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Achieving ISO 9001: 2015 standards; ISO 13485: 2016;

FDA 510K certificate exported to the US,

CE Marking standard exports goods to Europe,

Ministry of Health Certification and QUATEST3 Certificate
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We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Powdered gloves
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We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Powdered gloves

VGLOVE

PRODUCT Powdered Latex Examination Gloves

MATERIAL Natural high grade latex

POWDER CONTENT Powder content <10mg/dm2

PROTEIN LEVEL Aqueous extractable protein : 200ug/g or less with label
claim

COLOUR Natural

DESIGN & FEATURES |Ambidextrous, beaded cuff, smooth or fully palm textured.

PACKING 100pcs / inner, 10 inners / carton
BRAND VGLOVE
PHYSICAL Size Palm Width Length (mm)
DIMENSIONS (mm)
Extra small <80 min 240
Small 85+ 3 min 240
Medium 95+ 3 min 240
Large 105 + 3 min 240
Extra large >110 min 240
THICKNESS Measurement Location Single Wall (mm)
Finger tip (at 13 + 3mm from the min 0.01
extreme tip) min 0.01
Palm (at centre of palm)
PHYSICAL Before Aging After Aging
PROPERTIES (70 = 20C for 7
days)
Tensile Strength min 18.0 min 14.0
(Mpa) Elongation | . eay min 500
@ break(%)

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Powdered gloves

VGLOVE

FUNCTIONAL BENEFIT - Protection from unwanted & dangerous substances

- Easy donning and help s prevent roll back
- Softness provides superior comfort and natural fit. Fit more
comfortably, reduced hand fatigue & respiration.

- Beaded cuff makes easy donning and guards against
tearing.

- Ambidextrous and straight finger

QUALITY STANDARD |ASTM D3578 (05) standards
Under GMP practice.

Using FDA approved absorbable corn starch, USP grade
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We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Free Powdered gloves

Product

white

We donate 1 yen per mask 1
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Material Synthetic Nitrile latex.
Type Non-Sterile Powder-Free.
Ambidextrous; Finger Tip Textured; Beaded Cuff; White or Coloured (Blue,
Light Blue, ...)
Quality Conforms to ASTM D6319
Standards Manufactured under 1ISO9001: 2008, ISO 13485:2003. ISO 22000:2005 Quality

Management System.
Manufactured from 100% nitrile (Acrylonitrile-Butadiene)

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

PHYSICAL DIMENSIONS

DIMENSIONS Standards
DIMENSIONS VRG KHAI HOAN IASTM D6319
Length (mm) 230 min 220 min (XS, S) 230 min (M, L, XL)
Width (mm) 75 %5 (XS) 70 * 10 (XS)

85+ 5 (S) 80 £ 10 (S)

95+ 5 (M) 95+ 10 (M)

105 x5 (L) 110 +10 (L)

115 £ 5 (XL) 120 £ 10 (XL)

Thickness- Fingers : 0. 08 mm min Fingers :0.050 mm min Palm :0.05 mm min

Single wall (mm) Palm : 0.06 mm min

PHYSICAL PROPERTIES AND BIOCOMPATIBILITY

Tensile Tensile strength (MPA) Tensile strength (MPA)
Before aging: 18Mpa min Before aging: 14Mpa min
After aging: 20Mpa min After aging: 14Mpa min
Elongation at break (%) Elongation at break (%)
Before aging: 600% min Before aging: 500% min
After aging: 500% min After aging: 400% min
Powder Content 2 mg/glove maximum

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Free Powdered gloves

PRODUCT PACKAGING V G L O V E

Dimensions: 360 mm x 260 mm x 240 mm

Weight: ~ 4 kgs / carton
Quantity: 10 boxes / carton
' 240 mm

360 mm

Free Sale's Certificate
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FDA 510K ISO SA8000

- CE Marking
QUATESTS

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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STERILE SURGICAL LATEX GLOVE
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We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.




gUINﬁEDM VINACOM VIETNAM INTERNATIONAL INVESTMENT CO., LTD.

