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Document Owner BBR 

Title Pelikloon anti-D mix (IgG-IgM) monoclonal release 

K1157 
Clone numbers TH28/MS26 

Sanquin Plesmanlaan 125 1066 CX Amsterdam NL 

  Pelikloon anti-D mix 
(IgG/IgM) monoclonal 
Clones: MS26; TH28 

K1157 CEL.W.r2-8°C 

8000459790 22026-07-25 0344 
IVD 

I3D5I 
REF 

vr 

10 ml 

Analysis Requirement Result 

Specificity Negative with Rh(D)negative, r'r and r"r cells 

cells Conform requirements 

Avidity Dd Dweak 

Tube method > 2+ > W+ Conform requirements 

Microplate method > 2+ > W+ Conform requirements 

Cellbind Screen 
method 

> 2+ > 1+ Conform requirements 

Titer Dd DkI.VI 

Tube method ≥ 1:32 > 1:4 (IAT) Conform requirements 

Microplate method > 1:32 na. Conform requirements 

Growthtest no growth Conform 
--,,, 

External release released by Notified Body Released

Approved by 

Date: /2 4 l Mli ,/  QA/QC: 

use copy .CON F1 29,n2YE%_0002. 
Printed on: 14 Jul 2023 at: 11:34:53 am ; Printed by M.BOUWMAN 
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Versie 

Pagina 

Document eigenaar 

2.0 

1 van 2 

QA/QC 

Titel Batch release form PEI _ Dekra 

Release of batches manufactured by Sanquin B.V. according the Directive 98/79/EC for In Vitro Diagnostic 
Devices Annex VII.5. 

Production date:  2_ L j 2 0 2 

Product label: 

Sanquin Plesmanlaan 126 1066 CX Amsterdam NL 

   Pelikloon anti-D mix 
-  (IgG/IgM) monoclonal 
= Clones: MS26; TH28 

[IVO En 4 -2-8°C 

8000459790 

REF 

10 ml 

K1157 CE 
22026-07-25 0344 

ABO: 
O K1188 Pelikloon anti-A (IgM) monoclonal 
EI K1189 Pelikloon anti-B (IgM) monoclonal 
O K1190 Pelikloon anti-A,B (IgM) monoclonal 

O K1140 Ai reagent red cells 
O K1142 B reagent red cells 
O K7240 Cellbind Ai reagent red cells 
O K7242 Cellbind B reagent red cells 

Rhesus (D, C, c, E, e): 
Cl K1151 Pelikloon 
1d K1157 Pelikloon 
O K1255 Pelikloon 
Cl K1195 Pelikloon 
O K1196 Pelikloon 
O K1191 Pelikloon 
LJ K1197 Pelikloon 
O K1202 Pelikloon 
O K1203 Pelikloon 
O K1204 Pelikloon 
O K1205 Pelikloon 
O K1152 Pelikloon enhanced control 
O K1156 Pelikloon control monoclonal 

anti-D enhanced (IgM) monoclonal 
anti-D mix (IgG/IgM) monoclonal 
anti-D (IgM) monoclonal 
anti-C (IgM) monoclonal 
anti-c (IgM) monoclonal 
anti-E (IgM) monoclonal 
anti-e (IgM) monoclonal 
anti-C (IgM) monoclonal 
anti-c (IgM) monoclonal 
anti-E (IgM) monoclonal 
anti-e (IgM) monoclonal 

Kell: 
Cl K1199 Pelikloon anti-K (IgM) monoclonal 

Pelicontrol: 
O K1379 Pelicontrol 
Cl K1399 PeliControl CcEe-K 

The original batch release documentation will be filed in the batch records history of Reagents B.V. 

Date:  i ; Sif t  Signed by: 
QA/QC Reagents B.V. Signature 

) 

VERTROUWELIJK 
Use copy according to REA-SOP-0002. 
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