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Gang tay y té nhan tao khong bt Nitrile
Khing bot. Thudn ca hai tay. Chua tiét triung
Sit dung mét lin. Nhdm ngén tay

VGlove Nitrile Examination Gloves

Comfortable ,super soft flexible ,power-free nitril gloves provide added safety in many
applications.

100% latex free

Highly elastic and super soft

Protects against a wide variety of chemicals

Complies with ASTM D3578-05

FDA 510(K)Available
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CONG TY CO PHAN VRG KHAI HOAN
Ap Cau Sat, Xa Lai Hung,

VRSIHUNOMES  Huyén Bau Bang, Tinh Binh Duong, Vié

Dién thoai: (84) 274 3591220 ——
Email: info@vrgkhaihoan-gloves. com & ‘:2-"‘&3
Website: www.vgloves.com ﬁ
San xuét tai Viét Nam

SO

|

38501
N0622000 1 ]'
o 3. 2023
A 03.2020

c € lm.ms n-s.ml. a:we'nm roamiex | | 170000059/PCBA-BD
LY
' raaaaioon) | 170000015PCBSX-B0

NLICA 01601529 FM 548618 MD S4B620 FSMS 552546




an an khdng byt Ni

N7

a/fGlove
y ¥ 1€ nhan ao khing b

. Theidnca |
e W

Gang 12
wbmz B
il dgmp b




.. [LoT] [ Neszzooog J

W ) 1 anp oy
L) N 001

SX

001 gy wpm Buip pg

Buna ) ) wng)
fy yog w3 mgg )
o 1 Sy

SX| i

L) Y e Eadp g
001 Sanal 3 eE

— gy 3wy
i Vi g

m EM SN ;Mw\,(

T
e

Ty, vgwccr i i Buip s

ECURIR R ETRY
Ay g
b Bupgy

NN

Xy ._rJGGF .rﬂ_on»unaa_q_v,

Funay 1 nnegy

gy 3 il 1
@ NI

ey

INJ} 3813 1

H_.._:_ ou




J€

VG L

GANG TAY KHONGBOT
VGLOVE

CHI TIEULYHOA

Tensile strength (MPA) Tensile sirangth (MPA)

Tensile Elangation at break (%) Elongation atbraak (%)

a
Ham luvong bdt

Ham luongprotein
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Free Sale’s Cortfcale

QUATESTS
HINH ANH SAN PHAM
QUY CACH THING CARTON

Kich thudre] 360 mm x 280 mm x 240mm
Trong lugmg; ~4kg/ Thing

Shivomg 10 hdp / thing
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EU Type-Examination Certificate

Certificate number: 2777/11582-01/E00-00
This EU Type-Examination Cenifichle covers the mmmﬂmwmwm fildirvant
standardsftechnical specifications and

memumgummmmu—wmwmﬂmm
safety requirsmaents of Annax || of the PPE Regulation (EU) 2018425 as a Category Il product.

Product reference: Description:

PFNBR Non-sterile powder fren nitribe examination gloves

Sizes: Classification:

KW, ST, MM LS, XLAD  ENISO 374-1: 2016/ Type B Level  EN ISO 374-4:2013 % Degradation
A% Sodum hydroxde (K] [ -13.2
30% Hydrogen peraxide (P) 4 53
37% Formaidenyde (T) 6 a8

el

(Technical apgied:
[EN 420; 2003+A1: 2008, EN IS0 374-1.2016+A1:2018; EN 130 374-52018

Technical desumants:
SATRA F250341 4202, 14 200SMcD/B, SPCOM4TITIBNS, mmmmmmﬂ.".
CHMOZTE388 Mmﬂ"lﬁ. SPCOITIEEN 1830, CHMOITISHL 1SILHIA. CHMOIT S04 1830 HE
CHMOZT IS5
TUV: nmmmunm—nc
Signed on behal of SATRA: Y Tara Saunders (N7 [ Austin Simmons

Date first issued: 230/ 2018
Date of lssue: 23112018 Expiry date: 231172023

CHUNG CHI SAN PHAM
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THONG TIN SAN PHAM

Chét ligu

Loai

Tiéu chudn
chét ivgng

Kich thwére
giing tay

Béo quan

Han sir dung

KiCH
THUOC

Chidu dai
{mm)

Chiéu réng
(mm)

bé day (mm)

GANG TAY KHONG BOT

VGLOVE

Cao su Nitrile nhén tao
Khong bdt chura Udl tnikng

dung cho ca hai tay; bé m§tl dau ngdn tay nham,; xe vian co lay

Mau trang hay cd mau (Xanh dueng, Xanh dueong nhat, ...)

