> Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.

T.a.v. de heer R. Luo
Olympisch Stadion 24
1076 DE Amsterdam

Datum: 14 oktober 2020

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

Betreft: exportverklaring(en) medische hulpmiddelen/AIMD/IVD/MDR/IVDR

Geachte heer Luo,

Hierbij ontvangt u de door u aangevraagde exportverklaring(en) voor:

SAUDI ARABIA (29350)

Met vriendelijke groet,
Farmatec

//9

F.].J. de Bas

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen bij:
F.J.]. de Bas

medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20204959

Bijlagen
1

Uw aanvraag
13 oktober 2020

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en het
kenmerk van deze brief.



Ministry of Health, Welfare and Sport
CIBG

P.O. Box 16114

2500 BC The Hague

THE NETHERLANDS

Free Sales Certificate

The undersigned herewith declares that according to the Decree on Medical Devices, which is
based on Regulation (EU) 2017/745}%,

SUNGO Europe B.V.
Olympisch Stadion 24
1076 DE Amsterdam
THE NETHERLANDS

acts as authorised representative of the manufacturer.
The manufacturer:

Jiangsu Saikang Medical Equipment Co.,Ltd.

No.35 Lehong Road, Modern Agriculture Demonstration Park,
Zhangjiagang City, Jiangsu Province

CHINA

which has its authorized address in the Netherlands and is authorized to manufacture and/or
supply the medical device/devices mentioned below:

Electric Hospital Bed
Electric Operating Table
Manual Hospital Bed
Medical Trolley
Operating Table
Stretcher

This device/these devices, that has/have a CE-marking, may be placed on the Dutch market and
on the markets of the other Member States of the European Union. This Free Sales Certificate
may only be used for export outside the European Union.

The present Free Sales Certificate is drawn up at the request of the interested party in order to be
submitted to the Health Authorities of SAUDI ARABIA.

This Free Sales Certificate is valid up to and including October 13, 2025.

The Hague, October 14, 2020

are and Sport

Our reference: 20204959
Certificate number: 29350

! Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending
Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives
90/385/EEC and 93/42/EE.
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