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COVID-19 SELF TEST KIT :
Online -‘i
Introduction Training E

The Ministry of Health has certified the Covid-19 self-test kit which was given conditional
approval on July 21 to be imported and distributed nationwide.

Minister of Health, Dato 'Sri Dr. Adham Baba said, the kit can now be sold at all registered
community pharmacies or health facility premises in the country.

"Those who do the self-test, however, must immediately enter the results received through
the MySejahtera application, whether negative, positive or invalid status," he said in a virtual
press conference of the Covid-19 Immunization Special Task Force (CITF) with the

Coordinating Minister of Covid Immunization Program- 19 National, Khairy Jamaluddin
Abu Bakar.

Complete explanation of the COVID-19 Self-Test Kit Management Guidelines;

The COVID-19 Self-Test Kit was used as a self-administered screening test. The COVID-19
Self-Test Kit does not replace the real-time diagnostic function of reverse-transcription
polymerase chain reaction (RT-PCR) for COVID-19 but has the advantage of detecting
individual COVID-19 status quickly and easily.

The COVID-19 Self-Test Kit that can be used is one that has received a recommendation
from the Medical Device Authority (MDA). The list of test kit types will be updated on the
MDA website from time to time.

The COVID-19 Self-Test Kit can be used to:

* Self-screening by any individual wishing to know the status of COVID-19;

* Individuals who have had contact with COVID-19 cases; OR

* Other appropriate screenings (such as International Entrance, cross-state, pre-employment
screening, pre-admission to higher institutions etc.)

B The user must ensure that the kit purchased has obtained permission from the MDA.
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Self-Test Covid-19 Test Kit For Conditional Approval (Approved by MDA, MOH)

Refer to list of tests approved by MDA below. (Updated on 29" July 2021)

Below is the list of all tests that have been selected to date and the status is Conditional Approval (please note: list is updated on a routine basis).

Notes:

*Sample type is based on testing facility evaluation report.

NO | COMPANY NAME

Reszon Diagnostic
1 International Sdn
Bhd

2 Citymedic Sdn Bhd

Medinics (M) Sdn
Bhd

Global Science Sdn
Bhd

Neapharma Biotech
Asia Sdn Bhd

lingga Anggun Sdn
Bhd

Updated 29 July 2021

PRODUCT NAME

Salixium-COVID-19 Rapid Antigen Rapid Test
(Saliva/ Nasal Swab Samples)

Gmate® COVID-19 Ag Saliva for Home Use

BERIGHT-COVID-19 Antigen Rapid Test Device
(Oral Fluid)

ALLTest COVID-19 Antigen Rapid Test (Oral Fluid)

JusChek COVID-19 Antigen Rapid Test (Qral
Fluid)

Longsee 2019-nCaV Ag & Influenza A/B Rapid
Co-Detection Kit (Immunochromatography _ -
Home based Use

MANUFACTURER

Reszon Diagnostics
International Sdn Bhd.
selangor, Malaysia

Philosys Co., Ltd, Korea

Hangzhou AllTest Biotech
Co, Ltd.

Hangzhou AllTest Biotech

Co., Ltd Zheyjang, P.R. China.

Hangzhou AllTest Biotech

Co., Ltd Zheijang, P.R. China.

Guangdong Longsee
Biomedical Co. Ltd.,
Guangzhou, China

IDENTIFIER

SLXHB1-
0621001

AG-020

ICOV-802H

ICOV-802H

ICOV-802H

LS-C-T-005

DETECTION SAMPLE TYPE
RTK-Antigen Saliva and nasal
{Self-test) swab samples
(Mix Samples)
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https://portal.mda.gov.my/announcement/631-self-test-covid-19-test-kit-for-conditional-approval-approved.html

One of approved Self test kit is ALLTest COVID-19 Antigen Rapid Test Device (Oral Fluid).

All test kit shall be packed completely with user information, manual, and how to read results.

Details procedure are also available in video for better understanding.

ALLTEST
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COVID-19 ANTIGEN RAPID TEST KIT (ORAL FLUID)

HOW TO USE
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Reminder !

Please refer to “Flow Chart of Management of Covid-19 Self Test Kit”. You need to do Self
Reporting via MySejahtera.

Make sure to insert your test kit waste properly into Biohazard plastic bag which provided
together with set of kit.

Flow Chart of Management of Covid-19 Self Test Kit

CARTA ALIR PENGURUSAN PENGGUNAAN
KIT UJIAN KENDIRI COVID-19

Individu yang menjalani ujian -
saringan kendiri COVID-19

& v

1 Ikuti langkah-langkah menggunakan kit ujian seperti berikut:-

’ & a) Prosedur sebelum menjalankan ujian
% | b Prosedur ujian
' c} Prosedur selepas menjalankan ujian

¥

Membuat Self-reporting melalui
MySejahtera

! v
-~ Keputusan Kit Kendiri
s Hadir sendiri (self referral) ke fasiliti kesihatan
swasta, COVID-19 Assesment Centre (CAC) | Sekiranya bergej : e
d ' jala, sila ke fasiliti kesihatan
atau Klinik Kesihatan swasta atau ke Klinik Kesihatan untuk penilaian

e Bagi pesakit tidak bergejala di kawasan kesihatan.

Greater Klang Valley adalah menerusi Virtual
CAC

v 0
Nota: 1. MySejahtera akan memuatnaik semua keputusan ke dalam SIMKA.

2. PKD mendapat maklumat keputusan melalui aplikasi MySejahtera/SIMKA untuk
tindakan kawalan.

3. Sekiranya keputusan ujian invalid, ujian perlu diulang.

L comms@moh
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Document Reff. : Kementerian Kesihatan Malaysia (KKM)
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