SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

1. Name of the medicinal product
Hospimox Suspension

2. Qualitative and quantitative composition
Each 5ml contains Amoxicillin Trihydrate BP equivalent to amoxicillin 125mg
For the full list of excipients, see section 6.1.

3. Pharmaceutical form
Dry Suspension.
Pinkish powder which forms on reconstitution, a smooth pink suspension with characteristic
odour & taste.

4. Clinical particulars

4.1 Therapeutic indications

Respiratory tract infections, Ear, Nose and Throat infections, Otitis media,

Acute and Chronic Bronchitis,

Lobar and Bronchopneumonia,

Gynaecological infections including puerperal sepsis and septic abortion, Gonorrhea, Syphilis,
Peritonitis, Meningitis, intra-abdominal sepsis, Septicaemia,

Bacterial endocarditis,

Typhoid and Paratyhoid fever,

skin and Soft tissue infections,

Enteric fever,

Dental prophylaxis and Osteomyelitis.

Therapy may be instituted prior to obtaining results from bacteriological and susceptibility to

Amoxycillin.

4.2 Posology and method of administration
Respiratory tract infections, ear, nose and throat infections, gynaecological infections, skin
and soft tissue infection.

Usual Dosage



Children: 5-10ml (125mg -250mg) every 8 hours.

Preparation

Required water is provided.

To reconstitute shake the bottle to disperse the powder. Then add the purified water little
at a time and shake, continue adding till all the water is added.That makes the required

suspension. Once reconstituted the suspension should be used within seven days.

Method of Administration

Oral administration only

4.3 Contraindications

Hospimox is contra-indicated in patients with history of previous hypersensitivity reactions to
any of the penicillins.

Contra-indicated in pregnancy.
4.4 Special warnings and precautions for use

Hypersensitivity reactions

Before initiating therapy with amoxicillin, careful enquiry should be made concerning previous
hypersensitivity reactions to penicillins, cephalosporins or other beta-lactam agents (see
sections 4.3 and 4.8).

Serious and occasionally fatal hypersensitivity (anaphylactoid) reactions have been reported in
patients on penicillin therapy. These reactions are more likely to occur in individuals with a
history of penicillin hypersensitivity and in atopic individuals. If an allergic reaction occurs,
amoxicillin therapy must be discontinued and appropriate alternative therapy instituted.

Non-susceptible microorganisms

Amoxicillin is not suitable for the treatment of some types of infection unless the pathogen is
already documented and known to be susceptible or there is a very high likelihood that the
pathogen would be suitable for treatment with amoxicillin (see section 5.1). This particularly
applies when considering the treatment of patients with urinary tract infections and severe
infections of the ear, nose and throat.

Convulsions
Convulsions may occur in patients with impaired renal function or in those receiving high doses

or in patients with predisposing factors (e.g. history of seizures, treated epilepsy or meningeal
disorders.



4.5 Interaction with other medicinal products and other forms of interaction

Oral Contraceptives

Amoxicillin may decrease the efficacy of combined oral contraceptives. It is advisable for
patients to use a barrier method of contraception during antibiotic therapy and for seven days
after. If the course of antibiotics runs into the seven-day break from pill taking then the patient
should start the next pack immediately and skip the pill free break. The patient should again
use a barrier method of contraception during antibiotic therapy and for seven days after
completing the course of antibiotics.

Probenecid
Concomitant use of probenecid is not recommended. Probenecid decreases the renal tubular

secretion of amoxicillin. Concomitant use of probenecid may result in increased and prolonged
blood levels of amoxicillin.

Allopurinol

Concurrent administration of allopurinol during treatment with amoxicillin can increase the
likelihood of allergic skin reactions.

Tetracyclines

Tetracyclines and other bacteriostatic drugs may interfere with the bactericidal effects of
amoxicillin. Oral anticoagulants

Oral anticoagulants and penicillin antibiotics have been widely used in practice without reports
of interaction. However, in the literature there are cases of increased international normalised
ratio in patients maintained on acenocoumarol or warfarin and prescribed a course of
amoxicillin. If co- administration is necessary, the prothrombin time or international normalised
ratio should be carefully monitored with the addition or withdrawal of amoxicillin. Moreover,
adjustments in the dose of oral anticoagulants may be necessary (see sections 4.4 and 4.8).

Methotrexate

Penicillins may reduce the excretion of methotrexate causing a potential increase in toxicity.

4.6 Pregnancy and Lactation

Pregnancy

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive
toxicity. Limited data on the use of amoxicillin during pregnancy in humans do not indicate an



increased risk of congenital malformations. Amoxicillin may be used in pregnancy when the
potential benefits outweigh the potential risks associated with treatment.

Breastfeeding

Amoxicillin is excreted into breast milk in small quantities with the possible risk of sensitisation.
Consequently, diarrhoea and fungus infection of the mucous membranes are possible in the
breast-fed infant, so that breast-feeding might have to be discontinued. Amoxicillin should only
be used during breast-feeding after benefit/risk assessment by the physician in charge.

4.7 Effects on ability to drive and use machines

No studies on the effects on the ability to drive and use machines have been performed.
However, undesirable effects may occur (e.g. allergic reactions, dizziness, convulsions),
which may influence the ability to drive and use machines

4.8 Undesirable effects
Undesiable effect include diarrhea, indigestion, or occasionally rash, either urticarial, which

suggests penicillin hypersensitivity, or erythematous rash which may be caused in patients
with glandular fever, in which case it is advisable to discontinue therapy.
4.9 Overdose

Symptoms and signs of overdose

Gastrointestinal symptoms (such as nausea, vomiting and diarrhoea) and disturbance of the
fluid and electrolyte balances may be evident. Amoxicillin crystalluria, in some cases leading to
renal failure, has been observed.

