For the medical profession only

PFIZER

UNASYN*

(Sulbactam / Ampiciilin)
. IMNV

DESCRIPTION
Sulbactam sodium is a derivative of the basic penicillin nucleus.
Chemically it is sodium penicillanate sulfone and is an off-white crystalline
powder highly soluble in water. the molecular weight is 255.22.

Ampmlllm sodlum is derived from the penicillin nucleus,
6 ic acid. Cl y, it is D(-)- i | penicillin
sodium sall and has a molecular weight of 371.39.

UNASYN IM/IV, brand of sulbactam sodium/ampicillin sodium
combination is available as a dry powder for reconstitution, in vials
containing the equivalent of 1000 mg + 2000 mg, 500 mg + 1000 mg,
250 mg + 500 mg, 125 mg + 250 mg of sulbactam and ampicillin

y and p units 1000 mg + 2000 mg, 500
mg + 1000 mg, 250 mg + 500 mg of sulbactam and ampicillin
respectively.

ACTIONS
Biochemical studies with cell-free bacterial systems have shown sulbactam
to be an irreversible inhibitor of most important beuﬂactamases that occur
in penicilli i i It ial

and/or hyp: y e to multiple There have been
reports of individuals wnth a history of penicillin hypersensitivity who have
experienced serever reactions when treated with cephalosporins. Before
therapy with a pemcullm careful inquiry should be made concerning
to penicillins, cephalosporins, and other
allergens. If an allergic reaction occurs, the drug should be discontinued
and the appropriate therapy instituted.

Serious iC re require emergency

The desage of UNASYN IM/IV for most infections in children, infants and
neonates is 150 ma/kg/day (corresponding to sulbactam 50 mg/kg/day
and ampicillin 100 mg/kg/day). In children, infants and neonates dosing
is usually every 6 or 8 hours in accordance with the usual practice for
ampicillin. In neonates during the first week of life (especially preterms),
dosing is usually every 12 hours. More or less frequent dosing may be
indicated depending on the severity of the iliness and the renal function
of the patient.

with adrenaline. Oxygen, intravenous steroids, and airway
including intubation, should be administered as indicated.

Use In Pregnancy and Lactation
Animal reproduction studies have revealed no evidence of impaired fertility
or harm to the fetus due to sulbactam and ampicillin. However, safety

for use in p! and has not been
PRECAUTIONS
As with any antibiotic preparanon constam observation for signs of

g of j fungi, is
Should superinfection occur the drug should be discontinued and/or
appropriate therapy instituted. As with any potent systemic agent, it is
isable to check periodically for organ system dysfunction during
extended therapy; this includes renal, hepatic, and hematopoietic systems.
This is particularly important in neonates, especially when premature,
and other infants.

ADVERSE REACTIONS
As with other parenteral antibiotics. the principal side effect observed

activity only against A

sp., lie, and F cepacia.
The ial for sodium’s p g the destruction of
penicillins and cep ins by resi i was i in

whole organism studies using resistant strains, in which sulbactam sodium
exhibited marked synergistic effects with penicillins and cephalosporins.
Since sulbactam also binds to some penicillin-binding proteins, some

itive strains are more ible to the ination than
to the beta-lactam antibiotic alone.

The i of the is ampicillin which, like
benzy! penicillin, acts against sensitive organisms during the stage of
active multiplication by the inhibition of biosynthesis of cell wall
mucopeptide.

UNASYN IM/IV is effective against a wide range of Gram-positive and
& " Al

is inj site pain, with the i lar route

of administration. A small number of patients may develop phiebitis after
intravenous administration.

Gastro-

- the most were nausea, vomiting and diarrhea.

Skin/skin structure - the most common were rash, itching and other skin
reactions.

T is usually until 48 hours after pyrexia and other
abnormal signs have resolved. Treatment is normally given for 5 to 14
days, but the treatment period may be extended or additional ampicillin
may be administered in severely il cases.

in patients with severe impairment of renal function (creatinine clearance
30 mi/min), the elimination kinetics of and are
similarly affected and hence the plasma ratio of one to the other will remain
constant. The dose of UNASYN IM/IV in such patients shouild be
administered less frequently in accordance with the usual practice for
ampicillin. In treating patients on restricted sodium intake, it should be
noted that 1500 mg of UNASYN IM/IV contains approximately 115 mg
(5 mmol) of sodium.

For the pr is of surgical i , 1.5 - 3 g of UNASYN IM/IV
should be given at i ion of which allows sufficient time
to achieve effective serum and tissue concentrations during the procedure.
The dose may be repeated 6 - 8 hourly; administration is usually stopped
24 hours after the majority of surgical procedures, unless a therapeutic
course of UNASYN IM/IV is indicated.

in the treatment of uncomplicated gonorrhea, UNASYN IM/IV can be given
as a single dose of 1,5 g. Concomitant probenecid 1.0 g orally should
be administered in order to prolong plasma concentrations of sulbactam
and ampicillin.

Stablll!y and Compatibility
sodium is ible with most i { but
ampncnlhn sodxum and hence UNASYN IM/IV is less stable in solutions

and Lymp - anemia, thr
ssmophllla and Ieukopema have been reported during therapy with
sulbactam sodium/ampicillin sodium. These reactions are reversnble on
discontinuation of therapy and are beli to be i

Hepatic - transient elevations of alanine and aspartic transaminases have
been observed.

