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EFTRISONE-S 1.5¢
Ceftriaxone & Sulbactam for Injection

(Combipack with Sterile Water for Injections BP)

Each comblpack contalns :

(a) 1 vial of Ceftriaxone & Sulbactam for injection
Each vial contains:

Ceftriaxone Sodium USP (Sterile)

eq. toAnhydrous Ceftriaxone 1000 mg
Sulbactam Sodium USP (Sterile)

eq. toAnhydrous Sulbactam 500mg

(b) 1 Ampoule of Sterile Water for Injections BP
Each Ampoule contains

Sterile Water for Injections BP 10ml
PHARMACEUTICAL FORM

Solution for Injection

THERAPEUTIC INDICATIONS
Infections caused by pathogens sensitive to Cefiriaxone Injection e.g

e Sepsis;

e Meningitis,

e  Abdominal infections (peritonitis, infections of the biliary and tracts)

. mfeclians ofthe bones, joints, soft tissue, skin and ofwounds:

5 5% bl 2

e Renaland unnary(raci infections;

0 spiratory and ear, nose and throat infections
e Genitalinfections, including gonorrhoea

e Perioperative prophylaxis of infections

DOSAGE ANDADMINISTRATION

Ceftriaxone & For be ither by the or
Adults

The usual adult daily dose in terms of Cefiriaxone is 1-2 grams given once aday (or in equally divided doses twice a
day) depending on the rype and severity of the infection. The fotal daily dose should not exceed 4 grams

g1 for Ceftri hould be adjusted in patients with marked decrease in renal function
(creatinine clearance of for reduced cl less than 15ml/min patient should
receive amaximum of 500mg of su\bactam every 12 hours(maximum dose 1 gram of sulbactam)
Paediatric patients

For treatment of Skin and Soft tissue infections the recommended total dailydose (in terms of Ceftriaxone) is 50
75mglkg given once aday or (in equally divided doses twice aday). The fotal daily dose should not exceed 1 gram
For treatment of acute bacterial ofifis media: A single intramuscular dose of 50mglkg (not to exceed 1gram) is
recommended
In

Theinitial terms of Ceftri 100 mg/kg (not f d4
grams) Daily dose may be administered once a day or in equally divided doses 12 hourly The usual duration of
merapy is7-14 days

f serious infecti ther than meningitis lotal daily dose in terms of Ceftriaxone is
5{! 75 mg/kg given in divided doses every 12 hors The total daily dose (in terms of Ceftriaxone) should not exceed
more than 2 grams

CONTRAINDICATIONS

Ceftriaxone & Sulbactam For Injection is contraindicated in pafients with known allergy fo Cepha\uspnnn group of
antibiotics pre-dispose the patient to the p y g

SPECIAL WARNINGS AND PRECAUTIONS

. infect i occur.

. Since pseudo-membranous colifis has been reported fo occur with cefiriaxone, it is important to consider

this diagnosis in patients who present with diarrhea subsequent o the administration of Cefiriaxone &
Sulbactam For Injection

. Cefiriaxone, if given at higher than standard doses, may get precipitated as ifs calcium salt in the gall
bladder, the shadows of which seen under sonography, oou}d be mistaken for gallstones. However, itis
largely ic and the shadows disappear on di: o' therapy or in due course after the
completion of therapy. Evenin the case of { ] are not required, and
they may be freated conservatively.

L] Discontinuation of Ceftriaxone & Sulbactam For Injection freatment in symptomatic cases is at the
discretion of the clinician

] Like other cephalosporins, ceftriaxone is known fo displace bilirubin from serum albumin. Hence caution

needs fo be exercised when considering Ceftriaxone & Sulbactam For Injection for the treatment of
neonates with hyper-bilirubinemia. In order to avoid the risk of development of bilirubin encephalopathy,
use of Ceftriaxone & Sulbactam For Injection is best avoided in neonates in general and prematures in

particular.

. During prolonged freatment with Ceftriaxone & Sulbactam For Injection  biood profile should be checked
atregularintervals.

