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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
quality 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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PRODUCT

Vglove Non-sterile Powder Free Latex
Examination Gloves

HS CORD

4015.19-0000

Quality Standards

FDA510K, CE, ISO, EN, GMP,
QUATEST3

PACKING

100pcs (inner) / 10 inners (carton)

Box Size (mm)

Inner 230%125%75 (100pcs)

Carton 340x250x240 (1,000pcs)

Carton CBM 0.0204

20ft about 1,000 ct (1,000,000pcs)

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

. Palm
Size Width Length
S <80 min 240
Dimension (mm) M 85 + 3 min 240
L 95 £ 3 min 240
XL 105 £ 3 min 240
Thickness 0.10 mm
Size Weight
S 4.0
Weight (gram)
Tolerance £ 0.3gr M >0
L 6.0
XL 7.0

Output

1 day : 5,000,000 pcs
Special 10 day : 100 million pcs

Payment method

50% prepayment 50% cash deposit
before delivery

Vietnam FOB

Air : Tan Son Nhat

shippment : CAT LAI




PRODUCT

Vglove Non-sterile Powder Free Nitrile
Gloves

HS CORD

4015.19-0000

Quality Standards

FDA510K, CE, ISO, EN, GMP,
QUATEST3

PACKING

100pcs (inner) / 10 inners (carton)

Box Size (mm)

Inner 230%125%75 (100pcs)

Carton 340x250x240 (1,000pcs)

Carton CBM 0.0204

20ft about 1,000 ct (1,000,000pcs)

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

. Palm
Size Width Length
S 83 280
Dimension (mm) & 0.5 M 89 280
L 95 280
XL 102 280
Thickness 0.10 mm
Size Weight
S 3.5
Weight (gram)
Tolerance =+ 0.3gr i 4.0
L 4.5
XL 5.0

Output

1 day : 5,000,000 pcs
Special 10 day : 100 million pcs

Payment method

50% prepayment 50% cash deposit
before delivery

Vietnam FOB

Air : Tan Son Nhat

shippment : CAT LAI
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Adwinistration
109013 New Hampshire Avenue

Daocument Control Room —\WO66-G609

Silver Spring. M1 20993-0002

FEB 2 8 2010

Mr. Terence Lim

Quality Assurance Manager

Khai Hoan Joint Stock Company

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

VIETNAM

Re: K092681

Trade/Device Name: Powdered Latex Examination Gloves (Non-Colored)

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

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 §
indications for use stated in the enclosure) to legally
interstate commerce prior to May 28, 1976, the enact
Amendments, or to devices that have been reclassified
the Federal Food, Drug, and Cosimetic Act (Act) that
approval application (PMA). You may, therefore, mar
controls provisions of the Act. The general controls pi
requirements for annual registration, listing of devices
labeling, and prohibitions against misbranding and adv
not evaluate information related to contract liability ws
that device labeling must be truthful and not misleadi
)

If your device is classified (see above) into either cla

(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.
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of Heelth & Human Services

ﬂ U.S. FOOD & DRUG

ADMIN STRATION

Foliow FUA | &n Espofol

Medival Devices | Radiation Emiffing Producls | Vaccines, Bloud & Bivlogics | Animal & Valsrinary

510(k) Premarket Notification

@ FDAHome @ Modical Deviccs @ Databascs

Nzw 3ezrch

CTR Tte2® |

510ik) | DefNoau | Regisbiclivn & Loy | Advas=Svents | Rewals | “MA | FDZ | Clasdifiveas: | Sladaids
Radistion-Crmitting Mroduzts | X-Nay Assenitler | Maczun Reporis | CJA | TPLC