- A i -
Phd hop vin cdc tidu chuan ASTM DE319

San xual theo hé thong quan Iy chat lugng IS0 8001: 2008, IS0 13485:2003

IS0 22000:2005

San xudt tor 1009 nitrile(Acrylonitrile-Butadiene)

Extra-small, Small, Medium, Large, Extra-larga

Puoc danh dau Sze trén thing hang bang muc den

Bao gquan & ned khd rao mal mé, nhidét 46 khang cao hon 30°C

3 ndm ke W ngay san xual

TIEU CHUAN
VRG KHAI HOAN ' ASTM D&
220 min (XS S)
230 min
230 min (M, L XL}

7545 (X5) | T0 & 10 (X5)

5:5(5 80 £ 10 (5
85 = 5 (M) | 85 + 10 (M)
105:5 QL | 11010 (L)
11545 (XL) | 120 210 PAL)

Ngén tay: 0. 08 mmmin | Ngén lay ; 0.05 mmmin
Long ban tay: 0.08 mm min | Long bdn tay : 0.05 mm min




DIRECTORATE FOR STANDARDS AND QUALITY

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

GIAY CHU'NG NHAN
CERTIFICATE

861 Ny.: 12-07
(KH1-CNL-2019)

Chirng nhdn san phdm / This is to certify that
GANG TAY CAO SU Y TE / MEDICAL RUBBER GLOVES

Nhan higu / Brand name: '\/Glove‘

Fraiesh Towr Life

o TONG CUC TIEU CHUAN BO LUONG CHAT LUONG
T

Logi / Types: Khéng 1t Ining loai |, o bét hodc khang cb bdt / Non- sterile Type |, Powdered
or Powder free

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

Buge san xudt tal | Manufacturod ot CONG TY CO PHAN VRG KHAI HOAN /
VRG KHAI HOAN JOINT STOCK COMPANY
Bia chi: Thira dét s8 233, To ban b sé 37, Ap Clu Sit, X3 Lai Hung. Huyén Bau Béng,
Tinh Binh Duong /

Address: Land parcel No, 233, Map No. 37, Cau Sat Hamiet, Lai Hung Commune. Bau Bang District,
Binh Duong Province

Phu hgp vi tiéu chudn / Conforms to the standard ASTM D 3578-05

Standard Specification for Rubber Examination Gloves
Phuwaong thire chimg nhdn / Certification scheme:
Phwong thire 5/ Scheme 5

(Théng tur s& 28/2012/TT-BKHCN ngay 12/12/2012 va Théng tur 56 02/2017/TT-BKHCN
ngay 31/3/2017 cia B5 Khoa hoc v Cong nghé)

(Clrcular No. 28/2012/TT-BKHCN dated December 12™ 2012 and Circular No. 02/2017/TT-
daled March 31" 2017 of Ministry of Science and Tachnoiogy) .

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

©0C | FOR DIRECTOR -
J
T

DOC/ VICE DIRECTOR

———
ASTM D 357805 e
Trarg t3m 7 Sl T chodt o g Chiflogmg ) 4 Pnstes, G 1 Tip sl i T
T "o i 3 7
i s @t Toglng Camiee § 4 Paptew: Doteet |, 0 Crn e Oty Tl #\h?ﬁﬁ:ﬂj ;:: f:}ﬁ::.’

Trang f page 11

510(k) Premarket Noti... 0 <: .

accessdata.fda.gov

't Notification

vices @ Databases

510(k) | DeNove | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classfication | Standards

CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TRLC

BackTo$S
Device Classification Name Polymer Patient Examination Glove
510(K) Number K151208
Device Name Powder Free Nitrile Examination Glove
Applicant VRG KHAI HOAN JOINT STOCK COMPANY

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

Applicant Contact Pham Ngoc Thanh

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

Correspondent Contact Terence Lim
Regulation Number 880.6250
Classification Product Code [ZA

Date Received 05/06/2015
Decision Date 09/14/2015
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hos pital
510k Review Panel General Hos pital
Statement Statement

Type Traditional
Reviewed By Third Party No
Combination Product No

nformation in different file formats, see Instructions for Downloading Viewers and Players.,
spaiiol | E88ch3z | Tieng Viet| 8120 | Tagalog | Pycokwi | 2.,=!! | Kreydl Ayisyen | Frangais | Polski | Portug
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Giay Chirng Nhan

HE THONG TRACH NHIEM XA HOI - SA 8000:2014

By Royal Charter

CONG TY CO PHAN VRG KHAI HOAN
Ap Cau sit,

X3 Lal Hung,

Huyén Bau Bang,

Tinh Binh Dudng,
Vigt Nam

Xac nhan réng:

Giif gifly chimg nhén s&: SA 598117

va thifc hién Hé thing Trach Nhiém X3 Hi phl hop vdi céc yéu cBu cla Tiéu Chudn Trach Nhiém X3 HGi
SA 8000:2014 cho pham i:

San xudt va ph&nphﬁi gédng tay cao su y té khdng tiét triing c6 bt va khdng bot,
gédng nitrile. :

Cic qué trinh gia iz Khéng.
Chc qua trinh gwmnﬁ':iﬁi Khéng.

