Rx Thudc ban theo don

AGITAFIL .

Thanh phan:

»Cho 1 vién 10mg:

-Tadalafil........ A A S S S e e SR BRI 10mg
2 F= o [T oo o [IONIIBR < T R SCRAPY S SN oo s oo (| ol 1 vién.
(Lactose, Tinh bét ngd, Microcrystalline _cellulose, Natri starch
glycolate, Colloidal silicon dioxyd, Magnesi stearat, Hydroxypropy!
methylcellulose, Polyvinyl pyrolidon, Titan dioxid, Polyethylen glycol
6000, Talc, Mau oxyd satvang, Polysorbat 80).

»Cho 1 vién 20mg:

G 01 || Bt e e s HER e A A 20mg
TAOGWICIVE .o imtoiis oot e e S e o e ore 1 vién.
(Lactose, Tinh bdt ngd, Microcrystalline cellulose, Natri
starch glycolate, Colloidal silicon dioxyd, Magnesi stearat,
Hydroxypropyl methylcellulose, Polyvinyl pyrolidon, Titan
dioxid, Polyethylen glycol 6000, Talc, Mau oxyd sét vang,
Polysorbat 80).

Quy cach dong goi:
»Cho 1 vién 10mg: Hop 1 viX 2 vién nén bao phim.
»Cho 1 vién 20mg:
*HOp 1 vix 1 viénnén bao phim.
+Ho6p 1 vix 2 vién nén bao phim.
Chidinh:
AGITAFIL dwoc Chl dinh trong tred'ng ho'p bj réi loan cwong
ducrng, trang thai mat kha nang dat du'qc va duy tri cwong cirng
da dé giao hop. Dé thude co hiéu qua, can phai co sw kich thich
tinh duc.

Liéu dung vacach dung

- Liéu théng thuwong: Uong 10mg/ lan/ ngay Udng thudc véi nhleu
nwéce (trong hodc ngoai bira an), c6 thé st dung tir 30 phit dén
12 glcy trwde khi smh hoat tinh duc.

-Liéu dung c6 thé tang dén 20mg hodc gidm xudng 5mg/ 1an/
ngay tuy theo dap trng clia tung nguoi.

-Hiéu qua cla tadalafil cé thé duy tri cho dén 24 gi® sau khi
dungthuoc

-Khong can diéu chinh liéu & bénh nhan cao tudi, ngudi bénh
tiéu dwong.

-Bénh nhan suy than, suy gan khong dung qua 10mg/ 1an/ ngay.

Chong chi dinh:
- Quéa mén véibat cr thanh phan nao cula thuoc
-Khéngdung cho phu ni va tré em dwcl 18 tudi.
i Benh nhan dang dung cac dan xuét nitrat, vi tadalafil co tac dung__
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_-Bénhnhan. dang dungcacdan xuatmtr:at,_vuadalaf Lcoiac_dung____“
hiép dong véi tac dung ha huyét ap clia cac dan xuét nitrat
(nitroglycerin, mononitrat |sosorb|d)

-Bénh nhan dang diing cac thudc ha huyét ap alpha-blocker
(doxazosin, tamsulosin).

-Nhirng trwd'ng hop suy gan néng, huyét ap thap, dot quy, nhoi
mau co'tim. :

-V&i cac bénh nhan da duwoc khuyén cao khéng nén sinh hoat
tinh duc.

Than trong:

- Trwée khi diéu tri, phai biét ré tién st bénh va kham cu thé bénh
nhan nham xac dlnh ro chwng Ioan chirc nang crong duong
nhan cling phan xét dén boi Iy do co nguy co tim mach két ho’p
VoI hoat dong tinh duc. Tadalafil co tac dung gian mach, dwa dén
suy gidm nhe clia huyét ap va do d6 c6 tac dung hiép dong ha
huyét ap voi cac nitrat.

