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HOp 1 chai x 10 vién nén bao phim

Bl e Tadalafil’ .- — Tadalafil’

Rx Sold only by prescription

Tadalafil 20mg Tadalafil 20mg
5 Thanh phidn: M&i vién chia: 1 Composition: Each fim-coated tablet contains:
. Tadalafil 20m Tadalafil 20mg
_ TA duge. V8 s 1 vién nén bao phir: Tad = 'fill Excipient. 5.0 ........... 1 film-coated tablet
Tadalafil 20mg Chidinh, ching ci djoh, liéu ding-céch ding Tadalafil 20mg Indications, contraindications, dosage-
vk cdc thing o khic: xia dge 4 hudng ddn s dpng. administration:

BOC K¥ HUONG DAN SU Dywe TRUIC KHI DONG

see leaflel inside lor further informations.
BE XA TAM TAY CliA TRE EM CAREFULLY READ INSTRUCTIONS BEFORE USE
580t 8 logn cutng g BAD QUAN: _ ———— ? KEEP OUT OF REACH OF CHILDREN
e Nl ko, nhiét 0 khong gud 30°C, trinh 4nh sdng. odrzontg e mmhaqmwmum.
NSX (Mfg.date): Q protect from fight.
S6 16 SX (Batch No):
HD (Exp.date):
Tibu chudn: TCCS
SEK /Reg.No: Specification: Manufoctures's
Ty l¢: 100%
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TOA HUONG DAN SU DUNG THUOC

TADALAFIL 20mg

Vién nén bao phim

THANH PHAN :

Tadalafil .. L (e R ey e ..20 mg

Avicel, Tmh bot ngo, Croscarme]]ose SOdll.ll'll Aerosﬂ Bot talc Magnem stearat,

Hydroxy propyl methylcellulose, Polyethylen glycol 6000, Titan dioxyd, Jaune de

guinolein, Jaune orange’ § ... ¥illecwamssmerssneasicssssd ViGN nén bao phim

* Didgc lic hoc: Thudc dugc chi dinh trong diéu tri r8i loan cuong duong.

Tadalafil 1a chat @c ché€ chon loc, ¢6 hdi phuc guanosine monophosphate vong
(cGMP) — dac biét la trén men phosphodiesterase tuyp 5 (PDES). Khi kich thich tinh duc
din dén phéng thich nitric oxide tai chd, sy tc ché€ PDES ciia tadalafil 1Am ting ndng d6
¢GMP trong thé hang. Piéu nay dua tdi giin cd tron va lam ting dong mdu vao trong mod
duong vat, tif d6 gdy cuong duong vat. Khi khong c6 kich thich tinh duc, tadalafil khong
¢6 tdc dung gi.

* Dugc dong hoc:

' - Tadalafil dugc hap thu nhanh chéng sau khi uéng, nong do dinh trong huyét tuong
dat t8i da khodng 2 gid. Sy hap thu thudc khong bi 4nh hudng bdi thifc dn va thdi diém
diing thudc.

- Tadalafil dugc phin bd rong khdp cdc md va khodng 94% lién két vdi protein
huyé€t tuong, duge chuyén héa trong gan chli y&€u bdi isoenzyme cytochrome P450
CYP3A4. Chit chuyén héa chinh 1a methylcatechol glucuronide khéng hoat dong. Thdi
gian ban thdi trung binh cla Tadalafil 12 khodng 17,5 gid.

- Tadalafil dugc bai ti€t chi yé&u 1a cdc chit chuyén héa, trong phan (61% liéu diing)
va nudc ti€u (36% liéu ding). Sy thai tri bi gidm & ngudi gia va bénh nhén suy thin.

CHI PINH :

Thudc duge chi dinh trong diéu tri ri loan cuong dudng & ngudi nam gidi trudng thanh.

(Can c6 hoat dong kich thich tinh duc thi thu6c méi c6 hiéu qua.

LIEU DUNG, CACH DUNG:

Ding dudng uéng va khong phu thudc vao bita in.