? Hanoi - Tokyo - Hamamatsu - Nazoya E’g} Fftos:ffvrww.vinacom.co.jp Q +81-80-2644-4541 thao@vinacom.co.jp
Product Sterile surgical latex gloves, steriled by E.O gas
Material Natural high grade latex
Powder content K10 mg/dm?2
Protein level Aqueous extractable protein : <200ug/g/glove
Colour Natural latex colour
Design and Hand shaped curves, distinguishing left hand and right hand, beaded cuff.
features
Packing 1 pair/bag, 50 bags/box, 4 box/carton
Brand Vglove
Physical Size Palm Width (mm) Length (mm)
dimensions
6.0 77 +5 280 + 5
6.5 83+ 5 280 + 5
7.0 89 + 5 280 + 5
7.5 95+ 5 280 + 5
8.0 102+ 6 280 + 5
Thickness 0.10 mm
Physical Before Aging After Aging
properties :
Tensile Strength (Mpa) 21 16
Elongation at break(%) 700 550
Weighting Size 6.0 7.0 £ 0.3gr
am
(gam) 6.5 8.0 + 0.3gr
Tolerance: * 7.0 9.0 £ 0.3gr
0.3gr
7.5 10 + 0.3gr
8.0 11 + 0.3gr
Functional - Sterile surgical latex gloves used during the examination, treatment diagnosis and
benefit surgical operation to protect against disease transmission between patients and the
use of surgical gloves.
- Distinguishing left and right hand, softness provides superior comfort and natural fit.
Fit more comfortably, reduced hand fatigue & respiration.

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Quantity: 8 boxes / carton STERILE SURGICAL LATEX GLOVE

Dimensions: 580 mm x 300 mm x 450 mm

Weight: ~15 kg/ carrton V G L O V E

e . xl.lf.lnll-.l.!-
1SO 9001:2015 e FDA 510K IS0 548000 GE Marking
QUATEST3

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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By Royal Lhartes

Giay Chi'ng Nhan
THYC HANH SAN XUAT TOT - GMP

Xac nhdn ring: CONG TY CO PHAN VRG KHAT HOAN
Ap Chu S&,
X3 Lai Hung, Huyén Bdu Bing,
Tinh Binh Duong,
Vilt Nam

GilY gidly chimg nhén s5: BSIVN 1313/2019

va thyt hién Thyt Hanh San Xudt T8t phi hop vdi cic yéu Gu cia GMP-HACCP (CAC/RCP 1-1969,
Rev.4-2003) cho pham vi:

San xudt va phan phdi:

- Gang tay cao su thién nhién y té khong tiét trung cé bdt va khong bot.
- Géng tay nitrile y t& khdong tiét trung, khong bét.

o, awostt ’.

Dai dién cho tép doan BSI: Téng Giém dbc BS! Viét Nam, Ong Lé Duyén Anh

Ngay ding ky dBu tién: 10/06/2019 Ngay hiéu hyc: 10/06/2019

Ngay sia 68l sau cung: 10/06/2019 Noay hit héu luc: 09/06/2022
Trang /1

v

making excellence a habit’

F
~
F

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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HE THONG QUAN LY CHAT LUONG - ISO 9001:2015

By Royal Charter

Xéc nhan ring: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau S&t,
Xa Lai Hung,

Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilr gidy chilg nhan s&: FM 548618
va thuc hién Hé Théng Quan Ly Chat Lugng phi hgp vdi cac yéu cdu cta ISO 9001:2015 cho pham vi:
San xudt va phan phdoi:

Géang tay cao su thién nhién y té khéng tiét trung co bot va khdng bot;
Gang tay nitrile y té khong tiét trung khong bét.

@

Dai dién cho tap doan BSI: Chris Cheung, Phu Trach Sy Tudn Thu & RUi Ro Chdu A Thai Binh Dudng

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

Ngay sifa doi sau cung: 30/05/2018 Ngay hét hiéu lyc: 31/05/2021
Trang: 1/1

‘ @ = —— making excellence a habit”

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

An electronic certificate can be authenticated onling, Printed copies can be validated at www bsigroup, com/Client Directory or telephone +84 (28) 38 200 066
Further clartfications rding the scope of this certificate and the appliicability of 1SO 9001: 2015 requirements may be obtained by consulting the
organization. This s valid only ¥ provided original coples are in complete set.

Inforrnation and Contact: BSI, Kiterark Court, Davy Avenue, Knowihill, Milton Keynes MKS 8PP, Tel: + 44 845 080 9000

851 Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W+ 4AL, UK.

A member of the BSI Group of Companies.

