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Smart Sleep Wellness Device: DeepZleep owns an
exclusive patent and is recognized by the Japanese
Ministry of Health, Labour and Welfare as
a family-used medical device. Its product functions
have been designed and researched and
meet various safety testing standards.

DeepZleep has also been recognized by
the Malaysian Medical Device Authority (MDA).
Its medical effect and quality are highly recognized,
and customers can use it with peace of mind.

Please scroll down to continue



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
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Kiyohito Nakai
Director, Medical Device Evaluation Division

Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare
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Japan Electrical Safety & Environment Technology Laboratories
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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 AL Certificate No: 118869
Issue Date: 16 September 2019

Valid Until: 16 September 2022
Managing Director EAC Code: 19
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IEC 60601-1
Medical electrical equipment

Part 1: General requirements for basic safety and essential performance

Report Reference No..................... : 19-05-VAE-002

Date of iSSU€ .....cooerriiiiiiiiiiieee. ;. 2020-07-14

Total number of pages .................. 51

CB Testing Laboratory................... :  Electronics Testing Center, Taiwan Product Safety Testing
Laboratory

Address.......ccocvemrrerrrrisicssnneeeeneennns :  No.8, Lane 29, Wenming Rd., Guishan Dist , Taoyuan City 33383,
Taiwan ,R.O.C.

Applicant’s name.......ccccceeveicccnnns :  Am Life International Sdn. Bhd.

Address.......ccooemmrerrriisicssnneeeeeeennns :  No. F-7-21, 101 Boulevard, Jalan Kenari 5, Bandar Puchong Jaya,

47170 Puchong, Selangor, Malaysia.

Test specification:

Standard ........ccccoiiiiinnirneee : IEC 60601-1:1988 + A1:1991 + A2:1995
Test procedure.........cccecveeriniinennnn. :  Testing

Non-standard test method............. N/A

Test Report Form No..........cccccceuens : IEC60601_1C_lI

Test Report Form Originator ........ ¢ Underwriters Laboratories Inc.

Master TRF ......ccccciiiiiiiniiierenies :  Dated 2011-11

Copyright © 2011 IEC System for Conformity Testing and Certification of Electrical Equipment (IECEE),
Geneva, Switzerland. All rights reserved.
This publication may be reproduced in whole or in part for non-commercial purposes as long as the IECEE is acknowledged as copyright

owner and source of the material. IECEE takes no responsibility for and will not assume liability for damages resulting from the reader's
interpretation of the reproduced material due to its placement and context.

If this Test Report Form is used by non-IECEE members, the IECEE/IEC logo shall be removed

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and
appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

Test item description..................... : DEEPZLEEP AMSONIC

Trade Mark........ccovvrmriienininnniennnnns :  AmlLife

Manufacturer......cccccceeeeeviriieecencinens . AMPOWER. Co., Ltd.

Model/Type reference...........c....... : DEEP ZLEEP 05, DEEP ZLEEP 03 and DEEP ZLEEP 01
Ratings......ccoeceeeeerierereeee e . DEEP ZLEEP 05:

220 V~, 50 Hz, 420 VA (Hyperthermia) / 28 VA (Electric Potential)

DEEP ZLEEP 03:
220 V~, 50 Hz, 320 VA (Hyperthermia) / 28 VA (Electric Potential)

DEEP ZLEEP 01:
220 V~, 50 Hz, 270 VA (Hyperthermia) / 28 VA (Electric Potential)




Mo. Siri:
Serial No.: I]ﬂ‘ll]ﬁl

ASAL
ORIGINAL
PIHAK BERKUASA ] Device MEDICAL DEVICE
PERANTI PERUBATAN ANTHORITT AUTHORITY
o . MALATSIA
PIHAK BERKL .nsn PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY
AKTA PERANTI PERUBATAN 2012 {AKTA 737)
MEDICAL DEVICE ACT 2012 {ACT 737)
SlJiL PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CERTIFICATE
Seksyen 5(1) Akta 737
Section 5(1) of Act 737
No. Pendaftaran: GB11209520-41032 Tarikh Sah Pendaftaran:  18/03/2020 - 17/03/2025
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: ~ Eiig Sy i fa- E—

This certificate is hereby issued to:

y I i
e Et A TR
W e————

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

AHMAD SHARIFF BIN HAMBALI

KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




LAMPIRAN 1
Attachment 1

MNo. Pendaftaran:

Registration No.:
Butir-butir peranti perubatan yang didaftarkan
Particulars of the registered medical device

Nama Peranti Perubatan ELECTRIC POTENTIAL AND THERMAL THERAPY DEVICE

GB11209520-41032

Medical Device Name

Kelas CLASS B Jenama
Class Brand
Kelompok FAMILY

Group

Nama dan alamat AMPOWER CO,, LTD

DEEP ZLEEP AMSONIC

pembuat: S bk AL Ll BRI e
Name and address of s f - o
manufacturer —
APPENDIX
NO | NAME AS PER DEVICE LABEL | IDENTIFIER m':': DESCRIPTION OF

Electric Potential and Thermal
Therapy Device

T60mmx1830mm ,215W

Electric Potential and Thermal
Therapy Device with mat size
760mmx1830mm

Electric Potential and Thermal

Electric Potential and Thermal

Therapy Device

2 920mmx1830mm 270W Therapy Device with mat size
Therapy Devce 920mmx1830mm

. ; Electric Patential and Thermal

3| e oeiee. and Thermal | 1520mmx1830mm 350W - | Therapy Device with mat size
1220mmx1830mm

. Electric Potential and Thermal

4 .f.:f:f;:;"g;i’;:f‘ and Thermal | 1370mmx1830mm 3500 | Therapy Device with mat size
1370mmx1830mm

N Electric Potential and Thermal

5 |B Potential and Thermal [ ,506 . 1830mm .410W Therapy Device with mat size

1520mm=1830mm

“End Of Product List*®
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