Rack To Search Recults

Deavice Classificatinn Name

SANK) Number
Device Neme

Applicant

ARplicant Contact
Cunespondent

Cunespuidsnl Contact
Regulation Number

Clagsificafinn Prodic: Code
Date Receivad
Decision Late

Dceision

Ruyulation Medical Spscially

510k Review Pznel

Slalument
Type

Reviewsd Sy Third Parfy
Cocmuomaticn

l'roduct

| atex Patert Framination Qove

Kna2za1

I'OWDLILD LAILX LXAMINATION G_OVLL, NUN-UILIILL
KRAI HOAN JOINT STOCK COMPANY
CRU SAT HAMPLET, A HUNG
COMMUNE. BEN CAT DISTRICT

einh Yuong Frovinco, VN

Pham N Thank

KRAI HDAN JOINT STOCK COMPANY
CAU SAT HAMFLET, _Al HUNG
COMMUNE. BEN CAT DISTRICT

Elnn Duong Provincs, Vi

Pligm N Thant
23RN 270

oy
09/01/20C9
223200
Substanally Equivaicnt (SEXE)
Guenazl Hepila
Genazsl Hospila
Slalermwul
Traditionzl

Na

N2

Faje Last Updsted: 01/27/2020

Note: I ou nesc halp sccessing Imtormation In different s formate. o2 Ingtrucilons f2r Downloading viewers and Plavers.

\nn'-uﬁgn Assistznne Avalehle Mepaiinl | €887 | Tifng Vét | St=U | Tazalag | Pyersui | <.

| Fnglsh

Accessibiity

U.8. Food and Drug Administration
10903 New Hampshira Aven.e

Sivar Spring, VD 20993

1288 INFO FLA (1 885 453 6332)

iact FUA

Contact FDA

Combination Moducts

Careers | ! FOIA | MoFEARAct

Rbsiniuy Cnmmiflen

Sewnas X Hesaarch

Regulstory Information

! | Krayal Ayisyen | Frangais | Cosld | Nornguss | Hakann | Deutach | 7558

eﬁ LS Ceian el of Health & Huisan Services
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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K DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
5 C
%'nm ; Food and Drug Administration
10903 New Hampshire Avenue
Document Cantrol Room ~WOQ66-G60Y
Silver Spring, MD 20993-0002
Khai Hoan Joint Stock Company )
C/O Mr. Terence Lim AUG 10 201
Quality Assurance & Regulatory Affairs Manager
Cau Sat Hamlet, Lai Hung Commune
Ben Cat District, Binh Duong Province
Vietnam
Re: K113685 ‘ DA 510K
Trade/Device Name: Powder-Free l.atex 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 FUA | En Espaict
[pYY U.S. FOOD & DRUG [SE—
Dear Mr. Lim: ADMINISTRATION
We have reviewed your Section 5 I_O(k) premarkelill o T oo [ wrugs | modical bovices | Ragetion-Emitting Procucts | Vaecines. Biood & tologies | Ammat & Vetermary | Cosmotics
referenced above and have determined the device
i nclosure) to leg: == -
rkdivdions:forasestated ‘“ﬂgj e ;;51 97)6 'y & B510(k) Premarket Notification
interstate commerce pn.or to May 28, yENC € o tor Hume © Medical Devices ©  Datubesis
Amendments, or to devices that have been reclas
the Federal Food, Drug, and Cosmetic Act (Act) 510iK) | DeNovo | Ragizkation & Lizting | Advarse Evenis | Feeolz | PMA | HDZ | Clossfasben | Stondzrs
approva] 1ppllcauon (PMA). You may, therefor¢ CFRTIR 21 | Racialion-Emrtng Froducts  X-Ray Assemtie: | Madsun Reperis | GLA | TPLD
controls provisions of the Act. The general conti
requirements for annual registration, listing of de
labeling, and prohibitions against misbranding ar fcw Search Back 10 Scaren Results
not gvaluate information related to contract liabil
a A q +] H Uevice € Name  Latox Fatiert =xaminaton Glove
that device labeling must be truthful and not mis B e i
. ) Usvice Name POWD=ZR FR=E LA EX EXAMINATION GLOVES
[f your device is classified (see above) into eithe Applicant Ki 141 11OAN JOINT STOCK COMPANY
: . e CAU SAT HAMPLET, L&l HUNG
(PMA), it may be subject to additional controls. COMMUNE BEN CAT DISTR CT
device can be found in the Code of Federal Regu — gmr _lunzq Province, YN \'m
ala : [ ~ pplicant Contact erenca Jm
addition, FDA may publish further announcemer SRS, B LOR O SR TG
i CAU SAT HAMPLET, LAl HUNZ
Register. COMMIINE BEN GAT TIATR.CT
Binh Duonq Province, VN Vm
Correspondent Cunlact Tewenes dn
Repulaticn Number $80.625C
Classification Product Code LYY
Dats Recalved 1211572011
Decision Date 011072012
Declsion Subsantally Equivalent (SESE)
Repulaticn Medical Specialty Gencral Hespital
10k Review Panel Feneral Hospital
Statement Statzment
Type Tradivicnal
Reviowso By Third Party  No
Combination Product No
BSI - BSIN [ | Bs!
Pegz Last Updatad: 05/04/202C
Nofe: It you recd Nelp accessing ntormation in diserent tic tormats. sce Inctructons ror Downloading Viewers and Flaycrs.
i Lanquaqe Assistance Avarable: Esoofiol | B | 116ng VIEL | 2101 | Taqoiog | Pyocmil | e~ | Kroyol fyeyen | Frongais | Pelsta | Hortuquas | akano | Deutsen | 23Rz |
5 < J*| English
150 $001.2008 IS0 13405:2003 150 22000:2005  FDASIOK Cstizi

