/&-\.’..

For and on behalf of BSI: Stewart Brain, Head of Compliance & Risk — Medical Devices

Original Registration Date: 18/05/2009 Effective Date: 18/05/2018

Latest Revision Date: 02/05/2018 Expiry Date: 17/05/2021
Page: 1 of 1

D ..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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066
Further clarifications regarding the scope of this certificate and the applicability of 1SO 13485:2016 & EN ISO 13485:2016 requirements may be abtained 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: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Rcad, London W4 4AL, UK.
A member of the BSI Group of Companies.



Gidly Chiing Nhan

HE THONG QUAN LY CHAT LUONG - ISO 13485:2016 & EN ISO 13485:2016

Xac nhan réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
Xd Lai Hung,
Huyén Bau Bang,
Tinh Binh Duong,
Viét Nam

Giir gidy ching nhan s6: MD 548620

va thuc hién Hé Théng Quan Ly Chét Lugng phu hgp véi cac yéu cau cla ISO 13485:2016 & EN ISO
13485:2016 cho pham vi:

San xuat va phan phoi:
Gang tay cao su thién nhién y té khong tiét trung co bot va khong bét;

Gang tay nitrile y té khong tiét tring khdng bot.
|
S M SCa

Pai dién cho tap doan BSI: Stewart Brain, Giam D¢ Tudn Thu & RUi Ro — Thiét Bj Y Té
Ngay dang ky dau tién: 18/05/2009 Ngay hiéu lyc: 18/05/2018
Ngay sira doi sau cung: 02/05/2018 Ngay hét hiéu Iuc: 17/05/2021
& Trang: 1/1
o ..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.bsigroup.com/Client Directory or telephone +84 (28) 38 200 066

Further darifications 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: + 44 845 080 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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bsi.

Certificate of Registration

L4~

By Royal Charter

GOOD MANUFACTURING PRACTICE — GMP

This is to certify that: VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,
Lai Hung Commune, Bau Bang District,
Binh Duong Province;
Vietnam

Holds Certificate Number: BSIVN 1313/2019

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

The manufacture and distribution of:

- Non-sterile, powder, powder free natural latex examination gloves.

- Non-sterile, powder free nitrile examination gloves.

For and on behalf of BSI: Le Duyen Anh, Managing Director Vietnam
Original Registration Date: 10/06/2019 Effective Date: 10/06/2019
Latest Revision Date: 10/06/2019 Expiry Date: 09/06/2022

Page: 1 of 1

..making excellence a habit”



bsi.

Giay Chung Nhan

By Royal Charter

THUC HANH SAN XUAT TOT - GMP

Xac nhan rang: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
Xa Lai Hung, Huyén Bau Bang,
Tinh Binh Duong,
Viét Nam

Gilr gidy chlfng nhan so: BSIVN 1313/2019

va thuc hién Thyc Hanh San Xudt TGt phu hgp vdi cac yéu cau cia GMP-HACCP (CAC/RCP 1-1969,
Rev.4-2003) cho pham vi:

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

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

Ngay dang ky dau tién: 10/06/2019 Ngay hiéu luc: 10/06/2019

Ngay sira ddi sau cing: 10/06/2019 Ngay hét hiéu luc: 09/06/2022
Trang 1/1

..making excellence a habit’
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‘Vglove Non-sterile Powder-free Latex / Nitrile gloves

3 2¢FVglove H|HF gtelA /L ES o828 &Y

Vietham QUATEST3

TONG CUC TIEU CHUAN DO LUONG CHAT LUQNG
o DIRECTORATE FOR STANDARDS AND QUALITY

QUATEST 3® TRUNG TAM KY THUAT TIEU CHUAN DO LU'ONG CHAT LUONG 3
QUALITY ASSURANCE AND TESTING CENTER 3

GIAY CHUNG NHAN
CERTIFICATE

S6/ Np.: 12-07
(KH1-CNL-2019)

Chirng nhan san pham / This is to certify that:
GANG TAY CAO SU Y TE / MEDICAL RUBBER GLOVES

Nhan hi¢u / Brand name: '\/GIOVG"

Praotect Your Life
Loai / Types: Khéng tiét trung loai |, ¢d bot hodc khong co bot / Non- sterile Type |, Powderad
or Powder free

Kich & / Sizes: 75, 83, 89, 95, 108, 114 (mm)

Dot san xult tai | Manufactured at CONG TY CO PHAN VRG KHAI HOAN /

VRG KHAI HOAN JOINT STOCK COMPANY
Dia chi: Thira dat s6 233, Tér ban db s6 37, Ap Céu Sét, Xa Lai Hung, Huyén Bau Bang,
Tinh Binh Dwong /
Address: Land parcel No. 233, Map No. 37, Cau Sat Hamlet, Lai Hung Commune, Bau Bang District,
Binh Ducng Pravince

Phi hg'p vei tiéu chudn / Conforms fo the standard ASTM D 3578-05
Standard Specification for Rubber Examination Gloves
Phwong thirc chirng nhan / Certification scheme:
Phwong thirc 5/ Scheme 5

