Declaration of Conformity
Agfa NV

Septestraat 27, 2640 Mortsel, Belgium f-r-“'*~

NS (

declares that the product ;
J

Name: Ortho CP-GU 1 M)
| Ortho CP-GU M / P S|
Ortho CP-G Plus pu S/

Radiolix G Plus f Fa d ™

Application: General Radiology " [} '2 ”

Ny e

complies with the reguirements of the | ?3/42/@33 Dlrdptlvgf(Medlcal Device) via
the Swedish Law Leglsl ion LVFS 200311, ar\d that foﬂhj,g. Class lla device the

procedures of Annex ll.have been applled |n lorder tq Qarig the device with the
CE-label. 4”*1 - k Y4 e _g )

L\——« Low)
?

3 4 - H%! o e

'\

The notified bo‘ﬂy l’nvobged ||1{he ove specmed procedures is Intertek Semko AB

holding the registration numl‘p’m:lk «’““ e 3
LEL__, . \k | SO
g M"’ o
. o f_,}”mxf«f" ".\
i—h %r\b‘v& r;ﬁ‘ _\—/}’. Y
In case of product changes nsgl\accepted |?\ wntmgﬁyrAgfathl declaratlohf;vﬂl expire.
This declaration is vahd maximum for5 ye«':l;[s*ajterE the signature” da,ef\j:
l-\.' km"”‘»ﬂ-{ \'w l\. ’ .1‘
/ U G
Position, Slgnaturéq &Pate A M e 2
L —ye %A
F "\.a"—’ R ~';‘~“ . ""\55
S, ox

14 -02- 2019

Paul Merckx

Head of Quality Assurance & Regulatory Affairs
Agfa NV

DoC Ortho CP film (201802M3igned by Belan Irina
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