


Innovation of

IDEAS &
EFFICIENCY
in any of our endeavours

About Us

XIYIO (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.

Our team has experience in various projects ranging from telecommunication, network, 
power utility, security, forensics, surveillance, cyber-warfare and defence contract. We 
have assisted many government agencies in the area of threat management, intelligence
gathering and research & development.

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

- Ralph Waldo Emerson

PHILOSOPHY & 
METHODOLOGY

VISION & 
PRINCIPLES

PREPARATION

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.

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

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.

We expect nothing less from 
our people. We are industry 
certified from PMP (Project 
Management Institute),
ITIL (IT 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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- 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

Latex surgical gloves have been developed 
specifically wit h doctors in mind. 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

2 DISPOSABLE LATEX GLOVES 4 DISPOSABLE PVC /  VINYL GLOVE

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

k  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 o f use

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

S



STRICTLY PRIVATE AND CONFIDENTIAL, SUBJECT TO CONTRACT 

HEALTHSOURCE
 Medical Grade Nitrile Gloves By XFYRE 

A TILLER HEALTH COMPANY 



Specification and Performance 

Product Type 

Material 

Design & Feature 

Size Available 

Donning Aid 

Product Classification 

Powder Content 

Protein Content 

Performance Standard 

Packing Style 

Shelf Life 

Storage Condition 

Nitrile Examination Glove Disposable 

Nitrile Butadiene Rubber (NBR) 

Ambidextrous. Beaded Cuff. Finger Textured 

S,M, L, XL 

Chlorinated 

FDA 80LYY 880.6250 MOD Cla ss I 

Max. 2.0 milligram/glove 

N/A 

ASTM 0-6319 EN 455-Part 1. 2 and 3 

Bulk Pack 

Product shall have shelf life of 3 years from the date of manufacture with the above 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 102 5 108:1:5 1 14 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 

PHYSICALPROPERTIES - AS
Parameters 

TM 
I ensi le 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 

ASTMRequri ement(min) Min 14 Min650% Max 2.8 Min 14 Min500% N/A 

PHYSICALPROPERTIES - EN 

Parameters 
Before Aging After Aging 

Force at     EIO"Qali<ln a1  Force at  Elongation at 
Break (N) b,eak(%) Break (N) break(%) 

CHEMICAL ANALYSIS 

Requirement 
Protein Content Powder Content 

Pre-powdered  Pre-powdered 

Hanser Result 9.0 - 11.0 N/A 6.0 - 10.0 N//\ Hanser Result N/A Below 2.0 

ASTMRequirement (min) Mi11 9 N N/A Min6 N N/A FDA min requirement N/A Max 2.0 milligram/glove 

PERFOMRANCE 

Inspection Related Defects Inspection Level AQL 

Watertight Test Holes G-1 1.0 

Visual Inspection Maj or Defects G-1 2.5 
Minor Defects G1 4.0 

Physical Properties Tensile Strength and Elongation S-2 4.0 

Physical Dimension M easurement S -2 4.0 
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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, Smail, 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

100 pcs per boxPacking Style

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 S M L XL

Weight (g) 3.5 ± 0.4 4 ± 0.4 4.5 ± 0.5 5 ± 0.5 5.5 ±0.6

Net(KgZCtn) 3.9 4.4 5 5.5 6.1

Gross (Kg/Ctn) 5.4 5.9 6.5 7 7.6

PHYSICAL DIMENSIONS
Dimensions Dimensions

XFYRE ASTM D3578 EN 455

Type Min 230,
Min 240,
300 ± 10

Min 220 (XS, S) 
Min 230 (M, L, XL)

Min 240

Palm Width (mm)

XS 76 ± 3 70 ± 10 s80
S 84 ± 3 80 ± 10 80 ±10
M 94 ± 3 95 ± 10 95 ±10
L 105 ± 3 110 ± 10 110 ± 10
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

X F Y R E

Min 6



Medical Equipment Catalog

1 PROTECTIVE N95 3 3PLY-DISPOSABLE FACE MASK (95&98% BFE)

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 I
► Adjustable nose clip
► Braided and stapled headbands
► Particulate Respirator and Surgical Mask 

Disposable face (958<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 protectingyour 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 
k Ultrasonic quality spot welding

2 PROTECTIVE N99 4 4PLY-DISPOSABLE FACE MASK (99% BFE)

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 I
► Adjustable nose clip
► Braided and stapled headbands
► Particulate Respirator and Surgical Mask 

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 protectingyour 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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1 HAND SANITIZER GEL 3 UNIVERSAL SPRAY
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

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 bacteria 
resistance and superbug formation.

► Multi-purpose
► Skin friendly and dermetologically tested
► No damages to surfaces or equipment
► Simple, easy and reliable

2 UNIVERSAL WIPES
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

T  | | | o t *  ' •1 1 :
l i d  



Medical Equipment Catalog

DISPOSABLE
EQUIPMENT

DISPOSABLE FACE SHIELD 3 DISPOSABLE SURGICAL HOOD
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 

coating
► Headpiece is held in place by a stretch 

strap
► Includes a latex-free foam band for 

comfortable extended wear

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.

» Single Use
k Preferably fluid resistant

DISPOSABLE SHOE COVER 4 DISPOSABLE BOOTS COVER/OVERBOOTS
Comfortable shoe covers are made of SMS 
fabric. Covers are available with or without 
skid-resistant tread.

► Single Use
► Nonslip, have a pvc sole which is 

completely sealed
► Knee-high, in order, be higher than 

bottom edge of the gown

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 
sole.They are anti-static and lint free and are 
suitable for clean room applications. Reduces 
microbiological growth and contamination in 
aseptic conditions.

► Single Use
► Boots are universal size with elasticated 

top and ankle ties

 



Medical Equipment Catalog

DISPOSABLE
EQUIPMENT

5 DISPOSABLE PP COVERALL 8 DISPOSABLE HAIR NET

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.

► Elastic cuff will prevent the dust from
entering.

► Disposable coverall can provide long- 
lasting protection

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

6 DISPOSABLE PP+PE COVERALL 9 DISPOSABLE SURGICAL GOWN

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.

► Elastic cuff will prevent the dust from
entering.

► Disposable coverall can provide long- 
lasting protection

One of the most important protective items 
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.

7 DISPOSABLE SURGEON CAP 10 DISPOSABLE CPE APRON

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
k Adjustable and immovable onceadjusted

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.

I i l l  J* M 11 I .i ' ILDNAI llvZI CAPITAL
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Higher efficiency on 
temperature detection

Temperature screening 
from 2-10 meters away

Automatic warning, photo capturing and storage while 
detecting the fever

1 IR THERMAL FEVER DETECTION SYSTEM (IRTC-G2)

IRTC-G2 IS Hi Accuracy, Real-Time Face Recognition, Multi­
Target, Back-tracking, Automated Detection System with Visual 
Alarm. I R 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

FEATURES
► Adopts 384x288-400x300 infrared uncooled Vox detector
*■ Al deep learning algorithm based on neural network,

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



DISCLAIMER NOTICE

General
The information provided by XFYRE, is for genera! 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.

