SOMATONORM 41U ¥

PRESCRIBING
INFORMATION

PRESENTATION

A vial of sterile lyophilised powder of soma-
trem corresponding to 4 IU of human somato-
tropin (also containing aminoacetic acid and
sodium phosphate as stabilisers) and supplied
with a 2ml ampoule of water for injections for
use in the reconstitution of the injection.

USES

The treatment of short stature caused by
decreased or absent secretion of pituitary
growth hormone. The diagnosis should be veri-
fied by appropriate investigations of pituitary
function by a specialist medical practitioner.

DOSAGE AND ADMINISTRATION
Route of administration:
By intramuscular injection.

Recommended dosage:

The dosage should be calculated according to
the patient’s body weight. Generally a dose of
0.5 1U/kg body weight per week is recommen-
ded. This weekly dose should be divided into 2
or 3 intramuscular injections.

PREPARATION OF SOLUTION

The solution is prepared by adding 2m! of
water for injections to the lyophilised sub-
stance in the vial. Gently dissolve the drug with
a slow swirling motion. Do not shake vigo-
rously as this may cause denaturation of the
active ingredient.

CONTRA-INDICATIONS, WARNINGS, ETC.
Only patients with unfused epiphyses should
be treated. Diabetes mellitus.

Precautions:

Patients treated with Somatonorm should be
reqularly assessed by a specialist in child
growth. This assessment should include deter-
‘mination of growth response and endocrinolo-
gical status, as relative deficiencies of other
pituitary hormones may be exposed or exa-
cerbated by an adequate growth response.

Overdosage:

Acute overdosage is unlikely and does not
represent a hazard to the patient. The conse-
quences of long term administration of doses
above the normal therapeutic range are
unknown.

Side-effects:

Clinical experience with Somatonorm is limited
and recipients may develop antibody to growth
hormone and E. coli protein. However, as with
pituitary derived hormone, only in very rare
instances has growth retardation occurred. No
other adverse reactions have been noted.

PHARMACEUTICAL PRECAUTIONS

Store at 2—8°C. Reconstituted Somatonorm
may be stored in the refrigerator for 24 hours
before use.

LEGAL CATEGORY

POM.

PACKAGE QUANTITIES

Combined package containing one vial of
somatrem 4 |U and one ampoule of 2 ml water
for injections.

FURTHER INFORMATION

Somatonorm is produced using recombinant
DNA technology. Somatrem is the British
Approved Name for methionyl human somato-
tropin.

PRODUCT LICENCE NUMBER

0022/0060 P.A.187/28/1

N.H.S. Price € 28
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Presentation 1. Epilim 200

[ ]
- ®  Enteric Coated. A lilac-
coloured enteric coated tablet n a wz e ' an e O
containing 200mg sodium
valproate. 2. Epilim 500
Enteric Coated. A lilac-

[ ] ®
sodium valproate cScuedcninccoded epdeps es

sodium valproate. 3. Epilim 100mg crushable tablets. A white
scored tablet containing 100mg sodium valproate. 4. Epilim Syrup.
A red, cherry-flavoured syrup containing 200mg sodium valproate
per 5ml. 5. Epilim Liquid. A red, cherry-flavoured,
sugar-free liquid containing 200mg sodium
valproate per 5mi. Indications In the
treatment of generalised, partial or
other epilepsies. In women of child-
bearing age Epilim should be used only
in severe cases or in those resistant to
other treatment. Dosage and
Administration To be taken with or after
food. Epilim may be given twice daily.
Enteric coated tablets should be
swallowed whole. Monotherapy Adults:
Start at 600mg/daily increasing by 200mg
at 3 day intervals until control is achieved.
(Maximum dose 2,500mg per day).
Children over 20kg: Initially 400mg/day
with spaced increases until control is
achieved. (Usually within the range
20-30mg/kg body weight per day).
Childr&n under 20kg: 20mg/kg of body
weight per day: in severe cases may be
increased up to 40mg/kg day. Increases
above this only if plasma valproic acid
levels, clinical chemistry and haematological
parameters can be monitored. Combined
Therapy It may be necessary to raise the dose
when used with anticonvulsants which induce
liver enzyme activity. Dosage of barbiturates
should be reduced if sedation is observed.
Optimum dosage is mainly determined by
seizure control and routine measurement of
plasma levels is unnecessary. Contra-
indications, Warnings; Contra-indication:
Active liver disease. Side effects: Liver
dysfunction including hepatic failure resulting
in fatalities has occurred in patients whose
treatment included valproic acid or sodium
valproate. The incidents mainly occurred during
the first 6 months of therapy. Clinical symptoms are
more helpful than laboratory investigations
in the early stages of hepatic failure. The
onset of an acute iliness, especially
within the first 6 months, which may-
include symptoms of vomiting.
{ethargy or weakness, drowsiness,
anorexia, jaundice or loss of seizure
control is an indication for immediate
withdrawal of the drug. Evidence to
date does not establish which
investigation could predict this possible
adverse effect: measurement of liver
function should be performed in the
first 6 months of therapy in those who
seem most at risk. Hyperammonaemia
without hepatic damage can occur, it is
usually transient, but may occasionally
present clinically. If so Epilim should be
discontinued. Valproic acid inhibits platelet
aggregation. Thrombocytopenia has been
reported. Spontaneous bruising or bleeding

