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DIMENSIONS
VRG KHAI HOAN ASTM D6319
: 220 min (XS, S)
Length (mm) 230 min 230 min (M, L, XL)
75 £5 (XS) 70 £ 10 (XS)
85+5(S) 80+10(S)
Width (mm) 95+5 (M) 95 + 10 (M)
105+5 (L) 110 £ 10 (L)
115 +5 (XL) 120 + 10 (XL)
Thickness- Fingers : 0. 08 mm min Fingers :0.050 mm min

Single wall (mm)

Palm : 0.06 mm min

Palm :0.05 mm min

PHYSICAL PROPERTIES AND

BIOCOMPATIBILITY

Tensile

Tensile strength (MPA)
Before aging: 18Mpa min
After aging: 20Mpa min

Elongation at break (%)
Before aging: 600% min
After aging: 500% min

Tensile strength (MPA)
Before aging: 14Mpa min
After aging: 14Mpa min

Elongation at break (%)
Before aging: 500% min
After aging: 400% min

Powder Content

2 mg/glove maximum

Protein Content

Free Protein

* The tested sample / part is marked by an arrow if it's shown on the photo. *
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How to use:

- Dry hands before donning the gloves.

- Take out the product after checking package.

- Gloves need to be donned carefully; do not
apply excessive force to pull the gloves when
donning.

- Keep the fingernails short and change gloves
frequently to avoid tearing issue.

- The gloves should be discarded with an
appropriate waste disposal container after use
according to local disposal regulations.

Caution for use

- The product is for single use only
- Does not contain natural rubber latex.

Storage Condition

- The atmosphere must always be conducive to
the storage of the gloves.

- Gloves hefore and after opened for use shall be
stored in dark, cool and dry place.

- Gloves need to avoid area with excessive heat.
The storage area need to be controlled helow
40°C.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

P

ona

Mr. Terence Lim
Quality Assurance Manager
Khai Hoan Joint Stock Company

Binh Duong Province
VIETNAM

Re: K092681

Regulation 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 m
interstate commerce prior to May 28, 1976, the enact

Amendments, or to devices that have been reclassified
the Federal Food, Drug, and Cosmetic Act (Act) that d
approval application (PMA). You may, therefore, mar
controls provisions of the Act. The general conirols p1
requirements for annual registration, listing of devices
labeling, and prohibitions against misbranding and adu
not evaluate information related to contract liability w
that device [abeling mus! be truthful and not misleadin

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

Register.

FEB 2 3 2010

Cau Sat Hamlet, Lai Hung Commune, Ben Cat District

Trade/Device Name: Powdered Latex Examination Gloves (Non-Colored)
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Food and Drug Administration
10903 New Hampshire Avenue
Document Comtrol Room ~WO66-G609
Silver Spring, ML 20993-(002

ent of Health & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

510(k) Premarket Notification

© FDAHome © Medical Devices @ Databases

g

510(k) | DeMous | Registration & Listing | Adverse Event= | Recals | PMA | HDE | Ciassifieation | Standards
CLIA | TPLC

CFR Tide 21 | Rediaticn-Emitling Froducts | X-Ray Assembier | Medsun Repors

SEARCH

Tobacco Products

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

BINN Duong Provinge, VN

Pham N Thanh

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

Binh Duong Provinee, VN

Applicant

Applicani Contact
Correspondent

Correspondent Contact Pham N Thanh

Regulation Number 2806250

Classification Product Code LYY

Date Received 09/01/2009

Decision Date 022372010

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital
510k Review Panel General Hospital

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

Mew Ssarch Back To Search Resulis
Device Ci Name Lalex Palienl Examinslion Glove
510(K) Number K092681
Device Name POWDERED LATEX EXAMINATION GLOVES, NON-STERILE

Page Last Updated: 04/27/2020
Note: If you need help accessing information in diferent file formats, see Instructions for Downloading Viewers end Players.
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Language Assistance Avallable: Espafiol | %8S | Tiéng VIEt | S+=01 | Tagalog | Pycomil | =) | Kreyol Ayisyen | Frangals | Polsk | Portugués | Italiano | Deutsch | 5% |

2 | Engiish

Accessiility Carcers | FDABasics | FOIA | NoFEARAct |

| Contact FDA

Combination Froducts

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

Silver Spring. MD 20993

Ph. 1-888-INFO-FDA (1-888-453-6332)

Contact FDA

Advisory Committees.
Sciznce & Research

Regulatory Information

Nondiscrimination

| website Policies

eﬁ US Department of Health & Human Sarvicas

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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z -/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Diug Administration
10903 New Hampshire Avenue
Dacwnent Control Roam -~WOE6-GG09
Silver Spring, MD 20993-0002

Mr. Terence Lim ' FEB 23 2010 .F.Da'q. 5 f ﬂK

Quality Assurance Manager

Khai Hoan Joint Stock Company

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

VIETNAM

Re: KQ9268]
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
Daled: January 14,2010
Received: fanuary 19, 2010

Dear Mr. Lim:

We have reviewed your Section 310(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} 1o [egally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, ot to devices that have been reclassified in accordance with the provisions of
the Federa! 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 eveluate information related to contract liability warranties. We remind you, however,
that device labeling mutst be truthful and not mislcading.

