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Tamsulosin HCI

COMPOSITION

Each modified-release capsule contains:
Active ingredient:

Tamsulosin hydrochloride... 0.4mg

(as modified release pellets)

Inactive ingredient:

Empty gelatin capsule size # 2

CLINICAL PHARMACOLOGY

Mechanism of action

Tamsulosin HCI binds selectively and competitively to postsynaptic o,-adrenoceptors, in
particular to subtypes alpha A; and alpha D,. It brings about relaxation of prostatic and
urethral smooth muscle resulting in an increase in urinary flow rate and a reduction in
symptoms of benign prostatic hyperplasia (BPH). It also improves the irritative symptoms
in which bladder instability plays an important role.

PHARMACOKINETICS

Absorption

Absorption of Tamsulosin HCl is essentially complete (>90%) following oral administration
under fasting conditions. The time to maximum concentration (Tmax) is reached by four to
five hours under fasting conditions and by six to seven hours when Tamsulosin HCI
capsules are administered with food. Taking Tamsulosin HCI capsules under fasted
conditions results in a 30% increase in bioavailability (AUC) and 40% to 70% increase in
peak concentrations (Cmax) compared to fed conditions.

Distribution

Tamsulosin HCl is extensively bound to human plasma proteins (94% to 99%), primarily
alpha-1 acid glycoprotein (AAG), with linear binding over a wide concentration range.
There is minimal distribution to the brain, spinal cord and testes.

Metabolism

Tamsulosin HCI has a low first pass effect, being metabolized slowly. Tamsulosin HCI is
extensively metabolized by cytochrome P450 enzymes in the liver. Most Tamsulosin HCI
is present in the plasma in the form of unchanged medicine.

Excretion

Tamsulosin HCI and its metabolites are mainly excreted in the urine with less than 10%
of a dose being presentin the form of unchanged medicine. After a single dose of Tamsulosin
HCl in the fed state and in the steady state in patients, elimination half-lives of about 10
and 13 hours respectively have been measured.

THERAPEUTIC INDICATIONS
XALGETZ (Tamsulosin HCI) capsules are indicated for the treatment of the signs and
symptoms of benign prostatic hyperplasia (BPH).

DOSAGE AND ADMINISTRATION

XALGETZ (Tamsulosin HCI) capsules 0.4mg once daily is recommended as the dose for
the treatment of the signs and symptoms of BPH. It should be administered approximately
one-half hour following the same meal each day.

For those patients who fail to respond to the 0.4mg dose after two to four weeks of dosing,
the dose of XALGETZ (Tamsulosin HCI) capsules can be increased to 0.8mg once daily.
If XALGETZ (Tamsulosin HCI) capsules administration is discontinued or interrupted for
several days at either the 0.4mg or 0.8mg dose, therapy should be started again with the
0.4mg once daily dose.

ADVERSE REACTIONS

The following adverse reactions have been reported during the use of Tamsulosin HCI:
Body as whole: Headache, infection, asthenia, back pain, chest pain.

Nervous System: Dizziness, somnolence, insomnia, decreased libido.

Respiratory System: Rhinitis, pharyngitis, increased cough, sinusitis.

Digestive System: Diarhea, nausea, tooth disorder.

Urinogenital System: Abnormal ejaculation.

Special Senses: Blurred vision.

Inform doctors with side effects when using medicine

CONTRAINDICATIONS

Tamsulosin HCl is contraindicated in patients:

- With known hypersensitivity to Tamsulosin HCI or any component of the product.
—  With a history of orthostatic hypotension.

—  Taking other alpha-adrenergic blocking agents.

—  With severe hepatic insufficiency.

Tamsulosin HCl is not indicated for use in:

- Women.

—  The pediatric population.

PRECAUTIONS

— As with other alpha1-blockers, reduction in blood pressure can occur in individual cases
during treatment with Tamsulosin HCI, as a result of which, very rarely, syncope can
occur. At the first signs of orthostatic hypotension (dizziness, weakness), the patient
should sit or lie down until the symptoms have disappeared.

