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Product Licence

Number

06745/0093
(continued)

Company
Name

Pasteur Merieux MSD
Limited

Product
Name

06934/0037 Laboratoires Ethypharm Etinamol Retard 4 mg
Capsules

06934/0038 Laboratoires Ethypharm

08747/0221 Chemilines Limited

08821/0053 Monsanto Pic

Active
Ingredients

Pneumococcal Polysaccharide
Type 4 (4) HSE25.0ug
Pneumococcal Polysaccharide
Type 5 (5) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 6B (26) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 7F (51) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 8 (8) HSE 25.0 ug
Pneumococcal Polysaccharide
Type9N(9) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 9V (68) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 10A (34) HSE 25.0 ug
Pneumococcal Polysaccharide
Typel lA(43) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 12F(12) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 14(14) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 158(54) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 17F( I7) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 18C(56) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 19A (57) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 19FU9) HSE 25.0 ug
Pneumococcal Polysaccharide
Type 20 (20) HSE 25.0 ug
Pneumococcal Polysaccharide
Type22F(22) HSE 25.0 ug
Pneumococcal Polysaccharide
Type23F(23) HSE 25.0 ug
Pneumococcal Polysaccharide
Type33F(70) HSE 25.0 ug

Salbutamol Sulphate 4.800 mg

Etinamol Retard 8 mg Salbutamol Sulphate 9.600 mg
Capsules

Serevent Inhaler/Salmeterol Salmeterol Xinafoate 36.300 meg
Inhaler 25 meg

Primogam Capsules 80 Gamolenic Acid 80.000 mg

Indications

those contained in the vaccine. It
should be considered for all
persons two years of age or older
in whom there is an increased .risk
of morbidity and mortality from
Pneumococcal Pneumonia.
Pneumovax II may not be effective
in preventing infection resulting
from Basilar skull fracture or
from external communication with
cerebrospinal fluid.

Date of
Authorisation

Prescription Only Medicine
Continuous symptomatic treat-
ment of asthma and other
types of reversible obstructive
airways disease: in patients
requiring daily administration
of quick-acting bet a-2 agonists
with a short duration of
action; and/or with nocturnal
symptoms.
N.B.: in asthma, the treatment
with Etinamol Retard should
be combined with an anti-
inflammatory treatment, such
as inhaled corticosteroids.

Prescription Only Medicine
Same as in PL 06934/0037

Prescription Only Medicine
Reversible Airways obstruction.

Prescription Only Medicine
For the symptomatic relief of
atopic eczema. All features of
the disease may improve but
Primogam 80 is particularly
effective in relieving the
generalised itch of atopic

16th April, 1998

16th April, 1998

21st July, 1998

7th April. 1998

08829/0074 Trinity Pharmaceuticals
Limited

Nimodrel 5 mg Nifedipine 5.000 mg

08829/0075 Trinity Pharmaceuticals
Limited

10038/0024 Elan Phama Limited

Nimodrel 10 mg

Dilzem SR 60

Nifedipine 10.000 mg

Diltiazem Hydrochloride DSP
60.00 mg

Prescription Only Medicine
Used in the prophylaxis of
chronic stable angina pectoris
and in the treatment of
hypertension and Raynaud's
phenomenon. It is a potent
antagonist of calcium influx
through the slow channel of
the cell membrane of cardiac
and smooth muscle cells. It is
known to be an effective and
relatively well tolerated
prophylaxis for chronic stable
angina and mild to severe
hypertension. The
antihypertensive effects of
nifedipine are achieved by
causing peripheral
vasodilatation resulting in a
reduction in peripheral
resistance. It reduces blood
pressure in hypertension but
has little or no effect in
normotensive individuals. It
has no therapeutic
antiarrhythmic effect.

Prescription Only Medicine
Same as in PL 08829/0074

Prescription Only Medicine
Treatment of angina pectoris
including prinzmetal's angina.
Treatment of mild to moderate
hypertension.

17th April. 1998

17th April, 1998

30th April. 1998


