
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hlealth service

t4 Food and 13mg Admninittion
10903 New Haipshire Avenue
Documentl Control Ceater - W066-069
silver Spring, MD 2093.002

July 11, 2014

HL Rubber Industries, Sdn. Bhd.
Ms. Noorzaliza Ahmad
Quality Assurance Executive
Lot 10, Kawasan Perindustrian Dich
Kuala Pilab
Negeri Sembilan
MALAYSIA 72000

Re: Kl14O3l6
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Dear Ms. Ahmad:

We have reviewed your Section 5 10(k) premnarket 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: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existifig 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 concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies 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 limited to: registration and listing (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 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 801), please
contact 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
hittp://www.f'da.ouov/iMedicaIDevices/ResourcesforYoti/nduistr%,/defaiilt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803), please go to
http://"vwNN.fda.aov/iMedicalDevices/Safetv/Rep~ortaPr-oblem/default.htm- for the CODPH's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under thle Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
littl://%Yww.f'da.iov/MedicalDevices/lResourcesforYou/Industrv/defaulthtm.

Sincerely yours,

4a~iiPuroit-Sheth, M.D.
'Tdashri Tuol Director
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Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



610(k) Number (if known)
K140316

Dee Name
Powder-Free Nitrite Examination Gloves, Blue with Mint Scented

Indicatons for Use (Ofsaih)
A powder-fret patient examination glove is a disposable device intended for medical purposes that is worn on the
examineres hand or finger to prevent contamination between patient and examiner.

Type of Use (Soedc on or both, as sewcale)l

0l Prescripon Use (Pr 21 CFR 801 Subpart D) Over-ThoCounter Use (21 CFfi 601 Subpart C)

PLEASE Do NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FORPloW USE ONLY
Conrrence of Center for Devices and Radiological Health (CORKH) (Signsfin)

Elizabeth F.

Claverie -S -

Tis, secion applies only to requirements of the Paperwork Reduction Act of 199M,
'DO NOT SEND YOUJR COMPLETED FORM TO THE PRA4STAPF EMAIL ADDRESS BELOW

The burden time for this collection of informatlon Is estimated to sunrge 79 hours per response. Including the
Urns to review Instructions, search existing data sowuas, gather and maintain the data needed and complete
and reiew the collection of information. Send comments regarding this burden estimate or any other aspect
of this Informainon colection, including suggestions forneducing thi burden, to.

Department of Halth and Human Services
Food end Drug Adntlrilsratli
Office of Chief Informalion Officer
Paperwork Reduction Act (PMA) Staff
PR4StfOda.hhs.gmr

'An agency may not conduct oreponsor, and a person Is not wuud to respond to, a collectli of
Infonnauc untless ft displays a currently vaid OAfS number'
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