\A-W

Tdng Gidm ddc BSI Vigt Nam, Ong Lé Duyén Anh

Ngdy hidu lyc: 11/02/2017
Ngdy hét higu Iyc: 18/11/2019

Trang 1/1

Dai diéin cho tip doan BSI:

Ngay déng ky dau tién: 19/11/2013
Ngdy sifa d6i sau clng: 11/02/2017
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..making excellence a habit’
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BO Y TE
So: 13/2012 /BYT-TB-CT

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

Ha Noi, ngay 04 thdng 10 ndm 2012

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

BO Y 1€ Viét Nam chimg nhén nhitmg dung cu Y 1€ dudi diy duge sin xudt bdi COng
ty ¢6 phdn VRG Khdi Holn vi dugc quin 1y gidm sdt theo nhimg quy dinh vé quan Iy
trang thiét bi Y t&€ cha BO Y 1& Viét Nam, d6ng thdi duge phép luu hinh tai Viét Nam va
bén ra thi trudng nuwée ngodi.

The Vietnam Ministry of Health certifies that following Medical Devices
manufactured by VRG KHAI HOAN JOINT STOCK COMPANY are supervision as
stipulated in the Vietnam Ministry of Health's regulations on management of Medical
equipment and allow 1o be sold in Vietnam and overseas markets.

Tén cong ty san xudl ; Cong ty c6 phin VRG Khai Hoan.
Manufacture : VRG KHAI HOAN JOINT STOCK COMPANY
Dia chi: &p Cdu Sit, xa Lai Hung, huyén Bén Cét, tinh Binh Duong.

Address :  Cau Sat Hamlet — Lai Hung Commune — Ben Cat District
Binh Duong Province - Vietnam.
Sén phim: Gang tay cao su khdm bénh.
Product: Latex examination glove.
Model : POWDER -XS;S; M; L & XL.

POWDER FREE - XS:S: M; L & XL.

Gifly chimg nhdn ty do tiéu thu hiing s6: 13/2012/BYT-TB-Cr  Ngly cdp phdt: 04/ 10/2012
Free Sale's Certificate No : 13/2012 /BYT-TB-CT Date of issue : 04/ 10/2012

T/L BO TRUGNG
VU TRUGNG
VU TRANG THIET BI - CONG TRINH Y TE
FOR MINISTER OF HEALTH
DEPARTMENT OF MEDICAL EQUIPMENT &
CONSTRUCTION
DIRECTOR

“~Nguyén Minh Tuin




CONG TY CO PHAN
VTM VIET NAM

Séied f§ / 170000035/

CONG HOA XA HOI CHU NGHIA VIET NAM
Dje Bip - Ty do - Hanh phie

Ha NGi, ngay O thdng A nam 2017

/(::L)N(, TY %

CO PHAN

\"'l'l\ri

Can cir thong e s6: 39/2016/TT-BYT ngay 28/10/2016 cria Bj Y i@ vé Ouy dinh chi tiét
viée phan logi .frw:g thiet bi y 1é;

Can cu thing te s6: 42/2016/TT- -BYT ngay 15/11/2016 ciia BG ¥ 1é vé Ouy dinh vige thica

nhan két qua phan logi trang thiét bi y 1é:

Nguyén tic duge sit dung dé phan loai: Quy tic 4, Phin 11, Phu lyc 1.

39/2016/TT-BYT.

Chiing 16i phin logi trang thiét b y té nhur sau:

Thong ur

I T I = 3 1
: | | Loai
h x 3d Ching logi/ | ) |
Tén trang thict bi y S Hang, nurdre san Hing, nwrdre chi s | trang
i mi sin N L
e xuit hiru | thict bi
phim g
yte |
T SRS e Cong ty €O phin Cong ty C6 phin
| (g:b?;l::.‘?::::)h KHPPEX | VRGKhai Hodn, | VRG Khai Hoan, | Logi A |
i : Vigt Nam Viét Nam
| Gang tay kham b¢nh Cong ty €6 phiin Cong ty C6 phan
2 | khéng bét (logi cao KHPFEX VRG Khai Hoan, VRG Khai Hoén, Loai A
| | su) Viét Nam Viét Nam
| | Ging tay phiu thugt Cdng ty Co phiin Cong ty C6 phin
| 3 | chuatigt tring (logi KHPPSS |  VRG Khai Hodan, VRG Khai Hoan, | Loai A
I <40 su) | ViétNam Vit Nam
(-.’!ng tay phiu thudt | Cong ty Co phin Cong ty CO phan
R tigt tring (logi cao KHPPSS l VRG Khii Hodn, VRG Khai Hoan, Loai A
| su) | Viét Nam Viét Mam
1

