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NITRILE GLOVE

POWDERED & POWDER-FREE

« Conforms o ASTM D619 and ENASS Standards
¢+ Manufactured under QSR (GMP), 1509001 : 2015 and 15013485 : 2016
Quality Managemenl Syviem
« Biocompanibility tested
»  Manulactured from | 00% nitrile latex ( Acrdonitrile-butadiene)
«  Reslsts permeation by a wide range of chemicals as compared to natural rubber Lates
of thie samse thickne
Conforrrs o MDD 9342EEC Class |

» Extra- umall, Small, Medium, Large, Extra- laige
» Marked in the check box Lhe shipplng carton with black ink

Type : Powsleree & Powdler - free; non sterile

Material ¢ Synthetic Nitrde Latex
Desdgn b Features @ Arnbidextoun; et beaded cuff, natural white or coloured
{ bofueggreenypemde i ot prorples ol achufved
Stowage ¢ The gloves thall rmaintain their properies when stored In A cool and dry condition
Shetf e ¢ Syran from date of manufactunng
240 min 220 min (uee XS, S) 240 min

230min (skee ML XL)

» Extra - small Ti=1] 7010 <80
+ Small B4z3 BOt 10 g0 +10
» Medium M1 95+10 95210
» Large 10541 110110 1M010
« Extra - lnge 1M3£3 120410 2110
- Fingens 6.0% min 0,05 min e
* Fabm 0.05 min 0.0% min
International Quality Certificate Awarded :
$6
¥ O (€wm
» Before Aging Min 500 WA B i
= After Aging Min 400
m - -
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REV: 1 (APRIL, 15)

TOP GLOVE SDN. BHD.

SAFETY DATA SHEET
NITRILE EXAMINATION GLOVE

SECTION 1: CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

Product Name : Nitrile examination glove |powdered and powder-free|

Chemical Family : Synthetic nitrile

Company Name : Top Glove Sdn. Bhd.

Address : Lot 4969, JIn Teratal, 6th Miles, OfT JIn Meru, 41050 Klang,
Selangor D.E. Malaysia.

Tel 1 +603-3392 1992/1905

Fax : +603-3392 1291/8410

SECTION 2: HAZARDS IDENTIFICATION

Emergency Overview
Nitrile examination gloves are not hazardous.

Hazard : Non-hazardous.
Physical State : Solid, film.
Colour : Clear, coloured,

Potential Health Effects

Routes of Exposure  : Skin contact

Signs and Symptoms : No adverse health effects are anticipated from the reasonable use
of nitrile examination gloves.

Eyes : Non-hazardous.

Inhalation : Non-hazardous.

Skin : Not a Primary Skin Irritant. Not a Dermal Sensitizer.
Ingestion : This product has not been tested.

SECTION 3: COMPOSITION/ INFORMATION OF INGREDIENTS

Powdered : Nitrile latex, ZDBC, ZDEC, zinc oxide, sulphur, titanium dioxide,
potassium hydroxide, aquawax and color pigment.
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REV: 1 {APRIL, 15)

TOP GLOVE SDN. BHD.

SAFETY DATA SHEET
NITRILE EXAMINATION GLOVE

Powder-Free ¢ Nitrile latex, potassium hydroxide, aquawax, ZDBC, ZDEC, zinc
oxide, polymeric hindered phenol, sulphur, titanium dioxide and
color pigment.

SECTION 4: FIRST AID MEASURES

Steps (o be taken in event of mishap:

Eyes : Non-applicable.

Inhalation : Non-applicable,

Skin : Wash with soap and water.

Ingestion - Seek medical attention if a significant quantity has been
swallowed.

SECTION 5: FIRE FIGHTING MEASURES

Flammability Classification : Non-classified. Gloves will burn but do not easily ignite.

Extinguishing Media : Water spray, carbon dioxide, foam or dry chemical.

Firefighting Precautions : Wear self-contained breathing apparatus and full
fire-fighting turn-out gear.

SECTION 6: ACCIDENTAL RELEASE MEASURES

Release Response : Retain for recycle or disposal.

SECTION 7 : HANDLING AND STORAGE

Nitrile examination gloves shall maintain their properties when stored In dry condition at
temperature between 10°C to 30°C. Protect gloves against ultraviolet light sources such as
sunlight and oxidizing agents.
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REV: 1 (APRIL, 15)

TOP GLOVE SDN. BHD.