. Dosage adjustments are not necessary in hepatic failure. However, in patients with hepatic dysfunction

and significant renal malfunction, Ceftiaxone & Sulhaclam For Injection doses should not exceed an
2g/day of Ceftriaxone. Ci

° Extreme caution needs |o be exercised i in penicillin-sensitive patients. In case of serious hypersensivity

reactions, SC i

thei ion for the | f Ceft & Sulbactam For Injection therapy.
] Ceﬂnaxune & Su\bamam For Injection should not be administered fo neonates in general hyper
parficular,

DRUG INTERACTIONS

e No impairment of renal function has been observed after concurrent administration of large doses of
Eaﬁnaxcne and potent diurectics
. to sugges( that Ceftri toxicity
The elimination of Cefl dby i
° Cefiriaxone been shown fo b inin
. In cases of concomitant severe renal and hepalic ion. the plasma of
should be determined at regular infervals.
. Coombs testmay show false-pasitive resulls during Ceftriaxone therapy.
% N ic urinary g pe o .
PREGNANCY AND LACTATION
Pregnancy
Reproductive studies have been performed in mice and rals at doses uplo 20 times the usual human dose and no
evidence of embryo foxicity, fetotoxicity or In primates no or yog ly was

demonstrated at a dose approximately 3 times the human dose. There are however no well controlled studies in

pregnant women. Because animal reproductive studies are not always predictive of human response, this drug

should be used during pregnancy only if clearly needed

Breastfasding

Low concentrations of Cefiriaxone are excreted in human milk. No risk to nursing infants have been reported buf
is admi ursing

EFFECTS ON ABILITY TODRIVE AND USE MACHINES

Ceftriaxone-Sulbactam has been associated with dizziness, which may affect the ability to drive or operate machinery

UNDESIRABLE EFFECTS

Diarrhoea, Nausea, Vomiting (less frequent), Stomatitis, Glossits, Elevations of SGOT/SGPT, Ecsinophilia, Thrombo

cylopenia, Leukopenia, Granulocylopenia, Hematoma, Exanthema, Allergic dermafifis, Pruritis, Urticaria, Edema,

Erythema multiforme, Headache, Dizziness, Increase in serum creatinine, Myoosis of the genital tract, Oliguria, Fever

OVERDOSAGE

Limited information is available on the acute toxicity of Cefiriaxone & Sulbactam For Injection - No specific antidote

is available for the treatment of overdose Hemodralysls dces not remove the drug from system effectively. Hence

the freatment for Cefiri & Forlnj I tially supportive and symptomatic

PHARMACODYNAMIC PROPERTIES
Ceftri i

inthe f! infect d
by susceptible, usually gram-positive, organisms. Ceffriaxone has in vitro activity against gram-positive and gram-
negative aerobic and anaerobic bacteria. Ceftriaxone works by mmmlmg the mumpepnde synthesis in the bacterial

cellwall. The beta-lactam molety of Cefiri bil and
the bacterial cylnplasmu: membrane. These enzymes are Involved in cell-wall synthesls and cell division By binding
fothe cell death

Sulbactam i xs a belaladamase inhibitor. This drug is given in combination with beta-lactam antibiotic fo inhibit beta-
lactamase an enzyme produced by bacteria that destroys the antibiotics. Sulbactam is an ireversible inhibitor of B
lactamase; it binds to the enzyme and does nof allow it fo degrade the antibiotic

PHARMACOKINETIC PROPERTIES

Absorption

Following i . peak serum of Ceftriaxone and Sulbactam are seen

between 15 minutes fo 2 hrs. The area under curve (AUC) aﬂer IM administration is equwva{en! 1o that after IV

administration of an equivalent dose, indicating 100% of Ceftriaxone

sodium. On infravenous administration Cefiriaxone snd\um diffuses info the tissue fluid where if given in the
doses are for upto 24 hrs. Ceftriaxone is highly bound fo

human serum protein by about 83-90%

Distribution

The volume of distribution of Ceftriaxone sodium is 7-12 L and that of Sulbactam is 18-27.6 L Ceftriaxone sodium
penelrates well into the exlravascular spaces, tissue ﬂmd and the synovial fiuid of inflamed joints Ceftriaxone
andi inth in themilk

Metabolism
Ceftriaxone is not metabolised in the body and is efiminated unchanged via wo pathways urine and bile
Metabolism of sulbactam is less than 25%

Excretion
40-50% of parenterally administered dose is excreted into the urine within 48 hours as active drug Thus, high
concentrations are aftained in urine, whatever is not excreted via kidney is excreted through bile 70-80% of
Sulbactam is excreled by the kidney bmary excrenon is minimal and renal excretion is blocked by probenecid
Sulbactam and Cefr

SHELF LIFE
24months

STORAGE CONDITIONS

Store below 30°C. Protectfrom light & moisture Do not freeze
Keep outofreach of children

PRESENTATION

Ceftrisone- S 1.5g isavailable in vial

Manufactured by:

Akums Drugs & Pharmaceuticals Ltd.
2,3,4 85, Sector-6B, |.LE., SIDCUL,
Ranipur, Haridwar-249 403, INDIA

Exported by

Unosource Pharma Ltd
India
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