Hudng din sirdung thuds @

TNén nén bao phin VI Gﬂ-" Ew

(Thude ndy chi duge ddng theo sirké dom cua béc =§)

Dang trinhbdy: HOp 1 vi x 4 vidn nén bao pham, hip 1 vi x 1 vidn nén bao phim.
Thinh phdin: (Cho 01 widn ndn bav plim);

Té duge (Avicel FH101, mnmt uﬂm Taic, Magnesi st HtFMIC PEG,
titan chooyd, phefim mie Pantan, Efancl 35%) vd 1 vida,

Durge Iy hoc:
Tadaafl |4 chdt (e ch chon loc, cd bl phuc quanasine monaphcsphate wong (cGMP)- dic bibtL i trén

men phasphodiestarasa tugp 5 (PDES). Khi kich thich Snh duc din dén phéng thich nitric oxide tai chl,
i ¢ ¢hil PDES cla tadalall B (Ang ndng &4 cGMP trong thit hang. Bidu nay dua 4 gin ¢ tron v
lam ting ddng mau vao md dudng vat, b 36 gdy cuong duong vil Khi khing cb kich thich inh duc,
tadakafl khong o b dung gl.

Due dang hoc:

Tivcliskaiél usgxc: hlip this nhanih chding s khi wiag, nding &8 trong huyEl hudng Ast b &a khodng 2 oid sau
khi wiing. Sy hdip thu thudc khdng bi nh husdng i i 3n va thai didn dong thudc.

Thé tich phén phall tnang bink khoding &3 1. O 1y Sbu i, 94% Tadalafil gdn vl peodsin huyst fuong
Dui 0,0005% B hudc si dung it in rong tinh dich nén nhimg nguidi khod manh.

Chi dinh:

Rl loam cuang duong & nguti nam gidi inning fanh. Cén ob hoat ddng kich thich finh dyc thi Bwde mé
£ e LS.

Liéu ding v cich ding:

- Chil d0ng chio nam gidi b 18 tudi indlén,

- Khémg ding cho phind.

=Liing 1 vibnitdin, 163 da 1 Miningdry. Uking kivng libn quan dén bda din

- C B0 s dundg 1ir 30 phit 3&n 12 it rurdic khi sinhhoat tinh doc. Higu qua cla thusic of thé duy I d&n
24 gir ko oy s khi uing thudc.

-Khtwg nén ding thusc mdi ngay wi tinh an iodn ol a thud chua dug fae nghidm.

Chiéng chidinh:

- Quamdn v mdi trang cAc thanh phin cia thudc.

- 5{r dung ddng théi tadalafil v cac chdt nitrat b oo dudi bl iy dang ndo.

- Bbnhirhdn nam ma hoat dong tnh dyc cdn iranh do bénh tim mach khing dn dinh.

- Béinhinhin bi i miu co timmdi trong vang 90 ngay.

- Bénhrhan o con dau thit ngyic khang 8n dinh hay cb con dau thit ngus xdy ra trong khi giao hap.

- Suy tm nging hon trong vwong méi & théng



- Biénh nihdn biloan nihip fim khiing i kidim 5041 duge, huyé & thip (<50/50 mmkig) hay cao huypét g
khiing kiim sodi duc.
- Bt nisain bi kai bidn mach mau ndodrong ving mdi G thang,
Thantrong:
- Biérin nhaiin bi sury tham nadng hadc suy gam ndng
- Bilrih nhden o nhiing bénih by o gy r cuong dau disong vil (nhur béah thiu méu héng clu hinh Bim,
fhau B, it bach cu), hary inén rhiing bénh nhan cb bign dang gisi phau duing vt (mihu duoeg vl
oéip o, bénh o ihé hang hay bnh Payronia).
- Mg dang diéu khidin phesang tidn e oo gic hodc viln hirh mdy méc.
Tuwong tic thude:
- Ketocanazok: lam ting din tich dul duong cong (AUC) cia Tadalafl.
- Erytheomycin, Clanthromycin, Hraconazel va nuoc &p qui nhe: [am Bing néng 89 Tadatall trong huyel
oy
- Ritampicin: kam giam diéin tich dudi dutng cong (AUC) cla Tadalafil,
- Phencbartstal, Phenytoinvi Catamareping: Bm gimndng 6 cla Tadala®l rong huyt iuong.
Téic dung khing mong mudn (ADR):
- Ningre i, ik tiibu, chibreg mdt, b i, ung husyl niden mae mis, dam umg, dau co
- Rt hisim khi sy rai: Surneg i midi, niblveg cim giedes dume m i dae 1ai miil v ot mac xung huyst
- Céic b dyng ndy therore] thaiing qua va & mipz &4 nhe va vi
Thing bdo cho bée sf mhitng fée dung khing mong mudn khic gio phil kohi st diung thudc:

54t dung che phy nilfcd thal vh cho conbi: Khéeg duos sirdung,
Chudi Bu va xitri:

Mhimg by duy nhdt cho 3en 500 mg Tadaladl 48 duo S nghiém tnén nguii khod manh va fidy
100 mg nis ln mii ngdy 4 duoe ding cho binh nhan. Céc phin dng phe xdy ra cling buong & nhiu
g philn (g phiy cika Béu thip han. Trong trung hop qué by, 62 bibn phap hd g b chisn cin
drp i e fury theo b cu.
Biio qudn: Nkt 40 dude 30°C, trong baa bi kin, trénh &nh sang.
Han dimng: 36 théng, ke 8 ngdy sn st (Khang ding thudic 38 hit han i dung hode vién hutc b bd,
bin mdu...).
Tibuchudnap dung: Tieu chulinnha sda xull,

Boc ki hutng diin sir dung trude khi ddng
Wiu céin thm thang tin xin hai § kifn cda bic s

Sdin xudt Infin iy chuyfn dgt tur chudin GMP-WHO tal
CONG TY CO PHAN ARMEPHACO - XI NGHIEP DUCC PHAM 120
S8 118 V0 Xufin Thilie - Phic Loi - Long Blén - HA Noi
DT/Fax: 0243 674 0054 - 0243 674 0019




