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TO HUONG DAN SU DUNG THUOC
CASILAS-20

Vién nén bao phim Tadalafil 20 mg

Thuoc ban theo don
Dé xa tAm tay ciia tré em
Poc ki hwéng din sir dung truwée khi ding
Théng bao ngay cho bac sy hoic dwgc sy nhimg tic dung khong mong muén khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phén

MBJi vién nén bao phim chtra:

Tadalafil ... 20 mg

Ta dugc: Cellulose vi tinh thé M101, betacyclodextrin, tinh bét ngd, povidon, magnesi stearat,
croscarmellose natri, silicon dioxyd, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80,
ddu thau ddau, mau oxyd sdt vang.

2. M6 ta san phdm: Vién nén bao phim hinh qua 1é mau vang, hai mat tron.
3. Quy cach dong géi: Hop 2 vi (PVC - Nhom) x 2 vién.

4. Thudc ding cho bénh gi?

CASILAS-20 dung d¢ diéu tri rdi loan cuong dwong ¢ nam gidi truong thanh. Mot ching bénh
lam cho nam gi6i khong thé 1am hodc giit cho duong vat cuong ctg phit hop cho hoat dong
tinh duc. CASILAS-20 cho thiy kha ning cai thién dang ké kha ning cuong cing duong vat
pht hop cho hoat dong tinh duc.

San pham CASILAS-20 chtra thanh phan chinh c6 tic dung duoc 1y 1a tadalafil, mot chat thudc
nhém chét tic ché phosphodiesterase tuyp 5. Sau khi c6 kich thich tinh duc, CASILAS-20 s&
gitp thu gidn mach mdu ¢ duong vat cua ban, cho phép mau chay to1 duong vat dé dang hon,
két qua 1a cai thién chirc nang cuong duong. CASILAS-20 s€ khong gitp gi cho ban néu ban
khéng bi rdi loan cuong duong.

Cén phai chii ¥ mot diéu quan trong 1a thudc s& khong c6 tac dung néu khong c6 kich thich tinh
duc. Ban va ban tinh can c6 man dao dau cling giéng nhu khi ban chua dung thudc.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Ludn ding thude chinh xac nhu hudng dan cua bac sy hodc duge sy. Néu ban chua 13, hiy hoi
lai cho chic chin.

CASILAS-20 chi diung dudng udng cho nam gidi. Ban nén udng ca vién ciing vdi nudc c6 thé
cung hodc khong cung voi thuc an.

Ban nén uéng CASILAS-20 it nhit 30 phut trude khi hoat dong tinh duc.

CASILAS-20 c6 thé c6 tac dung dén 36 gio sau khi udng.

Khong diing CASILAS-20 nhiéu hon 1 1an 1 ngy. CASILAS-20 duoc thiét ké dé dung trude
khi thyc hién hoat dong tinh duc, ban khong nén dung thudc hang ngay va lién tuc.

Can phai chd y mot dleu quan trong 12 thudc s& khong c6 téc dung néu khong co kich thich tinh
duc. Ban va ban tinh can c¢6 man dao dau ciing giéng nhu khi ban chwa ding thude.

6. Khi nao khong nén dung thuoc nay?

Khong nén dung thudc nay néu ban man cam véi tadalafil hodc v6i bat cir thanh phan nao cua
thudc.

Néu ban dang str dung céc thudc thudc nhom nitrat dé diéu tri dau that nguc nhu bét cir dang
nitrat hitu co hay cac thudc tao oxyd nitric nhu amyl nitrit nao. CASILAS-20 c6 thé lam ting tac
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dung cua nhém thudc nay. Néu ban khong chic chan c6 dang dung cac thubc nhém nitrat hay
khong nén hoi lai bac sy.

Ban bi bénh tim ndng hay c6 con dau tim trong vong 90 ngay qua.

Ban bi dot quy trong vong 6 thing gan day.

Ban bi ha huyet ap hay tang huyét ap khong kiém soat.

Ban bi mét thi gidc do thiéu méu cyc bd than kinh thi gidc phan trudc khong do viém.

Ban dang st dung riociguat dé diéu tri ting ap dong mach phdi va ting ap phdi do huyét khbi
tdc nghén man tinh. Cdc thudc rc ché PDE5 nhu CASILAS-20 c6 thé ting tac dung ha huyét 4p
ctia riociguat. Néu ban khong chic chin c6 dang dung riociguat hay khong nén hoi lai bac s¥.

