Precision and Safety

Carrier-frame for hip-ultrasonography



GRAF Baby-Sono-Fix Ver. 1

Intended Use

Sono-Fix assures an exact hip-ultrasonic-testing for babies up to the age of one year. It is
possible to fix the baby exactly in a lateral position for reaching precise ultrasonic scans.

It's a medical device of category | in terms of the European directive 93/42/EC in the valid
version.

The carrier-frame, consisting of high-quality materials, enables a quick and gentle examination
without outside help.

Placement:

The Sono-Fix may only be placed on flat, horizontal and dry (non-
slippery) surfaces!

The Sono-Fix may only be used with the carrier-frame, which is properly fixed on the base plate
(picture 6: correct mounted fixing-strap).

All materials are washable (see chapter “cleaning”, page 3). Due to hygiene factors the Sono-
Fix should only be used with a proper cover-drapery/nappy (if necessary aseptic). The used
materials and those surfaces respectively are NON-ASEPTIC.

Please also consider the material data sheet of the used cellular material (page 5).

nappy

‘ﬁ cover-drapery

picture 1

Never leave the baby lying unattended inside the Sono-Fix!

DANGER
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Buildup

The Sono-Fix consists of:

pillow
SAF-nap inlay

fxing-strap
fixing-eyelet

carrier-frame

base plate

picture 4
For an improved ultrasonic sensor movement a Sonoguide can be used optionally.

The SAF-nap inlay (visco-elastic
material) and the pillow-cover can
also be delivered individually.

.“?"picture 5

Cleaning

Parts of the cellular material and the base plate:

To clean the Sono-Fix the carrier-frame can be flapped up
(picture 2). For this step the fixing-strap must be pulled
out of the fixing-eyelet (picture 6).

The cleaning is carried out with disinfectant (formalin-
dilution, light-duty detergent, etc.) and by a temperature of
max. 50°C.

Pillow-cover
The pillow-cover can be removed easily from the pillow. It's pre-laundered and can be washed
with light-duty detergent and a temperature of 30°C.
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Storage

The Graf Baby-Sono-Fix has to be stored in a dry place and under prevention of direct
insolation.

Marking

The Sono-Fix is marked with following information on the back of the base-plate:

Tapezierer- & Decorateur- Meisterbetrieb
Gebr. HIRSCHBECK GmbH

Serial - Number: A F - Baby-Sono-Fix 8843 St. Peter am Kammersberg 161
XXXXXXXXXXX f‘, AUSTRIA
‘, Phone.: +43 664 5238930
. | Fax.: +43 3536 8235 14
Production date: Medical device of cat. | e-mail: info@hirschbeck.eu
www.hirschbeck.eu
DDMMYY NON-ASEPTIC

Made in Austria
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