THONG TIN THUOC DANH CHO BENH NHAN /’(06‘//
/}(/
- Tén thude: PUD-Tadalafil 20 ?Q/
2. Khuyén cho danh cho binh nhin Q/)%(
“Dov k§ e n&rf/-w araach: ki dimg ™ é(/o
“ED¢ xat pden pary e em ™
*Thong bxio mgay cho Bdc st hode dvon: sT oo bon vé cdo i diung Hhderg mony mudn wdp phai
trong bhi il dung thudy
. Thinh phin, him lugng cia thube: Cho 01 vién nén hao phim:

Ta duge idvicel PHIOL. Tinh bjr mi. Loctove, Talc. Magnes! stearar, Povidone K30,
Natri lawyl swifal, Kali polacrilin, Croscarmellose natri. Hydraxy propyl methyl
celllose El3,  Polyethylen gleol 6000,  Tian diovyd  mdu  oxd e
I i i i o 0 i i o wiea i | vidn.

4. Mb th dgng bao ché :

Vién nén bao phim mdu ving, hinh thoi, thdnh v canh vién Einh I3n,

£ Quy cich dbng gii :
Hop 01 vi x 2 vién nén bao phim (PVC/Alu), kém don hudmg din sir dung

6. Thude diing cho binh gi

Didu trf 1 ogn chire ning cwong duomg & nam gidn tnsimg thanh, Cin o6 hogt 3dng kich thich
tinh dyc thi thude mai ¢6 hidu qua.

7. Nén dimg thule niy nha thé nio vi lidu hrgng
- Chi dimg cho nam gidi tlr 18 tudi tnd i,
- Khdng ding cho phy nit.
- Udag | vién/lin, 1hi da 1 ln/ngiy. Udng kbiag lidn quan dén bia an.
- C sk st dyng tir 30 phint 3&n 12 gio trads khi sinh hogt tinh dye, Higu qua ciia thide o
thé duy tri dén 24 gidr ké tir sau khi uing thudc.
« Khdng nén ding thude mdi nghy vi tinh an todn cia thube chia duge thye nghi¢m.
8. Khi nio Khing nén ding thube ndy:
- Qué miin voi mdt trong che thinh phin cla thude.
- Sir dung ddng thii tadalafil vii cie chds nitrat hita co dud bt ky dang ndo.
- Bénh nhin nam ma hogt ddng tinh duc cln ininh do bénh tim mach kbdng dn dinh,
- Bénh nhdn bj nhdd méu co tim trong ving mdi 90 ngly.
- B¢nh nhin co mhlﬂwmmﬁnﬁnhhyﬂmdmdﬁwﬂﬁlqw ady ra
trong khi giao hop.
- Suy tim ndng hom trong vong mdn 6 thing.
I



- Bénh nhdn bj loan nhip tim khing kiém soat duge, huyét dp thdp (< 90750

buyét ap khong kiém soit duge.

- Bénh nhdn bj tai bidn mach miu nlo trong ving mdi 6 thing.

- Bénh nhén ding phdi hop tadalafil va chét kich thich guanylate cyclase
- Bénh nhén bj mét thi lyc mdt mat do bénh Iy thin kinh thi gidc do NAION {thiéu mau thin
kinh thi gidc khdng do viém ddng mach) bdt ké 6 lién quan hay khing phoi nhi¢m vai thude

e ché PDES trude 8.
9.Tic dyng khing mong mudn

Céc phin (mg phy thuimg gip nhdt 1 nhic

2
%
D,

.
%

S
’%%

OO/))/

&H’%hlmﬂmmmﬁ@umk

ting voi ting lidu tadalafil. Cée phin img phy duoe bido cio 1i thodng qua. vi thutmg nhe boge
trung binh. Phin Idém cic con dau ddu béo cho voi tadalafil sir dung mdt lidu’ ngdy xudt hién trong

vong 10 dén 30 ngiy ddu tidn bit diu didu ti.

Céc phan mg bit Igi duge bio cdo ty phit va kiém sodt gid duoc thir nghiém Lim sing (bao
gdm tdng cdng 7116 bénh nhiin trén tadalafil v 3718 bénh nhin ding gia duoc) dé didu trj theo
yéu chu val | ln/ngdy cia ri logn chire ndng cuomg duong va | lin/ngiy didu tri ting san tuyén

tidn lide lanh tinh.

