PRECAUTIONS AND WARNINGS

A low incidence of adverse reactions is experienced
with KRYDBULIN, but the following may occur:

&) forms of allergic reaction from mild and traznsient
urticaria to severe anaphylactic shock are possible
when human plasma derivatives are administered. If
such reactions occur, treatment with KRYQOBULIN must be
interrupted at once. Allergic reactions should be
tontrolled with antihistamines and routine treatment
given for anzphylactic shock. Monitoring of pulse rate
and blood pressure is essential. If the pulse rate
increases 2nd/or blood pressure falls, transfusien of
% Dextrese should be started.

The zppearaznce of a circvlating Factor VIII inhibitor

is possible, Its appearance cannot be predicted 2s it

does not relate to the amount of KRYDBULIN administered,
nor to the frequency of administration. As far 25 i ‘
known neither corticosteroids nor immunosuppressive

agents significantly influence the formation of inhibitors.

In patients with » history of hypersensitivity reactions
to plzsma derivatives the prophylactic zdministrztion of
antihistazzines may be indicated.

If rassive doses of non blood group compatible KRYOBULIN
are adninistered over a short period of time, hzemolytic
reactions tey occur. In severe cases of haemolysis and
éhéemiéitype 0 whole blood or red blood concentrates
should be zdministered.

After.adeinistration of unusually high deses as ray be

required in patients with Factor VIII inhibitors, the

risk of hypervolaemia must be tzken inte consideration.
The careful selection of donors and plasma and the vapour hest trelétmerjg process
which has been shown capeble of reducing artificielly ir}trcduced H!LV".L.L; by 6
log steps, suggests thet in the light of present knowledge the transmission of
HTLV-1II can be excluded.
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INTERACTTIONS
None Xnown
SHELF LIFE AND STORAGE

Two years when stored between + 2° and + B°C,

Within the indiczted shelf life period the product
say be stored for 6 conths a3t room temperature

{max. 30°C). Even without cooling facilities
KRYOBULIN can therefore be tzken on extended journeys,

The dates between which the proguctis not stored atrelrigerator temperature |
shouig be ncie on the package.

KRYOBULUN must not be used beyond the expiry cale indiczled.
Siore out of the reach of children. !

_PACKS :
KRYC3UUN

— R/C vial coniaining 250 .u. of lyophilised F Vill .
R/C vigl conamng 10 ml water for Injections B.P,

— R/C vial contaiming £00 1 u. of lyophilited F VIl
R/C vizl coramng 20 mi water for injections E.P,

- R/C vial conaning 1000 i.u. of lyophilised F Vil

R/C vial coriaming ¢Omi Water for Injections B.P,
Packs contazin 2all the equipment required for
reconstitution and aéministrztion of the product.,

MHRA0033320_007_0001



