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SOTRADECOL"® 1%

brand of SODIUM TETRADECYL SULFATE
FOR INTRAVENOUS USE ONLY
An aqueous solution with 29 Benzyl Alcohol, buffered with Disodium Phosphate, and adjusted with Sodium

Dihydrogen Phosphate or Sodium Hydroxide to pH of 7.0 to 8.1.
Warning: Do not use if precipitated.
Read Enclosed Directions Before Using §E

Caution: Federal law prohibits dispensing without prescription.
Product code 331514
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SOTRADECOL CwA

{Sodium Tetradecyl Sulfate)
FOR {NTRAVENOUS USE ONLY

DESCRIPTION

Far intravenous use only. A sterile _solu-
tion containing 1% o¢ 3% Sodium Tetra-
decyl Sutiate. It is an aqueous solution
with 2;. Benzyl Alcohol, bufiered with Di-
sodium Phosphate and adjusted with Sodi-
um Dihydrogen Phosphate or Sodium Hy-
doxide to a pH of 710 8.1,

ACTIONS

The product is a mild sclerosing agent for
varicose veins. It produces 2 penetrating
but not diftused, internal itrritation.
INDICATIONS

Indiczted n the treatment of small un-
complicated vanicase vews of the lower
extremeties, The benefit-to-rsk ratio should
be considered in selected patients who are
great surgical risks due to conditions such
as old asge.

CONTRAINDICATIONS
Contraindicated in acute superficial throm-
bophlebsis; underlying arterial  disease;
varicosities caused by abdominal and pelvic
umors, uncentrolied diabetes mellitus.
thyrotoxicosis, tuberculosis, neoplasms,
asthma, seps:s, biood dyscrasia, acute
respiratory or skin diseases; and any con-
dition which causes the patient to be bed-
ndden. Do nat usu it precipitated
WARNINGS

This product is not recommended for treat-
mant of varicose veins dunng pregnancy.
PRECAUTIONS

For vaticosities, scierotherapy should not
undertaken if tesis such as the Trendel-
enberg and Perthes, and angiography show
significant valvular or deep venous in-
competence. The physician should bear in
mind the fact that infection necrosis may
result from direct injection of sclerosing
agents.

The drug should be administered by phy-
sicians who are familiar with an acceptable
injection technique. Because of the danger
of extension of thrombosis into the deep
venous System, thorough pre-ijection
_evaluation for valvutar competency should

be carried out, and slow injections with a
small amount (not over 2 ml) of the pre-
paration should be injected into the varico-
sity. in particular, deep venous patency
must be determined by angiography and/or
the Perthes test before sclerotherapy is
undertaken.

Anti-ovulatory drugs should be discon-
tinued prior to initiating Sotradecol therapy.

ADVERSE REACTIONS

Postopera o
may occur. A permanent discoloration,
usually small and hardly noticeabie may
occur at the site of injection, and may be

jecti bie from a tic vi int
Aliergic reactions have been reported,
therefore, as a precaution against anaphy-
lactic shock it is recommended that an in-
jection of % mi of the product into a vari-
cosity be foliowed by observance of the
patient for several hours before more ex-
tensive injection s administered. The pos-
sibility ot an anaphylactic reaction should
aiways be kept in mind and the physician
should be prepared to treat it appropriately.
In extreme emergencies, 0.25 mi of a 1:1000
solution of epinephrine (0.25 mg.) intra-
venously should be used and side reactions
controlled with antihistamines.
DOSAGE AND ADMINISTRATION
Do not use il precipitated. The strength of
solution required depends on the size and
degree of varicosity. in general, the 3% solu-
tion will be found most useful, with the 1%
solution preferred for smali varicosities.
The dosage should be kept smali, using Y
10 2 ml for each injection, and the maximum
single treatment should not exceed 10 ml.
HOW SUPPLIED

1% Sterile solution:
10 mi. Muitiple Dose Vials

2 ml. DOSETTE® Ampuls

3% Sterile solution:

10 ml. Muttipie Dose Vials
2 ml. DOSETTE® Ampuls
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