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FEB 2 3 2010

Mr. Terence Lim

Quality Assurance Manager

Khai Hean Joint Stock Company

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

VIETNAM

Re: K092681

Regulatior. Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: 1

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

If your device. is classified (see above) into either class
(PMA}, it may be subject to additional controls. Existi
device can be found in the Code of Federal Regulation
addition, FDA may publish further announcements cor.

Repister,
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Ph. 1-388-INFO-FDA (1-838-463-6332)

ki DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
-’t C
4,
“hre Fooed and Drug Administration

10903 New Hampshire Avenuc
Document Coniral Reom ~WO66-G609
Silver Spring, MD 20993-0002

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

of Health & Human Services

p2Y U.S. FOOD & DRUG

ADMINISTRATION

Food | Drugs

Medical Devices

Follow FDA | En Espafiol

Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

Radiation-Emitting Products

510(k) Premarket Notification

© FDAHome @ Medical Devices @ Databases

g

510(k) | DeNovo | Regisiration & Listing | Adverse Events | Recals | PMA | HDE | Glassificabion | Standards

CFR Title 21 | Radiation-Emitting Procucts | X-Ray Assembler | Medsun Reports | CLIA | TPLG

New Search

Back To Search Resulis

Device Cl Name Latex Patient Glove

510(K) Number K092681

Device Name POWDERED LATEX EXAMINATION GLOVES, NON-STERILE
Applicant KHAI HOAN JOINT STOCK COMPANY

CAU SAT HAMPLET, LAl HUNG
COMMUNE, BEN CAT DISTRICT

Binh Duong Province, VN

Pham N Thanh

KHAI HOAN JOINT STOCK COMPANY
CAU SAT HAMPLET, LAl HUNG
COMMUNE, BEN CAT DISTRICT

Binh Duong Province, VN

Pham N Thanh

Applicant Contact
Correspondent

Comrespondent Contact

Regulation Number 880.6250
Classification Product Code LYY

Date Received 08/0172009
Decision Date 022372010

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital
510k Review Panel General Hospital

Statement Statement
Type Traditional
Reviewed By Third Party No
Combination Product Mo

Page Last Updated: 04/27/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | 88 =7 | Tiéng Viét | =01 | Tagalog | Pyccitil | 20 | Kreydl Ayisyen | Francais | Polski | Portugués | taliano | Deutsch | B 23 |
4| English

U.S. Food and Drug Administration
10903 New Hampshire Avenue

er Spring, MD 20993

Contact FDA

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

Contact FDA Careers | FDABasics | FOIA | NoFEARAct Mondiscrimination

Accessibility |

Combination Products
Advisory Committees.
Science & Research

Regulatory Information

<ﬁ U.5.Department of Health & Human Services

SEARCH

Tobacco Products

& o

| Website Policies
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service
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Khai Hoan Joint Stock Company
C/O Mr. Terence Lim

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

Re: KI113685

Regulation Number: 21 CFR 880.6250

Regulatory Class: 1
Product Code: LYY
Dated: April 20, 2012
Received: July 23, 2012

Dear Mr. Lim:

We have reviewed your Section S10(k) premarks
referenced above and have determined the devic
indications for use stated in the enclosure) to leg:
interstate commerce prior to May 28, 1976, the e
Amendments, or to devices that have been reclas
the Federal Food, Drug, and Cosmetic Act (Act)
approval appllcatmn (PMA). You may, therefor¢
controls provisions of the Act. The general cont
requirements for annual registration, listing of de
labeling, and prohibitions against misbranding ar
not evaluate information related to contract liabil
that device labeling must be truthful and not mis!

If your device is classified (see above) into eithel
(PMA), it may be subject to additional controls.

device can be found in the Code of Federal Regu
addition, FDA may publish further announcemer

Register.
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Quality Assurance & Regulatory Affairs Manager

Trade/Device Name: Powder-Free Latex Examination Gloves with Protein Content
Labeling Claim of 50 pg/dm® or Less

Regulation Name: Patient Examnation Glove

Food and Drug Administration
10903 New Fampshire Avenuc
Decument Centrol Room —WO6e6-G609
Silver Spring. MD 20993-0002

AUG 10 2012

FDA 510K

Follow FDA | En Espaiol

SEARCH

[p2Y U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices Animal & Tobacco Products

