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POWDER FREE BLUE NITRILE EXAMINATION GLOVER B
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'his is not a surgical glove.

o not use in surgery,.
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CERTIFICATE

No. Q1N 1509 61155010

Holder of Certificate: TERANG NUSA SDN. BHD.
1, Jalan B, Penghalan Chapa 2
Indusirial Zone
16100 Kota Bharu, Kelantan
MALAYSLA

Facility(ies): TERANG NUSA SON. BHD
1. Jalan 8, Pengkatan Chepa 2, Indusifal Zona,
16100 Kota Bharu, Kelantan, MALAYSIA

Certification Mark:

[’ Ml fhall

Scope of Certificate: Design and Development, Production and
Distribution of Sterilized Surgical and
Examination Gloves, Non-Sterile Examination
Gloves and Sterile Radiation Reducing Surgical

Gloves
Applied EN [SO 13485:2012 + AC:2012
Etandard{ﬁ:.: Medical devices - Quality managemant sysiams -

Rixguiremanis fof rmgulalory purposss
(IS0 13485:2003 + Cor. 1:2009)
DI EN 150 134852012

The Certification Body of TUV SUD Product Senvice GmbH ceriifies that the company mentionad
Bbove has establshed and s maintaining a quality management system, which meets tha
mguiraments of the ksted slandardis) Ses also nolad cvaraal

Report Mo.: MYQMHOS1508T-T21413143
Valid from: 2015-11-18
Valid wnifl: Z018-10-31
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TERANGNUSA (M) SDN BHD
PLO 9 & 18, KWSN PERINDUSTRIAN KLUANG

8600/ KLUANG, JOHOR, I\IIALAYSIA

~ TELTO7-78798T
Certificate of Analysis
Consignee : Issued date : 28/06/2019
Type of gloves : ENDBHF32 Invoice No. -
Exaim. Nitrile, Powaer Free Gloves Order No.
Certificate No. : 001/15
Test Performed 1 _Standard EN455 =~ Resuits '
Iseeuls Pia” iG0255 I e —— e
Watertlght test fallures(1000ml) Gl AQL 1. 5 | 500 - 14 - 15 . 6 '
e —— - - o .
1 | '
Dlmensmn n Length (mm) S2AQL4.0 v >=240 o 242-246 _ i
L Width (mm) ~ XS! NA i NA :
' S, NA o NA
i M 910 __ ;. % . :
- L! NA | NA :
' XL NA NA
! I _-J_ —— . b —"
: Thickness (mm) Cuff N NA .+ __ 005-006
Paim;__ . __NA o 0.06 - 0.07 o
Finger® NA , 0.09 -0.10 '
L e e — . .l .o _ - .- _
i'r'l;vrce at bresk mraugaout sheif e 52 AGL s ' :
ac : : : .
T ' o B T hEn 5.0H . EO7Z M f

GFI:E-‘ 3' G'I'E'-ﬂr‘i 'I'IEE 20l :
Fn:-r-::n a break 11"9' cha- 2nge testing 5z ACL o
I'l'."-‘ Ci .:||."..'i- r.'""r{ 1I:'UI-."'I| T o -;_ ) r'."'I ‘:-'-.-""- __ . |_ -_5.51?- i"-.'-__

* Force @ break after challenge testing carried out as per EN 455 part 2 at 70°C for 7 days.
* The inspection plan is following according to ISO 2859 Gl AQL 1.5 (Water tight test)

S2 AQL 4.0 (Others)

"Test Standard EN455-3 NA :

‘Protein content

Powder content ;Max. 2.0 mg/glove 11.00 mg/glove :

Note :

i

Lot No: NA I

.Manufacturing date : 2020-06 !

:Expiry date : 2024-05 |
|

| UNCONTROLLED
- DGCUMENT

(For Beferance Qaly)

Vincent Chua Kim Chok
QA Manager
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{!  YERANG NUSA Sdn Bhd

5 k] Submission far NUZOMNE X2 Surgieal Glove Pawoiers e

AUG S 0 7004
510¢(k) Summary

Sutrnaerier M Terang *uwer Sidn Fhd
Subimines Address |, Jalan &
Penpkalan Clhepa 2 lndustral Lene
[&hiHD bowa Rhany.
~ Relamran . halaysrz.
Yuhnntier Telephons A0 ITATIT
Subrmgoer B a1 G TRTET
b L Persnt ) Lo, Chin Ciud
HIEATES |;1|']_1|;4;|1aI;!rLEI-JI [tk 3 oy 20d
Tade Mo MLAOWTE X2 _
£ e Tsac e wme Grerile Meaprane - Polyisoprene Sy nthetis surgical
~glone, Powderfree. Polymer codled
b lacatnah CSurgeon’s Glyve
Legally niaeheted device 1o which The WUACHSE X2 descaibed wothas 5100k s
nudrstart il eqieealence i baeing sichsbntially equivalend o the SUAONE Ninle
cliimgd Surgicitl  Cilones Posederfree thal e eorrently
enuiw hg14d
[eseription af des e MLLADNE N2 powderires siwyncal glove meels the

requiements fon sufpical plowves descnbed b ol
Amercn, Standard ot Testing and  Maenal
ASTM 133577 — 014

Inteosded Lise of the device NUAORE 52 surpical ploves are dispesalile and
stenle deviees  inlended to Be wom by
bealthepre  personnegl e pEcsent cians
canmgmimation between the user and the paucm
durinp proced ure s

£10 K Summary [ continued)

£rMxE] S abmss.on tor MOFONE 22 Surgoal Slowe Powdofres Page 10" &



TERANG NUSA Sdn Bhd

5100 Subrmssion for NBLONF X2 Surgical Glove Powleriree

i el elescrption ol mean-clinacal
[osds

el desenpiion of ¢linigal desis

CCanclusion down [om clinical and
nem ol imeal fests

Addionad miommation decmesd
wcessary by the F124

Tost comducted per AT 133577 Ul AR
112 mdicdes G the prodoct mecd
reggaLi Feaanen s,

Primaary Skin Trritation st ASTH F TIURT amd
IFermal Semsmleaton Fest ASTH Y T20-8] (RGD .

diales ngo sensizatione or imiElon

] Maig mquimd

I can be concludad that MUZ0MNE X2 Neaprent -
Polvisoprete svnthenc powderfpee sungical plove
will perform  according {0 the  perfonwsnce
siandards relerenced and therefore meels ARTM
standards. 114 coaeurenmem s emd labebn g cliums.