If your device is classified (see above) into either class 11 (Special Controlsy or class 11

(PMA). it may be subject to additional controls. Existing major regulations affecting your (—\ c E
device can be found in the Code of Federal Regulations, Title 21, Parts 800 o 898, In O sty
addition, FA may publish further announcements conceming your device in the Federal 150 9001:2008 CElaring  quaresns
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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 er any Federal statutes and regulations zdministered by other Federal agencies. :
You must comply with all the Act’s requirements, including, but not limited to: registration FD ‘q 5 f ﬂK
and [isting (21 CFR Part 807); labeling (21 CFR Part:801); medical device reporting

{reporting of medical device-related adverse events) (21 CER 803); good manufacturing

pracrice requiremnents as ser forth in the guality systems (QS) regulation (21 CFR Part 820,

and if applicable, the electronic product radiation contrel provisions (Sections 531-542 of

the Act); 21 CFR 1000-1030.

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

hupe//www fda. gov/AboutFDA/ CentersOffices/CDRH/CDR OO fices/ucm 1 13809, atm for
the: Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the segulation 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 B03), please go to

bitp:Awww.fda goviMedical 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, Intemational and Consumer Assistance at its toll-free
number {800) 638-2041 or (301) 796-7100 or at its Internet addrass

hitp:/www.fda pov/MedicalDevices/ResourcesforY ou/Industry/default htm.

Sincerely yours,

0, S onrs,

Anthony D. Watson, B.S., M.S., M.B.A.
Dircctor
Division of Anesthesiology, General Hospltal
Infection Control and Dental Devices
Office of Device Evaluation
Center for. Devices and
Radiological Health
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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,
s Food and Drug Administration
10903 New Hampshire Avenue

Document Control Room —~WO66-G609
Silver Spring, MD 20993-0002

Khai Hoan Joint Stock Company

C/O Mr. Terence Lim AUG 10 2012
Quality Assurance & Regulatory Affairs Manager

Cau Sat Hamlet, Lai Hung Commune

Ben Cat District, Binh Duong Province

Vietnam

Re: K113685 -F-D-I'q- Efﬂj{

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

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examnation Glove

Regulatory Class: 1

Product Code: LYY

Dated: April 20, 2012

Received: July 23,2012

Follow FDA | En Espaiiol

U.S. FOOD & DRUG | e

Dear Mr. Lim: . ADMINISTRATION

We have reviewed your Section 510(k) premarkg
referenced above and have determined the device
indications for use stated in the enclosure} to lege 510(k) Premarket Notification
interstate commerce prior to May 28, 1976, the e e e & |
Amendments, or to devices that have been reclas

the Federal Food, Drug, and Cosmetic Act (Act) T2
approva} applica[iun (PMA)_ You may, therefore CFR Tila 21 | Radistion-Emiting Frodusts | X-Ray Assemblar | Medsun Reporis | CLIA | TRLG
controls provisions of the Act. The general contr
requiremenis for annual registration, listing of de
labeling, and prohibitions against misbranding ar New Search Back To Search Resulls
not evaluate information related to contract liabil

Medical Devices Animal & Cosmetics | Tobacco Products

Radiation-Emitting Products

, Blood & Bi

510{k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classfication | Standards

. . = Device C| i ion Name  Latex Patient Examination Glove
that device labeling must be truthful and not misl S o
Device Name POWDER FREE LATEX EXAMINATION GLOVES
If your device is classified (see above) into cither Applicant KHAI HOAN JOINT STOCK COMPANY
(PMA), it may be subject to additional controls. COMMUNE. BEN CAT DISTRICT
device can be found in the Code of Federal Regu S si’"’ D”“'L"ﬂ pEonce VMV
s . icant Contac erence Lim
addition, FDA may publish further announcemer Cgrrespondent KHAI HOAN JOINT STOCK COMPANY
i CAL SAT HAMPLET, LAl HUNG
Register. COMMUNE, BEN CAT DISTRICT
EBinh Ducng Province, VN Vm
Correspondent Contact Terence Lim
Regulation Number 880.6250
Classification Product Code LYY
Date Received 1211502011
Decision Date 08102012
Decision Substantially Equivalent (SESE)
Reaqulation Medical Specialty General Hospital
510k Review Panel General Hospital
Statement Statement
Type Tradtional
Reviewed By Third Pty 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.
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510(k) Premarket Notification

© FDAHome @ Medical Devices @ Databases

F10(k) | DeNovo | Reagistration & Listing | Adverse Evenis | Recalls | PMA | HBE | Classificalion | Standards

l . i ml CFR Title 21 | Radiation-Emitting Producis | X-Ray Assembler | Medsun Reporis | CLIA | TPLC

New Search Back To Search Resulis

Device Classification Name Polymer Patient Fxamination Glove

510(K) Number K151208
Device Name Powder Free Nitrile Examination Glove
Applicant WRG KHAI HOAN JOINT STOCK COMPANY

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

Applicant Contact Pham Ngoc Thanh

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

Correspondent Contact Terence Lim

Regulation Number 880.6250

Classification Product Code LZA

Date Received 05/06/2015

Decision Date 08/14/2015

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 MNo .FD 5 f DK
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