SAFETY DATA SHEET
NITRILE EXAMINATION GLOVE

SECTION 8: EXPOSE CONTROLS AND PERSONAL PROTECTION

Engineering Control
Use local exhaust in confined spaces where nitrile examination gloves are heated.

Personal Protective Equipment

Eyes : Not required. Use goggles if nitrile examination gloves are heated.
Inhalation  : Not required.

Skin : Not required. Use heat resistant gloves if nitrile examination gloves are

heated to melting state.

SECTION 9: PHYSICAL/ CHEMICAL PROPERTIES

Appearance  : Ambidextrous, textured and clear or colored
Physical State : Solid

Odour : Odourless

pH : 1.35

SECTION 10: STABILITY AND REACTIVITY

Chemical Stability  : Nitrile examination gloves are stable.

Conditions to Avoid : Avoid contact with excessive heat, sparks or open flame. Avoid
dust accumulation,

Hazardous Products  : Variety of toxic off-gases may be formed when nitrile examination
of Decomposition gloves burn and may further cause respiratory

irritation.
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REN: 1 (APRIL. 15)

TOP GLOVE SDN. BHD.

SAFETY DATA SHEET
NITRILE EXAMINATION GLOVE

The gloves shall have shelf life of 5 years from the date of manufacturer with the above
storage condition.

Aciite Effects : Non-toxic.
Sub-chronic and Chronic Effects : Non-toxic.

Product of Biodegradation : Non-biodegradable.
Ecotoxicity : Nitrile examination gloves are considered as inert.

This document covers the recommended method for disposal for nitrile examination gloves
manufactured by Top Glove Sdn. Bhd.

Incineration: Put appropriate amount of the gloves into the incinerator or furnace to destroy
them following the requirements shown below.

Requirements:

1) Burning temperaiture exceeds 850°C

2) Combustion retention time is not less than 2 seconds

Note: Gloves should not be destroyed by open burning at low temperature or dispose at
normal disposal area.

Other Disposal Considerations: Check with state and local authorities before discarding.
The information offered here is for product as shipped. Use
and/or alterations to the product such as mixing with other
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REV: 1 (APRIL. 15)

TOP GLOVE SDN. BHD.

SAFETY DATA SHEET
NITRILE EXAMINATION GLOVE

materials may significantly change the characteristics of the
material and alter the proper disposal method.

| SECTION 14: TRANSPORT INFORMATION |

Non-dangerous goods.

[ SECTION 15: REGULATORY INFORMATION

Non-applicable.

[SEEHUN 16: OTHER INFORMATION ]

This Product Safety Data Sheet is offered solely for your information. Top Glove Sdn. Bhd.
provides no warranties, either express or implied, concerning the sage use of this product
in your process or in combination with other substances and assumes no responsibility for
the accuracy or completeness of the data contained herein. User has the sole responsibility
to determine the suitability of the product for any use and the manner of use contemplated.

Prepared By: Verified By:
QA/ RA Division Pn Noor Akilah Saidin
QA/ Deputy General Manager
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LEMBAGA GETAH MALAYSIA
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s MALAYSIAN RUBBER BOARD
" * RUBBER RESEARCH INSTITUTE OF MALAYSIA s resnme s sovnoueston msats
x j’ Global Testing and Consultancy for Rubber (G-TACR) e
st

l.-{ n
Malaysian Rubber Board, 47000 Sungai Bulok, Selangor A
Tol: (6)I-61459471 Fax: (6)03-61412907 Hac-urA a3 ts0nEG 1roes

Email: gracrilgm govamy Website: hinp:/ivwevra Igmgov.my/glace »;q_"'-:.‘_ll:-:—\::y‘ TESTINGACALIBRATION

PAGE : | of 6

TEST REPORT DATE :21/03/2016
REPORT NUMBER : QAR2016/0175/1

SUBJECT . Physical Properties for Examination Gloves

SUBMITTED BY : TOP GLOVE SDN. BHD.
Lot 4969 Jalan Teratai,
Batu 6,01 Jalan Meru,
41050 Klang,
Selangor Darul Ehsan.
Malaysia.

