. [ TESTOSTERONE cvre ]
VIVRONE

250 mo/mi
SOLUTION FOR INJECTION (1.M,)
GONADOTROPIC HORMONE

FORMULATION:

Each mi olly solution for .‘rgeaﬂon, contams;

Testesterone Enantate B,P. serrarinn 200 MQ-

;R?ubucrn "‘E’J..‘!-’};'l"“; visible particul alt llow oily soluti

erile, apy 38r, no visible pai ate malter pale yellow aily solu on,

cumgm%; Androst-4-en-3-one, 17-[(1-oxoheptyl) oxy],(171%,)

AGTION’AND-FH&MQBK!NETIGS: - o : =

Mechanism of action: In normal men,stimulates ribonucleic acid (RNA) Polymerase
. activity and specific RNA synthesis resulting in an increase in protein productior. In.

moslt targel fissues, androgens are converted to 5 'a';pha_- dihydrotastosterone which |
' Suppresses g adom'min—ra!sashg hormone,LH and FSH through a negative feedback
machanism involving the hypothalamus and anteror pituitary. T
Testosterone stimulates production of red blood cells by enhaneing production
'ary_thl‘upoleﬁc.aﬂmulﬂﬂng_ factors. 17

Metabolism and Excretion: Metabalism (s hepatic and elimination is generally renal.
INDICATIONS: Sl . fotbont sl 4 b il
Used as replacement Ihﬂ_ri_!_iav In male hypogonadal disorders caused by slther
| pitultary or testicular disorders or In hypogonadism follawing archidectomy.
;D” 'isf chole';s: it pl Includi 1} Ine h
sliosis hepatis and hepatic neoplasms Including hepatocelluar carg| nama have
he_gn;gssocgged with lbn?;_l_errn.hi_gﬁ dase androgen therapy. These adverse reactions
can be [ife-threatening or fatal. e I
In males, oligospermia with possible infertility may oceur during high-dose fh'srury
with androgens because of possibie suppression of spermalogenesis.
The side effects of testosterona enantate (and cylpicnata)_.{:annnl be quickly reversad
by dr-}é;nbntin_uing medication because of the long durations of -action of these

me ns, Al sry
Difficult or frequent urination mﬂ&mr I geriatric male patients and may be & sign
of enlarged prostate or cancer of the prostats. 1
'hen androgens are used in children,premature aftip_hy_r_asal closure may accur in
males and females or precouious seéxwal deve apment ma¥ oceur in males.
When androgens are used in women, specially in high doses(usually’) more than 200
-300 mg of testoslerone per month. and even smaller doses In some women),
virllization- may occur, most but not-all of these effects are reversible (f medication
Is stopped as soon as changes are noliced. Somg,&ﬁqctssych; as deepening of voice
may not be reversible. Infection,redness,pain or other irritation al site of Injection,
Frequent or continuing ergetion frequent urge to urinate, sweliing of breasts or breast
‘soreness in males suppression of clotting aclors retenation of water and elecrolytes
and increased cholesterol of serum are reported, ] .
PRECAUTIONS: . : s gl g
Determination of hemoglobin,hematocrit, serum alkaline phosphatase, caleium and
chaiesterol is recommended duﬂn? mararpy. I " [
Woman should be checked for si gna of virllization,drug must be discontinued when
mild virillzation, becomes avident, F o A
REPORTING OF SUSPECTED ADVERSE REACTIONS: y -
To allow continued manitoring of the benefitirsk balance of the medicinal prodici, reporting
of suspected adverse reactions is nemaa?r bl j o g
. Healthcare professionals are encouraged to report any suspected adverse reaction/s
\ directly to the im), orter/distributor and/or tc FOA: www:m_a.gmréﬁh.
atieims are advised to seek Immediate medical attention at the first sign/s of adverse
actions, | i F



Hepatocsiiuar carcinoma and hepatic neoplasms has been associated with long-
term,high-dose androgen therapy.Hepatic function delerminations recommendead -
at regular Intervals during therapy. ] it |
Use of androgens by athletes is not recommended- objective evidence is conflicting
and inconclusive as to whether these medications nificantly Increase athistic
performance By increasing muscle strength, Weight gains reporied b athletes are
due in part to fluld retention,which Isa #ﬂn_tenﬁgily zardous side effecis of and gen
therapy.The risk of other unwanted & cts such a’s-s_%enﬂa:oganas'is suppression
and testicular ﬂmlph¥ in males,peliosis hepatis or other ha_patatoxininf menstrual
disturbances and feriilization, and hepatic, cancer, outweight any possible bensfit
received from androgens. . . iRl
Androgens may cause masculinization of the external genitalia of female fetus.
therefore androgens are not recommended d ring pregnancy, specially in the first
rimester, It Is not known whether androgens are excreted in breast milk,
Androgens may cause increased risk of prostatic hypertrophy or prostatic cancer in

eri male patients. - || ; *

isk-benefit should be considerad in these casas: J ) y
Pediatrics cardiac failure server cardia-renal disease, coronary artery disease,hepatic
function impairment, renaf function impaiment, diabetes mellitus; edema, hypercaicamia,
nephrosis or nephritis, prostatic hypertrophy.
DRUG INTERACTIONS: ) e i )
Adrenocorticoids (espacially mineral_oco’rﬁcalds).cortlaptrpp_ln,sodi_urn_—'cqntaln(_hg
medications of foods,anticoagulants, antidiabetic agents, cyclosporing and somatropin.
CONTRAINDICATIONS: " ‘
Androgens should not be used In breast cancer in males and prostate cancer,
DOSAGE AND ADMINISTRATIONS: i ’ i

‘dosage used in delayed puberty gsnsraig Is in the lower range of the usual adult

dose for androgen reﬂ;acamqnt therapy and s Ei\qen for & limited duration,usually
4 to 6 months, after this period of lime, the madicatian should be discontinued for
one to three months and X-Ray taken to determine sffect on bone %rowth or maturation,
To determine whether thara will be an objective responsa to an ineoplastic therapy,
treatment should be continued for at least 3 manths.
gfritigi:m is-a sign of excessive dosage and an Indication for temporary withdrawal
In tb'e'_-ges of metastatic breast cancer in women, a short-acting androgen is
grafarrad' .espacially during the early 3 ‘stages of ann‘r‘n‘qen- therapy.

he lhtmmmnulnr'lnjnetton_- should be administered deeply into gluteal musgle.
"Do not administer V" . i1 ;
It is usually dprql’ergble_ to begin treatment with full therapeutic dosas and to adjust
later to individual requirements, o e [
Usual adult dose: androgen replacement therapy: 50 lo 400 mg every two to four
waeks. r

Antineoplastic: 200 to 400 mg every two to four weeks. J i :
Antianemic: 400 mg -a_ngsy for one week.then 400 mg one or lwo times
a waek.The maintenance dose |s 200 td 40 mg avery 4 week,

Usual pediatric dose: Delayed puberty in males 50 to 200 mg every two to four weeks

for a fimited duration.usually four 1o six months. Siiteeetd | wlth J 1

CAUTION: Foads,Di Devices, & Cosmelics Act prohibits dispensing wi 10Ut prescription.
_ KEEP OUT OF REAEH OF CHILDREN. RECTRIR QEpanEg p 4

STORAGE: Store at temperatures not exceeding 30°C,

AVAILABILITY: ;

1-mlL clear glass ampoule (Box of 3's)
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