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Tadalafil
Vién nén bao phim

THANH PHAN: Mbi vién chifa:

- Hoat chéat: Tadalafil (du6i dang com tadalafil 8%).................. 20 mg.

- T4 dugc: Flowlac 100, cellulose vi tinh thé, talc, magnesi stearat,
opadry Il white va oxyd sdt vang.

MO TA SAN PHAM: Vién nén dai bao phim, mau vang.

DUGQC LUC HOC:

- Tadalafil 1a thudc @c ch& chon loc c¢6 héi phuc guanosine
monophosphate vong (cGMP) — la men ddc biét phosphodiesterase
typ 5 (PDE5). Khi c6 sy kich thich tinh duc din d&n phong thich
nitric oxyd, su tic ché PDE5 cla tadalafil s& 1am ting ndng do cGMP
trong thé hang. Diéu nay dua t6i gidn co tron va 1am ting ap Iyc mau
vao trong md duong vat, tii d6 gay cuong duong vat. Khi khong co
kich thich tinh duc, tadalafil khdng c6 tac dung gi.

DUGC BONG HOC:

- Tadalafil hip thu nhanh qua dudng tiéu hoa sau khi udng. Néng do
dinh trong huyét tuong dat trong khoang thoi gian 2 gid va khong
bi &nh huGng bdi thiic an. Tadalafil phan b rong trong cac mo va
thudc gdn k&t v6i protein huyét tuong 1én d&n 94%. Thudc dugc
chuyén héa trong gan nhd cytochrome P450 CYP3A4. Chat chuyén
hoa chinh la methylcatechol glucuronide it hoat dong hon tadalafil
va khéng c6 hoat dong y nghia trén Iam sang. Nira dgi thai trir
clia tadalafil dat 17,5 gi0. Tadalafil bai xudt chii y&u thanh céc chat
chuyén héa trong phan (61%) va mot phan nhd trong nudc tiéu
(khodng 36%). Qua trinh bai xudt dién ra cham hon & ngudi 16n tudi
va bénh nhéan suy chiic nang than.

CHi DINH:
- RE-ZOOM dugc chi dinh trong diéu tri rdi loan cuong duong.

CACH DUNG - LIEU DUNG:
- Diing cho nam gidi trudng thanh:
Liéu khoi ddu dugc khuy&n céo 1a RE-ZOOM 10 mg, ubng tif 30
phat dén 12 gio trudc khi dy dinh sinh hoat hnh duc, khong lién
quan dén bira an.
C6 thé tang liu dén 20 mg hodc giam liéu con 5 mg, tly theo sy
dép (ing clia tling ngudi.
S lan st dung thudc t6i da dugc khuyén ding 1a 1 1dn/ngay.

- Suy gan: Tadalafil dugc chi dinh khong vugt qua 10 mg/ngay 6
nhiing bénh nhan bj suy gan tii nhe dén trung binh. Khdng dung
thudc cho cac bénh nhén bj suy chiic ndng gan ndng.

- Suy than: Khong can diéu chinh liéu dung tadalafil & b&énh nhan
bi suy chiic nang thdn & miic do nhe (dd thanh thai creatinine dat
51 - 80 mL/phdt). G nhitng bénh nhan bi suy chiic nang than trung
binh (d6 thanh thai creatinine dat 31 - 50 mL/phat), nén kh&i dau
Vi ligu dung 5 mg, khdng nén dung thudng xuyén qua mot 1an mot
ngay; liéu dung tdi da dugc chi dinh 1a 10 mg, khong ding thudng
xuyén qua mdt 1an mbi 48 g|0 o nhiing bénh nhan suy thdn ndng
(dd thanh thai creatinine thdp hon 30 mL/phat), ké ca nhiing bénh
nhan dang chay than nhén tao, nén diing t6i da 5 mg, khong ding
thudng xuyén qua mot 1an mdi 72 gio.

- Diing cho bénh nhan bj ti€u duding: Khong cdn diéu chinh liéu trén
bénh nhan tiéu dudng.

