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MAU TOA HUGNG DAN (=]

T& hudng din sit dung thuéde ,
RX: Thudc bédn theo don CICALIC 20 DN L
THANH PHAN: Cho mét don vi déng g6i nhd nhat. R Mau =S

Tadalafil 20 mg
Lactose 148 mg
Tinh bt 88 mg
Microcrystalline cellulose 76 mg
Sodium starch glycolat 8 mg
Colloidal anhydrous silica 2 mg
Magnesi stearat 8 mg
Hydroxypropyl methylcellulose 4 mg
Povidon 4 mg
Polyethylen glycol 6000 1,5 mg
Polysorbat 80 0,3mg
Titan dioxid 1,2 mg
Talc " 0,75 mg
Mau vang tartrazin 0,05 mg
Ethanol 90% 0,08 ml
Nudc tinh khiét 0,044 ml

DUQC LUC HQC:

- Tadalafil 12 mot chat dc ché ¢6 chon loc, c6 hdi phuc guanosine monophosphate vong ( .
GMP) chuyén biét trén men phosphodiesterase tuyp 5 (PDEs). Khi ¢6 su kich thich tinh duc din
dén phéng thich nitric oxid tai chd, sy ic ché PDES5 do tic dong clia tadalafil lam ting ndng do .
GMP trong thé hang. Piéu nay dua tdi gidn cd trdn va 1am ting dong mdu vao trong mé duong
vit, tr d6 gy cuong dudng vat. Khi khong c6 kich thich tinh duc, tadalafil khong c6 tdc dung.

- Cdc nghién citu in vitro cho thdy tadalafil tc ch& chon loc PDES. PDES5 1a mot men dudc
tim thy trong cd tron thé hang, cd tron mach mdu va tang, cd xudng, ti€u ciu, than, phdi va tiéu
ndo. Tdc dong cia tadalafil trén PDES manh hon trén cdc phosphodiesterases khac. Tadalafil c6
tdc dong trén PDES5 manh gdp > 10.000 1an hon PDEI, PDE2, PDE4, 1 nhitng men tim thdy
trong tim, ndo, mach mdu, gan va nhitng cd quan khdc. Tdc ddng cila tadalafil trén PDE5 manh
gip > 10.000 I4n hon trén PDE3, 1a men tim thiy trong tim vA mach m4u. Tinh chon loc hon d6i
v8i PDES so v6i PDE3 quan trong vi PDE3 1a mgt men lién quan téi sy co bép cd tim. Ngodi ra,

tadalafil c6 tdc dong manh hon trén PDES5 gdp > 10.000 14n so vdi cdc men tit PDE7 dén PDE10. '1;
DUQC PONG HOC: e

- Tadalafil dugc hap thu nhanh chéng sau khi u6ng va néng d6 huyét tuong t6i da trung :/L_
binh (Cpax) dat dugc khéang 2 gid sau khi udng. B9 sinh khd dung tuyét di ciia tadalafil dang '3

udng chua dugc thiét 14p. Téc dd va mitc do hap thu ciia tadalafil khong 4nh hudng bdi thic in,
do d6 c6 thé udng khi chwa &n hoc da in. Thdi diém st dung thudc (budi sing so v4i budi chiéu)
khong dnh hudng ddng k€ trén 1dm sang d6i vdi téc d6 va mic do hap thu thudc.

- Thé tich phén ph6i trung binh ciia thudc khdang 631, ching t tadalafil duge phén phcu o
dén cdc mo. O nong do dicu tri, 94% tadalafil trong huyét twong dudc gin két véi protein. St gdn
két véi protein khong bi dnh hudng bdi chifc ning thin. Dudi 0,0005% liéu thudc st dung xuat
hién trong tinh dich cia nhitng ngudi khée manh.

