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Product Specification & Instruction Use

Gergamot

Store in dry, clean conditions in

Protective disposable solutions MSDS, Product DataSheet, Original paCkaging'
EN14683 Type IR Store away from direct sunlight,
XV613 PRODUCT DATASHEET ASTHMLOUEHS source of high temperature and
Copper X 4 Ply Medical Face Mask suizelilald L _ SR
Copper Oxide Surface Coating Store with the temperature range
PHYSICAL DIMENSION and Lint Free Fabric 0°C to +39°C and with relative

humidity below 80%.

Shelf life is 60 months from the
date of manufacture when stored
as stated above.

Hydrophobic Fluid Resistance 30pCS/b0)( (I ndividual PaCkaging)
(Antimicrobial Copper Coated)
Hydrophobic Fluid Resistance physica| Features

4-|aye rs (Antimicrobial Copper Coated)

Hypoallergenic Replace if damaged, heavily

contaminated or in accordance
with local practice.

High Density Melt Blown Filter

S e
t t Lint " : P
ibitetchihiiitibes (Proven to kill bacteria within 4 hours)

4 Layers Protection
Quad Fold

Hand and dispose of
contaminated face mask with
care and in accordance with
national regulations.

f 3\
ASTM-F2100 LEVEL
MASK PERFORMANCE )}
BFE (%) 299 | X
AP (mm H20fcm2) <60 ;
PFE ®0.1a (%) >99 A :
Fluid Resistance (mmHg) B0 | oopover the ears.
Flammability : Class1 : coloured layer to face out.
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COPPER AN Certificates and Test Reports

4 Ply Medical Face Mask &

6 Research Square . o ehiosl sedaion

Copper-oxide lmpregnated resplratory masks may
significantly reduce the risk of SARS-CoV-2 cross-
contamination

Gadi Borkow (&= gadib@medcu.com )
MedCu Technologies https://orcid.org/0000-0001-6170-5344
Danny Lustiger
MedCu Technologies
Eyal Melamed
Rambam Health Care Campus
Vicki Herrera
University of Nebraska Medical Center
Daniel Ackerman ; I
National Strategic Research Institute -

St. Patrick Reid
University of Nebraska Medical Center

Joshua Santarpia _
University of Nebraska Medical Center S : :
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Certificates and Test Reports
(Antiviral Activit
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Cimscro Testing:

R4S (Report

FEREREM DN PG

GUANGRONE DETECTION CENTEX OF MICROEL0LY
SRS

REFORT FOR ANALYSES

Mo ) 202 tFAMO0aaaRot FERES (Verification Coda) + 31864007

Chmicro Testing

IEir 8= [Repart 5] -

FHREMEM SRR NP

GUANGDING DETECTION CENTER OF MICROENLOGY
aHENER

ARALYSIS AND TEST RESULT
2O FMEEERD]

HRE =l AR HEREFINGE HERFENGE T AR
Toame of Samgle AT AR Test Type B ol B B i 2k AR 1
=t e ——T * AN PR EL T
st P ETARRLE it ERLTE RIS S20 0 FUMRAET |y S paecsviy Infectivie
pyfcnt Addren WIE Vs and hust el : " s T L SR
F tire vakie anmedae wfle e vakie afler 24h .y g
__H\.'.'.‘.?!’.'F! EFCTE ﬂ-':;','.gs'l_ : u_..mm.i;n -;.Edu contarting veih he comlac i Wit
Sample Source Sample Cruamiicy Ha refarence pecimen Teferenee kpecmien The 1l apecanen
PRI E : CEN AT
Spee :;:l".l.l!: % of WHAGS a:f.:.'fn. — - 2 B 1 1
RHEE Y B eE G BT SwMDCK 0
Sample Received 2021-01-14 u.?mbi-.;m Diate . i ol _ Inflienza A wirus HLUN
D Antiviral activity value TR e
RN : 637
T Standard and 130 LBLE4: 2019 (E)
Method B se e % (%) AR A
=) e o S I 5 = 2 o7 Average logarhm of infectiviy Y
frem Tezted AR AR Antiviral activity rate (%) R %
IeTC Dyl
\ L~ maEEL#H
Anttrsd activily vadus
 GREEE o) i
i Aamviral activey raie (et
FRFEAEALAHFE MRS A RS SN /
RS WATEH Emptys
Test Conchisian
HFEAH- M
Issue Dian I
HLRIE R oficial 5eal
Rf:h EEC®. B ETLERLE . aEasRt
H% . ol ¥ O, e
Edigor [;%‘ ﬁ‘glj,?j Verior £ 13 |"""-lK Approver
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SGS SGS

