GMP-WHO
TO HUGNG DAN SU DUNG THUOC

Rx Thude ban theo don
&
C.ALES 20 mg
Vién nén bao phim
THANH PHAN:
[ 20mg
Tadugcvidi............. 1vién

(T dugc gém: Lactose monohydrat, natri lauryl sulfat, silicon dioxyd, magnesi stearat, hydroxypropylmethyl
cellulose, polyethylen glycol 6000, titan dioxyd, tale, mau sunset yellow)

DANG BAO CHE: Vién nén bao phim.
QUY CACH DONG GOI: Hap 1 vi x1 vién, hop 2 vix 2vién nén bao phim .

CHi DINH:
Ding cho nam gidi tir 18 tudi trd 1én. Khong ding thudc cho phun.
Thudc chi cd téc dung khi c ham muén tinh duc; Biéu tri réi loan cuong duong & nam gidi.

CACH DONG VA LIEU DUNG:
Ubng thudc trudc khi quan hé tinh duc it nhat 30 phit.
- Liéu thong thugng 12 méi lan 1 vién khi cin thiét. Khong ding hon 1 vién mdi ngay.
- Bénh nhan suy than:
+ B0 thanh théi creatinin 30-S0ml/phiit: liéu i da 13 1/2vién (10mg)/lan trong 48 gi¢r
+ D0 thanh thai creatinin < 30 ml/phut hodc thim tich mau: khéng duoc diing C.ales
- Bénh nhan suy gan:
+ Nhe hodc vira: liéu tdi da 1/2vién/11én/ngay.
+ Nang: khiing duoc ding C.ales® 20mg
Hodc theo su hudng dan cia thay thudc

CHONG CHI DINH:

- Phu ni va tré em dudi 18 tudi, — _
- Bénh nhan qua man vdi tadalafil hay vi bat a thanh phan nao cia thudc.
- St dung déng thai tadalafil v cac nitrat hitu co dudi bit et dang nao,

- Bénh nhan bi nhéi mau co tim mdi trong vong 90 ngay, bénh nhan c6 con dau thit nguc khdng dn dinh hay cd con
dau that nguc xdy ra trong khi giao hap, bénh nhan suy tim néng trong vong mdi 6 thang, bénh nhan bi loan nhip
tim khong ki€m sodt duoc, huyét ap thap (<90/50 mm Hg) hay tang huyét ap khdng kiém sodt dugc va bénh nhan
bi tai bién mach mau nao trong vong mdi 6 thang.

THAN TRONG KHI DUNG THUOC:
= Khdng dung thubc cho bénh nhan nhéi mdu co tim, con dau thit nguc khang on dinh, loan nhip that, tai bién
mach mau ndo, con thiéu mau tim thodng qua.
» Lutu y néu cuong cting kéo dai hon 4 gid va ciang dau duong vit trong vong 6 gids phai dén co 50y té dé duoc
cham sdc.
» Anh huéng lén mét: ngimg sif dung thudc trong truimg hop mét thi luic 4ot ngit & mdt hodc ¢ hai mit.
« Mt thinh gidc dot ngot: ngung diing thudc trong truang hap gidm dat ngdt hodc mat thinh gidc, 6 thé kém
theo i tai va chong mat.
» Than trong vdi bénh nhan cd nhiing bénh Iy dé giy ra cuong dau duong vt (nhu bénh thiéu mau hdng cdu hinh
liém, da u tly, bénh bach cau).
* Than trong vai bénh nhan 6 bién dang gidi phau dyong vat ( nhu dutong vit gap géc, bénh xo thé hang, bénh
Peyronie).
PHU NO'MANG THAI VA NUOI CON BU: Khéng diing cho phu nir c6 thai va cho con b,
NGUDI VAN HANH MAY MOC HAY LAI XE: Than trong si dung tadalafil trudic khi l4i tau xe hay vin hanh may méc.

TUONG TAC THUOC:

- Chét tc ché chon loc CYP3A4 nhut ketoconazal, lam tang dién tich dudi dudng cong (AUC) cha tadalafil tdi 107% so
vdi gid tri AUC cla tadalafil vdi liéu 10mg chi sit dung mét minh.

= Mot vai chat i ché enzym protease nhy ritonavir hay saquinavir va nhing chat uc ché CYP3A4 khic nhu
erythromycin, clarythromycin, itraconazol va nutic ép budi khi st d ung ddng thai vii tadalafil cin phai than trong vi
chiing c6 thé lam tang néing d6 huyét tiiong clia tadalafil.

- Chat cdm ting CYP3A4 nhu rifampicin lam gidm dién tich dudi dudng cong (AUC) tadalafil tdi 88% so vi gia tri
AUC cta tadalafil véi liéu 10mg khi s dung mét minh. Sit dung dong thi cic chdt cdm dng CYP3A4 khic nhy
phenobarbital, phenytoin va carbamazepin s& lam gidm ndng do ciia tadalafil trong huyét tuong.



- Tadalafil co bieu hien gdy tang tac dong ha dp cla nitrat do dd khong st dung tadalafil cho bénh nhan dang ding
bat cif dang thudc ndo clia nitrat hitu co. Tadalafil khong tic ché hay cdm (ing chat dong dang CYP450 bao gdm
CYP1A2, CYP2D6, CYPZE1, CYP2(9. )

Tadalafil khéng co tac dang lam thay d6i thai gian prothrombin khi diing chung vdi warfarin. Bénh nhan st dung
ddng thoi tadalafil vai cic loai thudc ha huyét dp c6 |2 sé cd ha huyét dp nhung thuting la gidm it va khdng c6 thay
d6i rd rét trén lim sang. Khdng thay co thay doi nao trén ndng 46 clia tadalafil 3 gt sau khi ding thudc ddng thai vdi
nigu. Tadalafil lam tang kha dung sinh hoc clia ethinyl-estradiol ding dutmg udng.

