DECLARATION OF CONFORMITY CE-! | )

Manufacturer:

CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-StraRe 6, D-69151 Neckargemiind
Phone: +49 6223-80094 00 Fax: +49 6223-80094 99

Revision: | 30/01-2020

Valid until: | 30/06-2021

As exclusively responsible manufacturer we herewith declare that the below mentioned products
meet the provisions of the Council Directive Annex | 98/79/EC for in vitro diagnostic medical
devices. All supporting documentation is retained under the premises of the manufacturer.

Supervising authority : Regierungsprasidium Karlsruhe
Notified Body: mdc medical device certification GmbH
Kriegerstralle 6
Identification Number: 0483 70191 Stuttgart
Germany

For devices listed in List A and B of Annex I, the
manufacturer has applied the procedure for the EC
Declaration of Conformity in accordance with Annex IV
(Full Quality Assurance), for all other devices the
procedure according to Annex llI of Directive 98/79/EC
has been applied.

Conformity Assessment:

Place, Date of Issue: Neckargemuind, 30/01-2020
Signature of QMB:
(Vanessa thter) , CE-IMMUNDIAGNOSTIKA GmbH

KarH_andsteiner-Str. 6

69151 Neckargemiind
r}C‘ Tel. +49 (0)6223 - 80094 00
Fax +49 (0)6223 - 80094 99

www.ceimmundiagnostika.com

Digitally signed by Talpis Andrei
Date: 2020.12.02 12:43:21 EET
Reason: MoldSign Signature
Location: Moldova
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Products: List A/List B

REF / Catalogue Product designation Clone Classification
No.

A-mono-11H5-10 Anti-A A-11H5 A-11H5 List A
A-mono-BIRMA-10 Anti-A Birma-1 BIRMA-1 List A
B-mono-6F9-10 Anti-B B-6F9 B-6F9 List A
B-mono-LB2-10 Anti-B LB-2 LB-2 List A
AB-mono5E10-10 Anti-AB A-5E10-B-2D7 A-5E10+B-2D7 List A
C-mono-MS24-05 : )
C-mono-MS24-10 Anti-C MS24 MS-24 List A
C-mono-MS273-05 ! .
C-mono-MS273-10 Anti-C MS273 Ms-273 List A
c-mono-MS33-05 ; :
c-mono-MS33-10 Anti-c MS33 MS-33 List A
c-mono-MS35-05 ; :
c-mono-MS35-10 Anti-c MS35 MS-35 List A
D-mono-MS201-10 Anti-D MS-201 MS-201 List A
D-mono-RUM-10 Anti-D RUM-1 RUM-1 List A
D-mono-blend-TH-10 Anti-D blend TH-28/MS-26 TH-28/MS-26 List A
D-mono-blend-175-10 Anti-D blend 175 2-415 1E4 D175-2;D415 1E4 List A
D-inco-10 Anti-D incomplete - List A
E-mono-MS12-05 ! ]
E-mono-MS12-10 Anti-E MS12/MS260 MS-12/MS-260 List A
E-mono-MS80-05 , .
E-mono-MS80-10 Anti-E MS80/MS258 MS-80/MS-258 List A
e-mono-MS16-05 ) .
e-mono-MS16-10 Anti-e MS16/MS21/MS63 MS-16/MS-21/MS-63 List A
e-mono-MS62-05 ! .
e-mono-MS62-10 Anti-e MS62/MS69 MS-62/MS-69 List A
Kell-mono-MS56-05 A .
Kell-mono-Mss6-10 | Anti-Kell MS56 MS-56 List A
Kell-mono-AEK4-05 . .
Kell-mono-AEK4-10 Anti-Kell AEK4 AEK4 List A
E::::gggm:?g Anti-Kell coombsreactive " List A
E;::gggm:gg Anti-Fy2 coombsreactive - List B
E;Egggm:gg Anti-Fy® coombsreactive - List B
jt::gggm:gg Anti-Jk? coombsreactive : List B
jtg_ggg:_gg Anti-Jk® coombsreactive . List B
Jka-mono-MS15-02 ! ;
Jka-mono-MS15-05 Anti-Jk® MS15 Ms-15 List B
Jkb-mono-MS8-02 ] :
Jkb-mono-MS8-05 Anti-Jk> MS8 MS-8 List B
AHG-green-Ka-10 AHG polyspez.-rabbit - List B
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Self declared other products

s-mono-P3BER-05

REF / Catalogue Product designation Clone Classification
No.

A1-Lekt-05 ; :

A1-Lekt-10 Anti-A1 Lectine - other products
Cw-mono-MS110-02 .

Cw-mono-MS110-05 | Ant-C* MS110 MS-110 other products
Cw-inco-02 Al

Cw-inco-05 Anti-C¥ incomplete - other products
Dia-coom-02 Anti-Dia coombsreactive - other products
H-mono-1093-05 ;

H-mono-1093-10 Anti-H (A2) 10934C11 10934C11 other products
H-Lekt-05 ; :

H_Lekt_1o Ant|'H (A2) LeCtlne - other prodUCts
cellano-coom-02 ! .

cellario-coom-05 Anti-k cellano coombsreactive - other products
Kpa-coom-02 Anti-Kp@ coombsreactive - other products
Kpb-coom-02 Anti-KpP coombsreactive L other products
KontRea-inko-10 Control reagent incomplete - other products
KontRea-mono-10 Control reagent monoclonal - other products
Lea-mono-LEA-02 .

Lea-mono-LEA-05 Ant-Lef LEAZ LEA2 other products
Leb-mono-LEB-02 s

Leb-mono-LEB-05 AtELeLECE LEB2 other products
Lua-coom-02 Anti-Lu® coombsreactive - other products
Lub-coom-02 Anti-Lu® coombsreactive - other products
M-mono-11H2-02 .

M-mono-11H2-05 Anti-M 11H2 11H2 other products
N-mono-1422-02 ¢

N-mono-1422-05 Anti-N 1422C7 1422C7 other products
P1-mono-650-02 ¢

P1-mono-650-05 Anti-Fd B0 650 other products
S-mono-MS94-02 )

S-mono-MS94-05 Anti-S MS94 MS-94 other products
Sgggg:gg Anti-S coombsreactive 5 other products
s-mono-P3BER-02 Anti-s P3BER AR ALY

s-coom-02
s-coom-05

Anti-s coombsreactive

other products

Wra-coom-02

Anti-Wr2 coombsreactive

other products

Xga-coom-02 Anti-Xg® coombsreactive - other products
IgG-coom-10 Anti-lgG monospez. Sheep - other products
AlselL6-500 Alsever’s solution - other products
AlbuLi-10 Albu-LISS reagent - other products
Liss-10 LISS reagent - other products
BromL6-10 Bromelin solution - other products
BromKo-10 Bromelin-control reagent - other products
RA22%-10 Bovine albumin 22% - other products
RA30%-10 Bovine albumin 30% - other products
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