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fomdc

CE-Immundiagnostika GmbH
Karl-Landsteiner-Str. 6
69151 Neckargemind
Germany

Notified Body Confirmation Letter
Registration no.: D1415300034
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of Regulation (EU) 2024/1860 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain in vitro diagnostic medical devices

This letter confirms that mdc medical device certification GmbH (Kriegerstr. 6, 70191 Stuttgart, Germany), a
Notified Body (NB) designated against Regulation (EU) 2017/746 (IVDR) and identified by the number 0483 on
NANDO, has received a formal application in accordance with Section 4.3, first subparagraph of Annex VIl of
IVDR and has signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VII
of IVDR with the following manufacturer:

CE-Immundiagnostika GmbH
Karl-Landsteiner-Str. 6
69151 Neckargemiind
Germany

SRN: DE-MF-000030423

The devices covered by the formal application and the written agreement mentioned above are identified in the
Tables below. Table 1 identifies the devices for which an IVDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices
under Directive 98/79/EC. Table 2 identifies the devices for which an IVDR application has been received and
a written agreement concluded, but the NB has not yet taken the responsibility for appropriate surveillance of
the corresponding devices under Directive 98/79/EC.

In the case of devices covered by certificates issued under Directive 98/79/EC (IVDD) that expired after 26 May
2022 and before 09 July 2024, without having been withdrawn, this letter also confirms that the manufacturer
signed the written agreement under IVDR by the date of IVDD certificate expiry; or provided evidence that a
competent authority of a Member State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 54(1) of IVDR or Article 92(1) of the IVDR respectively, by 09
July 2024 for the relevant devices.

Notified Body Confirmation Letter - Registration no. D1415300034

mdc medical device certification GmbH Page1l of 9
Kriegerstral3e 6 | 70191 Stuttgart | Germany | www.mdc-ce.de ID: 12843 / 002/02.2025



fomdc

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued
compliance to the other conditions specified in Article 110.3b of IVDR (as amended by Regulation (EU)
2024/1860), are shown below:

e 31 December 2027 for devices covered by an IVDD certificate regardless of their risk class under the
IVDR

e For devices not requiring the involvement of a notified body under the IVDD, but requiring it under the
IVDR and for which a declaration of conformity was drawn up prior to 26 May 2022 in accordance with
Directive 98/79/EC, the following dates apply:

o 31 December 2027, for class D devices;
o 31 December 2028, for class C devices;

o 31 December 2029, for class B devices and for class A devices placed on the market in sterile
condition

Stuttgart, 2025-09-18

/ Z/)
/- [
Aad of Notified Body
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Table 1: Devices covered by this letter and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under Directive 98/79/EC:

Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the IVDR deviceis a
substitute device,
identification of the
corresponding IVDD
device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Anti-A A-11H5
4049863Anti-A_0117J

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
O for self-testing
[ for use in near-patient tests

[ Class Asterie product

N/A

D1415300025; NB # 0483
D1415300024; NB # 0483

related Supplement
D1415300031

Anti-A Birma-1
4049863Anti-A_0127L

X Class D product
[ for self-testing
[ for use in near-patient tests

[ Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[0 Class Asterie product

N/A

D1415300025; NB # 0483
D1415300024; NB # 0483

related Supplement
D1415300031

Anti-B B-6F9
4049863Anti-B_0217Y

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[J for use in near-patient tests

[ Class B product
O for self-testing
[J for use in near-patient tests

[ Class Asterie product

N/A

D1415300025; NB # 0483
D1415300024; NB # 0483

related Supplement
D1415300031

Anti-B LB-2
4049863Anti-B_02282

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
O for self-testing
[ for use in near-patient tests

[ Class Asterie product

N/A

D1415300025; NB # 0483
D1415300024; NB # 0483

related Supplement
D1415300031
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Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device classification

(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the IVDR deviceis a
substitute device,
identification of the
corresponding IVDD
device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Anti-AB A-5E10; X Class D product N/A D1415300025; NB # 0483
O for self-testing
B-2D7 [ for use in near-patient tests D1415300024; NB # 0483
4049863Anti-AB_031ZF | U Class C product related Supplement
- [ for self-testing D1415300031
[ for use in near-patient tests
[ Class B product
O for self-testing
[ for use in near-patient tests
O Class Asterile product
Anti-C MS-24 'Z'Dc'fass 'ﬁtpf(t’_d““ N/A D1415300025; NB # 0483
or self-testing
4049863Anti-C_0418H O for use in near-patient tests D1415300022; NB # 0483
DDC'fz‘f:e(”:_g;’i‘:“d related Supplements
[ for use in nea?r—patient tests Bijiggggggg
[ Class B product
O for self-testing
[ for use in near-patient tests
[ Class Asterile product
Anti-C MS-273 X Class D product N/A D1415300025; NB # 0483
or self-testing
4049863Anti-C_0428K O for use in near-patient tests D1415300022; NB # 0483
Duciif:eﬁ_tzg’i‘:“d related Supplements
[ for use in nea?r—patient tests Biiiggggggg
[ Class B product
O for self-testing
[ for use in near-patient tests
[ Class Asterie product
Anti-c MS-33 'Z'E(I?'fass O product N/A D1415300025; NB # 0483
or self-testing
4049863Anti-c_051HV O for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
O for self-testing D1415300026
[ for use in near-patient tests D1415300032
[ Class B product
[ for self-testing
[ for use in near-patient tests
[0 Class Asterie product
Anti-c MS-35 X Class D product N/A D1415300025; NB # 0483

4049863Anti-c_052HX

[ for self-testing
[ for use in near-patient tests

[ Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[0 Class Asterie product

D1415300022; NB # 0483

related Supplements
D1415300026
D1415300032
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Device name or Basic IVDR Device classification | If the IVDR device is a IVDD Certificate
UDI-DI (under IVDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified | identification of the devices under IVDR
at the pre-application corresponding IVDD application, and the NB
stage) device Identification
Anti-D MS-201 'Z'Dc'fgf:e'ﬁ tz;?ig“‘?t N/A D1415300025; NB # 0483
4049863Anti-D_06192 O for use in nef?r-patient tests D1415300022; NB # 0483
O Class C product related Supplements
[ for self-testing D1415300026
[ for use in near-patient tests D1415300032

[ Class B product
O for self-testing
[ for use in near-patient tests

[0 Class Asterie product

Anti-D RUM-1 IZIDCIfass 'ﬁtp“t’_d““ N/A D1415300025; NB # 0483
or self-testing
4049863Anti-D_06294 O for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
O for self-testing D1415300026
[ for use in near-patient tests D1415300032

[ Class B product

O for self-testing

[ for use in near-patient tests
[ Class Asterie product

Anti-D incomplete 'Z'Dc'fz‘f:eﬁ tz;(t’i‘:;“ N/A D1415300025; NB # 0483
4049863Anti-D_06396 [ for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
O for self-testing D1415300026
[ for use in near-patient tests D1415300029

[ Class B product

O for self-testing

[ for use in near-patient tests
[ Class Asterie product

Anti-D blend X Class D product N/A D1415300025; NB # 0483
[ for self-testing
TH-28; MS-26 O for use in near-patient tests D1415300022; NB # 0483
4049863Anti- 0 Class C product related Supplements
[ for self-testing D1415300026
D—blend—07lGC [ for use in near-patient tests D1415300033

[ Class B product

[ for self-testing

[ for use in near-patient tests
[0 Class Asterie product

Anti-D blend 175 2; X Class D product N/A D1415300025; NB # 0483
[ for self-testing
415 1E4 O for use in near-patient tests D1415300022; NB # 0483
4049863Anti- O Class C product related Supplements
D_blend_072GE O for self-testing D1415300026
- - [ for use in near-patient tests D1415300029

[ Class B product

[ for self-testing

[ for use in near-patient tests
[0 Class Asterie product
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Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device classification

(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the IVDR deviceis a
substitute device,
identification of the
corresponding IVDD
device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Anti-E MS-80; MS-258 | X Class D product N/A D1415300025; NB # 0483
or self-testing
4049863Anti-E_0819K O for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
[ for self-testing D1415300026
[ for use in near-patient tests D1415300029
[ Class B product
O for self-testing
[ for use in near-patient tests
[0 Class Asterie product
Anti-E MS-12; MS-260 'Z'Dc'fass 'ﬁtp“t’_d““ N/A D1415300025; NB # 0483
or self-testing
4049863Anti-E_0829M O for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
[ for self-testing D1415300026
[ for use in near-patient tests D1415300029
[ Class B product
O for self-testing
[ for use in near-patient tests
[ Class Asterie product
Anti-e MS-16; MS-21; 'Z'Dc'fz‘f:eﬁg;’i‘:sd N/A D1415300025; NB # 0483
MS-63 [ for use in near-patient tests D1415300022; NB # 0483
4049863Anti-e_091JX 0O Class C product related Supplements
O for self-testing D1415300026
[ for use in near-patient tests D1415300029
[ Class B product
O for self-testing
[ for use in near-patient tests
[ Class Asterie product
Anti-e MS-62; MS-69 'Z';'fgf:eﬁggg;“ N/A D1415300025; NB # 0483
- |
4049863Anti-e_092J7 O for use in near-patient tests D1415300022; NB # 0483
O Class C product related Supplements
O for self-testing D1415300026
[ for use in near-patient tests D1415300029
[ Class B product
[ for self-testing
[ for use in near-patient tests
[0 Class Asterie product
Anti-Kell MS-56 X Class D product N/A D1415300025; NB # 0483

4049863Anti-K_101B2

[ for self-testing
[ for use in near-patient tests

[ Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[0 Class Asterie product

D1415300023; NB # 0483

related Supplements
D1415300027
D1415300030
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Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device classification

(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the IVDR deviceis a
substitute device,
identification of the
corresponding IVDD
device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Anti-Kell AEK-4
4049863Anti-K_102B4

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
O for self-testing
[ for use in near-patient tests

[0 Class Asterie product

N/A

D1415300025; NB # 0483
D1415300023; NB # 0483

related Supplements
D1415300027
D1415300030

Anti- Kell
coombsreactive

4049863Anti-K_103B6

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
O for self-testing
[ for use in near-patient tests

[ Class Asterie product

N/A

D1415300025; NB # 0483
D1415300023; NB # 0483

related Supplements
D1415300027
D1415300030

Anti-Fy?
coombsreactive

4049863Anti-
FyA_123RW

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
O for self-testing
[ for use in near-patient tests

[ Class Asterie product

N/A

D1415300025; NB # 0483

Anti-Fy®
coombsreactive
4049863Anti-FyB_133SC

X Class D product
[ for self-testing
[ for use in near-patient tests

[ Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[0 Class Asterie product

N/A

D1415300025; NB # 0483

Anti- Jk? MS-15
4049863Anti-JKA_141NE

X Class D product
[ for self-testing
[ for use in near-patient tests

[ Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[0 Class Asterie product

N/A

D1415300025; NB # 0483
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Device name or Basic IVDR Device classification | If the IVDR device is a IVDD Certificate
UDI-DI (under IVDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified | identification of the devices under IVDR
at the pre-application corresponding IVDD application, and the NB
stage) device Identification
Anti-Jk2 X Class D product N/A D1415300025; NB # 0483

. O for self-testing
coombsreactive [ for use in near-patient tests

4049863Anti-JKA_143NJ | U Class C product

O for self-testing

[ for use in near-patient tests
[ Class B product

O for self-testing

[ for use in near-patient tests

[0 Class Asterie product

Anti-Jk° MS-8 'Z'Dc'fz‘rs:eﬁ_g;’i‘:sd N/A D1415300025; NB # 0483

4049863Anti-JkB_151NU O for use in near-patient tests
[ Class C product

O for self-testing

[ for use in near-patient tests
[ Class B product

O for self-testing

[ for use in near-patient tests
[ Class Asterie product

Anti-Jk® X Class D product N/A D1415300025; NB # 0483
. O for self-testing
coombsreactive [ for use in near-patient tests

4049863Anti-JkB_153NY | O Class C product

O for self-testing

[ for use in near-patient tests
[ Class B product

O for self-testing

[ for use in near-patient tests

[ Class Asterie product

AHG polyspezifisch D;'fgf:e'ﬁ_ggg;“ N/A D1415300025; NB # 0483
rabbit [ for use in near-patient tests

4049863AHG_343QC O Class C product

[ for self-testing

[ for use in near-patient tests
X Class B product

[ for self-testing

[ for use in near-patient tests

[0 Class Asterie product
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device
classification (as
proposed by the
manufacturer and verified
at the pre-application
stage)

If the IVDR deviceis a
substitute device,
identification of the
corresponding IVDD
device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Control reagent
incomplete

4049863CRI_333W3

X Class D product
[ for self-testing
[ for use in near-patient tests

O Class C product
[ for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[ Class Aserie product

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

Control reagent
monoclonal

4049863CRM_331XB

X Class D product
O for self-testing
[ for use in near-patient tests

[ Class C product
O for self-testing
[ for use in near-patient tests

[ Class B product
[ for self-testing
[ for use in near-patient tests

[ Class Aserie product

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

ABO set MP
Monoclonal

Anti-A Birma-1;
Anti-B LB-2
4049863BedSid441HZ

X Class D product
O for self-testing
X for use in near-patient tests

[ Class C product
O for self-testing
[J for use in near-patient tests

[ Class B product
O for self-testing
[J for use in near-patient tests

[ Class Aserie product

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

Confirmation Letter Revision History

Date NB internal reference Action
traceable to each
version of the letter

2025-09-18 D1415300034 Initial
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ATITIKTIES DEKLARACIJA CE o

Gamintojas:
CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-Str. 6, 69151 Neckargemund, Vokietija
Tel.: +49 6223-80094 00 Faks.: +49 6223-80094 99

Perzitira: | 2022-05-23

Galioja iki: | 2025-05-26

Kaip vienintelis atsakingas gamintojas, pareiSkiame, kad toliau i§vardyti gaminiai atitinka Tarybos
direktyvos I priedo 98/79/EB dél in vitro diagnostikos medicinos prietaisy (IVDD) nuostatas.
Visi patvirtinamieji dokumentai laikomi gamintojo patalpose.

PriZzitirinti institucija: Regierungsprisidium Karlsruhe
Notifikuotoji jstaiga: mdc medical device certification GmbH
Identifikacinis numeris: 0483 Kriegerstralie 6
70191 Stuttgart
Vokietija
Atitikties jvertinimas: Gaminiams, iSvardytiems II priedo A ir B sgraSuose, gamintojas

turi naudoti EB atitikties deklaracijos procediirg pagal IV prieda
(visisko kokybés uztikrinimo sistema), o visiems kitiems
gaminiams taikyti III direktyvos 98/79/EB prieda.

Sertifikato numeriai: D1415300015_QMS13485

D1415300022_ EC Rezus priedas [V.4
D1415300023 EC Kell V.4 priedas
D1415300024 EC ABO IV.4 priedas

D1415300025 EB IV priedas, iSskyrus 4 ir 6 skirsnius

Leidimo vieta, data: Neckargemund, 2022-05-23

Parasas QMB:
(Angela Grajek)

/parasas/ /antspaudas/

ISversta teisingai pagal mano zinias ir jsitikinimus. Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokumenta. \/ /

Y.\\ L“K paf

Vaidas Vilmantas (MB ,,Beikeris®, jm .k. 304539005)
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ATITIKTIES DEKLARACIJA, perz. 2022-05-23

CE_.

Produktas: A saraSas / B sarasas

REF / produkto numeris [Produkto paskirtis Klonas Klasifikacija 98/79/EB
01110 Anti-A A-11H5 A sarasas
01210 Anti-A BIRMA-1 A sgrasas
02110 Anti-B B-6F9 A saraSas
0221 Anti-B LB-2 A saraSas
03110 Anti-AB A-5E10+B-2D7 A sarasas
04105, 04110 Anti-C MS-24 A sgraSas
04205, 04210 Anti-C MS-273 A sgrasas
05105, 05110 Anti-c MS-33 A sarasas
05205, 05210 Anti-c MS-35 A sarasas
06110 Anti-D MS-201 A saraSas
06210 Anti-D RUM-1 A saraSas
07110 Anti-D blend TH-28/MS-26 A sarasas
07210 Anti-D blend D175-2;D415 1E4 A sgrasas
06310 Anti-D incomplete - A sarasas
08105, 08110 Anti-E MS-80/MS-258 A sgraSas
08205, 08210 Anti-E MS-12/MS-260 A sgraSas
09105, 09110 Anti-e MS-16/MS-21/MS-63 |A sgrasas
09205, 09210 Anti-e MS-62/MS-69 A sgraSas
10105, 10110 Anti-Kell MS-56 A sgrasas
10205, 10210 Anti-Kell AEK4 A saraSas
10305, 10310 Anti-Kell coombsreactive |- A sarasas
12302, 12305 Anti-Fya coombsreactive |- B sarasas
13302, 13305 Anti-Fyb coombsreactive |- B sgrasas
14302, 14305 Anti-Jka coombsreactive |- B sarasas
15302, 15305 Anti-Jkb coombsreactive |- B sarasas
14102, 14105 Anti-Jka MS-15 B sarasas
15102, 15105 Anti-Jkb MS-8 B sgrasas
34310 AHG polyspez.-rabbit - B sgrasas
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ATITIKTIES DEKLARACIJA, perz. 2022-05-23

CE_.

Kiti produktai, savanori§ka deklaracija

REF / produkto Produkto paskirtis Klonas Klasifikacija
numeris 08/79/EB
30405, 30410 Anti-Al Lectine - Kitas produktas
32102, 32105 Anti-Cw MS-110 Kitas produktas
32302, 32305 Anti-Cw incomplete - Kitas produktas
29302 Anti-Dia coombsreactive - Kitas produktas
31105, 31110 Anti-H (A2) 10934C11 Kitas produktas
31405, 31410 Anti-H (A2) Lectine - Kitas produktas
11302, 11305 Anti-k cellano coombsreactive - Kitas produktas
16302 Anti-Kpa coombsreactive - Kitas produktas
17302 Anti-Kpb coombsreactive - Kitas produktas
33310 Control reagent incomplete - Kitas produktas
33110 Control reagent monoclonal - Kitas produktas
18102, 18105 Anti-Lea LEA2 Kitas produktas
19102, 19105 Anti-Leb LEB2 Kitas produktas
20302 Anti-Lua coombsreactive - Kitas produktas
21302 Anti-Lub coombsreactive - Kitas produktas
22102, 22105 Anti-M 11H2 Kitas produktas
23102, 23105 Anti-N 1422C7 Kitas produktas
26102, 26105 Anti-P1 650 Kitas produktas
24102, 24105 ANti-S MS-94 Kitas produktas
24302, 24305 Anti-S coombsreactive - Kitas produktas
25102, 25105 Anti-s P3BER P3BER Kitas produktas
25302, 25305 Anti-s coombsreactive - Kitas produktas
27302 Anti-Wra coombsreactive - Kitas produktas
28302 Anti-Xga coombsreactive - Kitas produktas
35310 Anti-lgG monospez. Sheep - Kitas produktas
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ATITIKTIES DEKLARACIJA, perz. 2022-05-23

CE_.