W IR ASH20-073190-01 % B W20 2B
B B R ASHZ0-07 310000 % 75 B W0 20204 125 @
BMNE SGSHE B D il & B
iR SGS SampleiD Deschption WaiEkL:
iH = ASH20-0731%0.1301 #HEM R Samplem i Sampiz Phomn

el S TR
HEEER- HHFEETHREETEIRENAAA N HERERETE

Test ke Determine the antmicrobal actaly of sbmitted sample in 24 howrs
BmEE: ASTME2IM0- NI ENSHBES TRHEMNRE T2 HEH
Tes Method HBHiE
ASH2D.073100.gof 5T EZHI-2013a Deleining (e Antimicrabid ACiniy of ANIMERIDE Ageris
1B Tes o W& W W @A ATCCH5536 Steohyiacaccus aursus ATCC B
] e S R R " 24 R IR IR
& W # (CFUAnL 1 WA CEUnL)
The 1t st of Dacleda r The rrnber of bactera e overed
from Oh Gontact Trne (€ Tromm 24k Cortact Tirre (CFUMen()
=) (1g) Sampie (10) fi 5l
O W R B bocuum oy coedd 2.7x10°5 L5x 1076 i
EREEI — i B8 B R 6 SCSE M
AW e BF 2 75 i 10 BE Y ATCOC 4252 Kiebssale prsumaneas AICC 8 B d for SBE ongral t
+ Fhoko are use &ia: o TeRpn
O R S 24 SRR R araen
£ B (Tl £ B (T m) g
The nuirber of baciena recovered The rumber of bactera recm e p R
fromn Uh Gondact Tme [P} frumm 24h Cortact Tire (CFU End:of Report
- B B (1) Sarpie (1) ! <30
4 & R LD (%) Reduction (%) «— frszse o s e
- | & b B ol Reducon ol e |

= >99

W Tes Qo BT E ® M= alt
U H R B "2 SR R
i B (Tl B B (T Ty
The nuirbser of baclenia recovered The rambar of bacteria moovwesnd
from Dh Contact Tene: [GFLmI fram 24h Cooract Time (CFUmI)
B R i1g) Sampk (1) ! <30
RO B MR nocuum anky coriol 28x10°5 LAx10°7

I. R ® P Heduction (9) zaq ]

BEmam: EBERIENTERATRAERYFMOENE.

Thee reduction caleulations are based on values from recuum anky condrel.
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Certificates and Test Reports (MDA)

No. Pendaftaran:

Registration No.:

GA4308421-58036

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

Nama Peranti Perubatan  Face Mask
Medical Device Name

Kelas CLASS A
Class

Kelompok FAMILY
Group

Nama dan alamat
pembuat:

lenama
Brand

Bergamot

BERGAMOT SDN.BHD 31, JALAN BALAKONG JAYA 4, TAMAN INDUSTRI
BALAKONG JAYA,, 43300, SERI KEMBANGAN, SELANGOR,

Name and address of MALAYSIA
manufacturer
APPENDIX

NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM

1 Bergamot 3- Ply Face Mask {Ear BO501 Bergamot 3- Ply Face Mask (Ear
Loop) Loop)

2 Bergamot 3- Ply Face Mask (Tie BO502 Bergamot 3- Ply Face Mask (Tie
On) On)

3 Bergamot 3- Ply Face Mask {Head B0507 Bergamot 3- Ply Face Mask {Head
Loop) Loop)

A Bergamot 3- Ply Face Mask Basic BO5 10 Bergamot 3- Ply Face Mask Basic
Medical Medical