<3$>THERACOM
X F Y R E
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Certifications

Medical Equipment

CERTIFIED
according to the following standards:

\ 
/

} Medical Device
AUTHORITY
MALAYSIA

MEDICAL DEVICE
AUTHORITY

ISO
INTERNATIONAL
ORGANIZATION FOR
STANDARDIZATION

Thn certificate has been

XFVRE (M) SDN BHD la U in-D

Which is located at

NO. 26, JALAN 5UNGAIJEUJH 52/1*2, KAWA5AN PERINDU5TRIAN KEMLINING, SEKSYEN 32, 
42460 SHAH ALAM, 5ELANGOR, MALAYSIA. '

On Standard

ISO 13485 :2 0 1 6

Which the organization stated above had been assessed and found to be in accordance with the 
requirements of international Quality Management System for Medical Device

Under the Scope of

MANUFACTURING (OUTSOURCED) Of PERSONAL PttOTECnvt EQUIPMENT AND SINGLE -USE MEDICAL 
DEVI ES ■ DISPOSABLE EA E SHIELD, SHOE OVER, HEAD O VER DISPOSABLE SURGI ALHOOO, BOOTS OVER 
/  OVERBOOTS, DISPOSABLE OVERALL, DISPOSABLE SURGEON AP, DISPOSABLE HAIR NET, NITRILE GLOVES. 

LATEX GLOVES, SURGI AL GLOVES, SURGI AL GOWN, PROTE TIVE N95 & MEDI AL N99, 
3-PLY DISPOSABLE FA E MASK, AND DISPOSABLE PE APRON.

Original issued Date 27"’ August 2020

Ehl* Certificate Validity will be until 26* August 2021

This certificate will be null and void If at any circumstances the ccunpiUnce towards the standards luted above 
The validity Of the certificate ran alto be traced to the audit report generated for each every assessment or

ACB MOMS OS Managing Director
CARE Certification international (M)Sdn. Bhd

CARE Certification International (M) Sdn. Bhd.
No. 3-16, 101 Boulevard. Jalan Kmart 6. Bandar Puchoig Jays, 47170 Pudsang, Selangor Darul Ehsan.Malaysia.



Certifications

FOOD AND DRUG ADMINISTRATION
(POLYMER PATIENT EXAMINATION CLOVE)

(LATEX PATIENT EXAMINATION CLOVE)

(FACE MASK FOOR GENERAL PUBLIC/HEALTHCARE

PERSONAL PER HE GUIDANCE)

Tiller™*®



Certifications

A STM INTERNATIONAL

AMERICAN SOCIETY FOR TESTING
AND MATERIALS

(NITRILE EXAMINATION CLOVES FOR MEDICAL}

CERTIFICATIONS

Tiller INTERNATIONAL
CAPITAL



Certifications

ASTM INTERNATIONAL

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

CERTIFICATIONS

Test Results:

Product : Safegloves
Brand : THERACOM
Product Description Disposable Gloves

Note: sterile lebefed

No, Type of Tests
Requirements

ASTM D 6319 -10 
Table 1-ParfOrmance 

Requirements
Results Remarks

Sterility
(ASTM D 6319-10 Clausa 7.2)

No tails sterility NM Applicable

2. Freedom Irom holes
( STM D 6319 10 Clausa 7.3 
& STM D 5151)

Ftee Iron holes No holes detected 
(No water leakage 

observed)

Pass

No. Type of Tests
Requirements

ASTM D 6319-10 
Table 2-Dlmens4ons and 

Tolerances
Results Remarks

3.

3.2

3.3

3.32

Dimensions
(ASTM D 6319-10 Clausa 7.4)

Width

Length

Thickness:
Finger
Palm

Slza Vadium (M): 

96tl0mm

Min., 230mm

Mm., 0.05mm
Min., 0.05mm

Size Medium (M):

85mm

234mm

0.14mm
0.1 Omm

Pass 

p

Tiller™” ^



Certifications

A STM INTERNATIONAL

AMERICAN SOCIETY FOR TESTING 
AND MATERIALS 

(ASTM F 1862-SYNTHETIC BLOOD PENETRATION}

CERTIFICATIONS



Certifications

ISO
INTERNATIONAL ORGANIZATION FOR
STANDARDIZATION
{ISO 22609 - SYNTHETIC BLOOD PENETRATION)

CERTIFICATIONS

REPORT NO . 2021CE0088 | PAGE ; 3 OF 4

Tfos Test Repon refers cmy to samples suBmitted By me applicant » siRim Oa$ inwmallonai Sen Boa. arc taMofl By SlftlM CAS 
nternationalSdr Bhd.TillsTesl Reportshallnotbereproduced,exceptinlullandshallnotbeusedloranypurposebyanymeansorterms 
(includingbut not limitedtoadvertisingpurposes)withoutwnttenapproval ram M HeadofQuality. Occupational SafetyandHealthi  
Environment(OOSh£). SIRIMoa$ tmomanonoi San.Bm ,PleaserefertotMlastpageofmisTest Report forConditionsRotatingtotno

Appendix

Product : THERACOM
Brand : SAFEMASK

THERACOM (SAFEMASK) -  Outer Layer

THERACOM (SAFEMASK) -  Inner Layer

T il le r ™ ^



Certifications

i f  Nelson Labs.
A Setters. Health company

NELSON LABS
(DIFFERENTIAL PRESSURE) 

(FILTRATION EFFICIENCY) 

CERTIFICATIONS

XFYRE (M) SON BK>
No.26 Jalan Sungai Jeluh 32'192, Seksyen 32

Shah lam. Selangor. 42460
M L YSI

Latex Particle Challenge Final Report

Test Article: TFERACOM - SAFE MASK
Study Number: 1348933-S01

Study Received Date: 07 Oct 2320
Testing Facility: Nelson Laboratories. LLC 

62® S. Redwood Rd.
Salt Lake Qty. UT 84123 US A.

Test Procedurê ): Standard Test Protocol (SIP) Number: STP0005 Rev 08 
Deviation(s): None

A Nelson Labs,
A Sotera Health company

Study Number 134S932-S01
Later Particle Challenge Final Report

eszsuis I
13,294
13.038

89 902
89.962

14.431 89.978
14.880 89.973
14,252

__________  06 Nov 2020 23:18 <+00:®}
Curtis Gerow Study Completion Date and Time

Tiller INTERNATIONAL
CAPITAL



Certifications

CSIIRG
GOOD DISTRIBUTION PRACTISE

FOR MEDICAL DEVICE

SAFETY AND HEALTH
(PROTECTIVE N95)

CERTIFICATIONS

CERTIFICATE OF TESTING

Reference No. 03-14B/02/2020/32/03-1

Client Company Xfyre (M| Sdn Bhd

Client Company Address
No. 26. Jalan Sungai Jeluh 32/192.
Kawasan Perindustrian Kemuning. Seksyen 32, 
42460 Shah Alam. SelanQor.