41160 Alsever’s solution Kitas produktas
36110 Albu-LISS reagent Kitas produktas
36210, 36250 LISS reagent Kitas produktas
37110 Bromelin solution Kitas produktas
38110 Bromelin-control reagent Kitas produktas
39110 Bovine albumin 22% Kitas produktas
40110 Bovine albumin 30% Kitas produktas

Puslapis 4 i§ 4



DECLARATION OF CONFORMITY CE o

Manufacturer:

CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-Str. 6, 69151 Neckargemund, Germany
Tel. +49 6223-80094 00 Fax +49 6223-80094 99

Revision: | 2022-05-23

Valid until: | 2025-05-26

As the sole responsible manufacturer, we hereby declare that the products listed below comply
with the provisions of Council Directive Annex | 98/79/EC for in-vitro diagnostic medical devices (IVDD).
All supporting documents are kept on the premises of the manufacturer.

Supervisory authority : Regierungsprasidium Karlsruhe

Notified body: mdc medical device certification GmbH
Kriegerstralie 6

Identificationsnumber: 0483 70191 Stuttgart

Germany

For the products named in Lists A and B of Appendix I, the
manufacturer has to use the EC declaration of conformity procedure
in accordance with Appendix IV (full quality assurance system),

for all other products the procedure according to Annex IlI

of the Directive 98/79/EC was applied.

Conformity assessment:

D1415300015_QMS13485

D1415300022_EC Rhesus annex IV.4

Certificate numbers: D1415300023_EC Kell annex 1V.4

D1415300024_EC ABO annex IV.4

D1415300025 EC annex IV excluding section 4 and 6

place, date of issue: Neckargemund, 2022-05-23

Sign QMB:
(Angela Grajek)

Oy 4
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Declaration of Conformity Rev. 2022-05-23

Product: List A/List B

REF / . . Classification
. Product designation Clone

Articlenumber 9 98/79/EC
01110 Anti-A A-11H5 Liste A
01210 Anti-A BIRMA-1 Liste A
02110 Anti-B B-6F9 Liste A
0221 Anti-B LB-2 Liste A
03110 Anti-AB A-5E10+B-2D7 Liste A
04105, 04110 Anti-C MS-24 Liste A
04205, 04210 Anti-C MS-273 Liste A
05105, 05110 Anti-c MS-33 Liste A
05205, 05210 Anti-c MS-35 Liste A
06110 Anti-D MS-201 Liste A
06210 Anti-D RUM-1 Liste A
07110 Anti-D blend TH-28/MS-26 Liste A
07210 Anti-D blend D175-2;D415 1E4 Liste A
06310 Anti-D incomplete - Liste A
08105, 08110 Anti-E MS-80/MS-258 Liste A
08205, 08210 Anti-E MS-12/MS-260 Liste A
09105, 09110 Anti-e MS-16/MS-21/MS-63 Liste A
09205, 09210 Anti-e MS-62/MS-69 Liste A
10105, 10110 Anti-Kell MS-56 Liste A
10205, 10210 Anti-Kell AEK4 Liste A
10305, 10310 Anti-Kell coombsreactive - Liste A
12302, 12305 Anti-Fy2 coombsreactive - Liste B
13302, 13305 Anti-Fy° coombsreactive - Liste B
14302, 14305 Anti-Jk? coombsreactive - Liste B
15302, 15305 Anti-JkP coombsreactive - Liste B
14102, 14105 Anti-Jk@ MS-15 Liste B
15102, 15105 Anti-JkP MS-8 Liste B
34310 AHG polyspez.-rabbit - Liste B
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Declaration of Conformity Rev. 2022-05-23

Other Products, self-declaration

iftli:c{enumber Product designation Clone gEI;?sgs /iéigation
30405, 30410 Anti-A1 Lectine - Other product
32102, 32105 Anti-C% MS-110 Other product
32302, 32305 Anti-C% incomplete - Other product
29302 Anti-Di? coombsreactive - Other product
31105, 31110 Anti-H (A2) 10934C11 Other product
31405, 31410 Anti-H (A2) Lectine - Other product
11302, 11305 Anti-k cellano coombsreactive - Other product
16302 Anti-Kp2 coombsreactive - Other product
17302 Anti-Kp® coombsreactive - Other product
33310 Control reagent incomplete - Other product
33110 Control reagent monoclonal - Other product
18102, 18105 Anti-Le? LEA2 Other product
19102, 19105 Anti-LeP LEB2 Other product
20302 Anti-Lu2 coombsreactive - Other product
21302 Anti-Lu® coombsreactive - Other product
22102, 22105 Anti-M 11H2 Other product
23102, 23105 Anti-N 1422C7 Other product
26102, 26105 Anti-P1 650 Other product
24102, 24105 Anti-S MS-94 Other product
24302, 24305 Anti-S coombsreactive - Other product
25102, 25105 Anti-s P3BER P3BER Other product
25302, 25305 Anti-s coombsreactive - Other product
27302 Anti-Wr2 coombsreactive - Other product
28302 Anti-Xg? coombsreactive - Other product
35310 Anti-lgG monospez. Sheep - Other product
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41160 Alsever’s solution Other product
36110 Albu-LISS reagent Other product
36210, 36250 LISS reagent Other product
37110 Bromelin solution Other product
38110 Bromelin-control reagent Other product
39110 Bovine albumin 22% Other product
40110 Bovine albumin 30% Other product
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CE-Immundiagnostika GmbH

IMMUNDIAGNOSTIKA

-® Karl-Landsteiner-Str. 6, D-69151 Neckargemiind
Phone: +49 6223-80094 00 Telefax: +49 6223-80094 99
www.ce-immundiagnostika.com
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Instructions for Use/

Rev. 002/07-2021 |
I Description REF
Anti-A A-11H5 (monoclonal) 10 ml 01110 |
nti-A BIRMA1 (monoclonal) 10 ml 01210
Anti-B B-6F9 (monoclonal) 10 ml 02110 I
%&nti-B LB2 (monoclonal) 10ml 02210
|Anti-AB A-5E10-B-2D7 (monoclonal) 10 ml 03110 |

IN VITRO DIAGNOSTIC MEDICAL DEVICE

SUMMARY

In 1900, Karl Landsteiner discovered that the serum of some
individuals would agglutinate the erythrocytes of others. Four different
blood group phenotypes were recognised: 0, A, B and AB. Subgroups
of A and B have since been identified.

Percentage of blood groups ABO in Caucasians

Antigen | Antibody ABO Caucasians
A B A1 | A2 | B | 0 | Phenotype %

+ 0 0 |0 [+ 0 A 42

0 + [+ |+ [0 |0 B 10

0 0 |+ |+ |+ |0 0 44

+ + 0 |0 [0 O AB 4

Table 1: Frequency of antigens

INTENDED USE

Anti-A, anti-B and anti-AB monoclonal murine IgM are designed for the
specific and qualitative detection of erythrocytes that carry the
corresponding ABO antigen and are suitable for use by the slide, spot
plate, microplate and tube techniques.

The abovementioned techniques are based on the principle of direct
haemagglutination. After the addition of erythrocytes to the test
reagents, a specific antigen-antibody-reaction occurs if the
corresponding antigen is present on the erythrocytes. This reaction is
indicated by easily visible agglutination of erythrocytes. Lack of
agglutination of the red cells demonstrates — taking into account the
limitations of the test methods — the absence of the corresponding
antigens (negative test result).

The anti-A A-11H5 and anti-AB A-5E10-B-2D7 products are suitable
for agglutinizing and, therefore, identifying Ax.

PRODUCT INFORMATION

The monoclonal antibodies used to determine blood groups A, B and 0
are of the IgM isotype and are harvested from murine hybridoma cells.
The antibodies are diluted in a buffer containing 0.9% sodium chloride,
bovine albumin (no stabiliser), EDTA and reagents that facilitate the
resuspension of the cell pellet after centrifugation. Preservative: < 0.1%
sodium azide.

The anti-A and anti-B test sera are dyed blue and yellow, respectively,
for easy identification.

These antisera have been optimized for use without further dilution or
additions.

The lot number and expiry date are detailed on the tube label.

STORAGE

Store the test reagents at 2°C-8°C until the expiry date detailed on the
product label. After opening a product for the first time, tightly close
again and store at 2°C-8°C.

SPECIMEN COLLECTION AND PREPARATION
Blood specimens for ABO blood typing should be collected aseptically
in EDTA or citrate tubes. The specimen should be tested as soon as

possible following collection. If a delay in testing should occur, store the
specimen at 2°C-8°C. Specimens displaying haemolysis or microbial
contamination should not be tested with this reagent as this may result
in false positive or false negative results.

All blood samples should be washed twice with a 0.9% NaCl solution
before being tested by the tube, spot plate or microplate technique.
When using the slide technique, prepare a 35-45% suspension of test
erythrocytes (whole blood); when using the spot plate technique, use
either whole blood or prepare a 10% suspension of test erythrocytes in
a 0.9% NaCl solution.

WARNINGS AND PRECAUTIONS
1. These reagents are intended for in vitro diagnostic laboratory use
only.

These reagents are designed for use by authorized operators

trained in serological techniques.

These reagents are not intended for self-application.

Do not use these reagents past the expiration date.

Discard the contents of damaged vials.

The reagents have been filtered through a 0.2um capsule to

reduce the bio-burden.

7. Once a vial has been opened the contents should remain viable
up until the expiry date. Discard the contents if turbidity or
contamination occur after opening.

8. CE-Immundiagnostika GmbH cannot guarantee that products
derived from human or animal sources are free from infectious
agents. Care must be taken in the use and disposal of each vial
and its contents.

9. Wear protective clothing such as, for instance, a gown and
disposable gloves when using these products

N

ook w

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a
spillage site, see the Material Safety Data Sheet, available on request
from CE-Immundiagnostika GmbH.

CONTROLS AND ADVICE

1. Positive and negative control erythrocytes shall be tested in
parallel with each batch of tests. Tests must be considered
invalid if controls do not show expected reactions.

2. Since these reagents do not contain macromolecular
potentiators, it is very unlikely that false positive or false negative
reactions are caused with IgG coated cells.

3.  Weak antigens (A or Byeak) may not be identified. It is advisable
to re-test ambiguous results using the tube technique.

4. One volume is approximately 35-45ul when using the vial
dropper provided.

5. The reading and interpretation of results must be carried out by
properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

6. These reagents should be used only according to these
instructions for use.

REQUIRED MATERIAL AND REAGENTS
. 0.9% NacCl solution
. Glass test tubes
. Test tube holder
Seite 1 von 3
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Anti-A, Anti-AB, Anti-B

e  Test tube centrifuge

e Volumetric pipettes

. Microplate, plate shaker

. Spot plate

. Glass microscope slide

e Applicator stick

. Positive and negative control erythrocytes
e  Chronometer

RECOMMENDED TECHNIQUES

A. TUBE TECHNIQUE
1. Prepare a 2-4% suspension of erythrocytes in a 0.9% NaCl
solution.
2.  Place 1 volume of antiserum and 1 volume of test suspension of
test erythrocytes in a labelled test tube.
3. Mix thoroughly and centrifuge straight away at 400g for 1 minute
(at 1,500 rcf or for a suitable alternative time and force).
4. Read the result immediately: Gently agitate the tube to dislodge
the erythrocyte pellet from the bottom of the test tube and read
macroscopically for agglutination; record result.

B. MICROPLATE TECHNIQUE
Preparation of the microplates:
Microplates made by different manufacturers / suppliers have different
static properties that may give rise to non-specific red blood cell and
protein reactions. It is advisable to pre-treat unused microplates prior
to use to reduce the build-up of red blood cells to a minimum. We
recommend using “U” wells made from plastic material.
1. Place 1 volume of 22% bovine albumin (BSA) in the appropriate
wells.
2. Mix thoroughly, gently agitating or using a microplate shaker, to
ensure that wells are covered evenly.
3. Incubate at room temperature (18-25°C) for no less than 10 and
no more than 15 minutes.
4. Drain the BSA and discard the content of the wells in a suitable
waste disposal container.
Flush the microplate at least 10 times with tap water.
Then rinse the microplate twice with distilled or deionized water.
Tilt and dab the microplate to remove excess water.
Allow the microplate to dry prior to use.

® N oo

Alternative techniques may be used provided that they have been
validated by the user.

Procedure:

1. Prepare a 2 - 4% suspension of test erythrocytes in a 0.9% NaCl

solution. (Recommendation: 2% suspension)

2. Using the vial dropper, place 30yl of the appropriate antiserum

into the marked wells of the microplate.

3. Add 30yl of the previously prepared suspension of test

erythrocytes to the microplate.

4.  Mix for 30 seconds, either manually or using a shaker.

5.  Centrifuge the microplate for 1 minute at 400g (at 1,500 rcf or for

a suitable alternative time and force).

6. Briefly agitate the microplate, using a shaker, if necessary.
Record the result and the reaction intensity, testing positive and
negative control erythrocytes in parallel. Reading devices, if used, must
have been validated. Using additional visual expedients such as, for
instance, mirrors or magnifying glasses may facilitate reading the
results.

C. SLIDE TECHNIQUE

1. Using whole blood, prepare a 35-45% suspension of test
erythrocytes.

2. Place 1 volume of antiserum and one volume of whole blood on
a slide.

3. Using a clean applicator stick, thoroughly mix both volumes over

an area of about 20x40mm.

Slowly move the slide back and forth.

Read macroscopically after no more than 2 minutes and record.

Incorrect handling or excessive incubation time may lead to

drying-induced artefacts, and the test must be considered invalid.

o ok

D. SPOT PLATE TECHNIQUE

1. Using whole blood, prepare a 35-45% suspension of test
erythrocytes or a 10% suspension of test erythrocytes in a 0.9%
NaCl solution.

2. Place 1 volume of antiserum + 1 volume of suspension of test
erythrocytes on a spot plate.

3. Using a clean applicator stick, mix both volumes thoroughly.

4. Incubate at RT for 5-10 minutes.

5. Read macroscopically and record.

Incorrect handling or excessive incubation time may lead to drying-
induced artefacts.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the test erythrocytes indicates, within
accepted limitations of test procedure (see below), the presence
of the appropriate ABO antigen on the test erythrocytes.

2. Negative: No agglutination of the test erythrocytes indicates,
within accepted limitations of test procedure (see below), the
absence of the appropriate ABO antigen on the test erythrocytes.

Discrepancies: If the results obtained for antigens on the test

erythrocytes do not correlate with the blood group alloantibodies

detected, further investigation is required.

LIMITATIONS

1. ABO antigens are not fully developed at birth and so weaker
reactions may therefore occur with cord or neonatal specimens.

2. When using monoclonal antibodies, blood specimens of weak A
or B subgroups may give rise to false negative or weak reactions
when tested using slides or microplates. It is advisable to re-test
weak subgroups using the tube technique.

3. Stored blood may give weaker reactions than fresh blood.

4. False positive or false negative results may also occur due to:
» Contamination of test materials
« Improper storage, erythrocyte concentration, incubation time or
temperature
« Improper or excessive centrifugation
* Deviation from the recommended techniques

5. When using the spot plate technique and whole blood
specimens, rouleaux formation may occasionally occur that
resembles weak agglutination and may be interpreted as a false
positive reaction. This phenomenon is due to non-immunological
causes. Rouleaux formation can be expected in heparin blood
and in patients treated with plasma expanders (e. g. dextran) as
well as in patients with plasmacytoma (high protein content,
altered protein composition), oncological disorders (abnormal
hemogram) and impaired coagulation. Blood specimens from
these patients must always be tested using the tube technique,
as this phenomenon can generally not be verified when using a
suspension of erythrocytes. The presence of weak antigens (As,
Ay, Bueak) should be demonstrated using the tube technique,
because of greater sensitivity, after an incubation time of 30
minutes, where appropriate. Unusually weak reactions or no
reaction at all may possibly be due to the presence of A and B
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subgroups. Blood specimens from patients suffering from certain
disorders may show false positive/false negative reactions. Cord
blood specimens contaminated with Wharton’s jelly may show
false positive reactions. Do not use the indirect Coombs test
(ICT) with monoclonal murine reagents and AHG sera. Reactive
autoagglutinins are frequently a potential source of error in ABO
blood typing. The presence of these antibodies is unpredictable.
A large enough number of these antibodies may cause unspecific
reactions when demonstrating isoagglutinins with A-(1) and B
cells as well as unspecific reactions with anti-A, anti-B and anti-
AB test sera if unwashed cells or specimens suspended in sera
or plasma specimens are tested. ABO and isoagglutinin assays
are therefore indispensable for blood group determination. Any
discrepancies between the ABO and the isoagglutinin assays
require further investigation, regardless of the strength of the
reaction in the patient’s serum or cells. Do not use monoclonal
reagents prepared from murine hybridoma cells for direct
antiglobulin tests with AHG reagents.

6. Always use two different clones for the determination of ABO and
Rh antigens.

STABILITY OF THE REACTIONS
1. Read all tube and microplate tests straight after centrifugation.
2. Slide tests should be interpreted within 2 minutes to ensure
specificity and to avoid the possibility a negative result may be
incorrectly interpreted as positive due to drying of the reagent.
3. Tests must be considered invalid if they have been performed at
temperatures other than those recommended.

SPECIFIC PERFORMANCE CHARACTERISTICS
The performance is assessed in accordance with the Common
Technical Specifications (CTS: EU Commission Decision of

03/02/2009).
1. The reagents have been tested using all the recommended
procedures.

2. Each LOT is tested in accordance with the requirements of the
Common Technical Specifications by in vitro diagnostic medical
devices and meets the requirements.

3. Specificity of monoclonal antibodies is demonstrated using a
panel of antigen-negative erythrocytes.

4. The quality control of the reagents was performed using
erythrocytes or whole blood that had been washed twice with
0.9% saline solution.

