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ASV (Anti Snake Venom) against Vipera palaestinae, 100 PDgy/ml
Sodium Chloride 0.9%
Water for Injection Ad 10 ml
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Vipera palaestinae Antiserum (Equine Source)
For Intravenous (l.V.) Use
Manufacturer: Kamada Ltd., Beit Kama

General information about Vipera palaestinae

Measurements: The Vipera palaestinae reaches a length of 1.35 m and a weight of
up to 1.5 kg.

Description: Its colors are grayish-brown or grayish-yellow. Along the length of its
body is a segmented or continuous curved band of dark brown diamond-shaped
forms emphasized by darker borders surrounded by a light green narrow stripe. On
both sides of its body are spots colored like the stripe. On its head is a brown-black
“V”-shaped figure with its point facing forward. Its pupils are in the form of a vertical
slit. An identifying sign of most of this family of Vipera palaestinae is: head scales
smaller than the body scales.

Viperé palaestinae

Diet: Rodents - rats and mice, but also birds and lizards.

Activity: The Vipera palaestinae is active during the night, but it can also be seen
during the day and at dusk, particularly in the spring, summer and fall. During the day
it remains concealed in hiding places.

Location: The Vipera palaestinae dwells in rocks, fields and thickets, orchards and
human settlements. It is drawn to farms because of the food sources and hiding places.
It is also able to climb trees and hide in hollowed-out trees.

Distribution in Israel: The Galilee, northern Negev, Judean and Samarian deserts, the
coastal plain and lowland region, the Carmel, the Golan, the Judean and Samarian
mountains, the valleys, up to the Jerusalem line and slightly south to Beer Sheva.

World distribution: Syria, Jordan and southern Lebanon.

Defense: The Vipera palaestinae bites to defend itself and to obtain food. It is poisonous
and dangerous for humans.

The venom: The important components contained in the venom include: hemorrhagin and
neurotoxin (as well as polypeptides, enzymes such as phospholipase, phosphodiesterase,
proteases, esterases, hyaluronidase, L-amino acid oxidase, etc.).

Treatment: in any case of snake bite, the patients should be evacuated to the hospital as
soon as possible, even if he is asymptomatic (preferably by ambulance). Immobilization
of the patient and the limb should be kept. An arterial tourniquet or vein tourniquet
should not be used since it might cause worsening of the local injury and appearance
of fast and severe systemic reactions when loosening the tourniquet. Ice should not
be applied and cutting or sucking at bitten area should not be performed.

The initial treatment is supportive and includes intravenous administration of normal
saline solution or Hartman solution, but not in the bitten limb. Vassopressor medications,
analgesics (with monitoring for signs of respiratory suppression), anti emetics and blood
products, as needed and as customary. In cases of anaphylactic or anaphylactoid
reactions, treatment with epinephrine, antihistamines, corticosteroids, oxygen and
respiration, as customary, should be administered.

The Antiserum

General: The antiserum is intended for use in humans and animals. The preparation
is provided as a preservative-free sterile solution. The solution is clear to opalescent,
colorless to slightly bluish. All precautions should be implemented to maintain the
sterility of the antiserum.

Production of the antiserum: The antiserum is produced from the serum of horses that
were immunized with venom of the Vipera palaestinae, implementing Good Manufacturing
Practice (GMP) principles. The extraction process and production are done by the
Kamada Company and the preparation is distributed by the “Sarel” Company.

The preparation is not registered in the Drug Registry and it is used in accordance with
Regulation 29 of the Pharmacists’ Regulations (Preparations), 1986.

Composition:

ASV (Anti Snake Venom) against Vipera palaestinae, 100 PDso/ml
Sodium Chloride 0.9%

Water for Injection Ad 10 ml

Package contents: One single-use glass vial (Type I) with 10 ml antiserum and one
sterile single-use 5 micron filter needle.

Batch release: Each batch is tested by the Kamada Company according to the release
test specification which was approved by the Ministry of Health, and includes tests
for protein composition, activity (ability to neutralize venom in mice) and the absence
of contaminants. The batch is approved for marketing by the Responsible Pharmacist
of the Kamada Company.

Stated neutralization strength of the antiserum: 100 PDso/ml in the venom neutralization
test in mice.

Storage of the antiserum: Store in a refrigerator (2-8°C). Do not freeze.
Store in the original package, protected from light.

Shelf life: 3 years. Use immediately after opening.

Indication: In any case of a bite by a snake that is suspected to be Vipera palaestinae,
when there are general symptoms of poisoning (vomiting, abdominal pain, diarrhea,
drop in blood pressure, shock), local symptoms (progressive swelling), and suspicion of
compartment syndrome in the bitten limb occur. A finding of thrombocytopenia (particularly
if it is advanced) can assist in making the decision to administer the antiserum.