Test Item Filtering Face Piece (FFP)

Brand/Model Theracom Safemask N95

lol/Batch/Produclion No.

Quantity 21

hate of Sampled) Received 24”  August 2020

Date (s) of Testing 24-27* August 2020

Test Specification See page 2

Testing Laboratory Dust Mask Laboratory |DML), NlOSH Malaysia

APPROVED BY
( Baderin bln Osman )

BADERIN BIN OSMAN 
TECHNICAL EWEM (Hill 

COBU.WW, flESBWX 4 tMOWW

DATE:

T ille r™ ^



Certifications

olk r ius« MMurmy muu

CERTIFICATE OF TESTING

Reference No. 03-148/02/2020/31/0 1-1

Client Company Xfyre (MJ Sdn Bhd

Client Company Addrett
No 26. .Iatan Sungai JeMt 32/192.
Kawason Perinautlron Kernunmg. SeksyWr 32. 
42460 Shah Atom, Selanaoh

Test Hem Procedure Face wosk

Irond/Model Safemask Procedure Face Mask

loi/Botch/producfion No,

Quantity 3

Date ol Somple(s) Received 21 “July 2020

Date (1) of TertIng 23* July 2020

Test Specification See page 2

Testing Laboratory Oust Mask Laboratory (DML). NIOSH Malaysia

NATIONAL INSTITUTE OF OCCUPATIONAL
SAFETY AND HEALTH
(FACE MASK)

NELSON LABS
(BACTERIAL FILTRATION EFFICIENCY)

DATE: ’ 3 /? /2p lfi

APPROVED BT
I

MOS*

CERTIFICATIONS

Nelson Labs,
A Sotera Health company

Results:
Article Number

Study Number 1349934-S01
Bacterial Filtration Efficiency (BFE) Final Report

>99.9"
>99.9"

>99.9"
5 >99.9"

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

Tiller



Certifications

/ J 'O b e lis
I S A V  EUROPEAN AUTHORIZED

REPRESENTATIVE CENTER

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

(SAFE MASK PRECEDURE EARLOOP FACE MASK)

(SAFE CLOVE LATEX DISPOSABLE CLOVE)

(SAFE CLOVE NITRILE DISPOSABLE CLOVE)

CERTIFICATIONS

Tiller r-™-'T<



Certifications

EN 374 REPORT NO: 2020CEI265

Test Results:

| PAGE : 4 OF 6

STANDARD FOR CHEMICAL
SAFETY CLOVES

(EN374-1)

CERTIFICATIONS

Product 
Brand
Product Description

: Safegloves 
: THERACOM
: Disposable Gloves

-
Requirements

BS EN 4202003, A12009
Clause 4 -General Performance

Glove Design aiil 
Construction - General
IBS EN 4 202003rAt 2009

Tire protective Stove snail be 
designed and manufactured 

conditions of use for which it 

perform related activity 
normally whilst enjoying 
appropriate protection al the 
highest levM

include seams. the material 
and sirength of the seams 
shall be such that the overall 
performance of lhe glove Is 
not sign'ilicandy decreased.

The protective glove was 
designed and manufactured 
so that in the foreseeable 
conditions of use lor which it 
is intended . the user can 
perform related activity 
normally whilst enjoying 
appropriate p rot oction at the 
highest level

The material strength for 
overall performance of the 
glove was rot Significantly

1 Measured Material Strength: 
13.3 Mpa)

Pass

Pass

Resistance of stove materials 
to water penetration 
IBSEN 4202003, Al:2tK» 
Clause 4.2)

For leather gloves: 
Time penelralion 

Level r : 30 mins
Level 2 : SO mins
Level 3 :i20rnns
Level 4 :ieomfns
For testfo materials: 

To be reported based on 
method In EN 20811

Not Applicable X

REPORT NO '

Test Results:

Product 
Brand
Product Description

THERACOM 
Disposable Gloves

Type of Tests

RcquiromonK 
BSEN 

420:2003, Al 2009 
Clause 5 -Comfort and 

Efficiency

Results Level of 
Performance

Sizing
(BS EN 4202003,Al :2009 Clause 5.1)

Sizes and measurements ol gfovo 
(BS EN 4202003, Al :2009 Clause 5 1.2)

Minimum length of glove:
Giove size 6 : 220mm
Giove size 7 : 230mm
Gove size 8 : 240mm
Gore size 9 : 250mm
Gove size 10:260mm
Glove size 11:270mm

Size 8: 244mm 
(Size Medium)

Pass

2. Oerterity
(BS N 420:2003, Al :2000 Clause S.2)

Smallest diameter of pin:

Level 2 :9.5mm
Level 3 : Srrm
Level 4 :6.5mm

Levels

■■

Water Vapour Transmission and
Absorption
(BS EN 4202C03rAt:2009 Clause 5.3)

Wafer Vapour Transmission
(BS EN 430 3003, Al :2009 Gause 5.3.1 
6 6.3)

Water Vapour Absorption
(BS EN 4202003, Al :20C9 Gause 5.3.2 
4 6.4)

z 5 mgr (cm2.h)

4 8 mg/cm2 lor 8 hours Not Applicable 
(Glove not 

designed to reduce

perspration)

Pass



Certifications

EN 374

STANDARD FOR CHEMICAL
SAFETY CLOVES

(EN374-5 : PENETRATION BY BLOOD-BORNE)

CERTIFICATIONS

REPORT R1307 fitWBISffi- PAGE 2 nf 2

CcxripauDiiity ratio



Certifications

Q A S l

EN 374

TEST REPORT
| PAGE :1 OF 6

This Test Report refers only to tempos sub-nreo by the appipint to SIRIM OAS InternaSeoal Sdn Bad. and lesion by SIRIM CtAS 
lirtemalonal Sdn. Bhd Ths Test Report shell not be reproduced, ertapi In lull and shall not be used ta any purpose by any mears or 
forrr.1 (including but not limiled 10 advertising purposes) mthjul wCtri approval front me Chief seoulrve OfflMf. SIRIM QAS 
tntompfcrsal $dn. Bhd FlMK refcr the list pspn fje Cwdfone Relating to too Ufo of Test Report

REPORT NO: 2020CE1265

THIS TEST REPORT IS ISSUED IN SECURED PDF SOFTCOPY

Applicant

Manufacturer
Product

Reference Standard I
Method of Test

XFYRE (MJSDN. BHD..
No. 26, Jalan Sungai Jeluh 32/192,
Kawasan Perindustrian Kemuning, Seksyen 32, 
42460 Shah Alam, Selangor Darul Ehsan, Malaysia

