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ISO CERTIFICATE

Mask Certification

Why ISO so important?

ISO 13485 ensures that manufacturers continue to design,
develop, produce, install and deliver safely and in compliance
with relevant regulatory requirements and the intended purpose
of medical devices.

ISO 13485:2016 is the standard for a Quality Management System
("QMS") for the design and manufacture of Medical Devices.
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GDPMD CERTIFICATE

Mask Certification

Why GDPMD so important?

The objective of GDPMD is to ensure the quality, safety and
performance of medical devices which include but are not limited
to product sourcing and procurement; transportation and delivery;
storage; installation, commissioning, service and maintenance,
calibration and after sales service; tracking, documentation and
record-keeping practices.

CERTIFICATE OF CONFORMITY

Geood Distribution Practice For Maedical Device

This Is 1o cerlify that:  Rentas Health Sdn Bhd
Mo 14, Jalan Perindusirian Desa Aman 14,
Indharadri Drss Aman,
52300 Kepong,
Fuala Lumnpur, Malayssa,

Holds Cortificate Mot KICMIGDRGNG03

Hirs comgiesd wish the standard mguiation requinemant ol GOPMD as shipuiated MOARER
Mol November 2015 MWWJ_MMHWM
Regulaion 2012

Scope of Cartification: Imparber, Authorized Representative and Distribiutor for

butkon (inchid spartathon)
Impart, Storage and handsing, Wanshousing, Distri i Ing tran
and Documentation {including trecosbility of medical devices)

List of davicas denlt wilh by the establshmand refes bo Annex 1

For and on behall of Kiwa Internatianal Centifications (M) Sdn. Bhd.
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MDA CERTIFICATE

Mask Certification

Why MDA so important?

For the purpose of placing a medical device in the market: the
manufacturer, Authorised Representative of foreign manufacturer,
importer and distributor shall establish, maintain and implement
appropriate quality management system that is commensurate
with the role and function of the establishment.

Under the Medical Device Act (Act 737) and the Medical Device
Authority Act 2012 (Act 738) all medical devices manufactured,
imported, or distributed in Malaysia require a registrationX

The Medical Device Authority (MDA) is a division of the Ministry of
Health Malaysia (MOH) in charge of regulating medical device and
its industry players in Malaysia.
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FDA CERTIFICATE

Mask Certification

Why FDA so important?

The Food and Drug Administration is responsible for
advancing the public health by helping to speed innovations
that make medical products more effective, safer, and more
affordable and by helping the public get the accurate,
science-based information they need to use medical
products and foods to maintain and improve their health.

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=695162&Ipcd=QKR
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ECertificate of Compliance

This certificate of compliance is here by issued to the below applicant

CE CERTIFICATE

Applicant — Pecca Leather Sdn Bhd

Address __ No.13alan Perindustrian Desa Aman
1A, Industri Desa Aman, Kepony .
Kuala Lumpur 52200, Malaysia

Manufacturer — $ame as above VRIBC ASBETEH TS
Product Name — 1. Disposal Face Mask

2. Medical Face Mask

3. Surgical Face Mask

Mask Certification

Applicable Directive{s} — Medical Devices Directive 93/42/EEC &

Personal
Protective Equipment Directive -
89/686/EEC
Testing laboratory — Eurofins, AMCEN LAB & SIRIM
Test report Number — AR-20-XW-010093-03,
AR-20-XW-010762-02,
AMC/nMS2005/027 AMC/nMS2010/003,

Why CE so important?

AR-20-XW-010060-01,
AR-20-XW-010053-01,
AR-20-XW-009890-02, R1142/20/B19/82,
RIT14/20/B19/02

Test Standard — ASTMF2100:2019 {Level 12 53}
EN 14683 : 2019 {Type |, II, IR}

s
15010993 %
This Certificate of Compliance is issued under following conditions: |- )

1- The product is declared by the applicant as complying with the
applicable directives.

2 - EA has performed a review of the technical information of the
product.

3 - The applicant is required to inform EA of any changes to its
product design and technical docurmentation

4-The CE mark may be used by the applicant, for this product, under the
sole responsibility of the applicant™

M camptone

ate Number: 21403

Initial Registration Date  : 26/08/2020
Date of Certificate issue 29/08/2020
Certificate Expiry. : 28/08/2023

Certi

Lavanya Raj

{Certification Manager)

EURO ASSESSMENTS & CERTIFICATION LTD
Kermp House, 160 City Road, London, ECIV 2NX, United Kingdom
“Validity of the certificate is subjected to successiul completion of surveillance audit on or

before of dus date.(in case surveillance audit s not allowed to be conducted, this certificate.
shall be suspendsd withdrawn )

at
This certificats is the property of Euro Assessments & Certification Ltd and shall be retumed
immediately when demanded

Sl abligations,




FILTRATION EFFICIENCY
TESTING (BFE & PFE)

CERTIFICATE OF ANALYSIS
Bacterial Filtration Efficiency and Particle Filtration Efficiency PECCA LEATHER SDN BHD Certiicate No JAMCMS2010/003
No 1, Jalan Perindustrian Desa Aman 14, Sample Log Code :[nMS2010/001
are probably the most important tests to be conducted on 22200 Kouts Lo e e b
. . . Tel: 012-295 1117
medical textile products such as surgical masks, gowns or Amenton: e - Kana
caps, as well as on air filters.
Sample Description : 3 ply Disposable Surgical Face Mask
Analysis Results
Parameter Method |Unit 1 is Result
Particulate Filtration Efficiency (PFE), 0.1 micron ASTM F 2299 % 1st 98.7
Fagr 475
2nd 98.9

