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Hospital Clinic de Barcelona South Texas Blood & Tissue
29—y SHE ARA v Center
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Syghlis antibady o ! [+ (D)
T. cruziffis o :
HTLV-1/2 #ifs o 1
Cytomagarovirus O Otaclectiod cases)]
HEV-RNA | o}
WINV-RNA I ]
ALT T [e)
HAV RNA o O(96MP) O{36MP) O(96MP) O(36MP) O(36MP) O(36MP)
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Plasma humanum ad separationem

DEFINITION
Liquid part of husman blood remaining after separation of
the cellular elements from blood collected in a receplache
containing an antic: or separated by continuous.
filtration or centrifugation of saticoagulated blood in an
apheresis procedure: it s istended for the manufacture of
plasma.derived products.

PRODUCTION
DONORS

Only a carefully selected, healthy donor who, as far as

<can be ascertained after medical examination, laboratory
blood tests and 3 study of the donors medical history, is

free from detectable agents of infection transmissible by
plasma-derived products may be used. endations in
this field are made by the Council of Europe [Recommendation
No. R (95) 15 on the preporaston, use and quality assurance

of blood components. or n adi

the European Union also deats with the muatter: Commission
Directive 200:4/33/EC of 22 Macch 2004 implemienting

EUROPEAN PHARMACOPOEIA 10.0

LABELLING
“The label enables cach individual unit 1o be traced 1o a specific
donor.

B1. BRNZED T

BAMFCH L TEEBEINATWARZY

A v s v S R U,
Hexormmmendat bons for sach lnmunisations are formulited
by the Work! Health (hpmmm \H.-qutlum i for the
cofloction, processing and oo, blowat
<omponenty and phavme diywatives, WHO Techaical Report
Serien. No. 840, 1994 or subsequent exision),
Recoeds. Records of dosiors and dootions aumde are kapt
1 such 4 way thet, while maintaining the required degrec
af confidentiality comcenning the donors identity, the ocigin
of each donatic i a plasma poci and the resalts of the

ceptance 7 and iy tests can

be teaeed

Laboratory texts. Laboratory 1ests are carriesd out for each
donaion o esect the fotkowing viral markes:

1. antibodies against heman Inmunodeficiency virus 1
fants HIV 13

antiltoxlies against beman immunodeficiercy virus 2
{outi-HIV-27:

3. hepatitis B swrface satigen (HBsAg):

& wiibodics sgasast hepaticis C virus {anti-HCV).

T
and comphy witk the segulations tn force. Ifa repeat reactive
resall is found o sy of these tests, the danation is not
accepted.

'\I)l\ TOUAL PEASMA UNITS

s peepasd by 4 metbod that romoves cells and
et prepared

he plasana
<elld:hnus<-qiﬂd» possidle. Whether

antifuigal agent i sdded to ﬁx x o Tod oty
comply with the requsesnents for glass containers (1.2.1) o
foe pladtn contasone o blood e bl ccupunents 3,04,
The containers are chosed 50 48 10 prevent any possibility of
coatumiaation.

192 or mare units ace pooled prior to freczing, the operations

omatioms
Eruerey

2 M oo facter VIS i the donation
depenids o pracader and the suboeguont
mmm uf the an.l wnd plaseess. Wtk goad practice,
L ca uswoslly e wchsered boct wnits of plasm Wit @
ik ety iy il b smitable for st in the prodition
cougulation fictoe concentrates. e abm of ail steps taken
during procuctian of plasma s 5o sbdain plasesa of he iviended
qumm i 10 comserve labile proteses as misch as posible.
tal protein. Carey oot the fest ssing 3 pool of aut fewer
mu. 10 units. Dilute an appropriste volurme of th
with 49 /L solution of sxdium chlewice R 7o obi
'tﬂmnlng %0 15 mgof ot i k. T 24 aof
is solution 1 2 roend botsomed centrifuge tube, add 2 ml.
of 3 75 g/L solution of suddises malybdate R and 2 mL of 2
mixtare of 1 volume of witrapes-feee rulferic acid & and
30 volumes of water R. Stake. ceatritoge for S min, decant
sopémacant 1 o the meted ke o drse s, Ehter
paper. Determine the the ressdue by the
of sulfuric acid digestiva (25.9) -l cakulate the ,wmn

<ontent by multiplyiog Ue quatiey of nitrogen by 6.25. The

toal protein content is ot ks S 50 /L.

Human congubtion actor VI (27,6, Cary ou et
ot fewer les 1o

Luny oot the assay wsing a

the Internatianal Stancand

for human congaletion facter VT im plasana. The actvity is

ot less than 0.7 1L

STORAGE AND TRANSPOST

Frosen pluse 1 sored sod wsmmporid t condions

desiined to mantain the temperatire ot or below - 20 °C;

o coeienkadtotom:Lhe thgnge Nmpessnee iy e

above = 20 °C on one or mwne occasons durl I-vmu -mc

transport but the plasma is mevertheless considered s

Tor fractsonation It all the conditions are Iulﬂl t

- the total period of time daring which the emperature
2h;

are carried oul wsimg sterile conaecting devices or under exceeds — 20 °C does not exceed 7.
aveptc conditionn 2 e 6 wsing continersthat have ol - the temperatiire dies ot esceed ~ 15 °C on more than
reviowsy bec T ocasion:
o - e o _ 5.
separaticn from cebalar elements), plasma intended for the [Roeren o
recovery of p hat ase lable i plasin is fronea withia | 1y il duces, the Sist

ar belone 55 lainesd
athin 12 b of placing in the

at the <one of

freczing apparat.s.

When obtained by eresss, plasma Intended solely for
the recovery of that are pol labile in plasma 1 frozen)

peotcns 1
by cooling rapichy in 2 chamber 3 - 20°C o bekow within
24 b of collextioms
When obtained from whale blood, plasnia Inzended solely
foe the recavery of proteins that are noé lablle in plasma Is
separated from celiolas ehements and frozen in 3 chamber at
Z0°C or beow within . 2 of oo,
emdind that she determination of total profe
e coagulustion Sacter V 1) sk bt b chrrl
ok wani of phesa. They are vather give as gubdelins for
ool madas ot practice. the tes for iuman covgulition

and

Jactr VIIT beiong velevarnt for plasa intemdnd for use in the

homogencoas pool of plasma tfer example. after removal of
cryuprecipitate) is leste fo Hisag and for HIV antibodies
using test methods of suitable semsdivity and specilicity; the
poal muss give negative ressks i these Tests.
The plasma pool i sisa tested for hepatitis C. virus RNA using|
2 validated nuclelc acié amplfication technique (2:6.21). A
positive cantrol with 100 [L#mL of bepatitis C virus RNA and |
o et fo inbibiors. 0 ntevnal ool prepered by addion
able marker 10 4 sample of Dhe plasens pool sre
..-h. o i the Test. The Gest s jmrvalind if the pasitive contral s
non-reactive or I the resl obtatmed with the intemal control
Indicates the presence of inhibetzes. The, complics|
with the test i it is fownd nom-reactive foe hepatitis C virus
RNA

Hiwitis € virus BXNA for NAT testvng BRI bs suitable for use
45 4 postlive conteet

Prepanation of cemominates of laiile proteins

The Jotal procets content of & i of plasma depends on the
serun protetn comtent of the donor and the degree of dilution
Inerent i the demataom proceddure, Witen plasmu 15 abiained

CHARMCTERS

Before freczing: chear or slighty tuebid liguid without visile
g of haemolysis. It may vary i colour fram light yellow ta
reer.

2860

2%, Human Plasma for fractionation
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