ON : March 08, 2016

These results have been obtained on sample(s) submitted to us.

The types of test are in accordance with the customer’s requirement.

The precision, measurement of uncertainty and conditions of the tests are available from the
Physical Testing Laboratory, if required.

This report, except in full, shall not be reproduced without the prior approval of The Director
General.

mmhm;mwhmMﬂﬁmmmp-Hhmﬂhmﬂlhm of the laboratury snd it tmceabifity 10 recogmised
ratmal standands and io e units of measareiil icalived st the correspondeng ntional standlards sboratory, Copyrtight of tis repor s ewned by e g labotatery s
iy mot be reproduced other e in full except wilh prior weitten approval of the Head of the issiing kaboratary.
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!’ MALAYSIAN RUBBER BOARD

"%{ .f RUBBER RESEARCH INSTITUTE OF MALAYSIA  osaut rea sno cousoctes ot suseen
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Global Testing and Consultancy for Rubber (G-TACn) A e
Mallaysian Rubber Board, 47000 Sungal Bulob, Selangor. ==

Tel: (6036105871 Fax: (6H0-61412007 i ; R IMOED 1
Email: ghacridbgm.govay Websdie: hip:Vwww lgm. gov.my/glacy K‘*ﬁ“ﬁ Y mw

PAGE : 2 of 6

TEST REPORT
REPORT NO : QA2016/0175/1 DATE : 21/03/2016
Sample Description  : Physical Properties for Examination Gloves
Marked : Latex Examination Polymer powder Free Gloves
Size: M
Test to Standard . Please refer to page 6 of 6.
Date of Testing ¢ 09/03/2016 to 18/03/2016

Dimensions (mm)

Sample Thickness
Reference Length Width Finger Palm
QA/2016/0175/ 1.01 241 95 0.14 0.13
1.02 243 95 0.14 0.13
1.03 242 95 0.14 0.12
1.04 243 95 0.12 0.12
1.05 241 07 0.14 0.13
1.06 240 96 0.14 0.13
1.07 234 95 0.11 0.12
1.08 240 95 0.15 0.13
1.09 244 95 0.12 0.12
1.10 240 95 0.16 0.13
1.11 240 95 0.10 0.12
1.12 242 96 0.13 0.12
1.13 234 95 0.13 0.12
Requirements 230 min 95 £+ 10 0.08 min  0.08 min

Thsia regrart in boised fis sccordance with the eonditions of sceveditation grmatod by SAMM which has sssessed the: capability of the laboratory and its traceabilisy ho recagnised
ational dandmds and bo the tnkis or measisrement reslised sl the conespnding nations) sunidards biborstory. Copyright of this iepor i owned by the isuing laboratory anc
1y not be reproduced ofher tan in full excopl with prior writien appresesl of ihe Head of the tiring babaratory,
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RUBBER RESEARCH INSTITUTE OF MALAYSIA  woa e oo s ton isssn

‘Q%« j Global Testing and Consultancy for Rubber (G-TACr) LT
o Malaysian Rubber Board, 47000 Sungai Buloh, Sclngor A
Tel: (6)03-61459471 Fax: (6)03-61412907 =MEA s mowe 1o
Eannil. ghoceiaipm, govimy Website: Wtp:/www Lgm, v,y gtace G TRRTIM/CALBAATION
PAGE : 3 of 6
TEST REPORT
REPORT NO : QA2016/0175/1 DATE : 21/03/2016
Tensile Properties Unaged
Sample Tensile Elongation Modulus
Reference Strength at Break at 500%
(MPa) (%) (MPa)
QAS2016/0175/ 1.01 20.9 670 5.0
1.02 22,0 660 5.0
1.03 20.5 660 5.2
1.04 20.5 670 54
1.05 204 690 52
1.06 21.0 680 5.2
1.07 21.0 670 52
1.08 21.1 680 5.0
1.09 19.6 650 54
1.10 21.6 650 58
1.11 19.6 640 54
1.12 223 650 52
1.13 19.7 670 5.0
Requirements 18.0 (min) 650 (min) 5.5 (max)

