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TO HUONG DAN SU DUNG
Rx Thudc béan theo don
AGITAFIL® 20
Thanh phén:
-Tadalafil ........ . .. 20 mg H
- Taduge va . ..o 1 vién.

(Lactose, Tinh bt ngd, Microcrystallin cellulose, Natri starch glycolat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose, Polyvinyl pyrolidon, Titan dioxid, Polyethylen
glycol 6000, Talc, Mau oxid sat vang, Polysorbat 80).

Quy cdch déng gobi: Hop 1 vi x 1 vién nén bao phim.
Chi dinh:

AGITAFIL dugc chi dinh trong truorng hop bi rdi loan cuong duong, trang thai mat kha nang dat \\\
dugc va duy tri cuong cimg du dé giao hop. «
Pé thubc c6 hiéu qua, can phai cd sy kich thich tinh duyc.

Liéu lwong va cach ding:
Li?:u thong thuong: Uéng 10 mg/l?m/ngéy. Udng thube véi nhiéu nude (trong hodc ngoai bita an), ¢6 =
thé sir dung tir 30 phat dén 12 gio trudce khi sinh hoat tinh dyc. v,

Liéu dung c6 thé tang dén 20 mg hoac giam xubng 5 mg/lan/ngay tuy theo dap img cia timg ngudi. 5"
Hiéu qua ctia Tadalafil c6 thé duy tri cho dén 24 gi¢r sau khi dung thuéc.
Khong nén dung Tadalafil qua 01 1an trong 24 gio.
Khéng cén diéu chinh liéu & bénh nhan cao tudi, ngudi bénh tidu dudng.
Bénh nhan suy gan nhe dén trung binh : liéu t5i da 13 10 mg/lin/ngay. Liéu dung thu¢
hang ngay chua dugc danh gia
Bén%x nlg;éz suy than: ¥ AGIMEXPHARM A
+ Suy than nhe (CC 51-80 ml/ phut): khong can diéu chinh liéu G E <y
+ Suy thén trung binh (CC 31-50 ml/ phut): liéu khoi dau 5 mg khong qua mot 1an mdi ngay, voi

liéu tdi da 10 mg trong 48 gidy
+ Suy than néng (CC it hon 30 ml/ phiit hoc chay than nhan tao): lidu tdi da 1a 5 mg khong qua mot

14n trong m&i 72 gi; khuyén céo nhimg bénh nhan nay khong ding thudng xuyén hang ngay.

i PHAM
OC PHAM

Chéng chi dinh: Khong dung Agitafil cho nhitng dbi tuong sau:

Qué mn vai bét ctr thanh phén nao cia thude.

Phu ni¥; nam gidi dudi 18 tudi.

Bénh nhan dang dung céac thudc thudc nhém dan xuét nitrat (nitroglycerin, isosorbid dinitrat, isosorbid
mononitrat) vi Tadalafil c6 tac dyung hiép dong v6i tac dung ha huyét 4p cia cac dan xuét nitrat.

Bénh nhan dang dung cac thudc ha huyét ap chen alpha (alpha-blocker) nhu: doxazosin, tamsulosin,
prazosin, terazosin.

Bénh nhan ha huyet ap, tang huyét ap va loan nhip khong kiém soét dugc; c6 van dé vé tim nhu dau
thit nguc, suy tim , réi loan nhip tim, hoic da c6 mot con dau tim.

Nhitng truong hop suy gan ning.

Vi cac bénh nhan da duogc khuyén cao khong nén sinh hoat tinh duc.

Thén trong

Trude khi diéu tri, phai biét 13 tién st bénh va kham cu thé bénh nhan, nhim x4c dinh rd chimg loan chiic
nédng cuong duong vat va c4c can nguyén tiém 4n.
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Tinh trang tim mach cia bénh nhan ciing phai xét dén bai ly do c6 nguy co tim mach keét hgp v6i hoat
dong tinh dyc.

Than trong khi phéi hop vai cac thude diéu trj tim mach, huyét 4p (xem muc Chéng chi dinh); cac thudc
ttc ché CYP3A4 (ketoconazol, ritonavir, erythromycin, itraconazol,...) (xem muc Tuong tac thudc).
Tadalafil chua dugc dung trén nhiing bénh nhén bi r6i loan chay mau hodc loét tiéu hod, vi vay phai
cén than khi chi dinh sau khi can nhic l¢i hai ky cang.

Kha nang gdy cuong duong kéo dai co thé xdy ra (nhleu hon 4 gid), vi vy khi gap hién tugng nay, du
c6 dau hay khong ciing phai t6i trung tim y te dé diéu tri.

An toan dung thubc cho cic nhém bénh nhén: Suy tim, dau thit nguc, cao huyét ap (> 170/100
mmHg) hodc huyét ap thap (< 90/50 mmHg) chua dugc danh gia, do d6 ciing khong nén dung.

Khi str dung Tadalafil khong nén udng rugu bia vi c6 thé 1am ting tac dung phu cta Tadalafil nhu
giam huyét 4p qua mic, giy chéng mit, dau dau, ting nhip tim. ‘

Viéc sir dung Tadalafil c6 thé din dén giam thi lyc, mat thi lyc tam thoi. \(,\

Twong tac thude:

Tadalafil c6 tac dung glan mach, dua dén suy giam nhe cta huyét ap va do d6 c6 tac dung hiép déng
ha huyét 4p v6i cac din xuit nitrat va chen alpha vi vay chéng chi dinh dung ddng thoi Tadalafil véi
cac nhém thude nay.