5. Tests with more than 1,000 specimens with a sensitivity and
specificity of > 99%

DISCLAIMER
1. The user is responsible for the performance of the reagents by
any method other than those recommended.
2. Any deviations from the Recommended Techniques should be
validated prior to use.
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INDEX OF SYMBOLS

LOT

Lot number

only

Catalogue number

L

Store between
+2°C to +8°C

Expiry date “

Manufacturer

e
BH

Consult instructions
for use (insert)

CATALOGUE NUMBERS

REF

Articel

Amount

01110

Anti-A (Klon 11H5)

1x1x10ml
5x1x10ml
10x1x10ml
50x1x10ml

01210

Anti-A (Klon Birma-1)

1x1x10ml
5x1x10ml
10x1x10ml
50x1x10ml

02110

Anti-B (Klon 6F9)

1x1x10ml
5x1x10ml
10x1x10ml
50 x 1x 10 ml

02210

Anti-B (Klon LB-2)

1x1x10ml
5x1x10ml
10x1x10ml
50x1x10ml

03110

Anti-AB (Klone: A: 5E10
B: 2D7)

1x1x10ml
5x1x10ml
10x1x10 ml
50 x 1x 10 ml
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Apibidinimas REF
Anti-A A-11H5 (monokloninis) 10 ml 01110
Anti-A BIRMA1 (monokloninis) 10 ml 01210
Anti-B B-6F9 (monokloninis) 10 ml 02110
Anti-B LB2 (monokloninis) 10ml 02210
Anti-AB A-5E10-B-2D7 (monokloninis) 10 ml 03110

IN VITRO DIAGNOSTINIS MEDICINOS PRIETAISAS

SANTRAUKA

1900 m. Karlas Landsteineris atrado, kad kai kuriy asmeny serumas
agliutinuoty kity asmeny eritrocitus. Buvo atpazinti keturi skirtingi
kraujo grupiy fenotipai: 0, A, B ir AB. Nuo tada buvo nustatyti A ir B
pogrupiai.

Kaukazieciy ABO kraujo grupiy procentas
Antigenas | Antikdnas ABO Kaukazieciy
A B A1 | A2 | B | 0 | Fenotipas %
+ 0 0 0 + |0 A 42
0 + + |+ |0]O B 10
0 0 + |+ |+ ]0 0 44
+ + 0 |O |O]O AB 4

1 lentelé: Antigeny daznis

PASKIRTIS

Anti-A, anti-B ir anti-AB monokloninis peliy IgM yra skirtas specifiniam
ir kokybiniam eritrocity, turinCiy atitinkamag ABO antigeng, aptikimui ir
yra tinkami naudoti stiklelio, taSkinés plokstelés, mikroplokstelés ir
mégintuvélio metodais.

Pirmiau minéti metodai yra pagristi tiesioginés hemagliutinacijos
principu. Pridéjus eritrocity j tiriamuosius reagentus, jvyksta specifiné
antigeno-antikdino reakcija, jei ant eritrocity yra atitinkamas antigenas.
Sig reakcijg rodo lengvai matoma eritrocity agliutinacija. Raudonujy
kraujo kineliy agliutinacijos trikumas rodo — atsizvelgiant j tyrimo
metody apribojimus — atitinkamy antigeny nebuvimg (neigiamas tyrimo
rezultatas).

Anti-A A-11H5 ir anti-AB A-5E10-B-2D7 produktai yra tinkami
agliutinizavimui, taigi ir A, identifikavimui.

PRODUKTO INFORMACIJA

Monokloniniai antikdinai, naudojami A, B ir 0 kraujo grupéms nustatyti,
yra IgM izotipo ir yra paimti i§ peliy hibridomos Igsteliy.

Antikanai skiedziami buferyje, kuriame yra 0,9 % natrio chlorido, galvijy
albumino (be stabilizatoriaus), EDTA ir reagenty, kurie palengvina
lasteliy nuosédy resuspensijg po centrifugavimo. Konservantas: <
0,1% natrio azidas.

Kad baty lengviau identifikuoti, anti-A ir anti-B testo serumai yra
nudazyti atitinkamai mélynai ir geltonai.

Sie antiserumai buvo optimizuoti naudoti be tolesnio skiedimo ar
priedy.

Partijos numeris ir galiojimo laikas nurodyti mégintuvélio etiketéje.

SANDELIAVIMAS

Testo reagentus laikykite 2 °C — 8 °C temperatdroje iki tinkamumo
datos, nurodytos gaminio etiketéje, pabaigos. Pirma kartg atidarius
produktg, vél sandariai uzdarykite ir laikykite 2 °C — 8 °C temperatiroje.

MEGINIO SURINKIMAS IR PARUOSIMAS

Kraujo méginiai ABO kraujo grupei nustatyti turi bati imami aseptiskai j
EDTA arba citrato megintuvelius. Méginys turi bati iStirtas kuo greiciau
po paémimo. Jei tyrimas véluoja, laikykite meéginj 2 °C — 8 °C
temperatiroje. Méginiy, kuriems pasireiSkia hemolizé arba mikrobinis

uzterS§imas, negalima tirti naudojant §j reagentg, nes gali bati gauti
klaidingai teigiami arba klaidingai neigiami rezultatai.

Visi kraujo méginiai turi bati du kartus nuplauti 0,9 % NaCl tirpalu prie$
juos tiriant mégintuvélio, taskinés plokStelés ar mikroplokstelés
technika. Naudojant stikleliy technika, paruoSiama 35 - 45 % tiriamuyjy
eritrocity (pilno kraujo) suspensija; naudojant taskinés plokstelés
technikg, naudokite visg kraujg arba paruoskite 10 % tiriamujy eritrocity
suspensijg 0,9 % NaCl tirpale.

PERSPEJIMAI IR ATSARGUMO PRIEMONES

1.  Sie reagentai skirti naudoti tik in vitro diagnostikos laboratorijoje.
2. Sie reagentai skirti naudoti jgalioiems operatoriams,
apmokytiems serologiniy metody.

Sie reagentai néra skirti naudoti savarankigkai.

Nenaudokite Siy reagenty pasibaigus galiojimo laikui.

ISmeskite pazeisty buteliuky turinj.

Reagentai buvo filtruojami per 0,2 um kapsule, siekiant sumazinti

biologine nasta.

7. Atidarius buteliuka, jo turinys turi iSlikti gyvybingas iki galiojimo
pabaigos datos. I8meskite turinj, jei po atidarymo susidaro
drumstumas arba uzterSimas.

8. CE-Immundiagnostika GmbH negali garantuoti, kad gaminiuose,
pagamintuose i§ Zmoniy arba gyviny, néra infekcijy sukeéléjy.
Kiekvieng buteliuka ir jo turinj reikia naudoti atsargiai ir iSmesti.

9. Naudodami Siuos gaminius dévékite apsauginius drabuzZius,
pavyzdZiui, chalatg ir vienkartines pirstines.

ouhsw

REAGENTY SALINIMAS IR ISSILIEJIMO TVARKYMAS
Informacijos apie reagento Salinimg ir iSsiliejimo vietos nukenksminimg
rasite medZiagos saugos duomeny lape, kurj paprasius galite gauti i$
CE-Immundiagnostika GmbH.

KONTROLES IR PATARIMAI

1. Teigiami ir neigiami kontroliniai eritrocitai turi bati tiriami
lygiagreCiai su kiekviena bandymy partija. Bandymai turi bati
laikomi negaliojanciais, jei kontrolé nerodo laukiamy reakcijy.

2. Kadangi Siuose reagentuose néra makromolekuliniy potencijy,
labai mazai tikétina, kad IgG dengtos lgstelés sukelty klaidingai
teigiamy ar klaidingai neigiamy reakcijy.

3.  Silpni antigenai (A« arba Byeax) gali bati nenustatyti. Patartina dar
kartg patikrinti dviprasmiskus rezultatus naudojant mégintuvélio
technika.

4. Naudojant pridedamg buteliuko laSintuvg, vienas tdris yra
mazdaug 35-45 pl.

5. Rezultatus nuskaityti ir interpretuoti turi tinkamai apmokytas ir
kvalifikuotas personalas pagal $alies, kurioje naudojami
reagentai, reikalavimus.

6. Sie reagentai turi bdti naudojami tik pagal $ias naudojimo
instrukcijas.

REIKALINGOS MEDZIAGOS IR REAGENTAI

. 0,9% NacCl tirpalas

. Stikliniai mégintuvéliai

e  Meégintuvélio laikiklis

. Mégintuvélio centrifuga

. Tdrinés pipetés

. Mikroplokstelé, ploksteliy kratytuvas

Puslapis 1§ 3

21



IMMUNDIAGNOSTIKA,

CE-Immundiagnostika GmbH
-® Karl-Landsteiner-Str. 6, D-69151 Neckargemiind
Telefonas: +49 6223-80094 00 Faksas: +49 6223-80094 99
www.ce-immundiagnostika.com

C€..

Naudojimo instrukcijos

Perz. 002/07-2021

Anti-A, Anti-AB, Anti-B

e  Taskiné plokstelé

. Stiklinis mikroskopo stiklelis

. Aplikatoriaus lazdelé

. Teigiamos ir neigiamos kontrolés eritrocitai
. Chronometras

REKOMENDUOJAMOS TECHNIKOS
A. MEGINTUVELIO TECHNIKA

1. Paruoskite 2-4 % eritrocity suspensijg 0,9 % NaCl tirpale.

2. ] pazenklinta mégintuvélj jdékite 1 tdrj antiserumo ir 1 tdrj
tiriamujy eritrocity suspensijos.

3. Kruop$¢iai sumaisykite ir i$§ karto centrifuguokite 400 g 1 minute
(esant 1500 rcf arba tinkamam alternatyviam laikui ir jégai).

4. Nedelsdami perskaitykite rezultatg: Svelniai pakratykite
mégintuvélj, kad i§ mégintuvélio dugno iSstumty eritrocity
nuosédas, ir makroskopiskai nuskaitykite, ar néra agliutinacijos;
pasizymékite rezultatg.

B. MIKROPLOKSTELES TECHNIKA

Mikroploksteliy paruosSimas:
Skirtingy gamintojy / tiekéjy pagamintos mikroplokstelés turi skirtingas
statines savybes, kurios gali sukelti nespecifines raudonuyjy kraujo
kdneliy ir baltymy reakcijas. Patartina nepanaudotas mikroplokstes
prieS naudojant i$ anksto apdoroti, kad iki minimumo sumazintuméte
raudonujy kraujo kdneliy susidarymg. Rekomenduojame naudoti ,U“
Sulinélius, pagamintus i$ plastiko.

1. ] atitinkamas Sulinéliuss jdékite 1 tdrj 22 % galvijy albumino

(BSA).
2. Kruopsc&iai sumaisykite, Svelniai maiSydami arba naudodami
mikroplokstelés kratytuva, kad Sulinéliai baty tolygiai uzdengti.
3. Inkubuokite kambario temperatiroje (18-25 °C) ne trumpiau kaip
10 ir ne ilgiau kaip 15 minuciy.
4. |8leiskite BSA ir iSmeskite Sulinéliy turinj j tinkamg atlieky
Salinimo konteiner;.
5. Maziausiai 10 karty praplaukite mikroplokstele vandeniu i$
Ciaupo.
6. Tada du kartus praplaukite mikroplokstele distiliuotu arba
dejonizuotu vandeniu.
7. Pakreipkite ir patrinkite mikroplokste, kad pasalintuméte vandens
pertekliy.

8. Prie$§ naudodami leiskite mikroplokstei iSdziati.
Gali bati naudojami alternatyvis metodai, jei juos patvirtino vartotojas.

Procedira:

1. Paruoskite 2—-4 % tiriamujy eritrocity suspensijg 0,9 % NaCl
tirpale. (Rekomendacija: 2 % suspensija).

2. Buteliuko laSintuvu jdekite 30 pl atitinkamo antiserumo |
pazymétus mikroplokstelés Sulinélius.

3. | mikroplokstele jpilkite 30 pl anksCiau paruostos tiriamuyjy
eritrocity suspensijos.

4.  MaiSykite 30 sekundziy rankiniu bddu arba naudodami purtykle.

5.  Centrifuguokite mikroplokstele 1 minute esant 400 g (esant 1500
rcf arba tinkamu alternatyviu laiku ir jéga).

6. Jei reikia, trumpai papurtykite mikroplokstele, naudodami
purtykle.

Uiraéykite rezultata ir reakcijos intensyvuma, Iygiagreéiai tirdami

naudojami, turi badti patvirtinti. Naudodami paplldomus V|zuaI|n|us

bddus, pavyzdziui, veidrodzius ar didinamuosius stiklus, galite lengviau

nuskaityti rezultatus.

C. Obijektinio stiklelio technika

1. Naudodami visg kraujg, paruoskite 35-45 % tiriamuyjy eritrocity
suspensija.

2. Ant stiklelio uzdékite 1 tarj antiserumo ir vieng tarj viso kraujo.

3. Naudodami Svarig aplikatoriaus lazdele, abu tdrius gerai
iSmaiSykite mazdaug 20x40 mm plote.

4. Létaijudinkite objektinj stiklelj pirmyn ir atgal.

5. Perskaitykite makroskopiSkai ne véliau kaip po 2 minuciy ir
pazymekite rezultatg.

6. Dél netinkamo apdorojimo arba per ilgo inkubavimo laiko gali
atsirasti dzidvimo sukelty artefakty, todél bandymas turi bati
laikomas negaliojanciu.

D. TASKINES PLOKSTELES TECHNIKA
1. I8 viso kraujo paruoskite 35-45 % tiriamujy eritrocity suspensija
arba 10 % tiriamuyjy eritrocity suspensijg 0,9% NaCl tirpale.
2. Ant taskinés plokstelés uzdékite 1 tarj antiserumo + 1 tdrj
tiiamuyjy eritrocity suspensijos.
3. Naudodami Svarig aplikatoriaus lazdele, abu kiekius gerai
iSmaisykite.
4.  Inkubuokite kambario temperatdroje 5-10 minuciy.
5.  Skaityti makroskopiskai ir pazymeékite rezultats.
Neteisingas tvarkymas arba pernelyg ilgas inkubacijos laikas gali
sukelti dziovinimo sukeltus artefaktus.

TESTO REZULTATUY AISKINIMAS

1. Teigiamas: tiriamyjy eritrocity agliutinacija, atsizvelgiant |
priimtus tyrimo procediros apribojimus (Zr. toliau), rodo, kad
tiriamuosiuose eritrocituose yra atitinkamo ABO antigeno.

2. Neigiamas: jokia tiriamuyjy eritrocity agliutinacija, atsizvelgiant j
priimtus tyrimo procediros apribojimus (Zr. toliau), rodo, kad
tilamuosiuose eritrocituose néra tinkamo ABO antigeno.

Neatitikimai: jei tyrimo eritrocity antigeny rezultatai nekoreliuoja su

aptiktais kraujo grupés alloantikanais, reikia atlikti tolesnj tyrima.

APRIBOJIMAI

1. Gimimo metu ABO antigenai néra visiSkai iSsivyste, todél su
virkStelés ar naujagimiy méginiais gali pasireiksti silpnesnés
reakcijos.

2. Naudojant monokloninius antikiinus, silpny A arba B pogrupiy
kraujo meéginiai gali sukelti klaidingai neigiamas arba silpnas
reakcijas, kai jie tiriami naudojant stiklelius arba mikroplokstes.
Patartina i§ naujo iSbandyti silpnus pogrupius naudojant
meégintuvélio technika.

3. Sandéliuotas kraujas gali sukelti silpnesnes reakcijas nei
Sviezias.

4. Klaidingai teigiami arba klaidingai neigiami rezultatai taip pat gali
atsirasti dél:

» Bandomuyjy medziagy uzterStumas

* Netinkamas laikymas, eritrocity koncentracija, inkubacijos
laikas arba temperatira

* Netinkamas arba per didelis centrifugavimas

* Nukrypimas nuo rekomenduojamy metody

5. Naudojant taskinés plokstelés technikg ir viso kraujo méginius,
retkarciais gali susidaryti rauksliy susidarymas, panasus j silpng
agliutinacijg ir gali bati interpretuojamas kaip klaidingai teigiama
reakcija. Sis reikinys atsiranda dél neimunologiniy priezaséiy.
Rauks$lés susidarymo galima tikétis heparino kraujyje ir
pacientams, gydomiems plazmos plétikliais (pvz., dekstranu),
taip pat pacientams, sergantiems plazmocitoma (didelis baltymy
kiekis, pakitusi baltymy sudétis), onkologiniais sutrikimais
(nenormali hemograma) ir turintiems sutrikusig koaguliacijg. Siy
pacienty kraujo meéginiai visada turi bdti tiriami naudojant
mégintuvélio metoda, nes Sio reiSkinio paprastai negalima
patikrinti naudojant eritrocity suspensijg. Silpny antigeny (As, Ay,
Bueak) buvimas dél didesnio jautrumo turi bati jrodytas naudojant
mégintuveélio technika, jei reikia, po 30 minuciy inkubacijos laiko.
Nejprastai silpnos reakcijos arba jos nebuvimas gali bati dél A ir
B pogrupiy buvimo. Tam tikry sutrikimy turin¢iy pacienty kraujo

Puslapis 2 i§ 3
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meéginiai gali rodyti klaidingai teigiamas / klaidingai neigiamas
reakcijas. VirkStelés kraujo méginiai, uztersti Wharton Jelly, gali
rodyti klaidingai teigiamas reakcijas. Nenaudokite netiesioginio
Kumbso testo (IKT) su monokloniniais peliy reagentais ir AHG
serumais. Reaktyvis autoagliutininai daznai yra galimas klaidos
Saltinis nustatant ABO kraujo grupe. Siy antikiny buvimas yra
nenuspéjamas. Pakankamai didelis Siy antikiny skaicius gali
sukelti nespecifines reakcijas demonstruojant izoagliutininus su
A-(1) ir B Igstelémis, taip pat nespecifines reakcijas su anti-A,
anti-B ir anti-AB testo serumais, jei neplautos Igstelés arba
meéginiai yra suspenduoti serume arba tiriami plazmos méginiai.
Todel ABO ir izoagliutinino tyrimai yra bdatini kraujo grupei
nustatyti. Bet kokie neatitikimai tarp ABO ir izoagliutinino tyrimy
reikalauja tolesnio tyrimo, neatsizvelgiant j reakcijos stiprumag
paciento serume ar Igstelése. Tiesioginiams antiglobulino
tyrimams su AHG reagentais nenaudokite monokloniniy
reagenty, paruosty i$ peliy hibridomos Iasteliy..

ABO ir Rh antigenams nustatyti visada naudokite du skirtingus
klonus.

REAKCIJY STABILUMAS

1.

2.

Perskaitykite visus mégintuvélio ir mikroplokstelés tyrimus iSkart
po centrifugavimo.

