
Presentation
Prostacin  Capsule: Each modified release capsule contains Tamsulosin Hydrochloride USP 0.4 mg (as modified release Pellets). 

Description
Tamsulosin, a selective alpha1 adrenoceptor blocking agent, exhibits its selectivity for alpha1A adrenoceptors in human prostate. 
Blockade of these adrenoceptors can cause smooth muscle in the bladder neck and prostate to relax, resulting in an improvement in 
urine flow rate and a reduction in symptoms of BPH. Absorption of Tamsulosin Hydrochloride capsules 0.4 mg is essentially complete 
(90%) following oral administration under fasting condition. The time to maximum concentration (Tmax) is reached by four to five hours 
under fasting conditions and by six to seven hours when administered with food. Tamsulosin Hydrochloride is extremely bound to 
human plasma protein (94% to 99%). Tamsulosin Hydrochloride is extensively metabolized by cytochrome P 450 enzymes in the liver 
and less than 10% of the dose is excreted in urine as unchanged form. Following intravenous or oral administration of an 
immediate-release formulation the elimination half-life of Tamsulosin Hydrochloride in plasma ranges from five to seven hours. Because 
of the absorption rate controlled pharmacokinetics with capsules, the apparent half-life of the Tamsulosin Hydrochloride is 
approximately 9 to 13 hours in healthy volunteers and 14 to 15 hours in the target population.

Indications and uses
Prostacin (Tamsulosin Hydrochloride) capsules are indicated for the treatment of the signs and symptoms of Benign Prostatic 
Hyperplasia (BPH).

Dosage and administration
1 (one) capsule 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 0.4 mg dose after two to 
four weeks of dosing, the dose of  capsules can be  increased to 0.8 mg once daily. If capsules administration is discontinued or 
interrupted for several days at either the 0.4 mg or 0.8 mg dose, therapy should be started again with the 0.4 mg once daily dose.

Side-effects
The following adverse reactions have been reported during the use of Tamsulosin: dizziness, abnormal ejaculation, and less frequently 
(1-2%) headache, asthenia, postural hypotension, palpitations and rhinitis. Gastrointestinal reactions such as nausea, vomiting, 
diarrhoea, and constipation can occasionally occur. Hypersensitivity reactions such as rash, pruritus, and urticaria can occur 
occasionally. As with other alpha-blockers, drowsiness, blurred vision, dry mouth or oedema can occur. Syncope has been reported 
rarely, and there have been very rare reports of angioedema and priapism.

Precautions
A history of orthostatic hypotension; severe hepatic insufficiency. As with other alpha1 blockers, a reduction in blood pressure can occur 
in individual cases during treatment with Tamsulosin, as a result of which, 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. And they should be 
cautioned to avoid situations where injury could result (like driving, operating machinery or performing hazardous tasks). Before therapy 
with Tamsulosin is initiated the patient should be examined in order to exclude 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. The treatment of severely renal impaired 
patients (creatinine clearance is less than10ml/min) should be approached with caution as these patients  have not been studied. 
Caution should be exercised in porphyria or allergic reaction to this or any other medicine.

Contraindications
It is contraindicated in patients known to be hypersensitive to tamsulosin or any component of the capsules.

Drug interactions
No interactions have been seen when Tamsulosin was given concomitantly with either atenolol, enalapril, nifedipine or theophylline. 
Concomitant cimetidine brings about a rise in plasma levels of Tamsulosin, and frusemide a fall, but as  levels remain within the normal 
range posology does not need to be changed. Neither diazepam nor propranolol, trichlormethiazide, chlormadinon, amitryptyline, 
diclofenac, glibenclamide, simvastatin, and warfarin change the free fraction of Tamsulosin in human plasma. Neither does Tamsulosin 
change the free fractions of diazepam, propranolol, trichlormethiazide, and chlormadinon. There is a theoretical risk of enhanced 
hypotensive effect when given concurrently with drugs which may reduce blood pressure, including anaesthetic agents and other 
alpha1 adrenoceptor antagonists.