This device 15 suhstandizlly equivalent o the

currently marketed devices,

LG

210k Submiss.an for NUZONE X3 Sungical ove Powcerrae Fage 2 W
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DEPARTMENT OF HEALTH & HUMAN SERVICES Puldic Heath Sarvice

Forzd and Dugy Administratien
8200 Corporse Boulavard

Rockyvillea WD 1850

G 2 0 7004

A1, U hem-Civar o
Thrve ag

Tepams Musa 5100 BHIDY
I, lalmm &, Peagkalan
Ll I oIrehostrial Ao,
Lo B B,

hiAT AYRIA

ke KO4] 436
Tracks Trevice Mame: Nevprene Jolyisoprens Syothetic Surgical Glove-Powderfrec
NIZONE XD
Regatation lKamher; 8T8 4460
Fejmalarion Mame: Sargeon’s Gilove
T malatory Clss: |
Prialucs Code: KOal)
[ratenl: Aucust b 2HH
Reevivad: Avcuss 2404

Lacar b, o

Wy hive roviewed your Section 31k premarket awotification of intenn o kel te deviee
referenced abave aod have determingd the device is sabswntialiy equivalent {Tar e
indicanivrs for use staed inoie enclosure) o legally snarketed predicaie devives marketed in
itersiate comnieres prioe g Moy 280 1976 the cnactment dote of the Medizal Dovice
Anendments, o w devices that have been reclassifiod moaseardance itk il prosisions of
e Fewlepn] Food, D, ard Cosmctic Act $ACEThat duooman espre ppeoval of i prenarket
apmieval applivation (P3AD You may, therefore, niarket the deviee. subjeet 1y the genered
conitrods provisions of the Act, The general contrels provisiens of e At meloade
sequicements Tor anmnal regestmieon. listioye of devesss, good mana g pracice.
Libeling, and promibitions against misheocling ad adoberation.

I verie devae 5 classitived dsee abwe ) e eiher clas TS peciul Conlzuls) or aliss €l

(PR AY iLmay be subjeet o soch addidonal comrals xisimg miger regubabions altecting
vt Jovice cionine Bumd in the Codg o Bederal Repubiiwons. | i 27, Foaets 805 s 89N In
aduatien, Fo3A may publish Surther annaungemagms congenndng youd devies i e Pederal

Bewianr.,



Ry 1 Rir T

Please be advized that FLA S isswance of & snhstantal vquivaleoc deternninatidp doees e
seeat hat FL3A fas made o delermination thal vour devics compies will: Glher neguizements
abthe Aot or aoy Federal stnes and repulations admisisiered by other Fedural npengies.
Yo sl comiply watluatl the Acts requicements. insluding, bal nal limited e segistratian
sl listone (21 VR Part 807); labeliog (21 CFR Pzt S0 o e aetannp practce
rogui reaments as sel forth i the gaaliey sy stems [N} reculaticn £ CTR Part 8200, and i
applecabie, the clectronic product radubian el pros Paions §Reetians 35052 el e At
S1CFR LOQ0- AL,

This letter will sbloaw v w bepin nurkeling yeurcevice s deseribed m oo Becton 31UR]
premacket nulicazion The FI3A Tinding ol sulsenniial weuivaleriey s vonr devics o
nepally marketed predacit: devies resubs in g chusiticatum For e oo suul s, porsalls
yuie device ts procecd wr by macked.

[F vora dusine speifie advaee for yaur desiee eivour lbeing repnlmive: (21 CFR 1an 8601,
pho e vamact the Cice of Compliance a (3073 SH-401E. Alsar pluisse mode tie reculalion
cafitled, “Mishranding by relerene o premarkel noeifeadion” (2LCER Pan 807970 Yan
mzy ablain wiber general inrnution en sour respotes BTG ander w Al Trom e
Mavision of Small Y fetrers, hneceational and Consunwt Assishmee ol iz wli-ls
nutbes {R00] GIR-F04T wr (307 45-029T v its [nterne) address

epei sy o i wivviodrbsdsenad i in. hum|

Simaynely il

Ul

Chinlie. "l
Liirecioe
Vlinisior 0 A sthesiofogs tieneral Hespital.
It Comieel ond Dental Bevieds
e ol Dlevice Evaliatim
Clentes Tor Desices and
Powimalapies] [lealm

e Lot



TERANG NUSA Sdn Bhd

L10K] Subamigsion Tor NUZONE X2 Surgesnl Glawn Poedifree

J. Iudicadion for use Statemend

mubmine Toramg Mysa Sde 3]

S0UCK} Memlwr Foid [ 454

[evige Name Feaprerne - Moafyizopreoe Syithelc Surcical Cilose
PPoeiderfres

Tt Ps s MLAT DML X2

[radeation dor se

Tz wurmcal ghove s o devece made oF 3 meapens poduisopoene s nivin naeral
terended ba he worn By opertiog raem personne] 1o potect 3 sarpieal soeund Trom
sntarkpatisan

