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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: 301AKBZX 00030000
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

therapy apparatus and electro massage.
(Design and manufacturing process: outsourced)

has been assessed and registered by NQA against the provisions o

BS EN ISO 13485 : 2016

to the above standard, which will be monitored by NQA.

}\/w ' Certificate No:

Issue Date:

: : Previous Certificate Expiry:
Managing Director Reissued

Valid Until:
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The use of the UKAS Accredilation Mark indicates accredilalion in respect of Lhose aclivities covered by the accreditation certificale number 015 held by NQA.

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

f

This registration is subject to the company maintaining a quality management system,

118869
16 September 2019
16 September 2022

: 20 September 2022

16 September 2025

NQA is a Irading name of NQA Cerlification Limiled, Registration No. 09351758, Regi Office: Warwick House, Houghton Hall Park, Houghlon Regis, Dunstable, LUS 5ZX, UK,

This cerlificale is the property of NQA and musl be relumed on request
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The use of the UKAS Accreditation Mark indicates accreditalion in respect of those aclivities covered by the accreditation certificate nurmber 015 held by NQA.
NQA is a trading name of NQA Cerlification Limited, Registration No. 09351758. Ragisterad Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returmed on request.
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PIHAK BERKUASA

- MEDICAL DEVICE
PERANTI PERUBATAN Device

AUTHORITY AUTHORITY
(/7 LEESEN

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

No. Pendaftaran: GB3444124-174204 Tarikh Sah Pendaftaran: 11/06/2024 - 10/06/2029
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: Tl ol B e e " I
This certificate is hereby issued to:

. v |, g S —r
yang beralamat di: "
which is located at: 171 " ™

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
Medical Device Name

Kelas CLASS B
Class

Kelompok FAMILY
Group

Nama dan alamat

Tarikh Sah Pendaftaran:

Registration Validity Date:

Jenama
Brand

AMPOWER CO., LTD
el ol ey it i——— (e § it T ey T bl e

11/06/2024 -
10/06/2029

DEEPZLEEP AMSONIC ELECTRIC POTENTIAL AND HYPERTHERMIA
THERAPEUTIC DEVICE

AMLIFE

pembuat: el ha
Name and address of i
manufacturer T
APPENDIX
NO | NAME AS PER DEVICE LABEL | IDENTIFIER f.‘r:'lf: RE2 CHIFTION OF
; . Electric Potential and Thermal
1 ELES: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 did Thepma) DeepZleep AmSonic DZ03 Therapy Device with mat size
Py 920mmx 1830x50mm
. k Electric Potential and Thermal
3 ELe;rt;'lc PS:?;EI and Themma! 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 ey 1370mmx1830x50mm
} X 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 Thermai
Therapy Device Lite) erapy Device with mat size
280mmx1060x25mm
"End Of Product List"
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