EU Certifica

for the assessment of the
technical documentation

e

S—

according to Regulation on In2uit]

Diagnostic Medical Devi ;///
(EU) 2017/746 /9{/;’/;«7a
As a Notified Body of the European -M

[~

Analyticon Bi

Single Registration Nu
Am Mihlenberg 10, 3510

~——

S

—
S —
—
—

e

A
T ———
S_——

e S eSS
e
—————

————
S
————— —

————

ey

————

S
-
=

R

-
——
~
S5

S———
o~

it

Sy
AT
T ——

\“
Ny
N
N T W
:\‘\\‘\\‘-‘f‘
Sl
oo
T ——
RS
T ———
e
WL, e v ==
e
e
—_——

ey
N
Y
N
\\\\\
NN
R
RRRRRR
AR
R
R
W

N
N
‘Q\\ N
N
N
‘s T
\\‘
RN

=N
XN
XN
=
W

AN

,§

N
NN

N
N\

\\‘:‘:\\

4
N
)
N
X

thatthetechnic nentation of the product(s) de ihedin‘the-annexton
|  Dygnsetic Medical Divices (E0) S0A7F746 The

the Regulation q l"///;/%./(///;/-o al Devic o:i;ﬂ‘ 4(/,’. e

results of the a .~,~7$ I{/&'ﬁ%j%m‘/ ".rT/f/m//{‘/.-’ /’;ﬁ"’;/“' ;

R
N
N
N
N
NN
N

N

‘/:‘ oraing-to Xt

N
\\g\\
N\
N

** ¥ * Benannt durch/Designated by

Zentralstelle der Lander &

Digitally signed by CORD | 4 | fir Gesundheitsschutz 2

///- JOHANNES WIORA * =R Kb Arznimittch tnd 3
Date: 2025-02-03 10:46:18+01:00 * e ** Medizinprodukten 2

* e K BS-IVDR-100

DEKRA Certification GmbH, Stuttgart, 2025-02-03
Notified Body ID number: 0124

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte Page 1 of 4


https://dekra-sign.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAvl8d_MeXqSREzdk0A9KOumH3aI9EKOFH

Annex to the EU Certificate no. 51546-71-

This certificate covers the following devices / groups of devices:

Class B, Near patient testing

Basic UDI-DI: 426003371CSLY

Device Name: Urine Test Strips for visual and
semiautomated evaluation

Model: see list below

Type: W0101060204 urine multi-constituent test
strips (manual)

Conformity assessment procedure: Annex IX,
Chapter Il Section 4, and 5.1, and Chapter llI

Intended Purpose:

Urine test strip as an in vitro diagnostic
for use as a preliminary screening s‘;“ giﬁ.‘ﬁ
liver diseases, haemolytic disease wjdﬂ én
kidney disorders and metabolic a//b;ﬁ/ ﬂr#&
rapid semi-quantitative determination ¢ ,‘
combinations of the parame

blood, creatinine, glucos

microalbumin, nitrite,
and urobilinogen i
The product j

be used.i
/
model / material number: /%ﬁ
7 f
CombiScreen® Glu Plus f
. . 7
CombiScreen® Nitrit P
55
CombiScreen® 3 PW W
' 77 ]
i , Y,
CombiScreen® 3«/‘;/2 ’,’1,,’1,’,/,/’,/,/’,/,/,’/,’/,

CombiScreen®

CombiScreen® +

CombiScreen® 9 Plus

AN

CombiScreen® 9+Leuko Plus

CombiScreen® 9+Leuko Plus

CombiScreen® 10 SL Plus

CombiScreen® 5SYS Plus 94109
CombiScreen® 7SYS Plus 94110
CombiScreen® 7SYS Plus 94110A
CombiScreen® 11 SYS Plus 94100
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CombiScreen® 11 SYS Plus 94150
CombiScreen® mALB/CREA 94025
CombiScreen® 12SYS Plus 94400
CombiScreen® 12SYS Plus 94450
UDStrip-12 967 200
UDStrip-12 967 201
CombiScreen® GP 93104
CombiScreen® 3 93108A
CombiScreen® GAK 93107
CombiScreen® GAK 93107A /////////////////////
CombiScreen® GPK 93105 /////////////////
CombiScreen® 10SL 93
CombiScreen® 10SL 7
/

CombiScreen® 10SL 7 I
CombiScreen® 10SL 77 7
CombiScreen® 10 SL ECO o ﬁ* ;
CombiScreen® 10 SL o

L

i
CombiScreen® 118%/
il

CombiScreen® 11

o100
150

1]

177}

meditrol® 3 PRO,?",/@Z/
1111]

i
meditrol® 6 PRCRT’ ;’.;

/

7

iy
meditrol® 10+Leu

o
| :’f// /ﬁi/é//,/

/1],

RAPID-SCAN 6-SN +

RAPID-SCAN 8SL +

AN

~ |01-04-41

RAPID-SCAN 7SYS +

RAPID-SCAN 11SYS + 01-04-31
Megutest 7 + Vitamin C Filter 2012
PM-U10-Test UT10100
Uri-Screen 10 20110
Uri-Screen 11 20111
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WiduMed Urinteststreifen 10 wi-urs10-100

WiduMed Urinteststreifen 5 wi-urs5-100
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URINE SCREEN 10 24073 &\
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URINE SCREEN 11 24074
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