(Théng tu s6 28/2012/TT-BKHCN ngay 12/12/2012 va Théng tu sé 02/2017/TT-BKHCN
ngay 31/3/2017 ctia B§ Khoa hoc va Céng nghé)

(Circutar No. 28/2012/TT-BKHCN dated December 12" 2012 and Circular No. 02/2017/T T-BKHCN
dated March 31* 2017 of Ministry of Science and Technology)

Gidy chirng nhan nay cé gia tri tir 04/5/2019 dén 03/5/2022
The certificate remains valid from May 04", 2019 to May 03°. 2022

e 4M POC / FOR DIRECTOR -
v ; C'/ VICE DIRECTOR
H :;. Do a’] -~
QUATEST3 y

ASTM D 3578-05 R
=" Mai Van Siing

Toung t8m K7 el Tu chudn Do luomg Grdtkeong 3 48 Pasteur, Quan 1 TpHA GRIMnh  Tel: (84.28) 38004274 Fax- (64-20) 3026 3012
Quality Assurance ang Testing Center 3 49 Pasteur. Distnct 1, Ho Chi Minkr Ciy  Tel (84-78) 3829 4274 Fax: (84-28) 3829 3012

Trang / page 1/1

IS0 D001:2008 180 13485:2003 150 220002005 FDA 510K

So¥r, ENISO 374-5: 2016
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S s =" LCOVID-19
Vglofe Non stenle Powd*__ ree Latex / Nltrule gloves
F= L Valovert| 23 9l ~/LIE E2l 0|2 A7}

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICE MANUFACTURING IN VIETNAM

HIELt o|2 7|7| MIZ&{7IE

BO Y TF Ha Noi, ngly (date): 06/5/2011 BO Y TE CHUNG NHAN
$6 (No) 15/2011/BYT-TB-CT MINISTRY OF HEALTH CERTIFIES THAT

e . = Pon vi (Company): CONG TY 6 PHAN KHAI HOAN
GIAY CHL“N.G NHAN e B R X
PANG KY LUU HANH SAN PHAM TRANG THIET BI Y TE Dia chi (Address) : Ap Céu sit, xd Lai Hung, huyén Bén cét,
tinh Binh Duong

SAN XUAT TAI VIET NAM
Dién thoai (Tel) : 0650 3591220 Fax : 06503591225

CERTIFICATE DUDC PHEP LUU HANH TAI VIET NAM
REGISTRATION FOR CIRCULATION OF SAN PHAM

MEDICAL DEVICE MANUFACTURING IN VIETNAM HAS A PERMISSION TO CIRCULATE THE FOLLOWING

MEDICAL DEVICE IN VIETNAM

~ Can cif Lut Cht lugng san phdm, hiing hod ngay 21/11/2007.
Based on Law on Quality of products and goods dated November

s - Tén san phim: GANG TAY CAO SU Y TE
— Can cit Thong tu s6 07/2002/TT-BYT ngay 30/5/2002 cia By Y t€ (Name of the product)
vé huténg din dang k¥ lwu hanh san phdm Trang thiét bi y t€.
Based on Circular Letter 07/12002/TT-BYT dated May 30, 2002 of - K¥ ma hiéu sin phdm: KHPPEX, KHPFEX, KHPPSS ‘
the Ministry of Health on guiding for circulation registration of (Model and Serial number) }
medical device. :
- Tiéu chudn cong bo: ASTM D 3578-05
— Xét hé so va don dé nghj cfp s6 ding ky lwu hanh sin phdm cia (Conform to the Standards of)
don vi.
Having examination of documentation and application letter for
circulation of medical device submitted by the applicant. - 86 dang ky I hinh duoc cip: 15/2011/BYT-TB-CT
(Registered number)

150 9001:2008 180 13485:2003 150 22000:2005 FDA 510K

ENISO 374-5: 2016

(€S © ©

NL/CAD | 08320 e oa Vg0 18
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#COVID-19
Vglove Non sterile Powder-free Latex / Nitrile gloves

2 2¢FVglove | Y37 2lela/L EY o2 2t
Vietnam Ministry of Health certified

HIEY 21T
BOY TE : CONG H()J\_}u’} HOI CHU NGHIA y‘u—f:r NAM 9_' E 7 I 7 I q‘ LH 2'

84: 1042011 /BYT-TB-CI Boc lap - Tu do - Hanh phiic

P .
Hd Ngt, ngay 02 rhdng 8 nam 2011 u} uH { 7 }*1
, N o

GIAY CHUNG NHAN PUQC TU DO TIEU THU HANG
FREE SALE’S CERTIFICATE

BO Y (€ Vigt Nam chdng nhan nhimg dung cu Y € dudi day dugc san xudt hoi
ty ¢6 phdn Khii Hodin va duce quin 1§ gidm sit theo nhimg quy dinh vé quan 1¥
thiét bi Y t& cila Bo Y t& Viét Nam, déng thii dige phép lim hanh tai Viét Nam va H
thi truémg nude ngodi.