Radiation-Emitting Products | Vaccines, Blood & Bi

510(k) Premarket Notification

& O

© FDAHome © Medical Devices ©@ Databases
l_/" 4 coRY 510(k) | DeNovo | Registration & Listing | Adverse Events | Recals | PMA | HDE | Classification | Standards
“’"w CFRTitle 21 | Radiation-Emitling Products | %-Ray Assembler | Medsun Reporis | CLIA | TPLC
New Search Back To Search Results

Device Classification Name Laftex Patient Examination Glove
510(K) Number K113585
Device Name POWDER FREE LATEX EXAMINATION GLOVES
Applicant KHAI HOAN JOINT STOCK COMPANY

CAU SAT HAMPLET, LAl HUNG
COMMUNE, BEN CAT DISTRICT
Binh Duong Province, VN Vm

Applicant Contact Terence Lim

Correspondent KHAI HOAN JOINT STOCK COMPANY
CAU SAT HAMPLET, LA HUNG
COMMUNE, BEN CAT DISTRICT
Binh Duong Province, VN Vm

Correspondent Contact Terence Lim

Regulation Number 8806250

Classification Product Code LYY

Date Received 1211572011

Decision Date 0811072012

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital

510k Review Panel General Hospital
Statement Statement

Type Traditional
Reviewed By Third Party No
Combination Product No

Page Last Updated: 05/04/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | S8 3 | Tiéng Viét | =01 | Tagalog | Pycckw | 4.+ | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B4 |
| English

Contact FDA

Careers |

Accessibility FDABasics | FOIA | NoFEAR Act Mondiscrimination Website Policies

Combination Products

Advisory Committees

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-883-463-6332)

Contact FDA

@’ U.S. Department of Health & Human Services

Science & Research

Regulatory Information

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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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 Dﬂtch Competent
Authority. A

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:

EMERGOEIEUROPE

+  Powder Examination Gloves ERGO g EUROPE

¢ 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
registered.

(€ 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 & CED as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Autharities 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

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

s
=@ NL/CA01/601529

Emergo Europe

BS| (_\ Bs! BS|
IS0 90012008 180 13485 2503 150 22000:2005 FDA 510K

Qe

mergoEurope.com

€S

SLACADL U013 2
CE Marking QuATEST3  Free Sale’s Certificat

https://www.emergobyul.com/
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Certificate of Registration

Oy Royal Charter

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

1SO 22000:2005
This Is to certiy that: VRG KHAI HOAN JOINT STOCK COMPANY 13 485 :2016

Cau Sat Hamlet,

Lai Hung Commune,
Bau Bang District,
Binh Duang Province,
Vietnam

Holds Certificate Number: MD 548620 ®
and operates a Quality Management System which complies with the requnernents of 1SO 1 S l °
EN ISO 13485:2016 for the following scope:
i gt gl g o Certificate of Registration
Non-sterile, powder, powder free natural latex examination gloves .

Non-sterile, powder free nitrile examination gloves.

By Royal Charter

FOOD SAFETY MANAGEMENT SYSTEM - ISO 22000:2005

*
/ M s R ' This s to certify that: VRG KHAI HOAN JOINT STOCK COMPANY

For and on behalf of BSL: Stewart Brain, Head of Compliance & Risk — Medid Cau Sat Hamlet,

Lai Hung Commune,
Original Registration Date: 18/05/2009 Effective Datd Bau Bang District,
Latest Revision Date: 02/05/2018 . Expiry Date: T DU Rrovircey

g FSMS 552546
m& M D 548 62 0 Holds Certificate Number: FSMS 552546 |
Ukas making excd and operates a Food Safety Management System which complies with the requirements of ISO 22000:2005
- : for the following scope:

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

Ths cartificatie was ssurd electronically and remains the property of BSI and is Sourd by the condilons of contract. ¥ s - o .

