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EC Declaration of c
This Declaration o,f Conformity is

According to Med:ical Device
Manufacturer :

Address

declares, in sole responsibiliry, tlat
Product Name :

Model Name :

Parts Number :

MDD Classification;
GMDN Code
UMDNS Code

are compliant with,A,nnex I of the Fdll

Directive:
Medical Device Directive :

Standards:

I\{DD : E}tr60601-t:2006+A.1

The company's Quality Systern
as amended by Z007A7|EC , which
Tif lystrasse 2,9043)l Nuremberg,

The company namecl above will keep on
*operating and maintenance instructions
*technical drawings
+description of measures designed to
sother technical docramentation, e.g,

Importer/Distributor and Authorized
Shimadzu Europa GmbH
Af bert-Hahn-Stra sse 6- I 0, 4'I 269 Du

Note: This declaration becomes intali
manuf-acturer's consent.

Refer to Tec,hnical file for

24- Nov. 2020 _(issued date)

Department,

C € org;l
zlcCM-0070AF

IIb
37
184q0

EI\l 60601-1-6:201d+A
EI\I62366:2008,

EI,iTISO r5223-r:2dL

nformity
to each product release.

I Systems Division
KYO-KUW

o-KU, KYOTO,604_35

lowing product

System
Pro

00-01, -02, -03, -06, -11, .-16, -
, -23, -26, -4r, -42,..43
, -02, -03, -04, -20,..2L,

ng Directives and Standtards.

t+412, EN60601-1.-2:20

IO,
I, JAPAN

-31, -32, -33, -40, -47r-4Zr-43

EN 60601-1-3:2008+41,
1, EN 60627:2001,

EN ISO 1041ri1008,

93l42lEEC as amended by Z00It4TtEC
DZU CORPORATIONSH

Me
l, 

^\
NA

10)

EN 60601-?-54
EN 62290-1.:2004,

EI\IISO 10993-1: AC:2010, EN ISO 1497r:20
EN 62304:2006+

with the requirements ofrlnnex , excluding Section 4..tor 93l4ZlEEC
ified by TUV Rheinland Products GmbH:
(Notified under No. 0Jt9T) as No.r HD 60147504 0001

for review the following documentation:

conformiry
ty assurance measur€s for desi production

tive in EU

Germany

if technical or operational fications are inhoduced without th,e

ed Pro ZCCE-00?OAU

I
I

(signature)

full name)
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