Dign thoyi: 097 106 22

86 = Email: congtycophanvim@ gmail.com

N T
Ging tay kham bénh | o
5 L (oai Nvie) | KHPENT ‘

Neri ihiin:
= Nhir trén
= Luu VT

Pi¢n thogi: 097 106 22

Cong ty Cb phiin Cong ty C phin
VRG Khai Hoén, VRG Khai Hodn, Loai A
Viét Nam Vigt Nam
2

826 - Email: congtycophanvim@ gmail.com




1/ 2 5vyr1Esinuprone CONG HOA XA HOI CHU NGHIA VIET NAM

Dic ip - Tir do - Hanh phic
§6 :170000063/PCBA-BD Binh Dieomg, ngay 09 thang 11 nim 2017 SGS
PHIEU TIEP NHAN
H@ so' cong bo tiéu chudn dp dyng ciia trang thiét bj y 1& thude logi A Test Report No. : CTRO1&TO053C Daia : 2018/08/18 Page: 1014

PRECIOUS MOUNTAIN ENT. CORP LRI R

= P A g 5 T..T T
1. Tén co s cong bé: CONG TY CO PHAN VRG KHAT HOAN e e S

2. Dja chi: Ap Ciu S$it, Xa Lai Hung, Huyén Bau Bang, Tinh Binh Duong
The following sample{s) A submitted and identified by/on behalfl of the applicant as :

3. 86 viin ban dé nghj cuia co s6 : 05/KH-VRG Ngay: 09/11/2017

TP Ty 4 - - Sample Submitted By : PRECIOUS MOUNTAIN ENT. CORP
4. Trng mlﬂ' oA 345 thage log A Sample Dascription : DISPOSABLE NITRILE GLOVES (BLUE)
Tén trang thiét b y té: Ging tay khiam bénh cé bt (loai cao su) Style/iem No. : LOTHHL12050401
: . S Sample Malerial : NBR{N30OITRILE}
Chung loai/ma san pham: KHPPEX Sample descripion(liem No.) @ DISPOSABLE NITRILE GLOVES (BLACK/WHITE/VIOLET)

of the same maleral

o o o o el . ) : Sample Receiving Date : 2018/0703
Dia chi ¢o so san xuat: ap Cau Sir, Xi Lai Hung, huyén Bau Bang, unh Binh Duong Testing Period : 2018/07/03 TO 2018/08/02 AND 201807/19 TO 201808/02 AND 2018/08/16 TO 2018/08/27

Tén co ¢ san xudit: Cong ty C6 phin VRG Khai Hoan

Tiéu chuin dp dung: logi A

sEsEssssEs=ssssssssssssssssssssEsssssssssssssmssssssEssEssssssssssssssssssEsssssssssssssssEsssss

5. Thong tin vé chi sé hitu trang thiét bj y 1é :

Tén chi sé hiru: Cong ty C4 phin VRG Khii Hodn TostRogusend T it Pl
Dia chi chit s& hiru: &p Céu Sit, Xa Lai Hung, huyén Bau Bang, tinh Binh Duong g feon
6. Théng tin vé co s& bao hanh; Test Result(s) : Please reler lo following pages
7. Thanh phan hé so:
I | Vin ban cong bo tiéu chuin dp dung cua trang thiet bj y té thuje loai A X
2 | Gidy chimg nhin dat tiéu chuin quan 1y chit lugng X
3 | Phu lyc chi tiét trang thiét bj y 1é X
P Bin ph‘_m loai trang thiél bi ¥ Ié 5 * This report is added testing and combined with CT/2018/70053 *

Phicu tiép nhin ho so cdng bo du dicu kign san xuat trang thiét bi y 1& hode Gidy chimg |

§ : 4 . !

nhin dat tiéu_chué.n quan Iy cl?él lugmg con higu Iy tai théd diem njp hd so cong bo doi

véi trang thiét bi y t¢ nhip khau.
6 | Gidy uy quyén cia cha s hitu trang thiét bj y o X
7 | Gidy xic nhin di diéu kign bao hanh X
8 | Tai ligu mo ta tom tit ki thuit TTBYT X :

- 2 — e — - Chemical Laboratory - Taipei

9 | Gidy chirng nhin hgp chuin hoje Ban tiéu chuin ma chu s¢ hir trang thiét b y t¢ cong | ¢

bo ap dung