7. Tac dung khéng mong mudn

Nhu cac thude khic, CASILAS-20 c6 thé gdy tic dung khong mong mudn, nhung khong phai ai
cling gdp phai.

Newng diing thudc va lién hé trung tdm y té gan nhdt néu ban gdp cdc phan itng sau:

Cac phan ung di img nhu phat ban. Dau nguc, khong duge dung céc nitrat ma phai lién hé trung
tam y té gan nhat. Kéo dai thoi gian cuong sau khi st dung thudc. Néu ban bi cuong lién tuc 4
gid hodc hon thi phai lién hé véi bac s§ ngay lap tirc. Mat thi giac dot ngot.

Cdc tdc dung khong mong mudn khdc:

Thuong gap

Nhirc dau, dau lung, dau co, dau tay va chan, dé bung mat, nghet miii va kho tiéu.

It gap

Chong mat, dau bung, cam thdy bénh hodc bénh (ndn), trao nguoc, mo mat, dau mat, khé thg,
c6 mau trong nudc tiéu, tim dap manh, tim dép nhanh, tang huyét dp, ha huyét 4p, chay mau miii,
{1 tai, sung ban tay, ban chan hodc mit c4, cam gidc mét moi.

Hiém gap

Ngét xiu, co giat va mat tri nhé thoéng qua, sung mi mit, d6 mat, giam hodc mat thinh giac dot
ng6t, phat ban (nhiing vét do, ngira trén bé mit cua da), chay mau duong vat, c6 mdu trong tinh
dich va tang tiét mo hoi.

Dau tim va dot quy cing da dugc bdo cdo trong mot ) truong hop hiém gip. Hau hét nhiing
truong hop nay déu c6 van dé vé tim mach trude khi ding thuoc

D3 ¢ bao cao hiém gip truong hop giam mot phan hodc mat thi gidc tam thoi hay vinh vién ¢
mat hay ca hai mat.

Mot 56 tdc dung khéng mong mudn diroc bdo cdo nhung khéng dwoc phdt hién trén thir nghiém
lam sang:

Pau nira dau, sung mat, phan Gng di Utng nghiém trong gay sung mat hay c6 hong, ban da
nghiém trong, mot s6 rbi loan gdy anh huong dén luong mau dén mit, tim dap khong déu, dau
that nguc va dot tur do tim.

Thubc c6 thé giy ra cac tac dung khong mong mubn khéc. Thong bdo cho béc s nhiing tic
dung khong mong mudn gip phai khi sir dung thudc.

8. Nén tranh dung nhirng thudc hodc thwe phim gi khi dang sir dung thudc nay?

Mot s thube c6 thé twong tac véi tadalafil nén phai thong bdo cho béic s§ hodc dugc sy cta ban

vé tt ca céc loai thudc ma ban dang st dung, bao gom ca cdc thudc ké don hoic khong ké don,

cdc vitamin hodc thudc tir duoc liéu.

- Thubc chen alpha (ding dé diéu tri ting huyét 4p hodc triéu chung trén dudng tiét niéu lién
quan dén ting sinh tuyén tién liét lanh tinh.

- Céc thude diéu tri ting huyét 4p khéc.

- Riociguat.

- Thudc trc ché 5-alpha reductase (ding diéu tri tang sinh tuyén tién liét lanh tinh).

- Céc thude nhu vién nén ketoconazol (dung diéu tri nhiém nam) va thudc trc ché protease diing
diéu tri HIV hodc AIDS.

- Phenobarbital, phenytoin va carbamazepin (thudc chéng dong kinh).
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- Rifampicin, erythromycin, clarithromycin hoac itraconazol.

- Céc thude diéu tri réi loan cuong dwong khac.

Nudc ép budi c6 thé anh hudng dén tic dung cua CASILAS-20, ban nén cin than khi ding
chung.

Rugu ¢6 thé anh huéng dén kha ning cuong va 1am ha huyét dp cta ban tam thoi. Néu ban
mudn dung CASILAS-20 thi nén tranh dung nhiéu ruou, vi né c6 thé 1lam ting nguy co chong
mat khi dung day.

9. Can bao quan thudc nay nhw thé nao?

Giir thudc trong bao bi gdc cua nha san xuét, day kin.

Dé thude noi kho réo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tdm voi cla tré em.
Khong sir dung thude sau ngay hét han ghi trén bao bi (hop va vi thudc).