is an indication for withdrawal of medication.
Pancreatitis, tremor, weight gain, transient

hair loss, increased alertness, aggressiveness,
hyperactivity, amenorrhoea, stupor and oedema
have been reported. Drug Interactions Epilim
may potentiate monoamine oxidase inhibitors and
other anti-depressants. Loss of efficacy of oral
contraceptive agents does not appear to be a
problem. Women of Childbearing Age Valproic
acid and sodium valproate, like certain other anti-
convulsants, have been shown to be teratogenic in
animals. In women of childbearing age the benefits
of these compounds should be weighed against the
possible hazard suggested by these findings and their
pregnancies should be carefully monitored. Product Licence
Numbers Epilim 200 Enteric Coated 0623/0006. Epilim 500
Enteric Coated 0623/0005. Epilim 100mg crushable tablets
0623/0015. Epilim Syrup 0623/0004. Epilim Liquid 0623/0016.
NHS Cost Epilim 200 Enteric Coated 100 tablets, £6.59.

Epilim 500 Enteric Coated 100 tablets, £16.45. Epilim 100mg
crushable tablets 100 tablets, £3.99. Epilim Syrup 200ml, £4.03.
Epilim Liquid 200ml, £4.03. Further information is available from:
Labaz: Sanofi UK Ltd., Floats Rd., Wythenshawe.

lahaz Manchester M23 9NF.
prevenedrrtr Tel: 061-945 4161.

helps to maintain the normality of life



idrat

balanced active ingredients: Sodlum chloride °
sugar/electrolyte powder um chloride
Sodmm bicarbonate

restores the balance

Full prescribing information is available on request from:
Searle Pharmaceuticals, Division of G. D. Searle & Co. Ltd. PO. Box 53, Lane End Road,

SM RLE High Wycombe, Buckinghamshire HP12 4HL. Telephone: High Wycombe (0494) 21124,
i Searle and Rehidrat are registered irademarks. ‘
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The range of human insulins from
Nordisk and Wellcome

— - e e : n Fullp ib f i i requestfrom either:-
m@ﬂ a: F . Nordisk-UK The Wellcome Foundation Ltd.
1B e Highview House CreweHall
) ) Tattenham Crescent Crewe

i f Epsom|KT185QJ Cheshire CW11UB
= A4 - . NOI'dISk Wollcome Tel. No: Burgh Heath (07373) 60621 Tel. No: Crewe (0270) 583151
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OINSULATARD OVELOSUL]N O MIPTARD 30/70 @ INITARD 50/50

m‘ [Nl’!!] g::&ﬁd hi complisingm 30%!'!1“&:1 (N“:ldsi:g 50% N ontnl
eul eu
d on‘;:i:any Insulin Injection and 70% l;“::linlnjeeﬁonandm
humaninnlin [empl) insulin [emp]) - Isophane Insulin Isophane Insulin
Injection [NPH] - human Injection [NPH] - human

insulin [emp]) insulin [emp])

). HUMAN HUMAN INSULKA and HUMAN -
50/50 are manufacmred from highly purified human insulin (emp). PRESENTATION HUMAN VELOSULIN HUMAN