It is expected that the adverse reactions associated with the use of
ampicillin will be occasionally observed.

is viral in origin, ampicillin should not

be used in the treatment. A high percentage of patients with
is who receive ampicillin develop a skin rash.

DOSAGE AND ADMINISTRATION
i by either il ori I

aureus and penicilli
and some mathicilli strains). St . . .
ias: Since infecti
Streptococcus faecalls and other Strep species;
and p (both bet: positive and
strains); i i
Bacteroldes fragilis and related speci coli,
N N T L
species, Proteus sr:ac'es (both PO and inds gativ UNASYN IM/IV can be
it ¢ species, species. routes. The following dilutions may be used:
g and gonorrhoeae. ) 9 Y

Sulbactam/ampicillin diffuses readily into most body tissues and fluids
in the human. Penetration into brain and spinal fluid is low except when
meninges are inflamed. High concantranons of sulbactam and ampicillin

are achleved in the blood i or
and both have a half life o! approxumate!y one
hour. Most of the picillin is d in the urine.
INDICATIONS

UNASYN IM/IV is indicated for infections caused by susceptible

Typical i are upper and lower respiratory tract
infections including sinusitis, otitis media and epiglottitis; bactenal
pnsumomas, unnary tram ions and Py phritis; intra-

iti i itis and pelvic

cellulitis; bacterial septlcemla. skin, soft tvssue bone and joint infections
and gonococcal infections.

UNASYN IM/IV may also be administered peri-operatively to reduce the

of post-op: wound i in patients undergoing
abdominal or pelvic surgery, in which peritoneal contamination may be
present. In termination of p y or section UNASYN IM/IV
may be used prophylachcally to reduoe post-operative sepsis.

CONTRAINDICATIONS
The use of this bination is indit in individuals with a history
of an allergic reaction to any of the penicillins.
WARNINGS
Serious and ionally fatal h

have been reported in patients an pemcnlhn merapy These reactions are
more apt to occur in individuals with a history of penicillin hypersensitivity

Diluent Maximum Final
Volume Concentration

Total Equivalent Dosage of
Dosage Sulbactam-Ampicillin  Package

(9) (@ (mi) (mg/mi)
1. 0.375 0.125-0.25 10 mivial 08 125 - 250
2.075 025 -05 10 mivial 1.6 125- 250
3.15 05 -1.0 20 mivial 3.2 125 - 250
4.30 1.0 -20 20 mlvial 6.4 125 - 250
5.0.75 025 -05 100 ml PBU* 25 10-20
6.15 05 -10 100 ml PBU* 50 10- 20
7.30 10 -20 100 mi PBU* 100 10-20

* PBU = piggyback unit

For intravenous administration, UNASYN IM/IV should be reconstituted

with sterile water for injection or any compatible solution and allowed to

stand to allow any foaming to dissipate to permit visual inspection for

complete dissolution. The dose can be given by bolus injection over a

minimum of 3 minutes or can be used in greater dilutions either as a bolus

or as an intravenous infusion over 15 - 30 minutes. Pflzer sulbactam

fampi l"ln sodium p: | may also be i by deep

if pain is i 0.5% sterile solution for

injaction of lignocaine hydrochloride anhydrous may be used for
reconstitution of the powder.

The usual dosage range of UNASYN IM/IV is 1.5 g to 12 g per day in
divided doses every 6 or 8 hours up to a maximum daily dosage of
sulbactam of 4 g. Less severe infections may be treated on a every 12
hours schedule.

or other carbohyd and should not be mixed with
blood products or protein hydrolysates Ampicillin and hence UNASYN
IM/IV is i ible with aminog and should not be physicaily
mixed in the same iner. The solution for i
administration should be used within 1 hour of reconstitution. Time periods
for use in different diluents for intravenous infusion are as follows:

Diluent Concentration  Use Periods
Sulbactam + (In Hours)
ampicillin
25°C  4°C
Sterile Water For Injection up to 45 mg/ml 8
45 mg/ml 48
up to 30 mg/ml 72
Isotonic Sodium Chloride upto45mg/ml 8
45 mg/mi 48
up to 30 mg/ml 72
M/6 Sodium Lactate Solution up to 45 mg/iml 8
up to 45 mg/ml 8
5% Dextrose in Water 1510 30 mg/mi 2
upto 3mg/ml 4
up to 30 mg/mi 4
5% Dextrose in 0.45% NaCl upto 3mg/m 4
up to 15 mg/mi 4
10% Invert Sugar in Water upto 3mg/m 4
up to 30 mg/mi 3
Lactated Ringer's Solution up to 45 mg/mi 8
up to 45 mg/mi 24
HOW SUPPLIED

0.375 Vials contain 0.125gm Sulbactam sodium + 0.250gm Ampicillin
sodium
0.750 Vials contain 0.250gm Sulbactam sodium + 0.500gm Ampicillin
sodium
1.500 Vials contain 0.500gm Sulbactam sodium + 1.000gm Ampicillin
sodium
3.000 Vials contain 1.000gm Sulbactam sodium + 2.000gm Ampicillin
sodium

Manufactured by Pharco Pharmaceuticals

for Pfizer Egypt
P.D. No. 141

October 20, 1989

& Trademark
1o/ 31 -R1
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