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Vién nang Xalgetz"0,4mg
R Meickéws  Tamsulosin HCI

THANH PHAN

Mai vien nang phong thich cbdibu chinh chir:

Hogr chit:

BT LT L 1T I— )
wmﬁw' thich e dicuchinl)

Sugar spheres. starch, natri starch glyeolate, colloidal silicon dioxide,
ethyl cellulose, hydroxyl propyl methyl cellulose, methacrylic acid
conolymer, poly ehylene glycol, tale, nang ring sb 2.

COCHETAC BONG _

Tamsulosin gin két chon loc trén thy the al & wyéntin lie cia ngaii, &
bigtdralphal A vialphal D.

Cic thy thé may duge cho 1 tham dy vio co thiit co trom cila tuyén tién figs
vl bang quang, kit qued 13 1ling 16c 4 chiy exia nude titu v giim bin i
chimg thng sin [dnh tinh & tuyen tidn liEL No cling cai thign hii chimg
kich thich i bing quang khang dndinh.

DUQIC BONG HOC

Hitp thu

Tamsulosin HCT dupe hp thu gin nhr hodn todn quaa dwdmg i hoa | >

004} khi byng 463, Nbng 44 dink ( Trmax) dpt duge khodng 4 dén $ gidrkhi

byng ddi vh 6 dén 7 gitr khi uing thude cimg vin thire &n . Ding thuac khi
g 86i két qua ting 30% sinh kha dung {AUC) v ting 40% dén T0%
g A dimh { Cman ) 20 win khi no.

Phir bés _

Tamsulosin HC ghn két manh v protein huyét tomg (949 dén 99%6),

chit yéu vii alpha-1 acid glycopratein (AAG), vl khodng bicn thién

romiz. M2 luomg nbé phin bl vio ndo, diy ojt stng viltinh hodn.

Chuyén hiia

Thudc chiyén haa chim & gan phén lém do cytochrome P430 coxyme .

FET |bi:|.1h||:fh: hidn dign trong huyét suomg duds dang khing thay d0i.

Bai it

Thubc v chit chuyén hoa bii tiét chis yéu qua mebe tidy, i hon 10% lidy
disng hign di¢n dwin dang khing déi. Sau khi ding liu don thubc véi
bung no v bénh nhin & fmong tinh trang on djnh, thin gian bdn hioy khodng
1nlﬁn 13 iir,

CHIB|NH e

Vien nang Xalgetz{ Tamsulosin HCT) dugre chi djnh 32 dicu tr dau higu vi
hid chimg tAng sin linh tinh & tuydn tidn gL (BPH).

LIEU LUQNG VA CACHDLNG

D hidu v hi chimg ting sin lnh tink & tuydn tién gt dimg | vidn nang
XALGETZ (Tamsulosin HCT) 0,4mg mai nghy. Nén ding khaang i
gidrau b fin, viio cing thir ditm trong ngay. :

Ddi véi nhimg bénh nhin khing dap img v licu dicu i 0,4mg trang
Vg tir 2-4 fukn, c6 the 1ing 1 0,8mg Tamsulosin HCl mdi ngay.

Méu ngung hay gidn dogn ditu trj vili ngdy & ligu 0,4 hodie 0,8mg, khiding
I e bt i v 0, Amg mii ngdy,

TACDUNG PHU

Mhimg tde dyng phy sau diy &5 duge bio cho trong khi diing Tamsulosin
HCl

Toan thin: Baw diu, shicm ting, suy nhage, daw bieng, dau ngipe,

Hit thikin kinh: Hoa mit, budn rgl, mAt ngd, gism haem muda inh dye.
HE hé hiip: Viém mili, vidm hiu hong, ho nhigu, viém xeang

HE tiéu hia: Tiéu chiy, bubnndn, bénh ring migng.

H2 136t midu: bt thudmg trong xudt tinh,

Gii quia; Momet.

Thiug bio che bic si nhirmg tde dung phy khi disng thude,

CHONG CHIDJNH

Tamsulasin HCI dirpe chimg chi djnh & nhimg bénh nhiin au:

- Binh nhin qud min cim vir Tamsulosin HCl hofic bit i thish phidn nio

exla thude. p

- Bénh nhdin cé tidn sirhg huyéldp thé dimg,

- Benhnhdindang ding thude ire ché alpha-adrencrgic khie.

- Bénhnhin b say ganngng

Tamsulosin HC| khéng dwoe chi dinh:

- Phyni

- Treem
THANTRONG : !