An slactronic contificate £an be authesticates anlie. Prhntid cupies can b valicated at wew bsioroup conyCies Directory or tel Non-sterile, powder free nitrile examinaticn gloves.
Rty sl Seanons regading the sooce of this certficete and the & pol cabilily of 190 13485: 2015 & BN 150 13485: 2016 requ'rementy C . 1

the organizaton. This centificate is valid ony If provided origing ooples are In compiete st ategory:

Informuse Coavact: BS, Kitemari Court, Davy Avenue, Knowlhill, Milbor Eeyres M3 8P Tel: -+ 44 845 080 5000

HSI Assur: K Limited, registered in Englar'd uncler number 7A05371 4l 369 Chisw'ce High Road, Lancon W 4AL, UK.
A memzer of the BSI Grous of Companies

For and on behalf of BSI: Chris Cheung, Head of Compliance & Risk — Asia Pacific
Original Registration Date: 09/10/2009 Effective Date: 09/10/2018
Latest Revision Date: 14/07 /2018 Expiry Date: 18/06/2021
BSI Bsi i Page: 1 of 1
‘6' (ANaB ‘6’ 9 L _making excellence a habit”
= X et ATIoN BODY
IS0 9001:2008 IS0 13485:2003  1S0 22000:2005  FDA 510K
Jg*“” . e 5 “This certificate was lssued electronically and remains the property of BSI and is bound by the conditions of contract.
“ [ /j [ J An electronic certificate can be authenticated online, Printed copies can be validated at wya. bslgroup.com/Client Directory or telephone +84 (28) 38 200 066
) b % Further clarifications regarding the scope of this certificate and the applicabiiity of 150 22000:2005 requirements may be obtained by consuiting the
s i 7 b O rganization. This certificate is valid anty if provided eriginal copies are in complete sst,
SL/UAUL/U81328 e g ) Infor nd Contact: 881, Kitemark C Avenue, Knowihil, Mit MKS 8PP, Tel; + 44 845 080 9000
CE Marking QuAaTEST3  Free Sale’s Certificat Circul G 851 Aoouramos UK le\gd. registered in gﬁ&mﬂfnﬁ'ﬁw 7805321 Ll?ﬂ%ﬁek High Roa% Yondon WA aAL, UK.

A member of the BSI Group of Comparnikes.

https://www.emergobyul.com/
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Certificate of Registration

By Rovyal 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

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.

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
—— .

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 gnline. Printed copies can be validated at wwwy.bsigroup.com/Clignt Directory or telephone +84 (28) 38 200 066
Further clarifications regarding the scope of this certificate and the applicability of ISC 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 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,

AMAGEMENT STSTEM!
CERTIFIGATION BO0Y

..making excellence a habit”

A member of the BSI Group of Companies.
BSIa BSI BSI
© @ ©

150 9001:2008 180 13485.2003 150 220002005 FDA 510K
cﬁJ e (g
7. N
i 1l
k| ¥
S
FL/CA0L anazn . 4
GE Marking Qu,qTESTJ Free Saﬁe s Ci G

https://www.emergobyul.com/
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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

5 598117 SA 598117

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,
compoundmg, coagulating, vulcamsmg, leaching, slurry/ chlorine dipping, drying,

k“
/—

Holds Certificate Number:

Outsourced processes: Nil
Contracted processes: Nil

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

. Page: 1 of 1

@

6 w9 .making excellence a habit”
E==R

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

An electronic cartificate can be authenticated online. Printed coples can be validated at www bsi-global.con/Chent Durectory or telephone _+3 41 11 2682 9000
memm\mmmmmmmmm of SA BOOO: 2014 may be obtained by consulting the organization. This cerificate is vali only
i provided original copies are in complete set.

Social and other i msaaounmsumwmmmsnawomumwmﬂmd i granted I by SAAS

and do not recognize the validity of SA issued by accredited by an entity other than SAAS. Suemloerscanwﬁrmtre
validity of an accredited SA B00O certificate at this wahsite, ww sagsaccrediation erg/csrii mmm

8SI, The MIRA Gorporats Sutes (A-2), Plot 1 and 2, Ishwar Nagar, Mathura Road, New Delhi 110 085

A Member of the BS| Group of Companies.

v

O= O

. ©

150 9001:2008 180 13485.2003 150 220002005 FDA 510K

/{a«b” 5 (‘w‘u—\
(€EC © ©

FL/CA0L anazn e
CE Marking QUATESTJ Free Sale's Certificat Ci ion G

https://www.emergobyul.com/
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BO Y TE

Sa: 1072011 /BYT-TB-CT Boc lap - Tu do - Hanh phic

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

CONG HOA XA HOI CHU NGHIA VIET NAM

Ha Noi, ngay 02 rhding 8 nam 2011

o|27|7| 2L48)
Y 7L

BO Y 1& Viét Nam chimg nhin nhing dung cu Y & dugi diy duge san xudl béi
ty 6 phdn Khai Hoin vd dugc quin 1y gidm sdt theo nhitng quy dinh vé quin 1y
thi€t bi Y 1€ cita B Y t€ Viet Nam, déng thdi duge phép luu hinh tai Viet Nam vi b
thi trudng nudc ngoai.

