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Innovation of

IDEAS &
EFFICIENCY

>
X

Our team has experience in various projects ranging from telecommunication, network,

in any of our endeavours

About Us ‘

XFYRE (M) SDN BHD was conceived with the notion to break grounds and shift
the nature of various industries. We believe in the innovation of ideas and

efficiency in any of our endeavours.

power utility, security, forensics, surveillance, cyber-warfare and defence contract. We
have assisted many government agencies in the area of threat management, intelligence

PHILOSOPHY &
METHODOLOGY

To maintain high ethical
standards in external and
internal relationships. Decisions
should be based on facts
and objectively considered.
Business should be kept in
adjustment with the forces
at work. People should
be judged on the basis of
their performance, not on
personality,  education or
personal traits and skills.
All business should be
administered with a sense of
competitive urgency.

gathering and research & development.

VISION &
PRINCIPLES

We believe in simplifying
experience and  providing
disruptive pricing to enhance
business competitiveness
of our clients. Out strong
fundamentals pushes
innovation and we strongly
believe in focusing on the few
that are truly important and
meaningful to us.

“Do not go where the path may
lead, go instead where there
is no path and leave a trail” -
Ralph Waldo Emerson

JoJ PERSISTENCE
|

We do not say “NO” to our
customers. We ensure
every project that we
undertake, we deliver with
sheer excellence. We make
sure delivered projects are
monitored thoroughly even
after completion. We maintain
high level communications
with our customers to ensure
our products and services
meet their standards and
expectations.

“Do not go where the
path may lead, go instead
where there is no path and
leave a trail”

- Ralph Waldo Emerson

PREPARATION

We expect nothing less from
our people. We are industry
certified from PMP (Project
Management Institute),
ITIL (T Governance and
Infrastructure/Service), Six
Sigma  (Business  Process
Improvement), Microsoft,
Cisco (Networking), VMWARE
(Virtual ~ Machines),  Citrix,
BS7799/ISO 27002 (Security
Policy), CIA/CISA (Audit Control
and Security) and many other
various certification in long
standing industry. Our people
are equipped, certified and
ready to embark on any
projects given in relation to our
business.
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Provide  protection  from  unwanted
substances or potentially dangerous
substances for both the professionals and
patients. These gloves are made from high
quality 100% nitrile (A synthetic co-polymer
- Acrylonitrile-Butadiene) are Latex Free and
are suitable for NR Latex- Sensitive Medical
Professionals (Type 1 allergic reactions)
» Unique formulation makes the glove soft
and flexible for a comfortable fit
» Micro-Textured surface provides non-
slip grip when handling instruments
» The dual leached gloves have low
chemical residue
» High tensile strength due to its special
formulation
» Beaded cuff ensures secured and easy
donning

™
N

Superior price verses performance value
and treated them with a proprietary Polymer
Coat and Surface treatment to provide you
with a pair of gloves free of powder for even
more stringent contamination control.

» Unique latex formulation resulting in
superior barrier protection with Low
Allergenic Protein content

» Proprietary Polymer Coat and Surface
treatment for easy donning without
any dusting powder.

» Balanced weight versus thickness ratio
for optimal performance usage

» Ambidextrous shape provides comfort
even during long period of use

DISPOSABLE

Medical Equipment Catalog

Latex surgical gloves have been developed
specificallywith doctorsinmind. Incorporating
a proprietary latex formulation, we have been
able to produce these gloves to give superior
barrier protection yet provide comfort and
all around dexterity for long hours during
surgical operations. The gloves don easily
and securely over surgical gowns and with
a Micro-Textured surface, users are able to
hold their instruments with more confidence.
They also meet all regulatory requirements
for Biocompatibility testing and Latex Protein
Allergy.

» Unique latex formulation resulting in
superior barrier protection with Low
Allergenic Protein content

» Micro-Textured surface provides non-
slip grip when handling instruments

» 300mm glove length provides secured
donning at all times during surgical
procedures

Vinyl is a synthetic, non-bio-degradable,
protein-free material made from polyvinyl
chloride (PVC) and plasticizers. Since vinyl
gloves are synthetic and non-biodegradable,
they have a longer shelf life than latex gloves,
which often start to break down over time.
Vinyl is also not very form fitting compared
to latex or nitrile, giving the wearer limited
dexterity and a higher chance that the glove
with catch and tear.

» Latex-free

» Have a looser fit

» Are good for short-term, low-risk tasks
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STRICTLY PRIVATE AND CONFIDENTIAL, SUBJECT TO CONTRACT

HEALTHSOURCE

Medical Grade Nitrile Gloves By XFYRE

A TILLER HEALTH COMPANY

Product Detall

Type Powder-Free, Non-sterile
Material Weight (gsm)
Color Blue, White, Green, Purple, Black

Saes
MoQ
Gross weight per item

LU 100units |

_ Box :240x120x70 (mm) / 24x12x70 (cm)
Packing Carton: 360x250x250 (mm) /
() 36x25x25 (cm)
10box / ctn 3.5-5.5 kg

« Protection from unwanted or dangerous substances

e Beaded cuff makes donning easy and helps prevent roll back 40 HC 3,200
« Superior strength with better puncture resistance Container  yinits/box JEEXTaN
« Full textured enhances wet and dry grip Manufacture location N EE GG
« Thinner gauger improves tactile sensitivity
« Cusiom design enhances comiort and fit
o Provide an alternative solution for individuals who are allergic

to natural rubber latex
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Specification and Performance

Product Type Nitrile Examination Glove Disposable

Material Nitrile Butadiene Rubber (NBR)

Design& Feature Ambidextrous. Beaded Cuff. Finger Textured

Size Available S,M, L, XL

DonningAid Chlorinated

Product Classification FDA 80LYY 880.6250 MOD Class|

Powder Content Max. 2.0 milligram/glove

Protein Content N/A

Performance Standard ASTM 0-6319 EN 455-Part1. 2 and 3

Packing Style Bulk Pack

Shelf Life Product shall have shelf life of 3 years from the date of manufacture with the above storage condition
Storage Condition Product shall be stored under 10om condition, avoid sunlight

PHYSICAL DIMENSION @3 MILS 240 MM/ 9

Size S M L XL Thickness(mm)

Ave width (mm) 95..t4 1025 108:1:5 114 J:5 Cull 0.040.10.02
Ave weight(gm) 9.0+£1.0 9.5+1.0 10.0£1.0 10.5%£1.0 Palm 0.070+0.02
Length(mm) Min 240 Finger 0.080+0.02

PHYSICALPROPERTIESHIAS

Parameters lensile Strength [l ongation at Modulus at Tensile Strength  Elongationat Modulus at
(MPa) b1eak (%) 500% (MPa) (MPa) b1eak (%) 500% (MPa)
Hanser Result 18- 28 650 - 750 Max 2.8 14-18 500- 650 Max 28
ASTMRequriement(min) Min 14 Min650% Max 2.8 Min 14 Min500% N/A
PHYSICALPROPERTIES] CHENICAL ANALYSIS|
Before Aging After Aging Protein Content Powder Content
Parameters Force at  ElO"Qali<inal Forceat Elongation at R6qU|rement
Break(N)  b,eak(%) Break(N)  break(%) Pre-powdered Pre-powdered
Hanser Result 9.0-11.0 N/A 6.0-10.0 N/N Hanser Result N/A Below 2.0
ASTMRequirement (min) Mi119 N N/A Min6 N N/A FDA min requirement N/A Max 2.0 milligram/glove
PERFORANCE
Inspection Related Defects Inspection Level AQL
Watertight Test Holes G-1 1.0
Visual Inspection Major Defects G-1 2.5
Minor Defects G1 4.0
Physical Properties Tensile Strength and Elongation S-2 4.0
Physical Dimension Measurement S-2 4.0

EFSELETCS

XFYRE

Advanced Defence &
Security Technology




PRODUCT STANDARD SPECIFICATIONS, PERFORMANCE & CONFORMANCE
THERACOM NITRILE DISPOSABLE GLOVE

Product

Nitrile Disposable Glove

Type Powdered & Powder-Free, Non-sterile
Material 100% Synthetic Nitrile Latex
Design & Feature Ambidextrous, Beaded Cuff, Finger Textured
Colour Blue, White, Green, Purple, Black
Size Available Extra-Small, Small, Medium, Large, Extra-Large
Design & Features Powdered:
Ambidextrous, finger textured or palm textured surface,
beaded cuff, USP grade absorbable cornstarch
Powder-Free:
Polymer coated or online single chlorinated, offline double chlorinated,
ambidextrous, finger textured or palm textured surface, beaded cuff
Donning Aid Chlorinated
Powder Content Max. 2.0 milligram/glove
Protein Content N/A
Quality Standards * Conforms to ASTM D6319 and EN455 Standards
* Manufactured under QSR (GMP), ISO 9001:2015 and ISO 13485:2016
Quality Management System
Packing Style 100 pcs per box
Shelf Life Product shall have shelf life of 5 years from the date of manufacture with the above
storage condition
Storage Condition Product shall be stored under room condition, avoid direct sunlight

GENERAL SPECIFICATION
Size XS 5 M L XL
Weight (g) 35+04 4+04 A5 05 5+05 55+ 08
Net (Kg/Ctn) 3.9 4.4 < 5.5
Gross (Kg/Ctn) 5.4 5.9 6.5 i
PHYSICAL DIMENSIONS
Dimensions Dimensions
XFYRE ASTM D3578 EN 455
Type Min 230, Min 220 (XS, S) Min 240
Min 240, Min 230 (M, L, XL)
300 + 10
Palm Width (mm)
XS 763 70+ 10 <80
5 84+3 80+ 10 80+ 10
M 94+3 95+ 10 95 + 10
L 105 +3 110 10 110551
XL 113+ 3 120 = 10 =110
Thickness : Single Wall (mm)
Finger Min 0.06 Min 0.05 Min 0.05
Palm Min 0.06 Min 0.05 Min 0.05
PHYSICAL PROPERTIES
Property Before Aging After Aging
Tensile Strength (MPa) Min 14 Min 14
Elongation at Break (%) Min 500 Min 400
Force at Break (N) Min 6 Min 6

&omeracom %< | Tiller”
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’ Medical Equipment Catalog

DISPOSABLE
FACE MASK

Capable of filtering 95% of airborne
particles. of They meet CDC guidelines for
Mycobacterium  tuberculosis  exposure
control. As disposable particulate respirators,
they are intended to reduce wearer exposure
to certain airborne particles including those
generated by electrocautery, laser surgery,
and other powered medical instruments. As
surgical masks, they are designed to be fluid
resistant to splash and spatter of blood and
other infectious materials.

» NIOSH approved N95 rating
FDA cleared for use as a surgical mask
Fluid Resistance 80 mmHg
Flammability Rating Class |
Adjustable nose clip
Braided and stapled headbands
Particulate Respirator and Surgical Mask

vyvvyveyy

Capable of filtering 99% of airborne
particles. of They meet CDC guidelines for
Mycobacterium  tuberculosis  exposure
control. As disposable particulate respirators,
they are intended to reduce wearer exposure
to certain airborne particles including those
generated by electrocautery, laser surgery,
and other powered medical instruments. As
surgical masks, they are designed to be fluid
resistant to splash and spatter of blood and
other infectious materials.

» NIOSH approved N99 rating
FDA cleared for use as a surgical mask
Flammability Rating Class |
Adjustable nose clip
Braided and stapled headbands
Particulate Respirator and Surgical Mask

vyvwvvwvyy

Disposable face (95&98% BFE) mask is great
for protecting people from pollen, bacteria,
allergens, dust, chemicals and smoke. Keep
people stay healthy and safe when at work or
out by protecting your airways from pollutants
and allergens to help you breathe easier and
stay germ free as much as possible.

» Water-repellent  non-woven  fabric,
effective blocks visible objects such as
droplets

» Meltblown non-woven, Filtered air
containing bacteria suspended particles,
BFE= 95-98%

» Non-woven fabric, Absorb the hot air
exhaled from the body

» Plastic nose clip - Fits the bridge of nose

» Ultrasonic quality spot welding

Disposable face (99% BFE) mask is great
for protecting people from pollen, bacteria,
allergens, dust, chemicals and smoke. Keep
people stay healthy and safe when at work or
out by protecting your airways from pollutants
and allergens to help you breathe easier and
stay germ free as much as possible.

» Water-repellent  non-woven  fabric,
effective blocks visible objects such as
droplets

» Meltblown non-woven, Filtered  air
containing bacteria suspended particles,

» BFE>99%

» Non-woven fabric, Absorb the hot air
exhaled from the body

» Plastic nose clip - Fits the bridge of nose

» Ultrasonic quality spot welding

| ]
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Hand Sanitizer kills 99.9% of germs instantly.
Use anytime, anywhere: while in car, office,
handbag, picnics, nappy change, travel,
sports etc. Leaves your hands refreshed. Use
as often as required.

» Get clean hands anytime, anywhere

no water necessary
» Soft, gentle moisturizing formula

A combined detergent and disinfectant
product helps lift and remove dirt and
germs as well as killing any germs that left
on a surface. Coronaviruses can survive on
surface for many hours but are removed by
cleaning and disifected

DISINFECTION &
CLEANING

Medical Equipment Catalog 4

Universal spray for the disinfection and
cleaning of non-invasive medical surface and
equipment. the most effective fromula on
the market. A mix of biocides with different
mechanisms of action prevents bacterial
resistance and superbug formation.
Multi-purpose

» Skin friendly and dermetologically tested
» No damages to surfaces or equipment

» Simple, easy and reliable

v
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Face Shields are an important piece of
Personal  Protective  Equipment  (PPE).
Surgical Face Shields provide over the top,
side, and front face protection against splash
and splatter of fluid-borne pathogens.

» Polyester lens

» Treated with antifog and antistatic

DISPOSABLE
EQUIPMENT

Medical Equipment Catalog

Comfortable hood conforms to the head
and neck, providing maximum coverage
for hair and sideburns. Adjustable ties at
the neck offer a secure and comfortable fit.
This surgical hood provides complete head
coverage. Blue hood has gentle elastic at
neck for a comfortable fit.

coating » Single Use
» Headpiece is held in place by a stretch » Preferably fluid resistant
strap

» Includes a latex-free foam band for
comfortable extended wear

Comfortable shoe covers are made of SMS
fabric. Covers are available with or without
skid-resistant tread.

» Single Use

This overboot is soft and microporous, strong
and resistant to chemical splash and dust and
can be used for a wide range of applications.
Boot incorporates a synthetic leather anti-slip

» Nonslip, have a pvc sole which is AN (;A sole.They are anti-static and lint free and are
completely sealed b S suitable for clean room applications. Reduces
» Knee-high, in order, be higher than — S microbiological growth and contamination in

bottom edge of the gown

aseptic conditions.
» Single Use
» Boots are universal size with elasticated
top and ankle ties

| ] Vs
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Medical Equipment Catalog

DISPOSABLE

¥ Designed to protect the wearer from injury
or the spread of infection or illness.

» Single Use

» Provide full body coverage, Splash-
resistent, keep dust and chemicals off
clothes.

» FElastic cuff will prevent the dust from
entering.

» Disposable coverall can provide long-
lasting protection.

= Designed to protect the wearer from injury
¥ or the spread of infection or illness.
\y » Single Use
14 MR » Provide full body coverage, Splash-
1 |r resistent, keep dust and chemicals off
! clothes.
\ » Elastic cuff will prevent the dust from
oe entering.

» Disposable coverall can provide long-
lasting protection.

Easy-tie surgeon's cap is designed for
particulate control. Our cap is easy to don
and features adjustable ties. Lightweight,
nonwoven material is comfortable and
absorbent.

» Single Use

» Preferably fluid resistant

» Adjustable and immovable once adjusted

EQUIPMENT

Our Hair net are made of heavyweight
spunbond polypropylene. They are designed
to provide additional strength while still
offering breathability and comfort. Synthetic
elastic offers a personalized fit.

» Single Use

» Preferably fluid resistant

» Adjustable and immovable once adjusted

One of the most important protective items
W W X during surgical procedures, surgical gowns
] ‘ ),, & play a vital role in maintaining aseptic
conditions by preventing transfer of harmful
micro-organisms, fluids and chemicals to
; = and from the patient. Good quality surgical
¥ gown keeps bacteria from entering surgical
. wounds and at the same time protect
surgeons and nurses against bodily fluids,
bloods, secretion, excretion during surgical
procedures.

o Suitable for food processing, home cleaning,
beauty salons, medical and chemical tests,
industrial and agricultural workmanship and
“# protection, painting and painting etc.

\\‘ » single-use

| » Made of polyester with pvc-coated

' » Waterproof, oil proof, acid and alkali
resistant, anti bacteria, non-toxic,
tasteless, disposable, hygienic and
environmental protection.

Tille
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Medical Equipment Catalog

IR THERMAL FEVER
DETECTION SYSTEM

IRTC-G2 IS Hi Accuracy, Real-Time Face Recognition, Multi-
Target, Back-tracking, Automated Detection System with Visual
Alarm. IR T C- G 2 IR Fever Warning System can be applied to
mass fever screening in crowded public places, which help to
detect people with a potential fever and may contain or limit
the spread of the COVID-19 through identification of infected
individuals showing fever symptoms. IRTC-G2 combines
advanced technology such as thermo-graphy human
temperature measurement algorithm and Al intelligent face
recognition to make the equipment accurate and easy to use.

Its equipped with various powerful functions. Multi-target
tracking can ensure that no targets are missed. Custom
warning zones and hightemperature shielding settings can
avoid interference from other high-temperature objects.
When detect the febrile people, it supports automatic warning,
tracking and photo taking for storage. Support video recording.
Convenient to query and classify management. It is the ideal
equipment for epidemic prevention in public places such as
airports, stations, factories, schools, commercial centers and

more.
L) FEATURES
S = - » Adopts 384x288-400x300 infrared uncooled Vox detector
Higher efficiency on Temperature screening » Al deep learning algorithm based on neural network,
temperature detection from 2~10 meters away more accurate

temperature measurement and lower false warning rate

» Accurate single/multi-point high temperature tracking
and warning

» Equipped with black body, real-time temperature
calibration, higher accuracy

» Face recognition detection function, more intelligent

» Stand-type, easy to move, standard PC with powerful
analysis software

Automatic warning, photo capturing and storage while
detecting the fever

| ]
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DISCLAIMER NOTICE

General

The information provided by XFYRE, is for general informational purposes only. All information
on the Brochure is provided in good faith, however we make no representation or warranty of
any kind, express or implied, regarding the accuracy, adequacy, validity, reliability, availability or
completeness of any information on the Brochure. UNDER NO CIRCUMSTANCE SHALL WE HAVE
ANY LIABILITY TO YOU FOR ANY LOSS OR DAMAGE OF ANY KIND INCURRED AS A RESULT
OF THE USE OF THE BROCHURE OR RELIANCE ON ANY INFORMATION PROVIDED ON THE
BROCHURE. YOUR USE OF THE BROCHURE AND YOUR RELIANCE ON ANY INFORMATION ON
THE BROCHURE IS SOLELY AT YOUR OWN RISK.