Prescpipion |ls: tHC oo the conmee R
(er 21 CFR B0 Sihps |1_| 20T M7 Sulrinta
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TOP GLOVE SDN. BHD. oo smissn o e AR

Thie Werlc's Largest Rubber Giove Manulachurgr

Comorse Cfica - Lot 4869, Jalan Tieral, Bats 6, OF Jalan Men. 4106 Kinng. Selwngor 0 B Waliysii : -

& Facsory § Tel. 5033392 1951 1905 Fiox 60-3082 8410/ 1201 e B,
Emmal: seesfeoghra oy Websile ! wer lopgome com my

| BUSINESS DIRECTION|  Ta Produce Corsitary High Ciamlity Gioves Al Efliciend Lo Ces!

| FACILITIES | 21 Fadiodes (Makien, Thadsnd & Clera), 238 Proclucion Lees, 4 Bilon (iosss Per Sroum, 11,000 Emg ovees

i IH-H.HEI | - Exports b more an 135 mourties wondwioe wilt Menetag ofices i the USA and Genmamy

TOP QUALITY, TOP EFFICIENCY, RS ot & 1o
GOOD HEALTH, SAFETY FIRST & BE HONEST r G
e e L T s e I

DECLARATION OF CONFORMITY

Manufaciurer's Name : TOP GLOVE SDM. BHD

Manufacturer's Address : Lot 4963, Jalan Teratal, 6" Mile, Off Jalan Meru,
41030 Klang, Selangor D. E. Malaysia

Authonzed Representatve : NS LEGACY GROUP OF COMPANIES 5285959X

B3012 Mercu Summer Sufte Jalan Cendana Off
Jalan Sultan Ismail 50250 Kuala Lumpur
Dato” Muhammad Syafig Abduliah

Mame of Dewvice : Examination Gloves

Type : Powdered and Powder Free
Classification : Class |, Non Sterile
iConformity Assessment Procedure » Annex Vil

Conformity Route : Self Dedaration

We herewith declare with our own responsibility that above mentioned product(s) with CE mark is
fully compliance with Essential Requirement of the EC Council Directive S3M2/EEC 14™ June
1993 concerned medical devices, amended by Council Directive 20074 T/EC.

Registration Date . 31 March 2018
Registration No : DE/CAZ0N02-TOPGLOVEB-01/18
Diate & MEEI)}B

-

Name: Pn Noor Akilah Saidin
) : QA Deputy General Manager

© ¢ ma [ [F] G
© € 2y [To [ ] €=

“To Prevent & Against Corruption" and "Be Honest, No Cheating™



Mo, Sin:  DB3731

Seriol No
ASAL
ORIGINAL
PIHAK BERKLMASA MEDICAL DEVICE
PERANT! PERUBATAN ; Tl W . ARTARRATE AUTHORITY
n [} MALAYLIA
PIHAK BERKUASA PERANTI PERUBATAN
MEDNCAL DEVICE AUTHORITY
AETA PERANTI PERUBATAN 2012 [AKTA 73T)
MEINCAL DEVICE ACT 2012 (ACT 73m
SHIL PENDAFTARAN PERANTI PERUBATAN
METHCAL DEVIGE REGESTIATION CERTIFICATE
Seksyen 5(1) Akta 737
Section 5/1) of Act 737

Mo, Pendafaran: GMDIETIIINTA  Tarikh Sah Laku Pondaftaran: 250872017 - 240872022
Ragistration Ng. : Registration Vahdity Date:
Sijil ini adalah dangan ini dikeluarkan kopada:
This Ceriificate s heveby issued fo:

TOP GLOVE SDN BHD
yang boralamal di: LOT 4969, JALAN TERATAI, BATU 6,
ak OFF JALAN MERL,

KLANG

41050 SELANGOR

mwﬁﬁmmmmMMme 1 adalah berdaftar di bawah
fer cowlierm that tha m-u‘iﬂrnht-as detaiied oul in Aachment 1 {5 registersd woder Section 51 ) of Act 7a7,
Pandaftaran ini dibarilan lertakluk kepada pefuntukan-pavuniukan di bawah Akta 737 dan peraturan-peraturan
yang dibual dibawahnya sena syaral-syarsl sepoil di Lampiran 2.

This rogistralion is granted subject fo the provisiens under Act 737 and its subsiclary legisiations and the
conditions as in Aitachment 2.

ZAMANE BIN ABDLIL RAHMAMN
Ketua Eksakutil

Chief Expcufive

FPihak Barkuasa Perantl Perubatan
iz Device Awdhonty




LAMPIRAN 1
Attachrment 1

Mo Pendaftaan G TIT A TA
A R

Bhtir -butr parnnt perubaiam yang Sdefaicn

Llackcal Dawice Name

Kalas Beand

- CLASS A preceris TOP GLOVE

ot

o FilumLY

Elegunaan Yang Dinlatan TO WEAR ON HAMDS OF HEALTHCARE PERSOMNEL TO PREVENT CONTAMINATION
e Lise BETWEEN HEALTHCARE PERSONNEL AND THE PATIENT.

Hama dan alamal pembuat:  LOT 4988, JALAN TERATAL BATU &,
e el ki of et OFF JALAN MERLU.