Use in Pregnancy and Lactation
Tamsulosin Hydrochloride capsules are not indicated for use in women.

Overdosage
As overdose of Tamsulosin Hydrochloride capsules lead to hypotension to support the cardiovascular system is of first 
importance,restoration of blood pressure and normalization of heart rate may be accomplished by keeping the patient in supine 
position. If this measure is inadequate, then administration of intravenous fluid should be considered. Measures, such as emesis, can 
be taken to impede absorption. When large quantities are involved, gastric lavage can be applied and activated charcoal and an 
osmotic laxative, such as sodium sulphate, can be administered.

Storage
Do not store above 30 oC. Keep away from light and out of the reach of children.

Commercial pack
Prostacin   Capsule: Each box contains 3 Alu-Alu blister strips of 10 capsules.
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Dc¯’vcb
†cÖv÷vwmb  K¨vcmyj: cÖwZwU gwWdvBW wiwjR K¨vcmy‡j Av‡Q U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW BDmwc 0.4 wg.MÖv. (gwWdvBW wiwjR wc‡jU AvKv‡i)|

weeiY
†cÖv÷vwmb GKwU wm‡jKwUf Avjdv1 wi‡mcUi cÖwZeÜK| GwU gvby‡li †cÖv‡÷U MÖwš’‡Z Aew¯’Z| Avjdv1G G‡Wª‡bv‡mcU‡ii cÖwZ wm‡jKwUwfwU cÖ`k©b 
K‡i| Gme G‡Wª‡bv‡mÞ‡ii cÖwZeÜKZvi d‡j g~Î_wji bx‡Pi Ask Ges †cÖv‡÷U MÖwš’i e„ËvKvi †ckx wkw_j nq| Gi d‡j g~Î cÖev‡ni nvi e„w× cvq 
Ges wewcGBP Gi j¶Y n«vm cvq| Lvwj †c‡U LvIqvi ci U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW 0.4 wg.MÖv. K¨vcmyj cÖvq m¤ú~Y©iƒ‡c (90%) cwi‡kvwlZ nq| 
Lvwj †c‡U LvIqvi ci Pvi †_‡K cuvP N›Uvi g‡a¨ IlyawU i³ i‡m m‡e©v”P  NY‡Z¡ †cŠ‡Q Ges Lvev‡ii mv‡_ MÖnY Ki‡j Qq †_‡K  mvZ N›Uv mgq jv‡M| 
U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW AwZgvÎvq (94% †_‡K 99%) i³i‡mi Avwg‡li mv‡_ Ave× _v‡K| hK…‡Z mvB‡Uv‡µvg wc450 GbRvBg Øviv 
U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW Gi wecvK e¨cKfv‡e mvwaZ nq Ges 10% Gi Kg Ilya AcwiewZ©Z Ae¯’vq g~‡Îi gva¨‡g ewnM©Z nq| my¯’‡`‡n Gi 
Aa©Rxeb cÖvq 9 †_‡K 13 N›Uv Ges †ivMxi †`‡n Gi Aa©Rxeb 14 †_‡K 15 N›Uv|

wb‡`©kbv I e¨envi
†cÖv÷vwmb K¨vcmyj: (U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW) K¨vcmyj webvBb †cÖv‡÷wUK nvBcvicvwmqv (wewcGBP) Gi wPwKrmvq wb‡`©wkZ|