— Before therapy with Tamsulosin HCl is initiated, the patient should be examined in
order to excdude the presence of other conditions which can cause the same symptoms
as benign prostatic hyperplasia. Digital rectal examination and, when necessary,
determination of prostate specific antigen (PSA) should be performed before treatment
and at regular intervals afterwards.

— Patients with end stage renal disease (creatinine clearance <10mL/min/1 .73m2) should
be approached with caution as these patients have not been studied.

— Patients should be advised about the possibility of priapism as a result of treatment
with Tamsulosin HCI and other similar medications. Patients should be informed that
this reaction is extremely rare, but if not brought to immediate medical attention, can
lead to permanent erectile dysfunction (impotence).

— Intra-operative Floppy Iris Syndrome (IFIS) has been observed during cataract surgery
in some patients taking or who have previously been treated with alpha1 adrenoceptor
antagonists.

DRUG INTERACTIONS
The pharmacokinetic interaction between cimetidine and Tamsulosin HCI was investigated.
The results indicate significant changes in Tamsulosin HCI clearance (26% decrease) and

AUC (44% increase). Therefore, Tamsulosin HCI capsules should be used with caution
in combination with cimetidine, particularly at doses higher than 0.4mg.
Caution should be exercised with concomitant administration of warfarin and Tamsulosin
HCI.

Tamsulosin HCI should be used with caution in combination with moderate or strong
inhibitors of CYP2D6 (e.g., fluoxetine) or CYP3A4 (e.g., ketoconazole), particularly at
doses higher than 0.4mg.

OVERDOSAGE

Acute overdose with 5mg Tamsulosin HCI has been reported. Acute hypotension (systolic
blood pressure 70mmHg), vomiting and diarrhoea were observed, which were treated with
fluid replacement and the patient could be discharged the same day.
If acute hypotension occurs after overdosage, cardiovascular support should be given and
maintained. Blood pressure can be restored and heart rate brought back to normal by lying
the patient down. If this is insufficient then volume expanders and, when necessary,
vasopressors could be administered. Renal function should be monitored and general
supportive measures applied. Dialysis is unlikely to be of help as Tamsulosin HCl is very
highly bound to plasma proteins.

Measures to impede absorption, such as emesis, can be taken. When large quantities of
Tamsulosin HCI are involved, gastric lavage can be applied and activated charcoal and
an osmotic laxative, such as sodium sulphate, can be administered.

STORAGE CONDITIONS

Store below 30°C. Protect from sunlight and moisture.
SHELF-LIFE:

3 years since the manufacturing date.

HOW SUPPLIED:

10 capsules / blister, 1 blisters / box.
SPECIFICATION: Manufacturer.

WARNING

Read carefully the leaflet before use.

For further information, please contact your doctor.
This drug is dispensed on prescription only.

Keep out of reach of children.

Manufactured by:

(pvT)LIMITED | KILA, Karachi,

www.getzpharma.com | Pakistan VN-200007667
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Vién nang Xalgetz
R Muickewa  Tamsulosin HC1

0,4mg

THANHPHAN

M&ivién nang phong thich ¢6 didu chinh chia:

Hoat chét:

Tamsulosin hydrochloride 0,4mg
(vi hat phong thich ¢6 didu chinh)

Td dirpe:

Vién nang gelatin rong kich thuge # 2

COCHET ACDONG

Tamsulosin gin kit chon loe trén thy thé 1 ¢ tuyén tidn 1t ciia ngudi, dac
bigt&alphal AvaalphalD.

Cae thy the ndy duge cho 1 tham dy vao co thit eo tron clia wyén tién lige
va bang quang, kéLqua 1 ing lm. 46 chay cha nude idu va giam bot hoi
chimg tang san lanh tinh & tuy n tién Ligt. N6 ciing cai thi¢n hdi ching
kich thich & bang quang khong dn dinh .

