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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)

Dimension (mm) 

Size
Palm 
Width

Length

S < 80 min 240

M 85 ± 3 min 240

L 95 ± 3 min 240

XL 105 ± 3 min 240

Thickness 0.10 mm

Weight (gram)
Tolerance 士 0.3gr 

Size Weight

S 4.0

M 5.0

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
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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)

Dimension (mm) 士 0.5 

Size
Palm 
Width

Length

S 83 280

M 89 280

L 95 280

XL 102 280

Thickness 0.10 mm

Weight (gram)
Tolerance 士 0.3gr 

Size Weight

S 3.5

M 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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Certification / FDA 510K_K092681

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

DEPARTMENT OF HEALTH & HUMAN SERVICES Public; Hcahh. Scrvfc:c 

( € 
.• I.JL..\OI ....... Il:lti> 
GFMwfl.i:1r1 

Food and Dn.1g 
10903 Nt\\1 l.famp$hirt!·A\'CI'\UC 
Docum""' Conirol Room -W066-G609 
s;'Jvcr sJl";Og, Ml ) 21!993-0002 

Mr. Terence Lim FEB 2 3 2010 
Quality Assurance Manager 
Khai Hoan Joint Stock Company 
Cau Sat.Hamlet, l..ai Hung Commune, Ben. Cat District 
Binh Duong Province 
VIETNAM 

Re: K09268I FDA -510K 
Trade/Device Name: Powdered Latex Examination Gloves (Non-Colored) 
Regulation Number: 21 CPR 880.6250 
Regulation Name: Patient Examination Glove 
Regulatory Class: I 
Product Code: L YY 
Dated: January 14, 2010 
Received: January 19, 2010 

Dear Mr. Lim: 

We have reviewed your Section 510{k) premarket 
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 
Amendments, or to devices that have been re<:la.!;sif'iedj 
the Federal Food, Drug, and Cosinetic Act (Act) that 
approval application (PMA). You may, therefore, 
controls provisions of the Acl. The general conirols 
requirements for annual registration, listing 
labeling, and prohibitions against misbranding and 
not evaluate information· related to contract liability 
that device labeling must be truthful and not mi!;leadm 

If your device is classified (see above) into either 
(PMA), it may be subject to additional controls. 
device can be found in the Code of Federal Regulatic•ni 
addition, FDA may publi'sh further announcements 
Register. 
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Certification / FDA 510K_K113685

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

DEPARTMENT OF HEALTH & HUMAN SERVICES 

Khai Hoan Joint Stock Company 
C/0 Mr. T crcncc Lim 
Quality Assurance & Regulatory Affairs Manager 
Cau Sat Hamlet, Lai Hung Commune 
Ben Cat District, Binh Duong Province 
Vietnam 

Re: Kll3685 

Public Heahh Service 

food and DrugAdminiSUAti()n 
I 0903 New Hampshire A venue 
Document C<tntrol Room - W066.U609 
Silver MD 20993-0002 

AUG 1 0 2Di2 

FDA .510K 
Trade/Device Name: Powder-Free Latex Examination Gloves with Protein Content 

Labeling Claim of 50 11g/dm2 or Less 
Regulation Number: 21 CFR 880.6250 
Regulation Name: Patient Fxamnation Glove 
Regulatory Class: I 
Product Code: LYY 
Dated: April 20, 2012 
Received: July 23,2012 

Dear Mr. Lim: 

We have reviewed your Section 51 O(k) pn::m,,r ... 
referenced above and have determined the 
indications for usc stated in the enclosure) to leg: 
interstate commerce prior to May 28, 1976, thee 
Amendments, or to devices that have been reel as 

•. Co_s_n:t_etic A.ct (t-ct) 
approval application (PMA). You may, therefon 
controls provisions of the Act. The general contJ 
requirements for annual registration, listing of de 
label ing, and prohibitions against misbranding ar 
not evaluate information related to contract liabil 
that device labeling must be truthful and not mis· 

51 O(k) Pre market Notification 

If your device is classified (see above) into 
(PMA), it may be subject to additional controls. 
device can be found in the Code of Federal Regu 
addition, PDA may publish further announceme1 
Register. 
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Certification / CE

https://www.emergobyul.com/

NL/CA01/601529
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Certification  
EN ISO 13485:2016 / 22000:2005 

https://www.emergobyul.com/

MD 548620 FSMS 552546
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Certification ISO 9001:2015 

https://www.emergobyul.com/

FM 548618
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Certification SA 8000

https://www.emergobyul.com/

SA 598117
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Vietnam Ministry of Health certified

80 \' Tf: 
S6: 10/2011 /BYT-TB-Cf 

C()NG HOA XA H(H CHU NGHlA :-lAM 
fJ6c lap - Tit do - Hanh phuc 

GIAY CHONG l>lfOCTl ' I)O TltUTHlJ H . . . . . 
FRF:f. S.\LE'S CERTIFICATE 

8<> Y t! Nam chiing nhiing cu Y te' dl!6'i dAy d1tQC san xuat bOi 
ty co phlln Khai Hoan vii d1tqc quan ly giilm sat theo nhiing quy djnh quan ly 
thicl't bi Y te' cua B<i Y tC" Nam. d6ng thm duqc phep ltru hiinh ll)i V* Nam vii 
thi tnrl:mg nuac ngoai. 

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

Ten cong ty siin xua:t : COng ty c6 phan Khai Holm. 
Manufacture : KHAI HOAN JOINT STOCK COMPANY 
Oia chi: ll:p C.iu xii Lai Hltllg, Be'n Oit, dnh B1nh DI1<1T1g. 
Address: Cau Sat Hamlet - Lai Hung Commune- Ben Cat District 

Sun ph>i:m: 
Product: 
' !•>del : 

Binh Duong Province - Vietnam. 
Gang tay cao su kMm 
Latex examination glove. 
POWDER XS: S: M; L & XL. 