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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Giay Chung Nhan

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

X4c nhdn réng: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sit,
X3 Lai Hung,
Huyén Bau Bang,
Tinh Binh Ducng,
Viét Nam
Gilr gidy chimg nhén s&: MD 548620
va thyt hién Hé Thdng Quan Ly Chat Lugng phi hop véi cic yéu cdu clia 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 khdng tiét trung khong bét.

s i

Dai dién cho tap doan BSI: Stewart Brain, Gidm Dic Tudn ThO & RUI RO~ Thi&t BI Y Té
Ngay déng ky dau tién: 18/05/2009 Ngay hiéu luc: 18/05/2018
Ngay stra d6i sau cung: 02/05/2018 Ngay hét hiéu lyc: 17/05/2021

3 Trang: 1/1
UKAS
wES o .
S—— making excellence a habit

This certficate wos msuod eloctronically and remains the property of BS1 and s bound by the condiions of contract.

An electronic cartificate can be authenticated oniing, Printed copies can be validatad at www begroup. com/Cient Diectory of telephone +84 (25) 38 200 055
Further darifications regarding the scope of this certificate and the applicabiity of 15O 13485:2006 & EN 1SO 13485:2016 requirements may be obtained by consutting
he organization. This certificate i valid only if provided origimal coples are in complete set.

Information and Contact: BSI, Kiternark Court, Davy Avenue, Knowihil, MBon Keynes MKS 8PP, Tel: « 44 545 080 9000
ARSI Acmranre LK LimPand sanictarar in Frndund (ndes somdue 7005771 o 200 Mirudct Wiok Saad § andes WA 200 LW

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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HE THONG TRACH NHIEM XA HOI - SA 8000:2014

CERTIFICATE

Xéc nhan ring: CONG TY CO PHAN VRG KHAI HOAN
Ap Cau S,
Xa Lal Hung,
Huyén Bau Bang,
Tinh Binh Dudng,
Viét Nam

Gilf gidy chimng nhan s&: SA 598117

va thuc hién HE thing Trach Nhiém X3 Hoi phis hap véi cac yéu cau ciia Tiéu Chudn Trach Nhiém X3 HoI
SA 8000:2014 cho pham vi:

San xudt va phan phéi ging tay y té cao su c6 bt va khong bot, gang tay
cao su nitrile bao gém cac ua trinh ti€p nhan nguyén vat liéu latex/ nitrile,
phdi trdn, tao dbng, lvu héa, tach chiét, nhing bot bip/chlorine, sdy khd,
kiém tra va déng goi.

Cac qua trinh gia cong ngoél Kh&ng

Cac qua trinh hgp dong ngoai
Dal dién cho tap doan BSI: Téng G,amoécasmnoo Venkataram Arabolu
Ngay dang ky dau tén: 19/11/2013 Ngay hiéu luyc: 19/11/2019
Ngay sifa d8i sau cing: 11/11/2019 Ngay hét hiéu Iyc: 18/11/2022
v % Trang 1/1
0"30‘
= making excellence a habit
Thes cents Wi 30T ¢ y &g the property of BSI and 15 Bound by e conditions of Coniract
A slocton cotficate can be Subenticated crire. Pricted coples can te valdated 3 www D9 G003 £om G et Dueciony Or iephone +41 11 2062 000

| e CHPACatons (egedny) P scope of Tes Caiicste wxl e apphcataty of SA 0D 2014 roparerments iy be obtsned by coneuing (he crgarssston The corifcste i waikd ondy
¥ provoed angoel Copeos a0 N Complote st

ool Accountatilty intormetionsd md ofer Maharcidon » e SA 5000 process ardy | om0 SA 0000 certhcanes s Dy Quattad Cariicaton oot grarte: sccredteton by SAAS
@nd do not recogrize the valkdity of SA 5000 ssued by ur o orgae Dy an entity ofer Pan SAAS Staketciders can confrm the
vabdity of an socrected LA DOUD carthoane of tha websfe 'a's 5209 200 SOAN0T. m,rr,m

D00, The MISA Corpormie Sutos (A-2), Mt | and 2 Iehwar Nager. Matturs Host New Delty 110 008

A Marmber of the BS Geoup of Companes

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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U e VGLOVE
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MERGO & 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:

I 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:

* 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 can consider the respective devices and Authorized Representative as officially
registered.,

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

Yours sincerely,

Rene van de Zande
President & CEO

EmergoEurope.com

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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CERTIFICATE

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Fond and Crug Admnistravion
10903 New Hampshire Avenue
Docusent Conirol Roam -W066-G609
Silver Spring, MD 20993.0002

FEB 2.3 2010

Mr. Terence Lim

Quality Assurance Manager

Khat 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: [
Product Code: LYY
Dated: January 14, 2010
Received: lanuary 19, 2010

Dear Mr. Lim:

We have reviewed your Section S10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH docs
not evaluate information related o contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into zither class 11 (Special Controls) or class I
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements conceming your device in the Federal

Register.

