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Product Licence

Number
Company

Name

00242/0254 Janssen-Cilag Limited

Product
Name

Pancrease Capsules

002420256

00242/0257

Janssen-Cilag Limited

Janssen-Cilag Limited

Pevatyl Shampoo

Pevaryl Solution

00242/0258

00242/0259

00242/0262

0242/0301

Janssen-Cilag Limited

Janssen-Cilag Limited

Janssen-Cilag Limited

Janssen-Cilag Limited

Pevaryl Spray Powder

Pevaryl Topical Cream

Pevaryl Topical Spray
Solution

Topamax (Topiramate)
Tablets 25 mg

02420)303

0242/0303

0242/0304

0242/0305

0242/0306

00289/0209

00427/0089

Janssen-Cilag Limited

Janssen-Cilag Limited

Janssen-Cilag Limited

Janssen-Cilag Limited

Janssen-Cilag Limited

Approved Prescription
Services Limited

Rosemont Pharmaceuticals
Limited

Topamax (Topiramate)
Tablets SO mg
Topamax (Topiramate)
Tablets 100 mg
Topamax (Topiramate)
Tablets 200 mg
Topamax (Topiramate)
Tablets 300 mg
Topamax (Topiramate)
Tablets 400 mg
Calazem/Dilliazem
Hydrochloride Modified
Release Tablets 60 mg
Temazepam Elixir 10 mg/5 ml

Active
Ingredients

PancreHpase USP 70-72% w/w
Providing Enzyme Activity/Capsule
Protease—Not less than 330-0 |i
Amylase—Not less than 2,900 0 n
Lipase—Not less than 5,000-0 u

Econazole Base 1 -00% w/w

Econazole Nitrate EP1-00% w/w

Econazole Nitrate EP 1-00% w/w

Econazole Nitrate EP 1 -00% w/w

Econazole Nitrate EP 1-00% w/w

Topiramate HSE 25 mg

Topiramate HSE 50 mg

Topiramate HSE 100 mg

Topiramate HSE 200 mg

Topiramate HSE 300 mg

Topiramate HSE 400 mg

DUtiazem HCI USP 60-0 mg

Temazepam BP 10-0 mg

00440/0080 Galen Ltd Capsuvac Capsules/
Co-Danthrusate

Danthron 50-000 rag.
Docusate Sodium 60-000 mg

0530/0399 Norton Healthcare Limited Salamol Easi-Breathe Inhaler SalbutamolBPO-lOOmg

00530/0471

00530/0472

Norton Healthcare Limited

Norton Healthcare Limited

SelegOine Hydrochloride
Tablets 5 mg.
Sdpryl Tablets 5 mg
SelegUine Hydrochloride
Tablets 10 mg.
Sdpryl Tablets 10 mg

Selegiline Hydrochloride 5-000 mg

SelegUine Hydrochloride 10 000 mg

Indications
menopausal women.
2. Treatment of pruriiis vuhvae
and dyspareunia associated with
atrophic vaginal epithelium.
Prescription Only Medicine
Exocrine pancreatic enzyme
deficiency as in cystic fibrosis,
chronic pancreatitis, post
pancreateclpmy, post
gastrointestinal bypass surgery.
[e.gBillrothll
gasircenterostomy], ductal
obstruction from neoplasm [e.g. of
the pancrease or common bUe
duct].
Pharmacy Medicine
Treatment of skin infections
caused by dermatophytes, yeasts,
moulds and other fungi and the
treatment of pityriasis vericolor.
Pharmacy Medicine.
For the treatment of fungal
infections of the skin.
Pharmacy Medicine.
See PL/00242/0257.
Pharmacy Medicine
See PL/00242/0257.
Pharmacy Medicine
The treatment of all forms of
dermatologies] mycoses.
Pharmacy Medicine
As adjunctive theraphy of partial
seizures, with or without
secondarily generalised seizures, in
patients who are inadequately
controlled on conventional first
line antiepileptic drugs.
Prescription Only Medicine
See PL/0242/0301.
Prescription Only Medicine
See PL/0242/0301.
Prescription Only Medicine
See PL/0242/0301.
Prescription Only Medicine
See PL/0242/0301.
Prescription Only Medicine
See PL/0242/0301.
Prescription Only Medicine
For the treatment of angina
pectoris.
Prescription Only Medicine
Temazepam Elixir is indicated for
the short term treatment of sleep
disturbances considered severe or
disabling or where insomnia is
subjecting the individual to
extreme distress. This product is
especially useful in those patients
for whom particularly rapid onset
of hypnotic action is required and
for whom the persistence of
hypnotic effect after rising would
be undesirable. Temazepam is
particularly suitable for patients
with transient sleep disorders in
whom the re-establishment of
normal sleep patterns is expected
following the resolution of
precipitating factors. It is also
indicated for pre-medication for
minor surgical and investigative
procedures, especially in the case
of out-patients.
Prescription Only Medicine
(a) Constipation in geriatric
practice.
(b) Prophylaxis and treatment of
analgesic-induced constipation in
terminally ill patients of all ages.
(c) Constipation in cardiac failure
and coronary thrombosis
(conditions in which bowel
movement must be free from
strain).
Prescription Only Medicine
(i) Treatment and prophylaxis of
bronchial asthma. Relief of
symptoms such as wheeze,
breathlessness and tightness of the
chest, (ii) Treatment of bronchitis
and emphysema and other
conditions associated with
reversible airways obstruction,
(iii) Relief of acute dyspnoea
associated with reversible airways
obstruction, (iv) Prevention of
anticipated bronchospasm, e.g.
due to exercise.
Prescription Only Medicine
SeePL/00530/0472.
Prescription Only Medicine

Selegline is indicated for the
treatment of Parkinson's disease or
symptomatic Parkinsonism which

Date of
Authorisation

1st July 1995

1st July 1995

1st July 1995

1st July 1995

1st July 1995

1st July 1995

18th July 1995

18th July 1995

18th July 1995

18th July 1995

18th July 1995

18th July 1995

19lh July 1995

26th September
1995

19th July 1995

llth July 1995

20th September
1995

20th September
1995