KLANG
41050 SELANGOR
APPENDIX
AS PER DEVICE LABEL IDENTIFIER DESCRIPTION OF
ITRILE EXAMINATION POWDER FREE GLOVES USE GLOVES
TRILE EXAMINATION POWDER FREE GLOVES E USE GLOVES

5

XS
ITRILE EXAMINATION POWDER FREE GLOVES pozn [SINGLE USE GLOVES
[MITRILE EXAMINATION POWDER FREE GLOVES | USE GLOVES
Pa02-XL
o0t 300.

|F!'_I'FII.E EXAMINATION POWDER FREE GLOVES [SIMGLE USE GLOVES
|NITRILE EXAMINATION PCWDER FREE GLOVES SINGLE USE GLOVES

HEREEE
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F s, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

o and [Brog Adminmsbratee

Mgy 1P Mrw Hasmpulane A vrsia:
Dhouma Contrnl Comier - W0MS-Lat0n

Sibver Spwing, MY M E-00NT

Oetober 12, 2019

Top Glove SDN BHIY

Moor Akilah Bt Saidin

Deputy General Manager, QA

Lot 4968, Jalan Teratai, Batu 6, O Jalan Memu
Klang, 41050 MY

Re: K191279
Trade/Device Name:  Sterile Latex Surgical Powder Free Gloves: Sterile Nitrile Surgical
Powder Free Gloves Tested for Use with Chemotherapy Dinugs
Regulation Number: 21 CFR 880.6250
Regulation Name: Surgeon's Gloves
Regulatory Class: Class |
Product Code: KGO, LZA, LZC
Dated: September 13, 2019
Received: September 13, 2019

Dear Moor Akilah Bt Saidin:

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 Deviee Amendmenis, or 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetie Act (Act) that do not require approval of o 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 does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading,

If vour device is classified (sce above) into either class 11 (Special Controls) or class 111 (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.

Please be advised that FDA's issuance of a substantial equivalence determination does nol mean
that FDA has made a determination that your device complics 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



Page 2 - Noor Akilah Bt Saidin K191279

Part 807}); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related sdverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
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.

I you desire specific advice lor your deviee on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education (DICE) at its toll-free number (800)
GIR-2041 or (301) TH6=-T 100 or at its Intemet address

hitp:/ fwww. fda gov/Medical Devices/ Resourcesfony ou/Industry default. him. Also, please note
the regulation entitled, "Misbmnding 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 303), please go to

hitp:/www. fda goviMedical Devices/Safety/ReponalProblemy/defaulthim for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilitics under the Act from the
Division of Industry and Consumer Education (DICE) at its toll-free number (300) 638-2041 or
(301) 796-7100 or at is Internet address

hip: ' www. [l gov/Medical Devices/Resources [or'y ou/ Industry/de fault him,

Sincerely,

Michael J. Ryan -5

for Tina Kiang, PhD
Acting Direclor
Division of Anesthesiology,
Gieneral Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosun:



DEFARTMENT OF HEALTH AND HUMAN SERVICES Farm Approved: ORE Mo, 091000320

Food aad Drug Adsminksiraton Espiration Date: Jemary 31, 2071
Indications for Use Sre PRA Statemont Sk
510k} Mumter [if kncsy) o
K191279
; ST

Seerile Mitrile Surglcs] Powiler Free (ilaves Testod for Use with Chemothempy Daga

Incheations for Liso (Descrbe) :
Seerile Mitrike Surgical Povwsdsr Free Gloves Testled lor Use with Chemotherapy Drags is to be wom on the hands of

healtheare professionals during surgery (o prevent eross contamination between healtheane personncl and the patiest.

These gloves are tesied for use with Chemothernpy Dyugs as per ASTM DE¥78-05 Standard Practice for Asscssment of
Medical Gloves o Permeation by Chematherpy Drags.

Chemothemmpy Dnag Pernseation

The following chemicals have boen tested with these ghoves,

Chemotherapy Dirag Concentration Areakihrough Detection Time in Mimged
Carmaustin (FCNLY A 3mgml 8.0
Cizplatin 1 Dengeml =240
Cyclophosphamide (Cytoxan) 20, Dmmygfnal 2240
Decarbazine (DTIC) 10, 0mg/ml =240
Doxorablein Hydrockloride 2 D =240
Eloposide (Tiopasar) 20, 0emgfial =240
Fluoroairnci| 50.0mgg/ml =2
Fachitaxe] {Taxoal) . 0mghml e 1))
Thiatepa 10, 0mgfemal 162

* Pleasc node thai the folbowing drips have extremely low permeation limes:
Carmigstin (BCHLUY : 8.0 miowles and Thiobepa : 16.2 minuies

Typs of Liso (Sokeck one or bodh, a5 appicstis|
] Proscription Use (Part 21 CFR 801 Subpart D) [ Over-The-Counter Use (21 CFR 801 Subpant C)

CONTIHUE OM A SEPARATE PAGE IF NEEDED.

This seclion applos cnly 1o rguliemannts of the Papenwork Reduciion A of 1065,
*D0 HOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®

T berckon e lor this coloclion of infonmation is estimaled o overage T8 hours por rosponss, ncieding s

tims bo peviesy msinichons, seanch axisting dala souncos, gather and mairisn he dots nendoed and comploto
and reviow (ho collsdion of informalion. Sernd commsants regarding this burden eslimalo ar amy offer aspecl

af thia information colaction, including suggestions fof reducing this burdan, ba;

“An agency may nol condict o sponsor, wnd 8 penman o nol mouired fo mapond o, & collscfion of
inflormation pniags i dispinys @ correndly valid DU neambor,

FORN FOA 3881 jTM4) Page 1 af | -



DEPARTMENT 0F HEALTH AND HUMAN SEHVICES Form Approsod: CME Mo, 0910-0120

e el Dy Adimires tration Expication Diate: January 31, 2021
Indications for Use S00 PRA Stolomant tolow
_
510{] Mumbar (i knownj
191279
e -

Siorile Latey Surgical Powder Free Gloves

indications for Uise (Doscribe)
Sterile Latex Surgical Powder Free Gloves is to be warn on the hands of healthcare professionals during surgery to
prevent cross contnmination between healthcare perscnnel and the pathent.