Rit phis bién
(zl/10)

Thong thuong
( 217100 dén < 1710)

It giip ( 2171000
2w;..,

Hiém
10.000

(217
< 1/1000)

Réi logn h§ thing mién

djch

Phan img qus méin

Angioedema (2)

Roi logn hé thin kinh

Dau diu

chong mit

Strokel (bao gdm ca
che syt kign xudt buyér),
Ngit. attacks thidu mau
U b(b Mi n: (2)

Mir mit, Sensations
: dau md

kinh thi gisc (NAION)
(2), vdng mac mach
miu Ovclusson (2)

Roi logn tai vé mé cung

Tiéng 0 tai

Trén tim

Nhip tim nhanh,
dinh trdng ngye

dil ngwe khing dn
dinh Pectoris (2). thi
Arrhvthmia (2).
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Roi logn mah midu 77
_ Tang huyétap | B
lﬁmﬁ@.w:ivqﬂﬁ %(/
Nighgt mdi Khé the, chiy mébu | O
cam
Réi logn tiéw hia _ ]
Kho tidu, trio nguge | Dau byng
]
Da wi cdc rbi logn mé dwdi da o =
Phit hen, Hypobnadsis Mé day, hdi  chimg
(kb md i) Stevens-Johnson.
Syndrome (2), trde
vay dermatitis (2)
Rk logn co xuomg, md lién hét va xuong
| Dau hmg. davco | |
Roi logn thin va tiét migu
| D ra mébu |
H¢ thdng sinh sin wi cdc binh vii
Duong vit xult husés,| Cuomg cimg kéo dii,
Hexsmesrpormia Priapism (2)
Roi togn chung
Dau ngue (1) Riu ocdema(2) chét
tim 30« ngdt (1,2)

( 1 ) Hiu bé1 cic bnh nhin o6 céc yéu 15 nguy co tim mach tir i .
{ 2 ) Gidm it ssu tidp thi béo cho phdn img 6 bl khdng quan st thdy trong cde thar nghiém ldm
sing ddi chimg gia dwoc .
( 3 ) Thing thudmg hom bio cdo khi tadalafil dupe ghi nhin cho nhimg bénh nhin dang ding cic
thudc ha huyét dp.
10, Nén trinh ding nhimg thube hojge thye phim gi khi dang sir dung thude nay.
»  Anh hwimg cia cée chit khic trén Tadalafil:
Cide chdt e ché eytochrome P450;

Tadalafil ch véu duoe chuyén bia i CYPIAS, Mt chilt irc ché chon loc cls CYPIAS,
ketoconazol (khi s dung 200 mg mdi ngdy), s& lm ting dién tich duin duimg cong (AUC) cua
tadalafil (10mg) Kn 2 lin. ndng dd cyre dei (Cay) ting 15% 50 vii  ndng 35 cpe dai (Cipgy) o
tadalafil khi sir dung mdt minh. Ketoconazole (khi sir dung 400 mg mdi ngiy) s& lam ting dién
tich dudri dudmg cong (AUC) cia tdalafil (20 mg) n 4 ln, ndng dd cuc dai (C o) tng 22%.

Ritonavir, mt chit ire ehé protease (khi sir dyung 200 mg 2 in/mdi ngay), 1 mdt chiut e ché
CYP3A4, CYP2C9, CYP2C19, va CYP2D6, s& lim tang dién tich dunii duimg cong (AUC) cia
tadalafil (20 mg), Kén 2 lin, ndng 8 cye di (Coes) khing thay ddi. Mic dis tomg 15 tuong ty
chua dupe nghién ¢, cic chdt irc ché protease khic, ching hgn nhur saquinavir vi thube e ché
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CYP3A4 khic, ching hgn nhy erythromyein, clarithromycin, itraconazole vk nui &p & i
phdi hop v tadalafil cn thin trong, nd dupe cinh bio s lm ting ndng &0 cia tadalafil 2

