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Ry uscammueopon 10 HUGNG DANSUDUNG THUGC

o CASILAS-20

e b " | Vién nén bao phim Tadalafil 20 mg
A arwend Thudc bin theo don
e DE xa thm tay cia tré em

Tl Poc k¥ idéng ditn st dung trude khi diing

Thing bhio ngay cho biic s§ hofc duge s§ nhimg tic dung khéng mong mudn khi sif dung
thube

PHAN 1. HUGNG DAN SUDUNG THUOC CHO NGUOT BENH

1. Thianh phin
Mii vién nén bao phim chifa:
Tadalafil e eeiiieiane: 20 mg
Ta duge: Celluloge vi tink thé MIOI, betacyclodextrin, tinh bit ngd, povidon, magnesi stearat,
croscarmellose natri, silicon dioxyd, HPMC E6, titan dioxyd, tale. PEG 400, polysorbat 80), i
dléie thda ddu, mau oxved sde ving.
2. Mb ta séin phadm: Vién nén bao phim hinh qud 18 miu vang, hai mat tren. \:
3. Quy cich déng pdi: Hip 2 vi (PVC - Nhim) x 2 vién :
N

4. Thude ding cho bénh gi?
CASILAS-20 ding o€ didu wi rdi loan cuong duong & nam gidi truding thinh. MGt chitng
bénh lim cho nam gidi khong the lam hoiic gilf cho dung vit cuong cing phit hidp cho hoat
d0ng tinh duc. CASILAS-20 cho thdy khi niing cdi thién ddng k€ khd ndng cuong cimg
dung it phi hisp cho hoat dong tinh due,
Sdn phiim CASILAS-20 chifa thanh phiin chinh ¢6 tic dung duse 1% 14 tadalafil, mot chit
thudc nhom chit (¢ ché phosphodiesterase twyp 5. Sau khi ¢6 kich thich tinh due,

b CASILAS-20 sé& gitp th gidn mach médu & duong vit cla ban, cho phép médu chay tdi duong o>
viit d& dang hon, k€t gui 14 cdi thién chife ndng cuvng duving. CASILAS-20 s& khong gidp gi i?;:-}f
cho ban n€u ban Khang bi rdi loan cudng dudng. {s

Ciin phdi chii ¥ mit diéu quan trong 1 thude s& kKhdng ¢o tic dung n€u khdng ¢6 kich thich 3
tinh duc. Ban vi ban tinh cdn o6 min dao ddu cling gidng nhif khi ban chifa diing thudc.

5. Nén ding thude nay nhi thé nio va lidu ligng?

Ludn ding thuSe chinh xdc nhy huedng din cia bic s§ holic duge s§. NEu ban chua 1, hiiy
hdi lai cho chile chin,

CASILAS-20 chi ditng duding udng cho nam gidi. Ban nén udng cd vién ciing vdi nutde ¢6 thé
cimg hode khing cling vadi thite 4n,

Ban nén udng CASILAS-20 it nhit 30 phat indde khi hoat dong tinh duc,

CASILAS-20 ¢6 thé ¢6 tic dyung dén 36 giis suu khi ving.

Khong ding CASILAS-20 nhidu hon 1 Iin | ngdy. CASILAS-20 dusse thi€t ké dé ding made
khi thife hién hoat ddng tinh duc, ban khéng nén ding thudc hing ngay va lién tyc.
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Cin phdi chi ¥ mdt didu quan trong 1 thude s& khdng ¢6 tic dyung néu khdng ¢4 kich thich
tinh duc. Ban vi ban tinh ¢in <6 min dao ddu cOng gidng nhu khi ban chira ddng thudc.

6. Khi niio khiing nén diing thudc niy?

Khong nén diing thudce ndy néu ban min cim vdi tadalafil hodc vdi bt cf thinh phin nio
cla thude.

Néu ban dang sif dung cédc thudc thube nhom nitrat 0€ didu tri dau thit ngye nhir bit e dang
nitrat hifu cd hay cde thude tgo oxyd nitric nhy amyl nitrit nio. CASILAS-20 ¢6 thé lim ting
tie dung eda nhdém thude niy. Néu ban khdng chic chin o6 dang ding cdc thulic nhdm nitrat
hay khing nén haoi lai bic sy,

Ban b b¢nh tim ndng hay ¢6 con daw tim trong vang 90 ngiy qua.

Ban bi it quy trong vong 6 thang ghn diy.

Ban bi ha huvét 4p hay ting huyét dp khong kidm sogt.

Ban bi miit thi gide do thi€u mdu cue b thin kinh thi gidge phdn inrde kbhing do viém.

