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TO HUGNG DAN SU DUNG THUOC
Rx - THUOC BAN THEO PON

MEGAFORT®

Tadalafil 20mg

Thanh phan: M&i vién nén bao phim chira:
- Tadalafil 20 mg

- Ta dwgc: Lactose, Microcrystalline cellulose
101, Copovidone, Sodium starch glycolate,
Colloidal anhydrous silica, Magnesium stearate,
Opadry II white, Yellow Iron oxide, Sunset
yellow lake v.d 1 vién.

Tinh chét:

Durgc e hoc:

Tadalafil 1a chat tc ché men phosphodiesterase
typ 5 (PDES), c6 tdc dung gdy cuong duong vat
bang cach ting ndng do GMP vong.

Duwgc dong hoc:

- Hip thu Tadalaf‘ | duge hap thu nhanh chéng
sau khi udng, ndng d6 dinh trong huyet tuong dat
dugce sau 2 gid. Thirc an va thoi diém ding thude
khong c6 anh hudng c6 y nghia trén 1am sang dbi
v&i nhip d6 va mic do hap thu thude.

- Phan phdi: thé tich phan bd trung binh vao
khoang 63L, Tadalafil phan b6 vao cac mo. O liéu
diéu tri khoang 94% Tadalafil gén két vé6i protein
huyét twong.

- Chuyén hoa: Tadalafil dugc chuyén hoa cha
yeu boi cytochrom P450 (CYP) 3A4 thanh chét
methylcatechol glucuronid.

- Thai trir: bai tiét chi yéu qua phan (64%) va
nudc tiéu (36%) dudi dang chat chuyén hoa
khong c6 tdc dyng. Thoi gian ban thai khoang
17,5 gi¢ & ngudi khoé manh.

Chi dinh: Tadalafil dugc chi dinh trong truong
hop rdi loan cuong duong.

Li¢u hrgng & cach dung: Lidu Tadalafil bat diu
1a 10 mg trén héau hét bénh nhan, duge ding trude
khi du tinh sinh hoat tinh duc. Liéu ding c6 thé
tang 1én dén 20 mg hodc giam con 5 mg. SO 14n sur
dung t5i da dugc khuyén dung 1a mdi ngay 1 vién.
Hiéu qua cua Tadalafil c6 thé duy tri dén 36 gior
sau khi dung thudc. Viéc ding thudc khong phy
thude vao bira an.

Bénh nhén suy thin: Khong cin diéu chinh liéu
& bénh nhén suy thin nhg. D6i v&i ngudi bi suy
than vira (d0 thanh thai creatinine 31 dén 50
ml/phat), liéu khoi ddu 1a 5 mg méi ngay, hoic toi
da la 10 mg mdi 2 ngay. D4i véi bénh nhan suy
than nang (d thanh thai creatinine < 30 ml/phut)
lifu dung téi da 12 5 mg va khong ding qua liéu
nay trong mdi 72 gio.

Bénh nhén suy gan: D6i véi bénh nhan suy gan
tir nhe dén vira (Nhém A&B Child-Pugh), liéu
dung khong vuot qui 10 mg mdi ngay. Péi véi

nh nhan suy gan ning (nhom C Child-Pugh),

=~ khéng nén dung Tadalafil.

Ding kém véi thude khdc: D6i véi bénh nhén cb
dung thubc irc ché men CYP3A4 nhur ketoconazol
hoc ritonavir, liéu ti da thuong dugc ding 13 10
mg mdi 72 gid.

Bénh nhin cao tudi: Khong cin didu chinh liéu
cho bénh nhan trén 65 tudi.

Chong chi dinh:

- Qua man cam voi bét ky thanh phin nao cia
thudc.

- Khﬁng ding cho phu nit va bénh nhian nam dudi
18 tubi.

- Tadalafil c6 biéu h1¢n gdy tdng tac dung ha ap
cua nitrat. Do d6 chong chi dinh st dung cho bénh
nhan dang dung bét cir dang thudc néo cua nitrat
hiru co.

