TORPIZ

[Cefixime]

DESCRIPTION:

TORPIZ (Cefixime) is a semisynthetic third generation cephalosporin antibiotic.
QUALITATIVE & QUANTITATIVE COMPOSITION:

TORPIZ (Cefixime) is available for administration as:

1.TORPIZ 200mg Capsules

Each capsule contains:

Cefixime as Cefixime Trihydrate...... 200mg

(Product Specs.: )

2.TORPIZ 400mg Capsules

Each capsule contains:

Cefixime as Cefixime Trihydrate...... 400mg

(Product Specs.: JP]

3.TORPIZ 100mg/SmL Powder for Oral Suspension

Each Sml of reconstituted suspension contains:

Cefixime as Cefixime Trihydrate .......100mg

(Product Specs.: USP)

4.TORPIZ 200mg/Sm. Powder for Oral Suspension

Each Sml of reconstituted suspension contains:

Cefiime 2 Cefime Trydrat ... 200mg

(Product Spec:

CUNICAL PHARMACOLOGY:

Mechanism of Action:

Cefixime exhibits its bactericidal action by binding to specific penicillin-binding proteins (PBPs) located inside the
bacterial cell wall, causing the inhibition of the third and last stage of bacterial cell wall synthesis. CellIysisis then
mediated by bacterial cell wall autolytic enzymes such as autolysins. The antibacterial effect of cefixime results from
inhibiton of mucopeptide synthesis i the bacterial cell wal

Microbiology:

Cefixime i highly stable in the presence of b Asa result tant to
penicilins and some cephalosporins due to the presence of beta-lactamases may be susceptible to cefxime
Spectrum of cefixime is broad and itis active against most strains of the following micro-organisms in both invitro
and invivo. Cefixime has a longer duration of action than other cephalosporins that are active by mout!

Aerobic Gram-Negative Microorganisms:
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Otitis Media:
Otitis media should be treated with the suspension.

Duration of Therapy:
The usual course of treatment is 7 days. This may be continued fo up to 14 days if required.In the treatment of
due tos. pyogenes, a TORPIZ (C for atleast 10 days

Special Popul:!(onx
Renal Impairment:
In patients whose creatinine clearance is less than 20mL/min & patients who are maintained on chronic ambulatory
peritoneal dialyss or emodialysis, a dos of 200mg once dllyshould notbe exceeded
Directions for Reconstitutior
Cloosenhe povwder oy shaking the bote,
- Detach the top flat end of plastic ampoule by twisting and add provided sterile water into the bottle
- Close the cap tightly and shake vigorously.
- Keep tightly close after use.
- Shake well before use.
CONTRAINDICATIONS:
Cefixime is contraindicated in;
- Patients with known allergy to the cephalosporin group of antibiotics
- Children less than six months ol
PRECAUTIONS:
- Cephalosporins should b given with caution to pericillnsensiive patient, asthereis some evidence of partal
I ty between the
- Treatment with broad spectrum antibiotics et e ot for o the colon and may permit overgrowth of
lostridia, Pseudomembranaus colts i asociated with the se of roadspectrum antibiotc inluding macroides,
pencillins, | d itis to consider its diagnosis in
patients who develop diarthe in association with the use of anibiotcs. Symptoms o pseudomembranous colts
may occur during or after antibiotic treatment
- Broad-spectrum antibiotics such as cefixime should be prescribed with caution in individuals with a history of
gastrointestinal disease, particularly colitis.
- Do not use cefixime to treat S. aureus as this strain of staphylococci s resistant to cefixime.
Pregnanc
Cefixime should not be used in pregnancy unless considered essential by the physician
Nursing Mothers:
Itis not known whether cefixime is excre(ed in human milk. Consideration should be given to discontinuing nursing
temporarily during treatment with this drug
DRUG INTERACTIONS:

@ positve and , Moraxella tarrhalis (most of
which are b roteus mirabilis, (including penicil
and nonpenicillinas mducmgs(vams) Klebsiella spemes

Aerobic Gram-Positive Microorganisms:

Streptococeuspreumariae, ireptococcus pyogenes

Re slslzntMl(mnrpnls
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trains of group (including enterococci), Listeria monocytogenes, most strains of
staphylococci (mc\udmg methiciimsedstant strains), most strains of Enterobacter, most strains of Bacteroides fragilis

orally, is about 4 bsorbed d, however, time to
maximal sbsorption is ncreased approxmately 0.8 haurs when e with oo o 1+ beer abeoroed
from oral suspension than from other oral dosage forms. The plasma halflfe is usually about 3-4 hours. Cefixime is
approximately 65% bound to plasma proteins, independent of drug concentration. Cefixime crosses the placenta.
ism & Elimination:

Approximately 50% of an absorbed dose of cefixime is excreted as unchanged drug in the urine in 24 hours. Up to
by non-renal mechanism; there is no evidence of metabolism but some is pr

v
into the feces from bile.
Special Populations:
Renal Insufficiency:

In subjects with moderate impairment of renal function (20 to 40mL/min creatinine clearance), the average serum
half-life of cefixime is prolonged to 6.4 hours. In severe renal impairment (5 to 20mL/min creatinine clearance), the
half-ife increased to an average of 11.5 hours. The drug s not cleared signficantly from the blood by hemodialysis or
peritoneal dialyss.

