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CHEMTOUGH

Experience the Toughness

CHEMTOUGH Green Nitrile Powder Free Glove is well known
for its superior protection against chemical splashes or
hazardous substances. The glove offers good resistance to
chemotherapy drugs and it is suitable for heavy chemical
industries. The proprietary nitrile formulation provides better
durability and comfortable wear and is fully textured for
excellent gripping in both wet and dry conditions.

Product Features
250e
Chemical Ambldextrous Superior Grip
Resistance &Fit




CHEMTOUGH

Specialized for :

Healthcare

The healthcare industry requires the highest level of
protection. Maintaining cleanliness is essential for the
safety of patients and healthcare professionals. Hand is
one of the primary routes of transmission of pathogens,
hence the main way to prevent infections is to use the
correct type of disposable single-use gloves.

Pharmaceutical

A pharmaceutical is any kind of drug used for medicinal
purposes. Gloves act as protection during research
production and handling medicine.

=} Industrial

Our hands are the basic tool for work performed in
light/heavy industries. Working protective gears are
necessary, in addition to mechanical injuries, exposure to
strong chemicals, lubricants, low or high temperatures,
sharp tools, and heavy objects. It is our duty to protect
ourselves in everyday tasks and activities.

Laboratory

Wear gloves when handling hazardous materials,
chemicals of unknown toxicity, corrosive materials, and
rough or sharp-edged objects. Nitrile gloves are
appropriate as protection from incidental splashes or
contact with lab chemicals.




X2260GR Product Datasheet 6
CHEMTOUGH Nitrile Powder Free Examination Gloves ergamot

Product Features
100 Pcs / Box

* Ultra-soft fit that provides easy comfort
10 Boxes / Carton

* Latexfree, reducing potential allergens
+  Protection against chemical and dangerous substances W[ 240mm

¢ Full textured for excellent gri "o\
grip s, Textured
D00

Physical Dimension

Length (mm) S M, L, XL(Min240)
width (mm) S 84+3

M 94+3

L 105+ 3

XL M3+ 3
Thickness (mm) Fingertip: Min.0.15+ 0.02
Single wWall Palm : Min. 0.13+ 0.02

Physical Properties

ASTM Standard ( Before Aging) EN Standard ( Before Aging)
Elongation of Break (%) : Min.500 Force at Force (N) : Min.6
Tensile Strength (Mpa) : Min.14

ASTM Standard ( After Aging) EN Standard ( After Aging)
Elongation of Break (%) : Min. 400 Force at Force (N) : Min.6

Tensile Strength (Mpa) : Min.14




Functional Benefit CHEMTO@UGH

CHEMTOUGH Nitrile Powder Free Examination Gloves Exgerience the Toughness

Chemo Drug Tested

Extra protection against chemical
and dangerous substances

Easier donning with beaded cuff and
helps prevent rollback

Full textured for
excellent grip

Latex free, reducing
potential allergens

A The gloves shall maintain their properties when stored in a dry condition. Avoid direct sunlight. Pg 5
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Attachment 1

No. Pendaftaran GA2290720-50017

Registration No.:

Butir-butir perantl perubatan yang didaftarkan
Particulars of the registered medical device

Mama Peranti Perubatan  Nitrile Powder Free Examination Glove

Medical Device Name

Kelas. CLASS A Jenama Bergamot

Class Brand

Kelompok FAMILY

Group

Hama dan alamat BERGAMOT SDN BHD NO. 7 & 8, JALAN SINARAN 6, KAWASAN
mbuat PERINDUSTRIAN SINARAN,, 43000, KAJANG, SELANGOR,

MName and addressof  MALAYSIA
manufacturer

CHEMTOUGH

Experience the Toughness

Nitrile Powder Free Examination
Glove

X2230

Nitrile Powder Free Examination
Glove, Non-Sterile

SE Nitrile Powder Free
Examination Glove

X2235

Nitrile Powder Free Examination
Glove, Non-Sterile

SE Violet Blue Nitrile Powder Free
Examination Glove

X2235VB

Nitrile Powder Free Examination
Glove, Non-Sterile

SE Black Nitrile Powder Free
Examination Glove

X2235BK

Nitrile Powder Free Examination
Glove, Non-Sterile

SE Black Nitrile Powder Free
Examination Glove

X2240BK

Nitrile Powder Free Examination
Glove, Non-Sterile

Long Cuff Nitrile Powder Free
Examination Glove

X2562

Nitrile Powder Free Examination
Glove, Non-Sterile

Nitrile Powder Free Examination
Glove

X2232

Nitrile Powder Free Examination
Glove, Non-Sterile

APPENDIX
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
1 [Miite Pouder Free Bxamination | 50 Hitrle Pawder Free Examination
Glove, Non-Steriie
5 |5 i Powser Free — Nitrle Powder Free Examination
Examinaticn Giove Glove, Non-Sterile
3| SE Violet Bue Nitrle Powder Free | o0 Hitrle Powder Free Examination
Examination Giove Glove, Non-Steriie
SE Biack Nirle Powder Free . HNitrle Pawder Free Examination
4 | Examinaticn Glove i Glove, Non-Sterile
SE Biack Nitrle Powder Free ; Hitre Powder Free Examination
® | Examination Glove ki Glove, Non-Sterile
s | LonaCuffNitile Powder Free | e Nitrie Powder Free Examination
Examinaticn Giove Glave, Non-Steriie
;| Nitrile Pouder Free Examinaton | o2 Nitrle Powder Free Examination
Glove, Non-Sterile
o | Chemtough Niile Powder Free | ooco o

