
mdc medical device certification GmbH
certifies that

GE-lmmundiagnostika GmbH
Karl-Landstei ner-Str. 6
69{ 51 F.leckargemtind

Germany
for the scope

design and development, manufacture and distribution of
serological reagents lior blood typing, in vitro diagnostics

has introduced and aoolies a

Quality Marnagement System

The mdc audit has provr3n that this quality management system
meets all reouirelments of the followino standard

EN tSO 13485

Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from
Valid until

Registration no.
Report no.

Stuttgart
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2021-05-10
2024-05-09
D141 530001 5
P20-01441-184458
2021-02-10
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DAKKS
Deutsche"":.L: Akkreditierungsstelle
D-ZM-16002-06-00

' :ry'.:,.-mdc medical device certification GmbH

Head of Certification Bodv



mdc medical device certification tGmbH
Notified Body 0483

herewith certifies that

GE-lmmundiagnostika GmbH
Karl-Landstei ner-Str. 6
69151 Neckargemaind

Germany
for the scooe

Reagents for blood typing:
AB0 system, Rhesus (G, c, D, E, e), Kell system, Dulffy system,

Kidd system and determination of anti-irregular erythroclrte antibodies

has introduced and applies a

Quality System
for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex lV - excluding Section 4f and 6
of the Council Directive 98l79lEC

of the Eurooean Parliament and of the Council of
27 October 1998 on in vitro diagnostic medicaldevices,

The surveillance will be held as specified in Annex lV, Section 5.

Valid from
Valid until

Registration no.
Report no.

Stuttgart
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2021-05-10
2024-05-26
D1415300016
P20-01441-184463
2021-02-10

mdc medical device certification GmbH

Head of Certification Bodv



mdc medical device certification GmbH
Notified Body 0483

herewith grants

GE-lmnnundiagnostika GmbH
Karll-Landstei ner-Str. 6
69151 Neckargemi,ind

Germany
for the scoDe

Reagents for blood typing: AB0 system
(see attachment)

the

EC Design Examination Certificate

The examination of the design of the product by rndc has proven
that the design meets the requirements according; to

Annex lV - Section 4
of the Council Directive 98l79lEC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

l-his certificate is only valid in connection with a valid mdc certificate
according to Annex lV - excluding section 4 and 6 for the above nrentioned products.

lEl3 Certifleate

Valid from 2021-07-01
Valid until 2024-05-26

Registration no. D141530001 Z

lReport no. P20-01451-184566
Stuttgart 2021-06-18
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l,'i'ead of Certification Body

mdc medical device certification GmbH



No. D1415300017

Attachtnent of the certificate

lo"t" zozl-m-ta

Product category Product 0lass

Monoclonal antisera:
ABO-System

Anti;A, Klon A-11H5:
A-11H5-0010-01 / -05 | -10 | -20 I -50
AntiiA, Klon BIRMA-1:
A-BfRMA-oo10-01 t-05 / -10 I -20 | -50
AntiiB. Klon B-6F9:
B-6F9-0010-01 / -05 I -10 I -20I -50
AntirB, Klon LB-2:
B-LB2-0010-01 / -0s I -10I -20 | -50
AntiilB, Klon A-5E1 0-B-2D7 :

AB-$E10-0010-01 t-05 / -10 t -2A t -50

List A,
Annex ll

mdc medical device certification GmbH



mdc medical device certification GmbH
Notified Body 0483

herewith grants

GE-lmnnundiagnostika Gm bH
Karll-Landstei ner-Str. 6
69151 l{eckargemtind

Germany
for the scope

Reagent$ for blood tYPing: Kell
(see attachment)

Ine

EC Desigrr Examination Certificate

The examination of the design of the product by mdc has proven
that the design meets the requirements according to

Annex lV - Section 4
of the Counc;il Directive 9B/79/EC

of the Eurooean Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

This certificate is only valicl in connection with a valid mdc certificate
according to Annex lV - exr:luding section 4 and 6 for the above mentioned products.

Valid from 2021-07-01
Valid until 2024-0!t-26

Registration no. D1415300018
Report no. P20-01446-184512

Stuttgart 2021-06-18
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Hiad of Certification Body

mdc medical device certification GmbH



No. D1415300018

Attach4rent of the certificate
I

lo"t" zozt-oo-ta Page 1 of 1

Product category Prodlrct Class

Monoclonal and polyclonal
antisera: Kell-System

Anti-Kell, Klon M556:
Kel-MS56-0005-01 I -05 | -10 | -24I -50,
Kel-1t[S56-0010-01 / -05 / -10 I -20 I -50

Anti-Kell, Klon AEK4:
Kel-{EK4-0005-01 I -OS l -10I -20I -50,
Kel-AEK4-0010-01 | -051 -10I -24I -50
Anti-Kell coombsreactive:
Kel-ooom-0005-01 / -05 / -10 I -2O I -50,
Kel-doom-OO10-01 / -05 / -10 I -2O I -50

List A,
Annex ll

mdc medical device certification GmbH
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