Ban dang st dung riociguat d€ diéu trj ting dp ddng mach phéi v ting dp phdi do huyé&t
khdi tic nghn mén tinh, Cic thude dc ché PDES nhy CASILAS-20 6 (b ting tdc dyung ha

= huy&t dp cta riociguat. NEu ban khong chiic chiin ¢ dang diing riociguat hay khdng nén hdi
lai bdc s¥.
7. Tie dyng khdng mong mudn
Nhus cdc thudec khie, CASILAS-20 o6 ihé gy tde dung khdng mong mudn, nhimg khéng phai
ai cing gip phii.
sy ding thude v e
Ciic phin dng di tng nhy phit ban. Pau ngue, khing duife ding cde nitrat mi phdi lién hé
trung tim y 1€ gin nhit. Kéo dii this gian cusng sau khi s dung thude, Néw ban bj cumg
lién e 4 it hode hon thl phai lién bé vidi bic s§ ngay [3p wic. Mt thi gide dd1 ngdr.
Cie tdc dung khdng mong mudn khde:
Thuirng gdp
Nhife diu, dau lung, dau cd, dav tay vi chin, dd bimg mar, nghet mii vi kho tido,
it gap
e Chong mat, duu bung, cdm thi'y bénh hoge bénh (ndn), o nguoe, md mi1l, dau mi1, Kha thd,

e mau rong nude tiéu, tim dip manh, tim dap nhanh, ting buyét dp, ha huyél dp, chiy miu -]
midi, @ tai, sung bin tay, biin chin hode mit cd, chm gidc mét méi,

Hiém gap ¢
Ngit xiu, co gifit vii mat iri nhd thodng qua, sung mi mit, 45 mit, gidm holic mil thinh gide
a6t ngdt, phat ban (nhitng vét dd, ngida trén bé mit cda da), chdy mdu duong vit, 6 miu
trong tinh dich vi ting 6E md hii,

Pau tim v 40t quy cling d3 e bio cdo trong mdt si trudng hap hiém gap. Hiu hét nhitmg
truting hop nay déu ¢6 vin o vé tim mach rudc khi ding thudc.

P& ¢d bdo cdo hi€m gdp infing hop gidm mdt phin hode mat thi gidc tam thiti hay vinh vién

& mdt hay ¢d hai milt.
Mot sl rde dung khéng mong mudn duge bio cdo nhunmg khdng duge phdt hién trén thit nghiém
fiim sdng:

Pau nfs iy, sng mat, phin dng dj dng nghiém trong gly sung mit hay cb hong. ban da
nghiém trong, mdt s& rdi loan ghy dnh idng dEn higng midu dén mit, tim dip khdng déu,
dau thit ngye va oL o do tim.
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Thudc ¢6 thé gy ra cde téc dung khdng mong mudn khic. Thing bio cho béc 5§ nhimyg tic
dung khing mong mudn gip phii khi sit dung thudc,

8. Nén trinh ding nhitng thudc hodic thuc phiim gi khi dang sit dung thudc niay?

Mot i thudc ¢6 the tning tde voi tadalafil nén phii thdng bio cho bic s§ hode duge s§ cda

ban vé tit ¢d cdc logi thudc ma ban dang sit dung, bao gbm ¢d cdc thudc ké don hode khong

ké dumn, cde vitamin hodic thude tir duge liéu.

- Thudic chen alpha (ding € didu i ting huyét dp hodc wiéu chitng trén duding i€l méu
lién quan d&n ting sinh wyén tién 1iét Hinh tinh.

- Cie thude diéu i tng huy&t dp khic,

- Riociguan,

- Thudic e ché S-alpha reductase (ding dic¢u 1 ting sinh tuy€n tién liét lanh tinhj,

- Cic thude nhy vién nén ketoconazol (ding diéu i nhiém nim) vi thudic e ché protease
ditng didu 1 HIV hoge AIDS.

- Phenobarbital, phenytoin vi carbamazepin (thude ching dong kinh).

- Rilampicin, erythromycin , clarithromycin hoje iraconazol.

bt - Cie thude diu trf rdi loan cuong dudng khic,
Nude ép budi ¢6 thé dnh hudng d€n téc dung cda CASILAS-20, ban nén clin thin khi ding
chung.
Rugu ¢6 thé dnh mrdng d&n khi niing cudng vi 1am ha huy@t dp ciia ban tam thisi. NEu ban
mudn ding CASILAS-20 thl nén trdnh ding nhidu ngiu, vi nd c6 thé lim ng nguy ¢o chong
mit khi ditng ddy.
9. Ciin bido quiin thude ndy nhit thé nie?
Gil thudc trong bao bi gic clia nhi sdn xudt, diy kin.
P& thufe ndi khd rdo, trdnh dnh sdng, nhiét A6 khdng quid 30°C, va ngodi tim vai cda tré em,
Khing st dung thudc sau ngdy hél han ghi trén bao bi (hdp vii vi thudc).
10. Nhitng difu hi¢u vi triéu chimg khi diing thube qud lidu
Ding thufe chinh xdc nhuf hutdng din cda bic s§. Néu ban vd ¢ ding qud liéu, ban cb (hé sé
gap nhitmg uic dung khiing mong mudn nhy 4@ néu trong mue 7, N€u ban ding thude nhidu
S hesn ehi diin, ngimg ding thude v lién lac ngay vidi bdc s§ hode trung tim v 1@ gin nhiL