The Vietnam Ministry of Health certifies that following Medical Del BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
manufactured by KHAI HOAN JOINT STOCK COMPANY are supervision as stipu S5: 16/2011 /BYT-TB-CT Pic lap - Tu do - Hanh phic

in the Vietnam Ministry of Health’s regulations on management of Medical equip|
and allow to be sold in Vietnam and overscas markets.

Ha Noi, ngay 22 thing & nam 2011

Teén cong ty sin xufl : Cong ty c6 phin Khai Hoan.

| Manufacture - KHAT HOAN JOINT STOCK COMPANY GIAY CHUNG NHAN PUGC TU DO TIEU THU HANG
| Diachi: dpCdu Sit, xd Lai Hung, huyén Bén Cit, tinh Binh Duong. FREE SALE’S CERTIFICATE
Address :  Cau Sat Hamlet — Lai Hung Commune — Ben Cat District 5
Binh Duong Province - Vietnam. Bo Y 1€ Viét Nam chiing nhan nhimg dung cu Y (¢ dudi day duoc san xuét boi Cong
Sin phdm: Géing tay cao su khdm bénh. ty ¢8 phén Khai Hoan va duge quéan I gidm sét theo nhimg quy dinh vé quin 1§ trang
Product: Larex examination glove. thiét bi Y 1€ clia B0 Y 1€ Viét Nam, ddng thai duge phép luvu hinh tai Viét Nam va ban ra
{odel : POWDER - XS:5: M;L & XL thi trudng nude ngoai.

The Vietnam Ministry of Health certifies that following Medical Devices
manufactured by KHAI HOAN JOINT STOCK COMPANY are supervision as stipulated
in the Vietnam Ministry of Health’s regulations on management of Medical equipment
and allow lo be sold in Vietnam and overseas markels.

Gidy chitng nhan tyr do tiéu thu hang 56: 10/2011/8YT-TB-CT  Ngay cp phat: 02/ 8/20)
Free Sale's Certificate No @ 10/2011 /BYT-TB-CT Date of issue : 02/ 820

/L BO TRUONG

e & VU TRUGNG Tén cong ty san xudl : Cong ty ¢6 phdn Khai Hoan.
CHUNG THUC BAN SAOQ G T B B~ CONG T T8 Manufacture : KHAI HOAN JQINT STOCK COMPANY
PUNG V01 BAN CﬂlNﬂ iy hogin : Biachi: 4p Cdu Sit, xi Lai Hung, huyén Bén Cét, tinh Binh Duong
o = i( iR OF HE ; 2 b e " g
54 chiing thcy..g.-9..9.8.0 o iiﬁ)”, AR ['v:-tml w}?ﬁ::‘;ﬁ {:: :lhﬁll;ll:} NT & Address :  Cau Sat Hamlet — Lai Hung Commune — Ben Cat District |
Ng 120y 3.»—\1" l : o ANl RO Binh Duong Province - Vietnam. |

CONSTRUCTION

PHO Tﬁm HONG TUBHAP QUAN ¢ San phim: Gang tay cao su kham bénh.
7 Pl

DIRECTOR A
Product: Latex examination glove. |
Model : POWDER FREE - XS:S5:M; L & XL.
;—r L= Giay chimg nhan ty do tiéu thu hang s6: 16/2011/BYT-TB-CT  Ngay cip phdt: 22/ 8/2011
o le's Certificate No : 16/2011 /BYT-TB-CT Date of issue : 22/ 8/2011
\‘au_\-’f’.n Minh Tudn T/L BO TRUGNG
VU TRUONG :
i ) : —— CHUNG THUC BAN A0 VU TRANG THIET BI - CONG TRINH ¥ TE

DUP\(‘ vOI BAN CH FOR MINISTER OF HEALTH
4 !NH RFI’ARTM'ENT OF MEDICAL EQUIPMENT &
CONSTRUCTION

DIRECTOR

Neguyén Minh Tuan

S
IS0 0001:2008 180 13485:2003 180 22000:2005 FDA 510K

. i EN IS0 374-5: 2016
4y [
: \.9 L

© o
O |
o e sy — b
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COVID 19

Vglove Non stefile Powder-free Latex / Nitrile gloves
_,_EL]— Vglove l:|| Ui% E}Eﬂ /\/L,| Eal OIEQ X}ZJ—

TONG CUC TIEU CHL IAN CONG HOA XA HOI CHU NGHIA VIET NAM
PO LUONG CHAT LUONG Doe lip - Ty do - Hanh phie
TRUNG TAM KY THUAT
TIEU CHUAN PO LUGNG CHAT LUQNG 3
$é: 0710/QD-KT3 Tp. H6 Chi Minh, ngay 04 thang 5 ndm 2019

QUYET DINH
Vé viée cip chitng nhin sin phim

o GIAM POC \ ‘
TRUNG TAM KY THUAT TIEU CHUAN PO LUONG CHAT LUONG 3

Cén cir Quyét dinh s6 1668/QD-TDC ngay 26/8/2014 cla Tong cye TCBLCL vé viéc ban hanh
Pidu 18 td chirc va hoat ddng ctia Trung tdm Ky thujt Tiéu chudn Po ludmg Chit huong 3 (Trung tim
Ky thuat 3);