war i

c € o e Acceszibiity ContactFUA |
TS

ALt 3 S U.S. Food and Drug Administration Combinstion Pradisct:
10903 New | lamoshirz Avenue Adnsory Commaeac

GF Markiiey QUATEST2  Firee Sule’s Coerilvale Cruialion Cerlifizale

Giver Sprrq. MU 20083
Pl 1-383-INFO-FDA (1-388-433-£332)

Carsere | FUABsece | FOIA | MWo-EARAct Nondiecnmination

Sewnce K Aecsanch

Contart FNA Reyulalury lnkamation

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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Certification / CE

Australia | Canada | C | ~Japan: |~ Fhe Nethert

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 to inform you that today, we have notified by registered mail the Dutch Competent
Authority.

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:

M E } IROPE

e Powder Examination Gloves E ME R G O f EUR O rT

e 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 Authorized Representative as officially

essred (€ Registration Certificate

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

Yours sincerely,

This is to certify that, in accordance with the Medical Device Directive 93/42/EEC, Emergo
Europe 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 & CEO as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have received Medical Device Registrations on the following date:

26 May 2009
See attached product listing

EmergoEurope.com

Emergo Europe Registration Number: NL/CA01/601529

Emergo Europe  Molenstraat 15, 2513 BH The Hague, The Netherlands  Telephone: +31.70.345.8570  Fax: +3 The Manufacturer has provided Emergo Europe with the kappropriate Declaration(s) of
Conformity confirming that the Medical Devices fulfill the applicable requirements. of
Directive 93/42/EEC.

June 2009

—amia  NL/CA01/601529

Emergo Europe

BSI (\ BSI BSI
ISO 9001:2008 ISO 13485:2003  1SO 22000:2005  FDA 510K

PeRazy

(€S ©

4
NL/CAO1/601520 Svor

CE Marking QUAA"’]‘"EVS.']'g Free Sale’s Certificate Circulation Certificate

ImergoEurope.com

‘merga Europe Malenstraat lj. 2513 BH The Hague, The Netherlands Telepha

1.70.345.8570 Fax:

https://www.emergobyul.com/
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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,

Lai Hung Commune,

Bau Bang District,

Binh Duong Province,

Vietnam

This is to certify that:

3y Royal Charter

SRR\ /LR
ISO ISO
N\~ g NS

1ISO 22000:2005 13485:2016

Holds Certificate Number: MD 548620

and operates a Quality Management System which complies with the requnremenr_e, of ISO 1
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.

