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HUONG DAN SU DUNG THUOC
GLODAFIL
Tadalafil
1- Tén thude va thanh phin
Mai vién bao phim chira:
Hoat chit:
GLODAFIL 10 vién bao phim: Tadalafil 10 mg.
GLODAFIL 20 vién bao phim: Tadalafil 20 mg.

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

2. M té san phim

GLODAFIL Ia thudc diing dudmg 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, 1 thudc trc ché men phosphodiesterase tuyp 5 (PDES) dugc ding trong diéu trj rdi loan cwong duong, Cong thirc phén tir 1
CH;gN30y, va phin tir lugng 1a 389,4. Cong thirc cdu tgo:

(M o
o
oY |
o {,//
M&i vién bao phim chira 10 mg hogic 20 mg tadalafil.

3- Duge lye hoc va durge dfng hoc

Durgc lyc hpe

- Tadalafil, mdt thudc dung dudng udng trong diéu trj ri loan cuong duong (ED), 1 chét irc ché chon loc, c6 hdi phyc guanosin
monophosphat vong (cGMP) - phosphodiesterase dic hiéu tuyp 5 (PDES).

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

- Tadalafil khong c6 tic dung lam gian tryc tiép trén thé hang phén 1dp & ngudi nhung né lam tang tac dung ciia NO bing céch irc ché
PDES, chét ndy c6 tic dyng phén hity cGMP trong thé hang. Khi kich thich tinh duc gdy ra sy gidi phong NO tai chd, thi sy trc ché
PDES bdi tadalafil lam tang nng d cGMP trong thé hang, tir d6 1am gidn co tron va ting dong mau i thé hang.

- O lidu khuyén céo, tadalafil khdng c6 tic dung nZu khéng c6 kich thich tinh dyc kém theo.

Dugc dgng hgc -

- Tadalafil dugc hép thu tét sau mét lidu ubng. Nong do dinh trong huyét twrong dat dugc trong vong 2 gidr. Tée db va mirc d§ hép thu
khong bj anh huéng bi thire an, )

- Tadalafil dugc phin bd rong khip cdc md va khoang 94% gén két v6i protein huyét tuong.

- Thubc duge chuyén héa & gan chii yéu bai enzym cytochrom P450 3A4. Chét chuyén héa chinh, methylcatechol glucuronid, khong
c6 téc dyng. Nira doi thai trir trung binh ciia tadalafil 14 khoang 17,5 gid.

- Tadalafil dugc bai tiét chi yéu du6i dang chét chuyén héa trong phan (61% lidu dung), va it hon trong nude tiéu (36% lidu ding).
D) thanh thai c6 thé gidm & ngudi gia va ngudi suy than,

4- Chi djnh

GLODAFIL dugc chi dinh dé didu trj tinh trang rdi loan cuong dwong, 14 tinh trang khong c6 kha nang dat dugc hodc duy tri sy cuong

cimg & nam gi6i. D& GLODAFIL ¢6 higu qua, cin c6 hoat dgng kich thich tinh duc kém theo.

5- Lidu ding va céch diung

¢ Liéu diing

Nam giéi truong thanh: Lidu khuyén diing 12 10 mg, c6 thé tang lidu 20 mg néu cin. Hiéu qua cia thube c6 thé duy tri cho dén 36 gidy

ké tir sau khi diing thubc. S6 14n sir dung thudc ti da duge khuyén ding 1a mot 1in mdi ngay. Tuy nhién, khong nén sir dung thube méi

ngdy i tinh an toan l4u dai cia thubc chua dugc x4c djnh.

Nam gidi cao tuéi: Khong cin diéu chinh lidu trén bénh nhan cao tudi.

Nam gidi suy gan hay suy than: Lidu khuyén dt‘mgll& 10 mg.

Nam gidi bj tiéu duomg: Khdng cin diéu chinh lidu trén bénh nhén tidu duong.

Nguwi dang diing cdc thudc khdc: Ngudi dang dung tadalafil véi thudc re ché enzym cytochrom P450 3A4, nhu ketoconazol hay

ritonavir, khong ding qua 10 mg tadalafil1dn mdi 72 gio.

+ Céch ding

Nén ubng thubc it nhét 30 phiit (tir 30 phit dén 12 gid) truée khi sinh hoat tinh dyc va c6 thé ubng lac d6i hodc no.
6- Chéng chi djnh

Qué mén vé6i bét ky thanh phin nao cua thube.

| Ngudi dang dung nhimg chét cung cép oxid nitric, céc nitrat hitu co hay nitrit hiru co.
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| Thudc cam (mg enzym cytochrom P450 3A4, nhu rifampicin, ¢6 kha nang lam giam ndng @9 trong huyét twong cua tadalafil.
| 9- Téc dyng khng mong mudn

| Nén chén doan réi loan cuong dwong va xéc dinh cac nguyén nhén tiém 4n trude khi diéu trj véi tadalafil.
| Trude khi tién hanh diu trj réi loan cuong duong, béc sinén chii y dén tinh trang tim mach cua bénh nhén, vi nguy co vé& tim mach

| duong vit.

rungtamthuoc.com/

Ngu'_bl bi suy gin_n—a-né: ha_hu_yét ‘iﬁ:hﬁb_iwﬁdét_d_ui_hay nhdi méu co tim, dau that -ﬁg{lc khong &n dinh, suy tim, réi loan vong mac nhu
viém vdng mac sic t.

