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Assay  Dissolve in water. T o  2 ml of the resulting solution 
in a round-bottomed centrifuge tube add 2 ml of a 7.5 per 
cent w /v  solution of sodium molybdate and 2 ml of a mixture 
of 1 volume of nitrogen-free sulphuric acid and 30  volumes 
of water. Shake, centrifuge, decant the supernatant liquid, 
and allow the inverted tube to drain on filter paper. Using 
the residue thus obtained, carry out Method  III for the 
determination of nitrogen, Appendix VII I  H ,  and multiply 
the result by 6.2S to obtain the protein content. 

Storage Dried Plasma should be  kept in an atmosphere 
of nitrogen or in vacuo in a sterile container sealed so as to 
exclude micro-organisms and as far as possible moisture, 
protected from light, and stored at a temperature below 
25°. 

Labelling  T h e  label on the container states (1) the name 
and percentage of anticoagulant and of any other material 
introduced; (2) that the contents are derived from not more 
than 12 donations of blood; (3) the quantity of Water for 
Injections necessary to reconstitute the solution; (4) the 
protein content of the reconstituted solution; (S) that the 
reconstituted solution should be used as soon as possible 
and in any case within three hours of reconstitution; (6) the 
date after which the preparation is not intended to be used 
for transfusion; (7) the conditions under which it should 
be stored. 

Dried Plasma, after reconstitution, should be  admini
stered only with suitable equipment such as that described 
in Section 3 or Section 4 of British Standard 2436:1962, 
Transfusion Equipment for Medical Use. 

Plasma Protein Fraction 
Human Albumin Fraction (Saline) 

P l a s m a  P r o t e i n  Fract ion  i s  a s o l u t i o n  o f  t h e  
prote ins  o f  l i q u i d  h u m a n  p la sma ,  c o n t a i n i n g  
a l b u m i n  a n d  g l o b u l i n s  tha t  retain the ir  so lub i l i ty  
o n  heat ing .  I t  exer t s  a co l lo id  o s m o t i c  pressure  
approx imate ly  equ iva lent  t o  tha t  o f  p o o l e d  
l iqu id  h u m a n  p l a s m a  c o n t a i n i n g  5 . 2  p e r  c e n t  
w / v  o f  p r o t e i n ;  i t  conta ins  n o  fibrinogen o r  
ant ibodies .  I t  i s  prepared f r o m  p o o l e d  l iqu id  
p l a s m a  obta ined  f r o m  b l o o d  f r o m  h u m a n  s u b 
j e c t s  t o  w h o m  all t h e  c o n d i t i o n s  (a)  t o  ( d )  
descr ibed  u n d e r  A l b u m i n  a p p l y .  T h e  a l b u m i n  
fract ion,  prepared  b y  a sui table  fract ionat ion  
t e c h n i q u e ,  i s  d i s s o l v e d  i n  water  a n d  suf f i c i ent  
s o d i u m  caprylate  o r  o t h e r  su i tab le  s u b s t a n c e s  
are a d d e d  t o  stabi l ise  i t  t o  h e a t ,  a n d  S o d i u m  
C h l o r i d e  i s  a d d e d  t o  adjust  t h e  c o n t e n t  o f  
s o d i u m  i o n s  t o  b e t w e e n  1 3 0  a n d  1 6 0  m i l l i m o l e s  
p e r  l itre.  N o  bacter ic ide  o r  ant ib iot ic  i s  a d d e d  a t  
a n y  s tage  d u r i n g  preparat ion.  T h e  s o l u t i o n  i s  
s teri l ised b y  Filtration, d i s tr ibuted  asept ica l ly  i n  
steri le  conta iners ,  a n d  sea led  s o  a s  t o  e x c l u d e  
m i c r o - o r g a n i s m s .  I t  i s  t h e n  h e a t e d  to ,  a n d  m a i n 
ta ined  f o r  t e n  h o u r s  at, 5 9 . 5 °  t o  6 0 . 5 °  s o  as  t o  
p r e v e n t  t h e  t ransmis s ion  o f  hepat i t i s .  F inal ly ,  
t h e  conta iners  are incubated  f o r  n o t  l e s s  t h a n  
f o u r t e e n  d a y s  at 3 0 °  t o  3 2 °  a n d  e x a m i n e d  v i sual ly  
f o r  s i g n s  o f  microbia l  contaminat ion .  

P l a s m a  P r o t e i n  Frac t ion  c o n t a i n s  n o t  l e s s  t h a n  
4 . 3  p e r  c e n t  w / v  o f  total pro te in ,  n o t  m o r e  t h a n  
I S  m i l l i m o l e s  o f  citrate i o n s  p e r  litre,  a n d  n o t  
m o r e  t h a n  2 m i l l i m o l e s  o f  p o t a s s i u m  i o n s  p e r  
litre. 

Description  An amber liquid which may produce a slight 
deposit on storage. 

Identification By electrophoresis, using the moving 
boundary technique, in a buffer of barbitone and its sodium 
salt at p H  8.6 and ionic strength 0.1, not less than 90 per 
cent of the protein present has the mobility of albumin, the 
remainder being globulins in which gamma globulin is not 
detectable. 

Acidity or alkalinity pH,  6.7 to 7.3, Appendix V L.  

Hsem Dilute with sufficient saline solution to produce a 
solution containing 1.0 per cent w / v  of protein; the  ab-
sorbance of the resulting solution at 403 nm, Appendix II 
B, is not more than 0,25. 
Denatured protein  Complies with the test described 
under Albumin, except that the weight of protein in the 
fraction of the eluate is not more than 5 per cent of the 
weight of protein in the volume of the substance being 
examined applied to the column. 

Sterility Complies with the test for sterility, Appendix 
XVI A. 

Pyrogens  Complies with the  test for pyrogens. Appendix 
XIV K ,  using 10 ml per kg of the rabbit's weight. 

Abnormal toxicity Complies, with the test for abnormal 
toxicity, Appendix XIV L, using Method B. 

Assay  For total protein. Carry out the method for deter
mination of protein in blood products, Appendix VII I  H, 
Method VI. 

For citrate ions. Carry out the Assay for citrate ions 
described under Albumin, using 2 ml. 

Far potassium ions. Dilute 10 ml to 200 ml with water and 
determine by Method 11 for  atomic emission spectrophoto
metry, Appendix I I  D,  measuring at 767 nm and using 
potassium solution ASp suitably diluted with water as the 
standard solution. 

For sodium ions T o  10 ml add sufficient water to pro
duce 100 ml;  dilute 10 ml to 500 ml with water and deter
mine by Method I I  for atomic emission spectrophotometry, 
Appendix I I  D ,  measuring at 589 nm and using sodium 
solution ASp suitably diluted with water as the standard 
solution. 

Storage Plasma Protein Fraction should be stored at a 
temperature between 2° and 25°, protected from light. 

Labelling  T h e  label on the container states (I)  the volume 
of the preparation; (2) the total amount of protein; (3) the 
concentrations of sodium, potassium, and citrate ions; (4) 
the names and concentrations of stabilising agents and any 
other added substances present in the final solution; (5) that 
the contents must not be used if the solution is turbid or 
contains more than a trace of fine deposit; (6) the date after 
which the preparation is not intended to be used; (7) the 
conditions under which it should be stored. 
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