Instructions for antiserum administration:

Antiserum sensitivity test: There is no need to perform such a test due to a high rate
of false positive and false negative reactions.

Warnings:

1. Because of the risk of an immediate hypersensitivity reaction, the antiserum
should be administered in a hospital under monitoring and after preparing
everything needed for treatment of this reaction (oxygen, Ambu, laryngoscope,
tracheal tube, epinephrine, antihistamines and steroids). If a hypersensitivity
reaction occurs, discontinue administration of the antiserum immediately and
treat the reaction as is customary.

2. Check whether the patient received anti Vipera palaestinae venom serum in the
past or any other antiserum derived from horses, whether any reaction occurred,
and accordingly, consider premedication with epinephrine, antihistamines and
steroids.

Dosage: The antiserum dosage is 5 vials (50 ml) and is the same in adults and children.

Instructions for solution preparation:

Withdraw the content of each of the required vials using sterile single-use filter needle
supplied within the package. Remove the filter needle and inject the antiserum into
an infusion bag containing an appropriate volume (see explanation below) of a sterile
normal saline solution (physiologic saline solution). The contents of each vial should
be withdrawn using a new syringe and a new filter needle.

The volume of normal saline solution for dilution of the antiserum for an adult is 500
ml (or less if the patient suffers from heart disease, particularly heart failure), and for
children according to their weight.

Method of administration: This solution should be infused at a rate of 3 drops/minute
for 10 minutes and if there is no negative reaction the rest of the amount should be
infused within two hours.

Note: In the majority of cases all systemic effects disappear after this dose. In a small
portion of patients, the local effects progress despite administration of the antiserum
and 3-5 additional vials should be given in the same manner. In order to make a decision
about administering additional vials of antiserum, the border of the swelling should be
marked, the circumference of the bitten limb measured, blood count performed. All these
should be monitored serially for at least 6-12 hours after completing administration of
the first dose of antiserum, and a clinical toxicologist should be consulted.

Side effects:

Anaphylaxis: In case of anaphylaxis, treat with oxygen, respiration, epinephrine,
antihistamines and corticosteroids, as is customary.

Serum sickness: The treatment for this sickness includes corticosteroids and
non-steroidal-anti-inflammatory drugs as is customary.

Consultation: It is recommended that a clinical toxicologist be consulted. The telephone
number of the National Poison Information Center at the Rambam Medical Center is
04-8541900 (24 hours a day).

Reporting: In every case the results of treatment must be reported in accordance
with the form provided with the antiserum by “Sarel”. The reporting will be made to
the “Sarel” Company.

Report on use of antiserum in snake bites of
the Vipera palaestinae and the Echis coloratus

A. Background

The Ministry of Health has transferred the production of the antiserums (antivenin,
antiserum) against the venom of the Vipera palaestinae and the Echis coloratus to
the Kamada Company which produces according to GMP requirements in the State
of Israel. The production method itself has not changed and the antiserum contains
whole neutralizing antibodies.

In order to evaluate the efficacy and safety of the new antiserum, we seek to gather
data on the results of treatment with the antiserum.

The reporting is anonymous, medical confidentiality is maintained and no use of it will
be made against attending doctors.

Reporting is obligatory and shipment of further doses of antiserum is conditional
on receipt of the report.

The information will be passed on from the “Sarel” Company to the Ministry of Health
and to the Poison Center in Rambam.
Thank you for your cooperation.

B. Report on treatment with the antiserum

Name of institution: Name of doctor: Telephone:

Date of bite: __ Hour of bite: ___ Location of bite (settlement, area): __
Age of the patient: ____years____months

Sex of the patient: [ mate [ femate LI T ] 1ast 4 digits of ID number
Identification of the snake: D Vipera palaestinae D Echis coloratus

The snake was identified by:
D Personal knowledge D Zoologist D Snake trapper D Picture
D The National Poison Center, Rambam D Other

Time elapsed from the bite until arrival at the hospital: ___ hours
Area of the body injured:

Clinical effects: Local

Systemic

Laboratory

Treatment given in the field:

Treatment given in the hospital:

Treatment with antiserum:
Time elapsed from the bite until administration of antiserum: _____ hours
Indication:
Name of antiserum: Batch number:
Amount given (ml): Duration of administration__ hours
Reaction to treatment (local, systemic, laboratory):

Repeat administration of antiserum: D yes D no
Time since first administration: hours

Indication:
Reaction to treatment (local, systemic, laboratory):

Amount: ml

Side effects to antiserum administration:
Treatment given for side effects:

Remarks:

The report should be transmitted to
Mr. David Gabbay of the “Sarel” Company
Fax: 09-8922067, or by e-mail: gabbay@sarel.co.il