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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CERTIFICATE

Page 2 — Mr. Lim

VGLOVE

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complics 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 [imited to: registration
and !isting (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(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 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go 1o

hup://www.fda gov/AboutFDA/CentersOffices/CDRH/CDRHO(ffices/ucm 1 15809, 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 rcporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to

htp:/iwww.fda.gov/Medical Devices/Safety/ReportaProblem/default. him 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

http://www fda.gov/Medical Devices/R reesforY ow/Industry/d Jhm.

Sincerely yours,

o, Sso(Fnry,

AnthonyD Watson, B.S., M.S., M.B.A.
Director
Division of Ancsthesiology, General Hospital,
fnfection Control and Dental Devices
Office of Device Evaluation
Center for. Devices and
Radiological Health

Enclosure

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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CERTIFICATE

Gau St Pt a6 Mo

VGLOVE

Yodicatiops:for Use |
Anplicat - KHALHOAN JOINT.STOCK COMPANY

SIO(k)Nmnhcﬁ(jﬂwwu) KO92681 .
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We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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TONG CUC TIEU CHUAN CONG HOA XA HOI CHU NGHIA VIET NAM
PO LUGNG CHAT LUONG Doc l§p - Ty do - Hanh phiic
TRUNG TAM KY THUAT
- - ¢
TIEU CHUAN DO LUONG CHAT LUUNG 3

S&: 0710/QD-KT3 Tp. Hé Chi Minh, ngay 04 thing 5 nam 2019

QUYET DINH
Vié viée cip chimg nhin sin phim
) GIAM DOC
TRUNG TAM KY THUAT TIEU CHUAN PO LUONG CHAT LUQNG 3

Can cir Quyét dinh s 1668/QD-TDC ngity 26/8/2014 cila Téng cyc TCDLCL vé viée ban hinh
Didu K 18 chirc vi hogt djng ciia Trung tim K3 thuit Tiéu chudn Do luimg Chit hugng 3 (Trung tim
Ky thujt 3);

Céin cit Thong tu sb 287201 2TT-BKHCN ngiy 1271222012 cia B Khoa hoc vi Cdng nghé quy
dinh vé cdng bd hop chudn, cdng bd hop quy vi phuong thirc dénh gid sy phit hop véi tiéu chudn, quy
chudn k§ thudt va Thong tir sb 027201 7/TT-BKHCN ngiy 31/3/2017 vé sir di, bd sung mit sb dicu
ctia Thing tur s6 282012/ TT-BKHCN ngdy 12/1222012;

Cain cir Quyét dinh sb 1186/QD-KT3 ngiy 25/6/2013 ciia Gidm ddc Trung tim K§ thujt 3 quy
dinh ndi dung va thil tyc chimg nhin sin phim phis hop tiéu chudin va quy chudn k thuft qubc gia;

Theo & nghj cia Triromg Phong Chimg nhén sén phdm,

QUYET DINH:

Didu 1. Clp gidy chimg nhin sé 12-07 (KH1-CNL-2019) cho sin phim ging tay cao su
y &, logi: khong tiét tring loai 1, cd bt hojc khdng c6 bt phil hop tiéu chuin ASTM D
3578-05 (xem chi tiét tgi gidy chimg nhin), do Cdng ty Cb phin VRG Khai Hodn sin xuit.

Didu 2. Gidy chimg nhin c6 higu lyc tir ngiy 04/5/2019 dén ngay 03/5/2022.

Diéu 3. Trong thoi gian higu lyc cia gidy chimg nhin, Cdng ty C5 phin VRG Khai
Hodn phai thyre hign ding céc quy dinh vé quyén vi trich nhi¢m ciia co s& duge chimg nhin
vk céc quy dinh lién quan trong quy dinh QDKT3 28 - Quy dinh ni dung va thi tyc chimg
nhin sin phim phit hop tiéu chudn va quy chudn ky thujt quéc gia/p_

Noi nhin:
- Nhur diéu 4;
- La: VT, N7

“““Mai Viin Siing

0 Trw wit iy 49 Pastowe, Quin |, Thieh phe 155 O Manh  Tel: (54-25) SE29 4274 Fan: (R4-25) 309 3012 Eomil: miofiquetcst} com v
K Thi mghidonc 7 Bodmg o | K ON Bdn Ha | Teb (251 MO 6212 Fax: (34-230) 30 6298 Eamail: g hythouttndtguatest 3 com. va
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1 / 2 JY TE BINH DUONG CONG HOA XA HOQI CHU NGHIA VIET NAM
Péc lip - Ty do - Hanh phic
S6 :170000063/PCBA-BD Binh Dwong, ngay 09 thang 11 nam 2017
PHIEU TIEP NHAN

