A. INGREDIENT NAME:

-~

RAZINE SULFATE

B. Chemical Name:

Hydnmmum Suifate, Hydrazonium Suifate

C. Common Name:

D. Chemical grade or description of the strength, quality, and purity of

the ingredient:
(Specifications) (Results)
Assay: 99.0% min. 99.3%

E. Information about how the ingredient is suppliéd:

White Crystalline Powder

F. Information about recognition of the substance in foreign
pharmacopeias: *

USP 23, Indian Pharmacopeia 3™ Ed.

G. Bibliography of available safety and efficacy data including peer
reviewed medical literature:

Gold, J. Use of Hydrazine Sulfate in terminal and Preterminal Cancer patients: results of
investigational new drug (IND) study in 34 valuable patients. Oncology. 1975; 32(1): 1-
10

Chiebowski, R. T., Bulcavage, L., and Grosvenor, M. Hydrazine Sulfate in Cancer
patients with weight loss. A placebo-controlled clinical experience. Cancer. 1987; 59(3):
" 406-410.

Bairam, A. Theophylline versus caffeine: comparative effects in treatment of 1dxopathxc
apnea m the preterm infant. J. Pediatr.1987; 110:636.
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Exscubcrg,M.G and Kang, N. Stability of citrated caffeine solutions for injectable and

external use. Am. J. Hosp. Pharm. 198441 :2405.

H. Information about dosage forms used: |

{

L. Information about strength:
60mg, 3 times/d

J. Information about route of administration:
Orally

K. Stability data:

Melts at about 254°
Oxidizing Agents
Bases

L. Formulations:

M. Miscéllaneous Information:

aaf

Page -2-

*






[GM-client?1653+detail+4 at 130.1+.32.42 Lage ¢ ous o

National Librarv of Medicine: IGM Full Record Screen

rd Ooth Log off
ﬂ Bgoc::nents :.' Yea:sr fc. IGI?l
v Next ] Retu Re < Previous
l R::ord l@ g:'smeasrth,. t:ue?ultsltsoms:non h _~
L
TITLE: Use of hydrazine sulfate in terminal and preterminal cancer

patients: results of investigational new drug (IND) studv in 84
evaluable patients. T

AUTHOR: - GoldJ

'SOURCE: Oncology 1975:32(1):1-10

NLM CIT.ID: 76101548

ABSTRACT: In aseries of 84 various evaluable disseminated cancer patients
treated with hydrazine sulfate as a result of a |
pharmaceutical-sponsored investigational new drug (IND)
study, it was found that 59/84 or 70% of the cases improved
subjectively and 14/84 or 17% improved objectively. Subjective
responses included increased appetite with either weight gain or
cessation of weight loss, increase in strength and improved
performance status and decrease in pain. Objective responses
included measurable tumor regression, disappearance f or
decrease in neoplastic-associated disorders and long-term (over
1 year) 'stabilized condition'. Of the overall 59 subjective
improvements 25 (42%) had no concurrent or prior (within 3
months) anticancer therapy of apy type. Of the 14 objective
improvements 7 (50%) had no concurrent or prior anticancer
therapy. Of the remaining cases in which there was either
concurrent or prior anticancer therapy, improvements occurred
only after the addition of hydrazine sulfate to the treatment
regimen. Duration of improvement was variable, from
temporary to long-term and continuing. Side effects were mild,
comprising for the most part low incidences of extremity
paresthesias, nausea, pruritis and drowsiness; there was no
indication of bone marrow depression.
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TITLE: Hydrazine sulfate in cancer patients with weight loss. A placebo-controlled
clinical experience. _

AUTHOR: Chlebowski RT; Bulcavage L; Grosvenor M: Tsunokai R; Block JB; Heber
D; Scrooc M: Chiebowski JS; Chi J: Oktay E; et al

SOURCE: Cancer 1987 Feb 1;59(3):406-10

NLMCIT.ID: 87077829
ABSTRACT: Hydrazine sulfate was evaluated using 24-hour dietary recalls and body

weight determinations before and after 30 days of either placebo or
hydrazine (60 mg, 3 times/d) oral administration in 101 heavily pretreated

- cancer patients with weight loss. After 1 month, 83% of hydrazine and only
53% of placebo patients completing repeat evaluation maintained or
increased their weight (P less than 0.05). In addition, appetite improvement
was more frequent in the hydrazine group (63% versus 25%, P less than
0.05). Although caloric intake was only slightly greater in hydrazine-treated
patients, an increased caloric intake was more commonly associated with
weight gain in patients receiving hydrazine compared with those receiving
placebo (81% versus 33%, respectively). Hydrazine toxicity was mild, with
71% of patients reporting no toxic effects. Hydrazine sulfate circulatory
levels were obtained from a subset of 14 patients who completed 30 days of
treatment, with a single sample obtained in the morning at least 9 hours
after the last dose. Mean maintenance hydrazine sulfate levels, determined
using a spectrofluorometric assay, ranged from 0 to 82 ng/ml (mean 45 +/-
16 ng/ml). These data, which demonstrate an association between 1 month
of hydrazine sulfate administration and body weight maintenance in
patients with cancer, suggest future clinical trials of hydrazine sulfate are
indicated to definitively assess its long-term impact on important clinical
outcome parameters in defined cancer populations.
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HYDRAZINE

Human Toxicities:

Acute effects:

A safe level of hydrazine has been calculated as 0.2 mcg/kg .
Cases of oral ingestion of 1 mouthful to a cupful resulted in
vomiting, loss of consciousness, ataxia, inability to write if
conscious, sporadic violence, elevated liver function tests,
paresthesias and limb weakness.

Topical contact has produced eye, skin, and lung irritation, rhinitis,
sensitization, facial edema and hydrazine is potentially corrosive.

Multiple systemic exposures have caused anorexia, emesis,
thrombocytopenia, liver and kidney damage, hemolysis,
methemoglobinemia, G.I. damage, CNS stimulation, convulsions
and coma. It is well absorbed by all routes of exposure.

IARC considers hydrazine to be a Group 2B carcinogen thus as a
potential carcinogen to humans. '

Animal Toxicities:

When given orally to rats, mice and hamsters, it is carcinogenic
and produces tumors in the lung and liver primarily and benign and
malignant nasal tumors by inhalation (rat). It also produces
myocarditis and hypotension (direct and indirect effect). Itis a
mutagen in the Ames’ test, Drosophila, sister chromatid exchange
and produces malignant transformation on Syrian hamster embryo
(SHE) cells. No data appears available for reproductive toxicities.
An IND was rescinded in 1991. The chemical was being tested for
treating cachexia in cancer patients.
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