MEDICAL
GLOVE

Nitrile Glove
(Powdered/ Powder Free)



Vglove — Nitrile glove
Power Free

Glove Nitrile it's protect
for Doctor when
treatment for Patients.
Elastic Glove it work well
on different weather.
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SPECIFICATION CARTON

Size: 360mmx260mmx240mm
Weight: 4kg/carton

1 Carton : 10 boxes

1 boxes : 100 pieces
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Product information

Vglove — Nitrile glove

Power Free

MATERIAL Artificial Nitrile rubber

Do not pasteurized powder

Kind Used for both hands, rough fingertip surface, wrist

trim, white and blue
Accord with ASTM D6319 standards
Quality Manufactured under IS0 9001: 2008, ISO 13485:2003, IS
standard 22000:2005.
quality management system.
S Produced from 100% nitrile (Acrylonitrile-Butadiene)
Extra-small, Small, Medium, Large, Extra-large.
Glover size

Size is marked on the container with black ink

Preservation

Store in a cool, dry place, temperature not higher than
30 degrees Celsius.

Expiry date 3 years from the date of manufacture

SIZE VRG KHAI HOAN ASTM D6319
Length . 220 min (XS, S)
(mm) 230 min 230 min (M, L, XL)

75+ 5 (XS) 70 + 10 (XS)

. 85+5 (S) 80+ 10 (S)
Width 95+ 5 (M) 95+ 10 (M)
(mm) 105+ 5 (L) 110+ 10 (L)

115 + 5 (XL) 120 + 10 (XL)
Thickness Finger: 0. 08 mm min Finger: 0.05 mmmin
(mm) Palm: 0.06 mm min Palm:0.05 mm min




Product information

Vglove — Nitrile glove
Power Free

PHYSICAL AND CHEMICAL INDICATORS

Tensile strength (MPA) Tensile strength (MPA)
Before aging: 18 Mpa min Before aging: 14Mpa min
After aging: 20Mpa min After aging: 14Mpa min
Tensile
Elongation at break (%) Elongation at break (%)
Before aging: 600% min Before aging: 500% min
After aging: 500% min After aging: 400% min
Powder content Maximum 2 mg /glove
Protein content No protein
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Vglove Certificate

Certificate of Compliance

C€

We hereby declare that the technical file of product complicd with the requirement of
Council Directive on Medical Devices SVSZEEC as Amended 2009/47/EC.

Certificate No.: CE-32287
Manufacturer
Name : Khai Haon Joint Stock Company

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

Products : Powder Examination Gloves & Powder-Free Examination Gloves

The Certification hody has porformed an audit of the above product quality systom covening the design,
manufncture and final inspectivn of the certified product. The quality system has been ansessed, approved
and ie sabect Lo continwous siirvellsnce sccording %o Councll Dervetive on Medieal Dovices SVAZEERC a0
Amonded 2007T/4TEC

This certificate is issued under the following conditions:

L 1 oapphios anly w0 the quslnty system maintained n the manufocture of above referenced models
and it dovn net subatitute the design or typeexamination procoditres, if requosted
2 The cortificnte remains vabid until the manufactunng conmditions or the quality systoms wre

changed.
1. The certificate validity & conditioned by posstive restilts o surveillance sudita
The CE mark as shown shove can bo used, under the responsibality of the facturer, after completion of

an EC Declzration of corformity and compliancs with all relevant £C Divectives. The statemont is based on
w wingde vesbuation of one plo of abovy d peoduct, It dows not imply s assessinent of the whels
prodution

Validity of this certificate can be verified at www.ukcertifications,org.uk/verify

Date of initial registration
Date of this Certificate
Certificate Expiry

Recertification Due (subiect 1o the company maintaining ns
system to the reguited standard)

TS §

Authorised Signatory

12" May 2020
12* May 2020
1™ May 2021
11% May 2023

This cernfione i e pripeny of UK Cendficmen & Tnspocoss Lunstod and sl be remursed smmodianely i regaess
THTS St Sier, Covomt Ganden, Londes, WEIH 900, Uninad Kingdon
Wabens - wan hienvlioaiome (v sl ommanl - oo whoomilhe sthions vy o4
Compatry N 1IMTES
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Vglove Certificate
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EMERGO & EUROPE

26 May 2009

Mr. Terence Lim

Khai Hosn Joint Stock Company
Cau Sat Hamlet, Lai Hung Commune
Ben Cat District, Binh Duong
Vietnam

Dear Terence;

1 am writing to inform you that today, we havo notified by registered mail the Dutch Competent
Authority

With this notification, ~_has met the requirements of Article 14 of the
Madical 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, Khal Hoan Joint
Stock Company ¢an consider the respective devices and Authorized Representative as officially
registered

If you have any questions, please do not hesitate {0 contact me.