SULATARD HUMAN MIXTARD 30/70 and HUMAN INITARD 50/50 are available in 10ml vials containing 100iu/ml. To provide
sensory identification the metal sealing rings of the vial have tactile marks and the vials are also fitted with colour coded
tamper-proof caps. USES Treatment of Insulin Dependent Diabetics, Human Velosulin is particularly suitable in the treatment
of diabetic coma and precoma. DOSAGE AND ADMINISTRATION Dosage to be determined by the physician, according to
the needs of the patient. Avoid accidental intra-vascular injection. CONTRA-INDICATIONS AND WARNINGS Insulin is
contra-indicated in hypoglycaemia. In the event of overdosage, glucose should be given either orally or intravenously.
Glucagon may also be administered. Human Insulatard, Human Mixtard 30/70, Human Initard 50/50, should not be given
intravenously or intravascularly. Treatment with cortico-steroids, oral contraceptives or thyroid hormones may lead to an
increase in dosage requirements. Beta-blockers may affect insulin requirements and mask hypoglycaemia. U100 insulin must
only be used in U100 syringes. PHARMACEUTICAL PRECAUTION Store at 2 to 8 degrees C, protected from sunlight. Do not
freeze. LEGAL CATEGORY P BASIC NHS PRICE HUMAN VELOSULIN, HUMAN INSULATARD, HUMAN MIXTARD 30/70 and
HUMAN INITARD 50/50:10 ml vial £6.95. PRODUCT LICENCE NUMBERS Human Velosulin 3132/0031 and 0003/0211. Human
Insulatard 3132/0034 and 0003/0212. Human Mixtard 30/70 3132/0037 and 0003/0213. Hurnan Initard 50/50 3132/0040 and 0003/0214.
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Now safer, surer

patient ventilation
. through alittle
imagination from EME

Imagine. An instrument that can provide ventilation
waveform instantaneously. Imagine a system that works with almost any
ventilator and allows you to select ventilation levels to suit the individual
patient. A system that will bring your patients real safety and
your operators real confidence.
Imagine no more.
INSIGHT 2000 Airway Pressure Monitor by EME.

'Mw m‘:‘
An idea so simple, so effective,
that it will revolutionize
ventilation therapy.
Call us, we'll tell
you mor




ANNOUNCING A NEW
|JOURNAL TO COVER ALL
ASPECTS OF PEDIATRICS
AND CHILD HEALTH...

Pediatric
Reviews and

An International Journal

EDITED BY

Children, St. Michae!’s Hill, Bristol BS2 88}, UK and
Philip Lanzkowsky, Schneider Children’s -
Hospital, New Hyde Park, New York | 1042, USA

ASSOCIATEEDITORS

J. Aicardi (France) ® ). Alpert (USA) ®

A. Ballibriga (Spain) ® F. Bamford (UK) @

A.K. Khattab (Egypt) ® P.D. Phelan (Australia)
® N.R.C. Roberton (UK) ® R. Rodriguez
(Mexico) ® A. Russell (Israel) ® H. Stein (South
Africa) ® L. Stern (USA) @ K. Tada (Japan)

INVITATION TO CONTRIBUTE
Papers relating to all aspects of pediatrics and
child health may be submitted to the Editorsor
Associate Editors for consideration. For helpful
notes for contributors, please write to Harwood.

Harwood Academic Publishers

P.O. Box 786 Cooper Station
New York, N.Y. 10276, USA or
P.O.Box 197, London WC2E 9PX, UK

AIMS AND SCOPE

Pediatric Reviews and Communications will -
publish reviews and original articles onall
aspects of pediatrics, child healthand
subspecialties. Papers will be welcomed on
neonatology, adolescent medicine and
community pediatrics, including social,
behavioral and preventative medicine as wellas -
the care of the handicapped. Papers should be
practically orientated but should contain
enough applied or basic science to enable the
reader to understand the logical basis for the
subject under discussion. Occasional reviews of
basic or applied science relevant to pediatrics
will be included. In addition, special issues will be
published incorporating a number of articles
with a common theme or conference
proceedings. The editors welcome suggestions
for such special issues.

SUBSCRIPTION INFORMATION -
Volume |, Number | due Autumn 1986

- 4issues per volume
~ ISSN: 0882-9225
* Corporate

subscription price per volume: $140.00
University/academic library subscription

price per volume: $112.00

Individual subscription price per volume: $56.00*
*Individual subscription rate is available only to
individuals who subscribe directly from the publisher
and who pay through personal checks or credit cards.

