sl Nitrile
Examination Gloves

Feature

- Flexible and ductile
- Finger textured

« Online chlorinated/
Polymer coated

- Latex free

' www.pmgloves.com
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Nitrile Examination Gloves
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Disposable Nitrile Examination Gloves, Powder Free, Non-sterile
Primary Material . Acrylonitrile Butadiene Synthetic Rubber Latex
Latex Protein Content : Latex-free
Color . White/ Black/ Blue
Size . Extra-small, Small, Medium, Large And Extra-large
Design And Feature  : Ambidextrous, Straight Fingers, Finger-textured,
Beaded Cuff, Polymer Coated/ Online Chlorinated
Packing : 100 Pieces Gloves Per Dispenser, 10 Dispensers Per Carton
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Medical Use Food Contact Use General Use

Physical Dimensions

b Standards / N ’
imensions
ASTM G319/ EN 455

Extra-Small B 510

Small 80 + 10 80 = 10

Width {mm) Medium 95 = 10 95 + 10
Large N0 £10 10 = 10

Bxtra-large = 110 = 110
Thickness- Palm Min. 0.05 Min. 0.05
single wall (mm) Finger Min. 0.05 Min. 0.05

Physical Properties

Criteria Supérieur ASTM D6319 / EN 455
Before Agin Min. 500 Min. 500
Elongation (%) Aging
After Aging Min. 400 Min. 400 / Min. 500
Before Agin Min. 18 (MPa Min. 14 (MPa) / 6.0 N
Tensile Strength Aging (WFa) -

After Aging Min. 14 (MPa) Min. 14 (MPa) / 6.0 N

Hwre—d EVER GLOBAL (VIETNAM) ENT. CORP.

PM GROUP

Route 1, Long Thanh Industrial Zone, Long Thanh District,
Dong Mai Province, 76211, Vietnam

TEL | +84-251-8966677 - FAX © +84-251-8966898

e E-mail - info@egvnco.com
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ADMINISTRATION

June 11, 2018

Ever Global (Vietnam) Enterprise Corp
% Elizabeth Deng

Coordmator

5748 Eaglewood Place

Rancho Cucamonga, Cahforma 91739

Re: K171422
Trade/Device Name: Disposable Powder Free Nitrile Examination Glove, White/ Blue/ Black/ Pink
Color
Regulation Number: 21 CFR 880.6250
Regulation Name: Pahent Examunation Glove
Regulatory Class: Class [
Product Code: LZA
Dated: Apnl 27, 2018
Received: Apnl 30, 2018

Dear Elizabeth Deng:

We have reviewed your Section 510(k) premarket notification of itent to market the device referenced
above and have determined the device 1s 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 apphication (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, histing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract hability warranbes.
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 I1I (PMA), it may be
subject to additional controls. Existing 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
concerming your device n the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determimnation that your device comphies 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

L.5. Food & Drug Adminitration
10903 Mew Hampskine Avarue
Sieer Spring, MID 20993
e B 8.
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Page 2 - Elizabeth Deng K171422

manufacturing practice requirements as set forth m the quality systems (Q5) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http2iwww. fda soviMedicalDevices/Safety/ReportaProblem/default htm for the CDRH's

Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice

(https:/ffwww fda. goviMedical Devices/DeviceR egulationand Guidance/) and CDRH Learn

(hitp:/twww. fda.gov/Training/CDRHL eam). Additionally, you may contact the Division of Industry and
Consumer Education (DICE] to ask a question about a specific regulatory topic. See the DICE website
(httpfwww.fda.goviDICE) for more information or contact DICE by email (DICE @ fda hhs gov) or phone
(1-800-638-204]1 or 301-796-T100].

Smncerely,

Geeta K.
Pamidimukkala -S

for Tina Kiang, Ph.D.
Acting Director
Division of Anestheswology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Othee of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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DEFARTMEMNT OF HEALTH AND HUMAKN SERVICES Fom Approved: OMB Mo, 08100120
Food and Drug Administration Expirafion Diate: D&/302020
Indications for Use See PRA Statement balow.

5 10{k) Number (if knowr)
K171422

Device hame
Disposable Powder Free Mitrile Examinstion Gleve, White! Blue! Black! Pink Calar

Imdica@ions for Use [Describs )
The Nitrile Powder Free patient examination glove is a non-sterile disposable device intended for medical purposes that is
worn on the examiner’s hands or finger to prevent contamination between patient and examiner.

Type of Use {Select one or both, as applicstle)
[] Prescription Use (Fart 21 CFR 801 Subpart 0] [<] Over-The-Counter Use {21 CFR 801 Subpari C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This saction applies only to requiremeants of the Paparsork Reduction Act of 1995,
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®

Tha burden fime for this collection of information is esfimated to average 78 hours per responss, induding the
fima to review instrucfions, search existing daia sources, gather and maintain fhe data nesded and compleis
and review ha collection of information. Send commenis regarding this burden esfimate or any other aspect
of fhis information collecfion, including suggestions for reducing fhis burden, io:

Departmeni of Health and Human Sarvices
Food and Drug Administrafion

Office of Chief Information Cfficer
FPapersork Reduction Act (PRA) Staff
FPRASaffigfds. hhs. gow

“An agency may nof conduci or sponsor, and a8 person i= nof reguired fo respond fo, a8 collechon of
informafion unless if displays a currenfly valid OME number.”

FORM FDA 3881 (7/17) Page 1 of 1 AR TR
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Signatur Verified

For Quest lease

Contact SGS

WWW.SgS. 08, tw
Test Repﬂ It Mo :cTrzoiamoosac Date - 2018/09/18 Page: 10f 4
PRECIOUS MOUNTAIN ENT. CORP WA

2F., NO. 68, SEC. 1, NEIHU RD., NEIHU DIST., TAIPEI, TAIWAN

The following sample(s) was/were submitted and identified by/on behalf of the applicant as :

Sample Submitted By : PRECIOUS MOUNTAIN ENT. CORP

Sample Description : DISPOSABLE NITRILE GLOVES (BLUE)

Style/ltem No. : LOT#HL12050401

Sample Material : NBR(N30QITRILE)

Sample description{ltem No.] : DISPOSABLE NITRILE GLOVES (BLACKAWHITENIOLET)

of the same maierial

sample Receiving Date : 201800703

Testing Period :  2018/07/03 TO 2018/08/02 AND 2018/07/18 TO 2018/08/02 AND 2018/08/16 TO 2018/08/27

Test Requested +  As specified by client, the sample(s) was/were tested with reference to Resalution (EC) Na
1935/2004, Council of Europe Resolution ResAP(2004)4. Please refer to result table for
testing item(s).

Test Result(s) :  Please refer to followd ng pages.

* This report is added testing and combined with CT/2018/70053 *
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