099 ylus|

p5 S V9 Y10 STyes o (38l yailunS|

9l atwo

b (3apse o (5,0

s.é,a.o é)|9o

aaled g 05 lax 10 4 QT oy g alie 3)lge o J Bran |l sad oo Lot (ad (5 )lew sl g ls ol

SYsb 2925 JLis 4 o8 Gt ol Sas Sl Gl sl 09 (00 I el GlpFid (S Lol yen el oS gt 33 5l (polS £98 S 10
el 039 s wlgSi o5 Do

9l L8l (g Rl wad b g ey sla Zigie Gg3le (2l Jes Jlid 4 o5 o8 50 09 (o0 I 039 B lp (ST Bleys Dlse 4
il (ood (ol 039 Ba b Al ) 3390 et S g oS pllew 5l (can 5

S pan 2w 3)ylgo

Ol e 5o QLo b g p St b ond alis slogion S
ol e 4 ie G5 50 g oy e

O 3 e sl lss 5o Jleamt s 4wyl

39,8
PO 3. 5105 )0 S pan
Xog 5 150,

3,08 Bras mine 5,18,k oles Ho el il 1 sslil

)o@l by (20 50h alad &y ool g3 5ol olisi )0 (uz (ilr (210 e Sl el onis s lid (Ll 1l yo (glg bS5 R0 50
2s8 s s Wb gsle ln g)ls cpl Sl 4 x5 L

bL.»:‘ 9 ,|..\..'Z..m é}|9.o

A5k s 015 5 6l 399 el e ol 95 5% I el Sl S 8l 5 15 ST o by

el sol3ll oMe l saalie yloj 4o leys adad aidl i Coxd (AT panigus o dio (ol CAlS) s o sl ailis svmlie (gl Wb U3
Bl 5 s 0359 s 59 e 3 ] el i 5,5 (655 o5l sl pie ol ol S 55

b plxl gl 0,90 Ojge 4 Al (guuS o Slas b cus ‘@")‘5)»"! Cools b oS oo o e

e plol iogllae gl a5l Gleebl sl plsseial 51 S5 50l) (0le #50) loy90 g0 ar bl 535S (leyd 0)50 Jsbo yo 0

58 ol sl lom Ao b oilo 53 Lag)ls nl 52970 el s oo HDL (285 5 IDL (al3dl dsly (359,081 Sl slasss o+
el p3Y bl

255 syt (10055 Dy sl WS (0 B rae ST (slaasds il 1YL 50 a5 il ) Cu Spilen 5 sl sen e

3l S s le ) 50 a5 Sl Jaizme ailen Guaoehy 26 4 sl 4l wisdn 0loys ST 5 (55,0l slans il b oS Sl o
S 2lo)bl g oS o Shae jo S Pl bolen b conS nl Giulag ools olas \LLE,,.E;L‘.’AS.AJJA%?% Ik <l jo blE 5 oS 0 95
Vgano 3,15 0 55md 035 s b & aSid JSIS (532355 L 5 Sl oS g8 (55 (bl o8 o) 5 Ypmnn 51 i el e
Sge Sluls cal JolS (285 o 5l el

i (55,50 4 ally 5 et SgS Ysers 1y5055 ol sl (05,081 B s 5150 See )lse 51Se0 (S 605 sle Jsheo o 5e55 sl
Lulys a5 Sles b ¥sone bnjgags ol el cond b ygegs 03y (ol aigte el 5l el Vgams ool 00l ()55 55 00228 5 oy sl gasd 590 Ll
0ol & iy SIS sl ses plo S 5wt Cdle (g 5 Bsel 0l Sl (oSS B shyist b g Sl satiS WS
bl 6 $9)0 SIS s

910 ©MSaF

B s sS85 ey oainls STy (slagls s yly wile STy55 slaskial s

9518 B pan 0920 g yludo

el Spas Sy noa Bib ) gyl

il 4

Olgzewl 80—

055 oo Y 390,580 L o o VD 539 Bl b o (5Sm wlin layd oy oo 550 F 5T il 5 Shon Y 5 Y10 1 Jmms 350
Al cws a5, 50

055 1S5 (60393 5l ds ol San el IS Ygmno i ¥ Y 51 les 055 S5 s0lays Sko

Olyal 353 lays b Billae 599 5085 U1 —

Ozl 350 Glays b Gallas 5901559 Gl

o e

1099 RIBl - es n e 2B - sl o)

55 555 gl 5 4 el S ol 155505 e ) 15,8 23 539 e Sle

RRLKCON I |

Al o0 59y 55k 99 25 (e B Glaselles sl soleriay 590

558 B yas 1 L ol jom ose 9,0 Ojgo 10 Lol oS B ras 108 saeg 28,5 LA 13 g0y 19l G paed

Sl )lee

i 538 S o S sl slinl s b plees Gleys cou ol 10 (575355 oz oo 0 Sl (Sl il (o il ool
i epol (5355 528 ol 53 (Lo 055 (o Ay iy S5 50 S ST 50 @il e (55T (ool 5 g o 05 )3 o s ClS
o et9y oot KOPK) (il S5l o ol Gl 5SS Jas bl (il olid el i 205) s (sl 250
a5 e 5 o o e sla Al 55 1S 59,50 L olyen Sy a5 53,5 (ALT) jLanilisal (VT 5 (AST) jlhadl gl Sl
On9FedlS

Oloye yo

Ly glas b 5 olebs I3l igsl 5l 3

alie sy S0 5 aze sl Byni s otz gl iad (B95T wdn 0 Shos los sk 5l o

obj 5

SS9 ol o JglS 5

S byl

Sealed ()% Cagb 5 55 5 550 5 SRl 4z o Yo ) S sles o

Seled (65l 535S s 3l 43

el gjlwg ls S b S bw ul—ujoul |@
ubel-glys 6 Lug 1> CuS s

¥ @‘ Aburaihan

Pharmaceutical Co.