THERAPEUTIC INDICATIONS:

TORPIZ (Cefixime) is indicated in the treatment of the following infections when caused by susceptible strains of the
designated microorganisms:

- Uncomplicated urinary tract infections.

- Otitis media.

- Pharyngits and tonsilts

“Uncomplicated gononhea {cevvn(al/ure!hrz\)
SAGE AND ADMINISTRATION:
Adults and Children over 12 Years
The recommended adult dose of TORPIZ {cefiime) i 200400 dallyaccording o th severty of nfecton,
given either as a single dose or in two divide
Uncomlicated Cervca\retheal Ganococeal nfections:
e oral doseof 400mg i recommended.

G

The recornmended dose s 8mg/kg/day of the suspension. This may be administered as a single daily dose or may
be given in two divided doses, as 4mg/kg every 12 hours except for urinary tract infection where once daily dosing
must be use

TOPRIZ 100mg/5mL TOPRIZ 200mg/5mL
Patient
Weight Dose/Day | 5oc/pay Dose/Day Dose/Day Dose/Day
(ke) (mg) (m) (Tsp of (ml) (Tsp of
suspension) suspension)
625 50 25 % 125 A
1250 100 B 1 25 A
1875 150 75 1% 375 A
25 200 10 2 5 1
3125 250 125 2Y, 6.25 1Y,
37.5 300 15 3 7.5 EVA
Children weighing more than 50 kg o 12 years should ith the dult d

Care should be exercised in patients receiving and
cefixime may increase prothrombin time.

Carbamazepine:
Elevated carbamazepine levels have been reported, when cefexime is administered concomitantly. Carbamazepine
levels should be monitor.

Drug/Laboratory Interactions:

- Afalse-positive reaction for ketones in the urine may occur with tests using nitroprusside.

- Afalse-positive reaction for glucose in the urine may occur with Benedict's or Fehling’s solutions or with copper
sulphate test tablets

- Afalse-positive direct Coombs test has been reported during treatment with cephalosporin antibiotics, therefore it
should be recognized that a positive Coombs test may be due to the drug

ADVERSE REACTIONS:

Cefixime s generally well tolerated and side effects are usually transient.

Gastrointestinal Disturbance:

Diarrhea (f severe diarrhea occurs, cefixime should be discontinued), changes in the color of stool, nausea,
abdominal pain, dyspepsia, vomiting, flatulence have been reported. Pseudomembranous colits has also been reported.
Central Nervous System Disturbance:

Headache, dizziness, seizures.

Hepatic Disorders:

Transient rises in liver enzymes and jaundice can also occur.

Other

Hypersensitivity reactions, infrequent and reversible hematological changes, elevation of serum amylase. Increase in
prothrombin time. Other possible reactions include genital pruritis and vaginitis

OVERDOSAGE:
Gastric lavage may be indicated in overdosage. No specific antidote exists. Treatment should be symptomatic.
Cefixime is not removed from the circulation in significant quantities by dialysis.

INSTRUCTIONS:

- Store below 30°C.

- Protect from light and moisture.

~The reconstituted can be used for up to 7 days, when stored at room temperature and up to 14 days when
refrigerated. Discard unused portion after 14 days.

- Keep out of reach of children.

due to the p y

To be sold tion of

HOW SUPPLIED:

‘TORPIZ 200mg Capsules are available in pack of 5's.

‘TORPIZ 400mg Capsules are available in pack of 5's.

TORPIZ 100me/SmL Powder for Oral Suspension is available in pack of
1 Bottle of Powder (30mL) plus 1 ampoule of sterile water (20mL).
‘TORPIZ 200mg/SmL Powder for Oral Suspension is available in pack of
1 Bottle of Powder (30mL) plus 1 ampoule of sterile water (20mL)
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Manfactured For:
LY [¢1]/[1:) SIGMA PHARMA (International Private Limited.)
E50 North Western Industrial Zone
[, LYY Fort Qasim Authority, Karachi-Pakistan
www.sigmapharma.com.pk
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