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EC Certificate

Full Quality Assurance System
Directive 92/42/EEC on Medical Devices (MDD}, Annex I} excluding (4}
(Devices in Class lla, b or i)

No. G1 032913 0039 Rev. 00

Manufacturer: Ningbo David Medical

Device Co., Ltd.

No .2, Keyuan Road

Shipu Science and Technology Park, Xiangshan
315731 Ningbo, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Ningbo David Medical Device Co ., Ltd.
No 2, Keyuan Road, Shipu Science and Technology Park,
Xiangshan, 315731 Ningbo, Zhejiang Province, PEOPLE'S
REPUBLIC OF CHINA

Product Category(ies): Infant Incubator, Transport Incubator,
infant Radiant Warmer,
Neonate Bilirubin Phototherapy Equipment,
Infant T-piece Resuscitator

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This qualty
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex I (4) certificate is mandateory. See
also notes overleaf.

Report No.: SH19011EXTO01
Valid front: 2019-10-10
Valid untif; 2024-05-26
Date, 2019-10-10

Digitally signed by Trocin Caterina
Date: 2020.05.23 19:12:09 GMT+03:00
Reason: MoldSign Signature

Location: Moldova

[ foer

Stefan Preil
Head of Certification/Notified Body

Fage 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no 0123
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Certificate

No. Q5 032913 0038 Rev. 00

Product Service

Holder of Certificate: Ningbo David Medical

Device Co., Ltd.

No 2, Keyuan Road

Shipu Science and Technology Park, Xiangshan
315731 Ningbo, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA

Fac“;ty(ies): Ningbo David Medical Device Co., Ltd.
No.2, Keyuan Road, Shipu Science and Technology Park,
Xiangshan, 315731 Ningbo, Zhejiang Frovince, PEOPLE'S
REPUBLIC OF CHINA

Certification Mark:

tuv-sud.comips-cen

Sco pe of Certificate: Design and Development,
Production and Distribution of Infant Incubator,

Transport Incubator, Infant Radiant Warmer,

Neonate Bilirubin Phototherapy Equipment,

Far-Infrared Radiant Heater, Low-Pressure Aspirator,
Breath Resuscitation Bag, Infant Non-contact Oxygen Hood
Infant Bed, Infant Head Fixing Unit

Medical Air/Oxygen Blender,

Infant T-piece Resuscitator

Applied Standard(s): ENIS0 139852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2018)
DIN EN ISO 134852016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1801124
Valid from: 2019-06-27
Valid until: 2022-05-31

[ £

Date, 2019-06-27 Stefan Preill
Head of Certification/Notified Body

Page 10of 1
TUV SUD Product Service GmbH » Certification Body * Ridlerstrale 65 + 80339 Munich « Germany
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Management Service

CERTIFICATE

~ The Certification Body
of TUV SUD Management Service GmbH

certifies that

Panasonic Electric Works Europe AG

Robert-Koch-Str. 100
85521 Ottobrunn
Germany

has established and applies
a Quality Management System for

Sales of electromechanical and electronic
components, Industrial Automation Products
and associated Software, Home Appliances and
Photovoltaic Panels Development of Industrial
Automation Products and associated Software.

An audit was performed, Report No. 707079632.

Proof has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.

000N
The certificate is valid from 2018-04-27 until 2021-04-26..

Certificate Registration No.: 12 100 55364 FMSuz, .,

- Alkrednerungsstelie
Product Compliance Management Ll o
Munich, 2018-02-22

TOV SUD Management Service GmbH ¢ Zertifizierungsstelle » RidlerstraBe 65 « 80339 Minchen  Germany
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USOC MEDICAL
20 Morgan, Irvine, C4 92618 United States

r{_.#ctu.vuﬁ._: cuf{uf tfw L\“nguzutf.on) and fze zl:y J.»::fla’iz H;;,lt

Tf}gunzuhou £s dir 5:.:,-zfu THLIILE with:
ISO 9001:2015

This :f\ujre*fzuﬂrw isin s ‘J“:.'“f to the fs.u.."_' owirnzg saope:

Refurbishing, Purchasing and Sale of various Biomedical Devices for the Healthcare Industry
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Tém Bobom_ President

Perry Johnson Registars, Inc. (PTR)
755 West Big Beaver Road, Suite 1340
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