Product

Despite every effort to provide accurate images of each product’s colour and design, actual colours
and design may vary slightly, due to different device screen settings, the lighting in the installation
location, slight differences in product finishes over time and other factors.

XFYRE will not accept responsibility for any colour or design differences that are not factory faults.
In purchasing from XFYRE, you agree to accept the small risk that there will be a slight variation
between the actual colour and design, and the representation on our brochure.

In addition, please be aware that colours and textured finishes often vary between manufacturers;
for example, slightly different shades and degrees of ‘Blue’.

Dimension
The dimension provided on this brochure is for general information purposes and use only.

Every endeavour is made to keep the product information complete and correct, however the
customer is responsible for ensuring the product they purchase is suitable for their specific
requirements.

We make every effort to give you accurate information regarding manufacturer reported sizing
information and dimensions for our products in our size guides. However, please note that due to
the nature of the manufacturing process and due to measurements made manually from time to
time product sizing could vary. XFYRE is not responsible for sizing variations in the manufacturing
process or the packaging.

W CRNIATIC
& Heracom %& | Tiller =vax
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Medical Equipment

CERTIFIED

according to the following standards:

No.5i 005000

Serial No.:
AsAL
ORIGINA

PIHAS BERKUASA Devic MEDICAL DEVICE
PERANTI PERLBATAN B 111011 | AUTHORITY

PIHAK BERKUASA PERANTI PERUBATAN
IEDICAL DEVICE AUTHORITY
AKTA PERANTI PERUBKTAN 2012 (AKTA 737)
MEDICAL DEVICE 2T 2012 (ACT 737)

LESEN ESTABLISMEN
ESTABLISHMENT LICENCE

Seksyen L5]1) Akta 737

Section 15¢)) of Act 737

o Lesen MDA-1218-K120 Tarith Sah Lasan 07/0912020 - 04/09/2023
Lirence Ha ticeace Valldity Dt

Lesen adaloh dengu ird diberi kepada:  XFYRE (M) SDN. BHD.
Licenee i hereby aranted to.

" NO.26 JALAN SUNGAI JELUH 32/192, KAWASAN

b PERINDUSTRIAN KEMUNING, SEKSYEN 32,
42460 SHAH AL

SELANGOR

Sebags: PEMBUAT

= MARUFACTURER

Orang yang
bertongoungjowab:
Pevsan Respansible:

KHAMIL ISHAIL

Lasen infdiberikan tertakluk kepada perustukan-peruntakan di bawah Alta 737 dan peraturan-peraturan
dibawahnya serts syarat-syarat sepert o Lampiran 1.

This ficerce s granted subject to Act 737 and its

a5 in Attachment 1.

AAMAD SHARIFF BIN HAMBALI
KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANT! PERUBATAN
KEDICAL DEVICE AUTHORITY

Mmﬂln. mmuuw:

This certificate has been
Awarded to
XFYRE (M) SDN BHD
Which s located at

NO. 26, JALAN SUNGAI JELUH 32/192, KAWASAN PERINDUSTRIAN KEMUNING, SEKSYEN
32, 42460 SHAH ALAM, SELANGOR, MALAYSIA.

On Standard

IS0 5001 : 2015

d and found to be
Quality System.

Under the Scope of

FIREWALL, BODY ARMOR, VEMICLE
ARMORING, ”\WD“. CORE h
URING OF PPE MEDICAL DEVICE,
FACE LD, SHOK COVER, DAL m HEAD COVER - DISPOSABLE SURGICAL HOOD, SHOE COVER/
OVERBOOTS, NET, NITRILE

DISPOSABLE GLOVES, LA1 wmwmu;ww PROTECTIVE N95, MEDICAL
W99, DISPOSABLE FACE MASK, DISPOSABLE CPE APRON, HAND SANITIZER GEL, UNIVERSAL SPRAY
AND UNIVERSAL WIPES.

Original issued Dt : 19" November 2020

19 2020
Expiration Dats. £ 18" November 2023

This certificate will be null and vold If at any circumstances the compliance towards the standards of 1SO
17021 is not fulflled. The compllance of the standzrds stated above will be Indicated by the labelling on the
right comer Indicating the year of assessment. The validity of the certificate can also be traced to the audit
report generated for each every assessment or through our website www.Carecert.net

P

T FemingTes
Managing Director
CARE Certification international (M) San. Bhd.

(CARE Certification International (M) Sdn. Bhd.
No. 3-16, 101 Boulevard, Jalan Kenari 6, Bandar Puchong Jaya, 47170 Puchang, Selangor Darul Ehsan, Malaysia.

MALAYSIA

MEDICAL DEVICE
AUTHORITY

’ CERTIFICATIONS

‘This certificate has been

Awarded

XFYRE (M) SDN BHD 10801750
Which is located at

NO. 26, JALAN SUNGAI JELUH 32/192, KAWASAN PERINDUSTRIAN KEMUNING, SEKSYEN 32,
42460 SHAH ALAM, SELANGOR, MALAYSIA.

On Standard

Certifications

TR
ISO
NS

INTERNATIONAL

ORGANIZATION FOR
STANDARDIZATION

w

150 13485 :

2016

Which i had been

found to be i with the
System for Medical Device.

Quality

Under the Sct

ope of

£0) OF AL
DEVICES - FACE SHIELD, BOOTS COVER
COVERALL, HAIR NET, NITRILE GLOVES,

LATEX GLOVES, SURGICAL GLOVES, SURGKCAL GOWN, no!l.cm:m & MEDICAL N99,

3-PLY DISPOSABLE FACE MASK, AND DISPOSABLE CPE APRON.

Original issued Date "

‘This Certificate Validity will be until %"

through our website wuw carecert net

e.

ACB MDMS 03

CARE Ct

August 2020

August 2021

This certificate will be null and void if at any drcumstances the compliance towards the standards stated above.
The validity of the certificate can also be traced to the audit report generated for each avery assessment or

47170 Puchang, Selangor Darul Ehsan, Malaysia.

Tille
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2021

CERTIFICATE OF REGISTRATION

This certifies that:

XFYRE (M) SDN BHD

No. 26 Jalan Sungai Jeluh 32/192

Seksyen 32 Kawasan Perindustrian Kemuning
Shah Alam Selangor, MY 42450

i registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Titke 21, 807 ot seq, of the |

United States Code of Federal Regulations:

Establishment Registration: 3017196093
Device Classification Name: POLYMER PATIENT EXAMINATION GLOVE
Product Code: LZA
| Regulation Number: 880.6250
Official Comespondent Registrar Corp
md LS, Agent: 144 Research Drive, Hampion, Virginia
Telephone: +1-757-224-0177 « Fax; +1:757-224-0
strar Corp will confirm that such regisration remains effective upon request and presenfation of this
cate wntid the end of the year siaied above, unless said regisiration i forminalid after issunce of this
ate. Registrar Corp makes no other representaiions or warrantics, nor doss his certiffeaie make any
Fepresentaiions o warranies 10 any person or entity orher than the named centficate hoider, for whose sole
[ bencrir i is ssued. This certificate does i denote endarsement or appvoval of the certificate-hoider's device ar
j estabiisiment by the U.S. Food and Drug Adminiswration. Registrar Corp assimes no liability fo any persor ar
B oy in comnection with ihe foregaing,
Pursuant 1o 21 CFR 807.39, "Regisiration of a device establishment or assigament of a registration mmber
j cocs ot i any way denote approvai of the establishment or ifs prodicts. Any representotion thai creates an
j impression o official approval because of regisiration or possessian af a registration number is misleading and
 comstiues misbranding ™
The US. Food and Drug Administration does notissie @ certficate of regisiration, nor does the US. Food and
Drug Administration recognize a certificate of registraiion, Registrar Carp &s ot aifiliaied with the U.S. Food
and Drug Administration.

Registrar I:nr-pf

144 Research Drive, Hampton, Virginia, 23666, USA

Telephone: +1-757-224-0177 » Fax: +1-757-224-0179 Registrar Corp
i i . i com Dated:

CERTIFICATE OF REGISTRATION

This certifies tha

XFYRE (M) SON BHD

No. 26 Jalan Sungai Jeluh 32/182

Seksyen 32 Kawasan Perindustrian Kemuning

Shah Alam Selangor, MY 42460

is registered with the U.S. Food and Drug Adminisration for FY 2021 pursuant io Tile 21, 807 ef seq, of the

Uniied Staes Code of Federal Regulations:

Establishment Registration; 3017196093

Device Classification Name: LATEX PATIENT EXAMINATION GLOVE

Product Cade: LYY

Regulation Number: 880.6250
| Official Comespandent Registrar Corp

and LS. Agent: 144 Research Drive, Hampton, Virginia. 23666, USA
| Telephone: +1-757-224-0177 = Fax: +1-757-224-0179

Registrar Corp will confirm that such vegistration remains effective upont request and presentation of this |

[ cerficare weil the end of the year staed above, unless satd registration Is serminated afier issuance of this
certificate. Registrar Corp makes no other representattons or warrauties, nor does this certificate make any
representatians or warvanties 10 any person or enty ather than the named cercificate holder, for whase sole
eneiti s issned. This certificate cises ot denote endorsement or cpproval af the cerfificaie-oider's device or

eurbiishmert by the U.S. Food and Drug Administration. Registrar Corp assmes no liability to any person or |

enity: in connection with the firegning

Pursuant io 21 CFR 807,39, “Regisiration of a device estahlishment o assignment af a regisirarion mumber
dovs i in any way denote approval of the esiablisiment o its produets. Any representation ihaf creates an
impressian of offictal approval hecause of regisinaion or possession af @ regisiration number is misleading ond
covstirutes mishranding

The US Food and Drug Adminisiration does not issue @ centificate of registration, nor does the U.S. Food and
Drug Adminisiration recognize a centficate of registrattan. Registrar Corp s ot afifiated with the US. Food
and Dvug Administration.

Registrar I:nr-p':
144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 » Fax: +1-757-224-0179

Certifications

r

FOOD AND DRUG ADMINISTRATION
(POLYMER PATIENT EXAMINATION GLOVE)
(LATEX PATIENT EXAMINATION GLOVE)

(FACE MASK FOOR GENERAL PUBLIC/HEALTHCARE
PERSONAL PER IIE GUIDANCE)

2021
CERTIFICATE OF REGISTRATION

This certifies thar:
XFYRE (M) SDN BHD
§ No. 26 Jalan Sungai Jeluh 32/192
| Seksyen 32 Kawasan Perindustrian Kemuning
Shah Alam Selangor, MY 42460
is registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 at seq. of the
United States Code of Federal Regulations:
| Gstablishment Registration: 3017196093
Device Classification Name:  FACE MASK (EXCEFT N95 RESPIRATOR) FOR GENERAL

PUBLIC/HEALTHCARE PERSONNEL PER I1E GUIDANCE.
Product Code: QKR
| Oicial Correspondent Registrar Corp
and U.S. Agent 144 Research Drive, Hampion, Virginia, 23666, 11SA
Telephone: +1-757-224-0177 + Fax: +1-757-224-0179
Registrar Corp Wil confiras thai such regisiraiion remins effeciive upon request and presentation of s
W coruiicare wnil the end of the vear stated abeave, nless said regisiraiion is ferminafedd afier issuance of this
cetificate. Regivtrar Corp makes o oher ripresentatians o warraniies, nor does this certficate make ary
representafions or warrties 10 any person or ety other than the mamed certificate holder, for whase sole
et i i fssued This certificate does not denote endarsenient or approval of the certificate-holder's device or
j estabitshment by the LS. Food and Drug Administration. Registrar Corp assumes o llabifty ta any person or
 entity in connection with the fireguing.
Pursuani io 21 CFR 807 39, "Regisiration of a device entabiishment or assignment of a regisiration number
s ol e any way denote approval of the esiablishment o its products. Any represeniation that creates an
impression of official approval hecouse of regisiation o posseesion of a regisiration number is misleading and
U constivutes mishranding *
The US. Frod and Drug Adminisivarion does not issue a certificate of regisiation, nor does ihe US. Food and
Drug Adminisiration recognize a cerifficate of registraiion, Registrar Corp is not affliaied with the U8, Food
and Drugg Adwinisiration.

Registrar Bar-pf
144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 * Fax: +1-757-224-0179

. com




Certifications

i’

ASTM INTERNATIONAL

AMERICAN SOCIETY FOR TESTING
AND MATERIALS
(NITRILE EXAMINATION GLOVES FOR MEDICAL)

CERTIFICATIONS ‘

REPORT NO : 2021CEQ118 PAGE:20F 3

“This Test Rogort refars. only 10 samples submitod by the appicant ia SIRIM QAS Intematicnal Sdn. Bhd, and tested by SIRIM QAS.

Iematn) Son, B1d. T TestRapor shat ot e rprodiose 45080 1 a1 sl ot 8 used o sy Prsoee by 1y main.of foma

Ginciudi Ermitod 1o acvertising puiposes) wilhaut wilion approval from the Hoad of Cualily, Occupaional Sadoly and Hoaith &

Ervianraent (GOSHEL ST GAS eenasanat 5. BY3. Fesss e 15 e 8 pace f s Tob Repart o Gonoons e 15 e
port

Use o Test Rey

TEST RESULTS

Product 8 THERACOM SAFEGLOVES

Test Method 2 ASTM D§124 - 06(2017) Standard Test Method for Residual
Powder on Medical Gloves (Procedure I: Quantitation of Powder
on Powder froe Gloves)

Type of Test

Residual Powder, mg

SIRIM QAS Intemational Sdn. Bhd.
; 199601037981 (410334-X))
P.0.BOK 7035, Secion 2,
rigor Darul Ensan, Malaysia

TEST REPORT
REPORT NO : 2021CE0118 PAGE:10F 3

i Tt Raport afcs iy o aries sbaried by e topkcan o SIRMI GAS Wisratcns Sct B, 0 1sied by SIRIN OAS
oga oy e Tt R o kb e ok i o b o e 1

Jome i o i
;.Env\mnmm (BORHE) S GAS Iram rad S Bk Pt 170 1o o ot o o1 i To Re et ot Eonins R

THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY

Applicant < XFYRE (M) SDN. BHD.
MO. 26, JALAN SUNGAI JELUH 32/182,
KAWASAN PERINDUSTRIAN KEMUNING,
42480 SHAH ALAM, SELANGOR, MALAYSIA
Manufacturer : XFYRE (M) SDN. BHD.
MO. 26, JALAN SUNGAI JELUH 32/192,
KAWASAN PERINDUSTRIAN KEMUNING,
42460 SHAH ALAM, SELANGOR, MALAYSIA
Product : THERACOM SAFEGLOVES

Reference Standard/  : ASTM D8124 - 08{2017) Standard Test Method for Residual Powder on
Method of Test I: Quantit of Powd

Gloves)

Dasciton clzameie i Recetved onel(1) sampiaTHERACOM SAECLOVES forissing whh
was not lal

Date Received of : 15 January 2021
Complete Application
Job Ne. : J20211400072

Description of Test : The test result of the submitted test sample is described in Page 2 of this
Results test report,

Issued Date : 22 January 2021

Approved Signatory:

nat
Mwmﬂw/

(MUHAMMAD ZUHAIRI BIN BO (HAHNAS BINT\ MAHBUT)
Testing Executive

Mo hemical &Cnnsm'nsr Section
\e’ Testing Services Department

REPORT NQ : 2021CE0119 PAGE : 30QF 3

This Test Report refers only 10 samples. submitted by the applicant ta SIRIM QAS Intemational Sdn_ Bnd_and testod by SIRIM OAS Intemational Sen

. This Tes Regeat sl ot b faprocuced. excap i 1l a0 shal ot o e ot iy pUrpots by oy meats o o lncuding bt nct ked o

sdvrlting purposes) b wilen spprost ko e Hend of Quslty, Occupedona Sefty and Hesth & Ervionment (COSHE, SIRIM 0AS
[ Test Report

CONDITIONS RELATING TO THE USE OF SIRIM QAS INTERNATIONAL TEST REPORT

A TetRopert s itued i esctof Tostng Saicenconcted und 1l s ori 14 s sl et S QS et
mkesno nd the in any mar torducton of e Produ i same

oated or that SIRIM O Moasurement uncertandy
allbe mciuied i tha T FRoporvian el o samenof oy e When oo of ooy o speiiaton s samiort
5 appiiod, the Simpi o with Guard Band s used.

. The Test Report shall not be misused, amended, changed, in any

I ihe Test Repartis 10 be fumished 1o any i party or o the publc, each such Test Report shallbe furnished in i, legisle and in s eniirety

) 3t Repert ubed for any sdve tscaver
e Head of Gty nd Health (QOSHE) of SIRIM Nt Pesaran Dot Nonier Buling
8, 560101 2, P. 0. Box 7035, 0700 Shah Alam, S4iangor Daryl ENan

3 o use any SIRIM QAS . SIRIM or other worts
o0 PACKAGNG, S3ATDIN'S MANUA), WChrical SPECACALN, M3 AN PrUJUCTS

. Subject o consent and witlen appecual from he Hesd of Quatky, Occupational Satery and Heallh & Environment (QOSHE) of SIRW QAS

Intemationai, the e word
gt sl i e e m;w e s 3 vt (Test opar Hop feaing) (lw
m\ o This phrase shai anly be

‘webiite). For avadance of doub. the sistement o et v
e e i i = e s el Sl

10 the event ihers i an invesSgation from & Govemment Reguisiony AQency conceming e Appiicants Test Repon, SIRIM OAS Intemational may
e a7 a0k 8

UM orn (ne snamaie 1 MRy fodiioan T8 waD prir wien s0Brord o e Ctied EXRcutl Ocarof S/ GAS iefimutona
represent in any manner whatscever that SIRIM SIRIM andlar othor approved cr vaidsted ihe.
Fradueof he Apgheant I sy mannat ahatscaver.