Tﬁmh_ﬂhmﬂm'ﬁhwmﬂmﬂdwmhﬂuuﬂﬂmmﬂhﬂlrﬂhhmﬂhlmmrhmm
suatbinisil stilires mowd 1 b umits o mermsmemend reslscd at e conresponding nasional sandards Latmaiory. Cupyright of this ropan 5 awnel by the maing laborstory snd
may ol be roprodeced et than i full eacepl wilh pios wollen appwreval of dse Mead of the iminng lebsatory
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LEMBAGA GETAH MALAYSIA

MALAYSIAN RUBBER BOARD Q-TAC 14

* RUBBER RESEARCH INSTITUTE OF MALAYSIA ot e ans camsins sos seaen

e

R ‘f Global Testing and Consultancy for Rubber (G-TACn) 2, e
- Maluysian Rubber Board, 47000 Sungsi Buloh, Sclangse —
Tel: (6)03-61439471 Fax: (6)03-6141 2907 e WA IOAEC 17038
Email: grwcrilgm gov.my Website: hitpe//www Igm. gov.ny/glacr DY "
PAGE : 4 of 6
TEST REPORT
REPORT NO : QA/2016/0175/1 DATE : 21/03/2016
Tensile Properties Aged 7d/70°C
Sample Tensile Elongation Modulus
Reference Strength at Break at 500%
(MPa) (%) (MPa)
QAR016/0175/ 1.01 16.3 690 5.1
1.02 17.3 710 4.8
1.03 17.2 710 4.5
1.04 17.2 750 3.5
1.05 14.4 700 4.0
1.06 17.5 730 34
1.07 15.8 720 4.5
1.08 16.9 720 39
1.09 13.9 700 39
1.10 16.6 700 4.0
1.11 16.4 710 4.0
1.12 15,1 690 43
1.13 14.0 700 3.7
Requirements 14.0 (min) 500 (min) Nil

Thix repart is fssmed in sccaidance with the cnnditians of secralitafion pramted by SANMM which lies assevsed the capability of the Litoestory and ibs insceabulity @ recognised
mtiatal sandasds snd 1o the units o measarcmen realiszdd o the conespoading mebicnal standads laboatory. Copyright of tas eport d by the sz Lk y and
mry not be reprodaced other than in fill except with poior smiticn spproval of the Hesd of the ssaing laboratory.
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Global Testing and Consultancy for Rubber (G-TACr)
Malaysian Rubber Board, 47000 Sungai Baloh, Sclmgor.
Tel: (60361459471 Fax: (60361412907
Emagl: gtacribpm gov.my Website: hitpe/forwow lgm. govomiy/glace

;r" gy, LEMBAGA GETAH MALAYSIA
% MALAYSIAN RUBBER BOARD -1ACRr
< ° RUBBER RESEARCH INSTITUTE OF MALAYSIA e

PAGE : 5 of 6
TEST REPORT
REPORT NO : QA/2016/0175/1 DATE : 21/03/2016
Watertightness Test
Sample No. of samples No. of samples with
Reference tested sign of leakage
QAR016/0175/ 1 200 pieces Nil

{Sham S )

R Officer

Physical Testing Laboratory
Malaysian Rubber Board

This pejport is sl n sccondesce wills the condition of sccredittinn grasted by SAMM which has sssessed tw capabilicy of the laborarory amd its racesbility so recognised
nartiowd standands: s 1o the wnils or measurenent icatised 3t the corresponding wational sandands laboratory. Copyright of this repost is owned by the xamg labootory aml
irury modl b reproduced other than in Bl except with. prtor written approval of the Head of ithe ssuing abasiory.
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Muluysian Rubber Board, 4AT00) Sungai Bulsh, Selangor A
Tel: (6)03-61459471 Fax: (60361412007 w,_ﬁ}.__gf ., A
Esnnil; giocrddlgm govamy Welmite: htipwww. lgm, govony/glace -.:‘:-:“ I-_.‘\;‘,y w
PAGE : 6 of 6
TEST REPORT
REPORT NO : QA/2016/0175/1 DATE : 21/03/2016

STANDARD SPECIFICATION FOR LATEX EXAMINATION GLOVES
ASTM D3578 - 05 (Reapproved 2010)

Test Method
Dimension (mm) Clause 8.4
Tensile Properties Unaged Clause 8.5.1
Tensile Properties Aged 7d/70°C Clause 8.5.2
Watertightness Clause 8.3

