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Description: DYNAPERN (sodium dicloxacillin monohydrate)
is a new antibacturial ant of the isoxazclyl penicillin
series. it is the monchydraic codium sa't of 3-(2,6-dichloro-
phenyl)-5-methyl-4-isoxazolyl penicillin. The drug resists de-
struction by the enzyme penicillinase (beta-lactamase). 1t
has been demonsirated o be especially efficacious in the
treatment of penicitiinase-producing staphiylococcal infec-
tions and effective in the tteatiment of other commonly en-
countered Gram-positive coccal infections,

Pharimacology: DYNAPEN (sodium dicloxacillin raenohy-
drate} is resistant (o destruction by acid and is exceptionally
well absorbed from the gestroinlestinal tract. Oral adininis-
tration of dicloxacillin gives blood levels considerably in
excess of those altained with equivalent doses of any other
presently available oral penicillin. The levels are compara-
ble to those achieved with intrarnuscular administration of
similar doses of penicillin G. Studies’ with an oral dose of
125 mg. gave average serum levels at 60 minutes of 4.74
meg./ml. At four hours, average levels were 0.62 mcg./mt.
The 125 mg. dose gave peak blood levels 5 times higher
than those of 250 mg. of penicillin G and 2 to 4 times
higher than those of 250 mg. of potassium phenoxymethyl
penicillin. Serum levels after oral administration are directly
proportional 1o dosage at unit doses of 125, 250, 509, and
.1000 mg."2? as measured at the two-hour level.

Actions (Micrebiofogy): DYNAPEN (sodium dicloxacillin
monohydrate} is active against most Gram-posilive cocci
including beta-hemolyiic streptococci, pneumococci, and
sensitive staphylococci. Because of its resistance to the
enzyme penicillinase, it is aclive against penicillinase-
producing staphylococei.

The average Minimal Inhibilory Concentrations (M.1.C.'s)
of DYNAPEN (sodiura dictoxaciliin monohydrate) for these
organisms are as follows:

Average M.LC.

{mcg./ml)
Group A beta-hemolytic streplococcus 0.05
Diplococcus pneumoniae 0.10
Staphylococcus (nonpenicillinase-producing} 0.20
Staphylococcus (penicillinase-producing) 0.30

- Indications: The princinal indications for DYRAPEN (sodium
dicloxacklin monchychrate) are i the trectinent of infections
known to be duz to penicillinase-producing stephylocoecci
and In inftiating treabicent of those infzctions where a peni-
cillinase-producing siephyiocoeccus rapected.

Bacterjologic studics to delcimmine. ~usative organlsiis
and thelr sennitivity to dicloxacilii. 1 be performed.
When the infecting orgasiiem s suc o penicillin G,
the physician is adviced to use par’ phenonymetiyl
penicillin (nerdcilliv V), phencthicit! Vier apprapriate
antibiotic thevzpy becouse of the | appeoraice in
the enviroruncnt of organiems reslel. e penicillinase-
resistant serloyntiistic peniclilins.

Clinical studies demonstrate the diirg is also effective in
the dosages recommended in the treatment of respiratory
and skin and soft tissue infections due to streptococci,
pneumococci, and nonpenicillinase-producing  staphylo-
coccl. Infections of other sites due to sensitive organisms
may also be expecied to respond.

Indicated surgical procedures should be performed.

Contratndicatione: A history of allergic reaclions o peni-
cilling should be considered a contraindication.

Precautions: As with any penicillin, a careful inquiry about
sensitivity or zllergic reactions to penicillin or other anti-
gens should be made before the drug is prescribed. Allergic
reactions are more likely to occur in hyparsensitive individ-
uals. Should an allergic reaction ocour during therapy, the
.drug should be discontinued and lhe patient treatod with
the usual agents (epinepluine, corlicosteroids, antihista~
+mines),

3701

As with other agenls capable of altering florg, the pos-
sibitity: of superinfection with mycotic organising or other
pathogens exists during the periods of use of this drug.
Should superinfection occur, appropriete treatment should
be initizled and discontinuaiion of dicloxacillin therapy
should be considered.

As with any potent drug, periodic assessment of organ
system funclion, including renal, hepatic, and hematopoi-
etic sysiems, is strongly recommended.

Experience in the neonatal period is limited. Therefore,
a dose for the newborn is not recommended at this time.

Safely for use in preghancy has not been established.

Adverse Resclions: Gastrointestinal disturbances such as
nausca, vomiting, epigastric discomfort, flatulence, and
loose stools have been noted in some patients receiving
DYNAPEN (sodium dicloxaciilin monohydrate). Pruritus, urti-
caria, skin rashes, and allergic symptoms have been occa-
sionally encountered, as with all penicillins. Mildly elevaied
SGOY levels (less than 100 units) have been reported in a
few palients for whom pretherapeutic determinations were
not made. Minor changes in the resulis of cephalin floccu-
tation tests have been noted without other evidence of he-
patic dysfunction. Eosinophilia, with or without overt allergic
manifestations, has been noted in some patients during
therapy.

Dosage: For mild-to-moderate upper respiratory and local-
ized skin and soft tissue infections due to sensitive organ-
isms:

Adults and children weighing 40 Kg. (88 tbs?) or more:

125 mg. q. 6h.
Children weighing less than 40 Kg. (88 Ibs.): 12.5 mg./
Kg./day in divided doses q. 6h.

For more severe infections such as those of the lower
respiratory tract or disseminated infections:

Adults and children weighing 40 Kg. {88 Ibs.) or more:

250 mg. q. 6h. or higher.
Children weighing less than 40 Kg. (88 Ibs.}: 25 mg./
Kg./day, or higher, in divided doses q. 6h.

Experience in the neonatal period is limited. Therefore,
a dose for the newborn is not recommended al this time.

Studies indicate that this material is best absorbed when
taken on an empty stomach, preferably one to two hours
before meals.

N.B.: Infcections caused by Group A beta-hemolytic strep-
tococci should be treated for at least 10 days to help pre-
vent the cocurrence of acule rheumatic fever or acute
glomerulonepliritis.

Supply: .

List 78923 -~ DYNAPEN (sodium dic¢loxacillin monohydrate)
Capsules, 125 mg., botiles of 24.

Also available:

List 78566~--Oral Suspension, 62.5 mg./5 ml., 80 mi. bottle.
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Bristo! Telenhione Service: (315) 437-6960. If you have any
question retating 1o the use of DYNAPEN (sodium dicloxa-
cillin monohydrate) or any other Bristol product, please call
ihis number collect. A physician in the Medical Depariment
of Bristol Laboratories will be available to answer your
question. : | .
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