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7. Zandérs' comparisen of new Spenish lebel with U.S. label.

The new Spanish label is a considerablc improvement over: the 01d . Spanish label -bot h
in its indications for use and in its warnings of adverse effects, The new label states
clearly =~ twice~ that Chloromycetin should not be used for trivial infections and should
be used under the instructions Qf a physician, the most important new statement.which,

" coupled with the warning = twice- of blood dyscrasias ineluding fatal aplastic anemia
{nstead of the bland "changes in the blood following its use are rare" of the old label,
should have a salutory efféct in outting dovn unnecessary use. :

The new label also states that the decision to use Chloromycetin should. be based

on ‘the antibiotic spectrmm, the general clinical condit,ion)'and the possible risk involveds
 This is much better than no general guidelines at all as in the old label but it is still

weak compared to the U.S. label. The new label's indications for use aré usually based on -

the micro-orgenisms or groups of micro-orgenisms. involved instead of en’ sites of infectiouns

such as urinary tract infections and respiratory infections’ of the old label although

#t still includes infections in otology; opthalmology, and dermetology. Hore importantly Lo

the specific indications for use are more similar to the more restricted U.Ss. label list. i

However, the Spanish label gives the physician the ohoice of basing his -decision to use ‘

chloremphenicol on bacteriological evidence gy clinical judgment while the U.S. label:

says sensitivity testing is emsentials - . : C e

‘'The new label after repeating that Chloromycetin should not be used for trivial
infections and under the direction'of a physicien, warns that blood dyscrasias including
apluastic anenia may be associated with sdministration of chloramphenicol and that blood

. studies should be repeated at appro%l:iat ntérvals when possible espec:ggll,y ‘during pro=
longed or intermittent treatmert. The old lakel ha@i‘onlyﬁ'bray,syndrome under Warning and
under Tolerance just thet"Chloromycetin. is well tolerated and-changes in the bleod are

" yare" plis a similar blood study stetenént.. The new label repeats both statements under & .

. Rdverse Reactions, including there, however Yaplatic ‘anemisy with fatalities",  ‘Agein a -
‘d48tinct improverent over the 0ld but lacking the strength.end fullness: of the UeSe: .o |
warning and ‘explanation.. TS B S ey

) The new label also includes other adverse effects: dryness of mouth, nausea, . :
vomiting, sensitivity reactions, optical sndperipheral neuritis, and werns:to use” .-
lower dosage when given concurrently. with anticoagulants.and anticonvulsants and in- L
cases of ‘hepatic or renal insuffieiency which the 0ld label does not mentions. Both'
labels treat the posgibly .fatal "Gray Symdrom" for premature and recently new born - §
infantp quite fully, far more so than the blood dyserasias in contrast to ‘the U.Sy labels L

. Por more comments cémparing the new ‘Spanish label with the U.S. label, se‘éégm'parison;
£ the new German label with the o0ld CGerman label end the UsSs. labely: The' new Spanish
Jabel and the new German label are very muckr alike belng based . on thé same Monograph.® ‘
Howeve#t, the new, Spanish label is perhags a little better then the new Terman label in -’
that 1% sta:g’é',‘{t\%at Shlotomycetin should not be used for frivial Anfections end should be .
‘used under the direction of & physician in Indications as well s under Warning, - The i
Spenish label also divides the diseases in chEAshould be used dnto. those in which ite. !
~“use should be considered-.mmd by the physicien and “those”in which L G
indicated, e PRRRROEE S St e e ey e
The o01d Cerman label was even worse than the Spanish ‘0ld label in ‘the  ti
. : Roae

mumber. of indications for use: and the comparison is gironger and.

but muoh of it appiies to the Spanish labels.