DUGCDONG HOC

Ha’p thu

Tamsulosin HCl duge hép thu gin nhw hoan todn qua dudng tiéuhoa (>
90%) khi bung doi. Nong dd dinh ( Tmax) dat duoe khoang 4 dén 5 gidrkhi
byung d6i va 6 dén 7 gidr khi udng thude ving véi thie in . Ding thuou. khi
bung ddi kéL qua tng 30% sinh kha dung (AUC) va tang 40% dén 70%
néng 16 dinh {Cmax) so v&i khino.

Phin b

Tamsulosin HCI gin két manh véi protein huyét twong (94% dén 99%),
chit yéu véi alpha-1 acid glycoprotein (AAG), véi khoing bién thign

1Ong. Mt lugng nho phan bo vao ndo, ddy cdt sdng vatinh hoan,

At chuyén hoa bai tiét chi yéu qua nuée téu, it hon 10% lidu
dign dudi dang khong d6i. Sau khi ding lidu don thude véi
bung no va bénh nhan & trong tinh trang dn dinh, thi gian ban hiry khodng
10.den 13 gids.

CHIDINH

Vién nang Xalgetz{ Tamsulosin HCI) duge chi dinh a8 didutei ddu higuva
héi ching tang san lanh tinh & wyen tiénligt (BPH).

LIEU LU()N(,V A CACHDUNG

Déu hiéu vi hoi chimg ting sén lnh tinh & tuyén tidn ligt ding | vién nang
XALGETZ {Tamsulosin HCI) 0,4mg mdi ngdy. Nén ding khoing nita
218 sau bita an, vio cimg thoi diém trong ngdy.

Poi voi nhung beénh nhén khdng ddp ung voi lidu did tri 0,4mg trong
vong ir2-4 uan, cb thé tang 1én 0,8mg Tamsulosin HCL mdi ngdy.

Néu ngung hayglan doan dl«,u trivai nuayﬂllm() 4 hodc 0,8mg, khi ding
lai phdl bt ddu véi o, ,4myg mdi ngly.

TACDUNG PHU

Nhitng tde dung phu sau ddy da duoe bdo cdo trong khi ding Tamsulosin
HCI

Toan thin: Dau dAu, nhu:m fring, suy nhuwoc, dau lung, daungye.

Hé thiin kinh: Hoa mét, budn ngi, matngd, gidm ham mudn tinh duc.
Hého hdp: Viem miii, viém hiu hong, ho nhidu, viém xoang

Hétiduhoa: Tiduchdy, budnndn, bénh ring migng,

H2 tiétnidu: bAt thudng oong xudt tinh.

Gide quan: Mo mat.

Thong bio cho bic sinhiing tde dung phu khi dimg thudc.

CHONG CHIDINH

Tamsulosin HC1 dum. chéng chi dinh & nhitng banh nhén sau:

- Bénh nhan qua man cam véi Tamsulosin HCI hoe bét cir thanh phan nio

clia thude.

snh nhdn co tidn sitha huydtdpthé dang.

- Bénhnhén dang dimg thude e ché alpha-adrenergic khic.

- Bénhnhan bi suy gan ning

Tamsulosin HC1 khéng duge chi dinh:

- Phyunir

- Tréem

THANTRONG

Nhu nhitng thuée e ché alphal khac, giam huye[ 4p c6 thé xdy ra trong
khi didu tri Tamsulosin HCI & mdt s bénh nhén, rit higm khixdy ra ndat
Nhiing diu hiéu ban (Lm cua ha huve p thé dimg (hoa mat yeu), bénh
nhin nén noul hodc ndm xuoncden khitriguchung bién mét.