-Tadalaf'  1a thudc duoc chuyen hoa tai gan b&i CYP3A4, vi vay
néu duing chung véi cacthude tre ché CYP3A4 khac (ketoconazol,
ritonavir, erythromycin, itraconazol,...) sé lam tang ham Iuong
tadalafil trong huyét two'ng vado do lamtang nguy co ha huyét ap.
Do vay, néu dung dong thoi véi cac thube trén thi tadalaf | khdng
dwgcdung qua 10mg/lan/ 72 glo

-Tlnh an toan va hiéu qua ctia cac phdi hop Tadalafil v&i cac dleu
tri rbi loan cwong khac da khong duoc nghlen ctru, vi vay s két
ho'p nay khong nén dung. Tadalafil khéng cé tac dung |én thoi
gian chay mau khi dung don ddc hoac dung chung v&i aspirin.
Tadalafil chwa dwgce dung trén nhung bénh nhan b réi loan chay
mau hoéc loét tiéu hoa, vi vay phai can than khi chi dinh sau khi
c&n nh&clgihai ky cang.

-Kha nang gay cwong duong kéo dai co thé xay ra (nhiéu hon 4
gi®), vi vay khi gap hlen tuong nay, du c6 dau hay khéng cling
phai t¢i trung tam yte dé diéu tri.

- An toan dung thuéc cho cac nhém bénh nhan sau day chuwa
dwoc danh gla do d6 cling khéng nén dung: Suy tim, dau thét
ngwc, cao huyét ap (> 170/100 mmHg) hodc huyét ap thép (<
90/50 mmHg)

-Viéc st dung Tadalafil co thé dan dén giam thi lwe, méat thj lwc
tam thoi.

Twong tac thudc:
- Tadalafil dwgc chuyen hoa tai gan boi CYP3A4, vi vay néu diing
chung v&i cac thubc (rc ché CYP3A4 khac (ketoconazol,
ritonavir, erythromycin, clarithromycin, itraconazol,
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nwédc ép qua nho...) sé lam ting néng d6 ham lwong tadalafil
trong huyeét twong va do dé, ty 1é cac tac dung khdng mong
mudn ciing c6 thé tang.

-Dung chung tadalafil véi cac thubéc cdm (rng CYP3A4
(rifampicin, carbamazepin) lam gidm ndéng do tadalafil
trong huyét twong, do d6 hiéu lyc sé giam.

- Cac thudc antacid (magnesi hydroxyd, nhém hydroxyd) lam
giam hap thu tadalafil.

- Tadalafil lam t&ng tac dung ha huyét ap ctia cac dan xuét nitrat,
vi vy chéng chi dinh diing ddng thoi véicac din xuét nitrat.

Tac dung cta thudc khi lai xe va van hanh may méc:

Choéng mat la tac dung phu da dwgc ghi nhan trong cac phép thir
lam sang & nhirng nguwdi dan 6ng dung Tadalafil, do d6 bénh
nhan can danh gia phan (rng ctia ban than trwéc khi lai xe hodc
van hanh may méc.

Tac dung khéng mong muén:

» Thuwdng gap:

Nhirc dau, kho tiéu, chéng mat, dé6 mat, ngat mdi, dau lwng,
dau co.

>t gap: '

- Swng mi mét, dau mét, két mac sung huyét.

-Hé tim mach: DPau thét ngye, dau ngwe, ha huyét 4p hoac tang
huyét ap, ha huyét ap tu thé, hdi hop, tim dap nhanh.

-Tiéu hoa: Tiéu chay, khé miéng, khé nudt, viém thyc quan,
hdi lwu da day - thye quan, viém da day, budn nén, nén, dau
bung duéi.

- Co xwong: Dau khép, dau cd.

- Hé th&n kinh: Chéng mét, mat ngt, budn ngui, chirng di cam.

+H6 h&p: Chay mau cam, viém hong.

- Da: Ng(ra, ndi ban, chdy md hoi.

- Tac dung ngoai y dwgc ghi nhan véi tadalafil thwéng thoang qua
va & mirc A9 nhe hay vira.