- Khéng nén dung tadalafil cho nhitng ngudi dui 18 tudi.

CHONG CHi DINH: Chdng chi dinh dung RE-ZOOM cho bé&nh nhan:

- Da biét man cam v6i thanh phin clia thudc.

- Dang st dung bat ky thudc nitrat hiiu co, ngay c& dung thudng xuyén
va/hodc dung ngét quang.

- Dang dung thudc doi khang alpha-adrenergic.

- Can trd dong mau di ra tir tdm that trdi (hep van dong mach ch,
hep phi dai dudi van dong mach chil).

- An toan va hiéu qua clia thudc khi st dung cho nhitng nhom bénh
nhan sau ddy chua dugc thiét 1ap, vi vdy, RE-ZOOM khong dugc
khuy&n cdo dung cho nhiing nhom bénh nhan nay, cho dé&n khi co
ddy du thong tin:

« Nhdi mau co tim trong vong 90 ngay.
« Pau thit nguc khong 6n dinh hodc dau thdt nguc xay ra trong
khi giao hgp.

« Suy tim giai doan 2 trg I&n, trong 6 thang gan day.

« Loan nhip tim khong kiém soét dugc, huyét dp thdp (< 90/50 mmHg),
hay cao huyét ap khong kiém soét dugc (> 170/100 mmHg).

« Dot qui trong 6 thang gan day.

« RGi loan thodi héa vong mac do di truyén.

LUU Y VA THAN TRONG:

- C4n phéi xem xét tinh trang tim mach clia bénh nhén, béi vi c6 thé
c¢6 nhiing nguy co tim mach xay ra trong khi hoat dong tinh duc.

- An toan va hiéu qua clia su k&t hgp RE-ZOOM va nhiing bién phap
diéu tri r8i loan cuong khac chua dugc nghién citu. Vi vay viéc két
hgp nhu thé chua dugc khuyé&n cao.

- S dung than trong cho bénh nhan thuong t6n chiic ndng gan,
than va bién dang duong vat.

- Phu nif ¢6 thai va cho con bii: Khdng chi dinh thudc nay cho phy
nit ¢6 thai va dang cho con bi. Tham khao y kién bac sy trudc khi
sli dung thudc.

- Téac ddng cha thudc khi 14i xe va van hanh may mdc: Than trong
khi v@n hanh may moc tau xe.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR > 1/100:

- Nhiic dau, kho tiéu, chéng mat, dd mat, xung huyét niém mac mii,
dau lung/dau co.

It gap,1/1000 < ADR < 1/100:

- Sung mi mét, dau mat va viém két mac sung huyét.

Théng bao cho bac sT nhifng tic dung khéng mong muén gdp phai

khi sir dung thudc.

TUONG TAC THUGC: i

- ThuGc c ch& CYP3A4 (nhu ketoconazol, itraconazol..) ¢6-thé-lam
tdng su phan bd thudc tadalafil trong co thé. q

- Khi diing déng thoi, tadalafil c6 thé lam ting tac dung ha hyyét ap
clia thudc c ché kénh calci, thudc dc ché men chuyén, thudc chen
beta va thudc lgi tiéu.

QUA LIEU VA CACH XU TRi: :

- Khi sli dung qua liu thudng c6 cac triéu ching: Dau dau, ¢ hai, dau
lung, dau cg, chay nudc mii, do mat. ~

- Trong trudng hop qué liéu, cac bién phap ho trg chudn cin dugc thuc
hién tly theo yéu cdu. Loc méu gép phan rat it d& loai trir tadalafil.

TRINH BAY:

- Hop 1 vi x 2 vién nén bao phim.

- Hop 2 vi x 2 vién nén bao phim.

BAO QUAN: G nhiét d dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xudt. Khong dung thudc khi qué

han sif dung.

NGAY XET LAI TO HUGNG DAN SU DUNG: 23/01/2017

DE XA TAM TAY TRE EM.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

KHONG DUNG QUA LIEU CHI DINH

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

Nha san xudt:
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