Objektiniy stikleliy testai turi bati interpretuojami per 2 minutes,
kad baty uztikrintas specifiSkumas ir iSvengta galimybés, kad
neigiamas rezultatas gali biti neteisingai interpretuojamas kaip
teigiamas dél reagento dziuvimo.

Bandymai turi bati laikomi negaliojandiais, jei jie buvo atlikti esant
kitokiai nei rekomenduojama temperatarai.

SPECIFINES NASUMO CHARAKTERISTIKOS
Eksploatacinés savybés vertinamos pagal Bendrasias technines
specifikacijas (CTS: ES Komisijos 2009-02-03 sprendimas).

1.

2.

Reagentai buvo iSbandyti taikant visas rekomenduojamas
procediras.

Kiekviena LOT vyra patikrinta pagal Bendryjy techniniy
specifikacijy reikalavimus in vitro diagnostikos medicinos
prietaisais ir atitinka keliamus reikalavimus.

Monokloniniy antikdiny specifiSkumas parodytas naudojant
antigenui neigiamy eritrocity grupe.

Reagenty kokybés kontrolé buvo atlikta naudojant eritrocitus
arba visg kraujg, kuris buvo du kartus plaunamas 0, 9% druskos
tirpalu.

Bandymai su daugiau nei 1000 méginiy, kuriy jautrumas ir
specifiSkumas > 99 %.

ATSAKOMYBES ATSISAKYMAS

1.

2.

Naudotojas yra atsakingas uz reagenty veikimg bet kokiu kitu
bddu nei rekomenduojama.

Bet kokie nukrypimai nuo Rekomenduojamy metody turi bdti
patvirtinti prie$ naudojant.
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NAUDOJAMI SIMBOLIAI

Tik in  vitro

Katalogo numeris

LoT Partijos numeris diagnostiniam
naudojimui
Sandéliuoti

+2°C iki +8°C
temperatiroje

Galiojimo laikas M Gamintojas
. Perziarékite
naudojimo
instrukcijas
‘ (jdétinis lapas)
KATALOGO NUMERIAI
REF Produktas kiekis
1x1x10ml
. 5x1x10ml
01110 Anti-A (Klon 11H5) 10 x 1 x 10 ml
50x1x10ml
1x1x10ml
. . 5x1x10ml
01210 Anti-A (Klon Birma-1) 10 x 1 x 10 ml
50x1x10ml
1x1x10ml
. 5x1x10ml
02110 Anti-B (Klon 6F9) 10 x 1 x 10 ml
50 x1x10 ml
1x1x10ml
. 5x1x10ml
02210 Anti-B (Klon LB-2) 10 x 1 x 10 ml
50x1x10ml
1x1x10ml
Anti-AB (Klone: A: 5E10 5x1x10ml
03110 B: 2D7) 10x1x 10 ml
50x1x10 ml
Puslapis 38 3
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Aprasymas: Numeris:
Anti D RUM-1 (monokloniniai) 10 ml 06210
Anti D MS-201 (monokloniniai) 10 ml 06110

IN VITRO DIAGNOSTINIS MEDICININIS PRODUKTAS

SANTRAUKA

Rezus kraujo grupiy sistema pirma kartg apraSyta 1940 m. Be ABO antigeny, ypatingg kliniking reikSme
turi D antigenas, nes kraujo perpylimo klaida gali sukelti sunkias hemolizines perpylimo reakcijas ir
vaisiaus bei naujagimio hemolizing ligg (HDFN).

Rezus teigiamas (D teigiamas) / rezus neigiamas (D neigiamas) reiskia, kad D antigeno yra arba néra,
atitinkamai, individo eritrocity pavirsiuje.

D antigeno pasiskirstymas

Anti D Fenotipas Kaukazieciai, % Afroamerikiecdiai, %
+ Rh D teigiamas 85 72
- Rh D neigiamas 15 28

1 lentelé: Antigeny daznumas pagal Mollison et al.

NUMATYTAS NAUDOJIMAS

Anti D (monokloninis IgM) skirtas specifiniam ir kokybiniam eritrocity, turinéiy atitinkamg D (RH1)
antigeng, aptikimui ir yra tinkamas naudoti stiklelio, taskinés plokstelés, mikroplokstelés ir mégintuvélio
metodais.

Pirmiau minéti metodai yra pagrijsti tiesioginés hemagliutinacijos principu. Pridéjus eritrocity prie anti-D
(monokloninio IgM), jvyksta specifiné antigeno-antikiino reakcija, jei ant eritrocity yra atitinkamo D
(RH1) antigeno. Sig reakcijg rodo lengvai matoma eritrocity agliutinacija. Raudonyjy kraujo kiineliy
agliutinacijos trikumas rodo — atsizvelgiant j tyrimo metody apribojimus — atitinkamo D (RH1) antigeno
nebuvima.

Abu klonai atpazjsta daugumag Disilpno varianty, i§skyrus D VI.

INFORMACIJA APIE PRODUKTA
IgM tipo monokloniniai anti-D reagentai yra paimti i§ zmogaus hibridomos lasteliy.
Sio mazai baltymy turinio reagento skiedimo terpéje yra ie stiprikliai: NaCl, BSA, buferis ir kai kurie
Kiti pasirinkti komponentai.
Konservantas: < 0,1% natrio azidas.
Naudojant pagal naudojimo instrukcija, reagentas agliutinuoja Zmogaus eritrocitus, jei yra atitinkamas D
(RH1) antigenas.
Anti D (monokloninis IgM) atpaZins ir tiesiogiai agliutinuos daugel;j silpno D fenotipo raudonyjy kraujo
kiineliy, kurie anksé¢iau greiciausiai buvo interpretuojami kaip Rh neigiami (arba silpni D). Tai taip pat
apima kai kurias itin rety daliniy D lasteliy raisis. D IgM anti-D klonai nereaguoja su D kategorijos VI
lastelémis, kurios iki Siol buvo tirtos. Silpnus variantus galima aptikti tik naudojant mégintuvélio ir
mikroplokstelés metodus.
Kiekvieno LOT specifiSkumas parodomas naudojant meégintuvelio technika ir D (RHI1) antigenui
neigiamy eritrocity grupg.
Sie antiserumai optimizuoti naudojimui be tolesnio skiedimo ar priemaisy.
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Partijos numeris ir galiojimo data nurodyti ant mégintuvélio etiketés.

LAIKYMAS
Laikykite testavimo reagentus 2 °C — 8 °C temperatiiroje iki ant produkto etiketés nurodytos galiojimo
laiko pabaigos. Pirma kartg atidare produkta, vél stipriai uzdarykite ir laikykite 2 °C — 8 °C temperatiiroje.

MEGINIU PAEMIMAS IR PARUOSIMAS

Kraujo méginius reikia paimti aseptiniu biidu ] mégintuvélius su EDTA ar citratu. Méginj reikia iStirti
kuo greic¢iau po paémimo. Jeigu testavimas uztrunka, laikykite méginj 2°C-8°C temperatiiroje. Méginiy,
kuriuose pasireiskia hemolizé ar mikrobinis uzter§imas, nereikia testuoti su $iuo reagentu, nes gali buiti
gauti klaidingai teigiami ar klaidingai neigiami rezultatai.

Prie§ testavimg taikant mégintuvélio, taskinés plokstlés ar mikroplokstelés technika, kraujo méginius
reikia du kartus nuplauti su 0.9% NaCl tirpalu. Taikydami objektinio stiklelio technikg, paruoskite 35-
45% testuojamy eritrocity (viso kraujo) suspensija.

PERSPEJIMAI IR ATSARGUMO PRIEMONES

1. Sie reagentai skirti tik in vitro diagnostiniam laboratoriniam naudojimui.

2. Sie reagentai buvo suformuoti tam, kad juos naudoty jgalioti operatoriai, apmokyti dirbti su
serologinémis technikomis.

3. Sie reagentai netinka savarankiskam naudojimui.

4. Nenaudokite Siy reagenty, jeigu baigesi jy galiojimo laikas.

5. I$pilkite pazeisty buteliuky turin;.

6. Dirbant su reagentais, reikia vilkeéti apsauginius drabuzius, pvz., mivéti vienkartines pirstines ir vilkéti
laboratorinj chalatg.

7. Testuojami serumai buvo perfiltruoti per 0.2um kapsule, kad sumazéty bioapkrova.

8. Atidarius buteliuka, turinys turi i§likti gyvybingas iki galiojimo laiko pabaigos. I$pilkite turinj, jeigu
po atidarymo jis susidrumsté arba uzsiterse.

9. CE-Immundiagnostika GmbH negali uztikrinti, kad i§ Zmoniy ar gyviiny gautuose produktuose nebus
uzkre¢iamy daleliy. Naudojant ir iSpilant kiekvieng buteliuka ir jo turinj, butina elgtis atsargiai.

REAGENTO UTILIZAVIMAS IR ISSILIEJIMU TVARKYMAS
Informacijg apie reagento iSpylimg ir suterStos vietos nukenksminimg rasite medZiagos saugos duomeny
lape, kurj, jeigu pageidaujate, gausite i§ CE-Immundiagnostika GmbH.

KONTROLES IR PATARIMAI

1. Teigiamos ir neigiamos kontrolés eritrocitai turi biiti testuojami kartu su kiekviena testy partija. Testai
turi biiti laikomi negaliojanciais, jeigu kontrolés neparodo laukiamy reakcijy.

2. Kadangi Siuose reagentuose néra makromolekuliniy stiprikliy, nelabai tikétina, kad IgG padengtos
lastelés sukels klaidingai teigiamas ar klaidingai neigiamas reakcijas.

3. Silpni antigenai (dalinis D) gali biiti neidentifikuoti.

4. 1 turis yra mazdaug 35-45 pl, jeigu naudojama su tiekiamu buteliuku su lasintuvu.

5. Rezultatus nuskaityti ir interpretuoti turi tinkamai apmokytas ir kvalifikuotas personalas pagal Salies,
kurioje yra naudojami reagentai, reikalavimus.

6. Siuos reagentus reikia naudoti tik pagal naudojimo instrukcijas.

REIKALINGA MEDZIAGA IR REAGENTAI
e 0.9% NaCl tirpalas

Stikliniai mégintuveliai

Meégintuvéliy laikiklis

Mégintuveliy centrifuga

Tirinés pipetés

Mikroplokstel¢, ploksteliy purtykle
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Taskine plokstele

Stiklinis mikroskopinis objektinis stiklelis
Aplikatoriaus lazdelé

Teigiamos ir neigiamos kontrolés eritrocitai
e Chronometras

REKOMENDUOJAMOS TECHNIKOS

A. MEGINTUVELIO TECHNIKA

1. Paruoskite 2-4 % eritrocity suspensija 0.9% NaCl tirpale.

2. Jlasinkite 1 turj testuojamo reagento ir 1 talpg testuojamy eritrocity suspensijos j pazymeéta mégintuveélj.
3. Kruopsciai iSmaisykite ir 1 minutg centrifuguokite 4009 (1,500 rcf arba taikydami kitg tinkama laikg ir
jéga).

4. I karto nuskaitykite rezultata: Svelniai suplakite mégintuvelj, kad atskirtuméte eritrocity gumulélj nuo
meégintuvélio apacios, ir makroskopiskai nuskaitykite agliutinacijg; uzsirasykite rezultatg.

5. 15 minu¢iy inkubuokite visus neigiamus arba silpnus rezultatus kambario temperatiiroje (18 — 25 °C),
tada pakartokite 3-4 veiksmus. Pasizymékite rezultatus ir reakcijos intensyvuma.

B. MIKROPLOKSTELES TECHNIKA

Mikroploksteliy paruosimas:

Skirtingy gamintojy/tiekéjy pagamintos mikroplokStelés pasizymi skirtingomis statinémis savybémis,
kurios gali sukelti nespecifines raudonyjy kraujo kiineliy ir baltymy reakcijas. Patartina prie§ naudojima
apdoroti nenaudotas mikroploksteles, kad raudonyjy kraujo kineliy formavimasis sumazéty iki
minimumo. Mes rekomenduojame naudoti i§ plastmasés pagamintus ,,U* formos Sulinélius.

1. Nlasinkite 1 ttirj 22 % jaucio albumino tirpalo j (BSA) atitinkamus Sulinélius.

2. Kruopsciai iSmaiSykite, plakdami ar naudodami mikroploksteliy purtykle, kad jsitikintuméte, jog
Sulinéliai tolygiai padengti.

3. Inkubuokite kambario temperatiiroje (18-25°C) ne maziau kaip 10 ir ne daugiau kaip 15 minuciy.

4. Istustinkite BSA ir iSpilkite Sulinéliy turinj  tinkama atlieky utilizavimo talpykla.

5. Bent 10 karty praplaukite mikroplokstele su vandeniu i§ ¢iaupo.

6. Tada du kartus praskalaukite mikroplokstele su distiliuotu ar dejonizuotu vandeniu.

7. Pakreipkite ir paplekSnokite mikroplokStele, kad paSalintuméte vandens pertekliy.

8. Prie§ naudojima leiskite mikroplokstelei iSdzititi.

Galima naudoti ir alternatyvias technikas, jeigu jas patvirtino vartotojas.

Procedira:

1. Paruoskite 2-4% testuojamy eritrocity suspensija su 0.9% NaCl tirpalu.

2. Jlasinkite 30ul atitinkamo antiserumo j pazymétus mikroplokstelés Sulinélius.

3. llasinkite 30ul pries tai paruostos testuojamy eritrocity suspensijos i mikroplokstele.

4. 30 s maiSykite rankiniu biidu arba panaudokite purtykle.

5. 1 minute centrifuguokite mikroplokstelg 4009 (1,500 rcf arba taikykite kita tinkama laikg ir jéga).

6. Prireikus trumpai paplakite mikroplokstele su purtykle.

7. Uzsirasykite rezultaty ir reakcijos intensyvuma, kartu testuodami teigiamos ir neigiamos kontrolés
eritrocitus. Jeigu naudojate nuskaitymo jrenginius, jie turi buti patvirtinti. Papildomy vizualiniy
priemoniy, pvz., veidrodéliy ar padidinimo stikly, naudojimas gali palengvinti rezultaty nuskaityma.

C. OBJEKTINIO STIKLELIO TECHNIKA
1. Naudodami visg krauja, paruoskite 35-45% testuojamy eritrocity suspensija.
2. Uzlasinkite 1 tiirj antiserumo ir vieng talpg testuojamy eritrocity suspensijos ant objektinio stiklelio.
3. Naudodami §varig aplikatoriaus lazdele, kruopsciai iSmaiSykite abi talpas mazdaug 20x40mm plotelyje.
4. Létai pajudinkite objektinj stiklelj pirmyn ir atgal.
5. Ne veliau kaip po 2 minuc¢iy makroskopiskai nuskaitykite ir uzsirasykite.
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6. Neteisingas tvarkymas ar per ilgas inkubacijos laikas gali tapti dziivimo sukelty artefakty priezastimi
ir testa reikia laikyti negaliojanciu.

D. TASKINES PLOKSTELES TECHNIKA

1. Naudodami visg kraujg, paruoskite 35-45% testuojamy eritrocity suspensijg arba 10% testuojamy
eritrocity suspensija 0.9% NaCl tirpale.

2. UZlasinkite 1 tirj antiserumo ir vieng talpg testuojamy eritrocity suspensijos ant taskinés plokstelés.

3. Naudodami $varig aplikatoriaus lazdele, kruopsciai iSmaisykite abi talpas.

4. 5-10 minuciy inkubuokite kambario temperattiroje.

5. Nuskaitykite makroskopiskai ir jraSykite.

D¢l neteisingo tvarkymo ar per ilgo inkubacijos laiko gali atsirasti dzitivimo sukelty artefakty.

TESTO REZULTATU INTERPRETAVIMAS

1. Teigiamas: Testuojamy eritrocity agliutinacija priimtose testavimo procediiros ribose (Zr. Zzemiau) rodo
D antigeng testuojamuose eritrocituose.

2. Neigiamas: Jeigu néra testuojamy eritrocity agliutinacjios priimtose testavimo procediiros ribose, tai
rodo, kad D antigeno testuojamuose eritrocituose néra.

Neatitikimai: Jeigu su testuojamy eritrocity antigenu gauti rezultatai nesusiejami su aptiktais kraujo
grupés aloantikiinais, reikalingas tolesnis tyrimas.

APRIBOJIMAI

1. Laikyto kraujo reakcijos gali biiti silpnesnés nei §viezio.

2. Klaidingai teigiami ar klaidingai neigiami rezultatai gali buiti gauti ir dél Siy priezasciy:

* Testuojamy medziagy uzterSimas

* Netinkamas laikymas, eritrocity koncentracija, inkubacijos laikas ar temperatiira

* Netinkamas ar perteklinis centrifugavimas

* Nukrypimas nuo rekomenduojamy techniky

3. Ritinéliy susiformavimo galima tikétis turint kraujg su heparinu ir tada, jeigu pacientai gydomi plazmos
stiprikliais (pvz., dekstranu), o taip pat su nuo plazmacitomos (didelio baltymy kiekio, pakitusios baltymy
sandaros), onkologiniy ligy (nenormalios hemogramos) kencianciais pacientais ir pablogéjus kreséjimui.
Siy pacienty kraujo méginiai visada turi biti testuojami su mégintuvélio technika, nes tokio reiskinio
paprastai negalima patvirtinti naudojant eritrocity suspensijg. Silpny antigeny buvimas turéty biiti jrodytas
naudojant meégintuvélio technika, nes jautrumas yra didesnis, jei reikia, po 30 minuciy inkubacijos laiko.
4. Tam tikry sutrikimy varginamy pacienty méginiai gali parodyti klaidingai teigiamus/klaidingai
neigiamus rezultatus. Virvelés formos kraujo méginiai, uztersti Wharton Jelly, gali parodyti klaidingai
teigiamas reakcijas.

5. Visada naudokite tu skirtingus klonus D antigeny nustatymui.

REAKCIJU STABILUMAS

1. Nuskaitykite visus mégintuvélio ir mikroplokstelés testus i karto po centrifugavimo.

2. Objektinio stiklelio testus reikia interpretuoti per 2 minutes, kad uztikrintuméte specifiskuma ir
iSvengtumeéte tikimybés, jog neigiamas rezultatas gali buti klaidingai palaikytas teigiamu dél reagento
dzitivimo.

3. Testus reikia laikyti negaliojanciais, jeigu jie buvo atlikti ne rekomenduojamoje temperatiiroje.

SPECIFINIO VEIKIMO CHARAKTERISTIKOS

1. Pries§ patvirtinimg antiserumas buvo patikrintas naudojant visas rekomenduojamas procediras.
Veikimas vertinamas pagal [prastines technines specifikacijas (CTS: 2009.02.03 ES komisijos
sprendima).