Not Stated
Safegloves

BS EN ISO 374-1 ;2O16+A1:2018 -  Title: Protective gloves against 
dangerous chemicals and micro-organisms - Part 1: Terminology and 
performance requirements for chemical risks

Description ot sample Kecffived one (1] sample ot Sategloves tor testing which was identified as:

Brand: THERACOM
Product Description: Disposable Gloves

STANDARD FOR CHEMICAL
SAFETY CLOVES
(EN374-1)

CERTIFICATIONS

Date Received of 
Complete Application

Job No.
Description of Test 
Results

Issued Date

30 July 2020

J20201400855
This test report covers only lest clauses as requested by Applicant to 
SIRIM AS 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
02 December 2020

Approved Signatory;

(MUHAMMAD RIZAL (HAHNAS SINTI MAHBUT) 
Head 
Consumer Section 

Testing Services Department

REPORT NO: 2020CEI265

Test Results:

Product
Brand
Product Description

Safegloves
THERACOM
Disposable Gioves

Ha. Type of Thu
BS ENISO 374-1;
2016*Al20lB 

ClwwS-Porfoemww 
Requlromontl

Romartti

1 Gerwal Roqurwems
(KEN SO 374
i20i6.Ai2C>SC<tus*5.>)

PrKKtvO- iJAriSt
dangerous chwVcah shal 
ccrrvty wth mo roqxgnwea 
given in EN 420 3009 Grauso 4, 
CUruso S and Ctaute 7

Pease re tor pay! 4 to 6

i

2.1

?;■

Pcwiwn
(KEN SO 374-
n»16.A140lsa»uw52)

(KENSO374 22013 Cbuw
7.2)
WA< Leak Tost
(K  EN SO 374-22013 aau«
7.3)

-jWm  ivr n« to1-. 
nhfln lotted .-KCOrdrig »  EN 
374 22014 Clause 72, 7J

There was no tWTtorjOrxe 
of a< OutttM obson« or 
rhe rotted otove;
There wore no water lox'-.v 
cworwd on tm tested

* Oogz adaaon
(K N SO 374
12O16.A130ISCMuWS3)

The dogradaaon [OR) shal bo 
detornarwd axordng Io EH 
374-4 for OKh OHrtUI CLUfiOd 
In »>o irurWop and rooonod In 
tho inv ntmcMn

Oogradalrxi by dienKiN 
cUnwd in tfto mariinj and 
(Jior ■WUOdto

Test Results:

Product 
Brand
Product Description

REPORT NO: 2020CEI265

: Salegloves 
: THERACOM 
: Disposable Gloves

Th» w  cbm#* usod basedon *>» «t*»v wen

T i l l e r ’”'".®



EN 374

Certifications

STANDARD FOR CHEMICAL
SAFETY CLOVES
(EN374-5 : PENETRATION AGAINST VIRUS)

CERTIFICATIONS

Description of Sample:

Figure 1. Photograph of THERACOM. SAFEGLOVES - NITRILE GLOVES’ Sample

THERACOM
SAFEGLOVES - MTRILE GLOVES

NO. TEST REQUIREMENT RESULT REMARK

1 Penetration Against Viruses
- Air Leak Test

Test method:
Clause 7JJ of EN 374-2:2014

Test parameters:
• Thickness: 0.08 mm
■ Pressure applied:

0.5 -2.0 kPa
■ Duration: 35 seconds

Test date: 12 November 2020

Clause 5.2 at BS EN ISO 
374-&2O16

Protective glaves a gainst 
virus, bacteria and fungi 
shall not leak when 
tested in accordance to 
EN 374-2:2014

No leakage was 
observed on the 
glove specimens 
after test.

Pass

2 Penetration Against Viruses
- Water Leak Test

Test method:
Clause 7.3 of EN 374-2:2014

Test parameters:
• Water capacity: 1.000 ml
• Duration: 2 minute

Test date: 12 November 2020

Gause 5.2 of BS EN/SO 
374-5- 2lM6

Protective gloves against 
virus, bacteria and firigi 
shall not leak when 
tested in accordance tn 
EN 374-2:2014

No leakage was 
observed on the 
glove specimens 
after test

Pass

Tiller1™ ^



EN 420

STANDARD FOR CHEMICAL
SAFETY CLOVES
(EN420)

CERTIFICATIONS

REPORT NO: 2020CE1264 REPORT NO: 2020CE12W

Test Results: Test Results:

Product : Safegloves
Brand : THERACOM
Product Description : Disposable Gloves

Product 
Brand 
Product Description

: Salegloves 
: THERACOM
: Disposable Gioves

Certifications

Ko Typo o! Tests
Requirements

BS EH 420 20W.AI20W 
ClOUSO 4 -Goner al 

RoqulromeoH
Performance

C-7.0Deâ i and
Construction Gonoral 
(BSEN 4202003. Al 2000 
001404.1)

The pror petite JhJl bo
tkragnod and manufactured 
so Biat in tl-e to’esee.M'O 
unMan ol use tor whch *
W ffl rotated aebviey 
normaty wNM cryo/ng 
arpopraia paocscn a: the 
highest level
When the storve wnstojcUo 

and lareogte ol mo warns 
PuJ bo meh that she cverel 
porlormance ol the glow » 
™ ngnmcawy oocroMco

The peotocavo (tew «M 
dosQnod and manufactured 
so that in 1ho forcsoeablo 
condCon Of use for wfmfi it 
ii irtonood . the uMr tan 
podorni related atomy 
normoly wMR enjoying 
appropriate protection al the

The mslOhal strength for 
overall cooormanto ol eno 
gfovo was wi tijniScandy 
decreased
iSBMMI

Pass

Pass

2, RoMUnco ol glow; mawih 
v> water ponotraton 
IBSEN 1202003. A12O0O 
OauS0 4 2)

For fo«her gloves:
Timo ponotraaon 

Lovell Minns
level 2 60 mm
LoveiS izomos 
Lovtia ilWnwu
For rente meohab: 

To bo reported based on 
mediodei EH 20611

Noi W atte X

No. Typo of Toms
Requirements

BSEN 420:2003. A120M
Clause 4 -General

Requirements
Performance

3.