— &

Oxandrolone

Oxandrolone Tablet; oral; 2.5mg, 10mg

Category:

Androgens

Indications:

» Bone pain: for the relief of the bone pain frequently accompanying osteoporosis

P Protein catabolism: To offset the protein catabolism associated with prolonged administration of corticosteroids.

» Weight gain: Indicated as adjunctive therapy to promote weight gain after weight loss following extensive surgery,
chronic infections, or severe trauma, and in some patients who without definite pathophysiologic reasons fail to gain
or to maintain normal weight.

Contraindications:

e Known or suspected carcinoma of the prostate or the male breast.

® Carcinoma of the breast in females with hypercalcemia

® Pregnancy, because of possible masculinization of the fetus

® Nephrosis, the nephrotic phase of nephritis.

o Hypercalcemia.

Pregnancy&Breastfeeding:

FDA Pregnancy: Category X

Oxandrolone use is considered contraindicated during pregnancy.

Breastfeeding: It is not known whether oxandrolone is excreted in human milk. Because of the potential of serious
adverse reactions in nursing infants from Oxandrolone, a decision should be made whether to discontinue nursing or to
discontinue the drug, taking into account the importance of the drug to the mother.

‘Warnings & Precautions:

- Concurrent dosing of Oxandrolone and warfarin may result in bleeding, so doses of warfarin may need to be decreased .
- Women should be observed for signs of virilization (deepening of the voice and hirsutism and acne). Discontinuation
of drug therapy at the time of evidence of mild virilism is necessary.

- Women with disseminated breast carcinoma should have frequent determination of urine and serum calcium levels during
the course of therapy

- Because of the hepatotoxicity associated with the use of androgens, liver function tests should be obtained periodically.
- Periodic (every 6 months) x - ray examinations of bone age should be made during treatment of children to determine
the rate of bone maturation and the effects of androgen therapy.

- Androgenic anabolic steroids have been reported to increase low-density lipoproteins and decrease high-density
lipoproteins.

Therefore, caution is required when administering these agents to patients with a history of cardiovascular disease.

- Hemoglobin and hematocrit should be checked periodically in patients who are receiving high doses of anabolic
steroids.

Peliosis hepatis: A condition in which liver and sometimes, splenic tissue is replaced with blood-filled cysts, has
occurred in patients receiving androgenic anabolic steroids. These cysts are sometimes present with minimal hepatic
dysfunction and have been associated with liver failure. Often, they are not recognized until life-threatening liver failure
or intra-abdominal hemorrhage develops. Withdrawal of drug usually results in complete disappearance of lesions.
Liver cell tumors: Most often these tumors are benign and androgen-dependent, but fatal malignant tumors have
occurred. Withdrawal of drug often results in regression or cessation of tumor progression. However, hepatic tumors
associated with androgens and anabolic steroids are much more vascular than other hepatic tumors and may be silent
until life-threatening intra-abdominal hemorrhage develops

Drug interaction:

e Anticoagulants and warfarin: Oxandrolone may increase sensitivity to oral anticoagulants. Dosage of the anticoagu-
lant may have to be decreased in order to maintain desired prothrombin time

® Oral hypoglycemic agents: Oxandrolone may inhibit the metabolism of oral hypoglycemic agents.

e Adrenal Steroids or ACTH: In patients with edema, concomitant administration with adrenal cortical steroids or
ACTH may increase the edema.

e Laboratory Test Interactions: Oxandrolone may decrease levels of thyroxine-binding globulin, resulting in decreased
total T4 serum levels.

Dosage and Administrations:

» Adults:

- Bone pain

Usual dosage: 2.5 to 20 mg daily in 2 to 4 divided doses. The desired response may be achieved with as little as 2.5 mg
or as much as 20 mg daily.

Duration of therapy: A course of therapy of 2 to 4 weeks is usually adequate. This may be repeated intermittently as
indicated.

- Protein catabolism:See bone pain for dosing.

- Weight gain: See bone pain for dosing.

» Children

Bone pain - Protein catabolism - Weight gain:

Usual dosage: Total daily dosage of Oxandrolone Tablets is < 0.1 mg /kg. This may be repeated intermittently as
indicated.

» Geriatric Use

Recommended dose for geriatric patients is 5 mg bid.

» Administration:Take each dose without regard to meals, but take with food if stomach upset occurs.

Side /Adverse effects:

Habituation, excitation, insomnia, depression, changes in libido,bleeding in patients on concomitant oral anticoagulant
therapy, gynecomastia, deepening of the voice in females, hirsutism and male pattern baldness in females, Acne,
changes in skin color, premature closure of epiphyses in children, edema, retention of serum electrolytes (sodium
chloride, potassium, phosphate, calcium), decreased glucose tolerance, increased serum levels of creatinine phosphoki-
nase (CPK), serum bilirubin, aspartate aminotransferase (AST, SGOT) and alanine aminotransferase (ALT, SGPT),
cholestatic jaundice with, rarely, hepatic necrosis and death. Masculinization of the fetus and inhibition of gonadotropin
secretion.

In Males:

Prepubertal: Increased frequency or persistence of erections.

Postpubertal: Inhibition of testicular function, testicular atrophy, impotence, chronic priapism, and bladder irritability.
In Females:

Clitoral enlargement, menstrual irregularities

Storage:

Store below 30°C, Protect from light and moisture.

Keep out of reach of children.
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