This report s iwwned in sccondasce with the condithons afl sccrodisation granted by SAMM whibch has asscascd the cugubility of the lsbusstory smd i srmcenbility b recognised
matinnol wtandards and 10 the umits or messnrement realised ot the comesponding natinmsl standands lsboratary, Copyright of this veport is owmed by the isvuing labomicry and
iy ol e reprovueed ofber than f= Full exoopl with prioe wibitien spproval of ihe Hesd of the issuing Inborsory,
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ZERTIFIKAT #« CERTIFICATE # i

CERTIFICATE

No. Q52 084240 0004 Rev. 1

Cerificate Holder:

Certification Mark:

Scope of Certificate: Manutacturing and Distribution of Natural
Lates and Synihetic Medical Examination
Gloves [Powdered and Powder Fres),
Unstarile Gloves

Standard: 150 13485:2016
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Report No.: R OMMOE 1 3044-T214I046
EfNfective Date: 2020-02-03

Expiry Date: 2027.1201
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ARDI:>-

AXADN RUSBEN DOVELOPMENT LANCRATORY. itet Pragress Through Innovation, Technology and Customer Satisfaction

April 15, 2016
« TEST REPORT -

PN 127526

CHEMICAL ANALYTICAL SERVICES

Prepared For:

Noor Hazwa Hashim
Top Glove Sdn. Bhd.
Lot 49689 Jalan Teratal,
Batu 6, Off Jalan Meru
41050 Klang, Selangor D.E.
Malaysia

Ana C. Barbur, M.5.
Manager
Chemcal Microbiological, & Pharmaceutical Sarvices

An AZLA Accredited Testing Laboratory — Cenificate Mumbars 255.01 & 255.02 -
IS0 9001:2008 Registered 1SO 9001:2008
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ACCREDI
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Lafery mnd resoris S i e EeTAM ew Ut OF T Cler D et Ty e sodtessed #nd Bl o be eevoduoed, exepd Al wiou The weitien permassson of Admen Hobiber Desetopmo !
imborabey, b UL | The idormaiios corsared Farés apsies S0 The p il p o procevee iied o eranmied o warandy oF ey Bifd i Peain corsiiugd o aipied
Tha ety of AR0L inc shal b et o B smoun] of malergaon et b wrvoes AR b s acoredied Gy AZLA Sor (e Sl roliass. inles? on he aftachisg e

wniw ardl com | 2887 Gilchrist Rd. | Akron, Ohlo 44305 | answers@ardl.com | Tall Free (800) B30-ARDL
Fax (330) 794-6610 | Worldwide {330) 794-6600
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ARDI---

ANRCH EURETR GEVLLOFMENT LAROTATORY. HeC Progress Through Innovation, Technoloegy and Customer Satisfaction

April 15, 2016
Noor Hazma Hashim

Top Glove Sdn. Bhd.

Page 1 of 2 - PN 127526

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

RECEIVED: One bag of blue gloves identified as Nitnle Examination Powder Free Giove, CWT77

TESTING CHEMOTHERAPY DRUGS DRUG SOURCE
Carmustine (BCNU) Sigma Aldrich, Lot# 015M4004V; Expiration 0472016
Thiotepa Sigma Aldrich, Lot# SLBM7142V, Expiration 02/2016

COLLECTION MEDIA:
The coliection media which were selected are lislted in Table 2

TEST CHEMICAL AND CONCENTRATION COLLECTION MEDIUM
Carmustine (BCNU), 3.3 mgiml (3,300 ppm) 10% Ethanol Aguedus Soiution
Thiotepa. 10.0 mg/ml (10.000 ppm) Distiiled Water
TESTING CONDITIONS:

Standard Tes! Method Usead ASTM D 6978-05
Analytical Method: UVAMS Spectrometry
Testing Temperature 3IBOC£20
Caollection System: Closed Loop
Specimen Area Exposed. 5.067 em2

Selected Dala Points: 25Nes!

Number of Specimens Tested: Atest

Location Sampled From: Cuff area

wwatardl.com | 2887 Gilchrist Rd. | Akren, Ohio 44305 | answers@ardi com | Toll Free (800) 830-ARDL
Fax (330) 794-6610 | Worldwids (330) 724-6500
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MNoor Hazma Hashim
Top Glove Sdn. Bhd.

