@:emko
CERTIFICATE

Enagic Co., Ltd.

Katano City, Osaka Pref., Japan

has implemented and maintains a

Quality Management System for Medical Devices which fulfills Nemko’s
provisions for Management System Certification and the requirements of the
following standard

ISO 13485:2016

The certificate covers the following activities:

Design, Manufacture, Sales, Servicing and Distribution of
Electrolysis Water Generators for Medical Use

Oslo, 2025-12-10

/Helena Vogl als
emko Scandinavia AS, Certification Department lQI
NORWEGIAN
ACCREDITATION
First time issued  2017-08-02 Hemeo

Expires 2029-04-27

Nemko Scandinavia AS, Philip Pedersens vei 11, P.O. Box 91, 1325 Lysaker, Norway - Enterprise Number NO927845687




@emko

Certificationdocument

Certification document no: 908353

Company name:

Enagic Co., Ltd.

1-40-1 Hoshidakita, Katano City, Osaka Pref., 576-0017, Japan

The certification also covers the following departments and activities:

Enagic Co., Ltd.
1-40-1 Hoshidakita, Katano City, Osaka Pref.,
576-0017, Japan

Management, Design, Manufacture,
Distribution, QA

Enagic Co., Ltd. Osaka East Wing Factory _
1-38-17 Hoshidakita, Katano City, Osaka Pref., Service
576-0017, Japan

Enagic Co., Ltd., Hirakatakasuga

Purchasing Headquarters

1-13-1, Kasugakitamachi, Hirakata City, Osaka Pref.,
573-0137, Japan

Purchasing and Warehouse

AQUA Process Inc.
1-38-17 Hoshidakita, Katano City, Osaka Pref., Sales
576-0017, Japan

The certification according to ISO 13485:2016
was initially granted on 2017-08-02 in accordance with rules and regulations laid down by
Nemko Scandinavia AS and Norwegian Accreditation (NA) as defined on the contracts last page.

The certification is granted under the condition that surveillance of the system is executed as a
minimum once a year. The certificate expires 2029-04-27.

Oslo, 2025-12-10

Melena Vogl
emko Scandinavia AS, Certification Department

Certificate number: 908353
First time issued: 2017-08-02
Expires: 2029-04-27

Nemko Scandinavia AS, Philip Pedersens vei 11, P.O. Box 91, 1325 Lysaker, Norway - Enterprise Number NO927845687