CAn ot Thong tu 50 2822012/TT-BKHCN ngay 12/12/2012 cta Bo Khoa hoc va Cong ngh¢ quy
dinh vé cong bd hep chudn, cdng bd hop quy va phuong thirc dénh gid sy phit hop véi tiéu chuan, quy
chuén ky thudt va Thong tur s0 02/2017/TT- BKHCN ngay 31/3/2017 vé slra ddi, bd sung mot sd diéu
cua Thong tu s6 28/2012/TT-BKHCN ngay 12/12/2012;

Ciin it Quyét dinh sb 1186/QD-KT3 ngay 25/6/2013 cia Gidm dic Trung tdm K§ thudt 3 quy
dinh ndi dung va thi tuc chimg nhgn san phém phi hop tiéu chudn va quy chuin ky thudt quoc gia;

Theo dé nghj ctia Trudng Phong Chimg nhén sin phém,
QUYET DINH:

Pidu 1. Cip gidy chimg nhin s6 12-07 (KH1-CNL-2019) cho san phdm giing tay cao su
y té, loai: khong tiét tring loai I, ¢6 bdt hodic khdng ¢6 bot phu hop tiéu chudn ASTM D
3578-05 (xem chi tiét tai gidy chimg nhin), do Cong ty C phin VRG Khai Hoan san Xudt,

Pidu 2. Gidy chimg nhén ¢6 hi¢u lyc tir ngay 04/5/2019 dén ngay 03/5/2022.

Piéu 3. Trong thi gian hidu lye cia gidy chimg nhan, Cong ty C6 phin VRG Khii
Hoan phai thyre hi¢n ding cdc quy dinh vé quyén va trach nhiém cia co s¢ duge chimg nhén
v ¢dc quy dinh lién quan trong quy dinh QDKT3 28 - Quy dinh ndi dung va thi tue chimg
nhdn san pham phit hop tiéu chudn va quy chuin ky thujt québc gia./}_Z/
Noi nhan: e KT GlAM poOC

- Nhu diéu 4;
- Luu: VT, N7,

Mal Vin Siing

o Tru s chinh: 49 Pastowr, Quin |, Thanh phd HO Chi Minh  Tel; (84-28) 18294274 Fax: (84-28) 3829 3012 E-mail: infolaquatest Ycom.vn
Kb Thi nghio: 7 dudmg 56 |, Kha ON Bido Hoa 1 Tel: (84.251) 383 6212 Fax: (84-231) I83 6298 E-mail: gt-kythuatt@riquate st comn

b
ﬂuﬁ"srs www.guatestd. com.vi
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Vglove Non sterlle Rowder-free Latex / Nitrile gloves
:;gq Vglove H| Y7 el A/LE Eal 0|§9 A2}

1/1 t’i'“'”‘"”?i“ﬁﬁAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM
[INH BA RIA - VONG TAU Poc lap - Tu do - Hanh phiic
SO TU PHAP

S6: 749 /STP-BTTP Ba Ria - Viing Tau, ngay ®f thang 4 ndm 2020
V/v thye hién céc bién phap
cép bach phong, chéng
dich Covid-19.

Kinh guri: Céc t6 chire hanh nghé cong chimg
trén dia ban tinh Ba Ria - Viing Tau.

Ngay 31/3/2020, Thu tuéng Chinh phu da ban hanh Chi thi s6 16/CT-TTg
vé viéc thuc hién céc bién phap cap béach phong, chong dich Covid-19; Uy ban
nhan dén tinh Ba Ria - Vung Tau da c6 Cong vin sd 3146/UBND-VP ngay
31/3/2020 vé tr;en khai mét s6 ché @6 dac thu va thuc hién cac bién phép cap
bach phong, chong dich Covid-19 trén dja ban tinh Ba Rja - Viing Tau.

Thye hién nghiém Chi thi s6 16/CT-TTg ngay 31/3/2020 cua Thu tuéng
Chinh phu va Cong vén s6 3146/UBND-VP ngay 31/3/2020 cia Uy ban nhan
dan tinh véi tinh than coi trong sirc khoe va tinh mang cua con ngudi 1a trén hét,
tiép tuc chu dong ngén chan, kiém soat dich bénh Covid-19, S& Tu phép théng
bao t6i céc td chirc hanh nghé cong chimg trén dja ban tinh Ba Rja - Viing Tau
nhur sau:

1. Tam ngung hoat dong tai cac t6 chirc hanh nghé cong chimg trong vong
15 ngay keé tir 0 gio ngay 01 thang 4 nam 2020.

2. Cong chirng vién, cdc nhan vién thugc cac t6 chirc hanh nghe cong
chimg thye hién nghiém céch ly toan xa hgi theo chi dao tir Trung wong dén dia
phuong.