- Tadalafil chuyén héa chii y€u bdi chit déng dang cytochrome P450 (CYP) 3A4. chat
chuyé€n héa Ivu théng chi yé&u 1a methylcatechol glucurorude Chat chuyén héa nay c6 tic dong
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kém hon it nhdt 13.000 14n so véi tadalafil vé tdc dong trén PDES5. Vi vdy khong ,fhay éﬂtﬁel TY
".'l { { '3 -'

dong trén 1dm sang & cdc ndng d6 quan sit dudc clia cdc chit bién dudng. il =({CO PHA
- D6 thanh thdi trung binh khi st dung bdng dudng udng cia tadalafil la 2,5 1it/. g?téi var thm
gian bdn hiy trung binh 13 17,5 gid trén nhitng ngudi khdoe manh. Tadalafil dudc bai tlet chi yeu

dudi dang nhitng chat chuyén héa khong tic dung, chd yéu trong phin khdang 61% liéu thuoc va i - g

v6i mitc d§ it hon trong nutde tiéu khdang 36% liéu thudc.

- Dugc dong hoc cilia tadalafil trén nhitng ngudi khée manh 13 dudng bi€u dién chi lién
quan cla thdi gian va liéu lugng. Khi cdc liéu lugng vugt qud ngudng trong khdang tir 2,5 —
20mg, dién tich dudi dudng cong (AUC) sé& ting tudng ng theo liéu lugng. Nong do thudc trong
huyét twong dat 6n dinh trong vong 5 ngay khi ding thuéc mdi ngay mot 1an. Duge dong hoc
duge xdc dinh trén nhitng bénh nhin bi réi loan cuong dwong ciing tuwong ty nhu duge dong hoc
trén nhitng ngudi khong bi r6i loan cudng dudng.

- Nhitng ngudi cao tudi khée manh c¢6 @6 thanh théi tadafil thip hon, két qua 1a dién tich
dudi duding cong 16n (AUC) hon 25% so véi nhitng ngudi khde manh tudi tir 19 — 45, Tdc dong
v€ tudi nay khong c6 tdc dong ddng ké trén 1im sing nén khong cin phai diéu chinh liéu ding.

- Ngudi suy thin: Trong mot thir nghiém 1im sang vé dugc hoc st dung liéu duy nhat
tadalafil 5 — 20mg, dién tich dudi dudng cong cla tadalafil (AUC) gdp déi trén nhitng ngudi suy
thdn nhe d§ thanh thdi creatinine 12 51 — 80ml/phit hay vira dd thanh thdi creatinine 1a 31 —
50ml/phiit va & nhitng ngudi suy thin & giai doan cudi thim phan phic mac. o] nhitng bénh nhin
dang thim tdch Cpux cao hon 41% so vdi ngudi khde manh. Thd&m tich mdu tdc dong khong ddng
ké cho viéc thai trir tadalafil.

- Ngudi suy gan: Dién tich dudi dudng cong ctia tadalafil (AUC) & bénh nhin suy gan nhe
hay vita (nhém A va B cilia child-Pugh) twdng ng vdéi dién tich dudi dudng cong nhitng ngudi
khée manh khi st dung liéu 10mg. C4c di liéu 1am sing vé tinh an tdan cla tadalafil chua c6
nhiéu trén bénh nhin suy gan ning (nhém C cla child-Pugh); khi chi dinh tadalafil cho nhitng
bénh nhin niy, thiy thudc cin can nhic titng trudng hop gitta 1di ich va nguy cd d€ quyét dinh.
Hién nay chua c6 dit li¢u vé chi dinh liéu tadalafil cao hon 10mg cho nhitng bénh nhin suy gan.

- Bénh nhin ti€u dudng: Dién tich dudi dudng cong (AUC) ciia tadalafil  bénh nhin tiéu
dudng thap hon khdang 19% so vdi dién tich dudi dudng cong cia ngudi binh thudng khée manh.
Tuy viy su khdc biét nay khong cin phai diéu chinh liéu ding.

CHI PINH:
- Biéu tri r6i loan cuong duong & ngudi nam gidi trudng thanh.
- Khong co chi dinh cicalic cho phu nir.

CACH DUNG - LIEU DUNG:

- Ding cho nam gigi truéng thanh: Trong trudng hop liu tadalafil 10mg khong dat
hiéu qud hitu hi¢u, c6 thé ting liéu tadalafil 20mg. C6 thé skt dung it nhat 30 phiit
trude khi sinh hoat tinh dyc. S& lan st dung thudc t6i da duge khuyén ding 12 mét 1an
moéi ngdy. Tadalafil 20mg dugc st dung trude khi du tinh sinh hoat tinh duc va khong
khuyén c4o sit dung hing ngay.