J J/&—-\;‘

Stewart Brain, Head of Compliance & Risk — Medid

For and on behalf of BSI:

Original Registration Date: 18/05/2009 Effective Datg
Latest Revision Date: 02/05/2018 Expiry Date: 1
v| MD 548620
UKAS =
wiEi SR ..making excq

This certificatie was issued electronically and remains the property of BSI and is bourd by the condiUcns of cantract.
An dacronic certificate can be authenticated online. Printed copies can be validated at wasw bsigrou / or teky
Furthey clarifications regarding the sooce of this certificate and the epolicability of ISO 13485:2016 & EN 1SO 13985:2026 requirementy
the organization. This certificate is valid only if provided criginal copies are in complete set.

Informaun ard Contact: BSI, Kitemark Court, Davy Avenue, Knowihill, Mitton Keynes MKS 811 Tel: + 44 845 080 5000
BSI Assurance UK Limited, regisz=red in England undss number 78053721 al 383 Chiswick High Road, London W4 4AL, UK.
A memoer cf the BSI Glou_. of Companies.

1SO 9001:2008 1SO 13485: 2003 1SO 22000:2005 FDA 510K
B -
o {(:)
"N Y y
NL/CAO1/601320 e evor “‘ o
CE Marking QUATEST3 Free Sale’s Certificate Circulation Certificate

bsi.

Certificate of Registration

< k4
By Royal Charter

FOOD SAFETY MANAGEMENT SYSTEM - ISO 22000:2005

VRG KHAI HOAN JOINT STOCK COMPANY
Cau Sat Hamlet,

Lai Hung Commune,

Bau Bang District,

Binh Duong Province,

Vietnam

This is to certify that:

FSMS 552546

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

Holds Certificate Number: FSMS 552546

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

P

Chris Cheung, Head of Compliance & Risk — Asia Pacific

Category: I

For and on behalf of BSI:

Original Registration Date: 09/10/2009
Latest Revision Date: 14/07/2018

Effective Date: 09/10/2018
Expiry Date: 18/06/2021
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.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 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.

https://www.emergobyul.com/
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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 F M 5486 18 o

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.

PN

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

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 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: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

..making excellence a habit”
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1SO 9001:2008 1SO 13485:2003 1SO 22000:2005 FDA 510K

A member of the BSI Group of Companies.
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Certification SA 8000

bsi.

Certificate of Registration

By Royal Charter

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 98 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.

Outsourced processes: Nil
Contracted processes: Nil

\)M_-"‘}-—

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

oS Page: 1 of 1
@7 , .
> ..making excellence a habit

=

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

An can be i online_ Printed copies can be validated at www bsi-global com/Client Directory or telephone +91 11 2692 9000

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

Social ili i and other 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 by an entity other than SAAS. Stakeholders can confirm the
validity of an accredited SA 8000 certificate at this website, www saasaccreditation orglcemf canon

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

1SO 9001:2008 1SO 13485:2003 1SO 22000:2005 FDA 510K
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COVID 19

Vietn\én"‘\iM‘in.istry of Health Cerfified

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Sa: 102011 /BYT-TBCT Boc lap - T do - Hanh phic

Ha Noi, ngay 002 thang 8 nam 2011

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

Bo Y & Viét Nam ching nhan nhimg dung cu Y 1€ dudi day dugc sin xudt bai
ty ¢d phdn Khai Hoan va dugc quin Iy gidém st theo nhimg quy dinh vé quan Iy
thi€t bi Y t& clia BO Y 1& Viét Nam, déng thoi dugc phép luu hanh tai Viét Nam va b
thi trudmg nudc ngodi.

The Vietnam Ministry of Health certifies that following Medical De
manufactured by KHAT HOAN JOINT STOCK COMPANY are supervision as stipyl
in the Vietnam Ministry of Health's regulations on management of Medical equip
| and allow to be sold in Vietnam and overseas markets.

