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Epilim Oral Prescribing Information

‘Presentation Epilim 200 Enteric Coated and Epilim 500 Enteric Coated: Enteric

coated tablets containing 200mg, and 500mg Sodium Valproate Ph.Eur. respectively.
Epilim Crushable Tablets containing 100mg Sodium Valproate Ph.Eur. Epilim Syrup
and Epilim Liquid (sugar free) both ining 200mg Sodium Valp Ph.Eur. per
5ml. Epilim Chrono 200, Epilim Chrono 300, and Epilim Chrono 500: Controlled
release tablets ining a mi of Sodium Valp Ph.Eur. and Valproic Acid

Fr.P. equivalent to 200mg, 300mg, and 500mg Sodium Valproate respectively.
Indications Oral formulations of Epilim are indicated for all types of epilepsy. In
women of child bearing age Epilim should be used only in severe cases or in those
resistant to other treatment. Dosage and administration Adults; the dose should be
titrated at three day intervals until seizure control is achieved. Initially 600mg a day
increasing in steps of 200mg to a maximum dose of 2500mg per day. Children over
20kg; initially 400mg a day increasing in steps to a maximum dose of 35mg/kg/day.
Children under 20kg; initially 20mg/kg/day - the dose may be increased in steps to a
maximum of 40mg/kg/day provided that pl levels are itored. Epilim
Chrono may be given once or twice daily. Al other formulations should be given
twice daily. Combination therapy; levels of Epilim and co-administered anticonvulsants

may be affected and optimum dosage is determined by seizure control.
Contraindications, Warnings, etc. Contraindications Active liver disease, family
history of severe liver disease, hypersensitivity to valproate. Side effects Impaired

hepatic function, particularly in child: ionally leading to hepatic failure -
treatment should be withdrawn in patients who suddenly develop symptoms
compatible with hepatic disease such as nausea, anorexia, jaundice or malaise.
Hyperammonaemia with or without hepatic dysfunction. Blood dyscrasia ~ impaired
platelet function, thrombocy ia, occasional 1 ia and red cell hypoplasia.

P P

Occasionally increased appetite, weight gain, transient hair loss, behavioural
disturbances, alterations to the menstrual cycle and pancreatitis. Symptoms of
intoxication include ataxia, tremor, and stupor. Drug interactions Epilim has significant
interactions with phenytoin, lamotrigine and other anticonvulsants. Epilim may

and salicylates. Cimetidine may inhibit the metabolism of Epilim. Epilim has no
effect on the efficacy of oral contraceptives. Pregnancy An increased incidence of

potentiate the effects of neuroleptics, MAOIs and other antideg antic

congenital abnormalities has been demonstrated in offipring born to mothers with
il both d and d, including those treated with sodium valproate.

PHCPSY

Neural tube defects have been reported in about 1% of offspring of women who have
received valproate during the first tri of pregnancy. Pregnancies should be
screened for neural tube defects by estimation of alpha-fetoprotein and ult d

Folate supplementation has been shown to reduce the incidence of neural tube defects
in the offipring of high risk women. Legal category P.O.M. Further information
Epilim is hygroscopic - tablets should not be d from their foil until they are

used. Epilim Chrono is recommended in cases where plasma valproate levels are

being measured on account of its pharmacokinetics. The effective therapeutic range
for valproate is 40-100mg/l (278-694 micromol/l). Product Licence Numbers
Epilim 200 Enteric Coated 11723/0018, Epilim 500 Enteric Coated 11723/0020,
Epilim 100mg Crushable Tablets 11723/0017, Epilim Syrup 11723/0025, Epilim
Liquid 11723/0024, Epilim Chrono 200 11723/0078, Epilim Chrono 300
1172370021, Epilim Chrone 500 11723/0079. NHS Cost Epilim 200 Enteric
Coated 100 tablets £6.42, Epilim 500 Enteric Coated 100 tablets £16.04, Epilim
100mg Crushable Tablets 100 tablets £3.89, Epilim Syrup 300ml £5.89, Epilim
Liquid 300ml £5.89, Epilim Chrono 200 100 tablets £7.70, Epilim Chrono 300 100
tablets £11.55, Epilim Chrono 500 100 tablets £19.25. Address: Sanofi Winthrop
Ltd., One Onslow Street, Guildford, Surrey GU1 4YS. Telephone: (01483) 505515
Fax: (01483) 35432. Epilim, Epilim Chrono mdAthe Chrono device are registered
trade marks. Date of preparation August 1995.
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Give someone with epilepsy
a future to look forward to

People with epilepsy have the same
aspirations as anybody else. What they
need is a treatment which allows them to
fulfil their potential.