- Diing cho b¢nh nhén cao tudi: Khong cin diéu chinh liéu trén bénh nhin cao tudi.

- Dang cho bénh nhan suy thgn: Khong cin diéu chinh liéu & nhitng bénh nhin suy
thin nhe hay trung binh.

- Dang cho b¢nh nhan bi tiéu duong: Khong cin diéu chinh liéu trén bénh nhén tiéu
dudng.

Cén c6 hoat dong kich thich tinh duc thi cicalic mdi ¢6 hiéu qua.
CHONG CHI DINH:
- Nhitng trudng hgp suy gan ning, huyét 4p thap, dot quy.
- Nhitng bénh nhén tim mach khéng &n dinh.
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- Nhitng bénh nhén suy thin ning. CONl G
- Khong dang cho phu nit va tré em duéi 18 tudi. [l <[CO PHAD

'..1 |\| 1)

- Bénh nhén dang ding cdc din xuit nitrat, vi tadalafil ¢6 tdc dung hiép dong Vd; rde HAl

dung ha huyét 4p cla cdc din xuat nitrat (nitroglycerin, mononitrat isosorbid). -

- Bénh nhén dang dung c4c thudc ha huyét 4p alpha-blocker ( doxazosin, tamsulosin)..__ 'S

- V6i cdc bénh nhén da dudc khuyén cdo khéng nén sinh hoat tinh duc. .

- Qud min véi cdc thanh phin ciia thudc.

TUGNG TAC THUOC:

- Tadalafil 13 thudc duge chuyén hod tai gan bdi tadalafil 13 thudc dudc chuyén hod tai
gan bdi CYP3 A4, vi viy néu ding chung véi cdc thudc tc ché€ CYP3A4 khic (ketoconazol,
ritonavir, erythromycin, itraconazol,..) s& 1am ting ham lugng tadalafil trong huyét twong va do
d6 1am ting nguy cd ha huyét 4p.

- Diing chung tadalafil véi cdc thudc cdm ttng CYP3A4 (Rifampicin, carbamazepin) lam
gidm ham lugng tadalafil trong huyét twong, do d6 hiéu luc s& gidm.

- Cdc thudc Antacid (magnesie hydroxid, nhém hydroxid) 1am gidm hap thu tadalafil.

- Tadalafil c6 tdc dung din mach, dua dén suy gidm nhe cla huyét 4p va do d6 1am ting
tdc dung ha huyét 4p véi cdc din xuit nitrat.

THAN TRONG:

- Trudc khi diéu tri, phai biét 16 tién sit bénh va khdm cu th€ bénh nhin, nhim x4c dinh
15 ching loan chic ning cuong duong vét va cdc cin nguyén tiém 4n. Tinh trang tim mach cda
bénh nhén ciing phdi xét d&€n bdi 1y do c6 nguy cd tim mach két hdp véi hoat dong tinh duc.
Tadalafil ¢6 tdc dung dan mach, dua dén suy gidm nhe cda huyét 4p va do d6 c6 tdc dung hiép
dbng ha huyé&t 4p vdi cdc nitrat.

- Tadalafil 14 thudc dugc chuyén hod tai gan bdi CYP3 A4, vi vdy néu ding chung vdi cdc
thuSc c ch&€ CYP3A4 khic (ketoconazol, ritonavir, erythromycin, itraconazol,..) s€ lam ting
ham lugng tadalafil trong huyét twdng va do d6 1am ting nguy cd ha huyét 4p. Do viy, néu ding
dong thdi vdi cdc thudc trén thi tadalafil khéng duge ding qud 10mg /14n/ 72 gid.

- Tinh an toan va hiéu qué cia cdc phoi hgp tadalafil véi cdc diéu tri rdi loan cudng khic
da khong dugc nghién citu, vi vdy sy két hgp nay khong nén dung. Tadalafil khong ¢6 tdc dung
1én thdi gian chdy mdu khi ding don ddc hodc ding chung véi aspirin. Tadalafil chua dugc ding
trén nhitng bénh nhén bi 16i loan chdy mdu hoic loét tiéu hod, vi viy phai cin thin khi chi dinh
sau khi c4n nhdc Idi hai k¥ cing.

