COMPE’I‘I‘I‘IVE PROBLEMS IN THE DRUG ]NDUSTRY *15561\ '

17. Centra Nacional" de Farmacobiologia (CNDF('s new statements on ohloramphenicol

used as a basis for new labeling of chloramphenicol praduots of Parke-Davis
and .other companies:in Spain.
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. 1%, Acute infections caused by Salitonella Typh:

~indicated for treatment of the bearers).

“{it is not

2°. Acute infections caused by diverse salmonellas. H influenzae

j (specifically in meningitis infections), Ricketsias of the .

limphogranuloma-p51ttacosis group, ,Gram negative bacteria
causing meningitis or bacteriemia and, finally, other

,1:25%32339g(§ensit1ve)nﬂre51sfant to all the rest of the
an i-microbial agents. ‘ o

Qggification- To the proper indication of the speoialty,,
B the following paragraph shoulﬂwbe added. X

“The daily ‘dose, for adults ! d not ‘be ‘over two qrams,
neither should,be administered’ ‘for. more than ten days"'

Secondarg Effeets

After high dose and long treatments, chloramphenicol can
give way to leukopenic, granulocitosi mia, there-
fore it is very opporitune to havei-hgﬁg gggrgfs made
‘during treatment.

In some - oases it can also provoke neurological reactions
V. of’ 1ntolerance or. hyperergias. :

: Counte ica ons

o Renal 1nsufficiency and women in the first three months
of" geatation. : T s i

: For newborns and premature babies dosrs over 25 mg/ls mg/kg/day
‘are  ‘absolutely. counter-indicated (respectively)s: The" adminiatration

should be made via intramuscular and in one single dosiﬁ

CAUTION°

Its use should be reserved exc1u91ve1y for the above mentioned
-indications. : : .