Chu déng, cing nhan dan ty giac chép hanh céc yéu cau, cac bién phap
phong chéng dich, tich cyc tham gia khai béo y té ty nguyen, thyce hién day du
cac bién phap tu bao ve minh, gia dinh minh; tham gia ¢6 trach nhi¢m véi céc
hoat dong phong, chéng dich Covid-19 ctia cic co quan chirc ning va cfng
dong.

Gidm déc S& Tu phap dé nghi Trudng cac té chirc hanh nghé cong chimg
trén dia ban tinh Ba Rja - Viing Tau nghiém tic thyc hi¢n./ st

Nei nhin:

- Nhur trén;

- UBND tinh (b/c);
- Cac PGD S¢;

- Van phong S&;

- Luu: VT, BTTP.

_/
Ho Vin Hung



1 / 2 Y TE BINH DUONG CONG HOA XA H()l CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S6 :170000063/PCBA-BD Binh Dwong, ngay 09 thang 11 nam 2017

PHIEU TIEP NHAN

Ho so cong bo tiéu chuin ap dung cia trang thiét bi y té thudc loai A

1. Tén co so cong bé: CONG TY CO PHAN VRG KHAI HOAN

2. Pia chi: Ap Cau Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Duong

3. S6 van ban dé nghi cua co so : 05/KH-VRG Ngay: 09/11/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Gang tay kham bénh ¢6 bot (loai cao su)

Chung loai/ma san pham: KHPPEX

Tén co so san xuit: Cong ty C6 phan VRG Khai Hoan

Dia chi co s¢ san xuat: ap Cau Sat, Xa Lai Hung, huyén Bau Bang, tinh Binh Duong
Tiéu chuan ap dung: loai A

5. Thong tin vé chu so hiru trang thiét bi y té :

Tén chu so hiru: Cong ty C6 phan VRG Khai Hoan

Dia chi chi so hiru: 4p Cau Sat, Xa Lai Hung, huyén Bau Bang, tinh Binh Duong
6. Théong tin vé co so bao hanh:

7. Thanh phén hé so:

I | Van ban cong bd tiéu chuan ap dung cua trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan ly chit lwgng

Ban phan loai trang thiét bi y té

2
3 | Phu luc chi tiét trang thiét bi y té
4
5

Phicu tiép nhan ho so cdng bo du dicu kién san xuat trang thiét bi y t¢ hoac Gidy chimg
nhan dat tiéu chuan quan ly chat luong con hiéu luc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y té nhap khau.

Giay tty quyén cua chi so hiru trang thiét bi y té

Gidy xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat ky thuat TTBYT

O| | 23| &

sz‘iy chirg nhan hop chuin hodc Ban tiéu chuan ma chu so hiru trang thiét bi y té cong
bo ap dung
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CONG TY CO PHAN
VTM VIET NAM

A K‘.? / 170000035/

CONG HOA XA HOI CHU NGHIA VIET NAM

Dée lip - Ty do - Hanh phic

Ha Ngi, ngay O thang Ayf nam 2017

Can cir thong twe 56: 39/2016/ T'T-BYT ngay 28/10/2016 cua Bj Y 1é vé Quy dinh chi tiét
vi¢e phan loai trang thiét bi B 10;

Can cit thong e s0: 42/2016/TT-B YT ngay 15/11/2016 cia By Y té vé Quy dinh viée thica
nhén két qua phén logi trang thiét bi y té;

Nguyén tic duge sir dung dé phan loai: Quy tic 4, Phin II, Phu lyc 1, Théng tir
39/2016/TT-BYT.

Ching t6i phén loai trang thiét bi y té nhu sau:

|
Loai
. Chung loai/ A
Tén trang thiét biy Hing, nuwédce san Hing, nudce chi sé | trang
T 2 mi san i %
té . Xuit hiru thiét b
phﬁm 3
vie
: : Cong ty Co phan Cong ty C6 phan
| Cz_‘f.)"fﬁf(yk:";‘ic':ob;:)" KHPPEX | VRGKhai Hodn, | VRG Khai Hoan, | Loai A
iR Viét Nam Viét Nam
Gang tay kham bénh Cong ty €0 phan Cong ty CO phin
2 khong bt (loai cao KHPFEX VRG Khai Hoén, VRG Khai Hoan, | Loai A
su) Viét Nam - Viét Nam 2
Gang tay phiu thudt Cong ty CO phan Cong ty Co phan
3 chua tiét tring (loai KHPPSS VRG Khai Hodn, VRG Khai Hoan. Loai A
€ao su) Viét Nam Viét Nam
Gang tay phiu thuat Cong ty CO phan Céng ty CO phan
4 tiét trang (loai cao KHPPSS VRG Khai Hoan, VRG Khai Hodan, Loai A
st) Viét Nam Viét Nam

