NITRILO

Examination Gloves

Powder Free / Ambidiestros

SAFE™
HEALTH

Food Contact Use  General Use

Product Information

Disponsable Nitrile Examination Gloves, Powder Free, Non-Sterile

Primary Material : Nitrilo

Latex Protein Content : Latex Protein Free & Accelerator Free Compound 3 1

Color : Blue / White _@_ _@4‘1 Il'rl')iA’l
Size : XS, S, M, Land XL -~ -

Design and Feature : Ambidextrous, Smooth Surface, Beaded Cuff

Paking : 100 Pieces Gloves Per Dispenser, 10 Dispensers Per Carton (XL:90pcs/box) c €

Physical Dimensions

Dimensions Vinilo

Extra Small 75 +- 10
Small 80 +- 10
Width(mm) Medium 95 +- 10
Large 110 +- 10

Extra-Large > 110
Thickness- single wall Palm Min. 0.05
(mm) Finger Min. 0,05

Physical Properties

. Before Aging Min. 500

Elongation (%) After Aging Min. 400
. Before Aging Min. 18 (Mpa)
Tensile Strength er faine Min. 14 (Mpa)
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QUALITY ASSURANCE & TESTING CENTER 3
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KT3-02195BHDO/ rEST REPOR 1 01/10/2020
e el B sl il Page: 01/02

1. Tén miu : GANG TAY NITRILE

Name of sample
2. Mb ta mdu : Mdu thir nghiém do khach hang 1dy mdu, tén miu va thong tin vé miu do
Description ’ khéch hang cung ng sample was sampled by customer, sample
were supplied by customer.

name and s @
-

xanh duong/ blue rubber gloves

3. 86 lugng mdu )

Quantity =~ A
4. Ngay nhdn mau ¢ 21/09/2§ b

Date of receipt o :
5. Thoi gian thi nghiém 22/09/2020 01/10. og”g «,..,;,,,;\- C

Testing duration ) —1 LN

O.// IS
X - &

6. Noi giri mAu : CONGTY TNHH QUOC M BAO SON VIET NAM

Customer Durtmg 50 9, KCN Grapg Dién, Huyén Trang Bom, Tinh Dong Nai
7. Két qud thir nghiém  : Xem cac' 1rang tiép lhco} ¥4

Test results Refer to next pages Ly
P.TRUONG PTN HANG TIEU DUNG TL. GIA ! OC/ PP. D!RE’CTO_R

DEPUTY HEAD OF CONSUMER
PRODUCTS TESTING LAB.

Nguyén Thj Thiy Nhi

1. Clic két qud thir nghiém ghi trong phidu nay chi cé gi trj &i voi mia do kisich hing poi ®éu v khing phai 1 gidy chang nhin sin phim.
Teest veswlls ave v -b«lﬁ thy o ey wlwmut sl fsp anly, and Jhis is wor |Illl'|f\ we of prociee,
2. Khing dwoc trich sao mi# phan phu:u két qué thiz nghiém ndy néu khing <6 sy Gdng § bing vin ban cia Trung tim K thugt 3
This !‘.\rk e d hall s b repniduced, o i fildd, wichout the uum‘n[.wml.mwl\; (hoasest 3.
3. Tén v, 6o Xhich himgg duye ghi theo yéu cia cia nel girl e,/ Newwr of mmp/.( 3 emted Clotnmier ore wrilfen g Cusiomsy 3 sy,
d. Do Lhuns dnmbw du mi mng wirc lugng duge linh vi k =~ 2, mibe lin cdy 95 %
o ) with & = 2, at 95 % confidoncr fewed,
s wﬁ-ﬁdwﬂmwmumu«uw_numndmmu._
Picwse comtat (matest $ ot the comadl abiresses dh O guatcat) com vn omd og gl guatcrt) com an for forther information ahout best ropest
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KT3-02195BHDO/ . - = 01/10/2020
TEST REPORT Bar: 012

