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TO HIJONG DAN SU DUNG

Rx Thu6c b6n theo dcrn

Thinh phffn:
- Tadalafil
- Tddugcv<l......

@AGITAFIL 20

w20 mg
I vi€n.

(Lactose, Tinh bQt ng6, Microcrystallin cellulose, Natri starch glycolat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose, Polyvinyl pyrolidon, Titan dioxid, Polyethylen
glycol6000, Talc, Mdu oxid s[t vdng, Polysorbat 80).

Quy c6ch tl6ng g6i: HQp I vi x I vi6n ndn bao phim.

Chi ilinh:
- AGITAFIL tlugc chi ttlnh trong trudng hqp bi r6i lopn cuong duong, tr4ng th6i m6t kna ndng d4t

du.Oc v| duy tri cucrng cimg dti tt€ giao hqp.
- DC thu6c c6 hieu qui, cdn phii c6 sg kich thich tinh duc.

Li6u lugng vi cich dtrng:

- Li6u th6ng thudng: U0ng l0 mg/lAn/ngny. U6ng thu6c vdi nhi6u nu6c (trong ho4c ngodi b&a 5n), c6
th6 sri dpng ttr 30 phtt d€n 12 gid tru6c khi sinh ho4t tinh dpc.
Li€u dtng c6 th€ t[ng d6n 20

t'
mg ho{c gi6m xu6ng 5 mglldn/ngiy tu} theo d6p img cria timg nguoi

HiQu qui cta Tadalafil c6 thc duy tri cho <l6n 24 gid sau khi dirng thu6c.
Khdng n6n dirng Tadalafil
Kh6ng cAn di6u chinh lidu

qu6 0l lAn trong 24 gid.
d benh nh6n cao tu6i, ngudi bQnh ti6u <luon ob'

Li€u dirng
o

BQnh nhdn suy gan nhg tttin trung binh: li6u t6i da li l0 mg/l6n/ngdy u

hdng ngiy chua duo. c tl6nh gi6 D

BQnh nhdn suy th{n: GIlIEX{
+ Suy th4n nhe (CC 5l-80 ml/ phrit): kh6ng cAn tliAu chinh liAu

N-d.sl

l

0

o

+ sYv
li6u

th4n trung binh (CC 31-50 ml/ ph0t): li6u khoi diu 5 mg kh6ng qurl mQt lAn m6i ngdy,
t6i da l0 mg trong 48 gid

+ Suy th$n n{ng (CC it hon 30 ml/ phrit ho[c ch4y th4n nh6n tpo): li6u t6i da ld 5 mg khdng qu6 mQt

lin trong mdilZ gid; khuy6n c6o nhfrng bQnh nhdn ndy khdng dirng thuong xuydn hdng ngdy.

Chdng chi tlinh: Kh6ng dirng Agitafilcho nhlrng di5i tugng sau:

- Qu6 min vdi U6t cri thinh phin ndo cta thu6c.
- Phu n[I; nam gi6i dudi 18 tu6i.
- BQnh nh6n rlang dtng c6c thua5c thuQc nh6m din xu6t nitrat (nitroglycerin, isosorbid dinitrat, isosorbid

mononitrat) vi Tadalafil c6 tac dpng hiqp d6ng voi t6c dpng hp huy6t 6p cira c6c d6n xu6t nitrat.
- Bpnh nhin dang dtng c6c thu6c h4 huytit 6p chgn alpha (alpha-blocker) nhu: doxazosin, tamsulosin,

prazosin, terazosin.
- bgnn nhdn hp huy6t 6p, ting huy6t 6p vi lo4n nhip kh6ng ki6m so6t dugc; c6 vdn d€ v6 tim nhu dau

thit nggc, suy tim , r5i lopn nhlp tim, hoic ttd c6 mQt con dau tim.
- Nhiing trudng hqp suy gan n[ng.
- Vdi c6c bQnh nhdn tl6 <lugc khuyiSn c6o kh6ng n€n sinh ho4t tinh dgc.

Thfn trgng
- Tru6c khi ili6u tri, phii biet rO tidn st bOnh vn kh6m cg th6 bEnh nhdn, nhim x6c elinh rO chung loan ch0c

nlng cuong duong vft vi c6c cln nguyOn tidm 6n.
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- Tinh tr4ng tim m4ch cria bQnh nhin cfing phii xdt <li5n bdi b? do c6 nguy co tim mach ki5t hqp voi ho?t

dQng tinh dpc.
- Tha; trgng khi phOi nqp voi c6c thu6c iti€u tritim m4ch, huyiit 6p (xem mpc Ch6ng chi ttinh);c6c thu6c

1ic ch6 CYP3A4 (ketoconazol, ritonavir, erythromycin, itraconazol,...) (xem mgc Tuong t6c thu6c).