3.1

32

33

inrfocwfcanos* of pKoctn-e gtovos
IBS EN I2O.2W3-A1 2003 Clause 4.3)
Dclermnabon ol pH VAfoO
(BS EN 420 2003. A1 2000 Cfouw 4 32 
AEN 1413)
Oowmrjson ol Ctvcmon VI conteol 
IBS EN 420.2003-Al 20W Clouso 4.3 3 
4EN 1413)
Olormnabon ol ertiadatte protein
iaSFN45nsrwi.Ai-Minocu.aaaa*)

351035

UMlWtypo 
<3.0rr>gtj

?s

No: Apo'c-ibo 
iNcnoanor typo)

27 W g

Pail

4 (8S*EN420 2OO3.A1 SOW Clouse 4.4) SubfOtE to Care Insbucbons NolApptoatte 
(Dnposatle 

Type)

X

mat grow Ms Mow

T ille r™ ^



Certifications

EN455

CE MARK 455-1 
(MADE IN COMPLIANCE WITH 93/42/EEC) 

(EN45S-1)

CERTIFICATIONS

Tiller™*®



Certifications

cc
EN455

CE MARK 455-2
(MADE IN COMPLIANCE WITH 93/42/EEC)

(EN455-1)

CERTIFICATIONS

PAGE:2 OF2REPORT NO : 2020CE1079

ccnOKTB naan ng

Test Results:

Product

Product Description

: Salegloves 
: THERACOM 
: Disposable Gloves

NO. Type of Tests Requirements 
BS EN 455-2:2015 Results Remarks

1. Dimensions
(EN 455-22015 Clause 4)

Table 2 : Dimensions of 
examination1 procedure gloves

1.1 Length Size Medium (M): 240 mm M :240mm Pass

1.2 Width Size Medium (M): 9511 Omm M : 90mm Pass

2. Strength Tacre 3 : Exanunationiprocadure glaves
(EN 455-2:2015 Clause 5) Requirements tor 

all examination 
gfcjves except 

gloves made from 
thermoptaslic

polyvinylchloride, 
polyethylene

Requirements tor

1ber maples tic 
materials (e.g 

polyvinylchloride, 
polyethylene)

Thermoset:

2.1 Force at Break 25.0N a M N 7.3 Pass

2.2 Force at Break after 
challenge testing

Temperature : TOtê C 
Durations : 7 days

L-6.0N 2 3.6 N 8.1 Pass

3{
■

Tillery's®



Certifications

cc
EN455

CE MARK 455-3 (CYTOTOXICITY)
(MADE IN COMPLIANCE W ITH 93/42/EEC)

CERTIFICATIONS

S IR IM

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE
Building 39, SIRIM omplex
1, Persiaran Oslo' Memari, Seclion 2. P. 0. Box 7035 
40700 Shah Alam, Selangor Darul Ehsan, MALAYSIA 
Tel: 603 - 5544 6953/ 6960 Fax:603 - 5544 6988
Websiie: www.sirim.my

REPORT NQ R991QD/B19/02

Applicant

Manufacturer/ 
Company

Tesl Faa'ity:

Sample Name/
Trade Name: 
Reference Standard i 
Method of Tesi

Date Received

Job No.

TEST REPORT

Xfrye (M) Sdn. Bhd.
No 26, Jal an Sungai Jeltih 32/192, 
Karrasan Permduslnan Kemumng 
Betayen 32,
42460 Shah Alam

Induslnal Biotechnology Research Cenlre (IBRC) 
Building 19, SIRIM Berhad.

THERACOM - SAFEGLOVES

IS0 10993-5: 2009. Biological evaluation of medical devices 
Pari 5: Tesls for in vitro cytotoxicity.

Received one sample In good condition consisting of 2o peccs for 
testrng with the following identification:
1 sample Marking- NITRILE DISPOSABLE GLOVES
2 Physical appearance: Giove
3, olour Blue
4 Storage: Ambient

: 02 September 2020

J991/20

l  0 SEP KI2D

2.0 Test system

L-929 cells mouse 
ATCC8CCL-1™).

fibroblast (NCTC Ctaoe 929 [L cell, L-929, derwaiNe Of Strain L]

2.2 Justihcation for selection of the ceil cwure
American Type Culture Cdlecbon CCL-l. NCTC done 929 Areolar Fibroblast Meuse is 
used to evaluate the cytotoxic etieci as recommended by 180 10993 Part 5.

Table 1 Information of material used

3d) Material

Materials Brandname Reference
Growth Medium
Eagle ? Minimum Essential Medium (EMEM) Gibco 61100-061

Foetal Bovine Serum Gfcco 10270-096

Penicillin Streptomycin (Antbiolic} &gma P4333

4.0 Control item

4.1 Negative control: Polypropylene. Thermo Scienlifc 339650

*.2 Pcsitve control: Zinc sulphate. Sgma Z0251

4 3 Medium control: Eagles Minmim Essenfisl Medium (EMEM), GccoSl 103-061

TillerIWTO" ^



Certifications

cc
EN455

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

CERTIFICATIONS

S IR IM

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE 
Building 19, SIRIM omplex
1, Persiaran DaJa’ Menteri, Section 2. P. 0. Box 703S 
40700 Shah Alam, Selangor Darul Ehsan, MALAYSIA 
Tel:603-5544 6953 .'6960 Fax:603 - 5544 6988
Website: www.slrim.my

TEST REPORT
REPORT NO: R9W2WB19/61 PAGE: 1 of 15
TbirefratlsNOralM&AsararceCirltalaWRanApp-trri fami Tfitispcn wMylosancfcssutmtlMbyIre 
cmlana in SRM Bated and railed by SfiWBKW TNsragMsnarKIte n¥rcduffld.e»wtri fJiatnMlixKWiMd rora»alMrn .xtpca* by airy ireeni V S)Mt wihxi 'Mita, Kqrav.ll from Pram a OnrfEwoJirt « SRJM Bxud

Job No. : J994/20

Applicant

Sample'Trade Name

Test Name

Reference Standard I 
Method of Test

Receipt of Sample 
Date

Expenmental Start 
Date

Experimental End 
Date

Issue Date

XFYRESdn. Bhd„
No 26, Jaian Sringai Jeluh 32*192, 
Kawasan Penndustrian Kemuning, 
Seksyen 32,
42460 Shah Alam, 
Selangor.

Theracom-safegioves

Acute Systemic Toxicity Study

ISO 10993-11, Biological evaluation of medical devices - 
Part 11: Tesis for system*; toxicity. Third edition 2017-09. 
(LWI-23M1)

02 September 2020

22 October 2020

02 November 2020

09 November 2020

SUMMARY

EVALUATION Of TH ER A COMPARE GLOVES 
IN THE A UTE SYSTEMI  TOXI ITY STUDY ON RATS

AttM Systemic Toxicity Study was oondustea In acccrdanoe wilh the Internationa Orqar zaten 
for Stand aid iz a ban IMI93 Bokipcal EvSudtion ot Medkal M o s . Part i T Teas for Systemic 
Toxtoity. Thru ettion 2017-09

No mentality was observed wffiin the 72 hours procedure. The weglx ofi al ar.rnais did not 
show any atriorirjIiliM. All animals gsraisd body weight over the 72 hours obycrvoign pcnoO 
Al animals agpea-ed nomia and did not Oemcnstrate any abnormal behavfou durhg me 
ebservaen cenod.

T ille r™ ^



Certifications

cc
EN455

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

CERTIFICATIONS

t

3.