Tén cong ty san xudt : Cong ty ¢d phian Khai Hoan.
Manufacture : KHAI HOAN JOINT STOCK COMPANY
Dia chi: 4p Cdu Sat, xa Lai Hung, huyén Bén Cit, tinh Binh Duong.

Address : Cau Sat Hamlet — Lai Hung Commune - Ben Cat District
Binh Duong Province - Vietnam.
San phdm: Giang tay cao su kham bénh.
Product: Latex examination glove,
del : POWDER -~ XS:S:M: L& XL
Gidy chimg nhan v do tiéu thu hang s6: 10/2011/8yT-18-CT  Ngay cép phat: 02/ 820
Free Sale's Certificate No : 102011 /BYT-TB-CI Date of issue : 02/ 8/20

1I/L BO TRUONG
CHOUNG THUC BAN SA0 VU TRUONG
BUNG VOI B ..‘l_m\m VU TRANG THIET BI - CONG TRINH Y TF
SN Ob FOR MINISTER OF HEALTH
" "”;\f;“ 19 2,29 ,;p‘:‘ ‘ 4&*#)“' ARTMENT OF MEDICAL EQUIPMENT &
> ONSTRUCTION
DIRECTOR

/ @ oin Fhank Gizom

Nguyén Minh Tudn

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
S3: 162011 /BYT-TB-CT Poe lap - Tu do - Hanh phiic

Ha Néi. ngéy 22 thang & niam 2011

GIAY CHUNG NHAN PUOC TU DO TIEU THU HANG
FREE SALE'S CERTIFICATE

Bo Y t€ Viét Nam ching nhin nhimg dung cu Y 1& dudi day dwoc sin xudl bdi Cong
ty ¢& phin Khai Hodn vA duoc quan 1Y gidm-sdt theo nhimg quy dinh vé quin |y trang
thi¢t bi Y ¢ cha Bo Y t€ Viét Nam, d6ng thoi duge phép luu hanh tai Viet Nam va ban ra
thi trudng nude ngodi.

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

Teén cong Ly san xudt : Cong tv ¢d phan Khai Hoan.

Manufacture : KHAI HOAN JOINT STOCK COMPANY

Piachi: fp Cdu Sir, xa Lai Hung, huyén Bén Cat, tinh Binh Duung.

Address :  Cau Sat Hamlet - Lai Hung Commune  Ben Cat District
Binh Duong Province - Vietnam.

Séin pham Gang tay cao su khdm bénh.
Product: Latex examination glove. |
Medel : POWDER FREE XS:S:M; L & XL.

Gidy ching nhan ty do ticu thu hang s6: 16201 1/BYT-TB-CT  Ngay cap phat; 22/ 8,201 1
Free Sale's Certificate No @ 16/2011 /BYT - TECT Dale of ssue - 22/ 872011

1/L BO TRUGNG

VU TRUONG : :
CHUNG THUC BAN SAQ 7 m;’;; :1:',::,',':”;0’:,(} Tnlfx]':ﬂ e
PUNG VOI BAN © HiN : AL
S ehime '_ : p!]kcma'{)\EI’xRTMENTOF MEDICAL EQUIPMENT & ,
5 i 2 H CONSTRUCTION

DIRECTOR

' ' ) Gioin Fhank Ditn Nguytén Minh Tuan

b

@ E

150 8701 2063 IS0 13435 ?l’x’h 150 22000 2005

&

——
ALCADE 0L 559 e,
UL Marking  QuATEST?

