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Certificate no.: C575605
Place and date: Hovik, 05 September 2025

Jurisdiction

Application of Regulation 2017/745 on medical devices, implemented in Norway by Act 7 May
2020 no. 37 on medical devices and Regulation 9 May 2021 no.1476 on medical devices by the

Norwegian Ministry of Health and Care Services.

Certificate history:

Intended Purpose / Use:

Revision Description Report No. Issue Date
0.0 Original Certificate 2804375 05 September 2025
Products covered by this Certificate:
Product Description Product Class*
(and intended purpose for class llb) Name
Equipment for diagnostic medical X-ray systems

Celex, right
Intended Purpose / Use: side
The Celex is an all-digital multipurpose tilt-C X-ray system, suspended
intended for a multitude of diagnostic procedures, table
including universal radiographic, radioscopic and (Ref.
fluoroscopic diagnostic X-ray, interventional procedures, 03200000) m
vascular and non-vascular procedures, and specialized
applications including angiographic studies of the entire Celex, left
body on adults and pediatrics. side

suspended
The Celex system is only intended for operation by trained | table
and qualified personnel. (Ref.

03200010)
Equipment for diagnostic medical X-ray systems Intelli-C EU
Intended Purpose / Use: right side

suspended
The Intelli-C is an all-digital multipurpose tilt-C X-ray table
system, intended for a multitude of diagnostic procedures, | (Ref.
including universal radiographic, radioscopic and 03500000)
fluoroscopic diagnostic X-ray, interventional procedures,
vascular and non-vascular procedures, and specialized Intelli-C Iib
applications including angiographic studies of the entire EU. left
body on adults and pediatrics. side
The Intelli-C system is only intended for operation by ts:bslzended
trained and qualified personnel.

(Ref.

03500010)
Equipment for diagnostic medical X-ray systems Adora DRi

lIb
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The Adora DRI x-ray system is a direct radiography,
universal, permanently installed diagnostic x-ray system
with a flat panel detector, which allows the acquisition of a
wide range of x-ray examinations.

The Adora DRI x-ray system is intended for use by trained
and qualified personnel on the whole body of both adult
and pediatric patients, and exposures may be taken with
the patient in supine, standing, or sitting positions as well
as with the patient in e.g. a wheelchair or on a stretcher.

Equipment for diagnostic medical X-ray systems
Intended Purpose / Use:

The Adora DRFi is a direct radiography and radioscopy,
universal and permanently installed diagnostic X-ray
system with a flat panel detector, which allows the
acquisition of a wide range of X-ray examinations. It is
intended for use in generating diagnostic radiographic and

radioscopic images of human anatomy.
Adora DRFi
The Adora DRFi X-ray system is intended for use by I1b

trained and qualified personnel at the entire body of both
adult and pediatric patients, and exposures may be
acquired with the patient in supine, standing or sitting
positions as well as with the patient in e.g. a wheelchair or
on a stretcher. Radiographic procedures can take place
with the detector in free position as well as fixed in the
docking station; whereas radioscopic procedures may only
take place when the detector is fixed in the docking
station.

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address

NRT X-ray A/S Birkegardsvej 16, 8361 Hasselager, Denmark

EU Representative

N/A
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Terms and conditions
The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended, concerning
liability of defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and
uphold it so that it remains adequate and efficient.

The Manufacturer shall inform the Notified Body of any intended updating of the quality
system and the Notified Body will assess the changes and decide if the certificate remains
valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies
the quality system. Notified Body reserves the right, on a spot basis or based on suspicion, to
pay unannounced visits.

For the class Ill devices and llb devices falling under Article 52 (4) covered this certificate is
dependent on the continued validity of the EU Technical Documentation Assessment
Certificate, covering the devices.

The following may render this Certificate invalid:

Changes in the quality system affecting production.
Periodical audits not held within the allowed time window

Specific conditions - Class | devices, Systems and Procedure Packs:

For class | device being placed on the market in a sterile condition, Class | devices with a
measurement function and class | devices being reusable surgical instruments covered by
this certificate the audit by the notified body of the quality management system was limited to
the aspects required under article 52(7) of the regulation.

For system and procedure packs being placed on the market in a sterile condition, covered
by this certificate the audit by the notified body of the quality management system was
limited to the aspects required under article 22(3) of the regulation.

For Custom Made Class lll implantable device the certification only relates to the Quality
management system. Technical documentation assessment and issuance of EU Technical
Documentation Assessment Certificate does not apply.
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