Tadalafil dugc chuyén hoé tai gan bi CYP3A4, vi vay néu ding chung voi cac thudc wrc ché CYP3A4
khac (ketoconazol, ritonavir, erythromycin, itraconazol,...) s&€ 1am tang ndng d6 Tadalafil trong huyét
twong, do d6 lam tang nguy co ha huyét 4 ap vaco thé ting ty 1é cac tac dung khong mong mudn.

Vi vy, néu ding ddng thoi véi cac thudc trén thi Tadalafil khong dugc dung qua 10 mg/lan/72 gid.
Céc thuc antacid (magnesi hydroxyd, nhém hydroxyd) lam giam hip thu Tadalafil.

Tinh an toan va hiéu qua khi phéi hop Tadalafil véi cac thudc diéu tri rdi loan cuong duong khac da
khong dugc nghién ciru, vi vay su két hop nay khéng nén dung.

Tadalafil khong c6 tac dung lén thoi gian chady mau khi dung don dc hodc dung chung véi aspirin.

Sir dung cho phu nir ¢6 thai va cho con bu:

Tac

Khéng dung thubc cho phy nit mang thai va cho con b vi chua c6 cac nghién ciru ddy du va thich
hop trén phu nir cé thai va cho con bu.

Nghién ctru trén chudt va tho sau khi ding thudc qua dudng ubng, khéng thdy cac bang chimng vé tinh
sinh quai thai, giam kha ning sinh san, hoic nhimg tac dung bét lgi cho su phat trién ctia phdi va thai nhi.

dung ciia thude khi i xe va van hanh may méc:

Thubc nay c6 thé gay chong mit hodc thay dbi tim nhin, do d6 sau khi uéng thudc cin dénh gia phan
(rng cta ban than trude khi lai xe hodac van hanh may moc.

Tac dung khéng mong muédn
v Thuong gap: Nhirc déu, kho tiéu, chéng mat, d6 mat, ngat miii, dau lung, dau co.
v it gap:

- Sung mi mit, dau mét,, két mac sung huyét.

- Hé tim mach: Pau that nguc, dau nguc, ha huyét ap hodc tiang huyét ap, ha huyét ap tu thé, hdi
hdp, tim dap nhanh.

- Tiéu hoa: Tiéu chay, khé miéng, khé nudt, viém thuc quan, hdi luu da day - thuc quan, viém da
day, budn nén, nén, dau bung dudi.

- Co xuong: Dau khép, dau co.

- Hé than kinh: Chéng mat, mat ngu, budn ngu, chimg dj cam.

- Ho hép: Chay mau cam, viém hong.

- Da: Ngira, n6i ban, chay md hoi.

Téac dung ngoai y dugc ghi nhan véi Tadalafil thudng thoang qua va & mirc d9 nhe hay vira.
Thong bao cho bac sy nhitng tac dung khéng mong mudn gip phai khi sir dung thuée.
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Cac dic tinh dugc luc hoc:

- Tadalafil 1a chit &rc ché chon loc, c6 hdi phuc guanosin monophosphat vong (¢cGMP) - dic biét 1a trén
men phosphodiesterase type 5 (PDES).

- Khi ¢c6 sy kich thich tinh duc, chét oxid nitric (NO) dugc phéng thich tir cac té bao ndi mac mach
méu, kich thich sy tdng hgp guanosin 3', 5' monophosphat vong (¢cGMP) & té bao co tron.

- Sy tc ché PDES5 cua Tadalafil da 1am ting ndng d6 ciia cGMP trong thé hang dan dén lam gidn co
tron va lam ting lugng mau téi thé hang gay ra cuong cimg duong vat. Sy gia ting cGMP s& lam n
dinh chirc ndng cuong. Khi khong cé kich thich tinh duc thi Tadalafil khong c6 tac dung.

Cac dic tinh dugc dong hoc:

- Agitafil dugc hdp thu nhanh sau khi uéng, ndng do trong huyét tuong (Cmax) ctia Tadalafil dat dugc
khoang tir 30 phut dén 6 gid (thdi gian trung binh 1 2 gid).

- Kha dung sinh hoc tuyét dbi cia Tadalafil dang udng chua dugc thiét 1ap. Téc do va mirc do hap thu
Tadalafil khong bi anh hudng bai thic in, do d6 Tadalafil c6 thé dugc ding trong hodc ngoai bira an.

- Thubc dugc chuyén hod manh bai cac microsom isoenzym & gan thanh mot chat chuyén hoé c6 hoat
tinh, chit nay c6 hiéu luc véi PDES bing 50% thudc gbc. Tadalafil va chét chuyén hod chinh déu gin
v6i protein huyét tuong khoang 96%.

- Tadalafil dugc bai xuat phan I6n qua phan du6i dang chit chuyén héa (khoang 80% liéu dung) va
mdt lugng it hon qua nude tiéu (khoang 13% lidu dung).

Qua lidu va cach xir tri:

- Nhing liéu duy nhit cho dén 500 mg Tadalafil da dugc thir nghiém trén ngudi khoe manh va lidu 100
mg nhiéu l1an mdi ngay da dugc dung cho bénh nhan. Cac phan tmg phu xay ra ciing tuong tu n
nhitng phan tmg phu cua liéu thip hon.

- Trong truong hop xay ra qua liéu, can tién hanh cac bién phap h trg. Thim tach than c6 tac dung 10
Tadalafil ra khoi co the khong déng ké vi thudc gén két cao voi protein huyét tuong va dugc bai tiét
qua nudc tiéu. 4

_ DPEXATAMTAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
, THUOC NAY CHI DUNG THEO PON CUA BAC SY
Bdo quan: Dé & nhiét d6 dudi 30°C, tranh 4m va anh sang.
Han dung: 24 thang ké tir ngay san xut.
Khong dung thudc qué thoi han sir dung ghi trén nhan.
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