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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
hawah 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 seperti di Lampiran 2.

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

MURALITHARANYARAMASUA

KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




| AMPIRAN 1
Attachment 1

Mo, Pendaflaran:
Registration Mo.:

IVD{7154923-119362

Butir butir perant. perubatan yang didalarkan

Particulars of the registerad medical device
Mama Peranti Perubatan LYHER NOVEL CORONAVIRUS (COVID-19) ANTIGEN TEST KIT

Medical Device Name

Kelas
{lass

Kelompok
Group

Displin
Discipline

Marna dan alamat

(COLLOIDAL GOLD} SELF TEST

CLASS C fenama LYHER
Brand

WD TEST KIT

iImmunochemistry Kategor: Viral Infection -
Calegory Immunology

HANGZHQU LAIHE BIOTECH CO.,LTD
ROOM 505-512, 5TH FLOOR, NO.2B BUILDING, NO,688 BIN'AN RQAD,

pembuat; CHANGHE STREET, BINJIANG DISTRICT, HANGZHOU 310052 ZHEJNANG
Name and address of P.R.CHINA,
manuiacturer 310052

CHINA

APPENDIX

NO | NAME AS PER DEVICE LABEL | IDENTIFIER FTFEIIFHF DESCRIPTION OF
LYHER NOVEL CORONAVIRUS . i

1 |(COVID-19) ANTIGEN TEST KIT | 303636 COVDERUNIOEE HARID
(COLLOIDAL GOLD) SELF TEST B

p) Materials Provided INULL) {NULL}

3 Coumpounents 10 TestsiBox INULL)
Bufier with dropper tip ( .

4 350plftube ) - (NULL)

5 Cassettes 10 {NULL)

6 | Disposzhle dropper 10 {NULL)

! Paper cup 10 (NULL)

8 Bighazard Specimen Bag 10 (NULL}

9 Alcchol Pad 10 (NULL}

10 | Tube stand 10 {NULL}

Ialaman 1 daripada 1
Puge 1 of 1




Lampiran 2

SYARAT — SYARAT PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CONDITIONS

1.0 SYARAT AM
GENERAL CONDITIONS

1.1

1.2

1.3

1.4

1.5

1.6

1.7

1.8

1.9

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

Medical device registration conditions are prescribed in accordance lo Section 7(1) of
Medical Device Act {Act 737). Approvalis granted based on information recefsed.

Establismen hendaklah-mematuhi segala arahan yang dikeluarkan oleh Pihak Berkuasa
dari semasa ke semasa.
Esfaplishment must comply with all instryctions issued by the Authorily from fime to fime.

Pihak Berkuasa berhak untul-meminda syarat-syarat pendaftaran dari semasa ke
semasa.
The Autharty reserves the rights fo amend the registration conditions from time fo time.

Pihak Berkuasa berhak menjalankan pemeriksaan ke atas establismen pada bila-bila
masa tanpa dimaklumkan terlebih dahulu.
The Authority reserves the right to conduct inspection at any timeo without prior notice.

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

The Authorfty may cancel the Medical Device Registration or take fegal action if the
Establishment fails to comply with any medical device registration conditions.

Sijil Pendaftaran Peranti Perubatan yang dikeluarkan oleh Pihak Berkuasa tidak boleh
dipindah milik.
Medical Device Registration Certificate jssued by the Authonty shall not be fransferable
or assignabie.

Sijil Pendaftaran Peranti Perubatan hendaklah dikemukakan sekiranya diminta oleh
mana-mana pegawai yang diberi Kuasa.

Medical Device Registrafion Certificate must be prosented upon requast by any
authorized officer.

Establismen fidak boleh membenarkan 3Sijil Pendaftaran Peranti Ferubatan
disalahgunakan cleh/individu/syarikat lain dalam apa-apa cara.

Establiishment shall not pormit the Medical Device Registration Certificate to be abused
in any way by any individual / ancther parfy.

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

The validity of the Medical Device Registration Certificate is five (5) years from the dafe
of registralion unless the regisiralion is cancelled by the Authority before its expiry.

Sijil 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 Akla Perlesenan Tenaga Atom 18954}

This cerfificale does nat exempt any other regulatory requircments applicable fo the
medical device (for examples: Medical Device containing scheduled poison is subjected
to the Poisons Act 1852; medical devices using fonizing radiation is subjected fo the
Atomic Energy Licensing Act 1884 ) .




Lampiran 2

.11 Establismen hendsaklah melaperkan insiden melibatkan peranti perubatan yang
didaftarkan kepada Pihak Berkuasa seperti tertakluk di bawah Seksyen 40 Akta 737.
Establishment shalf report any incidents involving registered medical device to the
Authority as prescribed in Section 40 of Act 737.

1.12  Peranti perubatan yang diniatkan bagi kegunaan professicnal hanya beleh dibekalkan
untuk kegunaan professional perubatan sahaja dan tidak boleh dilatakikan dipasaran
bagi kegunaan orang awam.

Medical device intended for professional use may only be supplied for use by medical
professionals only and shall not be placed in the marked far general public.

2.0 PINDAAN PENDAFTARAN PERANTI 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
vang ditstapkan oleh Pihak BerkuasaPihak Berkuasa berhak memberikan kelulusan
atau menolak permchonan pindaantersebut.

Any amendments to-the information conceming registored medical device shall bo
notffied ta the Authority In accordance fo the guidelines set by the Authorily, The Authority
feserves the right fo grant appraval or refect the application for such amendiments.

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

3.1 Sijif Pendaftaran Peranti Perubatan boleh dibatalkan seperti yang dinyatakan dalam
Seksyen 9, Akta 737
Medical Device Registration cartificate may be cancelled as prescribed in Section 9 of Act
737

3.2 Mana-mana peranti perubatan yang dibatalkan Sijil Pendaftarannya, tidak boleh
diimport, dieksport atau diletakkan dalam pasaran.
Any Idedical Davice which he registration certificate has been cancelled shall not be
wmported, exported or placed ia the market.

3.3 Sijil Pendaftaran Peranti Perubatan boleh dibatalkan jika Wakil Diberi Kuasa ditamatkan
lantikan oleh pembuat.
Medical Device Registration Certificale may be cancelind i Authorized Reprosentative
appoinment is torminaled by the manufacturer.,

490 HAK PIHAK BERKUASA
THE AUTHORITY OWNERSHIP

4.1 Sijil Pendaftaran Peranti Perubatan yang dikeiuarkan fizikal atau maya adalah Hak Milik
Pihak Berkuasa.
The Authorty retains the ownership of every Medical Device Registration Certificate
issued by anv means.

4.2  Sekiranya berlaku kehilangan atau kerosakan Sijii Pendaftaran Peranti Perubatan,
hendaklah dimaklumkan kepada Pihak Berkuasa dan setiap penggantian sijil akan
dikenakan caj perkhidmatan.

Any loss or damage to the Medical Device Registration Certificate shall be notified fo the
Authonty and every replacement of cettificate shall be liable with sorvice charge
rendered.

5.0 TUGAS DAN TANGGUNGJAWAB
ROLES AND RESPONSIBILITIES

5.1 Establismen hendakfah mematuhi Akta 737, peraturan-peraturan di bawah Akta dan
syarat-syarat Pendaftaran Peranti Perubatan.
Establishment shall comply with Act 737, its subsiciary regulafions and regisfration
Condition