11, Cfin phai lim gi khi ding thudc qud liéu khuyén edo

Ngung diing thudc vi lién lac ngay viti bidc s§ hode trung tim v 1€ gln nhit

Mang theo vién thudc citng vdi buo bi d€ bdc s§ bi€t ban da ufng thude g va c6 bién phip
sf Iy kip thoi.

12. Nhifng diéu cdn thiin trong khi diing thufic nay

Ban citn phdi cdin thin 13 hoat ddng tinh duc ¢6 thé mang dén nguy ¢d cho nhilng bénh nhin
bi bénh tim vi 06 ting thém sy cling thing cho tim cda ban. Ban nén thdng bdo cho bic s§
néu ¢6 viin dé vé tim mach.

Triedc khé ditng thude nay, théng bdo cho bdc s7 néu ban cd nhitng vin dé sau:

- Thigu mdu hdng ciu hinh liém (mdt bat thatig cda hdng clu),

- Pa v ndy (ung the iy xing}h.

- Bénh mdu trfing (ung tha 1& bao miu).

- Bat K sy bién dang ndo cda dung viit,
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- Viin dé nghiém rpng vé gan,

- Vin dé niing vé thin,

Vidn chira ris CASILAS-20 o tic dung trén bénh nhdn gdp cde vdn dé sau hay khdng

- Phiiu thudt visng chiju,

- CAt b mdt phiin hay todn b tuyén tién liét vi cd day thiin Kinh cla wyén tién hér

N&u ban bi gidm hay mit thi lue 4t ngdt thi cdn phii ngiing s dung thudc va lién hé vai
bic s§ ngay lp wic.

CASILAS-20 khing c6 mue dich sif dung cho phy ni.

San phim CASILAS-20 ¢ chifa polysorbat 80 ¢4 thé gdy di dng.

Diu thiu diu ¢6 thé ghy duu bung, tidu chiy, budn ndn vi ndn,

Diing thudc cho tré em

CASILAS-20 khing cd muc dich sit dung cho tré em vi thanh thiéu nién dundi 18 wai.

Phy nit mang thai hode ¢ho con bi

CASILAS-20 khong ¢6 mue dich si¥ dung cho phy i,

Ladi xe vt vdn honh mdy méc

Cé nhimg wuing hodp bi chdng mit khi sif dung CASILAS-20. Ban khing nén thue hién cic
cing vide ¢in tip rung cao 40 nhit 1di xe hode vin hiinh mdy méoe, cho dén khi xde dinh chic
chiin minh ¢6 bi dnh hudng hay khing.

13. Khi nito ciin tham viin beic s7, duge sv

Clin lién lac ngay vdi bic s§ hodc trung thm v 1€ gln nhit khi ding thude qud iéu chi dinh.
Thing thuttng, bao i ciing phadi hdi § kién bic s§ hodic dikge 5§ tnede lic diing bilt ki thudc
nio khi mang thai hode cho con b,

Thang bido ngay cho bic s§ hode difife s§ nhifng tic dung khéing mong mudn gap phii khi sif
dung thude,

Né&u cin thém thdng tin xin hdi ¥ ki€n bdc s§ hode dude 5§.

4. Han diing cda thude: 36 thang ké r ngiy sin xudl.
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PHAN 2. HUGNG DAN SUDUNG THUOC CHO CAN BO Y TF