Dién thoai: 097 106 2286 - Email: congtycophanvim@gmail.com




1 / Z Y TE BINH DUONG CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

S6 :170000015/PCBSX-BD Binh Duong, ngay 07 thang 11 nam 2017

PHIEU TIEP NHAN
Ho so cong bo di diéu kién san xuit trang thiét bi y té

1. Tén co so cong bé: CONG TY CO PHAN VRG KHAI HOAN

2. Pia chi: Ap Ciu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Duong

(San xuat tai: Cong ty C6 phiin VRG Khai Hoan; Dia chi: :‘ip Cau Sét, Xa Lai Hung, Huyén Bau
Bang, Tinh Binh Duong)

F- TR N0 THEBIDTAITOIZU. TR cxcvasisimmommomsnvonsssmemsssns srnss i s A anesis

4. S van ban dé nghi cua co so: 01/2017/KH-BD Ngay : 05/11/2017

5. Tén trang thiét bi y té co so cong bd san xuat:

Gang tay kham bénh ¢ bt (loai cao su), Gang tay kham bénh khong bot (loai cao su), Gang tay

phéu thuat chura tiét triung (loai cao su), Gang tay ph§u thuat tiét trung (loai cao su), Gang tay
kham bénh (loai Nitrile)

6. Thanh phan ho so:

I | Van ban phan cong, bo nhiém nguoi phuy trach chuyén mén cua co sé san Xuét X

2 | Ban xac nhan thai gian cong tac X

3 | Van bing, chimg chi dao tao vé ky thuat thiét bi y té hodc quan 1y thiét bi y té cua %
nguoi phu trach chuyén mon

4 | Vin ban cong bé du diéu kién san xuat X

5 | Ban ké khai nhén su X

6 | Van ban phéan cong, bo nhiém ngudi phy trach chuyén mén cia co so san xuat X

7 | Gidy chimg nhan dat tiéu chuan quan ly chat lugng X

8 | Ho so chimg minh dia diém, dién tich, nha xwong san xuat phu hop vai yéu cau X
cua loai trang thiét bi y té ma co s& san xuat

9 | Ho so vé thiét bi va quy trinh san Xuat, kiém tra chat luong phtt hop véi yéu cau X
cua loai trang thiét bi y t€ ma co s¢ san xuat

10 | Hop dong véi co s du nang luc kiém tra chat lugng dé kiém tra chat lugng trang X
thiét bi y t& ma co so san xuat

11 | Hé so vé kho tang bao quan trang thiét bi y té X

12 | H6 so vé phuong tién van chuyén trang thiét bi y té X
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BO Y TE VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM
VIET NAM MINISTRY OF HEALTH Djc 1gp - Ty do - Hanh phiic
SOCIALIST REPUBLIC OF VIETNAM

Independence - Freedom - Happiness
Ha ngi, ngay 02 thang Ap ndm 2019

‘GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gidly chirng nhfin sb: 43 /CFS/BYT-TB-CT

- Certificate No:

2. Sén phiim: Ging tay kham bénh
< Product(s): Nitrile examination gloves
- 3. Chiing logi/Model: KHPFNT
© 4. Cong ty s& hiru hgp phip: Cong ty C6 phin VRG Khai Hoan.
- = Product(s) Owner VRG Khai Hoan Joint Stock Company 3
jl-‘ - Dia chi: Thira dét s6 233, T ban db s6 37, Ap Chu Sit, Xa Lai Hung, Huyén Bau Bang. Tinh Blnh
- Duong, Viét Nam. :
© - Address of Head Office: Land parcel No 233, Map No.37, Cau Sat Hamlet, Lai Hung Commune,
- Bau Bang District, Binh Duong Province, Viet Nam.
© 5, Cong ty sin xufit: Cong ty Cd phan VRG Khai Hoan.
© - Manufacturer: VRG Khai Hoan Joint Stock Company. &
© - Dja chi: Thira dét s6 233, Tér ban db s6 37, Ap Clu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh mnh
* Duong, Viét Nam.
. - Address of Head Office: Land parcel No.233, Map No.37, Cau Sat Hamlet, Lai Hung Lommlmc
* Bau Bang District, Binh Duong Province, Viet Nam.
; Viin ban nay 1a dé xac nhén ring cac san phdm trén tuin theo cac tiéu chudn lién quan ca
© Viét Nam hofic trong duong va duge phép bén tai Viét Nam. Vige xufit khiu san pham khong by
~ han ché, %
This is to certify that the above product(s) comply with the relevant standards of the S.R
Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the product(s)
15 not restricted. 3

Gily chimg nhdn nay ¢6 hiu lic 03 nam ké tir ngay ky.
"This certificate is valid for three years from the date of issuance.

TL. BQ TRUONG g
VU TRUONG %
VU TRANG THIET B] VA CONG TRINH Y TE
FOR MIMS I'ER OF HEALTH
DEPARTMENT, SAL DEVICE & CONSTRUCTION




( Issued to: VRG Khai Hoan JSC
Cau Sal Hamlet
SATRA e
Bau Bang District
= T
Vietnam

Notified Body: 2777 SATRA customer number: P1434

EU Type-Examination Certificate

Certificate number: 2777/11582-01/E00-00
This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category Il product.