Gi:i'y chllng llf do tieu hang s6: 10/2011/Bn TB-CT Ngiiy cifp phat: 02/8/20 
Free Sale's Certilicate 101201 1 /BYT-TB-CT Date of issue: 0218120 

, .. 
Minh Tu;Jn 

---------1 

( ( tS 
........... 

B()YTE C()l"G HOA xA H()l CIIC NAM 
Dllc lap- T1r do- Hanh phl•c SO: 16/2011 /DIT-ID-f'T 

/Ia Nl>i, ngiry 22 tMng 8 n;/m 21111 

GIAY CH(JNG DL'(.IC TV DO TIEU TH1) 
FREE SALE'S CERTIFICATE 

Y 1e Nam chllng nMng Cf! Y rt dum day dttrtc <:ln xua't bOi COng 
ty c6 phin Khai Hnan v3 dugc quiin ly giirn -sar tbeo nhiing quy djnh quan 15· trang 
thict h! Y re· cua 8¢ Y te Kam, d6ng thm dli\1C pbep hru hiinh 1J!i Vi¢t Nam va ban ra 
thi trttong ntroc 

The Vietnam Ministry of Health certifies that following Medical Devices 
mnnufa.ctured by KHAI HOA.'I JOINT STOCK COMPANY are supervision as stipulated 
in the. Vietnam Ministry of Health's regulations on lllltltagemen1 of Medical equipment 
and allow to be sold in Vicmam and ovci'$Ctts rnarilcts. 

Ten dlng 1y san xuA't: C'.Oug t:y c6 Kh.li Hollo. 
Manufaclllrc : KHAI HOAN JOJNT STOCK COMPANY 
Dja chi: itp ctu &It , xii Lai Hung, B€n Oit, tinh Bln.h Duung. 
A.ddress: Cau Sat Hamlet l.ai Hung Commune Hen C.at. District 

san phdut: 
Product: 
Model: 

Binh l>uong Province- Vietnam. 
Onng tay cao su kh:'im hen h. 
Latex examination glove. 
POWDER FREE XS: S : M; L & XL. 

Giay 111 do ticu thy hang s6: 16120 1 1/llYT-TB-CT 
Free Sale', C'crtiCicate No · WZUII /BYTTB CT 

" j;ily cap ph:it: 22/ 8/20 ll 
D-•le ufi.sue : 22/ 8/20 II 

M inh Tuan 

., 

• ... ..... • CLMeri<mg QUJ>TE.STJ c;rc'Jfafioo 
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Vietnam QUATEST3

(\ TClNG CUC TIEU CHUAN 80 LU'ONG CHAT LU'Q'NG 
DIREC.TORATE FOR STANDARDS AND QUALITY 

QUATEST3® TRUNG TAM KY CHUAN 80 LU'ONG CHAT Ll!Q'NG 3 
QUALITY ASSURANCE AND TESTING CENTER 3 

GIAY CHlrNG NHAN 
CERTIFICATE 

So I No. : 12-07 
(KH1-CNL-2019) 

Chirng san 1 Th1s is to ce1tify liliJI: 

• 

GANG TAY CAO SU Y I MEDICAL RUBBER GLOVES 

Nhan 1 Brand name: VGiove• 
LO<)i I Types: l<hOng tn:.ong loai I, oo kh6ng c6 bQI I Non- stenJe Type I, Powdered 
or Povlder tree 

Kich c/7 / S1zes: 75. 83, 89. 95, 108. 114 (mm) 

OU'Q'C san Manufactured ar CONG TY c6 PHAN VRG KHAI HOAN I 
VRG KHAI HOAN JOINT STOCK COMPANY 

£lja chi: ThiJ-a dat so 233, Tc'Y ban dO s6 37. Ap Cau Sat, Xll Lai HU'Og, Bau Bang, 
Tinh Binh DLtong I 

AddrP.ss Land parcel No. 233. Map No. 37, Cau Sat Hamlet. La1 Hung Commu11e, Bau Bang District. 
Binh Duong Provmcc 

Phu hQ'p veri I Conforms /u /he standard: ASTM D 3578-05 
Standard Specification for Rubber Examination Gloves 

Phu'O'ng thtY<: ch(mg I Certification .scheme· 

PhlJ>O'ng thiPc 5 I Scheme 5 
(Thong Ill so 28/2012/TT-BKHCN ngay 12/1212012 va Th6ng Ill' so 02/2017/TT-BKHCN 

ngiiY 311312017 cua 86 Khoa hoc va COng 
iCI/CtJiar No. 2812012/TT-BKHCN December 12'' 2012 end C1rcular No 02120tlflT-BKHCN 

datM March 31" 2017 of Mimstry of ScietiC0/9!1d roehnology) 

GIAy chli>ng nay c6 gia trj tiP 041512019 dtn 0315/2022 
The certirJCate remains valid from May M"'. 2019 to May o:r. 2022 

M DOC I FOf3 QIREC-TOR-
I VICE .DIRECTOR 

QUATEST3 

4'9r'....., CA9·, t Ttf 
-11ht,...•, • r., ,,.._IOJ .. '"'•2e'J Jn; j0J2 

lfirlQ t page 1;1 

ISO 91)()1 ?008 ISO f .?4RS 1.0.0 n0011 XW. 

( E: 
.)oiJ\'o\01/0.1#1 
CL M&fi<.'fl'J QWI TE.S TJ 

(. 
Ft?e CM.'F.ce:. 
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REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICE MANUFACTURING IN VIETNAM