L. DUGC LI'C HOC

Nham duscte 1y Thude irj loan chife ning cuing didng, ma ATC; GO4BEOS,

Cdt ché e dong cla 1adalafil 1 de ché chon loe ¢6 hdi phue guanosin monophosphat vong
(€GMP), cu thé 1a phosphodiesterase wyp 5 (PDES). Khi ¢d kich thich tinh duc lam gidi
phing oxyd nitrie 1ai chd, sy d¢ ché PDES cda dalafil s& IAm ting ndng 44 cGMP & thé
hang din dén giin cd ron v lng ludng mau vio mo duong vat, sinh r sy cdung [LTGATTS
Tadulafil khng c6 1ic dung didu 1 edi loan euong duong khi khdng 6 kich thich tinh dyc.
Neghidn ¢ifu in vitro cho thiy adalafil 12 m1 chit de ch€ chon loc PDES, PDES 13 mdt enzym
duige tim thiy & cd tron thé hang, cd ron mach méu va ndi tang, cd xuong, tidu cdu, thin,
phéi v tifu nfio. Tdc ddng cila tadalafil 1€n PDES manh hon so vdi cde phosphodiesterase
khic. Cy thé tadalafil tic ddng trén PDES manh hon 10,000 1in so vdi PDEL, PDE2, PDE3,
PDEA, nhiing enzym dwge m thdy O tim, ndo, mach mdu, gan, vA cd¢ ¢d quan khic. D¢ tink
chon loc trén PDES so vdi PDE3 dic biét quan trong bdi PDE3 ¢ lién quan d€n khi ning co
bop cla tim. Thém vio 46 tadalafil 1ic ddng trén PDES manh hdn 704 lin so vdi PDES,
enzym ¢d & mit vii chiu wdch phiém din truyén dnh sdng. Tic ddng cia tadalafil 1én PDES
ciing manh hon 10,000 lin so vai PDET dén PRELD,

2. DUGC PONG HOC

Hiip thie

Tudalafil hip thu d& ding sau khi udng vi ndng G 1&i da wong huyEt nuong (C) dat difse
trong khodng 2 git sau khi udng. Sinh khd dung duting wing cia adalafil chie duge xic
dinh.

Tée db v mufe 36 hip thu cia wdalafil khing bi dnh hudng bdi thite 4n hay thii diém udng
thudc nén CASILAS-20 ¢d thé dugc uiing cing vdi thife dn hode khing vao budi sdng hojic
101

Phin b

Thé tich phin b trung binh ciia tadalafil 12 63 L, chitng 13 thubc dwge phin b3 viio cde mo,
& ndng d& didu tri 94% tadalafil gfn k&t vdi protein. Sy gin két protein cia tadalafil khong
bi dnh hudng b dnh trang suy gidm chide ndng thin,

methylcatechol glucuronid, Chal chuyén hda niy gin k& vdi PDES y&u hon 13,000 Mn so
vadi tadalafil nén khing cd hoat tinh.

Thi trir

PG thanh thii duting udng trung binh cia tadalafil 1 2,5 L/ h va then gian bdn thdi trung binh
15 17,5 gidy & a0 ttong khde manh,

Tadalafil dugre thii wir chid yéu dindi dang Khiing ¢6 hoat tinh qua phiin (khodng 61% liéu) va
mit phitn nhé hon qua made tiéu (Khodng 36% lidu),

Sir ryén tinhs khdng tuvén tink

Béng hoc cla tadalafil & A6 wing khde manh 13 wyén tinh vai thiri gian va liéu ding. Trong
khodng lidu 1lr 2.5 - 20 mg AUC tang i 1& vdi hiéu s dung. Nong 46 wrong huyét rang dat
trang thii &n dinh trong vong 5 ngdy voi liéu | lin/ ngay.

Diege didng hoe trén d67 negmg dic bigr

C6 khing dén 0,0005% lidu dimg xudt hién trong tinh dich ciia ngudi khide manh, 3
Chuyén hia o
Tadalafil chuyén hoa chd yéu b CYPIA4, Chill chuyén hda chinh trong chu trinh A M
Fl
1
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Ngur gao 1
B3 thanh thii tadalafil & ngudi I0n wdi khbe manh (én 65 wdi) thip hon d6i wigng khoe
manh tir 19 - 45 wdi din d€n AUC ting khodng 25%, nhimg khing ¢6 1dc ding ding ké én
lam sing va khdng clin diéu chinh liéu.
Bénh nhin suv thin
Trong thit nghi¢m lim sang dimg li¢u duy nhit tadalafil (5 - 20 mg), AUC ciia tadalafil ting
khodng gip dbi & bénh nhin bi suy thin ahe (C1Cr 1ir 51 - 80 ml/ phuit), trung binh (CICr tir
31 - 50 ml/ phut) v giai doan cudi phii chay thin. 0 bénh nhin phii thim tich mdu, Cau
cila tadalafil cao han khodng 41% so vdi ngudi kiide manh vi sir thidm tdeh miu khdng déng
g0p ding ké vio viée thdi 1nf tadatafil,

nh n sy gan
AUC ciia tadalafil & bénh nhiln suy gan nhe d&n trung binh (Child-Pugh A vi B) wiong dudng
vdh dai uimg khie manh & liéu 10 mg. Chifa ©6 thing tin vé sif an todn khi st dung tadalafil
cho bénh nhiin suy gan nidng (Child-Pugh C) clng nhi diing tadalafil liéu cao hon 10 mg cho
bénh nhin suy gan, NEu phii ké CASILAS-20 thi nén ddnh gid cin thin hiéu qui vi nguy co
irén ting bénh nhin.
Bénh nhdn ddi thdo dudmy
AUC cia tadalafil & bénh nhin ddi thio duding thip hon khodng 19% so vdi d8i uking khie
manh nhung khidng ciin thi€t phdi hi¢u chinh liéu,

3. CHI DINH
Piéu 11 v loan cudng didng O nam gi0i rudng thinh.
Pé tadalalil ¢6 hiéu qui &éu tri rdi logn cuiing duing thi clin phai ¢6 kich thich tinh duc.