SEND NOW TO RESERVE
YOUR FREE SAMPLE COPY!
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International coverage of the

most important developments in

pediafric medicine

An International Journal of Clinical, Laboratory, and
Developmental Investigation

Editor-in-Chief: Delbert A. Fisher, MD

very month, Pediatric Research puts you in

touch with leading authorities in pediatric
pulmonology, endocrinology and metabolism, gastro-
enterology, and nutrition. You'll read about signifi-
cant new clinical and laboratory results, as selected
and reported by an international array of distin-
guished contributors and editors.

Abstracts of major society meetings worldwide
and occasional supplements on specific issues in pedi-
atric health are also part of the package, but the
hallmark of Pediatric Research is research, and lots
of it. Each issue contains some 15 original articles —
4 to 6 pages each — on late-breaking investigations
into the most difficult problems of childhood disease.

Cystic fibrosis, hypopituitarism, sudden infant death
syndrome, protein intolerance, metabolic disorders,
and sickle cell anemia are just a few of the subjects
covered in recent issues. As advances are made in the
understanding and management of these and other
baffling childhood disorders, Pediatric Research will
continue to be there with timely, accurate, and useful
reports from leaders in the field. Monthly

Personal: $30/yr Institutions: $115/yr
In-training: $70/yr (add $15.00 outside the US)

FOR FASTEST SERVICE, call 1-800-638-6423 FREE
from anywhere in the US except AK and HI. MD o—
residents, call 528-4105 collect. o

P.O. Box 1496 Baltimore, Maryland 21203

266 Fulham Road London SW10 9EL England

Avoid planned rate increases and ensure uninter-
rupted service by subscribing to PEDIATRIC
RESEARCH for up to 3 years at current rates.

O Renewal
Olyr

O New subscription
0O 3yrs 0O 2yrs

0O In-training: $70/yr
(add $15.00 outside the US)
O check enclosed 0O bill me

0O VISA 0O MasterCard O American Express

card # exp.
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An International Journal of Clinical,
Laboratory, and Developmental Investigation

Research you can’t afford fo miss. .. and an offer you cant afford to pass up

MD residents, ‘please add 5% sales tax. Subscriptions outside the
US must be prepaid, in US dollars only. Residents, fellows,
interns, and students: when applying for the in-training rate,
which is limited to three years, please include institution name
and training status. Rates valid through October 31, 1986.
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Indications Eprepsy
(generalised tonic-clonic
and partial seizures).
Dosage in epilepsy Use a
gradually increasing
dosage scheme, adjusting
to patient's needs. Adults:
100-200mg once or lwice
dally. increasing slowly up to
800-1.200mg daily: in some
cases 1.600mg daily may be
necessary. Children: up to

1 year old, 100-200mg daily,
aged 1-5 years, 200-400mg
darly; aged 5-10 years. 400-
600mg daily: aged 10-15
years, 600-1.000mg daily.

It may be helpful to monitor
plasma drug levels:
optimum therapeutic range

15 3-10pgimt (13-42umols:1).

Side-effects Dizziness and
diplopia (usually dose-
dependent). less frequently
dry mouth. nausea and
vomiting. Generalised
erythematous rash.
disappearing on cessation
of therapy. Isolated reports
of oedema, hyponatraemia.
exfoliative dermatitis.
leucopenia. thrombo-
cytopenia. agranulocytosis.
aplastic anaemia. cholestatic

taundice and acute renal
failure. Blood count should
be checked in early stages
of treatment

Precautions Caution in

" patients taking oral

anticoagulants or requinng
oral contraception.

In pregnancy. potential
benefits of Tegretol must be
weighed against potential
haczards. Do not administer
with. or within two weeks of
cessation af. MAOI therapy.
In rats treated with
carbamazepine for two
years. incidence of fiver

(PL0001/5028 £5 38 per 100.
£25.93 per 500" tablets of
400mg (PLOO010088)
£10.58 per 100. syrup
100rg/5mI (PLO001/0050)
£5.17 per 300ml bottle.

* denotes registered
trademark. Full prescribing
information is available on
request from Geigy
Pharmaceuticals. Horshar:.
West Sussex

Geigy

tumours Increased (o
evidence of significant
bearing on the therapeutic
use of the drug). Serum fohic
acid levels should be
observed durng
anticonvulsant therapy.
Contra-indications
Previous drug sensitivity to
Tegrelo! Do not administer to
patients with atrioventrcu:ar
conduction abnormalities
untess paced.

Packs Tablets of 100mg
(PLO001/5027) basic NHS
price £2.90 per 100. £13.95
per 500: tablets of 200mg

TG1

Tegretol

carbamazepine BP

or the effective control

of epilepsy