2. Kiekviena anti-D (monokloninio IgM) partija yra iSbandyta pagal gaminiy, apibrézty Europos
Parlamento ir Tarybos direktyvos 98/79/EB dél in vitro diagnostikos medicinos prietaisy II priedo A
sgraSe, bendryjy techniniy specifikacijy reikalavimus ir atitinka keliamus reikalavimus.
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3. Kiekvienos partijos reaktyvumas parodomas naudojant eritrocity grupe¢ pagal Siose naudojimo
instrukcijose rekomenduojamus metodus.

4. Monokloniniy antikiiny specifiSkumas jrodytas naudojant antigenui neigiamy eritrocity grupe.

5. Reagenty kokybés kontrolé buvo atlikta naudojant eritrocitus arba visg krauja, du kartus iSplautus 0,9
% fiziologiniu tirpalu.

6. Testai su daugiau kaip 1,000 méginiy parodé > 99% jautrumga ir specifiskuma.

ATSAKOMYBES ATSISAKYMAS
1. Vartotojas atsako uz reagenty veikima, jeigu taiko ne rekomenduojama metoda.
2. Bet kokj nukrypima nuo Rekomenduojamy techniky prie§ naudojima reikia patvirtinti.
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SIMBOLIU RODYKLE
LOT Partijos numeris Tik |n _ vitro  diagnostiniam
naudojimui
REF| | Katalogo numeris j/ Laikykite nuo ... iki (°C)
b Galiojimo data d Gamintojas
EIE] Perskaitykite naudojimo instrukcijas (pakuotés
lapelj)
KATALOGO NUMERIAI
NUMERIS KIEKIS
1x1x10ml
06210 5x1x10ml
Anti-D RUM-1 10x1x10ml
50x1x10ml
06110 1x1x10ml o




Anti-D MS-201

5x1x10ml
10x 1x 10 ml
50x1x10 ml
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\ Description REF
Anti D RUM-1 (monoclonal) 10ml O6210|
Anti D MS-201 (monoclonal) 10ml 06110

IN VITRO DIAGNOSTIC MEDICAL DEVICE

SUMMARY

The rhesus blood group system was first described in 1940. In addition
to the ABO antigens, the D antigen is of special clinical importance
since a blood transfusion error may cause severe haemolytic
transfusion reactions and haemolytic disease of the foetus and
newborn (HDFN).

Rhesus positive (D pos.)/rhesus negative (D neg.) mean that a D
antigen is present/not present, respectively, on the surface of an
individual’s erythrocytes.

Distribution of the D antigen

Anti D | Phenotype Caucasians African
% Americans %
+ Rh D positive 85 72
- Rh D negative 15 28

Table 1: Frequency of antigens according to Mollison et al.

INTENDED USE

Anti D (monoclonal IgM) is designed for the specific and qualitative
detection of erythrocytes that carry the corresponding D (RH1) antigen
and is suitable for use by the slide, spot plate, microplate and tube
techniques.

The abovementioned techniques are based on the principle of direct
haemagglutination. After the addition of erythrocytes to anti D
(monoclonal IgM), a specific antigen-antibody-reaction occurs if the
corresponding D (RH1) antigen is present on the erythrocytes. This
reaction is indicated by easily visible agglutination of erythrocytes. Lack
of agglutination of the red cells demonstrates — taking into account the
limitations of the test methods — the absence of the corresponding D
(RH1) antigen.

Both clones recognize most Dyea Variants, with the exception of D VI.

PRODUCT INFORMATION

Monoclonal Anti D reagents of the IgM type are harvested from human
hybridoma cells.

The dilution medium for this low-protein reagent contains the following
potentiators: NaCl, BSA, a buffer and some other select components.
Preservative: < 0.1% sodium azide.

When used in accordance with the instructions for use, the reagent
agglutinates human erythrocytes if the corresponding D (RH1) antigen
is present.

Anti D (monoclonal IgM) will recognize, and directly agglutinate, many
red cells of weak D phenotype previously likely to be interpreted as Rh
negative (or weak D). This also includes some types of extremely rare
partial D cells. Die IgM anti D clones show no reactivity with the D
Category VI cells that have been tested so far. Weak variants can be
detected only using the tube and microplate techniques.

The specificity of each LOT is demonstrated using the tube technique
and a panel of D (RH1) antigen-negative erythrocytes.

These antisera have been optimized for use without further dilution or
additions.

The LOT number and expiry date are detailed on the tube label.

STORAGE

Store the test reagents at 2°C-8°C until the expiry date detailed on the
product label. After opening a product for the first time, tightly close
again and store at 2°C-8°C.

SPECIMEN COLLECTION AND PREPARATION

Blood specimens should be collected aseptically in EDTA or citrate
tubes. The specimen should be tested as soon as possible following
collection. If a delay in testing should occur, store the specimen at 2°C-
8°C. Specimens displaying haemolysis or microbial contamination
should not be tested with this reagent as this may result in false positive
or false negative results.

All blood samples should be washed twice with a 0.9% NaCl solution
before being tested by the tube, spot plate and microplate technique.
When using the slide technique, prepare a 35-45% suspension of test
erythrocytes (whole blood).

WARNINGS AND PRECAUTIONS
1. These reagents are intended for in vitro diagnostic laboratory use
only.
2. These reagents are designed for use by authorized operators
trained in serological techniques.

These reagents are not intended for self-application.

Do not use these reagents past the expiration date.

Discard the contents of damaged vials.

Wear protective clothing such as, for instance, a laboratory gown

and disposable gloves while handling these products.

7. The test sera have been filtered through a 0.2um capsule to
reduce the bio-burden.

8. Once a vial has been opened the contents should remain viable
up until the expiry date. Discard the contents if turbidity or
contamination occur after opening.

9. CE-Immundiagnostika GmbH cannot guarantee that products
derived from human or animal sources are free from infectious
agents. Care must be taken in the use and disposal of each vial
and its contents.

o0k w

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a
spillage site, see the Material Safety Data Sheet, available on request
from CE-Immundiagnostika GmbH.

CONTROLS AND ADVICE

1. Positive and negative control erythrocytes shall be tested in
parallel with each batch of tests. Tests must be considered
invalid if controls do not show expected reactions.

2. Since these reagents do not contain macromolecular
potentiators, it is very unlikely that false positive or false negative
reactions are caused with IgG coated cells.

3. Weak antigens (partial D) may not be identified.

4. 1 volume is approximately 35-45ul when using the vial dropper
provided.

5. The reading and interpretation of results must be carried out by
properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

6. These reagents should be used only according to these
instructions for use.

REQUIRED MATERIAL AND REAGENTS
e 0.9% NaCl solution
. Glass test tubes
. Test tube holder
e  Test tube centrifuge
e  Volumetric pipettes
. Microplate, plate shaker
. Spot plate
Page 1 of 3
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Anti D

Glass microscope slide

Applicator stick

Positive and negative control erythrocytes
Chronometer

RECOMMENDED TECHNIQUES

A. TUBE TECHNIQUE
Prepare a 2-4% suspension of erythrocytes in a 0.9% NaCl
solution.
Place 1 volume of antiserum and 1 volume of suspension of test
erythrocytes in a labelled test tube.
Mix thoroughly and centrifuge straight away at 400g for 1 minute
(at 1,500 rcf or for a suitable alternative time and force).
Read the result immediately: Gently agitate the tube to dislodge
the erythrocyte pellet from the bottom of the test tube and read
macroscopically for agglutination; record result.
Incubate all negative or weak positive results for 15 minutes at
room temperature (18-25°C), then repeat 3. and 4. Record the
result and the reaction intensity.

B. MICROPLATE TECHNIQUE

Preparation of the microplates:

Microplates made by different manufacturers / suppliers have different
static properties that may give rise to non-specific red blood cell and
protein reactions. It is advisable to pre-treat unused microplates prior
to use to reduce the build-up of red blood cells to a minimum. We
recommend using “U” wells made from plastic material.

1.

2.

© NG

Place 1 volume of bovine albumin 22% (BSA) in the appropriate
wells.

Mix thoroughly, gently agitating or using a microplate shaker, to
ensure that wells are covered evenly.

Incubate at room temperature (18-25°C) for no less than 10 and
no more than 15 minutes.

Drain the BSA and discard the content of the wells in a suitable
waste disposal container.

Flush the microplate at least 10 times with tap water.

Then rinse the microplate twice with distilled or deionized water.
Tilt and dab the microplate to remove excess water.

Allow the microplate to dry prior to use.

Alternative techniques may be used provided that they have been
validated by the user.

Procedure:

1.

2.

2

1.

Prepare a 2 - 4% suspension of test erythrocytes in a 0.9% NaCl
solution.

Place 30yl of the appropriate antiserum into the marked wells of
the microplate.

Add 30ul of the previously prepared suspension of test
erythrocytes to the microplate.

Mix for 30 seconds, either manually or using a shaker.
Centrifuge the microplate for 1 minute at 400g (at 1,500 rcf or for
a suitable alternative time and force).

Briefly agitate the microplate, using a shaker, if necessary.
Record the result and the reaction intensity straight away, testing
positive and negative control erythrocytes in parallel. Reading
devices, if used, must have been validated. Using additional
visual expedients such as, for instance, mirrors or magnifying
glasses may facilitate reading the results.

C. SLIDE TECHNIQUE
Using whole blood, prepare a 35-45% suspension of test
erythrocytes.

o ok

3.
4.
5

Place 1 volume of antiserum and one1 volume of whole blood on
a slide.

Using a clean applicator stick, thoroughly mix both volumes over
an area of about 20x40mm.

Slowly move the slide back and forth.

Read macroscopically after no more than 2 minutes and record.
Incorrect handling or excessive incubation time may lead to
drying-induced artefacts, and the test must be considered invalid.

D. SPOT PLATE TECHNIQUE

Using whole blood, prepare a 35-45% suspension of test
erythrocytes or a 10% suspension of test erythrocytes in a 0.9%
NaCl solution.

Place 1 volume of antiserum + 1 volume of suspension of test
erythrocytes on a spot plate.

Using a clean applicator stick, mix both volumes thoroughly.
Incubate at RT for 5-10 minutes.

Read macroscopically and record.

Incorrect handling or excessive incubation time may lead to drying-
induced artefacts.

INTERPRETATION OF TEST RESULTS

1.

Positive: Agglutination of the test erythrocytes indicates, within
accepted limitations of test procedure (see below), the presence
of the D antigen on the test erythrocytes.

Negative: No agglutination of the test erythrocytes indicates,
within accepted limitations of test procedure (see below), the
absence of the D antigen on the test erythrocytes.

Discrepancies: If the results obtained for antigens on the test
erythrocytes do not correlate with the blood group alloantibodies
detected, further investigation is required.

LIMITATIONS

1.
2.

Stored blood may give weaker reactions than fresh blood.

False positive or false negative results may also occur due to:

» Contamination of test materials

« Improper storage, erythrocyte concentration, incubation time or
temperature

« Improper or excessive centrifugation

* Deviation from the recommended techniques

Rouleaux formation can be expected in heparin blood and in
patients treated with plasma expanders (e. g. dextran) as well as
in patients with plasmacytoma (high protein content, altered
protein composition), oncological disorders (abnormal
hemogram) and impaired coagulation. Blood specimens from
these patients must always be tested using the tube technique,
as this phenomenon can generally not be demonstrated when
using a suspension of erythrocytes. The presence of weak
antigens should be demonstrated using the tube technique,
because of greater sensitivity, after an incubation time of 30
minutes, where appropriate.

Blood specimens from patients suffering from certain disorders
may show false positive/false negative reactions. Cord blood
specimens contaminated with Wharton’s jelly may show false
positive reactions.

Always use two different clones for the determination of D
antigens.

STABILITY OF THE REACTIONS

1.
2.

Read all tube and microplate tests straight after centrifugation.
Slide tests should be interpreted within 2 minutes to ensure
specificity and to avoid the possibility a negative result may be
incorrectly interpreted as positive due to drying of the reagent.

Page 2 of 3
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3.

Tests must be considered invalid if they have been performed at
temperatures other than those recommended.

SPECIFIC PERFORMANCE CHARACTERISTICS

1.

2.

Prior to approval, the antisera have been tested using all the
recommended procedures.

Each LOT of anti D (monoclonal IgM) is tested in accordance with
the requirements of the Common Technical Specifications for
products defined in Annex I, List A of Directive 98/79/EC of the
European Parliament and the Council on in vitro diagnostic
medical devices and meets the requirements.

The reactivity of each LOT is demonstrated using a panel of
erythrocytes in accordance with the techniques recommended in
these instructions for use.

Specificity of monoclonal antibodies is demonstrated using a
panel of antigen-negative erythrocytes.

The quality control of the reagents was performed using
erythrocytes or whole blood that had been washed twice with
0.9% saline solution.

Tests with more than 1,000 specimens with a sensitivity and
specificity of > 99%.

DISCLAIMER

1.

2.

The user is responsible for the performance of the reagents by
any method other than those recommended.

Any deviations from the Recommended Techniques should be
validated prior to use.
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Anti D
INDEX OF SYMBOLS
For in vitro
LoT Lot number diagnostic use

only

Catalogue number

Store between
+2°C to +8°C

=
1]

Expiry date “ Manufacturer
Consult instructions
for use (insert)
CATALOGUE NUMBERS
REF Menge
06210 1x1x10ml
Anti-D RUM-1 5x1x10 ml
10x1x10ml
50x1x10 ml
1x1x10ml
06110 5x1x10ml
Anti-D MS-201 10x1x10ml
50 x1x10 ml
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Anti-D blend 175 2-4151 E4 10 ml 07210

IN VITRO DIAGNOSTIC MEDICAL DEVICE

SUMMARY

The rhesus blood group system was first described in 1940. In addition
to the ABO antigens, the D antigen is of special clinical importance
since a blood transfusion error may cause severe haemolytic
transfusion reactions and haemolytic disease of the foetus and
newborn (HDFN).

Rhesus positive (D pos.)/rhesus negative (D neg.) mean that a D
antigen is present/not present, respectively, on the surface of an
individual’s erythrocytes.

Distribution of the D antigen

Anti D | Phenotype Caucasians African
% Americans %
+ Rh D positive 85 72
- Rh D negative 15 28

Table 1: Frequency of antigens according to Mollison et al.

INTENDED USE

Anti D blend (monoclonal IgM + IgG) is designed for the specific and
qualitative detection of erythrocytes that carry the corresponding D
(RH1) antigen and is suitable for use by the slide, spot plate, microplate
and tube techniques.

The abovementioned techniques are based on the principle of direct
haemagglutination. After the addition of erythrocytes to anti D blend
(monoclonal IgM + IgG), a specific antigen-antibody-reaction occurs if
the corresponding D (RH1) antigen is present on the erythrocytes. This
reaction is indicated by easily visible agglutination of erythrocytes. Lack
of agglutination of the red cells demonstrates — taking into account the
limitations of the test methods — the absence of the corresponding D
(RH1) antigen.

The indirect antiglobulin test is used for the detection of Dyeax-

PRODUCT INFORMATION

Anti D blend (monoclonal IgM + 1gG) is a blend of human monoclonal
anti D (IgM), clone D175-2 or TH-28, and human monoclonal anti D
(IgG), clone D415 1E4 or MS-26.

The dilution medium for this low-protein reagent contains the following
potentiators: NaCl, BSA, a buffer and some other select components.
Preservative: < 0.1% sodium azide.

When used in accordance with the instructions for use, the reagent
agglutinates human erythrocytes if the corresponding D (RH1) antigen
is present.

Anti D blend (monoclonal IgM + 1gG) will directly agglutinate red cells
from most weak D previously likely to be interpreted as Rh negative (or
weak D). This also includes some types of extremely rare partial D
cells. The IgM anti D clones D175-2 and TH-28 show no reactivity with
the D Category VI cells that have been tested so far. IgG clones D415
1E4 and MS-26 are capable of giving a reaction with D Category VI
cells.

These antisera have been optimized for use without further dilution or
additions.

The lot number and expiry date are detailed on the tube label.

STORAGE

Store the test reagents at 2°C-8°C until the expiry date detailed on the
product label. After opening a product for the first time, tightly close
again and store at 2°C-8°C.

SPECIMEN COLLECTION AND PREPARATION

Blood specimens should be collected aseptically in EDTA or citrate
tubes. The specimen should be tested as soon as possible following
collection. If a delay in testing should occur, store the specimen at 2°C-
8°C. Specimens displaying haemolysis or microbial contamination
should not be tested with this reagent as this may result in false positive
or false negative results.

All blood samples should be washed twice with a 0.9% NaCl solution
before being tested by the tube, spot plate and microplate technique.
When using the slide technique, prepare a 35-45% suspension of test
erythrocytes (whole blood); when using the spot plate technique, use
either whole blood or prepare a 10% suspension of test erythrocytes in
a 0.9% NaCl solution.

WARNINGS AND PRECAUTIONS
1. These reagents are intended for in vitro diagnostic laboratory use
only.

These reagents are designed for use by authorized operators

trained in serological techniques.

These reagents are not intended for self-application.

Do not use these reagents past the expiration date.

Discard the contents of damaged vials.

Wear protective clothing such as, for instance, a gown and

disposable gloves when using these products.

7. The test sera have been filtered through a 0.2um capsule to
reduce the bio-burden.

8. Once a vial has been opened the contents should remain viable
up until the expiry date. Discard the contents if turbidity or
contamination occur after opening.

9. CE-Immundiagnostika GmbH cannot guarantee that products
derived from human or animal sources are free from infectious
agents. Care must be taken in the use and disposal of each vial
and its contents.
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DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a
spillage site, see the Material Safety Data Sheet, available on request
from CE-Immundiagnostika GmbH.

CONTROLS AND ADVICE

1. Positive and negative control erythrocytes shall be tested in
parallel with each batch of tests. Tests must be considered
invalid if controls do not show expected reactions.

2. Since these reagents do not contain macromolecular
potentiators, it is very unlikely that false positive or false negative
reactions are caused with IgG coated cells.

3. Weak antigens (partial D) may not be identified.

4. 1 volume is approximately 35-45ul when using the vial dropper
provided.