Yours sincerely,

G

Rene van de Zande
President & CEO

EmergoEurope.com

mergo Europe Malenstrant 15, 2513 tH The guet, The Netherl Telephone: «31.70.345.8570 Fax: <31,70,344.7299




Vglove Certificate

(€ Registration Certificate

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

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have recejved Medical Device Registrations on the following date:
26 May 2009
See attached product listing
Emergo Europe Registration Number: NL/CA01/601529
The Manufacturer has provided Emergo Europe with the-appropriate Declaration(s) of

Conformity confirming that the Medical Devices fulfill the applicable requirements of
Directive 93/42/EEC,

June 2009

Wy

Rene van de Zande
President & CEO
Emergo Europe

ImergoEurope.com 72 st ro,

merga Europe Malenstraac l'x'. 2513 BH The Hague, The Netherlands Telephone: +31.70.345.8570 Fax: —}'.7!).;’46./'799




Vglove Certificate

:xff (C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
"""‘;wh Food and Diug Administration

10903 New Hampshire Avenue
Dacument Control Room -W066-G609
Silver Spring, MD 20993-0002

FEB 2.3 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-Colorcd)
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: [
Product Code: LYY
Dated: January 14, 2010
Received: January 19, 2010

Diear Mr. Lim:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act includc
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or claqs m
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 10 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



Vglove Certificate

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 or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part:801); medical device reposting
{reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part §20);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act) 21 CFR 1000-1050.

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

http://www fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm 1 1 $809.htm for
the Center for Devices and Radiological Health's (CDRH’s) Office of Compliance. Also,
please note the regulation 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 803), please go to

hetp:/fwww.fda.gov/iMedical 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, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp:/fwww.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default htm.

Sincerely yours,

o, Svor(Fnry,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospltal.
Infection Control and Dental Devices
Office of Device Evaluation
Center for. Devices and
Radiological Health

Enclosure



Vglove Certificate

bsi.

Giay Chiing Nhan

THUYC HANH SAN XUAT TOT - GMP

Xac nhdn ring: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau S&t,
X3 Lai Hung, Huyén Bau B3ng,
Tinh Binh Duong,
Viét Nam

Giit gidly ching nhén s5: BSIVN 1313/2019

va thyc hién Thyc Hanh S3n Xudt Tot phl hgp vdi cac yéu Gu 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 tring c6 bot va khong bot.
- Gang tay nitrile y té khong tiét tring, khéng bét.

S .

Dai dién cho tip doan BSI: Téng Gidm dbc BSI Viét Nam, Ong L& Duyén Anh

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

Ngay sifa ddi sau clng: 10/06/2019 Ngay hét hiéu luc: 09/06/2022
Trang 1/1

{3

O' making excellence a habit.

F
S—
F



Vglove Certificate

bsi.
Giay Ching Nhan

HE THONG QUAN LY CHAT LUONG - ISO 9001:2015

By Royal Charter

Xac nhn réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sit,
X3 Lai Hung,
Huyén Bau Bang,
Tinh Binh Duong,
Viét Nam

Gilr gidy chirng nhan s&: FM 548618
va thuc hién Hé Théng Quan Ly Chat Lugng phl hgp vdi cac yéu cau cua ISO 9001:2015 cho pham vi:
San xuat va phan phéi:

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

Pai dién cho tap doan BSI: Chris Cheung, Phu Trach Sy Tudn Thi & Rui Ro Chau A Théi Binh Duong
Ngay dédng ky dau tién: 01/06/2009 Ngay hiéu luc: 01/06/2018
Ngay sira doi sau cing: 30/05/2018 Ngay hét hiéu lyc: 31/05/2021
Trang: 1/1
bsi.
am
\ 4 2 ..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 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, Knowdhill, Milton Keynes MK5 8PP, Tel: + 44 845 080 9000

BSI Assurance UK Uimited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of the BSI Group of Companies.



Vglove Certificate

bsi.
Giay Chung Nhan

HE THONG QUAN LY CHAT LUONG - ISO 9001:2015

By Royal Charter

X4c nhan ring: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sét,
X3 Lai Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chimg nhan sé: FM 548618
va thuc hién Hé Thdng Quan Ly Chat Lugng phl hgp vdi céc yéu ¢au cla ISO 9001:2015 cho pham vi:
San xudt va phan phdi:

Gang tay cao su thién nhién y t& khong tiét tring cé bot va khong bot;
Gang tay nitrile y té& khong tiét triing khong bot.

Pai dién cho tap doan BSI: Chris Cheung, Phu Trach Sy Tudn Thi & Rii Ro Chau A Thai Binh Duong
Ngay déng ky dau tién: 01/06/2009 Ngay hiéu luc: 01/06/2018
Ngay sira ddi sau cing: 30/05/2018 Ngay hét hiéu luc: 31/05/2021
Trang: 1/1
s ..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 9001: 2015 requirements may be obtained by consulting the
organization. This certificate ts valid only if provided original coples are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowdhill, 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.



