Declaration of Conformity
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AGFA HEALTHCARE N.V.

Septestraat 27, 2640 Mortsel, Belgium

declares that the product '

Category: Films for mammography

Type: Mamoray HDR
Mamoray HDR PQ [ e }
Mamoray HDR-C .
Mamoray HDR-C Plus —
Mamoray HDR-C Plus PQ | Vil
Mamoray HT ! T

Application: Mammographic Radiology i - L ,
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complies with the reqmrements of the. QBIAZIEEC Dlrectlve (Mpdlcal Device) via the
Swedish Law Leglslqtlon LVFS 2003:1 J|,«'=|qd that for %hls Clas ﬂ,s lla device the
procedures of Annex Ml in combmatlbh Wwith the prngdure*of Annex V have been

applied in orde‘r to marK the device wjth the F{IE “label. L«
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The notified body mVofved lﬁ t'he\ ove speclf‘e“d Procedures is Intertek Semko AB

holding the reglstratl‘on humber 04 I/“‘-'f‘ o~
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In case of productbhanges not- acg_qpted in wrlhng by AGFA thls declaratlon will expire.
This declaration |s‘va Jid maxnmum for 5 years after~the s:gnature date

P03|t|on/Date/S|gna1;0re “_j
e oy g
27 -02- 2017 M——;
A
Paul Merckx

Director Agfa HealthCare Quality Assurance & Regulatory Affairs
Business Division Imaging
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Declaration of Conformity

C€

AGFA HEALTHCARE N.V.
Septestraat 27, 2640 Mortsel, Belgium
t the product sk
declares that the produ Ff\ ( {
il O
Category: Ortho Chromatic Film for screen-film Radi graph{
Type: CP-GL / .
Ortho CP-GU / I
Ortho CP-GU M \ S /
Ortho CP-G Plus 7 / l
Radiolix G Plus ;/ )
Application: General Radiology R 7
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complies with the reqf.ﬂ_l‘ements of the 93/42/EE Directi\(‘rg.(m dical Device) via the
Swedish Law Legisldtio YLVFS 2003: d that for lass lla device the
procedures of Anne “in combinati h pr
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Annex V have been
applied in orde t E
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The notified body in\%edj“’ ove spe;fﬁ d proceé;:res is Intertek Semko AB
holding the registrat angule '
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In case of product f:hé)ngas not c;zepted in Izﬁting b?‘;@":‘ﬂ \is declaration will expire.
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This declaration 161- id mam:‘}n-r or 5 yea aftelgl%g% gnat r te
Position!DatefSignatu}e"P‘ y Mo
13 -05- 2016 W
C

Paul Merckx
Director Agfa HealthCare Quality Assurance & Regulatory Affairs
Business Division Imaging
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