Tyen of Uk (Sodect cvm o bodl, i soplomt)
[ ] Prescripsion Wse (Part 21 CI'H 801 Subpan ) £<) Over-The-Countor Use (21 GFR 801 Subpant C)
B
CONTINUE ON A SEPARATE PAGE IF NEEDED,
This gocticn applss saly 1o reguiromanls of ths Pagesrwork Reduction Act of 165,
‘D0 HOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®
Ths burden Sema for this collection of nkemation ks estimaled o sverage 78 hours por psponss, incuding fhe

fima 80 reviow insineciions, search sdsting dala sources, gather and madnlain (o daka needed and complobo
and revimw thi ecllsclion of iarmalion. Send obmments mganding this burden eatimals or avy e aspec

al this mfeimalion eollectian, inchiding supgesions for reducing this Burdan, to

“An agency may nol condinc! oF sponsor, and o persan i aod mpuaimd o espond 6, § craisoalion ol
Infonmalion wniosy § ciaplays & corenily vl OMS nembar©




ﬁ u.s. FOOD & DRUG
'_L. ADMINISTRATION

April 26, 2018

Tap Glove SDN, BHD.

Noor Saidin

QA Deputy General Manager
Lot 4968, Jalan Teratai,

Batu 6, Off Jalan Meru
41050 Klang, Selangor
Malaysia

Re: KI172923
Trade/Device Name: Nitrile Examination Powder Free Glove, White, Black, Orange

Mitrile Examination Powder Free Gloves Tested For Use With Chemotherapy
Drugs, Blue

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examination Glove

Regulatory Class: |

Product Code: LZA, LZC

Dated: March 27, 2018

Received: Apnil 9, 2018

Dear Noor Saidin:

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. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manulacturing 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 cither class 11 (Special Controls) or class 1 {PMA]), it may be
subject 1o additional controls, Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 80 to 89%. In addition, FI2)A may publish further announcements
concerning your device in the Federal Register.



Page 2 - Noor Saidin K172923

Pleasc be advised that FDDA'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); labcling (21 CFR Pan
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR X03); good
manufacturing practice requirements as sct forth in the quality systems (QS5) regulation (21 CFR Pant 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
10001050,

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
B07.97). For questions r:gm‘dmg the reporting of adverse events under the MDR regulation (21 CFR Pan
803), please go to hitpy//www. fda gov/MedicalDevices/Safety ReportaProblemy/default. htm for the CDRI'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

Hmn:.' WWW, I‘qiLguw‘ulcﬂmn]ﬁLM s/DeviceRegulationandGuidance/) and CDRH Leam
Wi ww “DRHLeam). Additionally, you may contact the Division of Industry and

C‘mﬁum-:r F.duutmn (DICE) to ask a question about a specific regulatory topic. See the DICE website
(htp: ‘www. (da.gov/DICE) for more information or contact DICE by email (DICE (@ fda hhs.gov) or phone

{1-800-638-2041 or 301-796-7100),

Sincercly,

Geeta K.
Pamidimukkala -5

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
Gieneral Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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R T N B Wi Fxpiration Dalo: 0402020
Indications for Use Swa PRA Siatamant belkow
-ﬁtpﬂmﬁE—v —
K 172923

Hiribe Exarmbnatbon Povwder Free (love, White

irclcationa for Usa (Doscrit)
A pathent examination glove is a disposable device intended for medical purpose that ks worm on the exmminer's hand or
finger to prevent contumination hetween palient and examiner.

Type of Uso (Sakocf ane o balf, me apabcabls)
2] Prescription Lisa (Part 21 GFR 801 Subpast ) (] Over-The-Counter Use (21 CFFL B0 Subpan C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only lo requiremants of the Papansark Raeduction Act of 1895,
00 HOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW."
Thee burden time for this collecion of infarmalion is estimated i average 78 hours par respanse, inchuding the
{ime 1o revimw instuclions, search existing data sourcos, golhor and mainiain the data needed and complete
and review the collaction of information, Send commants regarding this burden astimabe or any clher aspect
af his infarmation collection, incheding suggeations for reducing Fhis burden, o
Dapastrrant of Hoeallh and Hsman Sondcas

Paparwork Feduction Act (PRA) Stal
PRASInIEfda hia gov
“An agancy may naol conduct oF Spansoy, and » parson is hol mguired lo respond ko, n collecion of
indormalion Lrikaas i displays o cuvrenily viskd OME number.”

FORM FOA 3881 (THT} I?m1d"| P, Py, b bl j 182 T



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Aparoved: OME Na, 0810-0120
Focd and Drug Administrwtion Expirntion Date: DB/AOI20
Indications for Use Sev PRA Stabomaoni bokes:
5104k} Numbar [if kncwn) — ——
Ki72923
Dervion Moma

Mitrile Examinuiion Powder Free Cilowe, Orange

Inctirationg, fior Liss
A patient examination glove s a disposabic device iiended for medical purpose thal is worn on the examiner's hand or

finger (o preveni contanination befween patient anel examiner,

Typa of Usa [Select ane or bolh, as appicabis)
] Prescription Use (Part 21 CFR BiM Subpart 0 (<) Chme-The-Couniler Usa (21 CFR 801 Subpan C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section appbos only to requirernents of thi Paparwors Reduction Act of 1605,
*00 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®
Tha buiden Bime for this colsction of information is eslimated in psarmge T8 Houm por Iespanse, incudng he

Emss 10 roview Instructions, seasch existing dath sounces, ghor and maininin te dets nesded and complets
and nesiew the collecion of informaBion, Send comiments regarding this burden eslimale or any cliver aspect

af this information coliscion, incuding suggesiions for reducing This burden, ka:

“Ann agency may nol conduct o sponsar, and 0 person is nal required io respond fo, & collection of
information unkesa & cisplays a currently valkd OME number.”