5

CONOITIONSRELATINGTOTHE USE OF SIRIM BERHAD TEST REPORT n

A Test Report will be issued In respect of Testing Services conducted and shall related only tothe sample actually tested SIRIM 
Berhad makes nowarrantywhatsoeverandthe Applicant shall not represent inanymanner that anyduplicationor mass 
productionoftheProductissameastheSampleactuallytestedorthatSiRIMBerhadhastestedanyoftheduplicatedormass 
produced Product.

If the Test Report is to be furnished i 
and in its entirety

for any advertising purposes or whatsoever without 
No. 1.PersiaranDate' Menterl, Building$,Section

Customer (AppTcant/Manufacturer/Factory, etc.) is not permitted to use any SIRIM Berhad, other SiRiM Berhad's subsidiaries 
logoonpackaging, sample'smanual,technicalspecification,brochuns/llyersoranyOthermeans

If such approval Is obtained from the President & Chief Executive, the Applicant may only include the phrase. "A sample of 
thisproduct hasbeentestedbySIRIMBerhad... (Test Report No)... (dated)... (forwhat test)... (towhichstandardforsuch 
similar words which stress that only the Sample was actually tested. This of rpose of product
advertisement or product promotion (eg; brochures). For avoid the sample
andpackagingofthesample.

9.

8.

In the event the applicant b found in breach of this provision, SIRIM Be 
toanyotherrightsandremed

In the event mere is an investigation from a Government Regulatory Agency concerning 
BerhadmaydisclosetheinformationpertainingtotheTestReportfor purposesofsuch

Further or in the alternative, it is strictly lortudden to represent in any m 
SIRlM'ssubsidiarieshasendorsed,approvedorvalidatedtheProduct ofthe Appl

lest Report. SIRIM

SIR IM Berhad and/or other

isidiaries without prejudice

sv the Applicant);
■ whatsoever related to the Applicant,

advertisement, statement or document in question and advertise a 
SIRIM Berhad and/or other SIRIM' twice ina national publication of SIRIM

pertaining the Appli

allowed within 6 months from 
limited to maximum 3 times, aftereithereasewhicheverace 
nousone(havingerrors)or lackofInformation)withrelevar 
portshall befor thefollowings:

rlrnir.nl informal

elevant authorities.

date of the Test Report of the relevant fee and 
anewTestReportshallbeissuedandreplace 

lanceofSupplementaryReporttotheoriginal

Tiller INTERNATIONAL
CAPITAL



S I R IM

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE 
Building19, IRIMComplex
1, RersiaranDaio'Manteri, ection 2, P, 0. Box 7035 
40700 hahAlam, elangorDarul Ehsan, MALAY IA 
Tel: 603- 5544695316960 Fax: 608- 55446988 
Website:www.sirlm.mY

REPORT NO: R991/2Q/B19rD2

Applicant

TEST REPORT

Xfrye (M) Sdn. Bhd
No 26, Jalan Sungai Jeluri 327192. 
Kawasan Pemdustrran Kemuning 
Seksyen 32, 
42460 Shah Alam

Manufacturer /  Same as above
Company

Test Facity:

Sample Name/ 
Trade Name: 
Reference Standard I 
Method of Test

Description of 
Sample

□ate Received

Industrial Biotechnology Research Centre (IBRC) 
Building 19. IRIMBemad

THERACOM - SAFEGLOVES

ISO 10993-5: 2009 Biological evaluation of medical devices 
Part5: Tests formvitrocytotoxicity.

1l ! Z ' ed. ^  S^ * - ln 90011 C0,’‘ll!iw , consoling of 20 p.w=s far 
testingwiththefollowingidentification:
1 ampleMarking: Nitrile DI PO ABLE GLOVES
2. Physical appearance: Giove
3. Colour Blue
4. Storage: Ambient

02 September 2020

Job No. ; 3991/20

Issue Date ■ | 0 SEP 2020

Certifications

cc
EN455

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

CERTIFICATIONS

1rille j *  interna T im
1 capiT

*
At



Certifications

cc
EN455

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

CERTIFICATIONS

S IR IM

INDUSTRIAL BIOTECHNOLOGY RESEARCH CENTRE 
Building 19, SIRIM omplex
1, Persiaran Data' Mentorl, Section 2, P. 0. Box 7035 
40700 Shah Alam, Selangor Daiul Ehsan. MALAYSIA 
Tel 603 - 5544 6953 76960 Fax:603 - 5544 6988
Website: www.sifim.iriy

REPORT NO: R993/20/B1W)

Job No.

Applicant

Sample/Trada Name

Reference Standard / 
Method of Tost

Receipt of Sample Date

TEST REPORT

PAGE: 1 of 17

J993/20

Xfyre(M)Sdri. Btid-
No 26, Jaian Sungai Jeluh 32/192.
Kawasan Perlndustrian Kewtuning,
Seksyen 32,
42460 Shah Alam.
Selangor.

Theracom-Safegloves

1 International Organization for Standard (ISO) 10993-1, 
Evaluation end testing within a risk of management 
process (2010) [ LWI-23&S3]

2 International Organization for Standard (ISO) 10993-2, 
Biological Evaluation of Medical Devices -  Part 2: Animal 
Welfare Requirement (2009) [ LWI-238-60]

3 International Organization for Standard (ISO) 10993-10, 
Biological Evaluation of Medical Devices -  Part 10: Tests 
for Irritation and Sensitization (2010) | LWI-23B-60]

4 Biological evaluation of medical devices — Part 12: 
Sample preparation and reference materials. 
Environmental Health and Safety Monograph Series on 
Testing and Assessment No. 19 (2015) ( LWI-236-60]

02 September 2020

Experimental Start Date : 09 October 2020

Experimental End Date 19 November 2020

Issue Date 20 NOV 2020

STUDY REPORT

REPORT NO: R99a2a,eiS,«i PAGE: 3 ol 17

suTrnlttvi by le Ofilurer Is SIRIM Beted andtwIM by SIRŴBersd. Ths report
in Ml and foal n® »  used lor artrwinng rcnwws trr aw ™ns or trms vrtltail ™ilw approval hum Frewderr a

SUMMARY

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

A Closed-patch Test (Suehler Test) was conducted to determine ihe potential of the test item 
to produce skin sensilisabon in gunea pigs. The test was conducted in in acoordatce wih the 
International Organization for Standardization 10B93: Biological Evaluation of Medical 
Devices, Part 10: Taels for Irrtatnn amt Sonsthatixi.

In Cosed-Patch Teel (Buehler Test), ten guinea pigs were patched topically wh ihe test item 
and five guinea pigs served as negallve control group were patched n parallel in an identical 
way but withoul the lest Item. Tes-t item was administered by topical application to ths test 
sites of each animals. The patches were held in place by wrapping the trank of the animals 
with a surgical tape and securing with self-adherent wrap.