©)

. et
7 % 7
(5] {
¥ Al Ly
b~ o

Free Sale’s Cenificete Circulation Cerbifizate



COVID 19

Vglove Non sterlle Powder-free Latex/ Nltrlle gloves

.
~"“H . ! . » : ¢

Vietham QUATEST3

TONG CUC TIEU CHUAN PO LUONG CHAT LUONG
O DIRECTORATE FOR STANDARDS AND QUALITY

QUATEST 3‘5’ TRUNG TAM KY THUAT TIEU CHUAN DO LUONG CHAT LUONG 3
QUALITY ASSURANCE AND TESTING CENTER 3

GIAY CHU’NG NHAN
CERTIFICATE

$6 1 No.: 12-07
(KH1-CNL-2019)

Chirng nhan san pham / This is to certify that:

GANG TAY CAO SU Y TE / MEDICAL RUBBER GLOVES
Nhan hiéu / Erand name: .\/Glove‘

Frotec: Your Lilte
Loai / Types: Khong tiét triing loai |, ¢ bdt hodc khdng cb bdt / Non- stenle Type |, Powdered
or Powder free

Kich ¢& / Sizes: 75. 83, 8¢, 95, 108. 114 (mm)

Duroc san xudt tai / Manufaciured st CONG TY CO PHAN VRG KHAI HOAN /

VRG KHAI HOAN JOINT STOCK COMPANY

Bia chi' Thira dét s 233 To ban 66 sb 37. Ap Cau Sét, X3 Lai Hung, Huyén Bau Bang,
Tinh Binh Duong /

Address Land parcel No. 233, Map No. 37, Cau Sat Hamlet. Lal Hung Commune, Bau Bang District,
Binh Duong Province

Phi hop voi tiéu chudn / Conforms o the standerd: ASTM D 3578-05
Standard Specification for Rubber Examination Gloves
Phwong thire chivng nhan / Certification schome:
Phuwong thire 5/ Scheme 5

(Théng tu sb 28/2012/TT-BKHCN ngay 12/12/2012 va Théng tv sb 02/2017/TT-BKHCN
ngay 31/3/2017 clia Bo Khoa hoc va Céng nghé)

(Curclar No. 28/2012/TT-BKHCN dated Dacember 12" 2012 and Crrcular No 02/2017/TT-BKHCN
dated March 31 2017 of Ministry of Science and Technology)

Gidy chimg nhén nay cé gia trj tir 04/6/2019 @én 03/5/2022
The certificate remains valid from May 04", 2019 to May 03~. 2022
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_ R‘EGIS'I;‘;R‘ATI()N FOR CIRCU LATION OF
MEDICAL DEVICE MANUFACTURING IN VIETNAM

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

” " . Pon vi (Company): CONG TY CO PHAN KHAI HOAN
GIAY CHONG NHAN o o ,
DANG KY LUU HANH SAN PHAM TRANG THIET B Y TE Dia chi (Address) : Ap Chu sét, x4 Lai Hung, huyén Bén cét,
SAN XUAT TAI VIET NAM ol Ty Doicg
Dién thoai (Tel) : 0650 3591220 Fax : 06503591225
CERTIFICATE PUGC 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 cit Luat Ch4t lugng san phim, hang hoé ngay 21/11/2007.
Based on Law on Quality of products and goods dated November

21, 2007.
- Tén san phém: GANG TAY CAO SU Y TE
— Can cit Thong tu s6 07/2002/TT-BYT ngay 30/5/2002 cia Bo Y t€ (Name of the product)
vé huéng din dang ky luu hanh san phdm Trang thiét bi y t€.
Based on Circular Letter 07/12002/TT-BYT dated May 30, 2002 of - Ky mé hi¢u san phdm: KHPPEX, KHPFEX, KHPPSS
the Ministry of Health on guiding for circulation registration of (Model and Serial number)
medical device.
- Tiéu chudn cong b6: ASTM D 3578-05
— Xét hé so va don dé nghi cdp s6 dang ky luu hanh sin phdm clia (Conform to the Standards of)
don vi.
Having examination of documentatzon and application letter for
circulation of medical device submitted by the applicant. - S6 dang ky Iuu hanh dugc cip: 15/2011/BYT-TB-CT
(Registered number)
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