FORM FDa 3881 [THT) Fage 1 of 1 D LT T



DEPARTMENT OF HEALTH AND HUMAN SERVCES | Fonm Anpeosed. Clill Mo, 0510-01 70
Expiration Date: DEROI0M
Soo PRA Sialement bakovw

Fopd mnad Cirug Admenistradion
Indications for Use
S100x) Mumbes (if known) —
Ei7290
Dhrvica Mams:

Nitrile Examination Powsder Free Clowve Tested for Use with Chemotherapy Drses, Rlue

Irshications for Lise (Dascnbe)

A patient examination glove is a disposable device intended for medical purposs that is wom on the examiners hand or

finger to pwevent contamination between patiem amd examiner.

These gloves were tested for wic with Chemotherapy Dirugs as per ASTM DG9TE-05 standard practice for psessment of

medical gloves 1o permeation by chematherapy drags:

Chemotherapy Drug Permeation
The fallowing chemicals have been tesicd with these gloves.

Chemaotherapy Drugs Concentration Breakthrough Detection Time in Minutes
Carmustine {BCRNLY 3.3 mg/ml 159

Ciplasiin 1.0 gl = 240

Cyclophosplamide (Cytoxman) 2000 gl > 240

Dacarbazine (IXTIC) 10.0 mg/mi > 240

Doxorublein Hydrochlaride 2.0 myg/ml > 240

Etoposide [ Topotar) 200 mg'ml > 240

Flhuswouraci] 50,0 mgfinl = 240

Paclitaxel {Taxol) .0 mg/ml > 240

Thiodepa 10,0 mgfml 47.3

Plesse note that the Tollowing drugs have low permeation timc |
Carmustine {BCNU: 15,9 minutes and Thictepa: 47.3 minutes

Type of Lise (Sedecd ane ar bodh, as applicabic)

[] Presaripticn Uiso (Part 27 CFR B01 Subpant 0) (=] rves-Tha-Countar Use {21 CFR 801 Subpant ©)

— ———

CONTINUE OMN A SEPARATE PAGE IF NEEDED.

This secSon apphes anly bo requirements of the Paparwork Reduction Act of 1995
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®

The bueden Gimn lor this collection of information I8 estimated 1o average T8 hours par reaponsd, incuding (he
Eirme Ao renvieny inslructions, soarch cxdsling dala sownces, gathes and maintain the data nedded and complate
and review the colisction of indormalion. Send commants reganding This Burdan eslimale o any olfar aspec

al thiz informaiion callection, Inclusding suggestions lor reducing this irden, o
Departmand of Heallh and Human Sendces
Food and Dirug Administration
O of Chiel Infermation Oifficer
Papenwork Reduction Aol (PRA) Slail
PRASAME fefm hles pov

i agency may mol condud or sponsod, and 8 poerson i nod guind fo reepond fo, 8 colection of
inorrnalion wnioss I dizploys o conrently waly OME rumbar,”

FORM FDA 1881 (TH1T) Page 1af |

[ BT P R TR L L . 1]
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EC Certificate

Production Quality Assurance System
Directive 9342 EEC on Medical Devicas (MDD), Annex ¥
(Devices in Class lla, b or 11}

Mo. G2 055729 0008 Rev. 01

Manufacturer: Top Glove Sdn. Bhd.
Lot 4869, Jalan Teratai Batu &
Off Jalan Meru
41050 Klang. Setangor D, E
MALAYSIA

Product Latex and Nitrile Surgical Powder free
Categoryl(ies): Glove, Sterile

The Certification Body of TUWV S5UD Product Service GmbH declares that the aforemantioned
manufacturer has implamented a quality assurance systam for manufactura and final inspaction of tha
respeciive devices [ device calegories in accordance with MDD Annex V. This gqualily assurance
system conforms to the reguiremenis of this Directive and is subject o periodical surveillance. For
markeating of class |Ib and Il devices an addiional Annex [l certificate s mandalory. See also noles
avarieaf

Raport No.: MY OMHO31B0T0Rav2-T2 1423225
Walid from: 202 0-02-19

Valid until: 2024-05-26

Date, L0E0-02-15

CO_

Chnstoph Dicks
Head of Certification/Motifisd Body

Page 1 0f2
TUV SUD Product Sarvice GmbH is Notifiad Body with identification no, 0123

TOV S0D Product Service GmbH - Corification Body + Ridlerstralle 685 « 80338 Munich + Garmany
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Prodect Senvice

EC Certificate

Produection Qualty Assurance Syslem
Directive 3A42/EEC on Medical Devices (MDD}, Annex
(Devices in Class lla, Ilb or 1)

MNo. G2 055729 0008 Rev. 01

Facili ies): Top Glove Sdn. Bhd
W[ ] Lot 4558, Jalan Teratai Batu 8, Off Jalan Memu, 41050 Klang,

Selangor D. E,, MALAYSIA

Paga 2 of 2
TUW SUD Product Service GmbH is Motified Body with identification no. 0123

TOW 50D Product Service GmbH - Cartification Body - Ridlarsiralle 65 - 80330 Munich - Garmany
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AWARDED

150 SO0t

TOP GLOVE SDN. BHD. (corpany o 220831 OE&‘?@E&"
TOP QUALITY, TOP EFFICIENCY, | | | skt
GOOD HEALTH, SAFETY FIRST & BE HONEST %

