
© Pharmeuropa Bio & Scientifi c Notes, 2010-1 i

PHARMEUROPA BIO & SCIENTIFIC NOTES 2010-1

— CONTENTS —

Collaborative Study for the Establishment of the Second International Standard for 
Amphotericin B
G. Rautmann, A. Daas, K-H. Buchheit. ............................................................................................. 1

Establishment of a Biological Reference Preparation for Hepatitis A Vaccine (Inactivated, 
Non-adsorbed)
J. Stalder, A. Costanzo, A. Daas, G. Rautmann, K.-H. Buchheit ..................................................... 15

Calibration of Human Coagulation Factor VII Concentrate Ph. Eur. BRP Batch 2
J. Dodt, A. Costanzo, A. Daas, A. Hunfeld, K.-H. Buchheit. ............................................................ 31

International Collaborative Study to Establish Reference Preparations to Standardise 
Haemagglutination Testing for Anti-A and Anti-B in Normal Intravenous Immunoglobulins by 
the Direct Method 
S.J. Thorpe, B. Fox, G. Sharp, A.B. Heath, M.-E. Behr-Gross, E. Terao, M.L. Virata-Theimer, 
M.W. Yu ........................................................................................................................................... 39 

Collaborative Study for the Standardisation of the Histamine Sensitizing Test in Mice and 
the CHO Cell-based Assay for the Residual Toxicity Testing of Acellular Pertussis Vaccines
D. Xing, A. Maes, M.-E. Behr-Gross, A. Costanzo, A. Daas, K.-H. Buchheit................................... 51

Identifi cation and Purity Test of Heparin by NMR - A Summary of Two Years’ Experience at 
the Medical Products Agency
I. McEwen, A. Amini and I.M. Olofsson ........................................................................................... 65

Letter to the Editor: An Alternative Temperature-based Histamine-sensitisation Test for 
Absence of Residual Pertussis Toxin in Acellular Pertussis Vaccines ................................... 73

Instructions for Authors ................................................................................................................ 75

ERRATA
to Pharmeuropa Bio & Scientifi c Notes 2009-1

page 23 paragraph 6.3
please read 
Lin’s concordance correlation coeffi cient ()
instead of
Lin’s concordance correlation coeffi cient

page 42 paragraph 4.1
please read
If the confi dence intervals did not satisfactorily overlap (a semi-weighted combination was made.
instead of
If the confi dence intervals did not satisfactorily overlap ( a semi-weighted combination was made.