Whatever the type of epilepsy, Epilim
Chrono can help. Effective both in
generalized and partial seizures,’ it is well
tolerated (particularly with regard to
cognitive function)?, and offers patients
the convenience of once-daily dosing.

It helps people with epilepsy get on
with their lives today, and look forward
to tomorrow.



Meet our top consultants

Our revolutionary cartridge pen for the injection of Gemotropin® growth hormone is so simple and easy to use
that it’s become part of the lives of thousands of children. With success of that kind, how do you top it? Well,
we’ve done it by finding out from patients themselves how we can make an even better pen.

And the result is the new Genotropin® Pen - we’ve made it easier to use, even for small children, and that

makes it easier for them to keep to their treatment.

N.'lew Genotro

somatropin (rbe)

pin° Pen

Designed by kids. Made real by Pharmacia & Upjohn.

Genotropin® (somatropin, rbe) Abbreviated Prescribing
Information. Genotropin 36 IU, Genotropin 16 IU, Genotropin 4 IU
KabiVial Multidose, Genotropin 2, 3, and 4 U KabiQuick.
Presentation: Genotropin 36 1U Two compartment cartridge for use in
either the Genotropin Pen 36 or KabiMixer devices. One compartment
contains 36 IU somatropin (rbe) in the form of a sterile lyophilised powder.
The second compartment contains 0.3% m-cresol in 1ml Water for
Injections. Genotropin 16 IU Two compartment cartridge for use in either
the Genotropin Pen 16 or KabiMixer devices. One compartment contains 16
IU somatropin (rbe) in the form of a sterile lyophilised powder. The second
compartment contains 0.3% m-cresol in 1ml Water for Injections.
Genotropin 4 IU KabiVial Multidose Two compartment cartridge in a
reconstitution device. The first compartment contains 4 1U somatropin (rbe)
in the form of a sterile lyophilised powder. The second compartment
contains 0.3% m-cresol in 1ml Water for Injections. Genotropin 2, 3 and 4
U KabiQuick Two compartment cartridge in single dose syringe for
reconstitution and injection. The first compartment contains 2, 3 or 4 U
somatropin (rbe) in the form of a sterile lyophilised powder. The second
compartment contains 0.5ml, 0.75ml or 1ml Water for Injections
respectively. Uses: Treatment of growth disturbance due to insufficient
secretion of growth hormone or associated with gonadal dys?enesis (Turner
SKndrome). Treatment of growth disturbance in prepubertal children with
chronic renal insufficiency (CRI). Dosage and Administration: Route of
Administration: Subcutaneous injection. Dosage is individual.
Insufficient secretion of growth hormone: generally a dose of 0.5- 0.7
1U/kg body weight per week {14 - 20 IU/m? body surface area per week) is
recommended. Higher doses have been used. Gonadal dysgenesis
{Turner Syndrome): a dose of 1 1U/kg body weight per week (28 IU/m? body
surface area per week) is recommended. CRE a dose of 30 |U/m? body

surface area per week (approximately 1 IU/kg body weight per week) is
recommended. Higher doses may be needed if growth velocity is too low.
Dose correction may be required after six months treatment. The weekly
dose should be divided into 6 -7 subcutaneous injections. The injection site
should be varied to prevent lipoatrophy. Preparation of Solution:
Somatropin (rbe) is reconstituted using the KabiMixer, KabiVial, KabiQuick
or Genotropin Pen devices. Instructions on how to effect reconstitution are
supplied separately at the specialist growth clinic, as are the Genotropin Pen
and KabiMixer devices, and necessary needles. Contra-indications,
Warnings etc.: Genotropin should not be used when there is any evidence
of tumour activity. Intracranial lesions must be inactive and any antitumour
therapy completed prior to starting therapy. Genotropin should not be used
for growth promotion in patients with closed epiphyses. Precautions:
Therapy with Genotropin should be initiated by suitably qualified
physicians. In diabetes mellitus, insulin dosage may need adjustment.
Thyroid function may be affected and should be monitored periodically. In
patients with endocrine disorders, stipped epiphyses of the hip may occur.
Some rare cases of benign intracranial hypertension have been reported. In
chronic renal insufficiency, renal function should have decreased to below
50 per cent of normal and disturbed growth followed for a year preceding
institution of therapy. Conservative treatment for renal insufficiency should
have been established and should be maintained during treatment.
Treatment should be discontinued after renal transplantation. Pregnancy
and Lactation: Clinical experience of use in pregnangy is limited. Treatment
should be interrupted if pregnancy occurs. Overdosage: Acute overdosage
is unlikely, though may lead initially to hypoglycaemia and subsequently to
hyperglycaemia. Long-term overdosage could result in symptoms consistent
with the known effects of growth hormone excess. Side Effects: Common
effects are related to transient local skin reactions. Pharmaceutical