- Bénh nhan dang dung thudc d6i véan véi alpha-
adrenergic (trir tamsulosin véi liéu 4 mg mdi
ngay).

- Khéng khuyén céo dung Tadalafil cho cac bénh
nhan sau:

+ Nhdi méu co tim trong vong 90 ngay trudc

+ Pau thit ngyc khong 6n dinh hay dau thit nguc
lac giao hgp.

+ Suy tim mirc d§ 2 hay nang hon theo hiép hoi
tim mach New York trong vong 6 thang trudc

+ R6i loan nhip tim khong dugc kiém soat, ha
huyét ap (huyét ap <90/50mmHg) hay ting huyét
ap khong dugc ki€m soét.

+ D§t quy trong vong 6 thang trude.

- Chéng chi dinh dung Tadalafil & bénh nhan bj
mét thj lyc mét mét do bénh ly than kinh thj giac
do thiéu mau cuc bd dong mach ndo trudc, bét ké
c6 lién quan hay khéng véi phoi nhiém thuéc e
ché PDES truéc do.

Tac dung ngoai y:

Céc tac dung ngoai y thudng & mirc do tir nhe dén
trung binh va s& giam di khi tiép tyc diing thude.
Céc téc dung phu thudong gap nhit 1a nhirc ddu va
khé tiéu. Ti 1€ cac tac dung phu Ién tim mach
khong khac biét dang ké & nhoém dung Tadalafil
va nhom gia duge.

Cac tac dung phy lién quan dén viée didu trj
thudong gip nhét la: nhic dau (4,8%), nghet mii
(4,1%), kho tiéu (3,4%), do6 bimg mit (2,7%), dau
lung (2,0%), tiéu chay (2,0%) va budn nén
(2,0%).

Thubc ¢ thé giy mét thi lyc hay thinh gidc dot
ngdt & mot s6 ngudi.

Diing Tadalafil véi liéu hang ngay 10 mg hoac 20
mg thudng xuyén trong vong 6 thang khéng anh



-

huéng dén kha nang sinh tinh hay qua trinh san
xut hormon & ngudi trén 45 tudi.

Théng bdo cho bdc si nhimg tic dung bat lgi
gdp phi khi sic dung thuéc.

Théan trqng

Cén luu y tdi céac tinh tramg tim mach cua bénh

nhan vi ¢6 mdt mic d6 vé nguy co tim mach di
kém vai hoat dong tinh dyc.

Tadalafil ¢6 d3c tinh gian mach, két qua 1a huyét
ap s€ gidm nhung & mirc d§ nhe va thoang qua,
nhu vay s& lam ting thém tiém ning tic dong ha
huyét 4p cuia cac loai nitrat.

Thén trong khi ding cho bénh nhén suy gan, thin.
Tadalafil ¢6 thé gdy ra mit thinh luc dot ngot
nhung hiém gap.

Thén trong khi ké toa cho bénh nhan cé nhiing
bénh ly dé gay ra cuong dau duong vét (nhu bénh
thiéu mau hdng cdu liém, da u tuy, bénh bach
cau), hay trén nhitng bénh nhan c6 bién dang giai
phiu duong vat (nhu duong vt gap goc, bénh xo
thé hang hay bénh Peyronie).

Khi dung Tadalafil, néu thay xuét hién tinh trang
cuong duong kéo dai (trén 4 gidy) can phai co su
tro gitip y té.

Suy giam thi lyc va céc trudng hop bénh than
kinh thi gidc do thiéu mau cuc bd cua dong mach
ndo trudc da dugc ghi nhéan tr bénh nhan sir dung
Tadalafil va céc thude &rc ché PDES. Do d6, trong
qué trinh str dung Tadalafil, néu bénh nhan phat
hién thdy bj gidm thj luc dot ngdt phai ngay lap
tirc ngimg thude va dén kham béc si.

