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“and efficacy of Choloxin are not in question when used in accordanee with the
official package circular, which remains unchanged‘ ;
Sincerely, v
THOMAS A, GARRET,T,
Vice President, Medical Affairs.

SUMMARY

(NOTE —This revised “Brief Summary”’ for use in future medical Journal adver-,
tising contains additional phrases and items (printed in capital letters) from
the official package insert which remains unchanged.) '

THE USE OF CHOLOXIN® (SODIUM DEXTROTHYROXINE) DOES NOT
" REPLACE OR DIMINISH THE DESIRABILITY OF DIETARY MANAGE-
MENT OF HYPERCHOLESTEROLEMIA. THE INFLUENCE OF LOWERED
SERUM CHOLESTEROL ON MORBIDITY AND MORTALITY OF ATHER-
OSCLEROTIC DISEASE CANNOT BE ASSESSED UNTIL LONG-TLRM
CLINICAL TRIALS HAVE BEEN COMPLETED. .

INDICATIONS: THIS IS NOT AN INNOGUOUS DRUG Stmct attention :
should be paid to the indications and contraindications. Indicated for treatment
of hypercholesterolemia in euthyroid patients with no known evidence of organic
heart disease. Also indicated for treatment of hypothyroidism in patients with
cardiac disease who cannot tolerate other types of .thyroid medication. . ;

CONTRAINDICATIONS: 1) Known organic heart disease, INCLUDING
ANGINA PECTORIS; HISTORY OF MYOCARDINAL INFARCTION; CAR-
DIAC ARRHYTHMIA OR TACHYCARDIA, EITHER ACTIVE OR.IN PATI-
ENTS WITH DEMONSTRATED PROPENSITY FOR ARRHYTHMIAS;
rheumatie heart disease; HISTORY OF CONGESTIVE HEARZT FAILURE;
AND DECOMPENSATED OR BORDERLINE COMPEN SATED CARDIAO
STATUS. 2) Hypertensive states (OTHER THAN MILD, LABILE SYSTOLIC
HYPERTENSION). 3) Advanced liver or kldney ohsease 4) Pregnacy 5) Nurs-
ing mothers. 6) History of iodism.

- A relative contraindication is- impalred hver or kldney functwn WHEN
EITHER OR BOTH ARE PRESENT, THE ADVANTAGES OF SODIUM
DEXTROTHYROXINE THERAPY MUST BE: WEIGHDD AGAINST THE
POSSIBILITY OF DELETERIOUS RESULTS.

WARNINGS : Because: the effects of . anticoagulants may be, potentiated RE-

‘ DUOE DOSAGE OF ANTICOAGLANTS ‘BY. ONE-THIRD ON INI’I‘IATION,'
. OF THERAPY and readjust as necessary ON.THE BASIS OF WEEKLY TESTS
OF PROTHROMBIN TIME. Concentration of Factors VII, VIII, IX, and plate-
let activity SHOULD. ALSO BE MONITORDD -since these factors Inay be de-

creased. CONSIDER WITHDRAWAL OF CHOLOXIN (SODIUM DEXTRO- ‘

THYROXINE) 2 WEEKS BEFORE SURGERY IF USE OF ANTICOAGUL-
ANTS IS CONTEMPLATED.

Careful consideration of dosage schedule in hypothvrmd patients WITH CAR-
DIAC DISEASE is required, and the drug should be withdrawn or dosage re-
duced if AGGRAVATION OF ANGINA, INCREASED: MYOCARDIAL IS-
CHEMIA, CARDIAL FAILURE, OR OLINICALLY SIGNIFICANT ARRHYTH-
MIA develops HYPOTHYROID PATIENTS ARE MORE SENSITIVE
THAN EUTHYROID PATIENTS, ESPECIALLY IF TREATED CONCOMIT-
ANTLY WITH OTHER THYROID PREPARATIONS; SPECIAL/ CONSIDDRA- o
TION TO THE DOSAGE OF THE LATTER MUST BE GIVEN, :

Thyroid preparations may enhance the effects of epinephrine injections, pre-
disposing to arrhythmias OR. CORONARY: INSUFFICIENCY. DRUG WITH-
DRAWAL OR CAREFUL OBSERVATION OF PATIENTS RECRIVING SUCH
INJECTIONS IS RECOMMENDED, ESPECIALLY BEFORE ELECTIVE
SURGERY.

In diabetic patients, 1increased blood sugar levels may be observed, requiring
upward adjustment of antidiabetic drug dosage, and SUBSEQUENT REAJ UST-'
MENT IF DEXTROTHYROXINE IS LATER WITHDRAWN.,

USE-IN WOMEN OF CHILDBEARING AGE: In women exercising birth c0n~
trol procedures, the drug should only be administered AFTER WEIGHING POS-.
'SIBLE RISK TO THE FETUS AGAINST POSSIBLE BENEFITS TO THE
MOTHER. TERATOGENIC STUDIES IN.TWO ANIMAL SPEGIES ‘HAVE
BEEN NEGATIVE. :

PRECAUTIONS: UNUSUALLY HIGH PBI VALUES ARE OOMMON IN‘
TREATED PATIENTS AND ARE NOT EVIDENCE OF HYPERMETABOLISM.
IN CHILDREN, USE ONLY. WHEN A SIGNII"ICA.NT OHOLESTEROL LOW-