Product reference: Description:

PFNBR Non-sterile powder free nitrile examination gloves

Sizes: Classification:

XS/6, SI7, M/8, /9, XL/10  ENISO 374-1: 2016 / Type B Level EN ISO 374-4:2013 % Degradation
40% Sodium hydroxide (K) 6 -132
30% Hydrogen peroxide (P) 4 5.3
37% Formaldehyde (T) 6 46

EN ISO 374-5: 2016
Protection against Bacteria and fungi Pass
Protection against viruses Pass

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016+A1:2018; EN ISO 374-5:2016

Technical reports/Approval documenis:
SATRA: SPC0225034/1420/2, SPC0225034/1420/SMcD/B, SPC0244727/1615, CHM0248775/1632/SMcD, CHM0272778/1827/LH,
CHMO0276386/1840/JH, SPC0244727/1615, SPC0273658/1830, CHM0273594/1830/LH/A, CHM0273594/1830/LH/B,
CHMO0273594/1830/LH/C
TUV: 7191169844-CHM17-01-RC

Signed on behalf of SATRA: > AL Tara Saunders A Suees Austin Simmons
Date first issued: 23/11/2018
Date of issue:  23/11/2018 Expiry date:  23/11/2023
\ Page 1012 /

SATRA Technology Europe Limited. B B Park. Clones. D15YN2P. Republic of ireland.
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Vglove Non stenle Powder-free Latex / Nitrile gloves
QEL} Vglove l:|| D:l?- a}al /\/LI Eal 0|§9 X}DIJ

TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and
those given in the current certification agreement.

The certificate holder is licensed to mark the products detailed within this certificate in accordance with
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity. Please note:

1: Where the product is classified as category Ill then CE Marking of production is reliant on
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer’s technical
documentation.

3: Where a translation of this certificate exists, the English language version shall be considered
as the authoritative text.

4. Certification is limited to production undertaken at the sites listed in the manufacturers technical
documentation.
5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on

this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

7 This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.
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Test Report No.: CTI201870053C

Date : 2018/09/18

Page: 2 of 4
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Test Result(s)
PART NAME No.1 :  BLUE RUBBER GLOVE
PASS
Result
Test Item(s) Unit Method MDL No.d Limit
Overall migration (3% Acetic Acid) mg/dm?*| 3.0 7.83 10
Overall migration (10% Ethanol) mg/dm? ?;’gi‘cfe;e;fs';ce to EN 1186 (2002). 30 550 0
Overall migration (Rectified Olive Oil) mg/dm? ' 3.0 n.d. 10
Nitrosamines
N-nitrosodimethylamine (CAS No.: 62-75-9) mglkg 0.01 n.d. 0.01
N-nitrosodiethylamine (CAS No.: 10595-95-6) | mg/kg 0.01 n.d. 0.01
N-nitrosomethylethylamine (CAS No.: 55-18-5)| mg/kg 0.01 n.d. 0.01
N-nitrosadipropylamine (CAS No.: 621-64-7) mg/kg 0.01 n.d. 0.01
N-nitrosomorpholine (CAS No.: 59-89-2) mg/ka 0.01 n.d. 0.01
N-nitrosopyrrolidine (CAS No.: 930-55-2) mg/kg |With reference to EN 14350 (2004). 0.01 n.d. 0.01
N-nitrosopiperidine (CAS No.: 100-75-4) mg/kg |Analysis was performed by GC/MS. 0.01 n.d. 0.01
N-nitrosodibutylamine (CAS No.: 924-16-3) mg/kg 0.01 n.d. 0.01
N-nitrosodiphenylamine (CAS No.: 86-30-6) ma/kg 0.01 n.d. 0.01
Methylphenylnitrosamine (CAS No.: 614-00-8) | mg/kg 0.01 n.d. 0.01
Ethylphenylnitrosamine (CAS No. 612-64-6) mag/kg 0.01 nd. 0.01
N-nitrosodibenzylamine (CAS No.: 5336-53-8) | mg/kg 0.01 n.d. 0.01
Nitrosatable
N-nitrosodimethylamine mg/kg 0.1 nd. 0.1
N-nitrosodiethylamine mg/kg 0.1 n.d. 0.1
N-nitrosomethylethylamine mg’kg 0.1 n.d. 0.1
N-nitrosodipropylamine mag/kg 0.1 n.d. 0.1
N-nitrosomorpholine mg'kg 0.1 n.d. 0.1
N-nitrosopyrrolidine mg/kg |With reference to EN 14350 (2004). 0.1 n.d. 0.1
N-nitrosopiperidine mg/kg |Analysis was performed by GC/MS. 0.1 n.d. 0.1
N-nitrosodibutylamine mag/kg 0.1 n.d. 0.1
N-nitrosodiphenylamine mg/kg 0.1 n.d. 0.1
Methylphenylnitrosamine mglkg 0.1 n.d. 0.1
Ethylphenylnitrosamine mg'kg 0.1 n.d. 0.1
N-nitrosodibenzylamine mg'kg 0.1 n.d. 0.1
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Test Report o :crroismo0ssc Date : 2018/09/18 Page: 3 of 4
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Test Item(s) Unit Method MDL R::':" Limit
Specific migration of Primary Aromatic Amine | mg/kg |With reference to EN 13130-1 (2004) [ 0.002 n.d. 0.01
(PAA) and BfR recommendation XXI. (A1)

Analysis was performed by UV-vis
Spectrophotometer. (3% acetic acid,
70°C, 2 hrs)

Remark :
- (A1) : Limitis according to Council of Europe Resolution AP (2004) 4.