0 evend oo Applcant i o ntrect o s proion, 1N CAS el S e olhr S bkl wioul preckon (3

any ot
rioning e placin s In e e

d Appheany.
Rafusing o accept any furtor Product for Testing Services from the Appicant or whosover reated 1o the Agplicant, whather subsidiaey or

Inshuctiog tho aci apoiogy ta
SIRIM OAS intemational, SIRIM andior other SIRIN's subsiciares twics in a naticnol pubikation of SIRIM QAS Intsrabonals choice ai the
Applcant’s sola cost and
Irforming or laaging Applicants

. SIRIM CAS Intematioral Is e consumpton, ther
ot issue any havd cogy of Test Repert 1o tne Appicant. Hawever, acditionsi cerfied rue copy(ies) or -qremmm Test Repert ma
5ot ettt by 4 ARERCITE 5O TS TGN T TG Gt Py D) 8 SRy F WA o7 £l ey b i Tr et
repertisued net mece than hree (3 years o the date of

- Ibsutncn of Amandment Reparl dus 1 14 oKW reatont ire hargestie i the Agpicant:
2 Changes in detas of the
o chiny i o iy sodress

2 Ghanges i deate of e e s e oewrum

wver ssuance of Supplementary Repar due o ihe fallzwing reascas are FOG
£ Mesgrints and typo efrce:
b hh;hgiwn:dwknmm-amuﬂ in PP form;
9 Tostau rotre
el i urriog st e

Gorrections 1o raport shall only be allawed  the date of issuance of
3 limes, her = denart

CARITAL



Certifications

SIRIM GAS Imermationa Sdn. Bhd
omaany No.: 190601037081 [410334:X)

hov 1, Peesior Dol Memert, P.0LBOX 7038, Sectin 2,
1700 Ml

070D Shah Alam, Selargor Derul Ehsan, Malaysia
— Tel: 03 55445158

o 7

Fy T e d | l
TESTIHERDHT, ASTM INTERNATIONAL

REPORT NO : 2020CE1187 PAGE :10F 3

This Test Re ref i L itted by the anpii SIAIM OAS Intemational Sdn. Brel. and tested by SIRIM OAS

B B e b ot ik Ut o Mot AMERICAN SOCIETY FOR TESTING

B D L T G LA A B

P BRI e o R TR e

THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY AN D MATE R IALS

Applicant : XFYRE (M) SDN. BHD.,

No. 26, Jalan Sungal Jeluh 521182, (NITRILE EXAMINATION GLOVES FOR MEDICAL)
Kawasan Perindustrian Kemuning, Seksyen 32,
42460 Shah Alam, Selangor Darul Ehsan, Malaysia

Manufacturer : Not Stated
Product : Safegloves

nz::g:??:;ldardf : éﬂﬁ;ﬂ&:‘; ;:sma ::dard Spacification for Nitrile Examination ’ CE R T| Fl CAT' 0 Ns

Description of sample  : Received one (1) sample of Safegloves for testing which was identified as:

Brand: THERACOM
Product Description: Disposable Gloves

Date Received of : 30 July 2020

Complete Application

Job No. : 120201400856

Description of Test  This test report covers only test clauses as requested by Applicant ta

Results SIRIM QAS International Sdn. Bhd. The test results for the submitted test
sample as described in this test raport complied with the requirement of
the above refarence standard at the raspactive clauses tested

Issued Date : 11 September 2020

Approved Signatory;

(MUHAMMAD RIZAL BIN ABDUL[HEHiM] s (HAHNAS BINTI MAHBUT)
Senior Testing Executive l Head
& JfChemical & Consumer Section
9%/ Testing Services Depariment

REPORT NO : 2020CE1187 PAGE : 20F 3 REPORT NO : 2020CE1187 PAGE :30F 3

T o Rager oers iy samoles submetid oy e sppican 1 GIFIA GAS s Gon_Oh.and 11 by GFIN OAG T Tos Rgee et arly 1o g, acrsie by 1o apeicanl 12 ST GAS irmabaral S, B and tviod o7 SFUA GAS
Ilsraions Sdn. 8. This Tes! eportshall it b 65racioe. et 1 and sl o be used e any s by iy means o s el i B T T Fepae el e, e bt Al sl ks e o ey ot oy e Lo
nclusing but no (i 12 aBenising uposes) ihout writen apeTovalfom tha Cie Esseue e, SIAI S rermationa San. ncuing b o 1o i, A BESes) o w1 1 i Enacie DYl St GAS Harraion S
S iz o e g for Candiians At 1 o U o Tt P Bt Psae s e o pag o Conios Rl 1 hs e o et et

Test Resuits:
Test Results:

Product : Safegloves
Safegloves Brand : THERACOM
THERACOM Product Description  : Disposable Gloves
Disposable Gloves

irements
ASTM D 6319 -10
Requirements L
ASTM D 631910 g JEalcliTeats Table 3-Physical
Table 1-Performance Requirements
Requirements

Physical Properties
Starity Mo tails sterility Mot Applicanie i Pk
(ASTM D 6319-10 Clause 7.2) Bafore Aging

| Tensi h Min., 14 MP: 24.2 WP
Freedom from holes Fiee from holes Mo holes delected | Pass f,fs"?'; S‘;i';‘!:s, 2 . %

(ASTM D 6319-10 Clause 7.3 (No watar leakage 1500 mie
& ASTM D 5151) bserved) mnw.mg"" y

wements Ultimate Elongation 1050.1%
ASTM D 6319 -10 (ASTM D 412-18)
Table 2-Dimensions and H

Type of Tests 00 mmymin

251
Tolerances Dumbbeil Type - Die G

1
2 | Atter Accelerated Aging:

Dimensions Size Medium (M): Size Medium (M) Temperature 100 +2'C
(ASTM D 6319-10 Clausa 7 4) Durations 2+ 0.3 hours

width 95210mm 95mm Tensile Strangth Min., 14 WPa 212MPa
(ASTM D 412-18)
Length Min., 230mm 234mm 7

Thickness:
Fingar Min., 0.05mm 0.14mm 2 | Uliimate Elongation 1007.6%
Paim Min., 0.05mm 0.10mm (ASTM D 412-16)

2500 mm/min
e cC

Dumbbel
Note: * Mo sterile iabeiad i




Certifications

SIRIM QAS Intemational Sdn. Bho.
{Gomasay o 199601007361 0994

Ho.1. Persiaran Datol Menter, P.0.BOK 7035, Secton 2,
40100 Sna Al Seargor Gand Enaan, Malsysin

Tol. 0355145168

Fax 03-S5446588

W BTGB GO

’ aas
v u I I TEST REPORT
REPORT NO : 2021CE0089 [Pace: 107 4

“This Test Report réfecs oriy 10 samplas subailied by the spphcant bo SIRIM QAS inlecnational Sch. Bhd. and lasted by SIRIM OAS
el o, ot ol ot Y Ak e AL o e urpoh R eenc B
o (nchuding bl o kenited 10 80ve: soprova . Occupatanal Sty 3nd Heamh
& Enyitonmart (QOSHE], SIRIM QAS Iniemalona San. B Pleaserfe 0 Lk e 1 i T R o ol i

ASTM INTERNATIONAL

AMERICAN SOCIETY FOR TESTING THIS TEST REPORT 1S 1SSUED IN SECURED PDF SOFTCOPY
AND MATERIALS Apglicant  XFYRE (M) SDN. BHD.,

MNo. 26, Jalan Sungai Jeluh 32/192,
Kawasan Perindustrian Kemuning, Seksyen 32,

(ASTM F1862 - SYNTHETIC BLOOD PENETRATION) 42480 Shah Alam, Selangor Darul Efisan, Molaysia

Manufacturer < XFYRE (M) SDN. BHD.,
Mo. 26, Jalan Sungai Jeluh 32/192,
Kawasan Perindustrian Kemuning, Seksyen 32,
42460 Shah Alam, Selangor Darul Ehsan, Malaysia

CERTIFICATIONS 4

Product : THERACOM

Reference Standard/  : ASTM F1862/ F1862M - 17 -Ttle: Standard Test Method for
Method of Test Resistance of Medical Face Masks to Penetration by Synthetic Blood
(Horizontal Projection of Fixed Volume at a Known Velocity)

Description of sample  : Recsived one (1) sample of THERACOM for testing which was identiied
as

Brand: SAFEMASK

Data Recsived of : 22 December 2020
Complate Application
Job No. + 120201401695

Description of Test  This test report covers only test clauses as requested by Applicant to
SIRIM QAS International Sdn. Bhd. The test rasults for the submitted test
sample are described in next pages of this test rej

Issued Date : 15 January 2021

Approved Signatory:

(MUHAMMAD RIZAL BIN ABDUL
Sanior Testing Execitive y
Chemical &Cﬂnsm\!r Section
Testing Services Department

REPORT NO : 2021CE0089 PAGE : 20F 4 REPORT NO : 2021CE0089 PAGE :30F 4

This Test Reporttfers oty 0 4acies subised by he apolcont 1z SIRM OAS riemationa) San. Bhd. and tased by SIRIM QXS This Test Reportrfers ot 10 4acles subised by he apolcont 1z SIRM OAS Iriemations) Son. Bhd. and tased by SIRIM OAS
Imternational Sdn. Bha. This Test Report shal not he reproduced. exceptin full and shatlnot he used for any purpose by any means or forms Infernaicnal Sin. Bha., Tnis Test Report shal not be reproduced, exceptin ful and shal not be used for any purpose by any means of forms
g i il onid 10 siverting ylnwws) withau wiitien approal from te Head of Quaily, Occupational Safety and Health & g o ol enid 10 siverting ylnwws) ot wiln approual lrom 1w Head of Ouaity, Occupatina Safuty and Heath &
Envronment (QOSHE), SIRIM QAS Internatanal San. Bhd. Pleasa refer to the iast page of this Test Repert far Conditians Ralating to the Envronment (QOSHE), SIRIM QAS Internatanal San. Bnd. Pleasa refer to the last page of this Test Repert far Conditians Ralating 1o the
Use of Test Report Use of Test Repert

I esul

i
Product THERACOM Appendix
Brand SAFEMASK

No. Type of Test Test Method

Resistance Against Penetration by ASTM F 1862-17
Synthetic Biood (Splash Resistance)

Pressure: 213 kPa Pass
No. of Tested Specimens: 32 [There was no evidencs of
synthetic blood penetration on

the inner faging of the material
face mask (side contacting the
wearers face) at 21.3kPa
pressure for total of 32 lested
specimen:

THERAGOM (SAFEMASK) - Outer Layer

THERACOM (SAFEMASK] - Inner Layer




Certifications

SIRIM QAS International Sdn. Bhd.
{Company oy 14960103To81 (41035420}
BOX 7035, Secion 2.
mw shanan, snmw o Enaan, Malaysia
3854451

TEST REPORT
REPORT NO : 2021CE0DBE PAGE:10F 4
This Test Rogort refers.only 1o samples submiled by the appicant 1o SIRIM GAS Intematonal Sdn. Bhd, and tested by SIRIM QAS

Iniamational San. Bnd. TM!’«!RMFM\MMmwmarmuummlllnuwlﬂmoommanyN'DWWIWMNMG' INTERNATIONAL ORGANIZATION FOR

& Enveonment (QOSHE). SIRIM QRS Intematonsl Sch. Bhd. Fieass refer 1a e last page of tis Test Repor for Cendiions Relatng fo
4 Fapart

THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY STAN DAR DI ZATI oN

Applicant. - XFYRE (M) SDN. BHD.,

picasieian otuon et ez ilsz, (ISO 22609 - SYNTHETIC BLOOD PENETRATION)

Kawasan Perindustrian Kemuning, Seksyen 32,
42460 Shah Alam, Selangor Darul Ehsan, Malaysia

Znmi e Iso
proog

Manufacturer * XFYRE (M) SDN. BHD.,
Mo, 26, Jalan Sungai Jeluh 32/192,
Kawasan Perindustrian Kemuning, Seksyen 32

42460 Shah Alam, Selangor Darul Ehsan, Mala'yS\E > CERTI FICATIONS

Product : THERACOM

Reference Standard /  : ISO 22608:2004-Title: Clothing for Protection against Infectious Agents-
Method of Test Medical Face Masks-Test Method for Resistance Against Penetration by
(Fixed Volume, F ly Projected)

Description of sample - Received one (1) sample of THERACOM for testing which was identified
as:

Brand: SAFEMASK

Date Received of : 22 December 2020
Complete Application

Job No. - J20201401685

Description of Test : This test report covers only test clauses as requested by Applicant to
Results SIRIM QAS International Sdn. Bhd. The test result for tne submitted test
sample are described in next pages of this test repart

Issued Date 2 15 January 2021

Approved Signatory;

(MUHAMMAD RIZAL BIN ABDUL|
Senior Testing Executive

REPORT NO : 2021CE0088 PAGE : 2 OF 4 REPORT NO : 2021CE0088 PAGE : 30F 4

s Tost Rager rfars ol 1 amoles submited by 1 agpkeant 2 SIR QA8 Iamationl San, B, sed esed by SIRM Q45 e Tast Raport s oy (2 saniies wbniced by De applean o SIRM QA Inrations San. B0 40d esed by SR QA5
Iemaiona in B o sal ot b repoduced. scap il an sl s e sed ooy prpose By ny means o s femaionl San B Tis Test Repartshalro b eproduced,ecep il e b used o pupase by any meons o s
g i ot Bt o medicng PURos44 st T gl om Qualty, Oceupstonal Safety and Health & (w‘\uqu but nat Imied 1o o batpobess il o spptovl Ko i Haad 51 iy, OLcopaunal Saity 3 a8
Envronmans (GOSHE) SRl OAS sl S, B Flooso it 1o e it g9 f s Tot Rapot o1 Conctor Fig 1 70 ronmt (2OSHEL SIRIM GAG Inrnateml San 608, oo it 10 1 85 page of s Yo Rapor o Gonditons et .70

rren Reparl
|esz Results:

Product : THERACOM Aopeqets

Brand : SAFEMASK : THERACOM
‘SAFEMASK

T
No. Type of Test Test Method

1. | Resistance Against Penatration by 180 22600: 2004
| Synthetic Blocd (Splash Resistance)

1.1 | Pressure: 21.3kPa >213kPa

| No. of Tested Specimens: 32 (There was no  sign of
penetration, evidence of wetness
or both appears on the viewing
side of the total 32 specimens at
21.3kPa)

THERACOM (SAFEMASK) ~ Outer Layer

THERAGOM (SAFEMASK) - Inner Layer




Certifications

ﬁ Nelson Labs. o

XFYRE (M) SON BHD
Sotera Health company NO.26 JALAN SUNGAI gj.H 32192,

X§/Nelson Labs. S

Differential Pressure (Delta P) Final Report
A Sotera Health company

Test Adicle:  THERACOM - SAFEMASK

NELSON LABS Roconed B, 7 Cat 20

Testing Faciity: Nelson Laboratories, LG

(DIFFERENTIAL PRESSURE) = %ﬁ%@ﬁ%ﬁﬁmw L,
(FILTRATION EFFICIENCY) -

ation(s}: Nene

Summary: The Delta P test is performed to determine the breathabiity of test articles by measuing the
differential air pressure on either side of the test arficle using a manometer, at a constant flow rate. The
Delta P test complies with EN 14683:2018, Annex C and ASTM F2100-18.

Al test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) reguiations 21 CFR Parts 210, 211 and 820,

CERTIFICATIONS < st S e

Defta P Fiow Rate: 8 Liters per minute: (Limin}
Condiioning Parameters: 86 + 5% relative humidity (RH) and 21 % 5°C for a minimum of 4 hours

Adam Br electronical 23 Oct 2020 14:26 (+00:00)
Study Director James Luskin Study Completion Date and Time

8012007500 | nelmelabscom | sales@nakosiabicon " FRTSL G o 5
Fage 1ar1

e 1520 1t e 9 8 . AP e e . £ e i £

% Nelson Labs. on K Nelson Labs.
A Sotera Health company No.26 Jelan Sungai Je “mf é"g::mﬂ’; A Sotera Health comparty
S e S e

Latex Particle Challenge Final Report

Test Article:  THERACOM - SAFE MASK
Study Number: 1340033501
Recehed Date: 07 Oct 2020
Testing Faciity: Nelson Laborstories. LLC
6230 5. Redwood Rd.
Salt Lake City, UT 84123 US A
Test Procedure{s) Standard Test Protocol (STP) Number: STP0005 Rev 08
Devafion{s}): None

Summary: This procedure was mmlemmaugpaugimmmm:PFE:d
the test ariicle. Monodispersed polystyrene lstex spheres (PSL) were nebulized (atomized), dried

passed through the test article. mmwmmmmumlemmmm
alaser particie counter.

A one-minute count was performed, with the test article in the system. A one-minute control count was
perhmed.wﬂm-hsl-hclemlhesyshemhﬂ:emddumbstma Control counts.
determine the awrage

penetrati arficle compared o
average of the control values. During festing and controls, the air flow rate is e g o 1 cutie. font
per minute (CFM) + 5%

The procedure empioyed the besic particie fitration method described in ASTM F2200, with some

scceptance
practice (GMP) reguiations 21
GFR Parts 210, 211 and 820,

Test Sider  Inside
Area Tested: 81.5 em®
Paricle Size: 01 pm
Laboratory Conditions: amzlqﬁm‘ammﬂ)‘nm 23°C, 21% RH at 1308
Average Fitration Eficiency:
Standard Devafion: umau

Trang Trueng electronic: 08 Nov 2020 23:18 (+00:00)
Study Director Curtis Gerow _ Study Completion Date and Time

2012507500 | nemomtmscom | smes@neimnises.con 2012309500 | nelmmisbicom |  slec@netsmalsbacom

CARITAL



CaREC

GOOD DISTRIBUTION PRACTISE
FOR MEDICAL DEVICE

CERTIFICATE OF CONFORMITY

600D DISTRIBUTION PRACTICE FOR MEDICAL DEVICE

This isto certify XFYRE (M) SON BHD 1050:75.0.
. Address No. 26, Jalan Sungai leluh 32/192, Kawasan Perindustrian Kemuning. Seksyen 32,
42460 Shah Alam, Selangor, Malzysia.
Certificate Number :  MYG12206710
‘ NIOS| Scope of Certification:  Local Authorized Representative, Import, Distribution (includ ng Transportation),

s e e it o

NATIONAL INSTITUTE OF OCCUPATIONAL B B Xome
SAFETY AND HEALTH P
(PROTECTIVE N95) Cortificate IssueDaie: 3™ December 2020

Storage And Handling, And Documentatian (Including Traceability OF Medical
Device} As Listed In Annex. 1.

CERTIFICATIONS ‘

ANNEX 1
Certificate No. : MYG12206710

_ KFYRE [NEEDN D 10s0175-0
DEVICE CATEGORY*

single-Use Devices

"List of device categaries:

01 Active implantzbledevices

02 Anesthetic and ressiratory devices

03 Dental Devices

04 Electra mechanical medical devices

05 Hospital hardware

06 In vitro diagnastic devices

07 Non-active implantable devices

08 Ophthalmic and optical devices

09 Reusable devices

10 Single-use devices

11 Assistive products for persans with disability
12 Dlagnastic and therapeutic radiation devices
13 Complementary thrapy devices

14 Biologically-derived devices

15 Healthcare facility products and adaptations
16 Laboratory equipment

17 Medical software

18 Others; Flease spedy with justification for any additonal eategories

CARE Certification International (M) Sdn. Bhd.
No. 3-16, 101 Boulevard, Jalan Kenar 6, Bandar Puchong aya, 47170 Puchong, Selangor Darul Ehsan, Malaysia.

Expiration Date 2 2" Dacember 2021

“This certificate will be null and void if at any circumstances the compliance towsards the standards stated above.
‘The validity of the certficate can also be traced to the audit report generated for each every assessment or
through our wabsita www.carecert.net

a " 7

Fleming Teo
Managing Director

CAB Registration No. : MDAICAB 009 (CARE Certification International (M) Sdn. Bhd,

"DUST MASK LABORATORY (ML)
NATIONAL INSTITUTE OF OCCUPATIONAL SAFETY & NEALTH (NIGSH)
Lot 1, islon 1571, Section 15, 43650 Barwiar Baru Bom, Selerger, Moloys
Tel 10367692100 Fax:03- 8926 2900 URL: wwwniosheom my

CERTIFICATE OF TESTING

Reference No. 03-148/02/2020/32/03-1

Client Company Xfyre (M] Sdn Bhd

No. 26, Jalon Sungai Jeluh 32/192.
Client Company Address | Kawasan Parindustrian Kemuning, Seksyen 32,
42460 Shah Alam, Selangor.

