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Section 5(1)-of Act 737
No. Pendaftaran: IVDC7175523-119360 Tarikh Sah Pendaftaran: ~ 23/02/2023 - 22/02/2028
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: TEDA WELLNESS SOLUTIONS SDN BHD.
This certificate is hereby issued to:

NO. 11-2, JALAN JALIL JAYA 3, JALIL LINK,
BUKIT JALIL,

57000

KUALA LUMPUR

yang beralamat di:
which is located at:

bagi mengesahkan peranti perubatan seperti yang dinyatakan dalam Lampiran 1 adalah berdaftar di
bawah Seksyen 5(1) Akta 737.

to confirm that the medical device as detailed out in Attachment 1 is registered under Section 5(1) of Act
737.

Pendaftaran ini diberikan tertakluk kepada peruntukan-peruntukan di-bawah Akta 737 dan peraturan-
peraturan yang dibuat dibawahnya serta syarat-syarat sepertidi Lampiran 2.

This registration is granted subject to the provisions under Act 737 and its subsidiary legistations and the
conditions as in Attachment 2.

MURALITHARANWARAMASUA

KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




|LAMPIRAM 2
Attachinent 1

No. Pendaftarar:
Registration Mo.:

IVDC7175523-119360

Butir-butir peranti perubatan ya
Particuiars of the registerad medical devire

Nama Pcranti Porubatar LYHER NOVEL CORONAVIRUS (COVID-19) ANTIGEN TEST KIT
Medical Device Name {COLLOIDAL GOLD)} SELF-TEST KiT

ng didatfarkan

Keias CLASS C lenama LYHER

(‘fass Hrand

Kelompok FAMILY

Groip

Dispin Immunochemistry Kategor; Viral Infection -
Discipfine Category Immunolagy

HANGZHOU LAIHE BIOTECH CO.,LTD

Nama dan alamat ROOM 401-406, F1-3, BUILDING 1, NO.425, MIAOHOUWANG ROAD,

pembuat: XIXING STREET, BINHANG DISTRICT, HANGZHOU,310051 ZHEJIANG
MName and address of P.R.CHINA,
manufacturer 310051

CHINA

APPENDIX

NO

NAME AS PER DEVICE LABEL

IDENTIFIER

BRIEF DESCRIPTION OF
ITEM

LYHER®E Movei Movaol
Cororavirus [(COVID-13)
Antigen Test Kt (Collodal Gold)

3031071

The LYHER Novel Coronavirus

(COVID-19] Antigan Test Kit
(Collo‘dal Cold) is a quantitive
device usirg for s¢reening test
only, The device is'a lateral flow
chrermalographic immunoassay
of detection of antigen of SARS-
COV- 2 virus in human saliva or
sputum. The test results can beo
read with'n 15 minutes aller
adding the specimen.The
product is for self-tasting use.
{1 test/box)

LYHER & Novel Nove!
Corznavirus (COVID-19)
Artigen Test Kit (Colloidal Gold}

303167-1G

The LYHER Novel Caranavirus
(COVID-19) Antigen Test Kit
(Co’loidal Cold) is a quantitive
device using far screering Lesl,
only. The device ‘s 2 {ateral flow
chromatographic immuncassay
o7 detaction of artigen of SARS-
COV-2 virus 'n humar saliva ar
sputum. The test results can be
read within 15 minutes after
adding the specimen.tha
product is for seif-tosting use.
{10 testibox)

"Cnd Ot Product List"
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Lampiran 2

SYARAT — SYARAT PENDAFTARAN PERANTI FERUBATAN
MEDICAL DEVICE REGISTRATION CONDITIONS

1.0 SYARAT AM
GENERAL CONDITIONS

1.1

1.2

1.3

1.4

15

1.6

1.7

1.8

19

Syarat-syarat pendaftaran peranti perubatan ini dibuat adalah berdasarkan kepada
Seksyen 7 (1}, Akia Peranti Perubatan 2012 (Akta 737). Kelulusan ini diberi berdasarkan
maklumat-maklumat yang telah diterima.

Medical daevice regisiration conditions are prascribed in accordance to Section 7(1) of
Mcdical Device Act (Act 737). Approvalis granied based an information received.

Establismen hendaklah-mematuhi segala arahan yang dikeluarkan oleh Pihak Berkuasa
dari semasa ke semasa.
Establistument muat comply with all instructions issued hy the Autharity from time fo time.

Pihak Berkuasa berhak untuk mmeminda syarat-syaral pendaftaran dari semasa ke
semasa.
The Authority reserves the nights fo amend {he registrafion conditions from time to time.

Pihak Berxuasa berhak menjalankan pemeriksaan ke atas establismen pada bila-bila
masa tanpa dimaklumkan terlebih dahulu.
The Authorily reserves the right fo conduct inspection at any time without prior notice.

Pihak Berkuasa boleh membatalkan Pendaftaran Peranti Peruhatan atau mengambil
tindakan undang-undang sekiranya Establismen gagal mematuhi mana-mana syarat
Pendaftaran Peranti Perubatan. .

The Aulhority rmay cancel the Medical Device Registration or take fega! action if the
Eslablishment fails to comply with any medical device registration conditions.

