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MUTAMYCIN°®

(Mitomycin For Injection, USP)

&v'd&lmm;yolhmmmm(i’) 12/87. (For complete prescribing information consult prod-
uct kterature,

M ® shoul under the supervision of a qualified physician experienced
in the use of cancer che: agents. Appropriate of therapy and comphi-
cations is possible e diagnostic and treatment facikities are readily
Bone marrow thrombocytopenia . which may contribute
an already compromised patient, is

10 overwheiming i infections in most common and severe

oimwocdnasokunwn see “WARNINGS™ and "ADVERSE REACTIONS" sections).

Hemolytic Uremic Syndrome )ammﬁmdw consisting primarity

fytic anemia, renal failure has been

reported : M n. The %w&qa&bm«am

systcmmmoy Mutamycin as a si mmomeovmnm other cytotaxic drugs.
mramsm mg of Mutamycin. Blood product transfusion may

m.mmmmmmmsmmmm

INDICATIONS
Mutamycin is not recommended as single-agent, primary therapy. it has been shown to be usetul in
the therapy of di J i the (4 in combinations with

M is not surgery a
Mutamycin is contraindicated in patients who have ahy itive of Y i reaction
to it in the past.

Mutamycin is contraindicated in patients with thrombocytopenia, coagulation disorder, of an increase
in bleeding tendency due to other causes.

WARNINGS
Patients treated with MWMNMWMWW
The use Mma nmm-mmm-mm
bocytope Therefore, the following studies should be obtained repeatedly dunno
eralemmhwwmmem phtom count, white blood cell count, dmmn
homom occurrence of a platelet count below 150.000/mm® or 2 WBC below 4.000/mm?,
ora progressive decline in either is an indication for interruption of therapy.
Patients shouldbudvmd of the potential toxicity ol ms drug. mewbommum Suppres-
sion. Deaths D due to ia due to the drug.
mmmmmamnmummmmmWIm Mutamycin should
not be given to patients with a serum creatinine greater than 1.7 mg pe:
Usage in — Safe use mummnmmmmwmmmmmam Terato-
logical changes have noted in animal studies. The effect of Mutamycin on fertility is unknown

ADVERSE

Bone Marrew Toxicity —This was the most common and most serious toxicity, occurring in 605 of 937

patnms (64.4%). T may occur anytime within 8 weeks after onset
of ther; wmunmnoenmeoum Racmryaﬂevcessatmo!mrwy within 10 weeks.

About of the Y did not recover. Mutamycin produces Cu-

mulative nmlosupmssm
and Mucous ~This has occurred in approximately 4% of patients
treated with Mutamycin. Cellulitis at the i site has been reported and is occasionally severe
Stomatitis and alopecia also occur roouem'y Rashes are vamy reported. The most important der-
matological problem with this oyua hmr isthe g of tissue which
results if the drug is N i mayoocumnhorwnhomanacoom
panying stinging or burni msatmmmnnvm«etswmoblood return when the i
needle is aspirated. There been reports of delayed and/or ulceration occurring either
ator distant from the injection site, weeks to months after mycin, even when no obvious evidence
dmrmsm was observed during administration. Skin grafting has been required in some of the cases.
Renal Texicity— 2% of 1,281 pmnsdcmmedam'yswﬁwnmmcmnm There
to be no lation bety total dose i of therapy and the degree
of renal |mpa|rmem
hkm-‘rms has occurred infrequently but can be severe and may be kife threatening.
gsmu with 3 nonproductive cough and mawc m of puimonary infiltrates be indicative
utamycin-induced pulmonary toxicity. It M should
be discontinued. Steroids have been employod as treatmem of this taxicity, but the therapeutic value
has not been determined. A few cases of ad y distress have been in
patients receiving Mutamycin in combination vnth other chemotherapy and maintained at FI0, concen-
trations greater than 509 perioperatively.
ww Ursmic Syndrome mu:) Tvus serious comptcauon of chemotherapy, w pnnmng)v
I id
and irreversible renal failure (somm cnatmme 216 mwl) has been rcvonod in patients receiving
Systemic Mutamycin. Microangiopathic hemolysis with fragmented red biood cells on peripheral biood
smears has occurred in 98% of patients with the syndrome. Other less frequent complications of the
ynd may include y edema (Gsmj neurologic abnormalities (16%) and hypertension.
E of the has been reported in some patients receiving blood
prooucl transfusions. A high mortality rate (52%) has been associated with this syndrome.
The syndrome may occur at any time during systemic therapy with Mutamycin as a single agent
or in combination with other cytotoxic drugs. Less tmuem)y HUS has aiso been reported in patients
of cy drugs not i 0f 83 patients

studied. 72 devel-
oped the sy at total doses g 60 mg of Mutamy patients
260 mg of M y should be i closely for ined anemia with fragmented cells
on peripheral blood sme; and renal function.
The incidence of the syndrome has not been defined. Therapy for the syndrome is investigational.
Acuts Side Eftects Due o were fever, nausea and 9. They

in about 14% of 1,281 patients.

Other Undesirable Side Effects that have been reported during Mutamycin therapy have been head-
ache, blurring of vision, fatigue, edema, thrombophiebitis, hema-
temesis, diarrhea, and pain  These did not appear 10 be dose related and were not unequivocally drug
reiat They may have been due to the primary or metastatic disease processes.

Mulagzun (rmlo in) for injection.
Each vial contains 5 mg mitomycin.

NOC 0015-3002 20 Each vial contains 20 mg mitomycin
NDC 0015-3059-20 Each wial contains 40 mg mitomycin. US. Patent No. 3660.578
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