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AMADRCLE-50 Tablets is Indkcated In the treatmant of
aremias caused by dafidant red cell production. Acquired
aplastic anemia, conganttal splastic anamia, myelofibrosis and
the hypoplastic anamizs due to the administration of

el otoxde dl'uPi cftan respond. ANACROLES] Tablats
should rot replace cther supportiva maasuras such as
transfusion, comection of Iron, folic ackd, vitamin Bqz or
pyridodne Ch‘nclﬂﬁq' artibactarial tharapy and the
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Carciroma of the prestate or breast In mak patients.

2 Carciroma of tha braast In famales with Eypm::lcnrnla;
androganic anabolic starcids may stimdata osteciytic
rascrpticn of bonas.
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4, Mephrosis or the hratic phasa of nephritis.

5. Hyparsansitvity 1o the drug.
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PRECALTIONS
Concurrert dosing of an anabalic staraid and warfarin
result in unex pectedly largs increasss in the INR er
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prethrembin ime (FTL When an anabelic steroid is
prasaibed to a patient being treated with warfarin, dosss of
wiarfarin may need to be doorssed sigrificantly to maintain
the desirable INR lewel ard diminish the risk of potentiall
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Pragnancy:
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Guriatric Use:

Clirkzal studikes of ANADRCLE-50 Tablets did not Indude sufficknt
numbars of subjects aged 45 and over bo detsrming whather ey
differandy Inm'mn ar sbjacts. Crher reporisd dirical
exparine has not ide N raspenzes batwesn the
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MZWEHSE REACTIONS
Hapatic: Cholastatic |[aundica with, raraly, hepatic necrests and
daath. Hapatzcallular macplasms and pelicsls hepatls have
been reported In asso<iation with -tarm ardrogenic
anabalic starcid therapy (soa WARNINGS].
G-Mm:um:rjr Systam:

I Mam:

H'npubmal Fhallic anlargament and Ircreasad frequercy of

F\om.bﬂtal Inhioitizn of testcular function, testicular atrophy
ard cli mila, Impotance, chronic priapism, epididymi-
tis, Bladder irmtability and decrazsa In saminal vaume.

In Women:

Clitaral snlargamert, marstrual irregulanties.

In Both Sexss:

Increzead or dacrazsad libidz.

CNE: Exchation, ineomnia

Gastrointestinal: Maisaa, vomiting, diarhea.

Hamatdogic: Blacding In patients on concemitant anticcagu-
lant therapy, Iren-dafllency anamla.

Lauksmia has besn obzorved In padems wih aplatic awmia
raatad with ooi:.'rrumdme Tha mk, H any, of coymetholors &
unckar becaus malgnani transformation has basn sen In patkent
with blood dyscraskas and leukernia has been mported In patkencs
with aphstc anemia whe have not baen treted whh cxymathclons.
Broart: Gynecomattia
Larynx: Dacpaning of tha velce In women.

Hair: Himutsm and male-pattern baldnass In weman, male-
attam of hair less In pestpubertal males.

gk.in: Acne lespedally In women and prepubertal boysl.

S kalotal: Prematura closra of apiphysas in chiden (see PRE-

CAUTIONS, Pediatric Usal, mustle cramps.

Body ar a Whola Chills,

Fluid and Electrofytos: Ederna, retention of serum alectrelytes

[zodium, cHoride, potassium, phesphata, calcml.

Matabolic! Endocdna: Dacraasad ose tolaranca (see PRE-

CAUTIONS), Increszad sarum lavels of low-dansity lipeproteire

and ck<crazsad levals of Hgh-dersity lipoprotans (sce PRE-

CAUTIOMS, Labaratory Testsl, Incrazsed creatina and crazti-

nine axcretion, Inceasad sarum levels of creatinine phospha.

kinazsa [CPK) Rawerzible changas In Iver furcon tests alse

wocur, reluding Increazed Bromsulphalein (ESP) retention and

Increases In sanam bilrukbin, gmmlc-ou:bclocmc ransamirasa

12GCT], ard alkaling phosp ataze.
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HOW SUPPLIED
AMADROLE-ID [ ctholonel Tablats 15 supplcd in bottls of
100 MCC 2282200355100 or 30 (MEC 005530 white

scorad tablets ambossed with 3055 and ALAVEM. Kagp cut of
raach of chiden Cispense In & tight, bght resistant contsiner.
STORAGE

Srane at controlked room temperatas 20F 1o 25 1o 77°FL
excumlons permitied to 15% 1o 23°C (59" 1o B&*F) [See USF).
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