5. The reading and interpretation of results must be carried out by
properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

6. These reagents should be used only according to these
instructions for use.

REQUIRED MATERIAL AND REAGENTS
. 0.9% NacCl solution
. Glass test tubes
. Test tube holder
e  Test tube centrifuge
e  Volumetric pipettes
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Anti D blend

. Microplate, plate shaker

. Spot plate

. Glass microscope slide

e Applicator stick

. Positive and negative control erythrocytes
e  Chronometer

RECOMMENDED TECHNIQUES

A. TUBE TECHNIQUE

1. Prepare a 2-4% suspension of erythrocytes in a 0.9% NaCl
solution.

2. Place 1 volume of antiserum and 1 volume of suspension of test
erythrocytes in a labelled test tube.

3.  Mix thoroughly and centrifuge straight away at 400g for 1 minute
(at 1,500 rcf or for a suitable alternative time and force).

4. Read the result immediately: Gently agitate the tube to dislodge
the erythrocyte pellet from the bottom of the test tube and read
macroscopically for agglutination; record result.

5. Incubate all negative or weak positive results for 5 minutes at
room temperature (18-25°C), then repeat 3. and 4. Record the
result and the reaction intensity.

INDIRECT ANTIGLOBULIN TEST FOR THE DETECTION OF
WEAK D VARIANTS (Duweax)

1. Prepare a 2-4% suspension of erythrocytes in a 0.9% NaCl
solution.

2. Place 1 volume of antiserum and 1 volume of suspension of test
erythrocytes in a labelled test tube.

3. Reaction time: 15 minutes at 37°C.

4. Rinse 3 times using isotonic saline solution.

5. Add to volumes of anti-human globulin reagent and centrifuge
straight away at 400g for 1 minute (at 1,500 rcf or for a suitable
alternative time and force).

6. Holding the tube at an angle, gently agitate it to dislodge the
sediment from the bottom and check for agglutination.

7. Record the result and the reaction intensity. The presence of
agglutinates indicates a weak expression of the D antigen. All
negative reactions should be tested using IgG-sensitized cells
(Coombs Control Cells) to test the reactivity of the AHG serum.

B. MICROPLATE TECHNIQUE
Preparation of the microplates:
Microplates made by different manufacturers / suppliers have different
static properties that may give rise to non-specific red blood cell and
protein reactions. It is advisable to pre-treat unused microplates prior
to use to reduce the build-up of red blood cells to a minimum. We
recommend using “U” wells made from plastic material.
1. Place 1 volume of 22% bovine albumin (BSA) in the appropriate
wells.
2. Mix thoroughly, gently agitating or using a microplate shaker, to
ensure that wells are covered evenly.
3. Incubate at room temperature (18-25°C) for no less than 10 and
no more than 15 minutes.
4. Drain the BSA and discard the content of the wells in a suitable
waste disposal container.
Flush the microplate at least 10 times with tap water.
Then rinse the microplate twice with distilled or deionized water.
Tilt and dab the microplate to remove excess water.
Allow the microplate to dry prior to use.
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Alternative techniques may be used provided that they have been
validated by the user.

Procedure:

1. Prepare a 2 - 4% suspension of test erythrocytes in a 0.9% NaCl

solution. (Recommendation: 2% suspension)

2. Place 30yl of the appropriate antiserum into the marked wells of

the microplate.

3. Add 30yl of the previously prepared suspension of test

erythrocytes to the microplate.

4.  Mix for 30 seconds, either manually or using a shaker.

5. Centrifuge the microplate straight away for 1 minute at 400g (at

1,500 rcf or for a suitable alternative time and force).

6. Briefly agitate the microplate, using a shaker, if necessary.
Record the result and the reaction intensity, testing positive and
negative control erythrocytes in parallel. Reading devices, if used, must
have been validated. Using additional visual expedients such as, for
instance, mirrors or magnifying glasses may facilitate reading the
results.

C. SLIDE TECHNIQUE

1. Using whole blood, prepare a 35-45% suspension of test
erythrocytes.

2. Place 1 volume of antiserum and one1 volume of whole blood on
a slide.

3. Using a clean applicator stick, thoroughly mix both volumes over

an area of about 20x40mm.

Slowly move the slide back and forth.

Read macroscopically after no more than 2 minutes and record.

6. Incorrect handling or excessive incubation time may lead to
drying-induced artefacts, and the test must be considered invalid.

o &

D. SPOT PLATE TECHNIQUE

1. Using whole blood, prepare a 35-45% suspension of test
erythrocytes or a 10% suspension of test erythrocytes in a 0.9%
NaCl solution.

2. Place 1 volume of antiserum + 1 volume of suspension of test
erythrocytes on a spot plate.

3. Using a clean applicator stick, mix both volumes thoroughly.

4. Incubate at RT for 5-10 minutes.

5. Read macroscopically and record.

Incorrect handling or excessive incubation time may lead to drying-
induced artefacts.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the test erythrocytes indicates, within
accepted limitations of test procedure (see below), the presence
of the D antigen on the test erythrocytes.

2.  Negative: No agglutination of the test erythrocytes indicates,
within accepted limitations of test procedure (see below), the
absence of the D antigen on the test erythrocytes.

Discrepancies: If the results obtained for antigens on the test

erythrocytes do not correlate with the blood group alloantibodies

detected, further investigation is required.
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LIMITATIONS

1.
2.

Stored blood may give weaker reactions than fresh blood.

False positive or false negative results may also occur due to:

» Contamination of test materials

« Improper storage, erythrocyte concentration, incubation time or
temperature

* Improper or excessive centrifugation

« Deviation from the recommended techniques

Rouleaux formation can be expected in heparin blood and in
patients treated with plasma expanders (e. g. dextran) as well as
in patients with plasmacytoma (high protein content, altered
protein  composition), oncological disorders (abnormal
hemogram) and impaired coagulation. Blood specimens from
these patients must always be tested using the tube technique,
as this phenomenon can generally not be demonstrated when
using a suspension of erythrocytes. The presence of weak
antigens should be demonstrated using the tube technique,
because of greater sensitivity, after an incubation time of 30
minutes, where appropriate.

Blood specimens from patients suffering from certain disorders
may show false positive/false negative reactions. Cord blood
specimens contaminated with Wharton'’s jelly may show false
positive reactions.

Always use two different clones for the determination of D
antigens.

STABILITY OF THE REACTIONS

1.
2.

Read all tube and microplate tests straight after centrifugation.
Slide tests should be interpreted within 2 minutes to ensure
specificity and to avoid the possibility a negative result may be
incorrectly interpreted as positive due to drying of the reagent.
Tests must be considered invalid if they have been performed at
temperatures other than those recommended.

SPECIFIC PERFORMANCE CHARACTERISTICS

1.

2.

The antisera have been tested using all the recommended
procedures.

Each LOT of anti D blend (monoclonal IgM + IgG) is tested in
accordance with the requirements of the Common Technical
Specifications for products defined in Annex Il, List A of Directive
98/79/EC of the European Parliament and the Council on in vitro
diagnostic medical devices and meets the requirements.

The reactivity of each LOTs was tested using a panel of
erythrocytes in accordance with the techniques recommended in
these instructions for use.

Specificity of monoclonal antibodies is demonstrated using a
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Blackwell Science. Oxford. 1979
Race RR, Sanger R. Blood Groups in Man. 6th Edition. Blackwell
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Technical manual of the American Association of Blood Banks, 17
th ed., 2011
Thorpe SJ, Boult CE, Stevenson FK et al. Cold Agglutination
Activity is Common Among Human Monoclonal IgM Rh System
Antibodies Using the V4-34 Heavy Chain Variable Gene Segment.
Transfusion 1997; 37: 1111-1115
Westhoff CM, Sipherd BD, Toalson ID. Red cell antigen stability in
K3EDTA. Immunohematol 1993; 9:109-111
Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur
Anwendung von Blutprodukten (Hamotherapie); Aufgestellt vom
wissenschaftlichen Beirat der Bundesarztekammer und vom
PaulEhrlich-Institut, Fassung 2017
Immunhamatologie und Transfusionsmedizin, Reinhold Eckstein /
Robert Zimmermann, 6. Auflage, Urban & Fischer bei Elsevier,
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INDEX OF SYMBOLS

LOT For in vitro

Lot number diagnostic use

only

—

Expiry date M Manufacturer

8°C
Catalogue number Store between
2 +2°C to +8°C

Consult instructions
for use (insert)

CATALOGUE NUMBERS

panel of antigen-negative erythrocytes.

The quality control of the reagents was performed using
erythrocytes or whole blood that had been washed twice with
0.9% saline solution.

Tests with more than 3,000 specimens with a sensitivity and
specificity of > 99%.

DISCLAIMER

1.

2.

The user is responsible for the performance of the reagents by
any method other than those recommended.

Any deviations from the Recommended Techniques should be
validated prior to use.

BIBLIOGRAPHY

1.

Cartron JP. Defining the Rh Blood Group Antigens. Blood
Reviews 1994; 8:199-212

REF Quantity
07110 1x1x10ml
Anti-D blend 5x1x10ml
Th-28; MS-26 10x1x10 ml
50x1x10 ml
07210 1x1x10ml
Anti-D blend 5x1x10ml
175-2; 415 1E4 10x1x10 ml
50 x 1x10 ml

Page 3 of 3

35



CE-IMMUNODIAGNOSTIKA GmbH

CE' i Karl-Landsteiner-Strasse 6, D-69151 Neckargemund c E
AANOAGNOSTICA Tel.: +49 6223 80094 00/faks.: +49 6223 80094 99 0483

www.ce-immunodiagnostika.com

Naudojimo instrukcijos
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Aprasymas: Numeris:
Anti D blend TH-28 / MS-26 (monokloniniai) 10 ml 07110
Anti D blend 175 2-4151 E4 10 ml 07210

IN VITRO DIAGNOSTINIS MEDICININIS PRODUKTAS

SANTRAUKA

Rezus kraujo grupiy sistema pirma kartg apraSyta 1940 m. Be ABO antigeny, ypatingg kliniking reikSme
turi D antigenas, nes kraujo perpylimo klaida gali sukelti sunkias hemolizines perpylimo reakcijas ir
vaisiaus bei naujagimio hemolizing ligg (HDFN).

Rezus teigiamas (D teigiamas) / rezus neigiamas (D neigiamas) reiskia, kad D antigeno yra arba néra,
atitinkamai, individo eritrocity pavirsiuje.

D antigeno pasiskirstymas

Anti D Fenotipas Kaukazieciai, % Afroamerikiecdiai, %
+ Rh D teigiamas 85 72
- Rh D neigiamas 15 28

1 lentelé: Antigeny daznumas pagal Mollison et al.

NUMATYTAS NAUDOJIMAS

Anti D blend (monokloninis IgM + 1gG) skirtas specifiniam ir kokybiniam eritrocity, turinéiy atitinkama
D (RHI) antigena, aptikimui ir yra tinkamas naudoti stiklelio, taSkinés plokStelés, mikroplokstelés ir
meégintuvéelio metodais.

Pirmiau minéti metodai yra pagrjsti tiesioginés hemagliutinacijos principu. Pridéjus eritrocity prie anti D
blend (monokloninio IgM + IgG), ivyksta specifiné antigeno-antikiino reakcija, jei ant eritrocity yra
atitinkamo D (RH1) antigeno. Sia reakcija rodo lengvai matoma eritrocity agliutinacija. Raudonyjy kraujo
kiineliy agliutinacijos trikumas rodo — atsizvelgiant j tyrimo metody apribojimus — atitinkamo D (RH1)
antigeno nebuvima.

Netiesioginis antiglobulino testas naudojamas Dsiipno aptikimui.

INFORMACIJA APIE PRODUKTA
Anti D blend (monokloninis IgM + IgG) yra zmogaus monokloninio anti-D (IgM), klono D175-2 arba
TH-28 ir zmogaus monokloninio anti-D (IgG), klono D415 1E4 arba MS-26 miSinys.
Sio mazai baltymy turin¢io reagento skiedimo terpéje yra Sie stiprikliai: NaCl, BSA, buferis ir kai kurie
kiti pasirinkti komponentai.
Konservantas: < 0,1% natrio azidas.
Naudojant pagal naudojimo instrukcijg, reagentas agliutinuoja zmogaus eritrocitus, jei yra atitinkamas D
(RH1) antigenas.
Anti D blend (monokloninis IgM + IgG) tiesiogiai agliutinuos raudongsias lgsteles i§ daugumos silpny D,
kurie anksciau grei¢iausiai buvo interpretuojami kaip Rh neigiami (arba silpni D). Tai taip pat apima kai
kurias itin rety daliniy D lasteliy rasis. IgM anti-D klonai D175-2 ir TH-28 nerodo jokio reaktyvumo su
iki Siol istirtomis D kategorijos VI lastelémis. IgG klonai D415 1E4 ir MS-26 gali reaguoti su D
kategorijos VI lastelémis.
Kiekvieno LOT specifiSkumas parodomas naudojant mégintuvelio technikg ir D (RH1) antigenui
neigiamy eritrocity grupe.
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Sie antiserumai optimizuoti naudojimui be tolesnio skiedimo ar priemaisy.
Partijos numeris ir galiojimo data nurodyti ant mégintuvélio etiketés.

LAIKYMAS
Laikykite testavimo reagentus 2 °C — 8 °C temperatiiroje iki ant produkto etiketés nurodytos galiojimo
laiko pabaigos. Pirma kartg atidar¢ produkta, vél stipriai uzdarykite ir laikykite 2 °C — 8 °C temperatiiroje.

MEGINIU PAEMIMAS IR PARUOSIMAS

Kraujo méginius reikia paimti aseptiniu budu ] mégintuvélius su EDTA ar citratu. Méginj reikia iStirti
kuo grei¢iau po paémimo. Jeigu testavimas uztrunka, laikykite méginj 2°C-8°C temperattroje. Méginiy,
kuriuose pasireiSkia hemoliz¢ ar mikrobinis uzterSimas, nereikia testuoti su Siuo reagentu, nes gali biti
gauti klaidingai teigiami ar klaidingai neigiami rezultatai.

Pries testavimg taikant mégintuvélio, taSkinés plokstlés ar mikroplokstelés technika, kraujo méginius
reikia du kartus nuplauti su 0.9% NaCl tirpalu. Taikydami objektinio stiklelio technikg, paruoskite 35-
45% testuojamy eritrocity (viso kraujo) suspensija; naudodami taSkinés plokstelés technika, naudokite
visg kraujg arba paruoskite 10% testuojamy eritrocity suspensijg 0.9% NaCl tirpale.

PERSPEJIMAI IR ATSARGUMO PRIEMONES

1. Sie reagentai skirti tik in vitro diagnostiniam laboratoriniam naudojimui.

2. Sie reagentai buvo suformuoti tam, kad juos naudoty jgalioti operatoriai, apmokyti dirbti su
serologinémis technikomis.

3. Sie reagentai netinka savarankiskam naudojimui.

4. Nenaudokite Siy reagenty, jeigu baigesi jy galiojimo laikas.

5. I8pilkite pazeisty buteliuky turin;.

6. Dirbant su reagentais, reikia vilkeéti apsauginius drabuzius, pvz., mivéti vienkartines pirsStines ir vilkéti
laboratorinj chalatg.

7. Testuojami serumai buvo perfiltruoti per 0.2um kapsule, kad sumazéty bioapkrova.

8. Atidarius buteliuka, turinys turi i§likti gyvybingas iki galiojimo laiko pabaigos. ISpilkite turinj, jeigu
po atidarymo jis susidrumsté arba uZsiterse.

9. CE-Immundiagnostika GmbH negali uztikrinti, kad i§ Zmoniy ar gyviiny gautuose produktuose nebus
uzkre¢iamy daleliy. Naudojant ir iSpilant kiekvieng buteliuka ir jo turinj, butina elgtis atsargiai.

REAGENTO UTILIZAVIMAS IR ISSILIEJIMU TVARKYMAS
Informacijg apie reagento iSpylima ir suterStos vietos nukenksminima rasite medziagos saugos duomeny
lape, kurj, jeigu pageidaujate, gausite i§ CE-Immundiagnostika GmbH.

KONTROLES IR PATARIMAI

1. Teigiamos ir neigiamos kontrolés eritrocitai turi biiti testuojami kartu su kiekviena testy partija. Testai
turi biiti laikomi negaliojanciais, jeigu kontrolés neparodo laukiamy reakcijy.

2. Kadangi Siuose reagentuose néra makromolekuliniy stiprikliy, nelabai tikétina, kad IgG padengtos
lastelés sukels klaidingai teigiamas ar klaidingai neigiamas reakcijas.

3. Silpni antigenai (dalinis D) gali biiti neidentifikuoti.

4. 1 turis yra mazdaug 35-45 pl, jeigu naudojama su tiekiamu buteliuku su lasintuvu.

5. Rezultatus nuskaityti ir interpretuoti turi tinkamai apmokytas ir kvalifikuotas personalas pagal Salies,
kurioje yra naudojami reagentai, reikalavimus.

6. Siuos reagentus reikia naudoti tik pagal naudojimo instrukcijas.

REIKALINGA MEDZIAGA IR REAGENTAI
e 0.9% NaCl tirpalas
e Stikliniai mégintuvéliai
e Me¢égintuvéliy laikiklis
e Mzégintuvéliy centrifuga
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Tirinés pipetés

Mikroplokstel¢, ploksteliy purtykle
TaSkiné plokstelé

Stiklinis mikroskopinis objektinis stiklelis
e Aplikatoriaus lazdelé

e Teigiamos ir neigiamos kontrolés eritrocitai
e Chronometras

REKOMENDUOJAMOS TECHNIKOS

A. MEGINTUVELIO TECHNIKA

1. Paruoskite 2-4 % eritrocity suspensija 0.9% NaCl tirpale.

2. Jlasinkite 1 turj testuojamo reagento ir 1 talpg testuojamy eritrocity suspensijos j pazyméta mégintuveélj.
3. Kruopsciai iSmaisykite ir 1 minutg centrifuguokite 4009 (1,500 rcf arba taikydami kitg tinkama laikg ir
jéga).

4. I8 karto nuskaitykite rezultata: Svelniai suplakite mégintuvélj, kad atskirtuméte eritrocity gumulélj nuo
mégintuvélio apacios, ir makroskopiskai nuskaitykite agliutinacija; uzsirasykite rezultata.

5. 15 minu¢iy inkubuokite visus neigiamus arba silpnus rezultatus kambario temperatiiroje (18 — 25 °C),
tada pakartokite 3-4 veiksmus. Pasizymékite rezultatus ir reakcijos intensyvuma.

NETIESIOGINIS ANTIGLOBULINO TESTAS SILPNIAM D VARIANTUI NUSTATYTI
(Dsilpnas)

1. Paruoskite 2-4 % eritrocity suspensija 0,9 % NacCl tirpale.

2. I pazenklintg mégintuvélj jdékite 1 tarj antiserumo ir 1 tiirj tiriamyjy eritrocity suspensijos.

3. Reakcijos laikas: 15 minuciy 37°C temperatiiroje.

4. Skalaukite 3 kartus izotoniniu druskos tirpalu.

5. Ipilkite | anti-Zmogaus globulino reagento tiirj ir i$ karto centrifuguokite 400 g 1 minute (esant 1 500
rcf arba tinkamu alternatyviu laiku ir jéga).