Note :
1. mg/kg = ppm ; mg/dm? = milligram per square decimeter
. MDL = Method Detection Limit
. n.d. = Not Detected = below MDL
. °C = degree Celsius
. Test condition & simulant were specified by client.
. This report supersedes the previous document bearing the test report number CT/2018/70053A.

o o h WN

This documant is issued by the Company subject to its General Conditions of Servica printed overleaf, avallable on request or accassible a. i 1 1

and, for electronic format documents, subject to Terms and Conditions for Electronic Documents at ( Attention is
drawn 1o the limitation of liability, indemnification and jurisdiction issues defined tharein. Any holder of II"IS document is ad\ sed that information contained hereon reflacts lhe Con‘per) s
findings at the time of its intervention only and within the limits of client’s instruction, if any. The Company’s sole responsibility is to its Client and this document does not exenarate parties
to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproducad, except in full, without prior written approval of tha
Company. Any unauthorized alteration, forgery or faisification of the content or appearance of this document is unlawful and offenders may be prosacuted to tha fullest extent of the law.
Unless otherwise stated the results shown in this test report refer only to the sampleis) tested.

~oT bt 3 = e 25, Wi Chyuan 7th Poad, Naw Tapel Industrial Park, Wu Ku District, New Taipai City, Tanvan /F iR E L& 208 H S5k
o larwan Lic TR i | | 14896 (0212299 3930 12886 (0212299 3237 _ www. sgStw
|

Member of the SGS Group




Test Report No. 7191212955-EEC19/03-WBH_CR2
(re-issue dated: 21 Jun 2019)
dated 14 Jun 2019

PSB Singapore

Note: This report is issued subject to the Testing and Certification Regulations of the TUV SUD Group and the
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,
Add value.
SUBJECT: Inspire trust.

Glove testing for freedom from hole.

TESTED FOR:

VRG Khai Hoan Join Stock Company

Cau Sat Hamlet

Lai Hung Commune
Bau Bang Dist

Binh Duong Province
Vietnam

SAMPLE SUBMISSION DATE:

07 Jun 2019

TEST DATE:

11 Jun 2019

DESCRIPTION OF SAMPLES:

Amendments:

S/N | Product Description | Lot No. Sample received Manufacturer
o . ' 6 boxes  VRG Khai Hoan Join
1 Nitrile Gloves Ng ;. (100 pieces perbox)| Stock Company
Lot size as specified by client: 150,001 to 500,000 pieces

The following amendments were made on 19 Jun 2019 and 21 Jun 2019:
The “Product Description” and “Manufacturer’ under “DESCRIPTION OF SAMPLES" were amended as

requested by client,

The “Client” under “TESTED FOR” was amended as requested by client.

TOV SUD PSB
Laboratory: Phone : +65-6885 1333 Regional Head Office:
T0V SUD PSB Pte. Ltd. Fax: +65-6776 8670 T0V SUD Asia Pacific Pte. Ltd.
No.1 Science Park Drive E-mail: enquiries@tuv-sud-psb.sg 1 Science Park Drive, #02-01
Singapore 118221 wew tuv-sud-psb.sg

Co. Reg : 199002667R

Singapore 118221
TOV® Page 1 of 3




Test Report No. 7191212955-EEC19/03-WBH_CR2

(re-issue dated: 21 Jun 2019)
dated 14 Jun 2019

PSB Singapore

METHOD OF TEST:
As requested by client, the test was conducted as follows;
EN 455-1:2000 Medical gloves for single use
Part 1: Requirements and testing for freedom from hole
" RESULTS:
Sample: Nitrile Gloves
Table: Results for EN 455-1:2000
No. of Number | Actual no. of iifetied
Clause Tests Requirements non-compliers tested non-compliers tesiilts
allowed (pieces) | (pieces) | found (pieces)
4 Freedom e e o
5 frvn hblas Shall I"th leak e 0/ . 315 1 Passed
REMARKS:

1. The manufacturing batch code was not prc>V|dedlby1 the chent

“Yeo Poh Kwang
Associate Engineer |

s

“Wong Bee Hui
Product Manager
Medical Health Services (NAM)
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Test Report No. 7191212955-EEC19/03-WBH_CR?2
(re-issue dated: 21 Jun 2019) |
dated 14 Jun 2019

®

PSB Singapore

Please note that this Report is issued under the following terms

i

July 2011

This report applies to the sample of the specific praduct/equipment given at the time of its testing/calibration. The resulls 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 o 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, TUV 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 TUV 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 Seience Park Drive Singapore 118221,
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