- Tadalafil chua <lugc dirng tr6n nhtng bQnh nhdn bi rOi loan chiy m6u holc lodt ti6u ho6, vi v{y phii
cAn th0n khi chi dinh sau khi c6n nhic lqi hai k! cdng.

- Kha ndng gdy cuong duong k6o dni c6 th€ xdy rq (nhidu hon 4 gid), vi v4y khi g4p hiQn tuqng niy, dir

i'"'ffi1"IrHif;:":fJ}:","ffitrl1Tr'fi*:t;:;h, dau th6t nsuc, cao huyrit 6p (> r70lr00
mmHg) holc huytit 6p th6p (< 90/50 mmHg) chua dugc il6nh gi6, do d6 cfing kh6ng nOn dtrng.

- Khi r,i dgng Tadalafil kh6ng n€n u5ng rugu bia vi c6 thiS lim tlng t6c dpng phq cta Tadalafil nhu
giim huy6t 6p qu6 muc, gdy ch6ng m[t, dau d6u, tlngnhip tim.

- ViQcsftdpngr;Affii;,i6;t;?e;gra,ntiiiu.,,iat*iiluctamthdi. ^ \

Tucrng tic thu5c: 
adalafll co the dan oen glam ml luc' mat ml luc t?m mol' 

\
- Tadalafil c6 t6c dqng gi6n m4ch, tlua diln suy gi6m nhg cria huyiSt ap vd do d6 c6 t6c dqng hiQp d6ng

ha huy6t 6p vdi cac ddn xu6t nitrat vi chgn alpha vi v4y chting chi rlinh dtng <t6ng thoi Tadalafil vdi
c6c nh6m thu6c ndy.

- Tadalafil clugc chuytin ho6 t4i gan boi CYP3A4, vi vQy n6u dirng chung v6i c6c thu5c ric ctr6 Cyp:e+
kh6c (ketoconazol, ritonavir, eryhromycin, itraconazol,...) s€ ldm tlng n6ng d0 Tadalafil trong huytit
tuong, do tl6 ldm tlng nguy co h4 huytit 6p vd c6 th€ tlng t] lQ c6c tr{c dpng kh6ng mong mu6n.

- Vi v4y, n6u dirng tl6ng thdi vdi c6c thu6c tr6n thi Tadalafil kh6ng duo. c dtrng qu6 10 mgltdntlZ gitr.
- C6c thu6c antacid (magnesi hydroxyd, nh6m hydroxyd) ldm gi6m.h6p thu Tadalafil.
- Tinh an todn vd hi€u qui khi phOi hqp Tadalafil vdi c6c thuiSc di6u tri r6i loan cuong duong kh6c di

kh6ng clugc nghiCn cftu, vi vey su k€t hqp ndy kh6ng n6n dtng.
- Tadalafil kh6ng c6 t6c dpng l€n thoi gian chiy m6u khi dirng tlon tlQc ho{c dirng chung vdi aspirin.

Sfr dgng cho phg nii c6 thai vir cho con bt:
- Khdng dirng thuiSc cho php nfr mang thai vd cho con bri vi chua c6 c6c nghiOn cuu dAy dt vd thich

hgp tr6n phg n[ c6 thai vd cho con b0.
- Nghi€n criu tr€n chuQt vi th6 sau khi dirng thui5c qua dudmg u6ng, kh6ng th6y cfc beng chtmg ve tinh

sinh qu6i thai, gi6m khd nlng sinh sdn, ho{c nhiing tric dqng U6t tqi cho sg ph6t tri6n cria ph6i vd thai nhi.

Tic dgng cfra thu5c khi lii xe vi v$n hinh mfy m6c:

Thu6c ndy c6 th6 gay ch6ng mflt ho[c thay d6i tAm nhin, do tl6 sau khi u6ng thu6c cAn d6nh gi6 phin
t?ng cta bAn thdn trudc khi l6i xe ho{c v4n hdnh m6y m6c.

