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Cadex 1 mg, tablets
Cadex 2 mg, caplets
Cadex 4 mg, caplets
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Each tablet/caplet contains doxazosin (as mesylate) 1mg, 2mg or 4mg respectively.
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Antihypertensive agent.
For the treatment of benign prostatic hypertrophy.
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4.4 Special warnings and precautions for use

Priapism:

Prolonged erections and priapism have been reported with alpha-1 blockers including
doxazosin in post marketing experience. If priapism is not treated immediately, it could

result in penile tissue damage and permanent loss of potency, therefore the patient should
seek immediate medical assistance.

Screening for Prostate Cancer:

Carcinoma of the prostate causes many of the symptoms associated with BPH and two
disorders can co-exist. Carcinoma of the prostate should therefore be ruled out prior to
commencing therapy with doxazosin for treatment of BPH symptoms.

4.5 Interaction with other medicinal products and other forms of interaction

In vitro studies suggest that doxazosin is a substrate of cytochrome P450 3A4 (CYP 3A4).
Caution should be exercised when concomitantly administering doxazosin with a strong
CYP 3A4 inhibitor, such as clarithromycin, indinavir, itraconazole, ketoconazole,
nefazodone, nelfinavir, ritonavir, saquinavir, telithromycin, or voriconazole (see section 5.2).

5.2 Pharmacokinetic properties
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Biotransformation/Elimination:

Doxazosin is extensively metabolized in the liver. In vitro studies suggest that the primary
pathway for elimination is via CYP 3A4; however, CYP 2D6 and CYP 2C9 metabolic
pathways are also involved for elimination, but to a lesser extent.

5.3 Preclinical safety data

Studies in lactating rats given a single oral dose of radioactive doxazosin indicate that
doxazosin accumulates in rat milk with a maximum of concentration about 20 times greater
than the maternal plasma concentration.

D'INI0N) 'NIN'VAN YT'NA NINNA DTIANA DDTYA [70%7 .2020 yan IRna DTIY PXY J1i'7vn
(DTN

N9INNA YIn'wn 1194 .2

N91NNA YIN'YY? NIYAID NITRIM NNATX

[UI0 [1AD D'INK DYAXN 717W7 NN 7V NIEZTA Y¥A' 17U XONNY PN ,0f7Ti7a 719'0N N7NNN 197 e
NIMNYN ¥ 2'OwW N N7 TN D 0T DR'ONY DNA7 717vn ,NnimIvn
T XON7 D97 W' 0T NMpna L TIKA NN 07 WNONNT NI717Y DIAXIDIENDYANND NI9PT e

NI'MSINN |'2 NIAIAN
DwANn X77 NISINN 7710 NNNX NIDSNN NNPEY WYY DNK DX IR ,MINNKRY? NNE'? DX ,Nj717 NN DX
.NPNY% IX X917 > 7y 190 ,MITN 'D0INI

,UIN'YN 197 NN IX X9NN DX 78Y .0 Ti? DY NIMONN |2 NIARN N7 D717y nisnnnn 77n%
0P TR 7w NYOUNN DX NNYYT NI7I7Y [NY NI'N,NIKAN DISNNNN NI IR NNXR NRI7 NNX DX

SATARI0P ATUZIONR 'Y MINNMY7 (12D DY'N0D IX DYPT'N D'NIN'TA 719'07 NIDSNN e
LI, rYminnto

21110 710N 011971 XTI (1D HIV-2 719'07 nisnne e

JIND'TA 719'07 NONN L |ITITOY @