- Liéu thudng ding 1a 10mg, it nhit 30 phiit trudc quan hé tinh duc. Liéu ding mdi
ngay c6 thé ting d€n 20mg hoic giam cdn Smg khi cin thi€t. Hiéu qua cla thudc c6
thé kéo dai d&n 36 gid sau khi udng. Chi nén ding mdi ngay 1 I1dn va khong nén
diing lién tuc hang ngay vi chua c6 diy di dif li€u vé tinh an toan clia thudc khi
dung lau dai.

- Khéng can hiéu chinh liéu & ngudi gia.

- Suy gan: & bénh nhin suy gan mic d6 nhe dén vira, liéu t8i da khong qua 10mg
ngay 1 1an. Khong dung tadalafil cho bénh nhin suy gan ning.

- Suy thin: suy thdn & mic dd vira (d6 thanh thdi creatinin tit 31-50 ml/ phit), nén
khdi dau véi liéu Smg khong qud mot 1an/ ngay, liéu t8i da khong qua 10mg mét 1in
mdi 48 giy. 3 bénh nhén suy than ning (d6 thanh thdi creatinin dudi 30ml/ phiit) hay
dang thim phan madu, liéu t5i da khong_qué 5mg/ 1an mdi 72 gid.

- Bénh nhin da 6n dinh v6i chéAd )é?é& ng thuGc chen thu thé alpha, nén ding
tadalafil v6i liéu khdi diu Sig/ 'CJAEG‘TJ t3\

- Bénh nhin ding cdc thudc o P”“n@eé’p om P450 isoenzym CYP3A4, khong

nén ding qud 10mg mot laﬂ\\lﬂpl ﬁgwtl '}
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CHONG CHI PINH :

- Qud min v4i mdt trong cdc thanh phan cla thudc.

- Si dung ddng thoi tadalafil vdi céc chit nitrat hitu cd dudi bt cif dang nao.

- Bénh nhin nam ma hoat dong tinh duc cn tranh do bénh tim mach khong 6n dinh.

- Bénh nhin bi nhdi m4u cd tim mdi trong vong 90 ngay.

- Bénh nhan ¢6 con dau thit nguc khong 6n dinh hay c6 con dau thit nguc xdy ra
trong khi giao hgp.

- Suy tim nidng hon trong vong mdi 6 thing.

- Bénh nhin bi loan nhip tim khdng kiém sodt dugc, huyét dp thap (< 90/ 50mmHg),
hay cao huy&t 4p khong kiém so4t dugc.

- Bénh nhin bi tai bi€n mach mdu ndo trong vong mdi 6 thdng.

% Thdn trong :

- Bénh nhin bi suy thin ning hodc suy gan nidng.

- Bénh nhin ¢6 nhitng bénh Iy d& gy ra cuong dau duong vat (nhu bénh thi€u mdu
héng cdu hinh liém, da u tuy, bénh bach ciu), hay trén nhitng bénh nhin c6 bién
dang gidi phiu duong vat (nhu duong vit gdp géc, bénh xd thé hang hay bénh
Peyronie).

TAC DUNG KHONG MONG MUON : giong nhu Sildenafil

- HAu hé&t céc tdc dung khong mong mudn duge bdo cdo 1a dau diu, d6 birng, kho tiéu.

- C6 thé gay rdi loan thi gidc, chéng mit, nghet mii. R&i loan thi gidc c¢6 thé xdy ra
khong thudng xuyén véi Tadalafil hon 14 véi Sildenafil.

- Cic tdc dung khong mong mudn khdc da dugc bdo cdo bao gdm: Tiéu chdy, non mia,
sung mi mit, dau va dé mit, chdy mau cam, dau cd, dau lung, phét ban da, nhi€ém
tring dudng ti&t niéu, ngit, xuit huy&t mach mdu ndo va thi€u mdu cuc by thodng
qua.

- Ciing c6 thé x4y ra cuong dau duong vit.