Page 2 of 2 - PN 127526

DETEGTION Hal® CHEMICAL PERMEAT :
Instrument: Perkin Elmer UVAVIS Spectrometer Lambda 25

UVIVIS Absorption Spectrometry was used to measure the absorbance of test chemicals which permeated through
the specimens into the collection medium. The collection medium was circulated in a closed loop at 11 mifminute of
fliow rate through the testing period.  Data collection was performed according to the programmed schedule by means
of UV Winlab software from the Perkin Elmer Corporation, The list of the characteristic wavelengths is shown below.

Table 3. Characteristic Wavelengihs used in UV/VIS Absorption Spectrometry

TESTING CHEMOTHERAPY DRUGS

WAVELENGTH (nm)

Carmustine (BCNU)

229

Thiotepa

188

Testing Thickness (mm} Average Weight/Unit Area
Chemotherapy Drugs #1 #2 #3 (mm) (g/m2)
Carmustine (BCNU) 0.098 0.099 0.096 0.088 100 4
Thictepa 0.099 0.103 0.083 0.098 :
RESULTS:
Table 5. Permeation Test Resulls on: Nitrile Examination Powder Free Glove, CWT77
MINIMUM AVERAGE
BREAKTHROUGH STEADY STATE
T e e | oETECTION TRE PERM. RATE OTHER OBSERVATIONS
{Specimeni/2/3) (Specimen1/2/3)
(Minutes) (pglem’iminute)
Carmustine (BCNU), 50.3 0.6 Moderate swelling and slight
3.3 mg/ml (3,300 ppm) {50.3,52.8,53.2) (0.6,06.0.7) degradation
Thiotepa, 150.6 0.2 Slight swelling and no
10.0 mg."rnl (10,000 ppm) {150.6,160.4,160.5) {0.2,0.2.0.2) degradatiun

Tiffany L. Meller
Assistant Managar
Pharmaceutical Services

AKRON RUBBER DEVELOPMENT LABORATORY, INC.

Ana C. Barbur, M.5,
Managar
Chemical. Microbdological and Pharmaceulical Services
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ol DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food snd Drug Administemton

- 10903 New Hampshire Avenoc

Documeni Control Cemler - WiOb-Catdr
Silver Spring, MDD 20990002

October 12, 2017

Top Glove SDN BHD

Noor Akilah Bt Saidin

Deputy General Manager, QA

Lot 4968, Jalan Teratai, Batu 6, Off Jalan Meru
Klang, 41050 MY

Re: K171279
Trade/Device Name: Sterile Latex Surgical Powder Free Gloves; Sterile Nitrile Surgical
Powder Free Gloves Tested for Use with Chemotherapy Drugs
Regulation Number: 21 CFR 880.6250
Regulation Name: Surgeon’s Gloves
Regulatory Class: Class |
Product Code: KGO, LZA, LZC
Dated: September 13, 2017
Received: September 13, 2017

Dear Noor 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 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).
Y ou 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 (see above) into either class 11 (Special Controls) or class I (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 not mean
that FDA has made a determination that vour 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

Scanned with CamScar



Page 2 - Noor Akilah Bt Saidin K171279

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 531-542 of the Act); 21 CFR 1000- 1050,

If you desire specific advice for your device on our labeling regulation (21 CFR Pan 801), please
contact the Division of Industry and Consumer Education (DICE) at its toll-free number (800)
638-2041 or (301) 796-7100 or at its Internet address
http//www, fda.gov/MedicalDevices Resourcestor Y ou/Industry/default. htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
R07.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

up://'www.fda gov/Medical Devices Safety/ReportaProblemydefault.him 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 Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or
(301) 796-7100 or at its Internet address

5 Y

Sincerely,

Michael J. Ryan -S

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

Enclosure
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Farm Approved: OMEB Mo, 08900120

Food and Drug Administzation Expiration Date: January 31, 2017
Indications for Use See FRA Siatormont bolow
510(k) Number (if knowe)
K171279
Divien Marma

Sterile Mitrile Surgical Povwder Free Gloves Tested fior Use with Chemotherapy Drugs

Indications for Use (Describa)
Bierile Mitrile Surgical Powder Free Gloves Tested for Use with Chemotherapy Drogs is 10 be worn on the hands of

healthcare professionals during surgery lo preveni cross confemination between healtheare personnel and the patient.