Convulsions may occur in patients with impaired renal function or in those receiving high doses
(see sections 4.4 and 4.8).

Treatment of intoxication

Gastrointestinal symptoms may be treated symptomatically, with attention to the
water/electrolyte balance. Amoxicillin can be removed from the circulation by haemodialysis.

5. Pharmacological properties
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: penicillins with extended spectrum; ATC code: J01CA04.

Mechanism of action

Amoxicillin is a semisynthetic penicillin (beta-lactam antibiotic) that inhibits one or more
enzymes (often referred to as penicillin-binding proteins, PBPs) in the biosynthetic pathway of
bacterial peptidoglycan, which is an integral structural component of the bacterial cell wall.



Inhibition of peptidoglycan synthesis leads to weakening of the cell wall, which is usually
followed by cell lysis and death.

Amoxicillin is susceptible to degradation by beta-lactamases produced by resistant bacteria and
therefore the spectrum of activity of amoxicillin alone does not include organisms which
produce these enzymes.

Pharmacokinetic/pharmacodynamic relationship

The time above the minimum inhibitory concentration (T>MIC) is considered to be the major
determinant of efficacy for amoxicillin.

Mechanisms of resistance

The main mechanisms of resistance to amoxicillin are:

« Inactivation by bacterial beta-lactamases.

« Alteration of PBPs, which reduce the affinity of the antibacterial agent for the target.
Impermeability of bacteria or efflux pump mechanisms may cause or contribute to bacterial

resistance, particularly in Gram-negative bacteria.

5.2 Pharmacokinetic properties

Absorption

Amoxicillin fully dissociates in aqueous solution at physiological pH. It is rapidly and well
absorbed by the oral route of administration. Following oral administration, amoxicillin is
approximately 70% bioavailable. The time to peak plasma concentration (Tmax) is
approximately one hour.

The pharmacokinetic results for a study, in which an amoxicillin dose of 250 mg three times
daily was administered in the fasting state to groups of healthy volunteers are presented below.

Cmax Tmax * AUC (0-24h) T2
(Hg/ml) (h) ((ug.h/ml) (h)
3.3 +1.12 1.5 (1.0-2.0) 26.7 £ 4.56 1.36 £ 0.56

*Median (range)

In the range 250 to 3000 mg the bioavailability is linear in proportion to dose (measured as
Cmax and AUC). The absorption is not influenced by simultaneous food intake.

Haemodialysis can be used for elimination of amoxicillin. Distribution



About 18% of total plasma amoxicillin is bound to protein and the apparent volume of
distribution is around 0.3 to 0.4 I/kg.

Following intravenous administration, amoxicillin has been found in gall bladder, abdominal
tissue, skin, fat, muscle tissues, synovial and peritoneal fluids, bile and pus. Amoxicillin does not
adequately distribute into the cerebrospinal fluid.

From animal studies there is no evidence for significant tissue retention of drug- derived
material. Amoxicillin, like most penicillins, can be detected in breast milk (see section 4.6).

Amoxicillin has been shown to cross the placental barrier (see section 4.6).

Biotransformation

Amoxicillin is partly excreted in the urine as the inactive penicilloic acid in quantities equivalent
to up to 10 to 25% of the initial dose.

Elimination
The major route of elimination for amoxicillin is via the kidney.

Amoxicillin has a mean elimination half-life of approximately one hour and a mean total
clearance of approximately 25 I/hour in healthy subjects. Approximately 60 to 70% of the
amoxicillin is excreted unchanged in urine during the first 6 hours after administration of a
single 250 mg or 500 mg dose of amoxicillin. Various studies have found the urinary excretion
to be 50-85% for amoxicillin over a 24 hour period.

Concomitant use of probenecid delays amoxicillin excretion (see section 4.5).

Age

The elimination half-life of amoxicillin is similar for children aged around 3 months to 2 years
and older children and adults. For very young children (including preterm newborns) in the first
week of life the interval of administration should not exceed twice daily administration due to
immaturity of the renal pathway of elimination. Because elderly patients are more likely to have
decreased renal function, care should be taken in dose selection, and it may be useful to
monitor renal function.

Gender

Following oral administration of amoxicillin/ to healthy males and female subjects, gender has
no significant impact on the pharmacokinetics of amoxicillin.

Renal impairment

The total serum clearance of amoxicillin decreases proportionately with decreasing renal
function (see sections 4.2 and 4.4).



Hepatic impairment

Hepatically impaired patients should be dosed with caution and hepatic function monitored at
regular intervals.

5.3 Preclinical safety data
Non-clinical data reveal no special hazard for humans based on studies of safety
pharmacology, repeated dose toxicity, genotoxicity and toxicity to reproduction and
development.

6. Pharmaceutical particulars
6.1 List of excipients
Sodiun CMC
Povidon PVPK30
Methyl paraben
Vanilla essence
Allura red colour
Aerosil
Talc
Aspertame
Lactose
Alcohol ethyl (96%)

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
3 years.

6.4 Special precautions for storage
Store below 30 ° C.

6.5 Nature and contents of container
Transparent glass bottle of 100ml and amber plastic bottle of 85ml purified
water

6.6 Special precautions for disposal and other handling
No special requirements for disposal

7. APPLICANT/MANUFACTURER

Afrab Chem Limited
22 Abimbola Street,Isolo Ind.Estate,Isolo-Lagos



