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HUGNG DAN SU DUNG THUOC
GLODAFIL '
Tadalafil
1- Tén thudc va thanh phin
Myi vién bao phim chira:
Hoat cht:
GLODAFIL 10 vién bao phim: Tadalafil 10 mg.
GLODAFIL 20 vién bao phim: Tadalafil 20 mg.

T4 dugc: Natri lauryl sulfat, lactose monohydrat, hydroxypropyl cellulose, magnesi stearat, croscarmellose natri, cellulose vi tinh thé,
Opadry white, Opadry yellow, quinolin yellow lake, Opadry fx.

2. Mb t sdn phim

| GLODAFIL 14 thubc dung dudng udng chira tadalafil.

Tadalafil, (6R-12aR)-2,3,6,7, 12,12a-hexahydro-2-methyl-6-[3,4-(methylenedioxy)phenyl] pyrazino [1', 2':1,6] pyrido[3,4-b]indol-1,4-
dion, 12 thudc trc ché men phosphodiesterase tuyp 5 (PDES) duge diing trong diéu trj rdi logn cuong duong. Cdng thirc phan tir 12
Cy,Hi N3Oy, va phén tir lugng 12 389,4. Cong thirc cau tgo:
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o V20
o
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| MBi vién bao phim chira 10 mg hogc 20 mg tadalafil. 3~

3- Dugc lyc hgc va duge djng hoc
Duegce lc hge

. Tadalafil, mot thubc ding dwdng ubng trong diéu trj rbi loan cuong duong (ED), 1a chit irc ché chon lgc, c6 hdi phuc guanosin
monophosphat véng (cGMP) - phosphodiesterase diic higu tuyp 5 (PDES).

- Co ché sinh 1y ciia sy cuong duong vit kéo theo sy giai phong oxid nitric (NO) & thé hang trong sudt qué trinh kich thich tinh dyc.
Sau d6, NO hoat héa men guanylat cyclase, men ndy lam tang nbng do cGMP, tir d6 1am gidn co tron mach méu & thé hang va cho
phép dong méu chay vao.

. Tadalafil khong c6 tac dyng 1am gian tryc tiép trén thé hang phan 13p & ngudi nhung n6 lam ting tac dung cua NO biing céch irc ché
PDES, chét ndy c6 téc dung phan hiiy cGMP trong thé hang. Khi kich thich tinh dyc gdy ra sy gidi phong NO tai chd, thi sy trc ché
PDES béi tadalafil 1am ting ndng d cGMP trong thé hang, tir 46 1am gian co tron va ting dong méu t6i thé hang,

- 0 lidu khuyén céo, tadalafil khong c6 tic dung néu khong c6 kich thich tinh dyc k¢m theo.

| Duge dpng hgc

. Tadalafil dugc hép thu tét sau mot lidu ubng. Ndng d9 dinh trong huyét twong dat dugc trong vong 2 gid. Tée 4o va mizc 4} hép thu
khéng bj anh hudng boi thire an. )
- Tadalafil dugc phén b6 rong khiip cdc md va khoidng 94% gan két véi protein huyét tuong.

| . Thube dugc chuyén héa & gan chi yéu béi enzym cytochrom P450 3A4. Chéit chuyén héa chinh, methylcatechol glucuronid, khong

¢6 tac dyng. Nira ddi thai trir trung binh cia tadalafil 1a khoang 17,5 gio.
. Tadalafil duoc bai tiét chi yéu dudi dang chét chuyén héa trong phén (61% lidu diing), va it hon trong nuéc tiéu (36% liéu ding).
P thanh thai c6 thé giam & ngudi gia va ngudi suy thin.

4 Chi djnh

GLODAFIL dugc chi dinh dé didu trj tinh trang réi loan cuong duong, 12 tinh trang khong c6 kha nang dat duge hodc duy tri sy cuong
cimg & nam gi6i. D& GLODAFIL c6 hi¢u qua, cén ¢6 hoat dgng kich thich tinh dyc kém theo.

5 Liéu ding va cdch dung

+ Liéu dung

Nam gidi truong thanh: Liéu khuyén ding 13 10 mg, ¢6 thé tang liéu 20 mg néu cin. Higu qua cia thubc c6 thé duy tri cho dén 36 gidy
ké tir sau khi dung thudc. S6 1an sir dyng thudc ti da dugc khuyén ding 12 mgt 1n mi ngdy. Tuy nhién, khong nén sit dyng thubc mdi
ngdy Vi tinh an toan 14u dai clia thude chua dugce xéc dinh.

Nam giéi cao tuéi: Khong cAn didu chinh lidu trén bénh nhén cao tudi.

Nam giéi suy gan hay suy than: Liéu khuyén ding 12 10 mg.

Nam gidi bi tiéu dwong: Khong cin diéu chinh liéu trén b¢nh nhén tiéu dudmg.

Ngwoi dang diing cdc thuéc khdc: Ngudi dang dung tadalafil véi thubc trc ch% enzym cytochrom P450 3A4, nhu ketoconazol hay
ritonavir, khéng ding qué 10 mg tadalafil/lin mdi 72 gid.

« Céch ding
Nén ubng thubc it nhét 30 phat (tir 30 phit dén 12 gity) trude khi sinh hoat tinh dyc va ¢ thé ubng luc do6i hofic no.

| 6- Chéng chi dijnh

| Qué min véi bit ky thanh phéin nao cua thudc.
| Ngui dang diing nhimg chét cung cAp oxid nitric, céc nitrat hitu co hay nitrit hitu co.
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Ngui bj suy gan nang, ha huyét 4p, méi bj dot quy hay nhdi mau co tim, dau thét ngyc khong &n dinh, suy tim, ri loan vong mac nhu

viém vdng mac séc td.
7- Canh béo va thin trong dic biét khi sir dung

i loan curong duong, bic sinén chii y dén tinh trang tim mach céa bénh nhan, vi nguy co vé tim mach
‘ljiggquz:lnh:;ﬁihoatd(}ngtinhduccéthéxéyra. Nén tranh ding tadalafil néu c6 cac vén dé vé tim di nang dé gy nguy hiém khi hoat
g tinh dyc.