‘:':.'" eu rﬂfi ns MopartCode  AR-J0-XW-010762-00
i 3rd 98.4
0T o 0

Sarnple o 373 P000-0000L 1 &2 5th 98.8

Lol e BEART unr REQUAEMENT Average 98.7
BACTERUAL FILTRATION EFRICERCY [BFE)® ND denotes not detected
BETRA FEIDE 1 1% Remark : According to result obtained, sample 3 ply Disposable Surgical Face Mask has pass level 2 & 3 of ASTM
Tl F2299.
ML ST saphryooccusaum

unattrh M w 3

Ty
MEDHR USED Trypkic s agar
FLCTRY BATE OF AEROS0L 133 LM
SAMPLE EXPOSURE Sl Face ke
MIEAN PARTHIE SIZE OF 3.1
CHALLEMGE AERDSOL
AYERAGE FLATL COUINT OF 2370
FOSITIVE COMTROLS
ANERAGE FLATE COUNT OF Mg
NIGATIVE CONTROLS
RACTERIAL FICTRATION I LY
EFRCIEHEY A5,
SAMPLE 1 593 h e 1 BE%
SAMPLE 1 2% E Lewel 72 58%
TAMPML LR = Lvewl 3 2 SE%
SAMFLE A o "
SALRLE S 31 % ChM. Yeow Liang Ming
COMCLUERDR. s General Manager

B.Sc., M.Sc., M.B.A.

"Molin = Abowe 0SS N beon Rusentsscssd with Eurolins appeovad b M1737/4047/00

This report is provided solely for informational purposes and is not to be construed as providing legal advice, recommendations or warranties of any kind whatsoever. This report shall not be
reproduced except in full, without written approval of the laboratory. The results shown in this certificate of analysis refer only to the sample(s) submitted for test. The validity or application of
the result(s) are subjective to the sampling plan and sampling method used by customer.

BaRsssREEAREeS BN Of REPOET *Htetesansnsnns




NoLesen: PC005393

Licence No :
LESEN PENSIJILAN BARANGAN
I R I E R T I F I T E Product Certification Licence
SIRIM QAS International Sdn. Bhd. d ini ahkan kepad

m SIRIM QAS International Sdn. Bhd. hereby grants to

. F . . PECCA LEATHER SDN. BHD.
M as k C ertitication SIRIM NO 1A, JALAN PERINDUSTRIAN DESA AMAN 1A
INDUSTRI DESA AMAN
KEPONG
52200 KUALA LUMPUR
WILAYAH PERSEKUTUAN, MALAYSIA

W h y S I R I M S 0 i m p 0 ri.a n t? @ Lesen untuk menggunakan Tanda Pensijilan di atas barangan

a licence to use the Certification Mark on
MEDICAL FACE MASKS

SIRIM (Standard & Industrial Research Institute of Malaysia) is Please rofer to detail in the SCHEDULE
the national organisation for standards and quality and as a sebagai mematuhi keperluan

as complying with

promoter of technological excellence in the Malaysian industry. B EN 146832019

o ——ca

=T

Mohd Azanuddin bin Salleh
Ketua Pegawai Eksekutif

Chief Executive Officer

SIRIM QAS International Sdn. Bhd.

SIRIM QAS International Sdn. Bhd.  Tarikh Mula Pensijilan  : 23 December 2020 Tarikh Dikeluarkan : 27 December 2020
(No. Syarikat 410334-X)
1, Persiaran Dato' Menteri  Certified Since Issue Date
Seksyen 2, Peti Surat 7035
40700 Shah Alam ~ Sah Sehingga : 23 December 2021 No Siri : 060408
Selangor Darul Ehsan .
LAYSIA.  Valid Until Serial No

e Sotioios  Lesen ini dianugerahkan tertakluk kepada syarat-syarat Perjanjian Pensijilan Barangan SIRIM QAS International Sdn. Bhd

This Licence is granted subject to the provisions of the Product Certification Agreement of SIRIM QAS International Sdn. Bhd.

Pt sicim.my
http:hwww.malaysiancertified.com.my
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MADE IN MALAYSIA e s
CERTIFICATE

KEMENTERIAN PERDAGANGAN DALAM NEGERI

DAN HAL EHWAL PENGGUNA
MINISTRY OF DOMESTIC TRADE AND CONSUMER AFFAIRS

Mask Certification SIJIL PENGIKTIRAFAN

CERTIFICATE OF RECOGNITION
LOGO BUATAN MALAYSIA

MADE IN MALAYSIA LOGO

Why Made In Malaysia so important? J——
Biereby certifiy fral

Ministry of Domestic Trade and Consumer Affairs (KPDNHEP)
is responsible for processing application and issuing Made in
Malaysia Logo marking to private or partnership businesses,
private limited companies and cooperatives upon compliance
with the requirements.

vang dikilangkan  dikeluarkan obeh:
wmaarvad fnc feareal by
PECCA LEATHER SDN BHD
Mo 1, Jalan Perinclustrian Desa Aman 1A
Industri Desa Aman, Kepong,
S2300 Kuals Lumpl.l.r
Wilsyah Persckutuan

telah memenuhi syaral-syarat bagi pensijilan Logo Buatan Malaysia

The Made in Malaysia Logo marking is an endorsement that AL the e s coditions o certfceion of e in Matoysa Lo

the product is manufactured in Malaysia (country of origin).

Tempoh sah Laku : 10 Disembeer 2020 - 10 Disember 203
Valwdihy : 10 Deoember 2000 - 10 Decesmber 2023
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RENTAS HEALTH SDN BHD (1322484-P)
No. 1 Jalan Perindustrian Desa Aman 1A, Industry Desa Aman, 52200 Kepong, Kuala Lumpur.

T: +603 6275 3800 F: +603 6277 9809 E: connect@rentashealth.com

www.rentashealth.com f rentashealth Rentas Health