huyét twong. @
Do d6 ty I¢ cic phin img o6 hei dupe 1iét ke trong phdm 6 co thé duge ting Jén. Ca
Cée chdt vin chuyén: Ooy
Vai trd cda chit vin chuyén (vi dy nhu p-glycoprotein) trong vide st dung tadalafil 1 chua
1. Vi thé, cb tiém dn twomg tic cla thude ko syr e ché cim cie chdt vin chuyén.
Thudc gdy cam img cytochrome P450:
Thube giy clm émg CYP3A4, rifampici gidm di¢n tich duoi duimg cong (ALIC)

i tadalafil xudng §8% so vdi didn tich dudd cong (AUC) cim tadalafil khi ssr dyng mii
minh (10 mgl. Do vy c6 thé lim gidm hi¢u qua didu trj cia tadalafil. Céc thude gly cim (mg
cta CYP3IAL khdc nhu phenobarbital, phenytoin v carbamazepine cling co thé Lim giam ndng
@) cita tadalafil trong huyét wong.

o  Anh hwong cia tadalafil trén sin phim thube khic
Nitrates:

Trong cic nghién ci lim skng. khi sir dung tadalafil (5. 10 vi 20 mg) dwoc cho thiy lam
ting thém the dyng hg huydt dp cia nitrat. Do & khing str dyng ddng thi tadalafil voi céc chis
nitrat hiru oo dudi bt k3 dgng ndo,

Dya trén két qua cta mdt nghidn etu Lim sdng, trong d6 6 150 dbi twomg ding tadalafil 20
mg mdi ngay trong 7 ngay va 0.4 mg nitroglycerin & thai diém khic nhau. Sy tong tic ndy kéo
dai hon 24 gid va khdng con phét hién duge i sau 48 gid sau khi ding lidu adalafil cudi
clng. Do 86, & bénh nhin duge chi dinh didu tr tadalafil dudi bt k§ lidu ndo (2.5 mg - 20 mg)
thi vige didu trj biing nitrat duoe coi 13 ciin thiét vé mdt y & trong tinh hudng tinh mang dang by
nguy hiém, it nhit 48 it sau khi ding liéu tadalafil trude khi nitrat dupe xem xét. Trong nhimg
trudng hop nhu vy, nitrat phii duee gidm sdt v o chdt chd v didng lue hoe.

Cidc thude ching tdng huyét dp (bao gbm ci thuic chen kénk calci)

Khi sir dung ddng thiri doxazosin (4 vi & mg mdi ngay) va tadalafil (lidu § mg va 20 mg
mét lin duy nhit) lim tang tic dung by huyét dp cia thuls chen alpha mt cich ding ké. Higu
img ndy kéo dii it nhdt 14 12 gid vl co thé ob ridu chimg. bao gdm ¢ ngdt. Vi vily sy két hop Y
ndy khimg dupe khuyén cdo. o

Trong ciéc nghién cirs twomg tic thyre hién trong m¢ 5O gidi han i tinh nguyén vién khoe
manh, nhitng hidu img ndy d3 khing dupe bdo cho vii alfuzosin hobe umsulosing Tuy nhién,
can thiin trong khi st dung tadalafil o nhimg bénh nhin dupe didu ti voi bt kY thude chen
alpha ndo, dgc bidt la & nguin gid. Phuong phap didu tri nén dwoe khin diu o lidu 101 thidu va
didu chinh din din.

Troag cic nghién ciru dupe Iy Hm sdng. su dyung tadalafil cd thé lam tang thém tic dung hy
huyét dp cia cie thube chday cso huyét dp. Cac san phim thudc chinh cia nhom thude ching
ting huyét dp di dupe nghién cine, beo gbm thude chen kénh canxi (amiodipin), thube Gc che
men chuyén (ACE) (enalapeil), thude e ché thy thé beta-sdrenengic (metoprolol), thuds loi tidu
thiazide (hendrofluaride), va thube chen thy thé angiotensin 1 chen thy th (khic nhau logi va
lidu lugmg. mdt minh hode két hop vii thiazide, chen kénh canxi, chen beta vivhode chen alpha)
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Rx-Thude bin theo don  Hudmg diin sir dung thude @
Vién nén bao phim PUD-Tadalafil 20

