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DESCRIPTION _

sulfste) Injection is a stenile i g in each

mi sodium tetradecy! suifate 10 mg (1%) of 30 mg (3%) in Water for injection with 0.02 mi

benzyl alcohol and butfered with dibasic sodium phosphc!. pH is adjusted to 7-8.1 with
sodium pi or sodium hy

ACTIONS
The product is a mild sclerosing agent which scts by irritation of the vein intimal en-
dothelium.

INDICATIONS
i inthe of smat veins of the lower extremities.
Tha benaefit-to-risk ratio shouid be i in i who are great surgical

risks due to conditions such as oid age.

CONTRAINDICATIONS

Contraindicated in acute superficial thrombophiebitis. underlying artsrial diseass;
Mcoomu caused by lbdommul and pelvic tumors, uncontroiled diabetes meliitus,
asthma, sepsis, biood dyscrasias, acute re-
:pin(ovy or skin diseases; and any condition which causes the patient to be bedridden.
Do not use if pracipitated.

WARNINGS

sulfate) should be used in pregnant women onty when
clearly needed. See Precautions.

PRECAUTIONS

For varicosities, sclerotherapy should not be undertaken if tests such as the Trendelen-
berg anc Perthes, and angiography show significant valvular or deep venous incom-
petence. The physician should bear in mind the fact that injection necrosis may resutt
trom direct injection of scierosing agents.

The drug should be administered by physicians who are familiar with an acceptable
injection technique. Because of the danger of sxtension of thrombosis into the deep
venous system, for valvuiar compaetency should be
carried out, and slow mpcnons with a smalt amount (not over 2 ml) of the preparation
should be inj into the . in . de@p venous patency must be de-
termined by angiography and/or the Pemws test bolou sclerothevapy is undertaken.

No well controlisd studies have been performad on patients taking anti-aovulatory agents.
The physician must use judgment and evaiuar _ny patient taking anti-ovulatory drugs

prior to g with d tetradecy! suifate). See Adverse
Reactions.
g y category C stucies have not been performed in animals

!c delermme whether this drug attects fertiity in males or temaies. has teratogenic po-
tential. or has other adverse etfects on the fetus There are no weli-controiled studies in
pregnant women. but )nvesugational and marketing experience does not include any
positive evidence of adverse etfects on the fetus Aithough there 15 no clearly defined
nsk, such exp cannot the ot Q! of subtie ge to
the human tetus

ADVERSE REACTIONS

of hing may occur. A permanent discoloration, usually
small and hardly noticeabie may ocn:ul ul the site of ., and may be
from a cosmetic viewpoint. Aliergic reactions have been reported. Theretore, as a pro-
caution against anaphyiactic shock, it 1s that an inj ot 0.5 mi of the
into a be by observance of the patient for several hours be-
fore a larger i is . The of an Y ion should
be kept in mind, and the physician should be prepared 10 lreat it appropriately. in extreme
emergencies. 0.25 mi of a 1:1000 soluhion of epinephrine {0.25 mg) intravenousiy should
be used and side with

One death has been raported 1N a patien! who Y
sulfate) and who had been receiving an anti-ovulatory agent

Another death (fatal puimonary embohsm) nas been repored in a 36-year-old female
treated with sodium tetradecyl acetate and who was not taking oral contraceplives.

DOSAGE AND ADMINISTRATION

For intravenous use only. Do not use it p The of i
depends on the size and degree of varicosity In general. the 3% sotution will be 1ound
most useful with the 1% solut:on preferred tor smat vanicosities The dosage should be
kept smali. using 0.5 to 2 mi tor each and the singie should
not exceed 10 mi

Literature describing various current qQ of ation s upon
request from the Technical Services Department

HOW SUPPLIED
1% —2 ml Dosette® Ampuls. 5's— #341514 (NDC 0641-1514.34)

3% ~2 mi Dosette® Ampuis. 5's— #341516 (NDC 0641-1516-34)
CAUTION. Federai law prohibits dispensing without prescription.
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