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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that AMPOWER Co., Ltd., Japan is a medical device
marketing authorization holder licensed in accordance with the provision of
Paragraph 1, Article 23-2 of the Pharmaceuticals, Medical devices and Other
Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder (or Name of the Office for General
Marketing Manager): AMPOWER Co., Litd.

License Number: 44B2X 10008

No. 2515

Tokyo, date SEP. 3. 2019

VA% L

Hidehito Sekino
Director, Pharmaceutical Safety Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare



MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It 1g hereby certified that the following medical device marketed by AMPOWER Co., Ltd.,
is manufactured under our supervision as stipulated in the Pharmaceuticals, Medical devices

and Other Therapeutic Products Act of Japan, and is certified by Certification Body to be
marketed in Japan.

Medical device: TA—7AV—7AMSONIC (DEEPZLEEP AMSONIC DZ01 )

(DEEPZLEEP AMSONIC DZ03)
(DEEPZLEEP AMSONIC DZ04 )
(DEEPZLEEP AMSONIC DZ045 )
(DEEPZLEEP AMSONIC DZ05 )
Name of Registered Certification Body:
Japan Electrical & Environment technology

Laboratories

Certification Number: 301AKBZX00030000
Date of [ssue: 29.7.2019

No. 2652

Tokyo, date 12,9010 - i

J13 \ E ‘_"}?
7

Kiyohito Nakai
Director, Medical Device Evaluation Division

Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare
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This is to certify that the Quality Management System of

AMPOWER Co., Ltd.

applicable to

Design, manufacture and sale of electric hot-pack apparatus,
electric potential therapy apparatus, low frequency electric
therapy apparatus and electro massage.

(Design and manufacturing process: outsourced)

has been assessed and registered by NQA against the provisions of

BS EN ISO 13485 : 2016

This registration is subject to the company maintaining a quality management system,
to the above standard, which will be monitored by NQA.

W Certificate No: 118869
Issue Date: 16 September 2019

Previous Certificate Expiry: 16 September 2022
Managing Director Reissued: 20 September 2022

Valid Until: 16 September 2025
: @ a

U KAS
MeTEMS
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The uss of the LIKAS Acceeditalion Mark inficaries sccredilaiion in nespect of Brose scivibes covmd by e acomdlation certificats number 015 halid by NOA
NCIA, ts & Irading name of WOA Cerification Limiled, Ragisiration Mo, 09351758, Registersd Office: Warsick Houss, Houghlon Hall Park, Houghlon Regis, Dunstable, LUS 52X, LK.
This cerifcaln |8 i proparty of NOA 3nd musl be miumed on regues!
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The usa of tha LKAS Accradilation Mark indicates sccreditalion in respect of thoss achivities covened Dy the sccreditation cortificalo numiber 015 hald by NOA.
MOQA I8 & tracing nama of NOA Carifcation Limied, Registration No. 09351758, Registered Offica: Warsick House, Houghton Hall Park, Houghlon Regis, Dunsiable, LUS 52X, UK.
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PIHAK BERKUASA
PERANTI PERUBATAN

Device MEDICAL DEVICE
| | AUTHORITY AUTHORITY

MALAYSIA

PIHAK BERKUASA PERANTI PERUBATAN

MEDICAL DEVICE AUTHORITY

AKTA PERANTI PERUBATAN 2012 (AKTA 737)
MEDICAL DEVICE ACT 2012 (ACT 737)
SIJIL PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CERTIFICATE

No. Pendaftaran: GB3444124-174204
Registration No.:

Sijil ini adalah dengan ini diberi kepada:
This certificate is hereby issued to:

yang beralamat di:
which is located at:

Seksyen 5(1) Akta 737
Section 5(1) of Act 737

Tarikh Sah Pendaftaran: 11/06/2024 - 10/06/2029
Registration Validity Date:

i Tl Pl Bl ol BBl " B IS
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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 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.

KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY



LAMPIRAN 1
Attachment 1

No. Pendaftaran: GB3444124-174204

Registration No.:

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

Nama Peranti Perubatan DEEPZLEEP AMSONIC ELECTRIC POTENTIAL AND HYPERTHERMIA

Medical Device Name

Kelas CLASS B
Class

Kelompok FAMILY
Group

Nama dan alamat

Tarikh Sah Pendaftaran:

Registration Validity Date:

THERAPEUTIC DEVICE

Jenama
Brand

AMPOWER CO., LTD
el ol s i (e § et T ey T bl e

11/06/2024 -
10/06/2029

AMLIFE

pembuat: T
Name and address of g pemy
manufacturer "
APPENDIX
NO | NAME AS PER DEVICE LABEL | IDENTIFIER D e AFTION OF
: . Electric Potential and Thermal
1 ELE(:::C PS:?;':I and theipie: DeepZleep AmSonic DZ01 Therapy Device with mat size
Py 760mmx 1830x50mm
; : Electric Potential and Thermal
2 _I?Leecrtarlc ngi?ct'eal dnd Ty DeepZleep AmSonic DZ03 Therapy Device with mat size
Py 920mmx 1830x50mm
: ; Electric Potential and Thermal
3 ELe;rt;'lc PS:?;EI and el DeepZleep AmSonic DZ04 Therapy Device with mat size
Py 1220mmx1830x50mm
: . Electric Potential and Thermal
4 .E.Legrt;'c Pgée?ctleal and Thermal DeepZleep AmSonic DZ045 Therapy Device with mat size
Py Dev 1370mmx1830x50mm
; . Electric Potential and Thermal
5 .E.Le;rt:c Pg:?ct'eal and Thermal DeepZleep AmSonic DZ05 Therapy Device with mat size
Py 1520mmx1830x50mm
6 Electric Potential and Thermal | DeepZleep AmSonic DZM1(DZ _ELectnc Pgter}nal a_mhd Thermal
Therapy Device Lite) erapy Device with mat size
280mmx1060x25mm
"End Of Product List"

Halaman 1 daripada 1
Page 1 of 1




BESTC

STC (Guangdong) Company Limited

EC VERIFICATION OF COMPLIANCE

Reference Number: EMC-D247542V0OC

Applicant: Amlife International (HK) Limited
Flat 03-05, 16/F Grand Place, 560 Nathan Road, Kowloon, Hong Kong
Description: Electric Potential Thermal Therapy Home Use Device
Brand Name: DEEPZLEEP AMSONIC
Model:  (basic) Dz05
(additional) Dz01, DZ03, DZ04, DZ045, DZM1

We verify that the mentioned product complies with the requirements of the
EC Electromagnetic Compatibility Directive 2014/30/EU

Applicable Standard(s) with amendments:
EN IEC 55014-1:2021

EN IEC 55014-2:2021

EN IEC 61000-3-2:2019+A1:2021

EN 61000-3-3:2013+A2:2021

General Remarks:
This verification confirmation is only valid when used in conjunction with the technical file(s) refers to DM24040163.
This document applies specifically to the sample(s) investigated in the technical report mentioned above, and not to the bulk.

The CE marking as shown below can be affixed on the product after preparation of necessary conformity documentation, as

stipulated in articles of above Directive(s).
c € Test Laboratory
o

Authorized Signatory
www.gdstc.group Date of Issue: 2024-06-06