* A mamber of Top Glowe Comralion Bhd, Publec Lsbesd Company oo Bumn aknysis
Lalex Exmmenalion, Milrile, Surgical, YVingl & Household Gloves Manulacturer and Exporisr
The Word's Lurgest Rubber Glove Monuladlimer P e 20T

Corporsle Ofice Lot 4960, Jalen Teewiad, Balu 5, OF Jacwn Manu, 41060 Klaag, Salangor D E |, Malaysia .'.:",I'w'“ "'_:-:'-'* '
& Fadlery 8 Ted BO3-3002 1902 1 106 Fe BO3-3392 M10T 1291 il
Emal ; saes@icogicvecomimy Webslls | werw Inpgiows com iy

| BUSIMESS DIRECTICM| - 72 Produce Consistanty igh Qunlity Gioves Al Eficen Low Cest!
[ PACILMIES | 27 Fachodes (Malaysia, Thalland & Chira), 435 Prodecion Lines, &4 Bilon Gioves Per Asnum, 11,000 Emploees
!_ II.I.H.HET__] Exports io mene (har 158 couniries worcwios wilt Medetng ofices in e LISA and Genmany.

EC DECLARATION OF CONFORMITY

Manufadurer's Name : TOP GLOVE SON. BHD
Manufacturer's Address : Lot 4989, Jalan Teratai, ™ Mile, O Jalan Mear,
41050 Klang, Selangor D. E. Malaysia

European Authorized Representative : Top Glove Europe GmbH
Bliersheimer Str. 80, D-47229 Duisburg
Deutschiand/Germany
Ted.:+49-(0)2065-76421-0, Fax: +49-(0)2065-76421-19

Name of Device : Nitrile Examination Gloves
Type : Powdered and Powder Free
Classification : Class |, Non Sienle
Conformity Assessment Procedure - Annex VI

Conformity Route : Sell Declaration

We herewith declare with our own responsibility that above mentioned product(s) with CE mark is
fully compliance with Essential Requirement of the EC Council Directive 83/42/EEC 14" June
1993 concemed medical devices, amended by Council Directive 20074 7/EC.

Competent Authority : Bezirksregienung DOsseldorf,
Postfach 300865, 40408 DUsseldord.
Registration Date : 31 March 2010
Registration Mo : DEMCAZ0/02-TOPGLOVEB-01/10
Date . g Dmrr;ir:y
e

Namie: Pn Noor Akilah Saidin
De tion: Qi Deputy General Manager

® e [ma [t (] Gix
GERMANY  EUROPE USA, AUSTRALIA CANADA MALATSIA

“Te Prevent & Against Corruption” and "Be Honesl, No Cheating”
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November 22, 2019

* TEST REPORT -
PN 127526

CHEMICAL ANALYTICAL SERVICES

Prepared For:

Moor Hazwa Hashim
Top Glove Sdn. Bhd.
Lot 4969, Jalan Teratai,
Batu 6, Off Jalan Meru
41050 Klang, Selangor D.E.
Malaysia

An AZLA Accredied Testing Laboratory — Cerificate Numbers 255 01 & 255 02
IS0 8001:2008 Regstersd 1S0 9001:2008
gt

o FEE L B FEETL S L T @ ke e ol B e e owrbern Peny eer @8nee e ] B red B apradan SRR 0l st B et TS G A RS oF AR Hobrers [ uBuesTae
Letswaney g (ARDR | The SEFTIEE [iFLEdas] S e D b P speoie e peotucy o proceaie el o rasluaied Mo sty of a5y Ung m e comaband o resked
T Lokl il BT e ] O T S O i Bl 1 derviery SN e ecurmdded by ATLA by e il reShode mied on e sfached soope

www.ard | cam | 2BRT Gilehrist Ad, | Akoan, Ohio 44305 | answeri@ard] com | Toll Free (B00) 830-ARDL
Fax (330} 794-6610 | Worldwide (330} 794-6600
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Movernber 22, 2019
Moor Hazma Hashim
Top Glova Sdn. Bhd,
Page 1of 2 - PN 127526

SUBJECT: Permeation testing per ASTM D 6978-05 on sample submitted by the above company

BECEIVED; One bag of blue gloves identified as Nirde Examination Powder Free Glove, CWTT.

= TESTING CHEMOTHERAPY DRUGS DRUG SOURCE
Carmusting HHE_HU} Sigma Aldnch; Lot l:l'lEI|l|-'ll-'IZI'I‘.'I'lil-‘l.I"I Expiration 042016
Thiolepa ma Aldrich, Lot# SLEBM7142V. Expiration 0272016

¥

COLLECTION MEDIA:
The collaction media which were sslactad are mied in Table 2.
Table 2. Collection Medsa for Testng Chemotherapy Drugs

TEST CHEMICAL AND CONCENTRATION COLLECTION MEDIUM
Carmustine (BCMNU), 3.3 mg/ml (3,300 ppm) 10% Ethanol Aqueous Solution
Thiotepa. 10.0 mg/ml (10,000 ppm) Distilled Water
TESTING CONDITIONS:

Standard Test Method Used: ASTM D 687B-05
Analytical Method UVAVIS Spectrometry
Tasting Tamparatura 3B0C+20
Collection System: Closed Loop
Specimen Area Exposed; 5.067 cm2

Selected Data Paints 25Maest

Number of Specimens Tesied Jitest

Location Sampled From; Cuff area

wnrvdrdl.com | 2887 Giichrist Rd, | Akron, Ohio 44305 | answers@ardl.com | Tell Free (B0} B30-ARDL
Fax {330) 7o -6610 | Worldwede (330} T94-6600



Noor Hazma Hashim
Top Glove Sdn. Bhd.