†meb gvÎv I wewa
wewcGBP Gi cÖ‡Kvc I j¶‡Yi wPwKrmvq 1wU †cÖv÷vwmb K¨vcmyj ˆ`wbK GKevi wb‡`©wkZ| cÖwZw`b GKB †ejv Lvev‡ii 1/2 N›Uv Av‡M †meb Ki‡Z n‡e| 
†hme †ivMxi †¶‡Î 0.4 wg.MÖv. gvÎvq 2-4 mßvn †meb Kivi ciI AvKvw•LZ dj cvIqv hvq bv, Zv‡`i †¶‡Î cÖZ¨n †cÖv÷vwmb K¨vcmy‡ji †meb gvÎv 
0.8 wg.MÖv.| cÖwZw`b 0.4 ev 0.8 wg.MÖv. K‡i wKQzw`b e¨envi Kivi ci †cÖv÷vwmb eÜ Kiv n‡j ‰`wbK 0.4 wg.MÖv. w`‡q cybivq wPwKrmv ïiæ Ki‡Z n‡e|

cvk¦© cÖwZwµqv
U¨vgmy‡jvwm‡bi cvk¦© cÖwZwµqvi g‡a¨ i‡q‡Q gv_v †Nviv, A¯^vfvweK exh©öjb Ges K`vwPr (1-2%) gv_v e¨_v, †`Še©j¨, Ae¯’vRwbZ jNy i³Pvc, eyK 
aodo Kiv Ges mw`©| cwicvKZ‡š¿i †Mvj‡hvM †hgb ewgewg fve, ewg Ges †KvôKvwVb¨ n‡Z cv‡i| AwZms‡e`bkxjZv †hgb dzmKzwo, PzjKvwb, Pvgov 
jvj n‡q †h‡Z cv‡i| Ab¨vb¨ Avjdv eKv‡ii gZ NygNyg fve, A¯úó `„wó, gyL ïwK‡q hvIqv A_ev dz‡j hvIqv †`Lv †h‡Z cv‡i| g~Q©v hvevi NUbv, 
GbwRIBwWgv I cÖvqvwcRg Gi NUbv LyeB Kg †¶‡Î †`Lv hvq|

mZK©Zv
Ab¨vb¨ Avjdv1 eøKv‡ii gZ U¨vgmy‡jvwmb Øviv wPwKrmvi †¶‡Î i³ Pvc Kg‡Z cv‡i, LyeB Kg msL¨K ‡¶‡Î g~Q©v hvevi NUbvI NU‡Z cv‡i| ZvB 
A‡_©v÷v¨vwUK nvB‡cv‡Ubk‡bi j¶Y (gv_v †Nviv, `~e©j jvMv) †`Lv w`‡j mv‡_ mv‡_ e‡m wKsev ï‡q co‡Z n‡e hZ¶Y bv Ae¯’v ¯^vfvweK nq| Mvox 
Pvjv‡bv, hš¿cvwZ Pvjv‡bv wKsev †h ‡Kvb SuywKc~Y© KvR †h †¶‡Î g~Q©v †M‡j wec‡`i m¤¢vebv i‡q‡Q Zv cwinvi Kiv DwPZ| U¨vgmy‡jvwmb w`‡q wPwKrmv ïiæ 
Kivi c~‡e© wewcGBP Gi gZ GKB iKg j¶Y †`Lv †`q Ggb †iv‡Mi Abycw¯’wZ mg‡Ü wbwðZ n‡q wb‡Z n‡e| ZvB wPwKrmv ïiæ Av‡M Ges c‡i wbqwgZ 
wWwRUvj †iKUvj GMRvwg‡bkb Ges hLb cÖ‡qvRb wc.Gm.G. K‡i †`L‡Z n‡e| gvivZ¥Kfv‡e ¶wZMÖ¯’ e„‡°i †¶‡Î (wµ‡qwUwbb wK¬qv‡iÝ 10 
wg.wj/wgwb‡Ui Kg) mZK©Zvi mv‡_ e¨envi Ki‡Z n‡e †h‡nZz G mg‡Ü ch©vß Z_¨ cvIqv hvqwb|

cÖwZwb‡`©kbv
GwU U¨vgmy‡jvwmb nvB‡W«v‡K¬vivBW wKsev K¨vcmy‡j Dcw¯’Z Ab¨ ‡Kv‡bv Dcv`v‡bi cªwZ ms‡e`bkxjZvi ‡¶‡Î cªwZwb‡`©wkZ|