Test Item Filtering Face Piece (FFP)

Brand/Model Therocom Safemask N95

Lot/Batch/Production No. -

Quantity 21

Date of Sample(s) Received | 24 August 2020

Date (s) of Testing 2427 August 2020

Test Specification See page 2

Testing Laboratory Dust Mask Laboratary {BML), NIOSH Malaysia

PREPARED BY ... AL Bl DATE: 17/6/2:20
Haaloh bin Manmud

APPROVED BY RN . DATE 91!&;‘“’“
]

Baderin bin Osman

BADERIN BIN OSMAN
TECHNICAL EXPERT 1)
S ACEMLFENT
WosH

This repart may not be used for advertising purpases.
This report shall not be repraduced except in fullwithout the written approvs!of tha laboratory,




DUST MASK LADGRATORY (DML
SR
Lot 1, alan 1543, Section 1, 47650 Randor Baru Rang(, Selongor, Mataysia.

Tel 16387602000 Fan: 03~ 50262900 UKL wewwriaih.com.my.

CERTIFICATE OF TESTING

Reference No. 03-148/02/2020/32/01-1

Cllent Company Xfyre (M) Scn Bhd

Na. 26. Jalan Sungai Jeloh 32/192. =
Kawason Perindustrian Kemuning, Seksyen 32,
42440 Shah Alam, Selongor,

Test Hem Procedure Face Mask

Client Company Address

Brand/Model Salemask Procadure Face Mask
Lol/Balch/Production No.
| Quantiy 3
Date of Sample(s) kecelved | 21 July 2020

T
Date () of Testing 239 July 2020

Test Specification See page 2

Testing Laboralory Dust Mask Laboratory [DML). NIOSH Malaysia

DATE: 23/3/2028

S 0 L. —— DATE :1'1[):1-
Boderin bin Osmon )
BADERIN BN OSMAN
TECwCA BT )
COMBATETYN, FESEARCH | DEVELCPYENT DEPRITWE"
MOSH

@ Nelson Labs.

A Sotera Health company

Bacterial Filtration Efficiency (BFE) Final Report

< THERACOM - SAFE MASK

T 1348834501

Study Received Date: 07 Oct 2020

Tesfing Facility: Melson Laboratories, LG
6280 5. Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s):  Standard Test Protocol (STP) Number: STPODD4 Rev 18
Deviation(s): None

Summary: The BFE test is performed fo determi ‘itration efficiency of test articles by comparing
‘the bactenal control upstream of the test arficle fo the bacterial counts downstream. A
aureus was aerosolized using a nebulizer and delivered to the test arficle at a constant
ivery was maintained at 1.7 - 3.0 x 10° colony forming
wnits (CFU) with a mean particle size (MPS) of 3.0+ 0.3 pm. The aemsols were drawn through & b
wable particle, Andersen sampler for collection. This test method complies with ASTM F2101-18
and EN 14883:2018, Annex B.

All fest method acceptance criteria were met. Testing was in compliance with US FDA good
manuiacluring practice (GMF) regulations 21 CFR Farts 210, 211 and 820

Certifications

[ ]
[4..4-1

NATIONAL INSTITUTE OF OCCUPATIONAL
SAFETY AND HEALTH
(FACE MASK)

@ Nelson Labs.

A Sotera Health company

NELSON LABS
(BACTERIAL FILTRATION EFFICIENCY)

’ CERTIFICATIONS

Study Number 1340834-S01
Bacterial Fitration Effciency (BFE) Final Report

/Nelson Labs.

¢ ASatera Health company

® There were no detected colonies on any of the Andersen sampler plates for this test article.

The fifration efficiency

C = Positive control average
T=Piate count fotal recovered downstream of the test arficle
Nate: The plate count total is awsilable upon request

Test Side:
BFE Test Area:
BFE Flow Rate:

Inside
~40 cm®
26.3 Liters per minute (Limin)

85 +5% relalive humidity (RH) and 21 2 5°C for a minimum of 4 hours
: ~176 mm x~150 mm

3.0x 10° CFU
<1cFU

: 28um

Study Director

2012507500 | melsonishicom |  ssesoelsonisbscom

B01250-7500 | metsomisbecom | sales@melsanisbecom

[ ] Vs
Tiller =i



Certifications

belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

(SAFE MASK PRECEDURE EARLOOP FACE MASK)
(SAFE GLOVE LATEX DISPOSABLE GLOVE)

(SAFE GLOVE NITRILE DISPOSABLE GLOVE)

CERTIFICATIONS 4

Grder o YA DO52-2020N
Refbos AF 05882021

A £

 soctin 1,ofthe Oresihe 93/42/FEC on madical devices)

Peecodure Galonn Face hash . shy
urgica mask hat o e wued 253 barrie 0
Brevent s borne ransfesof bucterta and
Farlides, and A dfers Mirabon-eficent,
SAREASK ProGedure | 4t isposable | ik resistant, superiorcombor avd breath
PR TR R PRV ———]

oteatisynfectais piTihe, blocd B
Bty P It s esigred 1 be wse iy
hosgita chine,opaTAUNg teater and iean

rocm emirasment, 1t

Latex Dsgsatie Gloves i ntesded 5.

SAFEBLOVES tahe
Bposstia iowes

amtiricrobia| agents/materisks.

prodectiv biries when woen o the ety
o hasthcare peoviders uing pRERTE

Diposatie Gloves
[

Wit pirucer a1 8 g0 2t it
aeiierabia gty maters.

Signarure;

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICATE

(ARTICLE 14.2 OF THE DIRECTIVE 93/42/EEC ON MEDICAL DEVICES)

REF. NG, AF 03882021
ORDER NO: YA D052-2020 N DATE: 14/01/2021

MANUFACTURER:

PRODUCT Please See Annex A - List of Devices (1 Devices, 1 Page)
CATEGORIES:

MODELS: Please See Annex A - List of Devices (3 Devices, 1 Page)

The & enter Obelis 5.2, declares that th
has fulflied the essential requirement of appainting a European Authorized Representative in accordance
with article 14.2 of the MDD S342/EEC and to the temms outintheag entered into forca on
151 Octaber 2020.*

o

Mr. G. Elkayam CEQ

%
= — =\ Obelis European Authorized Representative Center is a member of the European Assocation of
) ® ® o s 301t s
= " tothe profession of a European Authorized Representative.

" e s moe am approval L el

i o e i foory v scer iy upon i of s EAR et c;ﬁ‘\
ST v Wik 50, B Bagn R

Tielomy2 4 | F: 1 Emak mai@ctedn. net | o ! el

927326064 1 F- +
Vil = 1D 0453416 ~ 2210212918

REPORT NO : 2020CE1187 PAGE :30F 3

This Tast Raport refoes anly ta samplos submled by the apicant t SIRIM GAS Intematianal Scn. Bhd. and losied by SIIM GAS
nisretianal Sn. Bhel. This Test Repon shall nat b reprodces, sxcept Ll and shall not be used for any prpose by ary means or fms
finclucing but al liniled 1o advertsing purposes) wilhul wiitien agaraval liam the Chiel Exscutwe Officer, SIAM OAS Indernational Sdn.
Bl Piease refer e last page fer Condiiore: Felatng e the LUse of Test Peport.

Test Results:

Product : Safegloves
Brand : THERACOM
Product Description  : Disposable Gloves

irements
ASTM D 6319 -10
Type of Tesis able 3-Physical

Requiremenls

Physical Properies
(ASTM D 6319-10 Clause 7.5)
Bafore Aging
Tensie Strangth Min., 14 MPa 242 MPa
(ASTM D 412-16)

500 mmmin
Dumbbell Type : Die ¢

Ultimate Elzngation 1058.1%

(ASTM D 412-18)
£ 500 mrmvimin

Dumbbell Type - Die G

Alier Acceleraled Aging;
Temperature ;100 £2C
Duralions 22t

Tansie Strangth Min.. 14 MPa 21.2MPa

Ultimate Elongation 1007 6%
(ASTM D 412-16)

2 500 mmmin
Dumbbei Type : Die C




Certifications

EN 374

STANDARD FOR CHEMICAL
SAFETY GLOVES
(EN374-1)

CERTIFICATIONS <

REPORT NO : 2020CE 1265 PAGE : 50F 8

TP Tow Rar ey ariy 1o samas e 0 gpicant 1 SR OAS et 530 0. and e oy SRS OAS
Intermatianal Sdn. B This Tast Sogor shal ol be rofrocuced. e used for any purpor

liEg 5 70 1114016 BUETSIND DUPOLeS) WINGU WD BEpToUAI RO e LAY Exscar OMER!, SIAM GAS AAaRom 6
B Pleaso refer te st page fer Condijons Reiatng o the Use of Tes! Report

Test Results:

Product : Safegloves
Brand : THERACOM
Product Description  : Disposable Gloves

Typo of Tests

Innocuousness of protective giove:
(85 EN 420200971 2008 Clows 4.3)

Detormination of pH value
(BS EN 420:20034A1:2008 Clavse 4,32
& EN 1413)

Determinaion of Chromium VI content Not Applcable
(BS EN 420-2003+A1:2008 Clause 4.33 . Mot loather typo)
& EN1413)
Detormination of xtrctabie protein . 2740
(BS EN 420:2003+A1:2008 Claise 4.3.4)

aning Subject to Gare Instructions,
(BS EN 420-2003+A1:200 Clause 4.4 provided

REPORT NO : 2020CE1265 PAGE :40F 6

T Tost Repon efes oy 1o semcts, sioiued by B agciant o SIRIM OAS Imamations) San. 0. i 434 by SR QAS
oY e o e e et M s e e s e s
nmm Bl not imilad b0 adwertising purpases) e s 1o 1 Cher Exeiint O STAM) GAS Mraton 530
e ettt o pog o Conlors Rt b U of Toc Reper

Test Results:

Product : Safegloves
Brand : THERACOM
Product Description  : Disposable Gloves

55 EN 4000A
420:20004A1:2008
i Clause 4 -General

Roquirements.

natruetion - General designed and monufaciured
[BS EM420:2003+A1:2009 | 50 that in the foresoeab
Clause 4.1) conditions of use for which it
is intended , the user can

related  activity
normally  whist _enjoying
appropriata_pratoction at the
highest fovel

Yihan e ghove conetucton | The matedal esngh for
overall perfamance of
gave was rot epitanty
ecreased
performance of the glove s | (Measured Material Strength:
et Saninanty dacased. | 153 Mom)

Resistance of glove materials Forleather gloves: Not Agplicable
10 water penatration

(85 EN 420:2003+A1:2000
Clause 4.2)

For tetile materists:
To bo reporied based on
mathodin EN 20811

REPORT NO : 2020CE1265 PAGE : 6 OF 6

Tl Yol Report ity (o aacfi skt e apple E3 818 QAR Eemationa! S o, ar i by SVRIICAS
a8 s it b s o an purpenn b B madns o fome

{Ineluding but not e agvertsing purposes)
B Please rofer tho st page for Candtiens Reating t the Use of Test Report

Test Results:

Product : Salegloves
Brand : THERACOM
Product Des: : Disposable Gloves

Requirements
BSEN
420:2003+A1:2009

Clause § -Comfort and
Efficiency

Sizing
(85 EN 420:2003+A1:2009 Ciaus 5.1)

Sizes and measurements of glave Minimum lengih of glove:
(BS EN 420:20039A1:2009 Ciause 5.1.2) |  Giowa 578 6 : Z20mm |  Size 8 244mm
‘z30mm | (Size Medium)
- 240mm

: 250mm
 260mm

Doxtority
{BS EN 420:2003.4 412000 Clauso 5.2)

Wster Vapaur Transmission and

5
(BS EN 420:2003+A1:2008 Clause 5.3)

Wt Vspour Tianamiasion 25 mg! e}
(BS EN 420:2003+A1:2009 Ciause 5.3.1
&463)

e Uspou Aesertion 28 mgfemé for 8 hours
(B5 EN 420: 2009 Clause 532
864)

1006 1418 for 1he g




EN 374
SIRIM Berhad
Industrial Biotechnology Research Centre, Building 19
Tel: 03-55445953/5960
Fax: 03-65448088

TEST REPORT

REPORT NO:  R1307 /2081831 IPAGE: 1012

s repon i MOT  Cunbty Assuranos Cersfiote NOR a Agprovel Permi. Thi. eprt raes urly f samples sutrte

STANDARD FOR CHEMICAL ke L T e
SAFETY GLOVES nppicant Gesea

Company XFYRE () SDH. BHD

(EN374-5: PENETRATION BY BLOOD-BORNE) Pasress Na. 26, Jalan Sungai Jekh 321162

Kawasan Perindusirian Kermuning, Sekeyen 32,
42460 Shah Alam, Selangor Dan| Ensan

MALAYSIA.
CERTIFICATIONS 4 .
Sarmple . Disposabie glove

Reference standard ©  Clothing for prolection against contect wih blood and body fiuds —

I Method of Test Determination of resistancs of protective clotning matenais
penatration by blood-borma pathogens — Test method using Phi-X174
bactariophage. IS0 16604:2004(E).

‘Sampie description Recaivad one ( 1) sample with the following identfication for testing:

THERAGOM - Wiirie dspasable | Wot l 3 |
SAFEGLOVES gove stated pairs

Date received 3 Nowsmber, 2020
Date test stariad @ Nowember, 2020
Job No. J1307

Issua date 16 Nowambar, 2020

Approved signataries %
L AZWAN AHMAD) (MOHD MAHAYUDDIN HUSSIN)
HIMA 0462
SIRIM Be: Ansiyst Revigwer,
e Industrial Bietechnology Researeh Centre, Industrial Biotechrology Research Centre,
SIRIM Barmadt SIRIM Berhad

COMDITIONS RELATING TG THE USE OF SIRIM GERHAD TEST REPORT

REPORT NO:  R1307 20/B19/91 PAGE:20f2 A Test Repart wil b sued i respec of esting Servicescondcied an shal elted cnly 0 the sample actually tesed. SR
Berhad makes o warranty whatsosuesan he Appkantshl o GPTESe 0 any annes
that

s o 9 « “This. g retors o
e custoenarto SIFLA Borhad ond tasiud 0y SIFEAA Bt Tiie repeet shal not be rgprocLend. escapl n bl an production of the Productis sam

o o e o ‘om Preskdont & CEC of SIRIM| produced Praduct

Bamag |

The Fest Report shall ot be mended, changes, varied or modified in any manner whatsoever by the Applicant or otherwise. |
Compatbilly rate

W the Test Regart s to be Rumishid to any thid party ar o the publc,each ssch Test Aeport shall be furmshed i full, legible
Experimantal condiion and n s entirety:

Tha Tost

8 Esposurs : Procedure 8

for.
fram the President & Chied Executiee of 3 ! Menter, Bullding 5, Seetion
2,P. 0, Hox 7035, 48700 Shah Alar, Selangor Darul Ehsan

b} Pressure /time sequence : 0 kPa for § minutes,
followed by 14,0 kPa for 1 minute,
followed by 0 kPa for 4 minutes.

Customer had,
Ko n pckaging, SAR's AP, tchA S5ECHcaion,EwchuresfTiyer o anp i mooms:
¢} Retaining scroen A ratsining maroen wneimad ko sapport (o spoaimeg  such approvalis obtained from the President & Chief Execative, the Applicant may enly inchude the phrase, *A sample of
1his produc s boun 1t by SIRIV Serhad .. Test Aeport N . date) . fo what tet) .t which tandard"ce such |

actually tested. cnly be used for the purpese of product |
dveteraent o rodutproion (. bochares Foravidanceof g "
e packaging of the samps,

FRosult

Sample Positve | Negave |  Blank

Speclch control | control | zontrol

Replicate 1|Replicate 2| Replicate 3, I the event there is an Invastigation from a Government Regulatory Agency concerning the appicant’s Test Repart, SIRIM

Berhad may disclose the information pertaining o the Test Report for purpases ef such investigation

Frotest ¢
challenga tier I6DE08

a8 Furthes or in the alternative, it i strictly forbidden to represent in any manner whatsoever that SIRIM Berhad uml,‘orq{h!r
— L | UF SIRIM's subsidinsics has endorsed, appraved or validated the Praduct of the Applicant in any manner whatsoe

350E+08 | 2.10E+08 | 3.35E+00 | 2.70E+08 N

@ in breach of thi

et
toany i nghharrl remedies may take whatever action hecessary including but ot fmited to:

8 Infrming and piacing a notice in the media;
- bl Obtaining an injunction from Courtfcost an 3 salctor-chent becis o be biorme by Lhe Appcant);

Visual liquid Nai Refusing to accapt any furher Product for from the Agplicant Apglican,
panatration seen | whether sutisdiary or otherwise;

Instructing the Agplicant te , statement or document

Assay titer clasificatian and agology to SIRIM Barhad andror other SITINYs subidiaries ice in & national publication of SII
(PFUIML) Berhad's choice at the Applicant’s sole cost; as

Informing or lodging a report partaining the laulu'an{'sreﬂ REpOrt with the relevant autharities.

Test result Acceptable | Acceptable Certified true eapics of the Test Report may be Issued upon request by the apglicant upan paynent of the relevant fee.

Corections to test ron the Test Renor of the relevant fee arel

- shallbe 3times, oczurs earl Tost Reportshall be issued and replace:

L i the previous ome Heving ) o sck of nfoemation) wath rlevant fea, 5503 of SUppIMENTary Regor 1o he orgial

PR = Pl P Ut Test Report shal be or the follawings:

TNTC - PFL werefoo rumerous o count

P T e— a1 Misgrints and typo errars,

A vl af < 1 PELIT s ranted far sszay s showng n pagues bl Missing techeical information;
¢} Test data not reported;

d] Mistake in reporting of test data

Th bl foes) is bawed ugm accepted rndustry praciie ms el =5 the fmst msthod Gated. The lesiing wes peviammed
Y CNGIYGNS AN NOF BB USBYS COMONDTS TES! MESUIE B00ITSC TSN 00 NCH S00HY [0 SATIDGE

fha ihoss testeel SIFYM Bamar maves no wasntes or ater Quanfess concaming pravectes by this maar Any a I writing.

o by b 1 o e it gt o B cr chario! g, Tho wer s dlr

o su al S B the rightin ts minta or modFy

hevion 15202

[ ] Vs
| Tiller =i



Certifications

EN 374

SIRIM QAS Inlerational Sdn. Bh.
Menter, P.0.80X 70
Adom, Selangor Do Ensan, Malaysia

W 3im-q08 00 Y.