6. Laikydami meégintuvéel] kampu, Svelniai jj pakratykite, kad iSstumtuméte nuosédas i§ dugno ir
patikrinkite, ar néra agliutinacijos.

7. UZraSykite rezultatg ir reakcijos intensyvuma. Agliutinaty buvimas rodo silpng D antigeno ekspresija.
Visos neigiamos reakcijos turi biti iStirtos naudojant IgG jautrintas lgsteles (Coombs Control Cells), kad
bty patikrintas AHG serumo reaktyvumas.

B. MIKROPLOKSTELES TECHNIKA

Mikroploksteliy paruosSimas:

Skirtingy gamintojy/tiekéjy pagamintos mikroplokstelés pasiZzymi skirtingomis statinémis savybémis,
kurios gali sukelti nespecifines raudonyjy kraujo kiineliy ir baltymy reakcijas. Patartina prie§ naudojima
apdoroti nenaudotas mikroploksteles, kad raudonyjy kraujo kiineliy formavimasis sumazéty iKi
minimumo. Mes rekomenduojame naudoti i§ plastmasés pagamintus ,,U* formos Sulinélius.

1. Jlasinkite 1 ttrj 22 % jaucio albumino tirpalo j (BSA) atitinkamus Sulinélius.

2. Kruopsciai iSmaiSykite, plakdami ar naudodami mikroploksteliy purtykle, kad jsitikintuméte, jog
Sulinéliai tolygiai padengti.

3. Inkubuokite kambario temperatiroje (18-25°C) ne maziau kaip 10 ir ne daugiau kaip 15 minuciy.

4. Istustinkite BSA ir iSpilkite Sulinéliy turinj  tinkama atlieky utilizavimo talpykla.

5. Bent 10 karty praplaukite mikroplokstele su vandeniu i§ Ciaupo.

6. Tada du kartus praskalaukite mikroplokstele su distiliuotu ar dejonizuotu vandeniu.

7. Pakreipkite ir paplekSnokite mikroplokstele, kad paSalintuméte vandens pertekliy.

8. Prie§ naudojima leiskite mikroplokStelei iSdzititi.

Galima naudoti ir alternatyvias technikas, jeigu jas patvirtino vartotojas.

Procediira:
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1. Paruoskite 2-4% testuojamy eritrocity suspensijg su 0.9% NaCl tirpalu. (Rekomendacija: 2 %
suspensija)

2. llasinkite 30ul atitinkamo antiserumo j pazymétus mikroplokstelés Sulinélius.

3. lasinkite 30ul pries tai paruostos testuojamy eritrocity suspensijos i mikroplokstele.

4. 30 s maiSykite rankiniu biidu arba panaudokite purtykle.

5. 1 minute centrifuguokite mikroplokstele 4009 (1,500 rcf arba taikykite kita tinkama laikg ir jéga).

6. Prireikus trumpai paplakite mikroplokstele su purtykle.

7. UzsiraSykite rezultatg ir reakcijos intensyvuma, kartu testuodami teigiamos ir neigiamos kontrolés
eritrocitus. Jeigu naudojate nuskaitymo jrenginius, jie turi buti patvirtinti. Papildomy vizualiniy
priemoniy, pvz., veidrodéliy ar padidinimo stikly, naudojimas gali palengvinti rezultaty nuskaityma.

C. OBJEKTINIO STIKLELIO TECHNIKA

1. Naudodami visg krauja, paruoskite 35-45% testuojamy eritrocity suspensija.

2. UzlaSinkite 1 tiir] antiserumo ir vieng talpg testuojamy eritrocity suspensijos ant objektinio stiklelio.
3. Naudodami $varig aplikatoriaus lazdele, kruopsc¢iai iSmaisykite abi talpas mazdaug 20x40mm plotelyje.
4. Létai pajudinkite objektinj stiklelj pirmyn ir atgal.

5. Ne veliau kaip po 2 minu¢iy makroskopiskai nuskaitykite ir uzsirasykite.

6. Neteisingas tvarkymas ar per ilgas inkubacijos laikas gali tapti dzitivimo sukelty artefakty priezastimi
ir testg reikia laikyti negaliojanciu.

D. TASKINES PLOKSTELES TECHNIKA

1. Naudodami visg kraujg, paruoskite 35-45% testuojamy eritrocity suspensijg arba 10% testuojamy
eritrocity suspensija 0.9% NaCl tirpale.

2. UZlasinkite 1 tiir] antiserumo ir vieng talpg testuojamy eritrocity suspensijos ant taskinés plokstelés.

3. Naudodami Svarig aplikatoriaus lazdele, kruopsciai iSmaiSykite abi talpas.

4. 5-10 minuciy inkubuokite kambario temperatiiroje.

5. Nuskaitykite makroskopiskai ir jrasykite.

Dél neteisingo tvarkymo ar per ilgo inkubacijos laiko gali atsirasti dZiivimo sukelty artefakty.

TESTO REZULTATU INTERPRETAVIMAS

1. Teigiamas: Testuojamy eritrocity agliutinacija priimtose testavimo procediiros ribose (Zr. Zemiau) rodo
D antigeng testuojamuose eritrocituose.

2. Neigiamas: Jeigu néra testuojamy eritrocity agliutinacjios priimtose testavimo procediiros ribose, tai
rodo, kad D antigeno testuojamuose eritrocituose néra.

Neatitikimai: Jeigu su testuojamy eritrocity antigenu gauti rezultatai nesusiejami su aptiktais kraujo
grupés aloantikiinais, reikalingas tolesnis tyrimas.

APRIBOJIMAI

1. Laikyto kraujo reakcijos gali biiti silpnesnés nei SvieZio.

2. Klaidingai teigiami ar klaidingai neigiami rezultatai gali buiti gauti ir dél Siy priezasciy:

* Testuojamy medziagy uZterSimas

* Netinkamas laikymas, eritrocity koncentracija, inkubacijos laikas ar temperatiira

* Netinkamas ar perteklinis centrifugavimas

* Nukrypimas nuo rekomenduojamy techniky

3. Ritinéliy susiformavimo galima tikétis turint krauja su heparinu ir tada, jeigu pacientai gydomi plazmos
stiprikliais (pvz., dekstranu), o taip pat su nuo plazmacitomos (didelio baltymy kiekio, pakitusios baltymy
sandaros), onkologiniy ligy (nenormalios hemogramos) kencianciais pacientais ir pablogéjus kresé¢jimui.
Siy pacienty kraujo méginiai visada turi biti testuojami su mégintuvélio technika, nes tokio reiskinio
paprastai negalima patvirtinti naudojant eritrocity suspensija. Silpny antigeny buvimas turéty bati jrodytas
naudojant mégintuvelio technika, nes jautrumas yra didesnis, jei reikia, po 30 minuciy inkubacijos laiko.
4. Tam tikry sutrikimy varginamy pacienty méginiai gali parodyti klaidingai teigiamus/klaidingai
neigiamus rezultatus. Virvelés formos kraujo méginiai, uztersti Wharton Jelly, gali parodyti klaidingai

teigiamas reakcijas. %0



5. Visada naudokite tu skirtingus klonus D antigeny nustatymui.

REAKCIJU STABILUMAS

1. Nuskaitykite visus mégintuvelio ir mikroploksteles testus i8S karto po centrifugavimo.

2. Objektinio stiklelio testus reikia interpretuoti per 2 minutes, kad uztikrintuméte specifiSkuma ir
iSvengtumete tikimybés, jog neigiamas rezultatas gali biiti klaidingai palaikytas teigiamu dél reagento
dziivimo.

3. Testus reikia laikyti negaliojanciais, jeigu jie buvo atlikti ne rekomenduojamoje temperatiiroje.

SPECIFINIO VEIKIMO CHARAKTERISTIKOS

1. Antiserumai buvo iSbandyti taikant visas rekomenduojamas procediiras.

2. Kiekviena anti-D blend (monokloninis IgM + IgG) partija atitinka Europos Parlamento ir Tarybos
direktyvos 98/79/EB dél in vitro diagnostikos medicinos prietaisy II priedo A saraSe apibrézty gaminiy
Bendryjy techniniy specifikacijy reikalavimus ir atitinka joms keliamus reikalavimus.

3. Kiekvienos partijos reaktyvumas buvo isbandytas naudojant eritrocity grup¢ pagal Siose naudojimo
instrukcijose rekomenduojamus metodus.

4. Monokloniniy antikiiny specifiSkumas jrodytas naudojant antigenui neigiamy eritrocity grupg.

5. Reagenty kokybés kontrolé buvo atlikta naudojant eritrocitus arba visg krauja, du kartus iSplautus 0,9
% fiziologiniu tirpalu.

6. Bandymai su daugiau nei 3000 méginiy, kuriy jautrumas ir specifiSkumas > 99 %.

ATSAKOMYBES ATSISAKYMAS
1. Vartotojas atsako uz reagenty veikima, jeigu taiko ne rekomenduojamg metoda.
2. Bet kokj nukrypima nuo Rekomenduojamy techniky prie§ naudojima reikia patvirtinti.
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SIMBOLIU RODYKLE
LOT Partijos numeris Tik |n _vitro diagnostiniam
naudojimui
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REF Katalogo numeris

Laikykite nuo ... iki (°C)

td Galiojimo data Gamintojas
EIE] Perskaitykite naudojimo instrukcijas (pakuotés
lapel})
KATALOGO NUMERIAI

NUMERIS KIEKIS
1x1x10 ml

07110 5x1x 10 ml

Anti-D blend

Th-28' MS-26 10x1x10ml

’ 50x 1 x 10 ml

1x1x10 ml

g?nztil-(l)) blend 5x1x10ml
10x1x10ml

175-2; 415 1E4

50x 1 x 10 ml
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Control reagent monoclonal

33110

IN-VITRO-DIAGNOSTIKUM

SUMMARY

Blood group serological examinations are carried out using regents
with specific antibodies and other components. A control reagent
contains all components except the specific antibody and thus
produces a negative reaction.

INTENDED USE
Control reagent monoclonal is a negative control for monoclonal
reagents.

PRODUCT INFORMATION

The reagents are suspended in a buffered 0.9% NaCl solution that
contains bovine albumin (without stabilizer), EDTA and reagents that
enable the cell button to be resuspended more easily after
centrifugation. Preservative: Na azide.

These reagents are used without further dilution / additives.

The LOT and expiration date are on the vial label.

STORAGE

The test reagents can be used up to the expiry date stated on the label
when stored at + 2°C - + 8°C. After opening the test reagents for the
first time, store them tightly closed at + 2°C - + 8°C.

SPECIMEN COLLECTION AND PREPARATION

Blood samples should be collected in EDTA or citrate tubes according
to standard medical procedures. The evaluation should be carried out
as soon as possible after the blood sample has been drawn. If the blood
is not to be used immediately, the tubes must be stored at+2 ° C - +
8 ° C. Blood samples showing haemolysis or microbial contamination
should not be used for the test. Such blood tests can give incorrect
results.

All blood samples are washed twice in 0.9% NaCl solution for the tube
and microtiter plate test before use. Whole blood (35-45% erythrocyte
suspension) is used for the slide test, whole blood or a 10% erythrocyte
suspension in 0.9% NaCl solution for the spot plate test.

WARNINGS AND PRECAUTIONS

1. The reagents are intended for in vitro diagnostic laboratory use

only

The reagents may only be used by authorized specialists.

The reagents are not intended for personal use.

After the expiry date, the reagents may no longer be used

Damaged vials must not be used

The reagents contain <0.1% sodium azide. In high

concentrations, sodium azide can react with lead and copper and

form an explosive metal azide compound.

7. Wear protective clothing such as a gown and disposable gloves
when using the products

8. The test sera were filtered through a 0.2 ym membrane in order
to reduce the bacterial load.

9. Once opened, the contents should be used up to the expiration
date. Should it become cloudy or contaminated after opening, the
contents should be discarded.

10. CE-Immundiagnostika GmbH cannot guarantee that human and
animal raw materials are free from infectious agents, so the
products should be used with caution.

o0k wdN

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For disposal of the reagents or decontamination in the event of spillage,
please request the safety data sheet from CE-Immundiagnostika
GmbH.

CONTROLS AND ADVICE

1. Positive and negative control erythrocytes must be included with
each experiment. If the controls do not show the expected results,
the test batch should be discarded.

2. Since the test reagents do not contain any macromolecular
enhancement media, it is very unlikely that false positive or false
negative signals will occur, which are caused by IgG-laden cells.

3. 1 drop from the pipette vial corresponds to 35-45l.

4.  Only authorized specialists are allowed to read and evaluate the
results.

5. The test reagents may only be used as described here.

REQUIRED MATERIAL AND REAGENTS

e 0.9% NaCl-Solution

. Glas tube

e  Tube holder

. Centrifuge

. Microplate, Shaker

. Spot plate

. Glass microskope slide

e Applicator stick

e  Positive and negative Control test cells
. timer

RECOMMENDED TECHNIQUES

A. METHODE: TUBE TEST

A 2-4% erythrocyte suspension is prepared in 0.9% NaCl solution

1 drop of test reagent and 1 drop of erythrocyte suspension are

placed in a labeled tube.

3. Mix well and centrifuge immediately for 1 min. At 400g (1500 rpm,
or at an alternative speed with an appropriate time).

4. Read the result immediately: loosen the erythrocyte pellet from
the bottom of the tube by gently shaking it and read and record
the agglutination strength macroscopically.

N =

B. METHODE: MICROPLATE TECHNIQUE

Preparation of the microplates:

MTP from different manufacturers / suppliers show different static

properties, which can result in non-specific reactions of red blood cells

and proteins. It is recommended that unused MTP be pre-treated prior

to use to minimize red blood cell adhesion. MTP with a U-profile made

of plastic are recommended.

1. Add 1 drop of 22% beef albumin (BSA) to each MTP well.

2. Mix by gentle agitation or on an MTP shaker so that the wells are
evenly coated.

3. Let the MTP stand for at least 10 to 15 minutes at room
temperature (18-25 ° C).

4. Drain the BSA and transfer the contents of the MTP wells to an
appropriate waste container.

5. Rinse the MTP at least 10 times with tap water.

6. Then rinse the MTP twice with distilled or deionized water.
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Gebrauchsinformation: Control reagent monoclonal REF 33110

7. Tiltand blot the MTP to remove excess water.

8.  Allow the MTP to dry before use.

Alternative methods are possible, provided they have been
appropriately validated by the user.

Procedure:

1. Prepare a 2 - 4% erythrocyte suspension in 0.9% NaCl solution.
(Recommendation 2% suspension)

2. Pipette 1 drop of the appropriate anti-serum into the marked MTP
wells.

3. Add one drop of the prepared erythrocyte suspension to the MTP.

4.  Mix MTP manually or on a shaker for 30 seconds.

5. Centrifuge the MTP for 1 min. At 400g (1500 rpm, or at an
alternative speed with an adapted time).

6. Shake the MTP briefly, if necessary with a shaker.

Record the result and reaction strength, positive and negative controls

must be included. When using readers, these must be validated. The

use of additional visual aids such as test reading mirrors or magnifying

glasses can make reading easier.

C. METHODE: Slide Technique

1. Whole blood is used for the slide test (35-45% erythrocyte
suspension)

2. Place 1 drop of antiserum and a drop of red cell suspension on
the slide.

3. Mix both drops thoroughly with a clean stirring stick over an area
of approximately 20x40mm.

4.  Slowly move the slide back and forth

5. Read the result macroscopically after a maximum of 2 minutes
and record it.

6. Inthe event of improper handling or an incubation time that is too
long, drying artifacts may occur; the test must be discarded.

D. METHODE: Spot Plate Technique

1. Whole blood (35-45% erythrocyte suspension) or a 10%
erythrocyte suspension in 0.9% NaCl solution is used for the
spot plate test.

2. Put 1 drop of antiserum + 1 drop of erythrocyte suspension on
the spot plate.

3. Mix both drops thoroughly with a clean stirring rod.

4. 5-10 min. Incubation time at room temperature.

5. Read the result macroscopically and record it.

In the event of improper handling or an incubation time that is too

long, drying artifacts can occur.

INTERPRETATION OF TEST RESULT

1. Positive: Erythrocyte agglutination. Please note the limits of the
test method (see below).

2.  Negative: no agglutination Please note the limits of the test
method (see below).

Discrepancies: A positive reaction rejects the antigen result.

LIMITATION
1. Blood that is not freshly drawn can lead to weaker results.
2. False positive or false negative results can be caused by:
Contamination of the material to be tested
Incorrect storage, incorrect erythrocyte concentration,
incorrect incubation time, incorrect temperature
Incorrect centrifugation
Deviations from the recommended methods
3. Blood samples can occasionally react in the spotted plate test with
whole blood with roll formation, which resembles weak
agglutination and can be evaluated as false positive. The
phenomenon has non-immunological causes. Rolling of money
must be expected in heparin bleeding, patients who have been

treated with plasma expanders (e.g. dextran), as well as in
patients with plasmacytomas (high protein content, altered protein
composition), oncological diseases (abnormal blood count) and
coagulation disorders. A tube test should definitely be used in
these patients, as the phenomenon is usually undetectable when
using suspension.

STABILITY OF THE REACTIONS

1. Tube and microtiter plate tests must be read immediately after
centrifugation.

2. Slide tests must be read within 2 minutes to ensure specificity and
to avoid false positive results due to drying artifacts.

3. If a temperature other than the recommended one has been
selected, the results must be discarded

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The reagents were tested by all recommended methods prior to

release.

2. Tested on over 1000 samples with sensitivity and specificity of
100%

DISCLAIMER

1. The user is liable if methods other than those recommended are
used.

2. Any deviations from the recommended test methods must be
validated prior to use.

BIBLIOGRAPHY
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ERKLARUNG DER SYMBOLE

LOT In-vitro
Chargennummer Diagnosticum
X *** | Lagerung bei
. +2°C-+8°C

Verfallsdatum d Hersteller

Gebrauchsanweisung
innenliegend

Produkt-Code
-
(4]

ARTIKELNUMMERN

REF Produkt Klon Mégliche Versandmenge
1x1x10ml
?)%L:gjl reagent 5x1x10ml
monoclonalg 10x1x10ml
50 x1x10 ml
Seite 2 von 2
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Apibiidinimas

REF kodas

Monokloninis kontrolés reagentas

33110

IN VITRO DIAGNOSTIKA

SANTRAUKA

Serologiniai kraujo grupiy tyrimai atliekami naudojant regentus su
specifiniais antiktinais ir kitais komponentais. Kontrolinis reagentas
turi visus komponentus, iSskyrus specifinj antikiing, todél sukelia
neigiama reakcija.