The Vietnam Ministry of Health certifies that following Medical De
manufactured by KHAI HOAN JOINT STOCK COMPANY are supervision as stipyj
' 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 sén xudt : Cong ty c6 phan Khai Hoén.
| Manufacture : KHAI HOAN JOINT STOCK COMPANY

Piachi: 4p Cdu Sat, xa Lai Hung, huy¢n Bén Cit, tinh Binh Duong.
Address : Cau Sat Hamlet — Lai Hung Commune ~ Ben Cat District
Binh Duong Province - Vietnam.
San phdm: Gang tay cao su kham bénh.
Product: Latex examination glove.
lodel : POWDER - XS:S: M; L &XI

Gidy chimg nhan tr do tiéu thu hang $6: 10/2011/BYT-TB-CT
Free Sale's Certificate No : 1072011 /BYT-TB-CT

Ngay cédp phat: 02/ 8/20
Date of issue : 02/ 8/20

/L BO TRUGNG
VU TRUGNG
VU TRANG THIET BI— CONG TRINH Y TE
FOR MINISTER OF HEALTH
JI']’-\RI“I—\I OF MEDICAL EQUIPMENT &

20 “ON N
PHO |1ujﬂgmn ONG TUPHAP QUAN ¢ )[)I;IF(PTLJ]?).
2 3

CHUNG THUC BAN SA0
PUNG VOI BAI
9.

\'Euyén Minh Tuin

BO Y TE
So6: 16/2011 /BYT-TB-CIT

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lip - Tu do - Hanh phiic

Hda Noi, ngay 22 thdng 8 nam 2011

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

Bo Y t&€ Viét Nam ching nhan nhiing dung cu Y t& dudi day dugc sén xudt bdi Cong
ty ¢ phin Khii Hoan va duge quén 1 gidm-sdt theo nhing quy dinh vé quédn 1 trang
thit bi Y t&¢ ctia Bo Y t€ Viét Nam, d6ng thoi duge phép luu hanh tai Viét Nam va bdn ra
thi trudmg 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 Vietnam Ministry of Health’s regulations on management of Medical equipment
and allow to be sold in Vietnam and overseas markets.

Tén cong ty san xudt : Cong ty 6 phidn Khai Hodn.
Manufacture : KHAI HOAN JOINT STOCK COMPANY

Dia chi: &p Cdu Sit, 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: Ging tay cao su khim bénh.

Product: Latex examination glove. |

Model : POWDER FREE - XS:§; M; L & XL.

Gidy ching nhan wr do tieu thy hing s6: 16/2011/BYT-TB-CT

Ngay cdp phdt: 22/ 8/2011 |
Free Sale's Certificate No : 16/2011 /BYT-TB-CT

Date of issue : 22/ 8/2011

T/L BO TRUONG
VU TRUGNG
CHUNG THYC BAN SAO U TRANG THIET Bl—L‘f)NG. TR'l.NIiYTE
DUNG VOI BAN CHINEL FOR MINISTER OF HLA!LIH
-~ IPARTMENT OF MEDICAL EQUIPMENT &
30 ching & s, rb[‘T*’g!F
CONSTRUCTION
DIRECTOR

Nguyén Minh Tudn

O

150 9001:2008

(€S

NLCADL aE

CE Marking QLEATESTJ

150 134852003

Free Sale's C:

IS0 22000:2005  FDA 510K

SO WO

o o

ey o m




- 4  § *COVID-19

owder-free Latex / Nitrile gloves
2CVglove H|HF etefo /G ED 228 B2

Vietham QUATEST3

TONG CUC TIEU CHUAN DO LUWONG CHAT LUONG
o DIRECTORATE FOR STANDARDS AND QUALITY

QUATEST 4° TRUNG TAM KY THUAT TIEU CHUAN DO LWONG CHAT LUONG 3
QUALITY ASSURANCE AND TESTING CENTER 3

GIAY CHUNG NHAN
CERTIFICATE

S8/ Np.: 12-07
(KH1-CNL-2019)

Chirng nhén san pham / This is to certify that:
GANG TAY CAO SU Y TE / MEDICAL RUBBER GLOVES