4. LIEU DUNG - CACH DUNG

CASILAS-20 dude sif dung duttng udng, cling hodc khing cimg vdi thie an, tnde khi hoat
ddng tinh duc khodng 30 phat.

Tén suit ding thude 151 da 15 mt ln mot ngay.

Tadalafil duise ding trude khi hogt dOng tinh due vi khing khuyén cdo st dung thufc hing
ngiy lién luc,

& nhirng bénh nhin cdn sif dyng CASILAS-20 thifing xuyén (it nhit 2 1in/ win) th phac ab
didu trj sit dung lidu thip nhdt CASILAS-20 ding | n hiing ngdy o6 thé s& phi hap, Wy
vilo lua chon cia bénh nhiin vi ddnh gid coa bic s¥.

Clin ddinh gid tinh phd hap dinh k¥ nu ding thude hing ngay.

DT nugmg didc bigr

Negwi cao i

Khdng cdn hiéu chinh lidu cho nguii cao woi.

Bénh nhin suy thin

Khong cdn hiéu chinh liéu cho bénh nhén suy thin nhe vi vira. Khing khuyén cio sit dung
thude cho bénh nhin suy thin ning.

Bénh nhdn suy gan

Chuta ¢ thing tin vé su an todn khi st dung tadalafil cho bénh nhin suy gan ndng ciing nhy
ding 1adalafil lidu cao han 100 mg cho bénh nhén suy gan.

Bénh nhdn ddi thdo ditimg
Khiing cin hiéu chinh liéu cho bénh nhin ddi thio duling.

Trang 6/11
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5. CHONG CHI DINH

Miin cdm voi tadalafil, hodc bat o thinh phin nio clia thude.

Bénh nhin dang sif dung cdc nitrat hifu cd vi wdalafil ¢6 the @ng tde dung ha buyét 6p cla

nitrat. €6 thé do 1de dyng hiép ddng cia hai thude rén trén con duding oxvd nitric/ cGMP.

Bénh nhiin mic bénh tim mach nhar

- Bi nhdi mdu ed tim trong ving 90 ngay gin diy

- Pou thit ngue khdng dn dinh hole duu thit ngye khi hogt dbng tinh duc.

- Suy tim d3 2 tnd 1én theo NYHA trong ving 6 thing gdn diy.

- Loan nhip khing kiém sodt, huy@ &p thip (<HV50 mmHg), hodc ting huyél dp khing
Ki€m soir.

- B3t quy trong vong 6 thing gdn diy.

Bénh nhin bi mi1 thi lvc mat mit do thi€u mdu cuc bd thiin kinh thi gidc phin udc khing

do viem (NAION) dit cho viln dé ndy ¢o lién quan dén thudc e ché PDES hay khing.

Khidng ding chung tadalanil vdi cic thudc cdm dng guanylat cvelase, nhy riociguat do ¢b thé

din d€n riéu chimg ha huyé& dp.

- 6. CAC TRUONG HOP THAN TRONG
Trode khi didu i vai CASILAS-20
Céin tim hifu bénh sif v thim khim l&m sing 8& chudin dodn rf loan chile ning cuing
dung v xde dinh nhifng ciin nguyén tiém dn wude khi cin nhic didu i bling thudc.
Vigc dinh gig r6i logn cuong didng nén bao gdm xdc dinh nhitng cin nguyén tiém dn va
phuang phap diéu trj thich higp sau khi ¢ nhitlng dinh gid v 1& thich hgp. Vin chufa bigt due
tadalafil 6 hiéu qua trén bénh nhdn phiu thudt viing chiu hoac phiu thudt edt bd wyén tién
lign khdng o€ lai diy thin kinh.
Trwde khi bt ddu diéu tri nén ¢in nhdc fah trang bénh tim mach cda bénh nhin ¥l ¢6 mit &
nguy ¢ tim mach ¢4 1ién quan dén hoat ddng tinh duc, Tadalafil ¢6 tdc ddng gidn mach, din
d&n ha huyét dp nhe vi thodng qua v cb thé 1eng e dung hy huy& dp cla cde nitrat.
Tin mach
B c6 mdt 50 wi bidn tim mach nghiém trong xdy ra nhy nhdi mdu o tim, ddt ul, dau thily
ngue khiing Gn dinh, loan phip tht, 4d1 quy, con thiy mdu nio thodng qua. daw ngue, ddnh