Page 2 of 2 - PN 127526

of UV Winlab software from the Perkin Eimer Corporation. The fist

i CHEMICAL F
Perkin Elmer UVVIS Spectromet

UVVIS Absorption Spectrometry was used fo maasure the a

the specimens into the collection medium. The collaction

flow rate through the testing period. Data collection was

Rebii

Lambda 25
bsarbance of test chemicals which permeated through
medium was circulated in a closed loop at 11 mimnute of
ing lo the programmed schedule by means

performed according
of the charactenstic wavelengths is shown balow.

TESTING CHEMOTHERAPY DRUGS WAVELENGTH (nm)
Carmustine (BCNLU} 229
Thiotepa 169

MINIMUM AVERAGE
BREAKTHROUGH STEADY STATE
mﬂ%ﬁ%ﬁw DETECTION TIME PERM. RATE OTHER OBSERVATIONS
(Specimaeni/2/3) (Speciment/2i3)
(Minutes) (pg/em’iminute)
Carmustine (BCNU), £0.3 06 Moderate swelling and shght
| 3.3 mg/mil (3,300 ppm) (50.3,52.8,53.2) {0.6.06.07) ;
Thiotepa, 150.6 02 Slight swelling and no
10.0 mg/mi_{10,000 ppm) {150 6,160.4,160.5) {0.20202)

/4

Tiffany L. Hallar

ARgam MEASGET
Phamaceutical Services

AKRON RUBBER DEVELOPMENT LABORATORY, INC.,




PS-NFFPT-CWT7-R-100-1 5-N5 Rev: | Feb 2020)
TOP GLOVE SDN. BHD.

PRODUCT SPECIFICATION
Nitrile Powder Free Examination Gloves (Palm Textured)

SECTION I: PRODUCT DESCRIPTION

.1 Type Nirile Examination Glove, Powder Free, Online Single
Chlorinated, Non-sterile

1.2 Matcrial 100%% Synthetic Nitribe Latex

1.3 Color Bl

1.4  Design and Feature Ambidextrous, palm textured, beaded cull

1.5 Powder No powder lubrican! added

I.&  Swrage Condition The gloves shall maintain their properties when stored in a dry
condition. Avoid direet sunlight.

1.7 Shelf-Life The gloves shall have shelf life of 5 years from the date of
manufacture with the above storage condition.

I.& Pocking Style 100 pes gloves x 10 dispensers x | carton

1.9 Size Marking The size of gloves shall be marked in the check box on every

carion with hlack ink

SECTION II: PERFORMANCE REQUIREMENTS
_(Sampling Plan 150 2859 Single Normal)

p - Inspection | Acceptable
Chwmceezinics Level | Quality Level Reference Standand
21 | Ihmensions 52 4.0 ASTM DG 9= 100 (2001 5)
22 | Physical Propertics 52 4.0 ASTM D6319-10(2015)
Freedom from Holes [ !
23 {Air Purmp Test) Gl 1.5 In-house practice
24 | Visual Defiegts:
iy Major Visual il 25 In-howsse practice
(i) Minor Visual 41
25 | Packaging Defects: 5 N
fi) Regulatory ’
60 | Vil Gl 40 In-house practice
{iti) | Critical {incl. Gloves Counting) 52 4.0
; 3 _ ASTM D6319-10 (2015)
16 | Powder Free Residue N=5 ASTM D6124-06 (201 1)
27 | Mix Size / Mix Glove / Mix Hand Mot Allowed

**Unacecptable at any level

Page | of 2



PS-NPFPT-CWTT-BE-300-1 $-N%

Rev: | Feb 2020)
TOP GLOVE SDN. BHD.,

SECTION 111: PERFORMANCE SPECIFICATION

LN

3.2

i3

14

3.5

i6

Dimensions
Length (mm)

Sirc Standarnd
All Sizes 0 +/- 10

X5 76 #/- 3
5 B+
Y | 0 103

Palm Width (mm) L 105 +/- 3

XL 113 +/-3
123 +5-1

Finger : 0,15 +/- 002
Thickness (mm) i Typical value: 0.14 —0,17)
*single wall

Palm : W04 4/~ 0,02

(Typical value: 013 -0 1&)

Physical Propertics
Description

Before Aging

Min 500
(Typical value: S0 - £00)

Alter Aging

Min 400
(Typical value: 440K - 550§

Min 14
(Typical value: 14 - 20

Elongation at Break (%)

Min 14

Tensile Sirength (MPa) (Typical value: 14 - 20)

Freedom from Holes
The sample size and allowable number of non-conforming gloves in the samples shall be

determined in accordance to Sampling Plan 150 2859-] Single Mormal using inspection and
accepiable quality level as stated in Section 11 Performance Requirements,

Visual Defeets

The sample size and allowable number of non-conforming gloves in the samples for both
major and minor defects shall be determined in accosdance 1o Sampling Plan 150 2856-
Single Normal using inspection and acceptoble quality level as stated in Section I
Performance Requirements.

Packaging Defects

The Sample size and allowable number of non-conforming in the samples for regulatory,
visual and critical packaging defects shall be detcrmined in accordance to Sampling Plan 150
2859-1 Single Normal using inspection and acceptable quality level as stated in Section 11
Performance Requirements { Gloves Coanting=100 pes by weight per Dispenser).

Powder Free Residue
Maxomum 2 mg per glove

Prepared by Date: 17 May 2017

Cuality Product Management Syvstem Division

Checked by: Approved by:

Eva Vinon: Bt Mustafa MNoor Akilah Saidin

Senior Manager, QA Deputy General Manager, QA

Page 2 of 2
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