Patient information leaflet,

Pleasa read this leafiet carefully as it contains important information an the use of this
product. If your have any queries, please consult your doctor or pharmacist.

Wargzm
Tetanus Antitoxin

30000 IU Treatment
(Equine)

Descriptlon:

Tetanus anti-toxin fs a solution prepared
from purified plasma of healthy horses
which have been Immunized by
repeated injection with tetanus toxin.
The serum is prepared from whole
equine Immuna plasma by pepsin
digestion, contralied heating and
ammonium sulphate precipitation
followed by purlfication and sterilization,
Tetanus antifoxin Is Intended for
intramugcuylar Injection or intraverous
drip according ta severlty of the
condition,

Composition;

£ach viat contalns:

Tetanus antitoxin 30000 1L,
Tricreso! as preservative < 0,35%
Clinical Pharmacology:
Tetanus s a serlaus llness that causes
convulsions and severs muscle spasm
that may be strong enough to cause
bone fracture. '
Patient can get the Infection {through
contaminatlon of a wound with the
spores of Clastridium tetani,

Tetanus manifests systemic toxicity by
newromuscular dysfunction caused by a
potent exotoxin elaborated by C.fetani.
Tetanus antitoxin neutrallzes the toxin
produced by C.tetani, the toxin has high
affinity fer nejva cells, antitoxin
neutralizes the clrculating toxin anly but
not the toxin attached to the nerve cells.
Frimary jmmunization with tetanus
toxold with subspquent maintenange of
timed boosters Is recommendad o
pratect all age groups.
{ndication;

Tetanus Anditoxin 30000 1U is used in
the treatment of tetanus diseasa.
Dosage and Administration:

For treatment: a dose of 30000-60000
I.U, of tefanus antitoxin Is fo be given
inframuscularly to suspected cases of
tetanus, The dose may be repeatad
depending on the clinjcal response,

The full and adequate dose, passibly of
the order of 100,000 units dapending on
the severlly of the symptoms, should be
glven as soon a3 tetanus is suspected;
at least some of the antitoxin should be
given infravenously.

Sensitivity test should be done befare
administration of antitoxin serum.(ses
precautions)

If no general reaction develops during
an interval of 30 minutes, the main dose
may be given Intramuscularly. The
batient musf be kept under ohservation
far at least 30' minutes after the Injection
and adrenaline keépt In readiness for
emergency use,

in ali urgent cases, the Intravenous
route is Indicated, but should never be
used unless a prefliminary Intramuscular
injection, glven at feast 30 minutes
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beforehand, has been tolerated. For
intravenous use, the serum should be at
reom temperature, the injection should be
given very slowly, diluted in 250 - 500 mi
rhysiological saline & administered over 2 -
4 hours. The patient should be recumbent
during the injection, and for at least an hour
afterwards,

The dose could be increased to 150,000
LY,

Adverse Effects:

Anaphylaxis to horse serum may occurin
s0me rare cases in the form of

hypotension, dyspnea, urticaria and shock.
Adrenaling injection, antihistaminic and
cortisone should be available and ready for--
the freatment of anaphylaxis. e T ‘
Serum sickness: may occur 7-10 days .
post-injection of the antitoxin sefum, 7
Symptoms including fever, vomiting,”

diarrhea, joint and muscle pain, * RNl
lymphadenopathy, bronchspasm,=_Iur1icaria',‘-"/_P/E,.z/ N
nephritls, myocarditis, neuritis, polyarthritis I c._-g_\__f,, L

and uveitis have been reported as’zare
complications of serum sickness. )
Itis treated with antihistaminics and
corticosteroids.
Contraindications:

Shiould be used with great caution if the
patient is subjected to allergic disease
{asthma, eczema) or was allergic to any
previous antiserum injection or any product
prepared from horse,

Precautions:

Before giving any horse serum, history of
allergy or previous exposure to horse
serum should be reviewed.

Sensifivity test should be done before
administration of antitoxin serum:

Adtrial of 0.1- 0.2 ml (diluted 1:1 0) of the
serum to be given intradermally and in case
of past history of allergy (1:100) dilution
should be used.

A positive response is a wheal with or
without erythema within 30 minutes.

As recommended by the WHO, anti-shock
measures including: Epinephrine 1:1000,
corlicosteroids, airway, oxygen, calcium
salts and antihistaminics should be readily
avallabla prior to administration of the
antiserum,

If any systemic reaction oceurs, serum
administration should be discontinued
Immediately and appropriate antishock
measuras must be initiated.

N.B. Some studies showed that the use of
low dose of subcutaneous adrenaline or
parallel infusion of hydrocortisone and
anftihistamine can reduce acute adverse
raaction,

Constant attendance and manitering of vitat
signs and any untoward reaction are
mandatory during antiserum administration
for at least 2 hours,

The antitoxin should not be used if turbid,
expired or showing precipitation,

-There is no enough data about the safety
of the product during pregnancy; therefore
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the risk should be outweighed against
the benefit,

Storage:

Store between 2 — 8 °C. Avoid freezing.
Used Immediately after opening.
Shelf life: e
Written on the labef & box. .- "
Presentation: S
Vial 10 mi / box,

Vial 10 mit = 40'vials / box.

This is 3 medfcament.

A madicament Is a prodsct, which affagts.—|
your health and its consumption contrary
to Instructions |s dangerousfor you.
Fallow strictly the dactor's prescription, the
method of use and the instructions of the
pharmacist wha sold the medcament.

- Thadoctar and the pharmacist are experts
in medcina, its benefits and risks,
Do not try yourself to interupt the period of
treatment prascribad.

- Do nolrepeatiha sama prasoription
withaut consyliing your doctor
Keep out of reach of ghildren,
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