- triing ngue vd nhip tim nhanh, hilu hét xiy ra 3 nhitng bénh nhin cd cic yéu 10 nguy cd 1Y
trde nhumg chira thé xdc dinh nguyén nhin 13 do cde y&u 18 nguy cd niy, tadalafil, hoat
ddng tinh duc, hode do k&1 hap cic yéu 16 rén hodie do yEu 16 khic,
St dung tadalafil chung véi thude chen alpha; ¢6 thé giy triéu chimg ha huyél 4p. Khong
khuyén edo phii hop tadalafil vh doxazosin,
Thi gide
Ba cd tneisng hop suy gidm thi e vi NAION hén quan dén sif dung tadalafil vi cde thude e
ch€ PDES khic. Nén khuyén bénh nhin ngimg thudc vii dén gip bdc <7 ngay 1ip i néu bi
suy gidm thi lue IOt ngdt.
Bénh nhan suy gan
Chtta ¢id thing tin vié sif an todn khi st dung 1adalafil liéu duy nhit cho bénh nhin suy gan
niing. N&u phii ké CASILAS-20 thl nén ddnh gid ciin thin hidu qui vd nguy oo wén timg
b¢nh nhin.
St cuemg vid bit thuimg gidi phdw ciia dieong vdr
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Nén kbhuyén bénh nhiin dén gap bidc s7 0& nhin duge cham sdc y 1€ ngay Ip ufc néu tinh
trang cueng kéo dii tir 4 gid ud 1én vi néu Khang duse chifa i kip thai tinh trang niy s& co
thé lim 1dn thuong mo duving vt hode mil khid ning tinh duc vinh vién.
CASILAS-20 nén dude ding thin trong & bénh nhin ¢6 bat thuting gidi phiu duking vit (nhue
cong, x¢ thé hang hay bénh Peyronie) hode & bénh nhiin gdp nhitng tinh trang lim cho ho bi
cuing dudng intf thi€u mau hing civ hinh liém, da u tiy vi ung thi mdu),
Diing chung veai ede thude ge ché CYPIAL
Thin wrong khi ding chung vt cde thude (e ché CYP3AL (nhu ritonavir, saquinavir,
ketoconazol, itrconazol, vl erythromyein) vi ed thé lim ting AUC cda tadanafil,
Diing chung vai ede thude didu 1vf 107 foan ciemg dicmg ki c
Chita ¢d nghién cttu vé an wan v hidu qud khi ding chung tadanafil va cdc thudc iic ché
PDES hay cic thudc tri rdi loan cuong duong khic. Khong nén disng phdi hop cdc thudc uén.
CASILAS-20 cd chita polysorbat 80 v diu thiu diu oo thé gity dj dng.
S dyng cho phu nif ¢é thal va che con bi;
CASILAS-20 khing duife chi dinh cho phy nif.
- Thifi k¥ mang thai
RA1 it thdng tin vé viée s dung tadalafil trén phy nit mang thai ¢on han ch&. Nghién cdu trén
dOng vt khing thiy sy giy hai tnic 1i€p hay gidn tdp cla thudc 1én sy mang thai, sy phdt
trién phii thai/ thai, sy sinh dé hojc sy phil irién cia wré sau khi sinh. Vi li do an win, nén
trdinh diing tadalafil khi mang thai,
Thifi k¥ cho con bi
Nghién ctu trén ddng vt cho thiy tadalafil t&l qua sita vi c6 thé dnh hudng d&n tré b sita
me. Khdng nén ding thude cho phy nl cho con bid.
Kha néng sinh san
Nghién cifu trén chd cho thdy su giim khd ning sinh sdn nhung tie ddng ndy khé xidy r rén
nguh mde di o sif gidm ndng 49 tinh tring O mot <5 nam gidi dimg thude,
Anh hitdng cia thudc 6 vdi edng vide (ngudhi vin hinh méy méc, dang 14i thu xe, nguiti
Iim viée trién cao va cdc tiniing hop khic):
CASILAS-20 tic d9ng khing ding k€ 1én khi ning Kii xe hay vin hinh miy mdc, Di viy
viin 6 bio cdo nhilng tnfiimg hdp bi chéng mat khi ding thude, bénh nhiin khing nén 14i xe
hay viin hiinh mdy mac khi chif nd ddp dng cda minh.

7. TUGNG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAT TUONG TAC
KHAC

Anlt lutdng cila cde thude khic én tadalafil

Chdt we ché cviochrom P450

Tadalafil chuyén héa chll v&u qua CYP3AL. Cic chilt e ché CYP3IA4 nhut citonavir,
suguinavir, ketoconazol, itraconazol, erythromycin vi nuide budi chim nén dudge ding chung
mit cach efn thin vi cd khi ndng lam thng AUC vit ndng 40 rong huyét nong eda tadalafil,
diin d€n gia ving cdc e dung khdng mong mudn,

Chdl e ché protein vdn chuvén

Vai trd ¢ha protein viin chuyén (nhy p-glycoprotein) trong vigc vin chuyén tadalafil viln con
chifs 1 nén c6 thé co nring 1de thude thiing gua suf e ch€ protein vin chuyén.

