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Product Licence
Number

10383/0613

10383/0616

10441/0009

Company
Name

Primecrown Limited

Primecrown Limited

Innovata Biomed Limited

Product
Name

Sivast in 20 Tablets
Simvastatin 20 mg Tablets

Zocor 10 mg Tablets
Simvastatin 10 mg Tablets

Clickhaler Beclometasone 50

Active
Ingredients

Simvu.statin 20.000 mg

Simvastatin 10. 000 nig

Beclomethasone Dipropionate

Indications

Prescription Only Medicine
Cholesterol lowering therap).

Prescription Only Medicine
Hypercholesteroiaemia.

Prescription Only Medicine

Date of
Authorisation

14th January. 1999

13th January. 1999

3()th October. 1998
50.000 meg

10441/0010 Innovata Biomed Limited

10441/0011 Innovata Biomed Limited

10592/0132 SmithKline Beecham Pic

Clickhaler Becloinetasone 100 Beclomethasone Dipropionate
100.000 meg

Clickhaler Beclometasone 250 Beclomethasone Dipropionate
250.000 meg

Co-Amoxiclav Tablets
250/125 mg

Amoxyci l l in 250.000 mg
Clavulanic Acid 125.000 mg

10592/0133 SmithKline Beecham Pic

10592/0134 SmithKline Beecham Pic

11314/0095 Seton Products Ltd

11314/0122 Seton Products Limited

Co-Amoxiclav Powder for
Suspension 125/31

Co-Amoxiclav Powder for
Suspension 250/62

Ralgex Rubefacient Gel

Paracetamol, Codeine.
Caffeine and Doxylamine
Compound

Amoxycillin 125.000 mg
Clavulanic Acid 31.250 mg

Amoxycillin 250.000 mg
Clavulanic Acid 62.500"ing

Ethyl Nicotinate 2.000 % w/w
Hexyl Nicotinate 2.000 % w/w
Tetrahydrofurfuryl Salicylate

14.000% w/w

Caffeine 30.000 mg
Codeine Phosphate 10.000 mg
Doxylamine Succinate 5.000 nig
Paracetamol 450.000 mg

12064/0048 Aurum Pharmaceuticals
Limited

Magnesium Sulphate
Injection BP20% w/v

Magnesium Sulphate 20.000 % w/v

Prescription Only Medicine
Same as in PL 10441/0009

Prescription Only Medicine
Same as in PL 10441/0009

30th October. 1998

3()th October. 1998

Prescription Only Medicine 1st January. 1999
For short term treatment of bacterial
infections at the following sites
when amoxycil l in resistant beta-
lactama.se producing strains are
suspected as the cause. In other
situations, amoxyci l l in alone
should be considered.
Upper Respiratory Tract
Infections ( including ENT) in
particular sinusitis, otitis media.
recurrent tonsill i t is . These
infections are often caused by
Streptococcus pneumoniae,
Haemophilus influenzae".
Moraxella catarrhalis* and
Streptococcus pyogenes.
Lower Respiratory Tract
Infections in particular acute
exacerbations of chronic
bronchitis (especially if
considered severe),
bronchopneumonia. These
infections are often caused by
Streptococcus pneumoniae.
Haemophilias influenzae* and
Moraxella catarrhalis*.
Geiiito-urinary Tract and
Abdominal Injections in
particular cystitis (especially
when recurrent or complicated -
excluding prostatitis). septic
abortion, pelvic or puerperal
sepsis and intra-abdominal sepsis.
These infections are often caused
by Enterobacteriaceae* (mainly
Escherichia coli*).
Staphylococcus saprophyticus,
Enterococcus species.*
Skin and Soft Tissue Infections in
particular celluli t is , animal bites
and severe dental abscess with
spreading cellulitis. These
infections are often caused by
Staphylococcus aureus.*
Streptococcus pyogenes and
Bacteroides species.*
A comprehensive list of sensitive
organisms is provided in Section 5.*
Some members of these species
of bacteria produce beta-
lactamase, rendering them
insensitive to amoxycillin alone.
Mixed infections caused by
amoxycillin-susceptible
organisms in conjunction with co-
amoxiclav-susceptible beta-
lactamase-producing organisms
may be treated wi th it. These
infections should not require the
addition of another antibiotic
resistant to beta-lactamases.

Prescription Only Medicine
Same as in PL 10592/0132

Prescription Only Medicine
Same as in PL 10592/0132

General Sales List
For the relief of rheumatic and
muscular pain and the symptoms of
sprains and strains.

Pharmacy Medicine
For the treatment of mild to moderate
pain and as an antipyretic.
Recommended for the symptomatic
relief of headache, including
muscle contraction or tension
headache, migraine, neuralgia,
toothache, sore throat,
dysmenorrhoea, muscular and
rheumatic aches and pains and
post-operative analgesia
following surgical or dental
procedures.

Prescription Only Medicine
Treatment of magnesium deficiency
in hypomagnesaemia. To prevent
further seizures associated with
eclampsia.

1st January. 1999

1st January. 1999

9th October, 1998

15th January. 1999

15th January. 1999