- Thudc khang acid (magnesium hydroxid, aluminium hydroxid) lim giam hap thu Tadalafil

- Thubic alpha-blocker: can than trong khi diing phi hop chét e ché PDES (bao gom tadalafil) vdi alpha-blocker vi
cac chat tic ché PDES chan dutgc cd hidu tng cla thudc gian mach va thudc ha huyét ap

TACDUNG KHONG MONG MUON:
Thutng gdp: Chdng mat, d6 mat, xung huyét niém mac mii, dau lung, dau co. Rat thuing xdy ra 13 nhic ddu, kho
fiéu,
It gdp: Sung mimat, nhimg cdm giac duge md 13 nhu dau tai mat va két mac sung huyet.
Higm gdp: Dau higng, cm gide kho nudt, hoa mat, r6i loan thi giac, stcwong dau duong vat
Théng béo cho bac sy nhitng tac dung khang mong mudn gap phai khi st dung thudc

DUCOCLUCHOC:

Tadalafil duoc chi dinh diéu tri roi loan cuong duona, 1a chét tic ché chon loc cé hdi phuc guanosin monophosphat
vong (cGMP), ddc biét la trén enzym phosphodiesterase tuyp 5 (PDES). Khi kich thich tinh duc dan dén phang thich
nitric oxid tai chd, su e ché PDES cla Tadalafil lam tdng ndng dd GMP vong (cyclic Guanosin monophosphat] trong
thé hang. Diéu nay dua t6i gian co tron va 1am téng luong mau vao md duong vat, tir do gay cuong duang vat.
Tadalafil khiing gdy tdc dung cuong duong khi khdng cd kich thich tinh duc. Tadalafil dc ché chon loc PDES - [a mat
enzym duoc tim thiy trong co'tron thé hang, co tron mach mau va tang, coxuong, tiéu cdu, than, phoi va tiéu ndo. Tac
déng ctia tadalafil trén PDES manh hon cac phosphodiesterase, Trén PDES tadalafil manh gap >10.000 |&n hon PDET,
PDE2, PDE4 va PDEY, 14 nhiing enzym tim thay trong tim, ndo, mach mau, gan va nhiing co quan khac. Tadalafil tac
dang trén PDES manh hon khodng >10.000 13n PDE3, mdt loai men dugc tim thay trong tim va mach mau. Tadalaf
tac diing trén PDES manh hon khodng 700 1dn so PDEG, I3 mdt men tim thay trén vong mac va gay ra su tai nap hinh
anh, Tadalafil tac ddng trén PDES manh gap >9.000 lan PDES, PDES va PDE10. Tadalafil tac dong trén PDES manh
hon 14 13n so vai PDET1AT va 40 1n so vdi PDE11A4, hai trong 56 4 hinh thiic dugc biét cia PDET1. PDE11 la mot men
tim thay trong tuyén tién liét cdia nguai, tinh hoan, coxugng va cic md khac,

DUGC DONG HOC:

Hip thu:Tadalafil duoc hap thu nhanh chdng sau khi uong va ndng dd huyét tuong tai da trung binh (Cmax) dat dugc
khoang 2 gics sau khi uéng, Thiic an khong anh hutng dén muc dd hip thu cla tadalafil, do do cd thé diing tadalafil
chung hay sau khi an.

Phén b6 vé chuyén héa: Thé tich trung binh clia sy phan phai thudc sau khi sif dung vao khodng 63L. 0 ndng dd diéu
tri, 94% tadalafil gan két vai protein huyét tuong. Su gan két vai protein khdng bi dnh hudng béi chifc nang than.
Tadalafil duoc chuyén hoa chi yéu béi cytochrom P450 (CYP) dang dong hinh 3A4, chdt chuyén hoa luu thdng chi
yéu |3 methylcatechol glucuronic.

Thi trir: D thanh thai trung binh khi sit dung duting udng cla tadalafil 1a 2,5L/gia va thai gian ban hiy trung binh
la 17,5 gid trén nhitng ngudi khoe manh, Tadalafil dugc bai tiét chi yéu dudi dang nhiing chat chuyén hoa khiing tac
dung, chi yéu trong phan( khodng 619% liéu thudc) va vdi mic d it hon trong nudic tiéu ( khoang 36% lieu thudc).

QUA LIEU VA XU TRI:
Trutmg hop qud liéu khi diing liéu cao cac tac dung phu sé tang lén nhu nhic dau, chdng mat, @6 mat, dau tai mat
va két macsung huyét
Cdch xt tri: Ngung ding thudc va ap dung cdc bién phép ho trg tigu chudn va dua ngay bénh nhan dén bénh vién
gan nhat.
BAO QUAN: Not kho mdt, nhiet @6 dudt 30°C, trénh dnh séng. -
DE THUOC XA TAMTAY TRE EM.
HAN DUNG: 36 thang ké tif ngay san xudt.

TIEU CHUAN AP DUNG: Tiéu chudn co s

POC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.

THUGC NAY CHi DUNG THEO DON CUA BACSY.

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN COA BAC SY.

THONG BAO CHO BAC ST NHING TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.

CONG TY €6 PHAN DUOC PHAM CU'U LONG
50 150, Duting 14/9, Phuding 5, Thanh phé Vinh Long, Tinh Vinh Long
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