Tic dgng khdng mong mu6n

'/ Thuong g[p: Nhric dAu, kh6 ti€u, ch6ng m[t, d6 m[t, ng4t mfri, dau ltmg, dau co.
,/ it g4p:

- Sung mi mit, dau mit, k6t mac sung huy6t.
- He tim m4ch: Dau th6t ngyc, dau nggc, h4 huy6t 6p hoic t[ng huy6t 6p, ha huytft 6p tu th6, h6i

hQp, tim d{p nhanh.
- Ti6u ho6: Ti€u chiy, kh6 miQng, kh6 nu6t, vi6m thgc quin, h6i luu da ddy - thgc quin, vi6m d4

diy, butin n6n, ndn, <lau bgng du6i.
- Coxuong: Dau khdp, dau c6.
- He thin kinh: Ch6ng m{t, m6t ngri, budn ngri, chimg di cdm.
- HO h6p: Chny m6u cam, vi6m hgng.
- Da: Ngfta, n6i ban, chiy md h6i.

T6c dpng ngo4i;i dugc ghi nh6n vdi Tadalafil thudng tho6ng qua vd d mftc d0 nhe hay vtra.

Th6ng b6o cho b6c s! nhtng t6c dpng kh6ng mong mu6n g[p phni khi st dsng thu6c.
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C6c tl{c tinh dugc lu. c hgc:

- Tadalafil ld ch6t tlc ch6 chgn lgc, c6 hOi phpc guanosin monophosphat vdng (cGMP)

Aerrrexpx,qgrt
GMP.WHO An Giang.

TP Long ngay

w
- dlc biqt ld tr6n

men phosphodiesterase type 5 (PDE5).
- Khi c6 sg kfch thfch tinh dqc, ch6t oxid nitric (NO) <tuqc ph6ng thich tt c6c t6 bio nQi mgc m4ch

m6u, kich thich sg t5ng hqp guanosin 3', 5' monophosphat vong (oGMP) d te bdo co tron.
- SU r?c ctrti ppps cria Tadalafil dfl ldm tlng n6ng d0 cria cGMP trong th6 hang d5n d6n ldm gi6n co

tron vi lim tlng lugng m6u tdi thO hang glty ra cuong cimg duong v|t. SU gia t6ng cGMP sE ldm 6n

tlinh chric ndng cuong. Khi khdng c6 kich thich tinh duc thi Tadalafil kh6ng c6 t6c dpng.

Cic il{c tfnh duo. c tlQng hgc:

- Agitafil cluqc h6p thu nhanh sau khi uting, n6ng dQ trong huy6t tuong (Cmax) c0a Tadalafil cl4t clugc

khoing tt 30 phtt d6n 6 gid (thoi gian trung binh ld 2 gid).
- Kha dpng sinh hqc tuyQt d6i cria Tadalafil d4ng uting chua tlugc thiOt l4p. T6c dO vd mfc dQ h6p thu

Tadalafil kh6ng bi inh huong bdi thric 6n, do d6 Tadalafil c6 th6 tluo. c dtng trong ho{c ngodi bfa 6n.

- Thu6c tlugc chuy6n ho6 mpnh bdi c6c microsom isoenzym d gan thdnh mQt ch6t chuy6n ho6 c6 hopt
tinh, ch6t ndy c6 hiQu luc vdi PDE5 bing 50% thu6c g6c. Tadalafil vd ch6t chuyiSn ho6 chinh d6u gan

vdi protein huy6t tuong khotngg6%o.
- Tadalafil duqc bdi xu6t phAn l6n qua phdn du6i d4ng ch6t chuyiSn h6a (khodng80% li€u dirng) vd

mQt lugng it hon qua nudc ti€u (khodn g l3o/o li6u ding).

Qui lidu vd cfch xfr trf:
- Nhimg li€u duy nh6t cho <t6n 500 mg Tadalafil tl6 ttuo. c thri nghiQm tr6n ngudi kh6e m4nh vd liAu

mg nhiiru lin m6i ngiy tli tlugc dtng cho bQnh nhdn. C5c phin ung phu xiy ra cfing tuong tg
nhfrng phin img php cria liAu th6p hon.

- Trong trulng hqp xiy ra qu6 liAu, cAn.ti6n hdnh cric biQn ph6p h5 trg. Th6m.t6ch thfln c6 tric dr,rng
Tadalafil ra kh6i co thi5 khdng ddng k€ vi thu6c gEn ket cao vdi protein huytlt tucrng vd tluqc bdiil
qua nudc ti6u.

Orc X^q.TANA TAY TRE EM
qac $v Hrlor,{c D I N SrI DU\c TRTIOC KHr DUNG

xnu cAx THTM THONG TIN xIN HoI i,xInN nAc sY
THU6C xAy cTTi DUNG THEo DoN CUA nAc sY

B_io quin: Oe O nhigt tIQ dudi 300C, tr6nh Am vd 6nh s6ng.
H4n dtng: 24 th.dngk6 ttr ngdy sin xu6t.
Kh6ng dtng thutic qu6 thoi han st dpng ghi tr6n nh6n.
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