Precautions: Store at 2 - 8°C. Protect from light. Once reconstituted
Genotropin should be stored in the refrigerator and protected from light.
Genotropin 361U, Genotropin 16 IU and Genotropin 4 IU KabiVial Multidose
in use may be stored for up to 14 days under these conditions. Once
reconstituted Genotropin 2, 3 and 4 IU KabiQuick should be used
immediately, or within 24 hours if kept in the refrigerator. Legal Category:
POM. Package Quantities: Genotropin 36 U Pack containing one cartridge
for use in the Genotropin Pen 36/KabiMixer devices. Genotropin 16 IU Pack
containing one cartridge for use in the Genotropin Pen 16/KabiMixer
devices. Genotropin 4 IU KabiVial Multidose Two compartment cartridge in
a reconstitution device. Pack containing one Genotropin 4 IU KabiVial
Multidose. Genotropin 2,3 and 4 IU KabiQuick Two compartment cartridge
in a reconstitution and injection device. Pack containing ten Genotropin 2 U
KabiQuicks. Pack containing ten Genotropin 3 IU KabiQuicks. Pack
containing ten Genotropin 4 IU KabiQuicks. Product Licence Numbers
and Basic NHS Prices: 36 |U - 0022/0098, 1 x 36 U - £274.50. 16 IU -
0022/0085, 1x 16 1U - £122.00. 4 IU KabiVial Multidose - 0022/0088, 1 x 4 {U
- £30.50. 21U KabiQuick - 0022/0089, 10 x 2 IU - £160.00. 3 IU KabiQuick -
0022/0090, 10 x 3 1U - £240.00. 4 U KabiQuick - 0022/0091, 10 x 4 WU -
£320.00. Product Licence/Product Authorisation Holder: Pharmacia &
Upjohn Ltd., Davy Avenue, Milton Keynes, MK5 8PH. Distributed in Ireland
by Cahill May Roberts Ltd. for Pharmacia Ireland Ltd., Pharmapark,
Chapelizod, Dublin 20. Further

information is available on request

from the Product Licence holder.

Genotropin, KabiMixer, KabiVial

and KabiQuick are registered

trademarks. Date of preparation: . .
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Journal of Medical Genetics - the first to be devoted specifically
to Medical Genetics. It features Original Papers, Short Reports,
General Reviews and Conference Reports on all aspects of

Medical Genetics, as well as the ‘Syndrome of the Month'.

Special Offer! Save 50% on your subscription
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the special annual subscription rate of £98/$180
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Statistics at Square
One Sth Edition

T D V Swinscow,

" revised by M J Campbell

a Square

This step-by-step guide has helped
thousands of readers get to grips with
the basic tools of statistics. Now

. completely revised and expanded it
- remains the essential primer for
- students and specialists alike.

- @ Includes new chapters on

survival analysis and design of

. studies

o Uses examples from medicine

. to illustrate techniques, such as
" the 2 test, non-parametric tests

and correlation

o Describes the newer
techniques, such as stem and
leaf plots, box-whisker plots and

: unequal variance t-tests

@ Answers all of the common
questions about statistics and

~ offers exercises for self-testing

January 1996 152 pages
UK £8.95; Overseas £11.00

~ (BMA members £7.95; £10.00)

Statistics in
Clinical Practice

David Coggon

Statistics in Clinical Practice is a

. practical, easy to read guide to
- demystifying statistics which will show
- you how to interpret data and present
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statistical information yourself.

@ Covers all the basic principles
including probability, making
conclusions based on statistical

.. results and summarising data
. @ Contains realistic clinical
. examples

@ Assumes only a basic
knowledge of mathematics

@ Includes useful question and
answer sections to test yourself
128 pages 1994

UK £10.95; Overseas £12.95
{BMA members £9.95; £12.00)

Medical Statistics
on Personal
Computers

R A Brown, J Swanson Beck

Explains how to get the best out of
software available for analysing
statistical data on PC's.

160 pages Second edition 1994

UK £10.95; Overseas £13.00
(BMA members £9.95; £12.00)

Statistics with
Confidence

Martin J Gardner,
Douglas C Altman

Gives reasons for using confidence
intervals, followed by detailed methods
of calculation, including numerous
worked examples and specially
compiled tables.

156 pages 1989

UK £10.95; Overseas £13.00
(BMA members £9.95; £12.00)

Confidence Interval
Analysis (CIA)

Martin J Gardner, Stephen
B Gardner, Paul D Winter

This microcomputer disk with manual
can be used alone or with Statistics
with Confidence.

Software is available for IBM
compatibles on either 5 or a 3'zinch
disk.