TEST REPORT
REPORT NO : 2020CE1265 PAGE:10F 6

T e e e e G s STANDARD FOR CHEMICAL

nal S I o bo reproducod. excapd in fll an shall ot be used lor any purpose by ary mears or
forms (ncluding But pot inited o advertsing purposes) wehaut writen, sppioval from the Chie! Executie Offcer, SIRIN QA4S
Bra. orions Rl

THIS TEST REPORT IS ISSUED INZ’;:U‘:E‘::I;“S‘OFI’CDW SAFETY G LOVES

Applicant : XFYRE (M) SDN. BHD., -
No. 28, Jalan Sungai Jeluh 32/192, (EN374 1)
Kawasan Perindustrian Kemuning, Seksyen 32,
42480 Shah Alam, Selangor Darul Ehsan, Malaysia

Manufacturer Mot Stated

Procict Safegloves > CERTIFICATIONS

Reference Standard / BS EN IS0 374-1:2016+A1:2018 ~ Title: Profective gloves against
Method of Test dangerous chemicals and micro-organisms - Part 1: Terminology and
performance requirements for chemical risks

Descrption of sample  : Received ane (1) sample of Sategloves for testing which was identified as:

Brand: THERACOM
Product Description: Disposable Gloves

Date Received of + 30 July 2020
Complete Application

Job Na, 1 20201400858

Description of Test : This test report covers only test clauses as requested by Applicant to

Results SIRIM QAS International Scn. Bhd. The test results for the submitied test
sample as described in this test report complied with the requirement of
the above reference standard at the respective clauses tested

Issued Date 02 December 2020

Approved Signatory;

(MU‘HAMMAD RIZAL BIN ABDUL,
Senior Testing Executive

J/Chemical & Consumer Section
Testing Services Department

REPORT NO : 2020CE 1265 PAGE : 20F 6 REPORT NO : 2020CE 1265 PAGE:30F 6

T Tost gt i oy 10 samghen st by B dpgicant 1o SIRIM GAS Iahatonal Sn. B, and teved T Tos Regur wfrs oy 10 4amghs wbaiied by B sppican 10 SIRIM OAS ioatona S Bhd, and fesed by SIRIM OAS.
6o e used o sy purpote by any means. Bnd e w pusse foms

e i rct imeed 1 3rariang FoMS) WEhout e msovl Som e Chi Execu Oicer SIRA QS Itamasira 54 {nching o rct imeed 1 varisng srpose) tom e Stk GAS

57, Paie et 0 st 5998 or Contions Reting 1515 U cf Tes Rapart 5. Pl et 1 a5 or Coreitons ot 1 8 Usdof TastRagert

Test Results:

Test Results:

Produ : Brand : THERACOM
Brand. e Product Description  : Disposable Gloves
Product Description  : Disposable Gloves

Product : Safegloves

Requirements
B5 EN IS0 3741: 20160412018
Clauss 5 -Performance

Typo of Tests. Permaazon
(BS EN IS0 374-
1:20184A1:2018 Claso 5.3)

Genaral Requiroments.
(BS ENISO 374
1:2016+A1:2018 Closo 5.1)

Penstason
(BSEHISO74- whan ested according.
12016:A12018Class0 52) | 37422014 Clause 72,73

A Lok Test
(BS EN 150 37422019 Clase
2

Waler Leak Tost

!’B:ENISO!TO 22019 Clause
)

3741 Tablo 2

Oogradaton Typo C: The pormeatin shal bo at
(BSENISOa74- ype

3741 Tabla 2

Tha fost chamicals used were based on the appicant request

CARITAL



Certifications

(o e ) EN 374
o1, Perstaran Dalo Menter, Secion 2, P.O. Box 7035

S0 S e s

T B

TEST REPORT

[Pace 10r3

foms fockaing il o Neted i atversg pupoces) bl

THIS TEST REPORT 1 ISSUED W SECURED POF SOFTCOPY STANDARD FOR CHEMICAL
" Nov 25 e urgat el 2162 SAFETY GLOVES

Kawasan Peringustiian Kemuning. Seksyen 32
4D460 Shah Alam

‘Selangar (EN374-5: PENETRATION AGAINST VIRUS)

: -same as above-

TR B a0
Inemational S e ahl ot v b, ol popose by e
San_Bhd. Ths chiall ot be .-ds:"lﬂ,il‘s:'k“ 3 e

: THERACOM
SAFEGLOVES - NITRILE GLOVES

1 oL e GO P> cerTIFICATIONS

Part 5 Terminology and Pesfarmance Requirements for Mioro-
Organisms Risks (IS0 374-5: 2018)

EN ISO 3742 2018 — Proteclive Gloves Against Dangerous
i 5
Part 2: Determinafion of Resistance fo Peneiration

: One(1)baxof
Mmdhdmsnnﬂesmmﬁglel inPage 2 of

: O November 2020

REPORT NO.: 2020PC0S38 PAGE:20F3
TR ool o sampies st SRM S

e nmmmn\mnmnﬂmmnnmmmnm

"“P"""J""“"";‘;_"“"'Jl"l"ﬂ written approval from et Exeeune o 2

ing tast pae or

Description of Sample:

- Air Leak Test

Test method:
Clause 7.2 of EN 374-2: 2014

Figure 1. Photograph of THERACOM: SAFEGLOVES - NITRILE GLOVES' Sample

= Water capacity: 1,000 ml
« Duration: 2 minui

Test date: 12 November 2020

_ |
Tiller =i



Certifications

M GAS International Sdn, B0
(Company s, IVWRIESTHN (410334.X)

TEST REPORT EN 420
REPORT NO : 2020CE 1264 PAGE:10F 4
Thia Test Ragort refers ory bo samples subentied by the appicant 1o SIRIM QAS. ni
Insemasons Son

raicral Sén B
. (o .E;”‘.L‘.‘.f e etcting e wo o ot 1 o St e St S 215 STANDARD FOR CHEMICAL
THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY
SAFETY GLOVES
XFYRE (M) SDN. BHD.,
26, Jalan Sungai Jeluh 321182,

Kawasan Perindustrian Kemuning, Seksyen 32, (EN420)
42460 Shah Alam, Selangor Dan Ensan, Maiaysia

Manutacturer : Not Stated
Product : Safegloves
Reference Standard/  : BS EN 420:2003+A1:2009 - Title: Protective gloves. General

Method of Test requitements andtes e . “ ’ CERTIFICATIONS

Description of sample - Recaived one (1) sample of Safegloves for tasting which was identified as:

Brand: THERACOM
Product Description: Disposable Gioves

: 30 July 2020

- J20201400855

: only test clauses Applicant to

SlRlM QAS International Sdn. Bhd. The test results for the submitted test
sample tost complied

the above reference standard at the respective clauses tested

: 28 September 2020

' (HAHNAS B\NTI MAHBUT)
Senior Testing Executive

;’i 'us:mg Services Department

REPORT NO : 2020CE1264 PAGE:20F 4 REPORT NO : 2020CE1264 PAGE:30F 4

This Test Raoot rafers only 1o saghts sumited by B4 apicant 1o SIRIM QAS Intamatons! S0n. B0, and fevied by SIRIM GAS Tria Test Regart cver only 10 1ATgMn J40rSed DY 4 95pRcant 10 SIRAM OAS Inmatonsl Son. B0, 4 leshd By SRIM OAS
ehereatoni Sdn. Bhd. This Test eherratonl Sdn. Bhd. This Test

{ichating but rod imsad 10 aveng por artien approval 3 el {ichating but rot msed 10 svang por

1 s it T 9 b o Gk R 1 01 f o gt 1 s it T 9 b o Gk R 1 U1 f o Repot

Test Results: Test Results:

Product : Safegloves Product : Safegloves
THERACOM

Brand : THERACOM Brand 4
Product Description  : Disposable Gloves Product Description  :  Disposable Glovos

BSEN i
4202003412000
{[fpe of Teste. Clausa 4-General

X Infioctscusness of proectin gkves.
25 DA (85 EN 420:2000+A1:2009 Ciaise 4.9)

Oetgrminason of pH vakve
(BS EN 420:2003+A1:2000 Clause 4 3.2
LEN1413)
Oetorminason of Cheomium VI canteet
(BS EN 420:2000+A12009 Ciause 433
SEN 1413)
Detorminaton of extractable protein

(RS EN 4202001412008 Cinvien 4 21.4]

masevials.

Ceaning
10 water peneiraton (BS EN 420.2003+A1:2009 Clause 4.4)
(BS EN 420:2000:A1:2000
Clavse 42)

CARITAL



Certifications

ce | B=

QAS:
EN455 res o
REPORT NO : 2020CE1000 PAGE: 10F2

e TotPepot rer ol b saries et by b dolcar o S OAS fsaoru) Sc. B ety S OAS
nkenational San. Bhd, This Test Repor énall of b4 epro0LCEd, 1ull and hall ot Db used for

CE MARK 455-1 R B S T g
THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY

(MADE IN COMPLIANCE WITH 93/42/EEC) B Cia,

No. 26, Jalan Sungai Jeluh 32/192,

N Kawasan Perindustrian Kemuning, Seksyen 32,
(EN455-1) 42480 Shah Alam, Selangor Darul Ehsan, Malaysia

Manutacturer - Not Stated

Product Safegloves
CERTIFICATIONS ‘ Reference Standard /  : BS EN 455-1:2000 — Title: Medical gloves for single use - Requirements
Method of Test and testing for fraedom from holes

Description of sample - Received one (1) sample of Safegloves for testing which was identified as:

Brand: THERACOM
Praduct Description: Dispasable Gloves

Date Received of : 30 July 2020
Complete Application

Job No. 1 J20201400857

Description of Test + This test report covers only test clauses as requested by Applicant to

Results. SIRIM QAS International Sdn. Bha. The test results for the submitted test
sample as described in this test repart complied with the requirement of
the above reference standard at the respective clauses tested

Issued Date : 18 August 2020

Approved Signatory;

(MUHAMMAD RIZAL BIN ABDUI
Senior Testing Executive Head

hemical & Consumer Section

Testing Services Department

|REPORTNO : 2020CE1000 PAGE :20F 2 'CONDITIONS RELATING TO THE USE OF SIRIM QAS INTERNATIONAL TEST REPORT

|""‘“‘“""'""""'5""“"""""""""'""W'“""'5"‘““"‘""""‘5‘"-"’""""“”"5“""'”‘s »ﬂeunwnmmnmamrmmmmmmmmmmmm«m SIRIM OAS

mmmumlnm»mlu SOOIV MOM T Cist Executios OMioar. SIRIM OAS Wtemationsl San. IMemaional Makes no Wamanty whalsosver and We Appicant shal not represent in any manner thit any uphcaton or mass

B Pk Tk ook g Corbhons ki o o U of 1o Rt Feocuctian of Ihe: Product s Same a5 e samgle achialy lested of Iiat SIRIM QAS Intemalionial has lested ary of he duplicated or

miass-produced Product. Vihen a statement of confommty 1 @ speciiaton of siandand s appeed, e Measurement Uniceriainty of test
considered

Test Results:

. The Test Report snall not be amenced, changed, Whatsoever by omenvise.

Product 1fthe Test Report 5 10 be umished fo any Ihrd party o o he publc each such Test Repot shall be umished i, lzgie and in 5.

Brand oy

Product Description . The Test Report shllnotDe rEpIOQLEE: N3l ot I 3y Event D used for any 20vElsing PUOSES F WHASGever WINCHT Witen
approval from the Head of Quaity, Occupotonal Safely and Healfh & Environment (QOSHE) of SRIM QAS Intematonai of No 1,
Peruiaran Dator Menter, BUKINg 8, Secton 2, 0. Bar 7035, 40700 Shah Alam, Selangor Daul 7

A . Customer (APpRCIAMIRUISCUTEIFACIONY, €IC) 18 MO PEMAd 10 Use any SIRIM GAS niemanondl, SIRIM Or OMer SIRINE
Type of Test A subsiciries logo or words on packaging, sample's manal, lechnical speciicaiion, brochuses:yers or any aiber means winoul ihe
- prir . Health & Emvironment (QOSHE) of SIRIM GAS Infemational

Watartightness test for datection of ngweslorama tion: It such approval s oblained rom the Head of Quallty, Occupational Salely and Heallh & Enveonment (QOSHE) of SIRIM QAS
@5 usa ehall ol leak when maticnal, he APFICATE Mmay cnly INcIUGe Ie PIFase, *A SaMgHe of s PO Nas been tested by SIRIN OAS Inemaons (Test
[Enw&tmu-ms) tested in accordance with | observed (doted) ... ffor what tesi) ... (1o which siandard)” or such simikar words which sivess ihat anly he: Sample was actualy
EN 4551 Clausa 5 testeq. This phrase sha any be used for ihe purpose [ i
vmuwm 1000 mi oubt, the statement shall nof be used on the sample and packaging of e sample

Water Tamperature : 15 10 35°C
Ouration : 8 minutes

. In the event here s an Investigation fom 3 Govemmers, Reguistory Agendy conceming the Applicants Test Repart, SIRIM QAS
memmwmrumnm«mmmmunumuwmommmw

Further or in the allemative, & i sticly forbidden unless with prior wrien approval fom the Chief Execuive Offces of SIRIM OAS
INEMAtcnal, %o FEpRESeNt I any Manner Whatsosver that SIRIM QAS Inlematonal, SIRIM aHGior other SRINS SUCSidanes has
endorsed, approved o validaled the Product of te Agplicant in any anner whatscever

|n|mmmwlmxﬂsumuuexhdmum SIRIM QAS Infemalional, SIRIM mvma SIRIM's subsidaries

mwamwwamommmu

% Ootaigan Appcant

] mmmmmmthﬂummmwmmmmhhmmLm
subsidary

L mwmnwwmmnmrealmm mmcrmmnqmmmumm a clarficaton
ana apology 10 SIRIM GAS inemational, SIRIM anor other SIIM S SUDSIGares iCe In 3 Ratonal PUOKCANON of SIRINM QAS
Infemaionals eeice af the Applicants sole cost. and

P e Applcant

10, SIRM QAS IMIEMAICN3I S COMMIE I SUPPOMNG 3N ENVITGNMENay-TENdly DUSTIESS PIACICES by FEQUCN] Paper CONSUTIION,
wmlmimmmmehmwprhun However, certiied true copyies) of the e Report may

CRanges In Getalls o e APPICARL NaMe aNGIOr J00MESS:
Changes in defais f e Manutachurer's name andior address;
Charges in delails of the Factory Jocabon name andior address;
Changes in defais f ihe model and/ox type designalion

Wisprnts and ypo ermors;

Wissing techical mfonmation as agreed i PP1 fom:
Tesi dafa not reported,

Mistake I regorting of est data

13, COECHONS 10 report shall only be aoWEd I Me: 2t of ISSUANGE Of the NGNS TERCIT NS DOt EXCEEdS0 6 MONS nd Snallbe IMNed
1 eartier, ora

[ ] Vs
Tiller =i



Certifications

=y SIRIM QAS Imemational Sdn..
(Company No.: mwummmw
5 oS ok e, i
SIRIME .
QAS:

TEST REPORT E N 455

REPORT NO : 2020CE1000 PAGE:10F2

T Toot apor e cry o et el Y I appBoart 1 SFR) CAS famatlonl 547, . wnd s
Intefraional Son. B This Test Report shall ol bé reprocuced. except n 1ull and shall
Fiemaloet S S ieao e e o P o e P 0 Loe o T2 Pept i CE MARK 455-2

THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY

Applicant < XFYRE (M) SDN. BHD., (MADE IN COMPLIANCE WITH 93/42/EEC)
No. 26, Jalan Sungal Jeluh 321192,
3450 Sha A, Selangr D Ensan N (EN455-1)

Manutacturer  Not Stated
Product : Salegloves

el SRR e ’ CERTIFICATIONS
Description of sample  : Receivad one (1) sample of Safegloves for testing which was identified as:

Brand: THERACOM
Product Description: Disposable Gloves.

Date Received of 130 July 2020

Complete Application

Job No, : J20201400857

Description of Test + This test report covers only test clauses as requested by Applicant to

Results SIRIM QAS International Sdn. Bhd. The test results for the submitted test
sample as described in this test report complied with the requirement of
the above reference standard at the respective clauses tested

Issued Date : 18 August 2020

Approved Signatory;

(MUHAMMAD RIZAL BIN ABDU
Senior Testing Executival|

%‘W

REPORT NO : 2020CE1079 PAGE :2OF 2 ATING TO THE USE OF SIRIM GAS TEST REPORT

T T g ety o o ooy 1y o Sl 04 esratora S 5 3 e o Sl A

s Test Papie sha P Vo o ary purpoes By o ome 1. A Test Report wil be ISSUSd In fespect of TEsIng SENices conaucted and Shal Feate only 10 the Sample actually lested. SIRIM GAS
Aua 5 0t M 15 e, e WINL Wit 5RO TG ot Extvs O, SR A Wil e Intematicnal makes No waanty whaisoever and the Applicant shall nol rEpresent In any manner hat any UPIKalon of mase
5 P e et g Gt P 0 e T production of the Produel is same as the sample actually tested or that SIRIM GAS Intemational has tested any of the duplicated or
mass-produced Product. When a statement of conformity to a specficabon or standard is applied, the Measurement Uncertaimty of test
has been considered.

Test Results:

2. The Test Report shail ot be amended. changed. varied of modiied in any manner whatsoever by the Appicant of othenwise.

Product : Safegloves 3. I the Test Report s 1o be fumished to any Bird party or o the public, each such Test Report shall be fumished in Ul legible and in its

Brand : THERACOM entety

Product Description  : Disposable Gloves

4. The Test Repart shall not be reproguced and shall Not in any event DE Used for any AAVENSING PUTPOSES oF WNALSOBVEr WINOUt wiitten
approval wom the Head of Qually. Occupational Safety and Healln & Enwironment (QOSHE) of SIRIM QAS Inlemaional of No 1.
Persiaran Dato’ Menteri, Buiiding B, Section 2, P.O. Bax 7035, 40700 Shah Alam, Selangor Darul Ehsan.

Tyre ol Tes Requirements.
BS EN 455-2:2015 5. Customer (AppleantManufacture/Faciory, €ic.) IS nol permAed o use any SIRIM QAS Intemational, SIRIM OF otner SIRINS
subsiciaries 1oo or words on packaging, sample’s manual, technical specification, brochures/iyers or any ofher means without the
- B prior Quality. Saflety and Health & Envircnment (QOSHE) of SIRIM QAS Intemational
(EN 455-2:2015 Clause 4) examination/procedure gloves

6. I such approval s oblained from the Head of Qually, Occupational Safety and Healln & Environment (QOSHE) of SIRIM QAS
Intematicnal, the ApSlicant may only include the phiase, *A samiple of NS product Nas been tested by SIRIM QAS Intemational (Test
Length Size Madium (M) : = 240 mm 2 Report No) ... (4ated) ... {for What test) .. (o Which SIaNard)” of sUCh SITIAr WOFdS WRNCN SIEsS Tt only the Sampie was achually
lesied, This phease shall onky be used for ihe purpose of product adverisemeni or product promolion (eg; brachures). For avoldance of

Width Size Medium (M) : 85410 mm 8 doubi, the statement shall not be used on the sample and packaging of the sampl.