The patches 
three times p

were removed after (6 1 0.5) hours of exposure, This procedure was repeated 
er week for three weeks, for a total of nine applicailons.

Following a (14 1 1) day rest period after the final induction patch, the enims/s were topically 
paictied with the appropriate test item on the test aramels and the control on the control 
animals. The patches were removed after (6 ± 0.5) hours of exposure. The dermal patch sites 
were observed for erythema ano edema (24 * 2) hours and (48 x 2) hours after patch

Each animal was assessed for a sensltisalon response based upon the dermal scores. The 
test substance is not considered Io be a skin senslllser since nene of the test animals
exhbited skin reaction scores al the challenge exposure following an induebon phase. No 
reactions were observed in the negallve control group.

Under the conditions of this stody Ttaracom-Safegloves did not induce sensitisation in the 
guinea pigs.
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Ths TPM 5 NOT a Quality Aasurarere Oertincane NOR an Awro.* Pennt Th8 report refers only to aairpss Hfenrered 
by the customer to SIRIM Btrnad and tested by SIMM Her,so. n» wort shall not te rapraduari, •»««. rt tub and 
shall not be used tor advertising purposes by any means or feme wmoul wmsn approve! tom Prewtenl i  Chief 
Eseculneirf SIRIM Berbad  

Table 2: Primary Irritation Irtoex categories in rabbit

Moan Score Response Category

0.0 10 0.4 Negligible

0 5 to 1.9 Slight

2.0 to 4.9 Moderate

5.0108.0 Severe

5.0 RESULT AND DISCUSSION

5.1 Result

5.1.1 Individual animal identification and body weight is presented in Table 3.

5.1.2 individual cage side observation is presented in Table 4

5.1.3 Individual skin irritation erythema score to presented in Table 6

5.1.4 Individual akin irritation oedema score is presented in Tables

5.1.5 Summary of Primary irritation Index Score tor Test Item and Negative Control is 
presented in Table 7.

52 Discussion

5.2.1 There were no significant dermal reactions observed at the sites on the rabbits et the 
time 1, 24, 48. 72 hour observation periods (Refer to Table 5 and Tabfe 6)

5.2.2 None of the animals in the study showed the abnormal clinical signs dunng the 1.24, 
48. 72 hour observation periods. (Refer to Table 4)

5.2 3 The sum of erythema and oedema scores for me test item and negative control sites
were calculated for only 24,48. 72 hour observation periods of each rabbrt. Total score 
was divided by 6 (2 observation sites x 3 observation periods) to determine the Primary 
Irritation Score (P.I.S), (Refer to Table 7)

5 2.4 The Primary Irritation Index (P II) of test rtem was determined by dividing the Primary 
Irritation Score (P.I .S) by total number of animals. (Refer to Table 7).

TEST REPORT
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BACKGROUND

Closed-patch Test (Buehler Test) e  conducted on guinea pig to detect tmy possible 
sensitizing activity of chemical and medical devices. This assay consisls of Induction and 
challenge phase, thus cowering ail stages of hypersensdlvily, Erythema and oedema is 
assessed using the Magnusson and Kligman grading scale.

STUDY REPORT

cnee eiBcutrre <rr SIRIM un-r.:.-

1.0 OBJECTIVE

An assessmort

2.0 STUDY TIMETABLE

Receipt of Test Item 02 September 2020

Aoctimatizalion 09October- 14 October2020

Test System Preparation
15 October 2020
22 October 2020
29 October 2020

Test ham Preparation
15 October 2020
22 Ociober 2020
29 October 2020

Derma Application - Induction Phase
15,17,19 Ociober 2020
22, 23, 25 October 2020
20. 31 October 01 November 2020

Dermal Applcation -  Challenge phase 15 November 2020

Observation for Challenge phase 16-17 November 2020

Data Ana'ysis 17-19 November 2020

lem Theracom-Safegloves

Physical appearance: Sdid
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Expiration date: Not provided

Solubility: NM provided

Test Sys tern

Species Guinea pig
Strain Hartley albino

Justftealipn of 1he speeds

The gunea c*g is one of the standard species 
cf skfi sensitization study. Guinea pig is 
selected because there c; numerous of 
background and historical data for 
sensitization studies (Magnusson and 
Kligman. 1970). The guinea pig is believed to 
be the most sensitive animal model for the 
lype pl sludy

s ”™
Unit Sum Per Ha wan Makmal. 
Fakulb Perifcatan.
Unlverslll Kabangsaan Maayaa

Number of animals used in the 7 Females

B Males

Sex Mae and Femzte. Female guinea pig were 
nulliparous and non-pregnant

Body weight range at dosing 331gto3®g

The study metnoo and lest system was approved by SIRIM Berhad iriSUuMna 
Anima Care and Use ( IRIM -IACUC) and reviews: by the Committaa at tea;! 
annually. IACUC approval no. : IRIM-IACUCdBRQBIMMOI7 Approve letter 
was maintained In Anmal Ethic

Tiller™ ^
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T&st method

Test summary
The degree of cytotoxicity in a mammalian CM culture in response to the test item 
extracted and diluted in growth medium, Eagle's Minimum Essential Medium (EMEM) 
was determined Extraction of THE ACOM - SAFEGLOVES with extraction ratio of 

» 9 'n'L ”aS car,lea 0J’ a t <37 ± 1 l "C for 24 hours using cell growth medium as 
extractant. Positive and negative controls were included in the study to verify the 
proper functioning of the test system. The lest dem was tested in triplicates at ax 
ccrtcentratans: 100.0% (6.0 cnWmL). 50.0%. 25.0%. 12.5%, 625% and 3.125%. 
Treatment was carried out al (37±1)»C in a carbon dioxide incubator ana assessment 
carried out after 24-hour incubBtion.

5.2

5.3

5.3.1

Test procedure
The procedure was divided into three stages as fallows.

