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Manufacturer
Name
Address
Single Registration Number

declarcs, sole responsibility, that the following product
Generic Dcvice Group:
Type:
Model (Product Name):
Basic tJDI-DI:
lntended Purpose:

C lassification:

Serial NLrrnber:

EU DECLARATION OF CONFORMITY

KONICA N,IINOUIA,INC.
I Sakura-machi. Hino-shi. Tokyo, 191-85 I [. Japan

Pending

Laser Imagers
LASITR IMAGER
DRYPRO SIGMA
4560141920000488M
'l'hc device is intended for use in the acqtrisition and process ol
radiographic irnages of human anatomy. lt is intended to replace

radiographic tlhn/scleen system in general-pulpose diagnostic
procedures.
Class I, Rule l, according to Annex VIII of RECUI,ATION (EU)
20111145
frorn A4A9-016984 to A1A9-999999 (A4A9)
from A4AA-016984 to A4AA-999999 (A4AA)

referred to in this declaratiom conforms with the follorving f,U law(s):
REGULATION (EtJ) 20111745, confirtned by the procedure of its Annex IX.
DI RECTIV E 20 1 41 53 I EU and Directi ve 20 1 | I 65 IEU

ancl conlbrrns with the following standard(s):
EN lS0 13485:2016. EN ISO 14911 2012, EN 1041:2008,
I1N ISO 15223-1:2016, EN 60601-l:2006+Al:2013, EN 60601-l-2.2415,
EN 60601- l -6:201 0+A I :2015. EN 60825- I :2007, EN 62366:2008+ A I :20 I 5,

IIN 62304:2006 fbr REGU LAf ION (EU) 20 11 11 45 ,

EN 300 330 V2,l.l for DIRCTIVII2014/53/EU,
EN IEC 63000:201 8 fot Directive 20ll l65lEU

nnd that this dcclaration is valid upon approval fnr nelease ofeach pnoduct"

EU Represcntative
Nanre Konica Minolta Busittess Solutions Europe GrnbH
Address Capcllalaan 65,2132 JL, Hoofddorp. The Nethellands
Singlc Registration Number Nl--AIt-000002026

Signed for and on behalfofmanufactuner:
Tokyo Japan, 2021 -04-22
(Place and date ol issue)
T.IAJIME NOZAWA
General IVIanager.

QuaIity Assulartce Operatitrns
Healthcare Business Unit
Flealthcare Business I leadquarters
(Name, tunction) (Signature of equivalent
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