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Number

Company
Name

Product
Name

Active
Ingredients

Indications

Date of
Authorisarion

13930/0004
13930/0005

14040/0001

14040/0002

14188/0001

14236/0002

Arun Pharmaceuticals Limited
Arun Pharmaceuticals Limited

Desitin Armeimittel GMBH

Desitin Arzneimittel GMBH

The Liposome Company
Limited

Ultra Chemical Limited

Market Towers, 1 Nine Elms Lane, London SW8 5SNQ.

Carbamazepine 200mg Tablets
BP
Carbamazepine 400mg Tablets
BP

Diazepam Desitin Rectal Tube
Smg

Diazepam Desitin Rectal Tube
10mg

Abelcet™

Oral Rehydration Salts
Formula A BP

Carbamazepine EP 200mg

Carbamazepine EP 400mg

Diazepam EP 5.00 mg

Diazepam EP 10.00 mg

Amphotericin B USSP 5.0 mg

Sodium Chloride BP 200.0 mg
Potassium Chloride BP 300.0 mg
Sodium Bicarbonate BP 300.0 mg
Glucose BP 8.0 gm

DEPARTMENT OF HEALTH

MEDICINES CONTROL AGENCY

Product Licences Granted (Correction)

Prescription Only Medicine
See PL/13930/0003

Prescription Only Medicine
See PL/13930/0003

Prescription Only Medicine

May be used in severe or
disabling anxiety and agitation;
epileptic and febrile convulsions;
to relieve muscle spasm caused by
tetanus; as a sedative in minor
surgical and dental procedures, or
other circumstances in which a
rapid effect is required but where
intravenous injection is
impracticable or undesirable. May
be of particular value for the
immediate treatment of
convulsions in infants and
children.

Prescription Only Medicine
See PL/14040/0001

Prescription Only Medicine
It is indicated for the treatment

‘of severe systemic fungal

infections in patients who have
not responded to conventional
photericin B or other sy i
antifungal agents, in those who
have renal impairment or other
contraindications to conventional
amphotericin B, or in patients
who have developed amphoter-
icin B nephrotoxicity.
Fungal infections that have
responded to its treatment include
Systemic Candidiasis, Asper-
gillosis, Cryptococcal Meningitis,
and Di d Cryp i
Fusariosis, Zygomycosis,
Blastomycosis and Coccidioido-
mycosis. [; may also be effective
in the treatment of
Histoplasmosis,
Chronic Mycetoma, Pseudalles-
cheriasis, Sporotrichosis and
Trichosporosis.
It is also indicated for first-line
treatment of Cryptococcal
Meningitis and Systemic
Cryptococcosis in patients with
Acquired Immunodeficiency
Syndrome (AIDS).

Pharmacy Medicine

For the treatment of Diarrhoea
and Fluid Loss due to diarrhoea
in infants, children and adults.

26th April 1995
26th April 1995

10th February 1995

10th February 1995

%h February 1995

25th April 1995
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13778/0023

Firstpharma Limited

Estraderm TTS 100

Qestradiol Valerate 8.0 mg

Prescription Only Medicine
Oestrogen replacement therapy
for patients with disorders due to
I or surgically induced
menopause €.g. vasomotor
symptoms (hot flushes and
nocturnal sweating), urogenital
conditions such as atrophic
vaginitis/vulvitis and/or atrophic
urethritis and trigonitis.
Mode of Action: Oestrogen
substitution effectively prevents
the characteristics symptomatic,
metabolic and trophic changes
associated with loss of ovarian
function due to natural or surgical
menopause.

30th March 1995