Chdr cdm dng cviochrom P50
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Ciic ¢chiit cam tng CYP3A nhy rifampicin, phenobarbital, phenytoin, vi carbamuzepin ¢6 thé
lam gidm AUC vi ndng 46 trong huy@t tdng cda tadalafil din 8&n gidm hiéu qui cda thude,
Mide dd giam hiéu qua viin chita rd.
Anh huimg ciia tadalafil 18n cdc thude khde
el nitraet
Ciic thif nghiém Eim sing cho thiy wdalafil gia ting tdc ddng hy buyét dp ¢da cdce nitrat. Do
viy chong chi dinh stif dung chung tadalafil vi cdc nitrat. Trong trding hdp de doa tinh mang
vii viée ding nitrat 1d mdt bién phdp y 1& cdn thiél, nén ding nitrat 48 gidy sau khi ngimg sir
dung tadalafil va clin ¢6 sy theo doi huy&t déng chit ché,

Ge fri i i e
Khing khuyén cdo sif dung chung tadalafil vdi thude chen alpha doxazosin vi ¢d thé lam
ting tdc dyung hg huyél dp ding kE.
Cic nghién ctu vé wiong tic pita tadalafil v cdc thudc chen alpha nhw alfuzosin vé
tamsulosin ¢0n han ché nhing vin nén ciin thin khi phoi hdp cde thude wén dic biét 1i ngui
cio tudi, nén bacdiu bling liéu thip nhil va didu chinh tir .,
Cic nghién ciiu duife hoe lm sing cho thily sy phii hap cia wdalafil vi cde thude didu
tang huy€t dp nhy thufc chen kénh canxi (amlodipine), thube e ch€ enzym chuyén
{enalapril), thudc chen beta (metoprolol), thude Igi téu thiazid (bendrofluazid), vi thude dc
ché thy thé angiotensin 11 (nhi€u liéu vii phii hop khic nhau) cho thiy tic ddng ha huyél dp
nhd vi it the ob tic ddng trén 1m sang, Tuy nhién vAn nén cho 109 Khuyén cho bénh nhin
vé tde ddng ha huyEl dp khi ding chung tadalafil vl cde thudc én cho bénh nhin,
Riociguat
Nghién cifu tién lim sang cho thil'y sif gia ting uic dong ha huyét dp hé 1thdng cia thude e
ch€ PDES khi diing chung v&i riociguat, nghién ¢iu 1dm sing cho thay riociguat lam gia ting
tde dong ha huyét dp cla thude dc ch€ PDES. Chifa ¢4 bling chitng lim sing ndo vé& lgi ich
clla vige k€1 hdp hai thudic trén nén chifng chi dinh ding chung ricociguat v chdl #c ché
PDES, rong b ¢d tadalafil.
Thude we ché S-alpha reductase
Chua ¢6 nghién citu chinh thite vé nrong tde thude gilta tadalafil va thudc e ¢h€ S-alpha
reductase. nén ciin thin khi ding phoi hop hai thude tén.

1 1 i
Khi ditng chung tadalafil vi theophyllin (mdt chit ifc ch& khdng chon loe phosphodiesterase)
trong nghién citu 1im sing, khing o6 twiong tde vé duge dong hoce, chi ¢6 ong tde duige e
hoe nhd 1a sy ting nhip tim (khodng 3.5 nhip/ phit), Mic i tdc ddng niy nhd vi khing dnh
hudng nhiéu wén lim shng nhumg vin nén cinnhdc khi phdi hop hai thube, '
Tadalafil 1am ting sinh khd dung duiing udng coa ethinylestradiol vi tic ding niong e ciing
cé thé xdy ra vdi terbutalin ding duing udng mic di k&t qud trén lim sing vin chifa chic
chiin.
R
Ndng 86 cdn khong bi dnh hudng khi ding chung vdi tadalafil. Thém vio d6 néng dd cia
tndalafil ciing khong thay doi sau khi ding chung v3i rugu 3 gid. rugu duige ding theo cich
@€ 16i da héa 16e dd hip thu cda cdn (ubng nhanh, qua dém, khing diing vdi thifc in cho dén
2 gits sau khi udng). Tadalafil khong lim gia ting téc dung hy huyétl dp gy ra bdi nitu,
nhumg & mdt s6 08 wieng o6 tridu chimg chéng mat vi ha huy€t dp wth€. Khi tadalafil duge
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diing chung vdi rngu lidu thip hon thl 1réu chiing ha huyé dp khing xdy ra vi triéu chiing
chong mat xdy ra vdi thn suit nhut ki chi dng nigu. Téc déng cia nigu 1en khi ndng nhin
thife khitng bi gia ting hdi tadalafil.