PASKIRTIS
Monokloninis kontrolés reagentas yra neigiama monokloniniy
reagenty kontrolé.

PRODUKTO INFORMACIJA

Reagentai suspenduoti buferiniame 0,9 % NaCl tirpale, kuriame yra
galvijy albumino (be stabilizatoriaus), EDTA ir reagenty, kurie
leidzia lengviau pakartotinai suspenduoti lgsteliy gumuliukg po
centrifugavimo. Konservantas: Na azidas.

Sie reagentai naudojami be tolesnio skiedimo / priedy. Partijos
numeris (LOT) ir galiojimo laikas nurodyti buteliuko etiketéje.

SANDELIAVIMAS

Testo reagentai gali buti naudojami iki tinkamumo datos, nurodytos
etiketéje, laikant + 2 °C — + 8 °C temperatiiroje. Pirmg kartg atidarius
testo reagentus, laikykite juos sandariai uzdarytus + 2 °C — + 8 °C
temperatiiroje.

MEGINIU EMIMAS IR PARUOSIMAS

Kraujo méginiai turi bati surenkami j EDTA arba citrato
mégintuvélius pagal standartines medicinines procediiras. Vertinimas
turi buti atliktas kuo grei€iau po kraujo méginio paémimo. Jei kraujas
neturi biiti naudojamas nedelsiant, mégintuvéliai turi bati laikomi + 2
°C — + 8 °C temperatiiroje. Kraujo méginiai, kuriuose nustatyta
hemolizé arba mikrobinis uzterStumas, tyrimui neturéty biti
naudojami. Tokie kraujo tyrimai gali duoti neteisingus rezultatus.
Visi kraujo méginiai prie§ naudojimag du kartus plaunami 0,9 % NaCl
tirpalu mégintuvélio ir mikrotitravimo plokstelés tyrimui. Objektinio
stiklelio testui naudojamas visas kraujas (35-45 % eritrocity
suspensija), taskinés plokstelés tyrimui — visas kraujas arba 10 %
eritrocity suspensija 0,9 % NaCl tirpale.

ISPEJIMAI IR ATSARGUMO PRIEMONES

1. Reagentai skirti naudoti tik in vitro diagnostikos laboratorijoje.

2. Reagentus gali naudoti tik jgalioti specialistai.

3. Reagentai néra skirti asmeniniam naudojimui.

4. Pasibaigus galiojimo laikui, reagentai nebegali biiti naudojami

5. Negalima naudoti pazeisty buteliuky

6. Reagentuose yra <0,1 % natrio azido. Esant dideléms
koncentracijoms, natrio azidas gali reaguoti su Svinu ir variu ir
sudaryti sprogy metalo azido junginj.

7. Naudodami gaminius dévékite apsauginius drabuzius, pvz., chalatg
ir vienkartines pirStines.

8. Siekiant sumazinti bakterijy kiekj, tiriamieji serumai buvo
filtruojami per 0,2 pm membrana.

9. Atidarius turinj reikia sunaudoti iki galiojimo laiko pabaigos. Jei
atidarius produktas tampa drumstas arba uzterStas, turinj reikia
iSmesti.

10. CE-Immundiagnostika GmbH negali garantuoti, kad zmogiskos
ar gyvulinés kilmés zaliavose néra infekcijy sukéléjy, todél produktus
reikia naudoti atsargiai.

REAGENTU ISALINIMAS IR ISSILIEJIMO TVARKYMAS
Norédami paSalinti reagentus arba nukenksminti juos iSsiliejus,
paprasykite CE-Immundiagnostika GmbH saugos duomeny lapo.

KONTROLES IR PATARIMAI

1. | kiekvieng eksperimenta turi biiti jtraukti teigiami ir neigiami
kontroliniai eritrocitai. Jei kontrolinés medziagos nerodo laukiamy
rezultaty, tiriama partija reikia iSmesti.

2. Kadangi tiriamuosiuose reagentuose néra makromolekulinés
stiprinimo terpés, labai mazai tikétina, kad atsiras klaidingai teigiami
arba klaidingai neigiami signalai, kuriuos sukelia 1gG jkrautos
lastelés.

3. 1 lagas i$ buteliuko pipetés atitinka 35-45 pl.

4. Tik jgalioti specialistai gali skaityti ir vertinti rezultatus.

5. Tiriamieji reagentai gali biiti naudojami tik taip, kaip apraSyta ¢ia.

REIKALINGOS MEDZIAGOS IR REAGENTAI
0,9 % NaCl tirpalas

Stiklinis mégintuvélis

Meégintuvélio laikiklis

Centrifuga

Mikroplokstele, purtyklé

Taskiné plokstelé

Stiklinis mikroskopo objektinis stiklelis
Aplikatoriaus lazdelé

Teigiamos ir neigiamos Kontrolings testo lastelés
Laikmatis

REKOMENDUOJAMA TECHNIKA

A. METODAS: MEGINTUVELIO TESTAS

1. ParuoSiama 2-4 % eritrocity suspensija 0,9 % NaCl tirpale

2. ] pazenklinta mégintuvélj jlaSinamas 1 laSas testo reagento ir 1 lasas
eritrocity suspensijos.

3. Gerai iSmaisykite ir nedelsdami centrifuguokite 1 min. esant 400 g
(1500 aps./min. arba kitu grei¢iu su tinkamu laiku).

4. Nedelsdami perskaitykite rezultata: S$velniai pakratydami
atlaisvinkite eritrocity nuosédas nuo mégintuvélio dugno ir
nuskaitykite bei uzfiksuokite agliutinacijos stiprumg makroskopiskai.

B. METODAS: MIKROPLOKSTELES TECHNIKA
Mikroploksteliy paruoSimas:

Skirtingy gamintojy / tieckéjy MTP pasizymi skirtingomis statinémis
savybémis, dél kuriy gali atsirasti nespecifiniy raudonyjy kraujo
kaneliy ir baltymy reakcijy. Prie§ naudojant nepanaudota MTP
rekomenduojama i$ anksto apdoroti, kad biity sumazintas raudonyjy
kraujo kuneliy sukibimas. Rekomenduojamas MTP su U profiliu,
pagamintu i$ plastiko.

1. ] kiekvieng MTP $ulinél; jlaSinkite 1 lasa 22 % jautienos albumino
(BSA).

2. Sumaisykite Svelniai maiSydami arba ant MTP purtyklés, kad
Sulinéliai biity tolygiai padengti.

3. Leiskite MTP stovéti bent 10—15 minuéiy kambario temperatairoje
(18-25 °C).

4. Istustinkite BSA ir perkelkite MTP Sulinéliy turinj i atitinkama
atlieky konteinerj.

5. Isskalaukite MTP bent 10 karty vandeniu i§ ¢iaupo.

6. Tada du kartus iSskalaukite MTP distiliuotu arba dejonizuotu
vandeniu.
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Naudojimo instrukcijos
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Apibiidinimas

REF kodas

Monokloninis kontrolés reagentas

33110

7. Pakreipkite ir padauzykite MTP, kad paSalintuméte vandens
pertekliy.

8. Pries naudodami leiskite MTP i§dzitti.

Galimi alternatyviis metodai, jei vartotojas juos tinkamai patvirtino.

Procediira:

1. Paruoskite 2 - 4 % eritrocity suspensija 0,9 % NaCl tirpale.
(Rekomenduojama 2 % sustabdymas).

2. Pipete jlasinkite 1 laSa atitinkamo antiserumo j pazymétus MTP
Sulinélius.

3. I MTP jlasinkite vieng laSg paruostos eritrocity suspensijos.

4. Maisykite MTP rankiniu biidu arba purtykléje 30 sekundziy.

5. Centrifuguokite MTP 1 min. 400 g (1500 aps./min. arba kitu grei¢iu
su pritaikytu laiku).

6. Trumpai pakratykite MTP, jei reikia, purtykle.

Pasizymékite rezultatg ir reakcijos stipruma, turi buti jtrauktos
teigiamos ir neigiamos kontrolinés medziagos. Naudojant
skaitytuvus, jie turi biiti patvirtinti. Naudojant papildomas vaizdines
priemones, pvz., testo skaitymo veidrodzius ar didinamuosius stiklus,
skaitymas gali bati lengvesnis.

C. METODAS: objektinio stiklelio technika

1. Objektinio stiklelio testui naudojamas visas kraujas (35-45 %
eritrocity suspensija).

2. Ant stiklelio uZzlaSinkite 1 laSa antiserumo ir laselj eritrocity
suspensijos.

3. Kruopsc¢iai sumaisSykite abu lasus §varia maiSymo lazdele mazdaug
20x40 mm plote.

4. Létai judinkite objektinj stiklelj pirmyn ir atgal.

5. Makroskopiskai perskaitykite rezultata po daugiausiai 2 minuciy ir
pasizymékite.

6. Jei netinkamai elgiamasi arba inkubacijos laikas yra per ilgas, gali
atsirasti dzitivimo artefakty; testa reikia iSmesti.

D. METODAS: taskinés plokstelés technika

1. Taskiniam ploksteliniam tyrimui naudojamas visas kraujas (35-45
% eritrocity suspensija) arba 10 % eritrocity suspensija 0,9 % NaCl
tirpale.

2. Ant taskinés plokstelés uzlaSinkite 1 lasg antiserumo + 1 lasg
eritrocity suspensijos.

3. Abu laSus gerai iSmaiSykite Svaria maiSymo lazdele.

4. 5-10 min. inkubuokite kambario temperatiiroje.

5. Perskaitykite rezultata makroskopiskai ir pasizymékite.
Netinkamai naudojant arba per ilgai inkubuojant, gali atsirasti
dzitivimo artefakty.

TESTO REZULTATU AISKINIMAS

1. Teigiamas: eritrocity agliutinacija. Atkreipkite démesj j testo
metodo ribas (Zr. toliau).

2. Neigiamas: néra agliutinacijos. Atkreipkite démes;j j testo metodo
ribas (Zr. toliau).

Neatitikimai: teigiama reakcija atmeta antigeno rezultatg.

APRIBOJIMAS
1. Ne ka tik paimtas kraujas gali lemti silpnesnius rezultatus.
2. Klaidingai teigiamus arba klaidingai neigiamus rezultatus gali
sukelti:
e  Tiriamos medziagos uZterStumas;

e Neteisingas laikymas, netinkama eritrocity koncentracija,
netinkamas inkubacijos laikas, netinkama temperatiira;

e Neteisingas centrifugavimas;

e Nukrypimai nuo rekomenduojamy metody.
3. Atliekant taskinés plokstelés testa kraujo méginiai kartais gali
reaguoti su visu krauju, susidariusj ritinj, kuris primena silpna
agliutinacija ir gali biiti jvertintas kaip klaidingai teigiamas. Sis
reiskinys turi neimunologiniy priezas¢iy. Ritinélio reikia tikétis esant
kraujavimui i§ heparino, pacientams, gydytiems plazmos plétikliais
(pvz., dekstranu), taip pat pacientams, kuriems yra plazmacitomos
(didelis baltymy kiekis, pakitusi baltymy sudétis), onkologinémis
ligomis (nenormalus kraujo kiekis) ir kresé¢jimo sutrikimais. Tokiems
pacientams bitinai turi biiti naudojamas mégintuvélio tyrimas, nes
vartojant suspensija Sio reiskinio paprastai nejmanoma aptikti.

REAKCIJU STABILUMAS

1. Mégintuvéliy ir mikrotitravimo ploksteliy tyrimai turi buti
nuskaityti iSkart po centrifugavimo.

2. Skaidriy testai turi biiti nuskaityti per 2 minutes, siekiant uztikrinti
specifiSkuma ir i§vengti klaidingai teigiamy rezultaty dél dzitivimo
artefakty.

3. Jei pasirinkta kita temperatiira nei rekomenduojama, rezultatus
reikia iSmesti.

SPECIALIOS VEIKIMO CHARAKTERISTIKOS

1. Prie§ iSleidziant reagentus buvo iSbandyti visi rekomenduojami
metodai.

2. ISbandyta daugiau nei
specifiSkumas yra 100%.

1000 méginiy, kuriy jautrumas ir

ATSAKOMYBES ATSISAKYMAS

1. Vartotojas atsako, jei naudojami kiti metodai, nei rekomenduojami.
2. Bet kokie nukrypimai nuo rekomenduojamy bandymo metody turi
biiti patvirtinti prie§ naudojant.
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LEGENDA
LOT Partijos numeris IVD In vitro
\—I diagnostika
Produkto kodas /{, < | Laikyti +2 °C iki
+80C
g Galiojimo laikas I Gamintojas
[E Zr.  naudojimo
instrukcijas
PRODUKTO UZSAKYMO NUMERIAI
REF ir produkto pavadinimas Galimas siuntimo Kkiekis
33110 Monokloninis kontrolés 1x1x10ml
reagentas 5x1x10ml
10x1x10mi
50x 1 x10ml
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CERTIFICATE of ANALYSIS

1.1 - 1.6 Galigjimas bus ne trumpesnis 6 mén. nuo pristatymo j laboratorija.

\
Anti-AB

Reference No.: 03110
LOT: OABM111-3
Clone: A-5E10+B-2D7
Titer: A4 1:512

A2 1:128

B 1:512
Manufacture date: 2025-01
Expiry date: 2027-01

flss Karl-Landsteiner-Str. 6, D-69151 Neckargemuind, Tel

Purpose of use:

In-vitro-diagnosticum

Colour: colourless / clear
PH Value: 7.3
Untested antigens circled:
s g A B, H, Le? Le® |, K k, Kp? P1,D, C, E, c, e C% M,N,Bg? S, s,
Specificity: Lu?, Jk2, Jko,(Di3 Fy2, Fy®, Xga, Do?, Do®, Yto, Cob,@ Wra
requirements fullfilled @ not fullfilled O
Avidity: tested

Microbial status:

This product was filtered through a filter with a pore size of 0.2 um
and subjected to a bacterial load test on Columbia agar, Tryptic
Soy Agar and Sabouraud Dextrose Agar with an incubation time of
2 to 5 days, <1 CFU / ml.

Preservatives: < 0.1 % Sodium-Azide
Storage: +2 - +8°C
Origin: Culture supernatant / monitored animal populations / material of

human origin

Virus detection:

Materials of human origin have been tested and are negative for HIV
1 + 2, HCV, HBV (HbsAg). Adequate safety precautions are
recommended when handling potentially infectious materials.

Note:

All cattle materials used come from veterinary controlled and
certified animal herds. Products of bovine origin are assessed as

Neckargemund, 18.03.2025

having a low TSE risk.

A. Kirchrer
alifat Folle

.. +496223 8009400, E-Mail: info@ce-immundiagnostika.com
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IMMUNDIAGNOSTIKA

CERTIFICATE of ANALYSIS

1.1 - 1.6 Galiogjimas bus ne trumpesnis 6 mén. nuo pristatymo j laboratorija.

Anti-A

Referenz No.: 01110
LOT: OAM168-6 -
Clone: A-11H5
Titer: Aq: 1:512

A;B: 1:128
Manufacture date: 2024-12
Expiry date: 2026-11
Purpose of use: In-vitro-Diagnosticum
Colour: blue / clear
PH value: 7.3

Circled antigens not tested:

R A B, H, Le? Le® |, K k, Kp?3 P1,D,C E, c e C% M N Bg? S, s,
Specificity: Lue, Jke, ke, Die, Fye, Fyb, Xg#, Do, Dot Y, Co® (Mg, W

Requirement fullfilled X1 not fullfilled O

Avidity tested

This product was filtered through a filter with a pore size of 0.2 ym
and subjected to a bacterial load test on Columbia agar, Tryptic
Soy Agar and Sabouraud Dextrose Agar with an incubation time of
2 to 5 days, <1 CFU / ml.

Microbial status:

Preservatives: < 0.1 % Sodium-Azide
Storage: +2-+8°C
Orlain: Culture supernatant / monitored animal populations / material of
gin: human origin
Materials of human origin have been tested and are negative for HIV
Virus detection: 1 + 2, HCV, HBV (HbsAg). Adequate safety precautions are

recommended when handling potentially infectious materials.

All cattle materials used come from veterinary controlled and
Note: certified animal herds. Products of bovine origin are assessed as
having a low TSE risk.

Neckargemund, 03.03.2025 sign/stamp released person

sl Karl-Landsteiner-Str. 6, D-69151 Neckargemiind, Tel.: +49 6223 z/;oo, E-Mail: info@ce-immundiagnostika.com
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IMMUNDIAGNOSTIKA
CERTIFICATﬁ of ANALYSIS
1.1 - 1.6 Galiojimas bus ne trumpesnis 6 mén. nuo pristatymo j laboratorijg.
Anti-B

Reference No.: 02110

LOT: OBM178-5-

Clone: B-6F9

Titer: 1:512

Manufacture date: 2025-01

Expiry date: 2027-01

Purpose of use: In-vitro-diagnosticum

Colour: Yellow / Clear

PH value: 7,2
Untested antigens circled:

& A B, H, Le? Le® I, K, k, Kp2, P1, D, C, E, ¢, e, C¥, M. N,(Bg¥ S, s,

SPeCIfICIty- Lua, Jka, ka, Fya, Fyb, Xg?, Do?, Dob (Yto COb,
Requirements fulfilled BT not fulfilled I

Avidity: tested
This product was filtered through a filter with a pore size of 0.2 ym

. . . and subjected to a bacterial load test on Columbia agar, Tryptic

Microbial status: Soy Agar and Sabouraud Dextrose Agar with an incubation time of
2 to 5 days, <1 CFU / ml.

Preservatives: < 0.1 % Sodium-Azide

Storage: +2 - +8°C

Oriain: Culture supernatant / monitored animal populations / material of

g human origin

Materials of human origin have been tested and are negative for HIV

Virus detection: 1 + 2, HCV, HBV (HbsAg). Adequate safety precautions are
recommended when handling potentially infectious materials.
All cattle materials used come from veterinary controlled and

Note: certified animal herds. Products of bovine origin are assessed as
having a low TSE risk.

Neckargemind, 25.02.2025
g /é.fk.@hner
kontrolle

sl Karl-Landsteiner-Str. 6, D-69151 Neckargemiind, Tel.: +49 6223 8009400, E-Mail: info@ce-immundiadggnostika.com
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