- Khd ning gdy cudng dudng kéo dai c6 thé xay ra (nhiéu hon 4 gid), vi vay khi gip hién
tugng nay, dit ¢ dau hay khong ciing phéi tdi trung tim'y t& d€ diéu tri.

- An toan ding thudc cho cdc nhém bénh nhin sau ddy chwa dugc ddnh gid, do d6 ciing
khéng nén ding: Suy tim, dau thit ngyc, cao huyét dp (>170/100 mmHg) hoic huyét 4p thip
(<90/50 mmHg).

- Viéc stt dung tadalafil ¢6 thé din dén gidm thi luc, mat thi lvc tam thoi.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Khong dnh hudng hay c6 dnh hudng nhitng khong ddng k€ ddi véi khd ning 14i xe va van
hanh mdy méc. Khong c6 thit nghiém chuyén biét d€ ddnh gid tdc dong tiém tang nay. Mic diu
trong cdc thit nghiém 1am sang bdo cdo vé cdc ty 1€ chéng mit twong ty nhw nhau & nhém ding
gid dugc va tadalafil, bénh nhin ciing vin cin chi ¥ tdc dong cua tadalafil d6i véi ho trude khi
1di xe hay vdn hanh mdy mdc.

TAC DUNG KHONG MONG MUON:
* Thuong gdp:
- Pau dau, khé tiéu, dau long, dau cd, ngat miii, dau & chi.

........
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* [t gdp:

- Hé tim mach: Pau thit nguc, dau nguc, ha huyét 4p hoic ting huyét 4p, ha' hqf‘?l #p 't\ri uagc
th€, hdi hop, tim dip nhanh. W \ M _\\ I HAI

- Tiéu ho4: Tiéu chdy, khé miéng, khé nudt, viém thuc quin, hdi lvu da day- thu’c quan / /
viém da day, budn non, non, dau bung dudi. TR ,

- Cd xuong: Pau khdp, dau cé. g

- Hé than kinh: Chéng mit, mat ngi, budn ngd, ching di cam.

- H6 hap: Chdy mdu cam, viém hong.

- Da: Ngita, ndi ban, chdy md hoi.

- Mit: Nhin md, viém mang két, dau mit, chdy nudc mit, sung mi mit.

- Niéu va sinh duc: Tang miic dd cudng.

- Ngirg sif dung thudc va thong bdo cho bdc sy nhitng tdc dung khong mong mudn gip
phdi khi stt dung thudc.

QUA LIEU:

- Nhitng liéu don cho dén 500mg tadalafil da dugc thit nghiém trén ngudi khde manh va
liéu nhiéu 1an mdi ngay dén mifc 100mg di dugc diing cho bénh nhin. Cdc phdn tng phu x3y ra
ciing tuong ty nhu nhitng phdn Wng phu cda liéu thap hon.

- Trong trudng hgp qud liéu, cdc bién phdp hd trd tiéu chudn cin dugc thuc hién ty theo
yéu cdu. Thim tich mdu tdc dong khong dang k€ d€ thii trir tadalafil.
BAO QUAN:

Bao qudn l'lCFl kho, nhiét d6 khéng qud 30°C, trdnh 4nh sdng.

PE XA TAM TAY TRE EM.

HAN DUNG:
36 thing k€ tir ngay san xuit
Khong dung thudc qud han.
HINH THUC - CACH TRINH BAY:
Ep trong vi, vi 2 vién, hop 1 vi. C6 toa hudng din kém theo, déng trong thung carton.

Poc k§ hudng din sit dung trudc khi ding. ’
Né&u cin thém thong tin xin hdi ¥ ki€n thiy thudc.
Thu6c SX theo: TCCS.

CTY CO PHAN DUGC MINH HAI
322 - Ly Vdn Lam - P1 — TP. Ca Mau - Tinh Ca Mau.
PT: 0780 (3831133)  * FAX : 0780 ( 3832676 )