82 pages 1989

UK £65.00 Educational

establishments, research institutes
and the NHS; £45.95 (inc VAT)

Statistics in Practice

Sheila M Gore, Douglas G Altman

107 pages 1982
UK £10.95; Overseas £13.00
(BMA members £9.95; £12.00)

Available from: BMJ Publishing Group, P.O. Box 295, London WC1H 9TE

6185/6245, facsimile 0171 383 6662), medical booksellers or the BMJ Bookshop in BMA House
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Now you can find the information
you really need...

Evidence-Based
Medicine

Editors: B Haynes & D Sackett

With 2 million new papers published
each vear how can vou be sure vou
read all the papers essential for vour
daily practice, and how can you be
sure of the scientific soundness of
what you do read? One answer to this
dilemma is practising evidence based
medicine, basing clinical decisions on
the best available scientific evidence.
To meet this need the BMJ Publishing
Group together with the American
College of Physicians is launching a.
new journal - Evidence - Based Medicine.
This new journal is a development of
the ACP Journal Club.

Published bi-monthly Evidence - Based
Medicine, will survey a wide range of
international medical journals (at
least 70) to identify the key research
papers that are scientifically valid and
relevant to practice.
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Launching in September 1995,

Evidence-Based Medicine will:

o use scientific criteria to select the
abstracts from the most important
papers from the world's leading journals

o select only those papers which have a
direct message for practice

e provide commentaries on the
abstracts which will make clear the
importance of the papers

o supply educational material to teach
vou about evidence based medicine

o cover all medical advances that are
really important

e cover internal medicine, and the
major specialties, including general
surgery, paediatrics, obstetrics &
gynaecology, psvchiatry, general
practice, anaesthesiology and

ophthalmology.
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PRESCRIBING :NFURMATION
Presentatinons: Pulmicort Respules. (2ml single dose unit ampoules)
containing J.2%sie/ml or (.5mg/ml budesonide in a suspension for
nebuliy Bronchial ns[hma where usc of a pressurised inhaler or
dry powder formulution is unsatisfactory or inappropriate. Dosage and
stration: Dosage schedules: Administer from suitable nebulisers.
Dose delivered to the patient varies depending on the nebulising
cquipment used (sce data sheet). Adjust dosage individually. Intially
during priods of severe asthma and while reducing or discontinuing oral
glucocorticosteroids the recommended dose in adults tincluding elderly
and children 12 vears and older) is usually 1-2mg twice daily. In very
severe cases the dosuge may be further incre-ed. Children 3 menths 10 12
5-1mg twi . The maintenance dose should be the lowest
dose which keeps the patient symptom free. Recommend an
Adults (including elderly and children 12 years and older): 0.5- 1mg twice
daily. Children (3 months to 12 years): 0.25-0.5mg twice daly. For an
increased therapeutic ¢ffect increase dose «>1 Pulmicort rather than combine

Astra Pharmaceuacals Lid..
Home Park,

Kings [

Heris WD4 8DH.

ASTRA

ame Astra Pharmaceuticals sam.

ed Trademark

P Res. 0427

treatment with oral corticosteroids because of the lower
etfects. Contra-indications, warnings, etc.: Contra-nd
Hyper-#asi ity to any of the constituents. Special warni..gs and
pre.autious: Care is needed in patients with pulmenary tuberculinis and
viral infee.ons in the airways. A short course of oral steroids in addition o
ort may be required in patients with excessive mucus in the bronchi.
ster of patients coperdeni s+ #val stereids to Pulmicort demands
care: sec data sheet fo. Drther detaris, The nebuliser chamber
should be cleaned and dried after every administration. Pulmicort does not
affect the abilitv to drive and use machines. Pulmicort Respules can be
mixeu with (1.9% saline and with solutions of terbuti.ine. salbutamol.
sodium cromoglycate or ipratrojaum bromide. Side-effects: Mild irritanon
in the throat. coughing und hosrseness and oral candidiasis have been
reported. [n i ses intaled drugs may provoke brenchoconstriction in
hyperreactive patients. Faciul skin should be washed uiter use of the face
mask as irritation can oceur. Coughing can usually be prevented by
inhaling a By-agorist (e.g. terbutaline) 5-10 minutes betore inhalation of

}+ Imicort Respules. Avodd in pregnancy. Pharmaceutical pree:utions:
store helow 30°C. Use within 3 months of opening the ©
Protect (7pcned wiapoule from light. Use within 12 hours of opening, Legal
status: POM. Basic NHS price: Pulmicort Respules 0.23mg/ml (20 single
dose uniis) £32.00. Pulmicort Respules 0.5mg!ml (20 sir

£44.¢.1. Product lizence nos.: Pulmicort Re\pulu 0.257

0017/C39. Pulmicort Respules (.5mg/ml PL 0017/0310. Name and
address of product licence holder: Astra Phurmaccuticals Ltd.. Home
Park. Kings ev. Herts WD4 RDH.
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