Tadalafil (10 mg rgogi trir che nghién ciu voi thude chen thy thé angiotensin 11 chen thy thé
vit amlodipine trong lidu 20 mg di deoge ap dyng) khiag cb twong tic vi ¥ nghla lim sing vi
bt k¥ logi ndo. Trong mdt nghidn ciu duge 1Y ldm sing tadalafil (20 mg) 38 duoe nghidn ci
két hop voi 4 nhom thude hy huydt dp. O nhimg binh nhin ding thude chiag thng huyét dp
nhidu ln, nhomg thay dbi vé huyét ap lidn quan dén mike 45 kidm sodt huyét &p. VE vin dé iy,
i negmg nghién cins o6 huyét dp duge kidm sodt 1t mie giam 14 thidu vh twong oy ahe thiy o
nguii khoe manh. Trong cée d0i tugmg nghidn ciu o6 huyde dp khdng duoe kidm sodt, mise
gidm lém hon mac di mic giam nay kbbag co lién quan vin cic tridu chimg ha huyét dp & phin
lim cdc dbi luymg ndy.

() nhomg bénh nhin sir dung ce sin phim thube ha huyét dp kit hop vii tadalafil 20 my b
the gy gidm huyét &p, trong &6 (ngoai trir che thudc chen alpha ) 1 nhé vi khing ob khd ning
b lidn quan v¢ mdt lim sing. Phin tich cic giai ligu thir nghi¢m lim sing cho thiy
khing ob sy khic bidt trong cic tie dung phy bénh nhin ding dalafil ob bode khdng
diing che sin phim thube hy huvét &p. Tuy nhién, &3 b ghi nhin Lim sing trén bénk nhdn lién
quan &én gidm huyés dp khi ho dupe didu 1ri bing cic thude chiag tang huyét dp.

Riociguat

Trong mit thir nghiém lim sing so sinh tadalafil § mg v finasteride $ mg voi gia dupe
chng v finasteride § mg trong vige lam giam che trigu chimg cda BPH, khaag co phan img phy
ndo moi duge xéc djoh. Tuy nhidn, mie nghidn clu omg the +& thude vi ma tiy danh gia ti
dung cia thuic (e ché tadalafil v S-alpha reductase ($-ARIs) chua duoc thie hidn, nén thin
wrong khi dong tadalafil cung vin S-ARIs
Thude sic ché § -alpha reductase

Trong mdt thir nghiém lim sing so sinh tadalafil § mg vOi finasteride § mg voi gia dupc
obog voi finasteride 5 mg trong vigc lam giam cac ridu chimg cia BPH, kbdng o6 phan img phy
ndo mid duoe xéc dinh. Tuy nhidn, nhu mdt nghidn ciu twong tic veé dnh hudmg cua tadalafil
biri chit drc ché S-alpha reductase (S-ARls) chia duoc thye hidn, nén thin trong khi ding
tadalafil cing véni S-ARIs.
Chit CYPIAL (i dy theophyiline)

Khi tadalafil 10 mg duge ding vin theophylline (chit (c ché phosphodiesicrase khing chon
loc) trong mdt nghién ciru duoe Iy lim sing. khing cb tuong the dupe ddng hoc. Két qua duoe
ddng boc duy nhdt 14 nhip tim ting nhe (3.5 bpm). Mjc di hidu tmg ndy 14 nbo vi khdng c6 §
nghia l&m sing trong nghién ciru ndy, nhimg cin duge xem xét khi sir dung két hop céc thuds
khic

Ethinylestradiol va terbutaline

Tadalafil 43 dugc chimg minh lim ting sinh kha dung dwimg wbog cla cthinylestradiol;
tuomg 1 tomg 1y ciing o6 the xay ra khi si dyng duimg udng vii  terbutaline.
Ruyru

Ndng &) rugu (ndng 83 1i da trong mdéu 0,08%) khdng b anh huomg b vige ding chung
vii tadalafil (10 mg hode 20 mg). Nigodi ra, khimg c6 sy thay 80 ndag 30 tadalafil duge thiy 3
ghir sau khi diing dag thivi véi rugu, Rugu duoe kidm sodt 0 1bi da hoa 1§ 1§ hip thu rugu (qua
dém nhanh ma khing an cho dén 2 gid sau khi vbng negu). Tadalafil (20 mg) khing lim tng