Vglove Certificate

bsi.

Giay Chung Nhan

8y Royal Charter

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

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

Gilt gidy chimg nhén sé: MD 548620

va thuc hién Hé Thdng Quan Ly Chat Lugng phl hop véi cac yéu cdu cla ISO 13485:2016 & EN ISO
13485:2016 cho pham vi:

San xudt va phan phdi:
Gang tay cao su thién nhién y té khong tiét tring c6 bot va khong bat;
Gang tay nitrile y té€ khong tiét triing khong bét.

S e '

Dai dién cho tap doan BSI: Stewart Brain, Giam D¢ Tuan Thu & Rui Ro - Thiét Bj Y Té
Ngay déng ky dau tién: 18/05/2009 Ngay hiéu luc: 18/05/2018
Naay sifa ddi sau clng: 02/05/2018 Ngay hét hiéu luc: 17/05/2021
3 Trang: 1/1
UKAS
an .making excellence a habit.

This cartficata was issuss ¢lectronically and remains the property of BSI and is bound by the conditions of contract,

An electronic certificate can be authenticated onling, Printed copies can be validated at waww bsigroup. com/Qient Directory or telephone +84 (28) 38 200 066
Further clarfications regarding the scope of this cestificate and the applicabiity of 150 13485:2016 & EN 150 13465:2016 requirements may be obtained by consuiting
the organization. This certificate is valid only if provided criginal coples are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knawthil, Milton Xeynes MKS §PP. Tel: + 44 845 080 9000
ASH dcaranca LK 1imitad 'nnM In Frntand (indar numibsae 790771 o 200 Chindck Wink Onad D nndon WA 281 11V



Vglove Certificate

bsi.
Gidy Ching Nhan

HE THONG TRACH NHIEM XA HOI - SA 8000:2014

By Royal Charter

Xac nhan rang: CONG TY CcO PHAN VRG KHAI HOAN
Ap Cau Sat,
Xa Lai Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chig nhan so: SA 598117

va thuc hién Hé thdng Trach Nhiém Xa Hoi phi hdp vdi céc yéu cau clia Tiéu Chudn Trach Nhiém X& Hai
SA 8000:2014 cho pham vi:

San xudt va phan phéi gang tay y té cao su c6 bot va khdng bot, géng tay
cao su nitrile bao gém cac qua trinh tiép nhan nguyén vat liéu latex/ nitrile,
phéi tron, tao déng, lwu hoa, tach chiét, nhing bot bap/chlorine, sdy khd,
kiém tra va dong goi.

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

N

Pai dién cho tap doan BSI: Tong Giam Boc BSI An D6, Venkataram Arabolu
Ngay ddng ky dau tién: 19/11/2013 Ngay hiéu lyc: 19/11/2019
Ngay sira déi sau clng: 11/11/2019 Ngay hét hiéu luc: 18/11/2022

B Trang 1/1
=i making excellence a habit’

This cortificate was issued clectronkcally and remains the property of BSI and i bound by the conditions of coniact

An - an be & orten. Printed coples can be valdated ot www by S0 Con T e Drectony o telephong «#1 11 2692 9000

1 urther Canbeatons reganding he scope of i cificate and tha sopbcabiny of SA 5000 2014 reqursrments vy be cttined by consulting the cryanizason This cortficate 1 veled ordy
¥ provdod ongoal Copeas @0 In Complete sct

Socel A wl g oer Bors in he SA B000 procass anly recognics SA 8000 ceriicates ssusd by Gualiied Canfication Bodies granted scorediation by SAAS
oand 9o not rocognize the vakdty of SA 8000 les s50ed by e o organizations accredied by an entily ofher than SAAS. Stakehciders can confirm the
valicity of an aocredited SA BOOO corfcate at this wobsite, w233 000/ 0AXI0N OQ/CRTICaISn

BS54 The MIRA Corpornte Sutes (A-2), Mot 1 nd 2, lshwar Nagar, Mathura Road, New Delty 130 065

A Mormbear of the B52 Geoup of Comparses




Issued to: VRG Khai Hoan JSC \
Cau Sat Hamlet
SA I RA Lai Hung Commune
Bau Bang District
I Binh Duong Province
. 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 |l product.

Product reference: Description:
PFNBR Non-sterile powder free nitrile examination gloves
Sizes: Classification:
XS8/6, SI7, M/8, L/9, XL/10 EN ISO 374-1: 2016 / Type B Level EN ISO 374-4:2013 % Degradation
40% Sodium hydroxide (K) 6 -13.2
30% Hydrogen peroxide (P) 4 5.3
37% Formaldehyde (T) 6 4.6
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 documents:
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: 5 /{\#L Tara Saunders A UPM Austin Simmons
Date first issued: 23/11/2018
Date of issue: 23/11/2018 Expiry date:  23/11/2023

K Page 1 of 2 )

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.




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.

s 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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