Ding thudc thin trong néu da timg bj ddt quy, logn nhip tim nguy hiém dén tinh mang, ting huyét 4p hay ha huyét 4p nang, suy tim,

dau that ngyc khong on dinh (trong vong 6 théng truéc do).

Cin than trong & nhimg bénh nhan suy gan hay suy than néing, va c6 thé giam lidu tadalafil khi cin thiét.

((i:én thar; khi diing thubc cho bénh nhén c6 c4c bién dang v& gidi phiu duong vét hay c6 réi loan huyét hoc gly ra chimg cuong cimg
wong vét.

Tinh an toan va hiéu qua ciia viéc phéi hop tadalafil vi céc thudc diéu trj réi loan cuong duong khéc chua dugc nghién ciru, va nhimg

phdi hgp nay khéng duge khuyén ding.

Phu ni¥ ¢6 thai va cho con bii: Khong diing GLODAFIL cho phu nif ¢6 thai va dang cho con bi.

Tré em v thanh thiéu nién: Khong nén ding GLODAFIL cho nhimg ngudi du6i 18 tudi.

Anh huéng ciia thuéc dén khi niing diéu khién tau xe va vin hanh mdy méc: GLODAFIL khong anh hudmg hay anh hudng khong

| Nén chén doan réi loan cucmrg duong va x4c dinh cdc nguyén nhin tiém 4n truéce khi didu tr véi tadalafil.
| Truéc khi tién hanh didu trj

| déng k& dbi voi kha nang 14i xe va vin hanh my méc. Tuy nhién, nhimg ngudi da timg bj chong miit hoge réi loan thi gic khong nén

14i xe hay vin hanh nhimg mdy méc nguy hiém.

8- Tuong tic cia thudc véi cic thube kbéc va cdc dang twong tic Khic

Tadalafil c6 thé 1am tang tac dung ha huyét 4p cia céc nitrat hiru co hay nitrit hitu co, va chéng chi djnh dung tadalafil & nhimg ngudi
dang diing céc thudc nay.

Tadalafil ciing c6 thé 1am tang téc dung ha huyét 4p ciia nicorandil va nén tranh ding chung 2 thudc nay.

Ha huyét 4p triéu chimg c6 thé xay ra khi ding chung tadalafil véi thubc chen alpha.

Ciic thubc irc ché enzym cytochrom P450 3A4 nhur cimetidin, delavirdin, erythromycin, itraconazol, ketoconazol, va thude tc ché

| HIV-protease ¢6 thé 1am gim d9 thanh thai cua tadalafil.

Néng dd trong huyét tuong ciia tadalafil ting déng ké boi ritonavir.
Nude ép qua budi c6 thé 1am ting ndng d tadalafil trong huyét tuong.
Thubc cam (mg enzym cytochrom P450 3A4, nhu rifampicin, c6 kha ning lam giam néng d trong huyét twong ctia tadalafil.

9- Téc dyng khéng mong muén

| Céc tac dung khong mong muén thudng chi thodng qua va & mirc nh¢ dén trung binh.

Céc thc dung khdng mong muén thudmg dugc béo cdo nhét 1a dau du va o bimg mjt. C6 thé c6 réi loan thj gidc, chong mit, va sung
huyét mili. Chimg co cimg duong Vit ciing c6 thé xy ra.

Céc tac dung ngoai ¥ khéc bao gim ndi mén da, ndn, dau mét va do mét, chay méu cam, nght, xuét huyét mach méu nfo, v thiéu méu
thodng qua.

Con dau tim, dot quy, loan nhip tim, con tang huyét 4p nguy cAp, va djt tir 42 duge bdo céo sau khi dung tadalafil, thuong xdy ra &
nhitmg ngudi dang c6 yéu t nguy co vé tim.

Ngung st dung v hoi y kién bdc sTnéu: xult hi¢n céc tri¢u chimg vé tim (nhu chéng mét, budn ndn, va dau ngyc) trong qué trinh sinh
hoat tinh dyc, hay céc tc dung ngogi y tré nén trim trong.

Théng bio cho béc si nhirng tic dyng khong mong mubn g&p phii khi sir dyng thube.

10- Qui liu v xir tri

Triéu chimg: Triéu chimg qué lidu ¢ thé gdm chong m3t, chodng, hojic cuong cimg kéo dai. _
X tri: Trong trudng hop qué lidu, cin 4p dung nhitng bién phép hd trg chuén. ThAm téch méau gop phin khong déng ké vao sy thai trir
cuia tadalafil.

11- Dgng bao ché va déng gbi

| Hop 1 vi x 2 vién bao phim. { ;/

Hop 1 vi x 4 vién bao phim.
12- Bio quin:
Béo quan noi khé réo, tranh &nh sdng, nhi¢t d¢ khong qua 30°C.

| 13- Tiéu chudn chdt hrgmg: TCCS.

14- Hgn diing: 36 théng k& tir ngdy san xuét.

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM .
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC 81
Sin xukt bi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S6 35 Dai L Ty Do, KCN Viét Nam — Singapore, thi xa Thuén An, tinh Binh Duong.

_,W3 Fax: 0650.3?69094
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