Truée khi bit diu lidu phép Tamsulosin HCL, bénh nhan nén kidm tra 48
logi trit sy hign dign nhiing diu higu khde co the gy cang trigu chiing ting
Anh tinh & tuyén tidn lige. Kidm wa trwe ring bang ky thudt va khi cin
thide, xde djnh khang nguyén dc hisu tuyén tidn ligt (PSA) nén duge kiém
tra hudekhi didu o va dinh k¥ saundy.

Chura ¢6 bio cdo vé vige sit dung thude cho bénh nhan bj bénh than giai
doan cudi{ 46 thanh thai ereatinine <10mL/phat/I,73m’),

Bénh nhdn nén duge hoi v& kha ning cuong dau dwong vat khi didu tri
Tamsulosin va nhiing thuop twong tu khic. Bénh nhan nén duoc thong
béo vé tdc dung phu ndy hiém Khi xdy ra, nhung néu khéng ding thube
ngay lap tic co thé dan dén bat Tue.

Hoi ching méng mat nhe trong van dung> (IFTS) da duoe quan sit trong
phiu thudt binh dye thity tinh thu & vai bénh nhin dang didu trj hode trede
dayduu tri véi thu the alphal adrenoceptor.

SUDUNG THUOC KHTLATXEVAV. ANH. ANHM AY]\IOC
Bénh nhan khi diéu trj véi Tamsulosi 1 cin duge thong bio vé mét sé
tridu chitng 1ién quan dén ha huyét p thé ding nhe choéng ving va nén
thin trong khi [di xe hay vin hanh may mée.

TUOGNG TACTHUOC

Co s tuong tae duge ddng hoe gitta Cimetidine va Tamsulosin HCT . Kéc
qué cho thiy thay ddi dang k& h¢ thanh thai Tamsulosin HCI { giam 26%)
va AUC { tang 44%). Vi thé, nén si dung thin trong khi két hop
Tamsulosin HCIvgi Cimetidine, d liducao hon 0, 4mg.

Than trong khi diing ddng thai wartarin va tamsulosin HCIL

Tdmhulogm HCI nén st dyng than trong khi kit hop voi thude e ché
CYP2D6 manh hodc nhe (nhu tluoxeting) hoic CYP3A4 (nhu
ketoconazole), dic bigt & lidu cao hon 0,4mg.

QUA LIEU

Qud lidu uap tinh Tamsulosin HCI 5myg di dwoe bdo cdo. Ha buyét 4 ap Lap
tinh  huyét ap tam thu 70mmHg), nén v tiéu chay di duoe quan
th&, chidinh tmym dich vabinh nhan nén duge loai bo thude cuing ngay.
Néu xayraha huye[ ap eap tinh saukhi qui liéu didu tri landng d5heé tim
mach, phuc hdi huyét 4p, didu hoa nhip tim bing cich gitt b¢nh nhén & tw
thé ngia. Néu phuong phép ndy khéng hitu qua, o thé chi dinh trayén
dich, thude diing co mach néu cin va theo dbi chiit che chire ndng thin.
Khdng nén thim tich vi 1Tamsulosin g #Ankét cao véi protein huyct twong.
Phuong phéip dé ngan cin sy hap thu, nhur gdy non. Khi qud lidu mt hegng
16n tamsulosin HCL, thi ¢ the 1ia da diy hodc dung than hoat tinh va
nhudn trdng thdm thdu nhu Natri sulphate.

B A() QUAN Béo quin dudi 30°C. Tranh dnh sang vatrinh & am.

TIEU CHU AN: Nh. a

HAN DUNG 3ndm ke tir ngdy san xuét

DONG GOl 10 viénnang/vi, 1 vi/hdp

- Déxatimiaytré em.

- Dockjhwéng diin siv dung trueée khi diing.

- Néucinthém thong tin, xin hdi.\‘kié'n bacsi.

- Thubc niy chi dwoc disng theo sw ké toa cria bic si

Manufactured by:

K.ILA., Karachi,
Pakistan

(PVT)LIMITED
www.getzpharma.com