»Théng bao cho bac sy nhitng tac dung khéng mong mudn gép
phai khi str dung thube.

Cac dac tinh dwec lwe hoc:

Tadalafil 1a chat e ché chon loc, c6 hdi phuc Guanosine

monophosphate vong (cGMP) - dac biét la trén men

phosphodiesterase type 5 (PDES). Khi cé sy kich thich
tinh duc, chét oxid nitric (NO) dwgc phéng thich tir cac té
bao ndi mac mach mau, kich thich sy tdng hop Guanosine

3', 5' monophosphate vong (cGMP) & té bao co tron. Sy

(rc ché PDES5 clia tadanafil da lam tdng ndng do ciia cGMP

trong thé hang dan dén lam gién co tron va lam ting lvong

mau téi thé hang %éy ra cwong clrng dwong vat. Sy gia
tang cGMP sé lam On dinh chirc néang cwong. Khi khéng c6
kich thich tinh duc thi tadalafil khéng cé tac dung.
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Cac dac tinh dwore dong hoc:

- Tadalafil dwg'c hap thu nhanh sau khi uéng, néng do téi da trong
huyét twong sau khi uéng vién 20 mg dat khoang 400 mg/ml.
Théi gian dat ndng d6 tbi da trong mau khoang 45 phut. Sinh kha

dung 100%, thé&i gian ban thai trong huyét twong 1a 4,7 gid.
Thuoc dwge chuyen hoa manh béi cac microsom isoenzyme &
gan thanh mot chat chuyén hoa cé hoat tinh, chat nay c6 hiéu
Iwrc véi PDES bang 50% thudc gbc. Tadalafil va chat chuyén hoa
chinh déu gén véi protein huyét twong khodng 96%.

- Tadalafil dwoc bai xuét phgn Ién qua phan duwdi dang chét
chuyén héa (khodng 80% lidu dung) va mét lwong it hon qua
nwéc tiéu (khoang 13% liéu dung).

Cac sé liéuantoantién lam sang:

-Da c6 béo c4o, tuy hiém, & mét s bénh nhan co6 hién twong
cuong clrng ciing gay dau néu kéo dai trong thdi gian trén 6 gidy
sau khi dung tadalafil. Néu tinh trang cwong gay kéo dai trén 4
gi® phai bao ngay cho Bac si.

- Trwdng hop xay ra dau ngure trong hodc sau khi hoat dong tinh
duc, khéng dwgc dung cac nitrat ma phai dung cac bién phap
hé tro khac.

Qua liéu va cach xdr tri:

-Nhirng liéu duy nhét cho dén 500mg tadalafil da dwoc thir
nghiém trén ngudi khde manh va liéu 100mg nhiéu 1an méi ngay
da duwoc dung cho bénh nhan. Cae phan (rng phy xay ra cling
twong tw nhw nhirng phan (rng phu ctia liéu thap hon.

- Trong trudng hop xay ra qua liéu, can tién hanh cac bién phap
hé tro. Tham tach than khéng c6 tac dung loai Tadalafil ra khéi
co thé vi thudc gén két cao véi protein huyét twong va khong
duwoc baitiét qua nwérctiéu.

< DE XA TAM TAY TRE EM ;
DPOC KY HUONG DAN SU’ DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHI DUNG THEO BON CUA BAC SY

Bao quan: Nhiét d6 duwéi 30°C, tranh 4m va anh sang.

Han dung: 24 thang ké tir ngay san xuét.
Khéng dung thudc qua thoi han sir dung ghi trén nhan.

CTY CP DUQC PHAM AGIMEXPHARM
e 27 Nguyén Théi Hoc, P. My Binh, TP. Long Xuyén, An Giang.
AGMEXDHARM Nha may: 66 Vi Trong Phyung, P. My Théi, TP. Long Xuyén, An Giang.
DT: 076.3857300 Fax: 076.3857301
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