WªvM B›Uvi¨vKkb
G‡U‡bvjj, GbvjvwcÖj, wb‡dwWwcb, wWMw·b A_ev w_IdvBwj‡bi mv‡_ U¨vgmy‡jvwmb GK‡Î e¨env‡ii †¶‡Î †Kvbiƒc cÖwZwµqv j¶¨ Kiv hvqwb| 
wm‡gwUwWb i³ i‡m U¨vgmy‡jvwm‡bi gvÎv evovq Ges d«z‡mgvBW Kgvq| wKš‘ Zvi c‡iI ¯^vfvweK mxgvq _vKvi `iæY †meb gvÎv cwieZ©b Ki‡Z nq bv| 
WvqvwRcvg, †cÖvcÖv‡bvjj, UªvB‡K¬vi‡g_vqvRvBW, †K¬vi‡gwWbb, GwgwUªcUvBwjb, WvB‡K¬v‡dbvK, wM‡eb‡K¬gvBW, wmgfv÷¨vwUb Ges Iqvi‡dwib i³i‡m gy³ 
U¨vgmy‡jvwm‡bi gvÎv cwieZ©b K‡i bv| †Zgwb U¨vgmy‡jvwmbI gy³ WvqvwRcvg, †cÖvcÖv‡bvjj, UªvB‡K¬vi‡g_vqvRvBW Ges †K¬vi‡gwWb‡bi cwigvY cwieZ©b 
K‡i bv| ZË¡MZfv‡e i³Pvc Kgv‡bvi Ily‡ai mv‡_ (AÁvbKvix Ilya Ges Ab¨vb¨ Avjdv1 G‡Wª‡bv‡mÞi G›UvMwbó) e¨env‡ii †¶‡Î i³Pvc K‡g 
hvIqvi m¤¢vebv i‡q‡Q|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j
gwnjv‡`i e¨env‡ii Rb¨ wb‡`©wkZ bq|

gvÎvwaK¨
U¨vgmy‡jvwmb nvB‡Wªv‡K¬vivBW K¨vcmy‡ji gvÎvwa‡K¨i Kvi‡Y i³Pvc K‡g †M‡j †ivMx‡K ïB‡q w`‡Z n‡e| G‡Z KvR bv n‡j AvB wf d¬zBW w`‡Z n‡e| 
cÖ‡qvRb n‡j i³bvjx ms‡KvPK (†f‡mv‡cÖmi) w`‡Z n‡e Ges e„‡°i Kvh©KvwiZvi w`‡K bRi ivL‡Z n‡e| cwi‡kvlY Kgv‡bvi Rb¨ †ivMx‡K ewg Kiv‡bv †h‡Z 
cv‡i| †ekx cwigv‡b †L‡q †dj‡j M¨vw÷ªK j¨v‡fR, GKwU‡f‡UW Pvi‡Kvj Ges Am‡gvwUK j¨v‡·wUf †hgb †mvwWqvg mvj‡dU e¨envi Kiv †h‡Z cv‡i|

msi¶Y
30 0 ‡m. Gi Dc‡i msiÿY Kiv n‡Z weiZ _vKzb| Av‡jv †_‡K `~‡i Ges wkï‡`i bvMv‡ji evB‡i ivLyb|

evwYwR¨K †gvoK
†cÖv÷vwmb   K¨vcmyj: cÖwZwU ev‡· i‡q‡Q 10wU K¨vcmy‡ji 3wU A¨vjy-A¨vjy we÷vi ÷ªxc|

†iwR÷vW© †UªWgvK©|

cÖ¯‘ZKviK

Bb‡mc&Uv dvg©vwmDwUK¨vjm& wjt
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