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Product Licence Company
Number Name

03262/0033 CIS (UK) Limited

(continued)

03473/0015 Common Services Agency
Lud

03473/0022 Common Services Agency
Ltd

03473/0023 Common Services Agency
Lud

3787/0382 Swingward Limited. T/A
Spectrum

3787/0384 Swingward Limited, T/A
Spectrum

3787/0385 Swingward Limited. T/A

Spectrum
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Product
Name

Human Anti-D
tmmunoglobulin(250iu)
liquid for 1.M. Injection

Human Anii-D
Immunoglobulin(500iu)
liquid for L.M. Injection

Human Anti-D
Immunoglobulin{5000in)
liquid for 1.M. lnjection

Vasotrate 60 SR

Pravastatin 10 mg

Pravastalin 20 mg Tablets

Active
Ingredients

Human Anti-D Immunoglobulin
250.000 iu

Human Anti-D Immunoglobulin
500.000 iu

Human Anti-D Immunoglobulin
5000.000 in

Isosorbide Mononitrate 60.000 mg

Pravasiatin Sodium 10.000 mg

Pravastatin Sodium 20.000 mg

Indications Date of

Authorisation

information when used in
conjunction with the results

of other appropriate diagnostic
tests. OncoScint CR103-In
scan findings should be
confirmed prior to deferring a
surgical procedure which is
otherwise indicated.

Prescription Only Medicine
Human Anti-D Immunoglobulin
is indicated in the following
circumstances:

i. All Rh(D) negative women
who detiver a Rh(D) positive
infant.

ii. Maternal exposure of
Rh(D) negative women to
fetal red cells including: -
Abortion, threatened,
complete. incomplete,
spontaneous - Termination of
pregnancy - Chorionic villus
sampling - Amniocentesis -
Anteparlum haemorrhage -
External version - Clinically
substantial closed abdominal
injuries - Intrauterine death -
Ectopic pregnancy.

iii. Antenatal administration
during pregnancy la Rh(D)
negative women.

iv. Rh(D) incompatible Blood
Transfusion. Following
accidental transfusion with
Rh{D) paositive blood the
appropriate dosage should be
based on the volume of red
cells transfused; A dosage of
100-125 iu per | ml of
transfused red cells is
recommended. Human Anti-D
immunoglobulin (250 iu) is
also indicated in Rh(D)
imcompatible blood
transfusion where the volume
of red cells transfused is low.

13th August.
1996

Prescription Only Medicine
Human Anti-D Immunoglobulin
is indicated in the following
circumstances:

i. All Rh(D) negative women
who deliver a RiD)) positive
infant.

ii. Maternal exposure of
Rh(D) negative women to
fetal red cells including: -
Abortion, threatened,
complete, incomplete,
spontancous - Termination of
pregnancy - Chorionic villus
sampling - Amniocentesis -
Antepartum haemorrhage -
External version - Clinically
substantial closed abdominal
injuries - [ntrauterine death -
Ectopic pregnancy.

iii. Antenatal administration
during pregnancy to Rh(D)
negative women.

iv. Human Anti-D
immunoglobulin (500 ju) is
also indicated in Rh(D}
imcompatible blood
transfusion where the volume
of red cells transfused is low,

12th Augusl.
1996

12th August,
1996

Prescription Only Medicine
Human Anti-D Immunoglobulin
(5000 iu) is indicated in situations
where Rh(D) negative

individuals are exposed to

large doses of Rh(D) positive

red cells 1i large

transplacental haemorrhages

or Rh(D) incompatible blaod
transfusion.

Prescription Only Medicine 12th August,
Prophylactic treatment of 1996
angina pectoris.

Prescription Only Medicine
Therapeutic indicators Primary
Hyperchloesterolaemia,
intolerant or not responsive to
other forms of therapy, with
cholesterol levels in excess of
7.8 mmol/l..

12th August.
1996

Prescription Only Medicine
Same as in PL 3787/0384.

12th August,
1996