7- Canh bdo va thén trong dic bi§t khi sir dyung

lién quan véi hoat ddng tinh duc c6 thé xay ra. Nén tranh ding tadalafil néu c6 cc vén dé v& tim dii ning d gdy nguy hiém khi hoat
dong tinh dyc.

Diing thudc thiin trongnnéu da timg bj dot quy, loan nhip tim nguy hiém dén tinh mang, ting huyét 4p hay ha huyét 4p ning, suy tim,
dau that ngyc khdng 6n dinh (trong vong 6 thang trudc dé).

Cén thin trong énhﬁ‘r;gcbénh nhan suy gan hay suy thin ning, va ¢6 thé giam lidu tadalafil khi cin thiét.

Cén thén khi ding thude cho bénh nhan c6 céc bién dang v& giai phiu duong vit hay ¢6 réi loan huyét hoc gdy ra chimg cuong cimg

Tinh an toan va hiéu qua ciia viée phéi hgp tadalafil véi céc thudc diéu trj réi loan cuong duong khic chua duge nghién ciru, va nhimg
phéi hgp nay khéng dugc khuyén ding.

Phuy nir c6 thai va cho con bi: Khéng diung GLODAFIL cho phy nif c6 thai va dang cho con b.

Tré em va thanh thiéu nién: Khong nén ding GLODAFIL cho nhimg ngudi dudi 18 tubi.

Anh huémg ciia thudc dén kha niing diéu khién tau xe va vén hanh miy méc: GLODAFIL khong anh hudng hay anh huéng khong
dang ké dbi voi kha niing 14i xe va van hanh may méc. Tuy nhién, nhimg ngudi da timg bj chéng m3t hogc réi logn thj gisc khong nén
l4i xe hay vén hanh nhimg mdy méc nguy hiém.

8- Tuong tic ciia thude véi cdc thude khic va cdc dang twong téc khic

Tadalafil c6 thé 1am ting téc dung ha huyét 4p cia céc nitrat hitu co hay nitrit hitu co, va chéng chi dinh ding tadalafil & nhimg ngudi
dang diing c4c thube nay.

Tadalafil ciing c6 thé lam tang tdc dyung ha huyét 4p ciia nicorandil va nén tranh diing chung 2 thuéc nay.

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

Céc thube tre ché enzym cytochrom P450 3A4 nhu cimetidin, delavirdin, erythromycin, itraconazol, ketoconazol, va thudc (rc ché
HIV-protease c6 thé 1am giam d¢ thanh thai cua tadalafil.

Nong d trong huyét tuong cua tadalafil ting déng ké béi ritonavir.

Nuérc ép qua budi ¢6 thé 1am tang ndng do tadalafil trong huyét tuong,

Céc tic dyng khéng mong mudn thudmg chi thodng qua va & mirc nhe dén trung binh.

Céc thc dyung khong mong muén thudng dugc béo cdo nhét 13 dau dau va do bimg mt. C6 thé c6 rdi loan thj gidc, chéng mat, va sung
huyét mili, Chimg co cimg duong vit ciing ¢6 thé xay ra.

Cic tdc dung ngoai ¥ khic bao gom néiuggn da, nén, dau mt va do mét, chay mau cam, ngt, xudt huyét mach méu néo, va thiéu mau
thodng qua.

Con dau tim, dt quy, loan nhip tim, con ting huyét 4p nguy cép, va dot tir da duoc béo céo sau khi ding tadalafil, thudmg xay ra &
nhimg ngudi dang c6 yéu td nguy co vé tim.

Ngimg sir dung va hdi y kién bdc sTnéu: xult hién céc tri¢u chimg vé tim (nhu chéng mat, budn nén, va dau ngyc) trong qud trinh sinh
hoat tinh dyc, hay céc tic dyng ngoai y tré nén trém trong.

Théng béo cho bic si nhirng tdc dung khdng mong mudn giip phai khi sir dung thubc.

10- Qui lidu va xir tri

Trigu chimg: Triéu chimg qua lidu c6 thé gbm chéng mat, chodng, hodic cuong cimg kéo dai.

x;;ugd 'I'lro;}g truémg hop qué liéu, cin ap dyng nhitng bién phép hd trg chun. Thdm téch méu g6p phin khong déng ké vao sy thai trir
cua alani.

11- Dang bao ché va déng géi :
Hop 1 vi x 2 vién bao phim. /
Hop 1 vi x 4 vién bao phim.

12- Bio quan:

Bdo quén noi kho rdo, tranh dnh sang, nhiét d khong qué 30°C.
13- Tiéu chuén chit lrgmg: TCCS.

14- Han dung: 36 théng k& tir ngdy san xudt,

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC si
San xuét béi: CONG TY CO PHAN DUQGC PHAM GLOMED
ia chi: 56 35 Pai Ly Ty Do, KCN Vigt Nam — Singapore, thj x4 Thuén An, tinh Binh Dwong,
'~ DT: 0650.3768823 Fax: 0650.3769094

Ngay {0thang {{nim 201
P. Téng giam dbc

PHO CUC TRUONG

Npagin Yt Sting