1. Tén méu : GANG TAY NITRILE
Name of sample
2.Métamlu : Mdu thir nghi¢m do khdch hjng ldy miu, tén mdu va thong tin vé miu do
Description khéch hang cungedp. / T ample was sampled by customer, sample
. name and sai : e supplied by customer
13 giing ta duong/ blue rubber gloves
3.Séluvngmlu,'/. ) ) 54
Quantity <
4. Ngay nhin miu 217097202008
Date of receipt .
, e =
S. Thoi gian thir nghi¢m 22/09/20}9 01N
Testing duration 2
6. Noi giri mu : cb Quoc BAO saN VIET NAM
Customer l‘ 9, K ny{n Triang Bom, Tinh Pdng Nai
>
7.Két qua thirnghigm  : Xem céc'teang tiép meo/’ L,
Test results Refer to next pa;u Ly
¥ /~ R
(\",) &
>
P.TRUONG PTN HANG TIEU DUNG
DEPUTY HEAD OF CONSUMER
PRODUCTS TESTING LAB.
Nguyén Thj Thay Nhi

1 Cle kot qud ther mghadm ghi tromg phidu by chi cd gib ) 3 vii mbu do khdch Mg gin dm vi khdng phii B gily chimg ahin sdn phim
Test resnlty are valid for the mamely sbwitiod smgle(s) only, and ihis is mot a cortficoate of prodesct
2 xun.uwnnmm»&.nd-w.nuwmuy-l-nun.u-u&.ymmmmtmu-nw1
Thix Test Repoet shall mot be reprovdced. except bn full. withowt the writhon permission by Qwatest 1
3. Tén mbu, sén khich hang dwoe ghi theo yéu cu cia not gut mdu. / Nowe of sample(s) anmd ciessiomer are writhon ws cwbomer ¥ regmwest
LN Wluqﬂnuobwdq':mdm“vhk 2, mi tim cdy 95 %
"’1 with k = 2, at 95 2 confidence level
swu--l-d qui khich hing lién b theo d1a chi db cxie quatest) com.vi vA 4 g quatest).com i 8¢ bidd thém thiog tia.
Please coutact Quatest 3 ot the ematl ankivesses b cofquatest) com.n ol og txSlguatestd.coman for forther nforumstion sbout test report
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ADMINISTRATION

ﬁ/@ 31 U.S. FOOD & DRUG

June 4, 2020

Ever Global (Vietnam) Enterprise Corp
% Elizabeth Deng

U.S. Representative

Elizabeth Deng

5748 Eaglewood Place

Ranch Cucamonga, California 91730

Re: K193555
Trade/Device Name: Disposable Powder Free Nitrile Examination Glove, Blue Color, Tested For Use
With Chemotherapy Drugs and Fentanyl Citrate
Regulation Number: 21 CFR 880.6250
Regulation Name: Non-Powdered Patient Examination Glove
Regulatory Class: Class I, reserved
Product Code: LZC, LZA, QDO
Dated: April 29, 2020
Received: May 5, 2020

Dear Elizabeth Deng:

We have reviewed your Section 510(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) 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. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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 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. 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
concerning your device in the Federal Register.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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By Royal Charter

Conformity to Type based on Internal Production Control
plus supervised product checks at random intervals

This is to certify that: Precious Mountain Ent. Corp
2F., No. 68
Sec. 1, Neihu Rd.
Neihu Dist.
Taipei City
114
Taiwan

Holds Certificate Number: CE 630603

In respect of:
The manufacture of gloves to standards specified on the continuation sheet.
on the basis that BSI carried out the supervised production checks at random intervals under the requirements with

the Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex VII (Module C2)

For and on behalf of BSI, a Notified
Body for the above Regulation

(Notified Body Number 2797): Drs. Dave Hagen'aars, Managing Director

Previous Notified Body: BSI 0086

First Issued: 2015-04-21 Effective Date: 2019-09-12
Latest Issue: 2019-09-12 Expiry Date: 2023-11-27

Page: 1 of 3
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This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.

ck its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

ered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

The
A member of BSI Group o