7. I the event there & an investigation from a Government Regulatory Agency concerning the Applicant’s Test Repor, SIRIM QAS
‘Test Report for investigation.

Svengn Table 3 : Examinanon/procadre gloves
(EN 455-2:2015 Glause 5)

; S T R 8. Further o in the alemative. 1 i sty forbigden unless with prior witien approval from the Chief Execulive Officer of SIRIM GAS
ther tic Infemational, 1o represent in any manner whatsoever that SIRIM QAS Intemational, SIRIM and‘or olher SIRIM'S subsidianes has
gloves mada from encorsed. approved o AAIEd he Eroguct of e APPICaNT n any manner whatsoever

Empints ey 3. 10 he event e Appicont s found I breach of s provisn, SIRM QAS intemationa, SIRIM andor oher SIRM's subsiares
it = an aciion necessary nckufing but not leited fo

anp«xmznmmnn-mu
m e T e e AT B
Force at Break - . ©) Refusing y further Product for Testing Services from the Applicant or whosoever related to the Applicant, whether

Force al Break after . % 9 Inswmmwwwmmmmammwuwmw statement or document In question and advertise o chrification
i and apology o SIRIM GAS Intemational, SIRIM andior ofher SIRIM's subsidiries twice in a naiional publication of SIRIM GAS
Intematonal's cheice ai the Applicants sole cost,
&) Informing of lodging a repart pertaining the Applicants Test Report wih the reievant aulhorites.

10. SIRIM QAS Intemational is commitled in supporiing an environmentallyfriendly business praclices by reducing pager
theretore we Go not issue any hard copy of Test Report to the Applicant. Hawever, cerified true copy(les) of the Test Repart may be
Issued upon request by the Applicant upon payment of the relevant fee.

1. lssuance of chargeable to the Appicant
Ghanges in deta#s of ine Applicant name andior address:
Ghanges n defals of the Manufachurer's name andlor address:
Changes in detals of the Factory locaion name andior address;
Cnanges n detass of ine Mode! and/or type designaton

12. However, issuance of Supplementary Report due 1o the following reasons are FOC
Misprins and typo errors;
Missing lectnical information a5 agreed in PP1 fom;
Test data not reporied;
Mistake I reporting of test data

3. Cormections to report shal only be allowed f the date of issuance of the oniginal report has not exceeded 6 months and shall be limited
10 Maximum 3 times, afler eiher ‘occurs earier, an Report shal not be issued.

[ ] Vs
Tiller =i



INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE

Building 19, SIRIM Complex
1, Persiaran Dato' Menteri, Section 2, P, 0. Box 7035
40700 Shah Alam, Selangor Darul Ehsan, MALAYSIA
Tel: 603 - 5544 6953 /6960  Fax: 603 - 5544 G988
SIRIM  Website; vww.sirim.my
TEST REPORT

REPORT NO: R991/20/B18/02 PAGE: 10f7
CE MARK 455-3 (CYTOTOXICITY) S ey
(MADE IN COMPLIANCE WITH 93/42/EEC) Applcant + Xiye (W) San, B,

No. 26, Jalan Sungai Jeluh 32192,
Kawasan Perindustrian Kemuning,

eksyen 32,
42480 Shah Alam
Manufacturer / . Same as above
Company
CERTIFICATIONS < A S A AP

Building 13, SIRIM Bernad,
Sample Name/ THERACOM - SAFEGLOVES
Trade Name:

Reference Siandard / 1 IS0 10983-5: 2009. Biological evaluation of medical devices.
Method of Test Part 5; Tesls for in wiro cytotoxicty.

Deszription of Reczived one sample in goad condition consisting of 20 pieces far
Sample testing with the follawing identification:

1. Sample Marking: NITRJLE DISF‘OSABLE GLOVES

2 Physical appearance: G

3. Colour Blue

4 Slorage: Amoent

Date Received : 02 September 2020
Jab Na. Jg9i20
Issue Date 10 SEP @m

— — REPORT NO: RTS6/20/819102 PAGE:30f 7
REPORT NO: RTS6/20/818:02 PAGE: 20f T ’j .
il sy e _ay ™

— — et O 2 sl Aornce Gt WOR n Ml Pomie T ot sy
5 NOT & Oually Assurance Garsicate NOR an Appraval Permi, Tttt s ot s e subitied by the oy SIFRR Beread. Thi repor zh ﬂmln\mum
umlmb, @ cusiomer tc SRIM Baihed and tosed by Si his repor shal eet te fapeduced, ing puipeses by sny means o farms wihout wetien sppraws) o
58 Tl sl s s o i A Oy 81y ot o e s Fresdent & Crisf Exgcuive of SIRIM Be
Fressdent & Criot Execuive of SIRIM Berhact

10 Test timetable
Feceipt o test e 02 September 2020
APPROVED SIGNATORIES Maintenance of cell ulture: 28 August - 12 Septemoar 2020
menags esis and data conlired ) i e sl sl 028 S 2020
‘ghout the testing. Tréatment 03 - 04 September 2020
End of fest 04 September 2020

W, the undersigned, declare that rns
faitiuly reflect the

20 Testsystem

10 SEP 21 L4928 cells mouse ftwoslast (NCTC cane 820 [L cel, LiG29, derwatve o Siran L]
™)

(JUANI MAZMIN HUSIN] Dale o ATCOB CCL -
viewer

Industrial Biotechnology Research Centre

22 Justification for selection of tha oed cuture
American Type Culture Callecton ccu . NGTC cione 928 Areolar measl Meuse is
by 15 1093 P

30 Material

Tabla 1 Information of materiz| used

10 SEP Materials
TDate.

] Growth Medium £100.061
Industria|/Biotechnology Research Centre Eagle’s Minimum Essential Medium (EMEM)

| Foetel Bovine Sarum 10270-038

Penicilln Streptomycin (Antibiolic) Pag33

40 Centrol item
41 Negative control. Polypropyiane, Thermo Scientif 333850
42  Positive control Zing sulphate, Sigma 20251

43 Medium control: Eagle's Minmum Essential Medium (EMEM), Giocs 61100061

]
Tiller =i



Certifications

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE
Building 19, SIRIM

, Complex
1, Parsiaran Dato’ Mentari, Saction 2, P: ©, Box 7036
40700 Shah Alam, Selangor Darul Ehsan, MALAYSIA
Tel: 603 - 5544 6953 / 6960 Fax: 603 - 5544 6988
Website: wuwwsirim.my

EN455 TEST REPORT

REPORT NO; RE94/200818/61 PAGE 10f15
Tris eport s NOT

CE MARK 455-3 (ACUTE SYSTEMIC) e
(MADE IN COMPLIANCE WITH 93/42/EEC) %

XFYRE Sdn. Bhd.,
No.26, Jaian Sungai Jeluh 321162,
Kawagan Perindustrian Kemuning,

Seksye 3
CERTIFICATIONS ‘ e
Sample/Trade Name 7715!300"1«&19@0\!23
Test Name Acute Systemic Toxicity Study

Reference Stenderd /15O 10883-11, Biological evaluation of medi
Method of Test Part 11: Tests for systemc foxicity, Third edi
(LW1-238-61)

Receipt of Sample 02 September 2020
Date

Experimental Start : 22 October 2020
Date

Experimental End 02 November 2020
Date

Issue Date 08 November 2020

TEST REPORT TEST REPORT

REPORT NO; REMAAB1SG1

PAGE: 24715 | REPORT MO: RES40E15G1 PAGE 3af 18

oot T8 Gy sanre O MU Ko P o e i ot Ths rspant s NOT 3 Cusly Assurance Canficate NOR 81 Apsrowil Pare. The repart eers ey o samps
) Uy 1 e 10 IFOM BN A 5t IR BN T et Sl et b reemslces, e . ct
Y

Preskiert &

1 sl ot e
et Exbout o SIMA Do oot Exmeutvs of IR M B

APPROVED SIGNATORIES SUMMARY

We, the undersgnad declsre Ihsl the melhads, resuts and data cortained in i repod EVALUATION OF THERACOM-SAFEGLOVI
fafuly refiect the procedures used and raw deta collected thioughout the study INTHE ACUTE SYSTEMIC TOXICITY STUBY ON RATS

e Systmic ol Sy was ot scorrcs i th fematonsl Orgnztion
- 10353 ests o Systemic
oy Teslsty, Third édiion 2017-08.

09 NOV 200 ‘Theracam-salegloves was extacted in 0.3% of sodlum chloride solufian for polar exiracticn and
e cottondeed oil K non-polar extracion & (37 + 1)°C fer (72 + 2) hours, Both test extracts ware
(SYAMIM KHALID] Tate sllowed 10 coal 0 a0 fernperaiure bafore being jerted ta e e
R

Indusiral Bikechnology Research Cenlre n aeale systernic foxiity swudy. ine exiraction of sample was injeciest info each of e rats by
Imravencus (1V) raule for sodim chionide solution extract and infraperioneal (IP) route for
ail eateact,  Ancther we rals were alsa Injected with eadh correspending blark

wenicie

Al animais wers Gbserved individusly for modalty, signs of gross tavicky and behavioral
changes ance during the Srst 30 minutes after dosng. Spacial stlertion was gven durng e

09 NOv 2020 54 hours 1 pafoccay Gurny 72 o post 8oa. Bl wEcts wive ecarded s 1y
# Irecian and Galy il WTabon Ga. Necropeios wersperimes on o v b
(NURHAYATI ARIFFIN) Date ssonfice.

n
i essarch e mortality was abserved wiin the 72 hours procaeure. The weight off al animals did not
oo e o7 i iy abocnalities. All animals gened budy weight aver the T2 hours obseration periad
4l snimals sppeaced normial and d nal demonsiraie any aboamal behaviur durng e

chservation pencd.

Fol
e of e SnA Vst i R sl shemt 8 gty s peA reschity
han snmets v v e Ve conrd, he s ek he ket of 4 el

indr
auranmmmmn of the wmhumm on fhe rats during the neﬁnd of the siudy. Based on

]
Tiller =i



Certifications

C€

EN455

CE MARK 455-3 (ENDOTOXIN)
(MADE IN COMPLIANCE WITH 93/42/EEC)

CERTIFICATIONS ‘

REPORT NO:  R1036 012081881 PAGE: 20f2

[T epet i MO & sty icate NOR ar T reger refers ot 1o samples submited|
Jb# e cusiomer 1o SIRIM Berhad and fesied by SEIM Berhad. s report shal nol b2 reproduced, except n full and|
Jaak rt e uses for soverssing purpases. by any means. er fores WihGut wemn apprEl rom FreGent & CEO
[s1FM Berna,

Result :

Engotoxin test on derived from 10 of the same.
batch, Bacterial endataxin content of the sample is shown bekow:

Disposable glove

Mo, Sampie marking Brand Size

Tiirie Gposable | Hot
glove

stated

Hotes:
“EU -~ Endulonn wal /

“Mcrobinkcal usky Coni Smes: (et o B5 EN 45532015, Cisth 4 35

“Edotain carkert shall ot exceed e i of 20 EU par palrof glaves.

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE
Building 19, SIRIM Camplex

1, Persiaran Dato’ Mente 2P0, Box 7035
40700 Shah Alan, Selangar Darul Ehsan, MALAYSIA
Tel: 603 - 544 6353 /6960 Fax: 603 - 5544 6388
"Website: waw.sifim, my

TEST REPORT
REPORT NO:  R1036 -01/20/819/91 PAGE: 10f 2

[Tis repert s NOT & Gusity Assuranes Gerlifcalis NOR an Appraval Parmit. This rapor refers oy 1o samples submited]
oy 1o customen o SIRIM Bethar and lesisd by SIIM Serhed. This repert Shal noL be /E0O0.CR0, E5CE0L I 1l an
[SNak not B8 UsE for AVEMENG PLIOLES by Ay MEANS CF 1o WAIRCLE WANE apprel frem Presatert & GEG of
[SIFM Bernad

Applicant : Onssa

Company : XFYRE (M) SDN. BHD.

Address i Mo, 26, Jalan Sungai Jeluh 321182
Kawasan Parindusirian Kemuning, Seksyen 32,
42480 Shah Alam, Selangor Darul Ehsan,
MALAYSIA
Mot stated

Addrass : Hotstated

Sample Disposable giove

Reference standard European Pharmacoposia B.0 (EP 2 6.14. Bactenal Endotoxin)
£ Method of Test Turbwimelnc Kinetk Methed

Descrption of Recaived one ( 1) sampla with the following identfication for testing
campla

] o | v | e[|
| i ‘ THERACOM - J Nirle disposatie:
SAFEGLOVES glove

i
sialetl‘ pairg. %

Date received 1 September, 2020
Date test started 18 September, 2020
o No. T 0360120

Issue dale 17 September, 2020

Approves signatories,

(MOHD th,mfun. AZWAN AHMAD) {MOHD MAHAYUDDIN HUSSIN)
MMM O MJIMM D482

Anaiy, ievr,
Industrial Bictechnology Research Cantre. Industrial Biotechnalogy Research Centre

SIRIM Berhad SIRIM Berhad
e s @

CONDITIONS RELATING T THE USE OF SIRIM BERHAD TEST REPORT

art will e issued n respect of Testing Services conducted and shall related oaly to the sample actually tested. SIRIM
Berhad makes no warranty whatsoever and the Applicant shall not représent in any manner that any dugfication or mass
production of the Product is same as the Sample actually tested or that SIRIM Berhad has tested any of the duplicated or mass
produced Broduct.

The Test Report shall not be mended, changed, varied or modified in any menner whatsoever by the Applicant o otherwise.

1f the Test Report is to be furished to any third party ar to the public, each such Test Report shall be furnished in full, legible
and in its entirety.

The Test Report shall not be reproduced and shall not in any event be used for any advertising purposes or whatsoever without
written approval from the President & Chief Executive of SIRIM Berhiad of No. 1, Persiaran Dato’ Menter), Building 5, Section
2, P. 0. Box 7035, 40700 Shah Alam, Selangor Darul Ehsan.

Customer (Applicant/Manufacturer/Factory, elc.| is not permitted to use any SIRIM Berhad, ather SIRIM Barhad's subsidiaries
logo on packaging, sample’s manual, technical specification, brochures/fiyers of any other means.

1F such approval Is abtained from the President & Chief Executive, the Agplicant may enly include the phrass, “A sample of
this product has been tested by SIRIM Berhad ... (Test Report NG) . (dated) . (for what test) .. to which standard|"or such
‘similar words which stress that anly the Sample was actually tested. This phrase shall only be used for the purpose of product
advertisement or product promotion feg; brochures). For

2nd packaging of the sample.

f doubt, the statement shall n the sample

In the event there ic an investigation from a Government Regulatory Agency coacerning the applicant’s Test Report, SIRIM
Berhad may disclose the information pertaining to the Test Report for purposes of such investigation.

Further or in tha altarnative, it s strictly forbidden ta represent in any manner whatsoever that SIRIM Berhad and/or other
SIRIN's subsidiarics has endorsed, approved or validated the Product of the Applicant in any manner whatsoever.

Inthe event the applicant i foundiin for other without prejudice
10 any ather rights and remedies may take whatever action necessary inchuding but not limited to:

a) Informing and placing a netiee in the media;

b) Obtaining an injunction from Court (cost on 2 salicitor-client basis to be borne by the Applicant);

¢ Refusing o accept any furiher Product for Testing Services from the Applicant ar whatsoever related o the Applicant,
whether subsidiary or otherwise;

@) Instructing the Applicant to withdraw and recall the advertisement, statement or document in question and advertise 3
clarification and apology to SIRIM Berhad and/or other SIRIM'S subsidiaries twice in 3 national publication of SIRIM
Berhad’s choice at the Applicant's sale cost; and

&} Informing or lodging a report pertaining the Applicant’s Test Report with the relevant authorities.

Centified true copies of the Test Report may be issued upon request by the apalicant ugon payment of the relevant fee.

Corrections to test report shall only be aliowed within & months from [ssuance date af the Test Repart of ihe relevant fee and
shall be limited to maximum 3 times, akter either case whichever ccurs earbier, a new Test Report shall be issued and replace
the previcus one {having errorfs) or lack ef information) with relevant fee. Issuance of Supplementary Repart ta the orlginal
Test Repart shall be for the folkowings:

a) Misprints and typo errors;
b Missing technical informatian;
€ Test data not reported;

d) Mistake in reporting of test data.

Any amendment requested from customers on the test report ssued shall be in writing

SIRIM reserves the right n Its sole discretion to terminate or medify this permission.
|

[Peviion 13,3010}
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INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE

JAUR  5uilding 19, SIRIM Complex
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M 40700 Shah Alam, Selangor Darul Ehsan, MALAYSIA
Tel: 600 - 5544 6853 /G960 Fax: 603 - 5544 6088
SIRIM Website: wew.sirim, my

submited by the cusiomer io SIRIM Berhad and ested by SIRIM Borhad.  This repert sholl

T CE MARK 455-3 (SKIN IRRITATION)

pﬁ:‘:&:ﬁ"‘;l&:{mb:'ww Bﬂ"-rolhsrg PurpOSes by any means or foms. without written approval k:‘:n

) e —— {MADE IN COMPLIANCE WITH 93/42/EEC)
plicant Xirye (M) Sdn. Bhd.

Mo. 26, Jalan Sungai Jaluh 32152,
Rawasan Perindustnian Kemuning
Seksyen 32

42480 Shah Alam

TEST REFORT

rREF'DRT NO:RSIZOBIME PAGE: 10f 7

This 1800t is NOT 8 Qualty Assurance Cetfcate NOR an Approval Pamiz. This repor refers only 1o fost i st e

Manufacturer / Same as above
ompany

Test Faciity:  Industrial Biotechnol Research Centre (I
Buiding 15, SR Barhag O

’ CERTIFICATIONS

Sample Name/ THERACOM -
T SAFEGLOVES
Reference Standard / 1S 10993-5: 2008. Bioko
gical evaluation of medical devi
Methad of Test FartS Teus o oy g oaon o medial deioss

Descriplion of Received one sam
ple in gond condition consisting of 20
Sample testing with the following [dentfication il
1. Sample Marking: NITRILE DISPOSABLE GLOVES
2 Physical appearance: Glove
3. Colour. Blug
4. Storage: Ambient

Date Receved 02 September 2020
Job Ne: oo Jesi20

Issue Date 10 SEP

TEST REPORT

REPORT NO: RE92/20/818/57 PAGE 30of 14

y e custamr i SIRM Baras and sy IR B, T epor 1 o 5 rerohced, e o
jecising purpases by any means o forms witten approval fom President & Chiel
Exscutva of SIFM Bemad,

TEST REPORT A
" — PRIMARY SKIN IRRITATION STUDY OF THERACOM SAFEGLOVES ON RABBITS
REPORT NO: R992120/819/57 PAGE: 2 0f 14 ACCORDING TO IS0 10993-10:2010 AND LWI-238-57

Thia rpart ia NOT

the customer 1o SIRIM Barnad and 195190 by SIRIM Bemag Tha report snall 0L b8 raproduced, Sxcapt  1ul 40

| shall noi b used for adverising puposes by any means or orms winout wiien soproval fam President & Chiel
Execuive of SIRM Berhad

APPROVED SIGNATORIES

We, the UNdErsigned, deciare |na| me memms results and data mnkamsd in this repart
taithiully refiect w data collected udy.