Cde thude chuvén hda qua eviachrom P450)

Tadalafil khing dutie cho 13 c6 the giy ra su e ch€ hay cim tng ding k& wén lim sing 4o
thanh thii ctia cdc thudc chuyén hia qua cde isoform CYP450. Nghién ciu di chilmg minh
tadalafil khong e ¢h€ hay cim tng cdc isoform CYP450, bao gdm: CYP3A4, CYPIA2,
CYP2D6, CYP2EI, CYP2C9 va CYP2C19.

Tadalafil khing c6 dnh hiuing trén lim sing AUC cila S-warfarin hay R-warfarin (chit nén
clia CYP2C9) ciing nhif khing dnh hufing dén suf thay ddi thisi gian prothrombin do warfarin,
Aspirin )

Tadalatil khing dnh hung d€n sif ting thin gian chiy mdu do acid acetylsalicylic.

Thude tri ddi thde dwimg

Nghién ctfu vé tudng tdc cy thé vai thudc tri déi thio dubing viin chua dute tién hinh.

bt 8. TAC DUNG KHONG MONG MUON
Thimg gdp. 17100 = ADR < 1/10)
Hé thitn kinh: Nhie dilu,
Hé mach miu: B4 bimg.
Hé hd hilp, 16ng ngue vii trung thiit: Nghet mii.
He riéu hda: Kho tidu
Heé cor xufomg, md lién k& va xuong: Pao ing, dau cd, dau cic chi.
ft gap. 171.000 < ADR <i/100
Heé mién dich: Phin ing qud min,
H¢ thitn kinh: chéng mat.
Thi gidic: Nhin mi, cim gidce dau mil,
Tai vi tai trong: U tai, :
Tim: Tim ddp nhanh, ddnh wing ngue.
Mach: Tang huy&t dp. ha huyél dp,
" Hé hd hilp, 1ong ngue vi oung thit: Kho thd. chiy mdu cam.
Hé 1iéu hén: Dau bung, budn ndn, ndn, trho ngage da diy thue qudn,

Da va mi durdi cla: phat ban, :\{
Thin vi ti€t ni¢u: Tiéu tién ra maw.
Hé sinh due vi twyén vii: Kéo dii sy cudng. )s
Todn thiin: Pau ngye, phd ngosi ién, mét moi, %

Hiém gdp, 1710.000 = ADR < 1/1.0(8)

Hé midn dich: Phi mych,

Hé thin kinh: DOt quy (k€ cd cde bi€n chig xuft buy€t), ngiil, con thi€u méu ndo thodng
qua, dau nifa ddu, co gift, mil tri nhd tam thivi,

Thi gidc: Thi trnfiing gidm sit, sung mi mit, xung huy€t két mac, NAION, tde mach vang mac
Tai va tai trong: mit thinh e it ngdt.

Tim: Nhéi mdu o tim, dau thit ngye khong Gn dinh, loan nhip thit.

Da v md dudi da: M& day, hoi chitng Steven-Johnson, viém da trde vy, ting tét md hoi
{&1 md hoi).
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Hé sinh duc vd tuyén wi: Cudng dutdng, chiy madu difing vit, mdu trong tinh dich,
Tobhn thin: Phd mat, 461 of do tim.

9, QUA LIEU VA CACH XU TRI

Trong g hop qud lidu ¢dn thire hidn cdc bién phip didu tri hd v néu clin thi€t. Thim
tdch mau dong gop khing ddng ké vio sif thii rir tadalafil,

10. CAC DAUHIEU CAN LUU Y VA KHUYEN CAO: Khing divng qud liéu chi dinh.

11. TEN, PIA CHI VA BIEU TUONG CUA €O SO SAN XUAT

Sdin xud rai:

DAVIPHARM

CTY TNHH DUGC I-‘Hrf M DAT VI PHU

(DAVI PHARM CO., LTD)

: Pia chi: Lo MT7A, Buting D17, Khu CN M§ Phurde 1, Phuiimg Thadi Hia, Thi x3 Bén Cdt, Tinh
"'" Binh Dufing, Vigt Nam

Tel: 0650-3567689 Fax: 0650-3567688
12. NGAY XEM XET SUA POL, CAP NHAT LATNOI DUNG HUGNG DAN U DUNG
THUOC
.:f’ _-_H"‘\"
'/ canG T\
A T
| DUDC PHEM i

W=\ DAT VI FH'I.'_Il /

-

s cue IRUANG
PIRUONG PHONG

¢ Mind Hing
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