These gloves are tested for use with Chemaotherapy Drugs as per ASTM D6978-05 Standard Practice far Assessment of
Madical Cloves to Permeation by Chematherapy Dirugs.

Chemotherapy Drug Permeation
The following chemicals have been tested with these gloves.

Chemotherapy Dirug Concentration Breakthrough Detection Time in Minutes
Carmustin (BCNL 1 3mg/ml A1)
Cisplatin 1,0mg/mil >240
Cyclophosphamide (Cytoxan) 20.0mg/mi =240
Dacarbazine (DTIC) 10,0z fml =240
Daoyarubicin Hydrochloride 2. gl =240
Etoposide (Toposar) 20.0mg/ml =240
Fluorourcil 50.0mg/ml =240
Paclitaxel (Taxol) 6.0mg/mi >240
i 10.0mg/m 16.2

* Pleass note that the following dnugs have extremely low permeation times:
Carmustin (BCNU) : 8.0 minutes and Thiotepa : 16.2 minutes

e —

Type of Lisa [Soakec] ono or bolh, us appiicabi)
] Praseription Use (Part 21 CFRt 801 Subpart D) [ Over-The-Gounter Use (21 GFR 801 Subpant C)

CONTINUE ON A SEPARATE PAGE IF NEEDED,

This section applies only 1o requiremants of the Papenwork Reduction Act of 1985,
DO NOT SEND YOUR COMPLETED FORM TO THE PRA 8TAFF EMAIL ADDRESS BELOW.*

T basrdan Bme for this collsation of information is estimated to overags 79 hours per responsa, including Lhe
timie fa review iInstructions, ssarch axisting data sources, gather snd maintain the data needed and complato
and reviow (ha colioction of Information. Send comments regarding this burdaen cslmato or any offher aspec
of this information collection, including supgestions for reducing this burden, to;
Daparimant of Health and Human Sorvices
Food and Orug Adminisiration
Cifice of Chief Information Officer
Paperwork Reduction Act (PRA) Stafl
FPRASafGide hiw gov
“An agency may nof conduct or spansor, and & parson is nof required fo respond o, & collsclion of
informalion unless if displays o currenily valid OME number,*

FORM FDA J884 (8H4) Page 1 of 1 ik Pl havbesr o olbabm. iF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0810-0120
Feod and Drug Adminstration Expiration Date: January 31, 2047

Indications for Use

510(k) Number (If known]
KI1T1279

—

Davica Nama
Sterile Latex Surgical Povwder Free Cloves

indications for Use (Describa)
Sterile Latex Surgical Powder Free Gloves is to be worn on the hands of healtheare professionals during surgery to

prevent cross contumination between healtheare personnel and the patient.

Type of Use [Salecl ons or bath, as appiicabla)
[ 7] Prescription Use (Part 21 GFR 801 Subpar D) B4 Over-The-Cauntor Use (21 GFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only W requirements of the Paperwork Reduction Acl of 1895,
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden fime for this collection of iInformation & eatimatad to avérage T8 hours per response, Incliding the
firna to renvlowy Insbructions, search axisting date sources, gather and malatain the data needed and complalo
and review ihe colaction of [nformallon. Send commonts regarding this burden eslimato o any other aspec
af thiz information callection, Including suggestions for reducing this burden, o

Deparimant of Health and Human Services

Food and Drug Adminkstration

Office of Chiel Information Officer

Paparnwork Reduction A (PRA) Stall

PRASafG e his gov

“An agency may nol canduct or ponsor, and a person is nol feguired lo respond o, o colledlion of
information uniess I displays 8 cumenily velid OME number,®

FORE FOA 3881 (8/14) Page 1of 1 PO thskateg dmriemcbts A tEn P
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

to certify that

Wolds Certifieats o MD 701605

d opt=airs 2 Qualty Managomen| System which eomphes with 1he resipremencs of 150 133852016 for the

lazture of non-steede ratural lten, Adnte eramination aod sy goves

L.=

Scanned with CamScanner
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