Nhan hiéu / Brand name: -\/G|0V(?»'n

Protect Your Lifa
Loai / Types: Khéng tiét trung loai |, c6 bét hodc khéng co bét / Non- sterile Type I, Powdered
or Powder free

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

Bugc san xudt tai / Manufactured at. CONG TY CO PHAN VRG KHAI HOAN /

VRG KHAI HOAN JOINT STOCK COMPANY
Dia chi: Thira a4t s6 233, To ban @ s6 37, Ap CAu S&t, X5 Lai Hung, Huyén Bau Bang,
Tinh Binh Dwong /
Address: Land parcel No. 233, Map No. 37, Cau Sat Hamlet, Lai Hung Commune, Bau Bang District,
Binh Duong Province

Phi hgp v&i tidu chudn / Conforms to the standard: ASTM D 3578-05
Standard Specification for Rubber Examination Gloves
Phwong thire chirng nhan / Certification scheme:
Phwong thirc 5/ Scheme 5

(Théng tu s6 28/2012/TT-BKHCN ngay 12/12/2012 va Théng tu s6 02/2017/TT-BKHCN
ngay 31/3/2017 clia B Khoa hoc va Céng nghé)

(Circuler No. 28/2012/TT-BKHCN dated December 12 2012 and Circular No. 02/2017/TT-BKHCN
dated March 31% 2017 of Ministry of Science and Technology)

Gidy chirng nhan nay co gia trj tir 04/5/2019 dén 03/5/2022
The certificate remains valid from May 04", 2019 to May 037, 2022

AM DOC | FOR DIRECTOR -

C'/VICE DIRECTOR
QUATEST3

ASTM D 3578-05

Trung tam K§ thudt Tidu chudn Do lugng Chét leeng 3 49 Pasteur, Quan 1. Tp Ho Chi Minh Tel: (84-28) 3829 4274 Fax: (84-28) 3828 3012
Quality Assurance and Testing Center 3 49 Pasteur. District 1, Ho Chi Minh City  Tel. (84-25) 3829 4274 Fax- (84-26) 3829 3012

Trang / page 1/1

O@ O ©

150 9001:2008 180 13485.2003 150 220002005 FDA 510K
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' I"\;EGISTRATION FOR CIRCULATION OF
MEDICAL DEVICE MANUFACTURING IN VIETNAM

[ S o
H'"E |:||' QIE 7| 7| I'"_JF_O'I7I'3
BO Y TE Ha Noi, ngay (date): 06/5/2011 BO Y T CHUNG NHAN
S6 (No) 15/2011/BYT-TB-CT MINISTRY OF HEALTH CERTIFIES THAT
2 2 R Pon vi (Company): CONG TY CO PHAN KHAI HOAN T
GIAY CHONG NHAN |
1

PANG KY LUU HANH SAN PHAM TRANG THIET BI Y TE
SAN XUAT TAI VIET NAM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICE MANUFACTURING IN VIETNAM

— Can cit Luat Chat lugng sin phdm, hang hod ngay 21/11/2007.
Based on Law on Quality of products and goods dated November
21, 2007.

— Can cit Thong tr s6 07/2002/TT-BYT ngay 30/5/2002 ctia Bo Y €
vé huéng din dang k¥ lwu hanh sin phdm Trang thiét bi y €.
Based on Circular Letter 07/12002/TT-BYT dated May 30, 2002 of
the Ministry of Health on guiding for circulation registration of
medical device.

— Xét hé so va don dé nghi cip s6 dang k¢ luu hanh sin phém clia
don vi.
Having examination of documentation and application letter for
circulation of medical device submitted by the applicant.

Dia chi (Address) : Ap Cdu sét, xd Lai Hung, huyén Bén cit,
tinh Binh Duong

Dién thoai (Tel): 0650 3591220 Fax : 06503591225

PUJC PHEP LUU HANH TAI VIET NAM
SAN PHAM

HAS A PERMISSION TO CIRCULATE THE FOLLOWING
MEDICAL DEVICE IN VIETNAM

- Tén san phdm: GANG TAY CAOSU Y TE
(Name of the product)

- Ky ma hiéu sin phdm: KHPPEX, KHPFEX, KHPPSS
(Model and Serial number)

- Tiéu chudn cong be: ASTM D 3578-05
(Conform to the Standards of)

- S5 dang k¥ luu hanh duge cfip:  15/2011/BYT-TB-CT
(Registered number)
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