Sijil Pendaftaran Peranti Perubatan yang dikeluarkan oleh Pihak Berkuasa tidak boleh
dipindah milik.
Medicaf Device Regisfration Certificate lssued by the Authority shall nat be transferable
or assignabie.

Sijil Pendaftaran Peranti Perubatan hendaklah dikemukakan sekiranya diminta oleh
mana-mana pegawai yang dibert kuasa.

Medical Davice Registration Certificate must be presented upon request by any
authorized officer.

Establismen tidak boleh membenarkan Siil Pendaftaran Peranti  Perubatan
disalahgunakan oleh/individu/syarikat lain dalar apa-apa cara.

Estabiishment shall not parmit the Medical Device Registration Certificate o he abused
in any way by any indiadual / another parly.

Tempoh sahlaku Sijil Pendaftaran Peranti Perubatan adalah lima (5) tahun dari tarikh
pendaftaran melainkan jika pendaftaran itu dibatalkan oleh Pihak Berkuasa sebelum
habis ternpohnya.

The validity of the Medical Device Registration Certificate is five (8) years from the dafe
of regisiration unfess the registration is cancelled by the Authority before its expiry.

Sijit ini tidak mengecualikan mana-mana keperluan perundangan lain yang terpakai
untuk sesuatu peranti perubatan (contoh: Peranti Perubatan yang mengandungi racun
berjadual tertakluk kepada Akia Racun 1952; peranti perubatan menggunakan sinaran
mengion adalah tertakluk kepada Akia Perlesenan Tenaga Atom 1984.)

This certificate does not exempt any other regulatory reguircments applicable to the
madical device (far examples: Medical Device containing scheduled poison is subjected
to the FPoisons Act 1852, medical devives using ionizing radiation is suhjected fo the
Atomic Energy Licensing Acf 1984 ) .




Lampiran 2

1.114 Establismer: hendaklah melaporkan insiden melibatkan peranti perubatan yang
didaftarkan kepada Pihak Berkuasa seperti tertakluk di bawah Saksyen 40 Akta 737.
Estabiishment shall roport any Incidents involving registorod medical device ta the
Autharity as prescribed 1 Section 40 of Act 737.

1.12  Peranti perubatan yang diniatkan bagi kegunaan professional hanya holeh dibekalkan
untuk kegunaan professional perubatan sahaja dan tidak boleh diletakkan dipasaran
bagi kegunaan orang awam.

Medical device intended for professional use may only be supplied for use hy medical
profassionals only end shalf not be placed in the market for general public.

2.0 PINDAAN PENDAFTARAN PERANT! PERUBATAN
AMENDMENT OF MEDICAL DEVICE REGISTRATION

21 Sebarang pindaan kepada maklumat yang berkaitan peranti perubatan yang berdaftar
' hendaklah dimaklumkan kepada Pihak Berkuasa secara rasmi mengikut garis panduan
yang ditetapkan ¢leh Fihak Berkuasa Pihak Berkuasa berhak memhberikan kelulusan
atau menolak permohonan pindaan tersebut.
Any amendments to-the information conceming registerod medical device shall be
nofiffed o the Authionty in accordance to the guidelines set by the Authority, The Authority
resenves the right to grant approval or refect the application far such amendmerits.

3.0 PEMBATALAN SIJIL PENDAFTARAN PERANTI PERUBATAN
CANCELLATION OF MEDICAL DEVICE REGISTRATION CERTIFICATE

31 Sijil Pendaftaran Peranti Perubatan boleh dibatalkan seperti yang dinyatakan dalam
Seksyen 9, Akta 727
Medical Device Registration cortificate may be cancelled as prescribed in Section 8 of Act
737. :

3.2 Mana-mana peranti perubatan yang dibatalkan Sijiil Pendaftarannya, tidak boleh
dimport, dicksport atau diletakkan dalam pasaran.
Any Msadical Device which the registration certfficate has been cancelied shall not be
importad, exporfad or placed o the markef.

3.3 Sijil Pendaftaran Peranti Perubatan boleh dibatalkan jika Wakil Dibsri Kuasa ditamatkan
lantikan oleh pembuat.
Medical Device Registration Certilicale may be vancefled if Autharized Reprasentative
appoinment is terminated by the manufacturar.

4,0 HAKPIHAK BERKUASA
THE AUTHORITY OWNERSHIP

4.1 Sijil Pendaftaran Peranti Perubatan yang dikeluarkan fizikal atau maya adalah Hak Milik
Pihak Berkuasa
The Authority refains the ownership of every Medical Device Registration Cerlificate
issued by any meanhs.

4.2 Sekiranya berlaku kshilangan atau kerosakan Sijil Pendaftaran Peranti Perubatan,
hendaklah dimaklumkan kepada Pihak Berkuasa dan setiap penggantian sijit akan
dikenakan caj perkhidmatan.

Any loss or damage lo the Medical Device Registration Certificate shall be notified to the
Authorify and every replacement of cortificate shall be llable with service charge
renidered.

5.0 TUGAS DAN TANGGUNGJAWAB
ROLES AND RESPONSIBILITIES

5.1 Establismen nendaklah mematuhi Akta 737, peraturan-peraturan di bawah Akta dan
syarat-syarat Pendaftaran Peranti Perubatan.
Establistiment shall comply with Act 737, its subsidiary requlations and registration
Condition