12 SEP
(JUANI MAZMIN HUSIN) Date’
Reviewer
Industrial Biotechnology Research Centre

Industrial Biotechnology Research Centre

The Primary Skin Initation is conducted in accordance with the Intemational Crganization of
, Part 10: Tests for Irrtabion and Skin

Sensitization

In primary skin irritation test, test iter was applied topically on skin of three healthy rabbils for
24 hours, After 24 Nour EXpOSUIE TMe, 8 Palches were removed. The test sites were wiped
and cleaned with purified water. Al animals were observed individually for erythema and
oedema at (12 0.1), (242 2), (48 +2) and (72 £ 2} hours after the patches had been removed

There were na initation reactions observed at the test sites on each animal at any time point of
abservation. Na mortality was cbserved within the 72 hours procedura. All animals appearsd
normal and did not demonsirate any abnormal behaviour during the observation period

Under the canditians of this study, THERACOM SAFEGLOVES is considered as negligitle
where Primary Imitation Index (P.11) was cakculsted as zero (0.0}
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REPORT NO: R993/20/B19/60 PAGE: 1 of 17
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CE MARK 455-3 (SKIN SENSITIZATION) fon et
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Job No. 1 J80ar20

Applicant : Xfyre (M) Sdn. Bhd.,
No. 26 Jalan Sungai Jeluh 321192,
Kawasan Perindustrian Kemuning,

CERTIFICATIONS ‘ e

Selangor
Sample/Trade Name Theracom-Safegloves

Reference Standard / 51 International Organization for Standard (ISO) 108931,
Method of Test Evaluation and testing within a risk of management
process (2010) [ LWI-235-60]

Intamational Organization for Standard (130} 10893.2,
Biological Evaluation of Medical Devices ~ Part 2: Anmal
Welfare Reguirement (2008) [ LWI-236-60]

International Organization for Standard (ISO) 10863-10,
Biological Evaluation of Medical Devices - Part 10: Tests
for Iitation and Sensiization (2010) [ LW|-238-60]
Biclogical evalustion of medical devices — Part 12
Sample  preparalion and  reference  materials

Environmental Heslth and Safety Monograph Series on
Testing and Assessment No. 18 (2015) [ LWI-238-80]

Receipt of Sample Date - 02 Seplember 2020
Experimental Start Date  : 09 October 2020

Experimental End Date @ 18 November 2020

Issue Date 20 mvm

STUDY REPORT STUDY REPORT

REPORT NO: ROG320/B1 960 ‘PAGE 2oi17 REPORT NO: ROG3/20/818/60 PAGE: 30l 17
Tris rmacrt & NOT @ Qualy Assuarce Getifcale NOR an igproual Paerl. This gerl alis oy lo sampise i oer b NOT 8 Qaky Acnrce Gttt HOR 1 Aot P s rior s o o s
o SR B eprochced, gt . efeoskces, sl

N Ensetive o SIRM Behad.

gt Evaeve of SIRIM Bihec

SUMMARY
APPROVED SIGNATORIES

SKIN SENSITISATION STUDY (CLOSED-PATCH TEST) OF THERACOM-SAFEGLOVES

Wi, e undersignad, declare Ihal tha methods, resuks and data contained i this repert

feithfully refloot the prooedures used and raw dats callected theoughols the siudy. A Closed-pateh Test (Buehler Test} wes conducied to determin the potential of the testitem
10 produce s senslisation i gune pigs. Tra fest was conducied n i accardence wih he
International Organization far Standardzation 10893: Bioogleal Evaluston of Medical
Devices, Part 10: Tests for Imtation and Sensitisadion,

In Giosed-Patch Test (Buehiar Test),lon quinea pigs were paiched topically with the tset tsm
and five guinaa pigs served as negalve canirol group were paiched i paralie in an dentcal

isterad by topical application tn the tes!

Reviewsr y wrasping the trunk of the animals
Indusira Botechnology Research Centre with a surgical tape and securing with sell.adherent vrap.

The patches wese remawed altér (B + 0.5) hours of exposure, This procedure was repeated
thrae times per waek for three weeks, for a Iotal of nine applications.

Follaning 2 (14 1} day rest perio e the ina indurton paieh, tho arimefs wera fopicaly
paiched wilh the appropriate e flem on the fest animals end e coritol an t conlol
animais, The peiches were removed aftr 3 0.5) hauts af exposure. The Germal paich sics

by were observed for erthama and edema (24 ¢ 2) hours and (48 = 2) hours afler patch

THBOR RABIHAH AID) kgl

: Each animsl was sssessed for a ssnsilsalon response bsed upon the dermal scares, The

i Bolachnocy Ressercl Cigm teal subzance s ol consiered fo be @ skin Sensiiser sincs nona of the st animals
extibited skin reection soores al the chalanga exposure folowing an induchon phase. No
ruactions ware observed n the negaive conlral group.

Under the canditions of his study, Theracom-Safegloves id not iduce sensitisation in the
quines pigs. £

]
Tiller =i
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by the customer i Barhad. This repo rearociuced

shall ot be uaed for advetising pupoREs By ary MEWTS Of KT Wikl wan Spprovsl from Presicent & Chisl
Exscutve of SIRM Borhad

442 For single-exposure lests, the appearance of each applcation site at {1+ 0.1)h. (24 + )b
{48:+2) h and (72 £ 2) h was obssrved following removal of the patches.

Tabie 1: Scoring system for skin reaction

[ Reaction

Erythema and eschar formation

No erythema

Very slightly erythema (barely perceptile)

Wel-defined erythema

Mogerate erythema

Severe erythema (beeliedness) 1o eschar formaion
preventing grading of erythema

Oedema formation

No oedema

Very slightly oedema (barely perceptbe)
Wel-defined oedema (edge of area wall-Gefined by dsfinie
raising)

Woderate T mm)

Severe oedema (raised more han imm and exiending
beyond exposure area

Waximal possible score for initation

Other adverse change at the injection site shall be recorded and reported

Evaluation of test result

Ater the 72 h grading, 2l erythema grades and edema grades (24 + 2) h, (48 + 2) hand
(72 £ 2) h was lotaled separately for each test item and negative control for each animal.
Primary Imitation Score (PIS) was determined using the equatin below

PIS = (Left at 24h+Right at 24h)+(Left at 4Bh+Right at 48h)+ (Left at 72h+Right at 72h)

8

Ta obtain the Primary Irritation Index (P1l) for the test item, all the primary irritation scores.
of the indwidual animas will be added and divided by the number of animals. The
equation is as below.

Primary Irritation Index (Pil) = PIS Animal 1+ PIS Animal 2 + PIS Animal 3

3

The Primary Irritation Index (Pil) wil be characterised by mean scare and response
category as given in Table 2. The one giving the highest PIl determinas the response
agory.

TEST REPORT

| REPORT NO: R882120/B19/57 I PAGE: 1101 14
I

oy the customer b0 SIRIM Bechad #4 (#5160 by SIFIM Beimad This saport shad ot be repraduced, exceet n full and
| 4 b b for BOVGNAING pUIDases by ny maans or forms. wihowt writken approval fom President & Chisl
et of SIRINA Beshart

60  CONCLUSION

Under the conditions. of this study, THERACOM SAFEGLOVES is considered as
negligible where Primary [rritation Index (P.1 1) was calculated as zero (0.0).

RETENTION OF RECORDS AND TEST ITEM

One repart will be forwarded to the Spansor. The other report, fogether with all
generated raw dats is maintained at the Industrial Biotechnology Research Centre:
Archives

REFERENCES

International Organizatien for Standard (150) 10893-2. Biokogical Evaluation of Medical
Devices - Part 2: Animal Welfare Requirement (2008).

Intemational Organtzation for Standard (ISO) 10893-10, Biological Evaluation of
Medical Devices — Part 10: Tests for Initation and Sensitization (2010

Biological evaluation of medical devices — Part 12: Sampie preparation and reference
mateials, Envitnmental Hesith and Safety Monograph Series on Testing and
Assessment No. 10 (2015)

LWI-238-57: Primary Skin Initation

Certifications

TEST REPORT

I REPORT NO: R292/20/819/57 PAGE: 100f 14
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oy the customer to Bemad repoduoed,
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 Moan Score

0.0t 04 Hegligible

051018 Stight

201048 Moderate

501080 Severs

Table 2: Primary Irrtation Index categories in rabbit

RESULT AND DISCUSSION

Result

Individual animal identification and body weight s presented in Table 3.
Individual cage side obsenvation is presented in Table &

Individual skin irilation erythema score is presented in Table 5
Individual skin irritation oedema score is presented in Table &

Summary of Primary Imiation index Score for Test limm and Negative Contral is
presented in Table 7.

Discussion

There were no significant dermal reaclions observed at the sites on the rabbits at the
time 1, 24, 48, 72 hour observation periods (Refer to Table § and Tabie &)

Mone of the animals in the study showed the abaormal clinical signs during the 1, 24,
48, 72 hour observation periods. (Refer to Table 4).

The sum of erythema and cedema scores for the test ilem and negalive control sites
were calculated for anly 24, 48, 72 hour obsenvaton periods of each rabbit. Total score
was dwided by 6 (2 3 ine the Primary
Iitation Score (P.|.8). (Refer o Table 7).

The Primary Iritation Index (P.1.1) of test item was determined by dividing the Primary
Irritation Score (P.1 ) by total number of animals. (Refer to Tatle 7)

TEST REPORT

| REPORT NO: ReG2/20/B19/57 PAGE 120114

i e Lo M 1231z by 7 repmichoced, except in ful el
L auerting urpases by any Mans of KTa wiNGWL wilen aperoval from ,,
| Executive of SIRIM Berhag o Prasidont & Chief

Tabled  Animal Identification and Body Weight

No erythema and oedema

==
No erythema and oedema

No erythema and osdema

1
|

Table4  Indvidual cage-side observation

|~.’Vh_|.im:' FECER SR S —l

| psioa0
PSio | Actvesnaheaty | Meinsinedover e (72£2) hour

‘observation period
PSI043

- £
Tiller =i
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STUDY REPORT STUDY REPORT
| REPORT NO: RO03/20/B18/60 PAGE: 4 of 17 | | REPORT NO: RO93/20/818/60 PAGE: § of 17
| e i a i srance Car n oval Permit
This rapart & NOT o Qualiy Assurance Certicate NOR @n Approval Permi. This rapan refers orly (o samgles e gt NOT 3 sty peemncs Corfici WO o dee r;-i"wwvj:sm“‘ s cry 158 pne
01t 1 AR s b ot Tetr o Eome it W e o o e 5 et oot o Frsivenc
e Executvn o SIRM Berna Crief Evuus of SR Gahes ’
BACKGROUND CONTENTS

The ISO 10893 standard defines skin sensilisation or allergic contact dermatiis as

immunologically mediated culaneous reaction 1o & substance. In tha human, the responses AFPRIIED i
can be cheracterized by pruilts, enthema, oedema, papules, vesiles, bula or 2 - p
cambination of these. In other species the reactions can differ and oniy enthema and
oudemp 280 bo scon, BACKGROUND 4
Cosed-pach ot (suahir Tes) & conducted on quinss pig o detul ony ossiie 10 "B .
sensitizing activity of chemical and medical dauices. This assay consists of inducion and .
challenga phese, thus covering all siages of hypersensiivly, Erythema and oedema Is
assessed using the Magnusson and Kligman grading scale. 20  STUDY TIMETABLE Ll
The sbine e pi hae been used n sk sensllsaton estsand i s Quneraly sccapiad ss 48 FMATEmALY v
cantack denm) £ 40 METHOD [l
50  PROCEDURE 10
6.0 DATA ANALYSIS "
7.0 RESULT AND DISCUSSION 11
B0 CONCLUSION 12
80 RETENTION OF RECORDS AND TEST ITEM 12
10.0 REFERENCES 12
TABLES
Table 1.1 Animal idenification for Treatment Group 13
Table 1.2 Animal Identification for Control Group. 13
Tabla 2.1 The grades of erythema and oedama farmation for trsatment groupin 14
Challenge week
Tabie22  The orades of envihema and oedema farmation for contol group in 15
Challenge week
Table 31 Individual abservation for 186
Table 32 Individual cage-side observation for contral graup 15
Table 4 Magnusson and Klingman scale 17 A

STUDY REPORT STUDY REPORT

REPORT NO: ROO20/E1 2160 PAGE. Bof 17 REPORT NO: RO93/20/B1360 PAGE: 7 of 17

T 1eort & NOT 3 DUl Agsuince Catficatz NOR an Agprval Pl T veper ks vy & mtes T e & G ;maw s Gt 1O e Pt T i e s
SRS by e ot S St o sty SO ot T st 1 o ot et by Sl e oo, s
d fer m Presiient &
e o SR G | Gt Evn o S B

OBUECTIVE Quanity: 5 peces
An assasement is made af the potental af the fest Aem under fest 1o procuce skin & Stwrage condilion: Room Tempersiure
sensilzation i guinea pgs Salubity: Not provided

STUDY TIMETABLE 40 Stability: Not provided

Expiration date: Not provided

Receipt of Test llom 02 Septembar 2020 Test System

Acclimalization 09 Qclober - 14 Ociober 2020 Species Guinea pig

Hartley albino
15 October 2020

Test System Freparation 22 Oclober 2020
20 Octobar 2020

The guines pig s ona of the stzndard species
of skin sensization study. Guinea pg
salecled because there is numerou:
background histerical
sersilzation

15 Ociober 2020 )
Test liem Preparation 22 Ociobar 2020 Jusfication of the specks
20 Ociober 2020

be the most sensilive animal madel far this

18, 17, 19 Qciobar znzn type of study

Dermal Application - Induction Phase | 22, 23, 25. r 20;
29, 31 October, 01 Nnmma 2020

Unit Sumber Hatwan Makmal,
Fahulti Perubatan,
phase | 15 Unlversilj Kebangsaan Maeiaysa

Observation for Challenge phase 16 - 17 Movember 2020 Number of animals used in the 7 Females
stucy

B Meles:
Dala Anaiysis. 17 - 19 November 2020

Sox Maie and Female. Female guinea pig wera
ruliparous and non-pragnant

MATERIALS Body waight range at dosing Wighweg

Test ltem This study mathod and lest system was spproved by SIRIM Barhad Insttanal

Animal Gare and Use (SIRIM HACUC) and reviews: by the conmites al least
Test llem: Theracom-Safegloves annually. WWCUC approval no. : SIRIMAACUCIBRC/BIG-S0I0017. Approvel latter

was maincained In Animal EIic File (BI0 238/4/83)
Data received: 02 Novenber 2020

Physical sppearance: Safid
‘Sampie Marking : Nitile Dispossble Glove
Colour Blue

Physical Cheniical Properties Daia: Not provided

[ ] Vs
Tiller =i
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Ths repar b NOT  Qualty Atdurance Cartiicate NOR an Agpproral Peamit,_This raport sefers ooty 10 1o e
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50  Testmethod

5.1 Testsummary

The degree of cytotoxicty in @ memmalian cefl culture in response to the test item
exracted and diluted in growth medium, Eagle's Minimum Essential Medium (EMEM)
was determined. Extractian of THERACOM - SAFEGLOVES with extraction ratio of
02 giml. was carried out at (3741) °C for 24 hours usin

extractant. Positive and negative controls were: inclu

proper functioning of the fest system. The test em was fested in tiplicates at s
concentrabons: 100.0% (6.0 cméfmL), 50.0%, 25.0%, 12.5%, 6,25% and 3.125%.
Treatmant was carried out al {37+1) °C in a carbon dixide incubator and assessment
‘carried out after 24-hour incubation,

52  Significance and rationate

This method is uselul for assessing the Cylotosic potential of new materials and
formulations and as part of a quality control program for established medical devices
and companents, Assessment of cytotoxicity provides useful information in predicting
he potentisl ciinical applications in human. Cel cullure methods have shown good
<artelaton with animal assays and are fréquently more sensitive to cytotox|c agenis

63 Tesl procedure
The procedure was divided info three stages a5 follows
531 Cel culture maintenance

Ceis were grown in fissua cliture grade flasks and routinely examined to ensure they
remain healthy, Cells wéré seeded into 24-well plate and incubated until attaining
Z growin before procedure

532 Preparation of lest item
fest flem was extracted in the exiraction wehicle to give a final extract
cencantration of apraximately 8.0 cméimL which is considered 100% as total eviract

The positive and negalive contrals Inclided were zine sulphate and polypropylen,
respectively. Growth medium was used @3 the extraction venicle. Th test item and
controls were exiractediprepared in the growth medium and incubsled simultanzously

8t (3741) °C for 24 hours. Aler complelion of extraction period, test item in the
extraction remaved in Then the ilution from 100 %

Uil 3.125% concentration was performed

Table 2 Preparation of Test ltem

e Extraction m Volume of Extraction
gt Ratio Extraction Vehicle | Condi

o (37+1) °C for
Testhem | 6.0 L 100 mL 24 Moty

Negative
Control
Positve
Conwral

02gimL 9278 mL ‘JZ:’;;S'”’

(37£1)%C for
24 hours,

00008g/mL | 00107g 13375 mL

Contral C for
Medium 24 hours

RN — e —
REPORT NO- R79820B18102 PAGE o7
. L

Th rapar s NGT 2 Qusdly Assuranco Cerlicate NOR ) Approval Permt This egert refrs oty o st 1o

Uit by 2 Oistcrer n SIRIM Beshad and esie by SIFIM Berhas. T repcr soal et o eplotries,
" st o or

hisf Exscutive of SFOM Bernad

Tabled Conditon of extracts

| Conditions of extract
Extacton  ——— e
Bafore extraction After extraction
Testiteam Clear

Meduum control Claar
Negative contrel Claar
Posilive contral Clear
Mirascopic examination of culures before and after Ireatment wih lest extracts and
canirols, 8ac in iripicate wels, are presente in Tabie 5
Tablo 8 Conditions of cultures before and after retment
—_— oskaie ool o
Test extracts

andcontrols | parore
treatment

Cenditions of cultures

After traatment

Testexract. | Subconfiuent | Nearly complete or camplete desiruction of the call
1000 % mongiayer | ayers in all wells

Testextract, | Subconfiuant | Nearly completa < corrplele destructin of he cel
500% manolayer | layers in ail wals

Testextiact, | Subconfiuent | Nearly camplets or complete destruction of the osll
250% manalayer | tayers inall wells

Testextract, | Subsonfluent | Mearly complete or complele destruction of the cell
25% monolayer | iayers in allwels

[ Wiore than 70% growith inhibition obsarvamie ntwo |
wells and not more than 50% growth inhibizan
observable nonewel
Mare than 50% growth [¥ibfion GEserabie n two
T irac, s“‘ﬁf:f;’;““;’“ walls and nal mora than 20% growth inhibion
st 1" | obsarvable i ane well

Subconfiuent
manolayer

Testextract, | Subcanfuent
625% onalayer

Medium contral Nocel iysis and reduction of call growth in all wels

Mo celllysis and reduction of cel growth in all weils

Negalive Subconfiuent

canol | monvlayer
Suscanflant | Meary comeleie or compists destructn of e cell
palanly: | reece, buima i ot . wgimL znc suphate

Certifications
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Inia regor is NOT a Cuaity Assurance Ceriicate NOR an Appraval Permil, Ths repert rofers oy 1o tes flam
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533 EMfect on cell culture

The extact was tested st six concentrations, in arowlh media: 100.0% (8.0 cmiimL),
50.0%, 26.0%, 12.5%. 6.25% and 3.126%. Growth medium from the 24.well plate was

With test extracts, in ipficate wells at each concentration. The pasitive,
negafive and growth medium contrcis were included in the stdy. The plate was
incubaled for 24 houts al (37+1} °C in 2 humidified atmosphere of 5% carbon dioxide
and 5% air.