Nhier nhiimg thude irc ché alphal khie, gidm huydt ip cb thé xiy ra trong
khi did trj Tamsulosin HCI & mit & bénh nhén, rdt hidm khi xiy ra ngl.
Mhimg diu Bidu ban diu cia ha huydt dp the dimg (hoa mil, :.'Iu}. hénh
nhin nén ngdi hajie nim xudng dén khi irdu chimgbiénmis,

Triedse khi bt dia lidu phip Tamsubosin HCL, bénh nhiin nén kiém tra de
Lol trir sie hidn dién nhitng ddu hidu khic o6 thé giy cingtri¢u chimg ting
sin 1dmh tink & tuyén tidn 1160 Kbem tra trpe tring biing ki thisst v khi cin
thiét, xée djnh khing nguyén djic hséu tuyen tién ligt (PSA ) nén dupe kidm
tra trindee khi dieu 1 va dijnh k¥ sau nay,
Chara cé bio cio ¥ vige sit dyng thuie cho bénh nhin bj bénh thin giai
dboan cudi { 46 thanh thii eveatinine =1 0mL/phdy' ], 73m°).

Bénk nhin nén dige bii vé khi ndng cuong dau duong vit khi dicu 1
Tamsulosin vi nhimg thude twong i khie. Bénh nhiin nén duge thong
i v tie dung phy ndy hibm khi xiy r. nhimg néu khing ding thude
gy Bip tire ci the ddn dén biit e

Hgi chimg mong mit nhe trong viin djng (IF15) dA duge quan s trong
p]?ﬁu lhﬂmm Phairy I:inhﬁﬂ viil bgmh nhiin dnugdihqui hojc trude
dhy didu trivid thy thé alphal adrenoceptor,

SUDUNG THUOC KHILAT XE VA VAN HANHMAY MOC

Biénh nhin khi dibg tri vin Tamsulosin HCT cin duge thing bio vé mit sb
iri¢u chimg lién quan ¢é&n hy ¢t fip thé dimg nhie chodng viing va nin
{hfin tromg khi i xehay vin thy M,

TUONG TAC THUOC

€6 mig hromg tic ding hoe gitta Cimetdine v Tamsulosi HCI . Kda
qgué cho thay thay ddi ding ké hé thanh thii Tamsulosin HC1{ giam 26%)
vh AUC { tling 44%). Vi thé, nén sit dyng thin trong khi két hop
Tamsulosin HClvéi Cimetidine, dfic bijt licu cao hon 0. 4mg.

Thiin trgag khi diing démg thér warfarin va tamsulosin HCLL :
Tamsulosin HC| nén sit dyng thin trgng khi két hop v thade i che
CYP2D6 mynh hofic mhe (nhar fluoxetine) hode CYPIA4 (mhar
kesoconazole), dic bidt drlicu cao hon (L dmg.

QUALIEU -

O ity chp tink Tarsalosin HC Smi di duge béo cho. Ha buyét dp clp
tirh { huyét dp dm the T0mmHg), nin va tidy chiy 43 duge quan sit, b
thé chi djnh truyén dich 4 bénh nhin nén duge logi ba thute cing ngay.
»ofus wiy rs g hayet 4p cp tinh sau khi qud liu, dbéu trj 1 ning 4 b tim
rigeh, plwc bl Byt dp, didu hoa ohip tim bing cich gidt binh ahin & L
thé ngira. Néuphuromg phip mhy khing hifu qua, 6 thé chi djoh tayén
dich, thube ding co mach néu cin vi theo ddi chit ché chire ndng thin.
Khng nén thim thch v Tamsulosin gin két cao vii profein huyét uong.
Phureng phip & ngin cin sy hip thu, nhu gay nda. Eohi qui i mijt logmg
lém 1amsulosin HCL, thi ob the nira dg diy hodc ding than hogt tinh va

nhikn [ tl1.£|.| 1 sulphate.
BAD mﬁ'ﬁqmm Trdnh inh sang vh trknh dm

TIEU CHUAN: Nhd sin xudt
HAN DUNG: 3 nfim ké ti ngy sin xuit
G GOI: 10vidnnang/ vi. 1 vil bip
B var tdme fay iré em.
Pype kit hardmg diin sirdung travde ki diing.
Niéw cin trém thimg tin, xin hii f Kida bdc st
Thuic ndy chi durge ding theo sy ké toa ctia bde i,
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