5.3.2

Cai culture maintenance
Celts were grown m tissue culture grade flasks end routinely examined to ensure they 
remain healthy. Cells were seeded into 24-well plate and incubated until attaining 
confluence or near confluence monolayer growth before the treatment procedure.
Preparation of test item
The teat Item was extracted in give a  fina( e ).lrBc!
concentration of approximately 6 0 1«% a, total extracl
The positive and negative controls Inducted were zinc sulphate Bns polypropylene 
respectively Growth medium was used as the extraction vehicle The test item and 
controls were exiractedrprepared in the growth medium and incubated simultaneously 
at (37ii) ”C for 24 hours After completion of extraction period, test item in ihe 
extraction vehicle were removed in sterile condition Th " serial dOulfan from 100 % 
unw 3.125% concentration was performed

Table 2: Preparation of T

Group Extraction 
Ratio

Test Item 
amount

Volume or 
Extraction Vehicle

Extraction 
Condition

Test Item B.OCmbmL 6.0 cm2 10.0 mL (37*1) “Ctor 
24 hours

Control 0.2gfmL 1.855 g 9.27* mL (37*1) <C tor
24 hours

Positive 
Control 0 0008 g/mL 0.0107 g 13.375 mL (37111*0 far

24 hours
Control 
Medium 20.0 mL (37±1)“Cfor

24 hours

Tables Condition of extracts

6.2 Microscopic examination of culures before and after treatment w<h test extracts 
controls, each in triptcate wels. are presented in Table S

Extraction Conditio
Before extraction After extraction

Test item Clear Hear
Medium control Clear Clear
Negative control Clear Clear
Positive control Clear Clear

Table 5 Conditions of cultures before and after treatment
|------------------

and controls
Conditions of cultures

, S “ , After treatment

Test extract
1000%

Subconfluent 
monolByer

Nearly complete or complete destruction of the cell 
layers in all wells

Test extract. 
50.0%

Subconfluent 
monolayer Nearly comp ete or complete destruction of 1he cel 

layers in all walls

Tesi extract.
25 0%

Subconfluent 
monolayer

Nearly complete or complete destruction ol the cell 
layers in ell wells

Test extract,
12 5%

Subconfluent Neatly complete cr complete destruction of the cell 
layers in all wefs

Tesl extract
6.25%

Sixccn fluent 
monolayer

Mere than 70% growth inhibition observable in two 
wens and not more lhan 50% growth rohibdon 
observable in one wet

Test extract. 
3125%

Subcontinent Mera lhan 50% growth Inhibition observable in two 
walls and not more than 20% growth inhibition 
observable n one well

Medium control Suboonftiem 
monolayer No cell lysis, and reduction of cell growth in an wets

Negative 
control

Subconlluent No cell lysis and reduction of cell growth in ail wells

Positive control SubCOn fluent Nearly complete or complete deslructxm of me cell 
layers in all wells with 200 (igfrnL ztoc sulphate

REPORT NO; R79672O7B1 art>2 PAGE: 7 of 7

7.0 Analysis and Interpretation

Conditions of cueures after treatment (tram Table 4), each in tnplicete wells was 
(Nalitabvely graded according to Table 3 and presented in Table 6

Tables Summary of cytotoxic gradings an cultures

Test extracts and controls Grade Reactivity

Test extract, 100.0% 4-4-4 Severe
Test extract, 50 0% 4-4-4 Severe

Test extract, 25.0% 4-44 Severe

Test extract. 12.5% Severe

Testexlrect, 6.25 % 3-2-3 Moderate

Test extract. 3.125% 2-2-1 Mild
Medium control 0-0-0 None
Negative control 0-0-0 None

Po si bre control 4-4-4 Severe

8.0 Conclusion

The test item THERACOM - SAFEGLOVES exhibted severe cytotoxicity reactivity at 
100.0% to 12.5% extract ccncentratcns, moderate cytotoxicity reactivity at 6.25% 
extract concentrations and mild cytotoxicity reaawly at 3.125% extract concentrations 
under the conditions of this test.

9.0 Roference

9.1 Biological evaluation of medical devices — Part 5: Tests for m intro cytotoxicity

92 Ewlogcai evaluation of medical devices — Part 12: Sample preparation and refer

Tiller
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likijm  of SIHW Bemad

Table 5 individual Skin Irritation Erythema Score Table 7 Summary of Primary Irritation Index Score lor Test Item and Negative Control

Animal No. Test Item Site Negative Control Site
Erythema Oedema Erythema Oedema

PSI 041 0 0 0 0
PSI 042 0 0 0 0
PSI 043 0 0 0 0
Primary Irritation Score(PJ.S) 0 0 0 0
Total Score 0
Average1 0 0
Primary Irritation Index (Pll)= 0 0
Response Category’ Negligible Negligible

Table 6 individual Skin Irritation Oedema Score

(110.1) {24 ±2)' I4812)' (72 ±2)* Primary 
Irritation 
Score2No.

Application one
Left Right Left Right Left Right Left Right

Test Item 0 0 0 0 0 0 0 0 0

Negative Control 0 0 0 0 0 0 0 a 0

PSI 042
Test Item 0 0 0 0 0 0 0 0 0

Negative Control 0 0 0 0 0 0 0 0 0

Test Item 0 0 0 0 0 0 0 0 0
PSI 043

Negative Control 0 0 0 0 3 0 0 0 0

Primary irritation score was calculated only based on (24*2). (48t2) and (7212).

T ille r™ ^

’ Average score of erythema * oede
2 otal average1 divided by three ani
1 Primary Irritation Index (Pit) response category
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3.1.2
il.3

Physcal appearance solid

3.22 CowmswdOl
322.1 LOINurrtw MKCD7MB

Teat System

Species Ret |Raiws lumegatos}
Stein Sprague Daudey (SD)

JuslIRcatian of (he specie;
The Sprague Dawiey rat is one of me 
standard species of acute toMcity etudes. 
Rats are selected because mere is numerous 
of background and historical data.

Supplier
Laboratory Animal and Factity Maregemem 
Family of Phamacy, Urwersty Tsctinwgy 
MARA (UiTMJ Puncrt Alam Campus. 
Selangor.

NjnPer ol animals used in the > 0 for treatment groLp
study 10ltr control group

Sax: Female. Female rats were nulliparoua and 
ncri-o regnant.

Ana of animals at dosing: Young adult rats (S weeks)

Aocimatization lime ddays

1rillepINTCRNATTOM
1 CAPIT,
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4.0 HOUSING

41 Husbandry

Housing Individual cagng
Cage type Rai individual Ventilated Cages (IVC)
Bedding Com Cob Laboratory bedding.
Light 12 hours light *12 hours dark From 7 am to 7 pm
Temperature 22±3U
Reabve hunudty 30-79%

4 2 Animal Feed and Waler Supply
4 2.1 Food ABramln Rodeni Maintenance Diet. 10mm pallets feed for rats.

Animals was be given ‘cod ad fiWfam. The food is oonadereo n« to contain any 
contamnants lhal could reasonably be expected w affect the purpose or mtegrity cf the 
study

4 2.2 Drinking water from the Reverse Osmose System «a  suppled ad ffirfum through 
250 mu bottle.

4.2.3 Ccniamnams reasonably expected in feed or waler supply is not behaved to have 
influence on the outcome cf the study.

43 Budding

4.3.1 Corn Cob bedding was placed indcmewr of Individual Ventilated Cages dudng the 
study. Com Cob bedding was placed beneath each cage ano changed ones a week

4.4.1 Cage Each cage was identified by card bulling information on lhe study code, the sox 
of animals the dose group, lhe cage number and 1he Individual anital number.

Animal: Each animal was identified prior tn doing by n label on its tail using 
permanent marker. he label was stayed with the animal mrouphout lhe study.

Tiller INTERNATIONAL
capiTai
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