15490 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

,abeling
1. Parke Davis Chloromycetin label ‘in U.Se

" v ey 3 PONDIFRAN Dl Letiemre . Ex
q bc‘ti]e 'w- kox h& llo ng information which isnot on the Spanish boxgbottls
C!WTLO.. - Federal lew nrohilbits dispensing vithout nroseliptton. :
ING - Blood dyscrasias may be cssociated with the use of. chloremphionicol.
It is espential thet adequate blood studies be made. See enclosed .
varniass and precautions. . .
AR:]I G - Koep out of the reach of children . (olso UAI. ADUTT DOSE is given,)
(The . Puysicians Degk Reforence IQ normeceuticnl Spacizliies  Blologicals gives the seme
] Lom.z\tion.)

l’A".n.. .Ls s CAPSULRS

CHLOROMVOETIN®
‘(cmo.'zf\m HENICOL)

$ellous nnd futnl blood dyscrasios (aptnitic’anomis, hypaplastlc
anemia, penta, and are known to
occur aiter tho adminiztration of chlorampisnicel, tn addition, there
havo beon reporta.of-aplastic sdemla atisibuiad to chloramphenicol |
_which later tarmintded in foukemia, 1003 dyscrasias have occurrod
after both short term end. proiangéd therany with this drug, Chiors
.amphonicol must not-be used when I¢s3 petentially dannoroun
ugor-.a will bo.eftective, ea:doscribed In tha “Indlcntions' section.
uned I lho t of telvial Infaciions or whero

ctions of tie theoat: or.

ot cien bo meco
durlng tratment w‘n the crua Vinlis blood studies may detect
early peripheral blood changes, aich ns leukopenta, feticulocytos
pealn, o7 granulocytopenla, befora thoy becomo lereversiblo, such
studies cannot te reficd on to cetect bone- marrcw depracslon
prior to dnclopment of apluctic anomia, To facilitalo anpropriate
studics and ohszorvation during (herapy, it Ia dnslrablo that patlents
be hospitelized. .

DESCRIPTION

Chlcrarrphcnlcol 18'2n artibiotic that i €llnically useful for, and should
derious Infactions caused by organisins susceptible to
2els when. less potentinfly hazitdaus thorapeutio
agents are ki 0 of. 0d, Sensitivity testing is éssentlal
to determina its indicated-use, but may be parformod concurréntly with
therapy Initiated: on clinical Inipression that.one of tho Indicated cone
ditlons exists (soa "indications*’ s-chon).

ACTICNS AND PHARMACOLOGY
In ¥ltro chiotamphenicol exerts mainly a bisctarlosiatic effoct on a wide

-_3

range of gram. n'.ﬂutlvo and gram-positive batteria-and.is active /n vitro
against ri sitlteosis group and V.brlo
cholerae, it is i y active against ie-typhl and

- Inflyenzze. The mode of action is through interferance or inhibition ol E

proinm symhnla in intact colls and in coll-freo systems.

orelly Is rapidly from tho
lntosm\ul tracti In controlled studios. in edult voluetecrs using the
recommonded Cosage of 50 ma./kg./day,. & desuqa of 1 gm, every 6
hours for 8 doscs was glven, Using the microbiologlcal assay method,
thi averago poak serum levol was 11,2 meg./ml. one hour alter the first
doge, A cumuietivo effect gava a poak rise to 18.4 meg./ml. atler the fifth
dogo of 1 gm. Moean serym lovels ranged from 8~14 meg./ml. over tho
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