5 Bergamot 4- Ply Face Mask {Ear BO504 Bergamot 4- Ply Face Mask {Ear
Loop) Loop)

6 Bergamot 4- Ply Vanscent Face VS8011 Bergamot 4- Ply Vanscent Face
Mask {Ear Loop) Mask (Ear Loop)

7 Bergameot Copper X 4-Ply Medical X351B Bergamot Copper X 4-Ply Medical
Face Mask (Earloaop) Face Mask {Earloop)
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Singapore Inspector

ntertek et i

Tofal Quakty. Assured

rsaon Immobilized Antimicrobial Agents Under
So— Dynamic Contact Test (ASTM E2149)

1. Immabilized Antimicrobial Agents Under Dynamic Contact

|ASTM E2149)

Test Organism: Staphylocecous aureus ATCC 6538
Klehsiella prieumanias ATCC 4352

Specimen W?iﬁht' 10

Conditlonof Incubation: 1H +£-5 min at Room Temperature, shake at 150 rpm in S0mL
working solutlon of bacterial Inoculum

Tested Sample: Submitted sample as received
Resulos:
. Staphylosaccus aureus Klebsiella preumoniae : Staphylococcus aureus Klebsiella pneumoniae
i i G =) Ut Ol i T&TCC 6538 ATC(FZ) 4352
o, 5.5 x 10% chufsample 1.4 x 10F chufsample
| |
B 21 w107 efufsample 200w 10° efufsample
% Reduction G7 4% 93.0%
Remark:
cfu = calony forming units /\ /\

% Reduction: (B-Al/BT100
Whera & = CFUSml for the flask contai ning the test specimen after the
specified contact time

Where fl = l.'_FLI.."mIr'r)r the “Inoculum cnly® flask after rheﬁ.pﬂfirii‘l‘l cor % Red uction 97 .4% 93 .0%

nime.
Jodce Anne Bengzon Pena Dr, Chen Husayl
Laboratory Executiee Azsitant General WManager

-------------------------------------------------------------------------------

## ERD OF TEST REPORT 44

Warsae: 3-1uly- 25 Paged ofd GFT-O- 1dh
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Round Earloop Design Ultrasonic Welding

 Comfortable Lining and Eliminates Pressure * Firm Anti-Off Mesh Structure

* Elastic Earbands * High-Quality Spot-Welding Filter Layer
e Ultra Comfort - Gentle Earloops

—~ g~ S
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Ultimate Fitting Quad Fold Design

* Aluminium Nose Strip * ExtraBreathability
» Designed for All Facial Structure  Comfort Design

 ExtraProtection e Secure Protection

=I= -y py




wHY COPPERN ANTI-BACTERIAL FACE MASK

4 Ply Medical Face Mask 4/

4 Ply Medical Face Mask

EN 14683 Type IR (Europe Standards)

ASTM Level 3 ( American Standards)

Medical Device Authority (MDA) Approved

Individual Packaging (Prevent Cross Contamination)

Antimicrobial Copper Properties (Reduce or kill 99% Bacteria &
Viruses within 4 hours) —-Certified by ASTM E2149

Quad Fold (Extra Breathability)

Ultimate Fitting (Aluminium Nose Strip)

Lint Free Material (Reduce potential discomfort or itchiness)
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4 Ply Medical Face Mask

Defenselsa ood offense;
ed al Face Mask

|sa Good Offense;

The Best Defense
cal Face Mask

Choose Copper X Madi
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Manufactured By: Distributed By:
Bergamot Sdn Bhd . Vanzo Asia Sdn Bhd
Unit 7 &8, Jalan Sinaran 6, kawasan perindustrian No 10,Jalan Teknologi 3/1,Seksyen 3, Kota

sinaran, 43000 Kajang, Selangor Damansara, 47810 Petaling Jaya, Selangor
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