Khéng dung Tadalafil cho nhirng bénh nhan cé
nhimg van dé vé di truyén lién quan dén khong
dung nap galatose, khiém khuyét men Lapp-
lactase hay rdi loan hip thu glucose-galactose.
Tinh an toan va hiéu qua khi phdi hop véi cac
thuSc khac dé diéu tri réi loan cuong dwong chwa
dugc nghién ciru. Do d6 khéng nén dung phdi hop
vai cac loai thudc nay.

Hiéu qua khi sir dung liéu mdi ngay véi thoi gian
lau dai chua duge biét do d6 khong nén dung
thudc trong thoi gian dai.

Tadalafil c6 thé 1am gia tang tdc dung ha éap khi
dung chung véi (e ché alpha va cic thubc diéu tri
tang huyet ap khac.

Tac dung trén phu nir ¢6 thai va cho con bi :
khdng dung cho phu nir c6 thai va cho con bu.

Tac dgng trén kha ning lai xe va van hanh-

may méc: Tadalafil hdu nhu it anh huéng 1én kha
nang lai xe hay vén hanh may moéc. Mac du tan
suat cac ghi nhan chéng mat trén nhém dung gia
dugce va Tadalafil trong cac nghién ctru lam sang

1a nhu nhau, bénh nhan nén dugc biét cd thé co
tac dung nay trude khi l1ai xe hay van hanh may
moc.

Twong tic thude:

Tadalafil dugc chuyén hoa chu yéu boi CYP3A4.
Vi thé cic chat tc ché men CYP3A4 nhu
Ketoconazol, erythromycin, clarithromycin,
itraconazol, nudc ép qua nho; va mot vai chit tc
ché men protease nhu ritonavir hay saquinavir c6
thé 1am tang ndng do huyét tuong cua Tadalafil.
Cac chit cam (mg men CYP3A4 nhu rifampicin,
phenobarbital, phenytoin va carbamazepin c6 kha
néng lam giam ndng do cla Tadalafil trong huyét
tuong.

Tadalafil c6 biéu hién gy ting tac dong ha ap cua
nitrat. Do d6 chong chi dinh st dung cho bénh
nhan dang ding bat ctr dang thudc nao cua nitrat
hitu co. Tadalafil 1am gia tang tac dung ha ap cla
cac thudc diéu trj tang huyét ap nhu e ché kénh
can xi, trc ché thy thé alpha-adrenergic, thudc trc
ché thu thé angiotensin, enalapril va metoprolol.
Qué lidu:

Liéu duy nhit 1én dén 500 mg Tadalafil da duqc
dung trén nguoi khoé manh va liéu 100 mg nhiéu
ldn m&i ngdy ding cho bénh nhan. Céc phéan ung
phu xdy ra tuong tu nhu phan (ng phy cia liéu
thap hon. Trong truong hop qué lidu, cic bién
phép hd trg cin dugce thuc hién tuy theo yéu cau.
Tham phén méu gép phan khong dang ké vao viée
loai bd Tadalafil.

Bao quan: O nhiét d6 dudi 30°C. Tranh anh séng
tryc tiép va noi am uét.

Trinh bay: Vi 2 vién nén bao phim, h{p 2 vi.
Tiéu chuan: TCCS. )

Han dung: 24 thang ké tir ngay san xuat.

DE XA TAM TAY TRE EM.

POC KY HUONG DAN SU DUNG TRUOC
KHI DUNG.

NEU CAN THEM THONG TIN, XIN HOI ¥
KIEN THAY THUOC.

SAN XUAT BOI: _
CONG TY CPDP AMPHARCO US.A |
KCN Nhon Trach 3, Nhon Trach, Ddng Nai, Viét
Nam. /

DT: 0613-566205 Fax: 0613-566203 .

dang ky:
FI1 -AVENTIS SINGAPORE Pte.

PHO CUC TRUONG
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