HO so cong b tidu chudn dp dyng cua trang thiét bj y té thude logi A

I. Tén co s cong bd: CONG TY CO PHAN VRG KHAI HOAN

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

3. Sé viin ban dé nghj cua co so : 05/KH-VRG Ngay: 09/11/2017

4. Trang thiét bj y té thudc loai A

Tén trang thiét bj y té: Giing tay khim bénh c6 bt (logi cao su)

Chung loai/mi san pham: KHPPEX

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

Dia chi co so san xudt: dp Ciu Sit, Xa Lai Hung, huyén Bau Bang, tinh Binh Duong
Tiéu chuin ap dung: loai A

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

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

Pia chi cha so hiru; ip Ciu Sit, Xa Lai Hung, huyén Biu Bang, tinh Binh Duong
6. Théng tin vé co so bao hanh:

7. Thanh phin hé so:

I | Vin ban cong bé tiéu chuin ap dung cia trang thiét bj y 1é thude logi A X
2 | Gidy chimg nhin dat tiéu chudn quan 1y chit lugng X
3 | Phy lyc chi tiét trang thiét b y té X
4 | Ban phén logi trang thiét bj y té X
5 | Phicu tiép nhin ho so cong bo du dicu kién san xuat trang thict b y ¢ hodc Gidy chimg |

nhin dat tiéu chuin quan ly chit luwgng con hi¢u luc tai thai diém nop ho so cong bo doi
vl trang thiét b y té nhip khéu.

6 | Gidy uy quyén cua chu so hiru trang thiét bj y 1é X

7 | Gidy xdc nhidn du diéu kién bao hanh X

8 | Tai ligu mé ta tém tit ky thugt TTBYT X

9 | Gidy chimg nhén hop chuan hojic Ban tiéu chuan ma chu so hiru trang thiét b yté cong |
bo dp dung

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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1 / “ONG TY €O PHAN
VTM VIET NAM

s&:+289 .. 7 170000035/

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lp - Ty do - Hanh phiic

Ha Noi, ngay O thing A/ ndm 2017

Can cir thong te s6: 39/2016/TT-BYT ngay 28/10/2016 ciia Bj Y té vé Quy dinh chi tiét
vige phan logi trang thiét bj y 1é;

Can cie thong te 56: 42/2016/TT-BYT ngay 15/11/2016 ciia B Y té vé Quy dinh viéc thiea
nhin két qua phan logi trang thiét bj y 1é;

Nguyén tic duge sir dung d& phin logi: Quy tic 4, Phin 11, Phy lyc I, Thong tu
392016/TT-BYT.

Ching i phin loai trang thiét bi y té nhu sau:

Loai
Chung logi/
Tén trang thiét biy | Hing,mirdre sin | Hiing, nudre chii 56 | trang
L | mi san -
1é | ~ xuft hiru thiét b
phim \
b yté
1 : : . (le Cd phin Cong ty CO phin
1 Cdng tay khdm benh | o\ ppe XS "VRG.KNAI Hodn, | VRG Khai Hodn, | Loai A
| %R Oetcus i v vmﬁ Viét Nam
Gang tay Kham bénh - Cong ty €8 phin Cong ty CO phén
| khong bt (logi cao KHPFEX VRG Khai Hodn, VRG Khii Hodn, Loai A
| su) | Viét Nam Viét Nam
| Gang tay phiu thudt | Congty C0 phéin Cong ty Cb phiin
{ chura tigt tring (logi KHPPSS | VRG Khai Hodn, VRG Khii Hodn, Loai A
J €20 su) {  ViétNam Viét Nam
: Gang tay phau thudt | Cong ty C6 phin Cdng ty CO phiin
| tigt trang (loai cao KHPPSS | VRG Khii Hodn, VRG Khii Hodn, | Logi A
HS su) | Viét Nam Viét Nam

DI¢n thogi: 097 106 2286 - Email: congtycophunyvim @ gmail.com

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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1 / Z Y TE BINH DUONG CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lip - T do - Hanh phic
$6 :170000015/PCBSX-BD Binh Dwong, ngay 07 thang 11 nam 2017
PHIEU TIEP NHAN