- C6 thé yéu ciu gidm liéu d6i v6i cdc bénh nhin gan va suy than.

Théng bdo cho bdc st nhitng tdc dung khéng mong mudn gap phdi khi dung thudc.

TUONG TAC THUOC:

- Nitrat hitu c¢d va din xuét nitric oxyd: ting nguy cd ha huyé&t dp, ké c4 khi ding
nitrat dang hit. Chdng chi dinh khi ph&i hgp tadalafil v6i cdc thude nay.

- Thudc 4nh hudng dén enzym microsom gan: k&t hgp v6i cdc thude e ché manh
CYP3A4 (ketoconazol, thudc e ché HIV protease, thudc e ché men sao chép
ngude khong nucleotid): ting AUC cia tadalafil.

- K&t hop vdi thudc e ch& HIV protease (amprenavir, atazanavir, fosamprenavir,
indinavir, lopinavir phdi hgp vdi ritonavir, nelfinavir, ritonavir, saquinavir, tipranavir
két hgp véi ritonavir lidu thdp) hodc thudc e ch€ men sao chép nguge khong
nucleotid: ting ndng d6 t5i da trong huyét twong, mitc d6 hap thu va thdi gian bin
hiy cia tadalafil.

- K&t hop rifampin, chi't cdm iing CYP3A4: gidm ndng do tadalafil.

- Thudc tri cao huyét 4p: nguy cd ha huy&t 4p khi phdi hgp ddng thdi véi cdc thude tri
cao huyét 4p (doxazosin, thudc chen thu thé angiotensin II). Than trong khi dung
ddng thdi véi cdc thudc e ché PDE tuyp 5 va thudc chen thu th€ alpha, ciing nhu
cdc thudc giin mach khdc. K&t hgp tadalafil véi metoprolol, enalaprll amlodipin
hoic bendrofluazid lam gidm /H-i;’._ii uyét dp thé€ ding cling x4y ra khi két
hop tadalafil va thuGc chen t hé aipha; g\
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QUA LIEU VA XU TRi :

- Nhitng lidu duy nhit cho d€n 500mg Tadalafil dd dugc thif nghi¢m trén ngudi khoé
manh va lidu 100mg nhiéu 1in m3i ngdy da dugc dung cho bénh nhan. Cdc phin
ng phu xdy ra cling tuong tu nhu nhitng phdn @ng phu cia liéu thap hon. Trong
trudng hop qué lidu, cdc bién phdp hd irg tiéu chudn can dugc thyc hién ty theo
yéu ciu.

- LAIXE VA VAN HANH MAY MOC: Khong diing

- PHU NU CO THAI VA CHO CON BU: khong dugc s ding

PQC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST
THUGC NAY CHi DUNG THEO SU KE PON CUA THAY THUOC

- -Hagnding : 36 thang, k& tir ngay sdn xuit.

- -Bdo quin Pé noi khd, nhiét do khong 30°C, trinh 4nh séng
- - Tiéu chudn : Tiéu chuin cd s3

- TRINHBAY:

Hop 1 chai X 10 vién nén bao phim.
Hop 1 vi X 4 vién nén bao phim.
, Chi nhdnh céong ty c6 phan ARMEPHACO
X{ NGHIEP DUGC PHAM 150
- 112 Trin Hung Pao - Q1 - TP. H6 Chi Minh
PT : (08) 38367413 - 38368554
Fax : 84 - 8 - 38368437

COPHAVINA

Ngay 17 thdng 07 ndm 2013
Gidm ___{iﬁc ¢ sd san xuit thude

250918, 5\
i@ KT. GIAM BOC
PHO GIAM BOC

'{;,‘:?}’am NHANH R,
/\ CONG TY ;
: ) cO PHAN A
NNG ||'ij AR!.'{!EPHAGO o
- = XINGHIE
PHO CUC TRUON W*\ Dudc PHAM

~ E /) ﬁ 2\, 150
7 an Ao WU TN\
Ny Vi % <z

%