Examination Glove

Nitrile Powder Free Examinatign
Glove, Non-Sterile

*End Of Product List"

Chemtough Nitrile Powder Free
Examination Glove

X2260GR

Nitrile Powder Free Examination
Glove, Non-Sterile

Halaman 1 daripada 1
Page1of1

MDA Reg No : GA2290720-50017



Certificates and Test Reports

ASTM D6978-05

RESULTS:
Table 5. Permeation Tes! Results on testing of. Nitrle Powder Free Examination Gloves, Non-Sterile, Lot Number
™

CHEMTOUGH

Experience the Toughness

- 8 MINIMUM AVERAGE
TG, ko Priiecn sbbiag . ETEAD: STATE omeR
TEST CHEMOTHERAFPY DRUGS DETECTION TIME PERM. RATE
P L 1/2/3) r 11213 OBSERVATIONS
August 24, 2021 Minutes) (ugiem’iminute) |
Carmustine (BCNU), 14. 07 Slight swelling and no
3.3 mg/ml (3,300 ppm, (14.1,19.217.3) (0.6,0.7,0.9) degradation
Cisplatin, } 5240 min. NIA Slight swelling and no
*TEST REPORT= | 1 mg/mi (1,000 pprm) degradation
Cyclophosphamide (Cytoxan), 2240 min NIA Slight swe\lmg and no
200 mmrpl (20,000 ppm) - degrac?ahon
PN 160690 T 060 pom) ~2s0min. A ST sweling ari o
o, S et o
o - el
PHARMACEUTICAL SERVICES et e 000 oo =240 min. N Sl samting 2nd o MINIMUM AVERAGE
Pacl\lsilte\ 2240 min NIA Slight swelling and no BREAKTHROUGH STEADY STATE
6.0 main 6,000 pom) 7 5 soeling 4TS TEST CHEMOTHERAPY DRUGS |  DETECTION TIME PERM. RATE - .
Prepared For: L 10.0 mgimi (10,000 ppm) (34.1,39.7.36.9) (1.51.9.16) cegradation | (Specimen1/2/3) (Specimen1/2/3) S
Kartika Hamdan - (Minutes) (rglc “Iminut )
5 tgsrgg:j::gig“ Carmustine (BCNU), 14.1 0.7 Slight swelling_ and no
4;33‘%52 lr?::zxsmbBalakong J'a;s. giz,;?a%i/:' (3,300 ppm) (14.1,19.2 17.3) (0.6,0.7,0.9) — h?egralsatlon -
eri Kembangan, Selangor N G . Ignt sweilling ana no
Malaysia . / 1 mg/ml (1,000 ppm) >240 min. NIA degradation
)\ 2 A Cyclophosphamide (Cytoxan) i Slight swelling and no
[/ I 1
N ‘ \{ f 7(’)} Z‘Z& N 20.0 mg/ml (20,000 ppm) %260 min: B degradation
teparsd By Avproved BY; e Dacarbazine, >240 min NIA Slight swelling and no
Vice President, Analytical & Chemical Services 10 mg/ml (10,000 ppm) J degradation
Rev 101218 Doxorubicin HCI, ; Slight swelling and no
2.0 mg/ml (2,000 ppm) zedlimin: NiA degradation
Etoposide, 3 Slight swelling and no
. 20.0 mg/ml (20,000 ppm) >240 min. NiA degradation
) AnAZAISO 17028 Accreces Tetug Labertar— ortwaNorsens 28801 83982 g e Fluorouracil, 3 Slight swelling and no
et 50.0 mg/ml (50,000 ppm) EAAnI: A degradation
Paclitaxel, 4 Slight swelling and no
6.0 mg/mi (6,000 ppm) PEAR i degradation
i o 2587 Gl .| s, Ol 430 | s com | T o (00850 ARDC ARDL5 50 T3S e by A3LAfo et e e ot . s e thecuten e vrion s e, ThioTepa, 341 17 Slight swelling and no
: 10.0 mg/ml (10,000 ppm) (34.1,39.7,36.9) (1.5,1.9,1.6) degradation

Assessment of Resistance of Medical Gloves to Permeation by Chemotherapy Drugs

A Do not use gloves with Carmustine and Thiotepa




We proudly launch and introduce to you:
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NITRILE

* i POWDER FREE
EXAMINATION GLOVES

CHEMTOUGH |

____________________________________________

N

NITRILE &

POWDER FREE |
EXAMINATION GLOVES L




Contact Us

amot

Protective disposable solutions

Gerg

Contact our Sales Representative and
Redeem your free sample now

BERGAMOTHQ Domestic Office Branches

Bergamot Sdn Bhd Pahang Johor Sabah

No 7 &8, Jalan Sinaran 6, B8, Jalan Air Putih 6, No.17, JalanKempas Lama1, Unit No 37, Block D, Bundusan Industrial Park,
Kawasan Perindustrian Sinaran, 25350 Kuantan, Off Jalan Kempas Lama, Lorong BIP 2, Jalan Penampang,

43000 Kajang, Selangor. Pahang Darul Makmur, Malaysia. 81300 Johor, Malaysia. 88300, Donggongon, Sabah, Malaysia.

+603 8964 4186 +609 566 2031 +6012 406 6613 +6016 8188 750