Ho so cong bb du diéu kién sin xuit trang thiét bj y té

1. Tén co so cong bo: CONG TY CO PHAN VRG KHAI HOAN
2. Dia chi: Ap Céu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Dwong

(San xuit tai: Cong ty C6 phin VRG Khai Hoan; DPia chi: 4p Céu Sit, Xa Lai Hung, Huyén Bau
Bang, Tinh Binh Duong)
3:Ditn thoai: +842743591220 Fax: .isiiamminsinisumisiisisiiiemmiiiisiniiiie
4. S6 vin ban dé nghi cua co sa: 01/2017/KH-BD Ngay : 05/11/2017
5. Tén trang thiét bj y té co s& cong bd san xuit:
Giing tay kham bénh ¢6 bdt (loai cao su), Gang tay kham bénh khong bot (loai cao su), Ging tay
phdu thuit chua tiét tring (logi cao su), Gang tay phiu thuit tiét tring (loai cao su), Gang tay

kham bénh (loai Nitrile)
6. Thanh phan ho so:
1 | Vin ban phin cong, bé nhiém ngudi phy trich chuyén mén cua co s& san xuét X
2 | Ban xac nhin thot gian cong tac X
3 | Vin bang, chimg chi dio tao vé ky thuit thiét bi y té hodic quan Iy thiét bi y té cua X
ngudi phy trich chuyén mon
4 | Vin ban cong bd du diéu kién san xudt X
5 | Ban ké khat nhan sy X
6 | Vin ban phin cong, bd nhiém ngudi phy trich chuyén mén cia co s& san xudt X
7 | Gidy chimg nhin dat tiéu chuin quan Iy chit lugng X
8 | Ho so chimg minh dia diém, di¢n tich, nha xwdng san xuat phi hop véi yéu ciu X
cua loai trang thiét bi y té ma co so san xuat
9 | Ho so ve thiét bi va quy trinh san xuat, kiém tra chat lugng pha hop véi yéu ciu X
cua loai trang thi¢t bi y t¢ ma co s& san xuat
10 | Hop dong vai co so du ning lyc kiém tra chat hegng dé kiém tra chat lugng trang X
thiét bi y té ma co so san xuit
11 | HO so vé kho tang bao quan trang thiét bj y té X
12 | H6 so vé phuong tién viin chuyén trang thiét bj y té X

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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: BO Y TE VIET NAM CONG HOA XA HOICHU NGHIA VIET NAM
 VIET NAM MINISTRY OF HEALTH Djc Iip - Ty do - Hgnh phiic
SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
Ha ngi, ngay 0L thing Ap ndm 2019

GIAY CHU'NG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

" 1. Gily chirng nhjn sé: 43 /CFSIBYT-TB-CT
= Certificate No:
© 2. Sén phim: Giing tay kham bénh
-« Product(s): Nitrile examination gloves
- 3. Chiing logi/Model: KHPFNT
~ 4. Cong ty sir hiru hgp phip: Cong ty CS phin VRG Khii Hodn.
- - Product(s) Owner: VRG Khai Hoan Joint Stock Company. :
© - Dia chi: Thim it sb 233, Tés bin db sb 37, Ap Céu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh |
- 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 siin xufit: Cong ty C8 phiin VRG Khai Hoan.
= Manufacturer: VRG Khai Hoan Joint Stock Company.
* - Dija chi: Thira dét s6 233, Tor bin db sb 37, Ap Cu Sit, Xa Lai Hung, Huyén Bau Bang, Tinh Binh
. 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. g
Viin bén nay 12 d xac nhdn ring cac sén phim trén tudn theo cac tiéu chudn lién quan cia -
Vil :éam holic twong duong va duoe phép ban tai Viét Nam. Viée xudt khiu sin phdm khong bi
© han ché. )
¥ This is to certify that the above product(s) comply with the relevant standards of the SR. -
© Vietnam or equivalent and are allowed 10 be sold in Vietnam. The exportation of the product(s) -
* 18 not restricted g
Gifty chimg nhan nay c6 hiéu luc 03 ndm ké tir ngay ky.
This certificate is valid for three years from the date of issuance.

TL. BQ TRUONG
VU TRUONG
VU TRANG THIET B] VA CONG TRINH Y TE
FOR MINISTER OF HEALTH
3 AL DEVICE & CONSTRUCTION

We donate 1 yen per mask to an NPO that supports the education of Vietnamese children.
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