Assessmant of result
The condition of test item extraction before and after extraction period was observed
The conditon of cullures in each well, before and ahter treatment, was examined

microscopically and graded. The qualiteive marphological grading of cytotoxicity s
presented in Tabie 3

Table 3 Qualitatve cylotosciy grade

Grade | Reactivity Conditions of cultures.

Discrete intacyloplasmatic granues, no cell hsiz, no

4 Nore | reducton of cell rowth

Mot more than 20% of the celis are raund, loosely attached
Slight and without intracytoplasmatic granules, or show changes in

o morphclogy; occasional lysed cells are present. only slight
@rewth inhibdion cbservable,

Net more than 50% of the cells ara round, devoid of
infracyloplasmatc granules, no extensive cell lysis, not more
than 50% growih inhiciion observable.

Not more than 70% of the cell I3yers contain rounded calls or

Maderate | are lysed; cell layers not complelely destroyed, but more

than 30% grewth mhibibon observabie,

T
‘ Severe | Mearly complete or complate destruction of the cel layars.

Results

Al the camplelion of the extraction period the physical of test itam appeared unchangsd
by the extraction procedure. The extracts were nat filer prior to being appéed 10 the cel
manalayer The extracts were used immediately after the complation of iy ion
period. Conditicn of extracts is presented in Table 4.

REFORT NO: RTS6120/B18/02 PAGE: 7of 7
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7.0 Analysis and interpretation

Conditions of cufures after treatment (ffom Tatle 4), each in triplicate wells, was
‘ualiatively graded according to Table 3 and presented in Table 6

Table & Summary of cylolosic gradings on Cultures

Test extracis and contrels

Testextract, 100.0%

Testextract, 50.0 % Severa

Testextract, 25.0 % Severe

Test extract, 12.5 % Severe

Test extract, 625 % Woderate

Test extract, 3,125 %

Medium control

Negative control

Positive conirol

Conclusion
The test tem THERACOM - SAFEGLOVES eshibited sever cytotosicity reaciiily at
100.0% fo 12.5% exiract concentiations, muderate cylotosicity reactivey af 82585
‘axiract cancentrations and mild cytotoxicity reactivity at 3.126% exvact concentrations.
under the conditions of this test.

Reforance

Bioiogical svaluation of medicsl devioes — Part & Tests for i viro cylotoicily

Bualogical avaluation of medical devioes — Part 12: Sample praparation and referenice

38-02- Cylolosicity Test for
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e L L= By 1 customen (o SIRM Barhad and tesied report P except in
R N o e s LT a by IRIM Bertact Ths report shall not b reproduced. full and

T
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Executive of SIAM Berhad

o= used for adveising purpases by amy MaEng o foms wibout writlen segrcval from Prestgent B Chil
thead wiiten approval from President Executice of SIRM Barhad -

visual Skin Irritation Erythema Score Table 7 Summary of Primary Iritation Index Score for Test ltem and Negative Control
Tabile § Ingividual Skin lrri

PSI 041

PS1 042
| Negate Contrl | 0 PSI 043

Test ltem | o Primary lrritation Score (P.1.5)
Total Score

Negatwe Control | 0
Tat i a Average’
a

PSI063 Fgamacmlm\

Primary lriation Index (P | 0
Response Category’ ‘ Negligible

Table 6 Individual Skin Iritation Qedema Score ! Average score of erythema + oedema (totel score divided 1o 6 siles)
B 2 Total average’ divided by three animals
*Primary Irritation Index (Pl response category

PSI 041
‘ i ["Hegatve Gontrol

Test item
Negative Control
[ Testtem

‘PSH]AZ

LPEI 043

| Negative Control |

2). (48£2) and (T2:2).
" Primary irfitation score was cakulated only based on (24
B an!x imitation score was the sum of the test sites or conirol sites score

" CONDITIONS RELATING TO THE USE OF SIRIM BERHAD TEST REPORT

ATest Repurt will be issued in respact of Testing Services conducted and shallrelated anly to the samphe actually tested. SIRIM
Berhad makes o wartanty whatsoever and the Applicant shall not represent in any manner that any duplication ar mass
production of the Prouct s same as the Sample actually tested or that SIRIM Berhad has tested any of the duplkated o mass
produced Product. |

The Test Report shall not be amended, changed, varied or modiied in any manner whatsoever by the Appicant or otherwise.

1Fthe Test Report s to be furnished to-any third party or 1o the pubisc, each such Test Report shall be furnished in full, legible
andin s entirety.

The Test shall not v 1g purpases or ithau
wiitten aparaval from the President & Chisf Executive of SIRIM Berhad of No. 1, Persiaran Datc’ Menteri, Budding 5, Section
2.P. 0, Box 7035, 40700 Shah &lam, Sedangor Darul Ehsan,

Customer etc) ta use any subsiiaries
logo on packaging, sample’s manual, techaical specification, brochures,fivers ar any other means.

IF such approval is obtalned from the President & Chief Executive, the Applicant may only include the phrase, *A sample of
‘this product has been tested by SIRIM Berhad _ (Test Report Noj . [dated] .. for what test] .. (to which standard]or such
simitar words which stress that only the Sample was actually tested, This phrase shall anly be used for the purpose of product

. fian (eg; brochures). of doubt, th ot be used on the sample

and packaging of the samgle.

1 the event there & an investigatian fram a Government Regulatory Agency canceming the applicant’s Test Report, SIRIM
Berhad may disclose the information pertaining 1o the Test Report for purpeses of such Investigation.

Further or in it idden to represent in any that SIAIM Berhad and/or other
SIRIM'S subsidiaries has endorsed, approved or validated the Product of the Applicant in any manner whatsoever

this prevision,
1o any other rights and remedies may take whatever acticn necessary Including but nat imited to:

a) Informing and placing a notice I the media;

b) Obtaining an ini licitor-clent basis 1o be borne by b

€} Refusing to accept any further Praduct for Testing Services from the Applicant or whatsotver related to the Applicant,
whether subsidary or otharwie;
Instrueting the Applcant to withdraw 2nd recal the advertisement, statemant or document in Guestion and adverise a
clarification and apology to SIRIM Berhad andor other SWIM's subsidiaries twice in a nationcl publicaticn of SIRIM
Berhai’s choice at the Applicant’s sole cost; and

) Informing or lodging a the Apglicant’s Test Regort w h

Certified true: capies of the Test Report may be issued upan request by the applicant upon payment of the relevant fee.

Carections ta test report shallanly be allowed within & months frorm issuance date of the Test Repart of the relevant fee and
shall be fimited . afer e accurs earlier, anew Test Report shal e issued and replace
the previous ane (having exrorls) o lack of nformation) with relevant fee. ssuance of Supplementary Report to the arigins! |
Test Report shall be for the followings

a) Misprints and typa errors;

b} Missing technical information;
Test data ot reported;

€) Mistake in reporting of test data,

12 Ay amendment requested from customers on the test report ssused shall be in writing

13, SIRIM reserves the rightin it sale discratian to terminate or medify this permission

[ ] Vs
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BACKGROUND

A a medical device. the Liocampatibiity of the device has o be evaluated by folowing the
hammanized standard ISO 10893-1, Biological evaluation of medioal devices - Part 1. Evaluation
and tasfing in which Ihe biclogical fest mathods are l1st2d. This study adheros to part 11 of IS0
10893 Tests for Systemic Toxicy, Thind edtion 2017-00 thet sssess possitie contact hazards
from chemicals reléased framm the fest flom to the boty system which may produce systemic
fnxicly. The Acute Systemic inaction test provides geners infrmaton on et ezarss sl
o arise from an acute exgosure of 8 medical device.
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10 OBJECTIVE

The objective of this study s o provide infommation cn hesih hazards liely 1o arise
from @ shortterm exposure of the sample by the Mravenous. and intrapsritoreal
njoction. This siudy is based on fhe regurament of me Iniematinal Organizalicn for

ardizetion 10933 Biclogical Evauation of Medial Devices, Part 1. Tesls for
Systomic Toxicity, Third edibon 2017.00.

STUDY TIMETABLE

Roceipt of Sample | 02 Septemosr 2020

Raceipt of animal | 2 Gciober 2020

Acclimatization 22 Qctober 2020 - 26 Gctobar 2020

Sample Extraction 24 October 2020 - 27 Octoder 2020

Troatmant

a) Treatment Group 27 Ocloter 2020

&) Contral Group 27 Oclobier 2020

Observation

a) Treatmant Graup 27 Ociober 2020 - 30 Octaber 2020

b) Cantral Group. 27 Oclobier 2020 - 30 Octaber 2020

Nacropsy

a) Treatment Group 30 Cctober 2020

b) Cantrol Greup 30 Cotober 2020

Data Analysiz 30 Cotober 202002 Navember 2020

Test Roport 08 Moverber 2020

30 MATERIALS

31 Sample

311 Sample: Theracomsafegloves

3142 Sample marking, Nbile Dispasable Gloves
313 Date recsived: 02 Septerber 2020

344 Physical sppesrance. Sl

Certifications

TEST REPDRT
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BACKGROUND
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HOUSING
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RESULT AND DISCUSSION
CONCLUSION
RETENTION OF RECORDS AND SAMPLE
REFERENCES

TABLES
‘Table 1 Intravenous injection sequence procedure for sample group

Table 2 i B for

‘Table 3 Intravenous injection sequence precedure for conirol graup

Table 4 injecton sequence p for

Table § Individual cage-side casenvation
Table & Ingividusl bocy weignis

Table 7 Inivicusl gross necropsy cosenvations
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Physical Chemical Properiies Data: Not provided
Quanity raceived: 20 pieces

Storage condton Ambient

Manutacturing date: Not provided

Expiration date: Nat provided

Reagents
0.8% wiv Sadium chioride
Batch Numbar ; P414C052
Cotianseed O1

Lot Nuréier - MKCDTB48

Test Systom

Specks 2 (Raltas orvegicus)

Stain Sprague Daséey (8D)

The Sorague Dawley rat is one of e
the spci siandard species of acute fosicty studies.
Ausiioalio of the spacies Rats are selected becauss Mere i rumraus.
of backgreund and historical data,

Laboratory Animal and Faciity
Facuty of Pharmacy, Uniersty Tecnclogy
WARA (NTM) Puncak Alam Campus,
Selangor

Murber of aimals used in the | |° o VeEIMEN groug
- 10 for control group

Sax Female. Fernale mts wore nullparous and
i noa-pregnant,

Age of amimals al dosing, “Yeung adultrats (3 weeks)

Acclmaization fime 5 days
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Table I Iniravencas injection sequence pracedune far contral group: D 8% of sadium
chlceide soktion

Vet ShortTe Long-Term
AnimalNo. | Injoction Date | Outcome Outcoms
Sequence (72 Hours

1 RS311
z | sz
3 RS3I3 | 27 Octover20
+ RS314

5 Rs3ts
G- Survim K- Daath

Tabled : ail

Long-Term
dnjecon | pimal No. | Gutcomo Gulcome
e (72 Hours)

RS316
RS31T

RE318 27 Dectober 2020
RE313
5 RE320
'O Burereal, X — Death

TEST REPORT
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Table§  Individual body weights

Test Extract

0.0% of
sodium
chloride
seluion

Cantral

Cottonseed o 2274

2295

2187

Certifications

TEST REPORT
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Table 5 Individual cage-side observation

Iniection | il o, Findings

Ha sign af il health o
pie i gskly

bserved Al
B,,,m,w!,m,,,,m Maintained over the 72 baurs
heakhy Animats

ouservation pafod
sppeared poic- ¥

any
sonarmal behaviour.

TEST REPORT

REFCRT NO: R99420/8156 1 |PM:‘F 150115
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Table?  Individual gross necropsy observations

Tissuel

s i | e

| Necropsy Date

Al selectad Ha gross
ergan abnomalties

Al selecaad Hio groes
erpan sbromaiiies

M gross.
sbrrmaiies

Mo gross
abrormaiies

Cationseed oi

30 Orctober 2020 o
stromaities

No gress
abnormalities

‘sonomilties

Ha groes
sonomaliies
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Husbandry

Housing Indwidual caging

Cage bype Aat Inividual Vantiiated Cages (IVC)
Badding Com Gob Labaratory bagding.

Light 12 haurs ignt/ 12 nours dark. From 7 am o7 pm

Temperature 2:30
Reatie humidiy 0.70%

Animal Feed and Water Supply
Foort: Atramin Radent Maintenancs Diet, 10mm pellets feed for rats

Animais, was be gven food ad tum. The food is consdered not to contain any
contaminants that couid reasonsbly be expecied to affect the purgase or ntegriy of the
shudy.

Drinking water rom the Reverse Qsmcais System was sugphed ad ibtum through
250 mL botte.

Canamingats reasonatly expected in foae of water supply is not beleved 1o have
Influznce on the utcome of the study.

Budding

Carn Cob bedding was placed ndemest of Individual Visntilatsd Cages during the
sludy. Gom Cob bedding wes piscad benasth each cage and changed ares a week

Identificatin

Cage: Each cage was idenfiied by card balding informaien an the study code, the sex
of animals, the dose group, the cage number and fhe individuel aniral number

Anmal Eash animal was denifled pror lo dosng by a label on fts il using 3
pemanent marker. The label was stayest with the animal foughot the stuy.
PROCEDURE
Praparation of Animals
Accimatization: Each animal was ndvdially caged for a minimum of 5 days to sllow
for acciimatzation. On the day of and pror 1o dosing, cach arimal wes examine ta be
in goed heaith condiien

Each animel was individually weighed on Day 0, just befors

Bady_waigh:
acmaiskionof e serge 1okl we-ghis ‘The deviaticn of rat's weight was bess than
£20% of the mean weighl

TEST REPORT
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RESULT AND DISCUSSION
Cage-site Observation

Individual cage-side cbservations are presented it Table 5. All animals survived,
4-days abservabon period and heathy.

Bady Weight

Incividua| body weights are presanted in Taole 6. n the end of stugy, body weignt s
ot loas greater than 105% in &l animas.

Pathology

Individua gross nacrapsy observation was présenled in Tabie 7. Al sacrifes fnes,
gross necropsies sNwsa no abnomalties for any of he snimals.

CONGLUSION

g e
sample’s extract o e s during the period of e sludy. Based o evalialon ertera,
Theracor-safsgloves mests e requeements of tis test

RETENTION OF RECORDS AND SAMPLE

Ore report wil be forwarded fo the Spensor. The ofher report. topsther with &l
genevated raw data is maintaned at the Industial Biotecnnalogy Researcn Centre
Mrchives.

REFERENCES

180 1029312018, Bioogical evahuatan of medical devices - Pant 1: Evaluaticn and testng

150 10893-2:2006, ical devicas - Part 2
Requliements

150 10893-11:2017, Bclogical avalustion of medical devices — Part 1 Tests for Systemic
Tonicity

150 10893-12:2012. Bclogical svalusion of mecical devices — Part 12: Savple preparatien
d reforence maters

Principies and Methoes of Toxicolagy, 5t Ed (2008). Edited by 4 Wallsce Hayes, CRC
Press.

(LWI-238-61) ~ Tests for Systemic Toxichy
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Preparation of Sample

Extraction of sample: The sampla was exiracted in extrecion venicle ta gre o final
extiact concentrabon of spprodmalely & cmimil exaction raie. The edraction
peocedure was carrled oul at (37411 fer (T242) hours, Tha best extracts wer allowed
{0 000 and administered to the animals within 24 hous.

The extaction vehieles

Polar exract - 0 8% of sacium chloride solution

Non-palar extract - Cortanseed ol

The untreated 0.9% of sadium chioride solution and coftonseed oil were used es the
‘xiraction veticie represent as cantral and incubated simultaneously &t (37 = 1°C for
(72 £ 2) hours

Route of exposure
outes. of aministration. The roules were selected based on ok e

the guideines of the Internatiaral Organization for Standarszation 10963 Biological
vt of ndcalDevics, Pat 11 Toss fr Sysams Ty "I dien 2017-

Iniravenous njection: Appropriate for dsvizes with 8 drect o Indirect luic-padh or rocd

eaching.
1 0k of saclum chorde was yFlcasy AAMASIANEd ity o the vascular Syolom
lg Iatera! tai ven

Iniraperizneal Injeciion: Approprizte far devises wilh & luidgalh of pertoncal cavity
contact environment canducive to chemical leaching. The extract of sampes and
‘coniral i calfonseed ol was typically administered directy o the peritonesl cavty.

Preparation of Dosing

o2 Ievel: Das level was selectod based on recommendatien rom the guidelines ef
1hl International Organizaton for Standardization 10893 Biolkgical Evaluation of
Medical Devices, Part 11: Tests for Systemic Toxicity, Third edition 2017-00.
Dose velume:
Poler extract: 40 mUkg of ral body weight
Non-potar extrast 30 mUkg of rat body weight
Gbservation

je-side observation: The animals was indluidually cbserved for mortslity snd signs
of ness, s o sl behawh, oo during the fist 30 minutes after dosng
periodically during ihe first 24 hours (wit1 spacial amention given dunng te frst
4 ours), and daily therasfter for & toral of 72 hears.
Bady weight: Each aniral was individually weighed on daily bass.
“imuhgy AH animals were subjected to a necropsy #nd 8 macroscopic examinagon.
After of

examngtion of the external sppearance, the crania, thoracic snd bgemingl
cavtien wete apones a3 I appearancs o e rgans wire oaarmed

TEST REPORT
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ble 1 Iniravenous injcton sequencs procecurs for ssmple group: Extracian n 0.9% of
scdiuen chioride solutor

‘ Short-Torm Leng-Term
AnimalNo. | Injection Dats Outcame Ouicome
{4 hours) {72 hours)

RE246 o

Rs247

o
RS28 | 27 Ociober 2020 Q
RE24Y

5 RS250

o=

Table 2 Intraperitaneal injecticn sequence procedure for sample group: Extractor

Sunval, X - Dealh

Injctery ‘ Animai No. | injection Data

Short-Term

ome

(& hours)
RS281 | ©

RS252

]
RS253 | 27 Orlover 2020 o
REZ54. o

o
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