10. Nhirng diu hiéu va triéu chimg khi dung thubc qua liéu

Diing thudc chinh x4c nhu huéng dan ctia bac s§. Néu ban vo ¥ dung qua lidu, ban c6 thé s& gap
nhiing tic dung khéng mong muén nhu dé néu trong muc 7. Néu ban dung thudc nhiéu hon chi
dan, ngung dung thudc va lién lac ngay véi bac s¥ hodc trung tim y té gan nhat.

11. Cén phai lam gi khi ding thudc qua liéu khuyén cio?

Ngung dung thudc va lién lac ngay véi béac sy hodc trung tam y té gan nhat.

Mang theo vién thubc cling vdi bao bi dé bac sy biét ban di udng thude gi va c6 bién phap xu ly
kip thoi.

12. Nhirng diéu céin than trong khi dung thudc nay

Ban can phai can than 12 hoat dong tinh duc c6 thé mang dén nguy co cho nhitng bénh nhan bi
bénh tim vi né ting thém sy cing thang cho tim ciia ban. Ban nén théng bdo cho bac sy néu c6
van dé vé tim mach.

Trude khi ditng thude nay, thong bdo cho bdc sy néu ban cé nhitng van dé sau:

- Thiéu m4u hong cau hinh liém (mot bat thuong ciia hong cau).

- DPau tuy (ung thu tiy xuong).

- Bénh mdu trang (ung thu t& bio mdu).

- Bét ki sy bién dang nao cua duong vat.

- Vén dé nghiém trong vé gan.

- Vén dé ning vé than.

Van chira ré CASILAS-20 c6 tdc dung trén bénh nhan gdp cdc van dé sau hay khéng

- Phau thuat vung chau.

- Cit bo mot phan hay toan b tuyén tién liét va ca day than kinh cta tuyén tién liét.

Néu ban bi giam hay mat thi lyc dot ngot thi can phai ngimg sir dung thudc va lién hé véi bac s
ngay lap tac.

CASILAS-20 khdng ¢6 myc dich stir dung cho phu ni.

San pham CASILAS-20 c6 chira polysorbat 80 ¢ thé gdy di tng.

Dau thau dau c6 thé gay dau bung, tiéu chay, budn ndn va non.

Ding thuéc cho tré em

CASILAS-20 khdng ¢6 muc dich stir dung cho tré em va thanh thiéu nién dudi 18 tudi.

Phu nir mang thai hodc cho con bi

CASILAS-20 khong ¢6 muc dich sir dung cho phu ntr.

Ldi xe va van hanh mdy moc

C6 nhtng truong hop bi chong mat khi s dung CASILAS-20. Ban khong nén thyc hién cdc
cong viéc can tap trung cao do nhu lai xe hoac van hanh may moc, cho dén khi xac dinh chic
chin minh c6 bi anh huong hay khong.

13. Khi nao cin tham vén bac sy, dwoc s§?
Can lién lac ngay véi bac sy hodc trung tam y té gan nhat khi dung thudc qua liéu chi dinh.
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Thong thuong, bao gid cling phai hoi ¥ kién béc sy hodc dugc s trude lic ding bat ky thube
nao khi mang thai hodc cho con bii.

Thong bdo ngay cho bac sy hodc dugc s§ nhiing tic dung khong mong mudn gip phai khi sir
dung thudc.

Néu can thém thong tin xin hoi ¥ kién bac s§ hodc duoc s¥.

14. Han ding caa thude: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC

Nhém duoc 1y: Thude tri loan chire ning cwong dwong, ma ATC: GO4BEOS.

Co ché tac dong cua tadalafil 1a &c ché chon loc c6 hdi phuc guanosin monophosphat vong
(cGMP), cu thé 1a phosphodiesterase tuyp 5 (PDES). Khi c6 kich thich tinh duc lam giai phéng
oxyd nitric tai chd, sy trc ché PDES5 cuia tadalafil s& 1am ting nong d6 cGMP ¢ thé hang dan dén
gian co tron va tang luong mau vao mo duong vat, sinh ra sy cwong duong. Tadalafil khong c6
tac dung diéu tri rbi loan cuong duong khi khong c6 kich thich tinh dyc.

Nghién ctru in vitro cho thay tadalafil 1a mot chat e ché chon loc PDES. PDES 1a mot enzym
duoc tim thiy ¢ co tron thé hang, co tron mach mau va ndi tang, co xuwong, tiéu cau, than, phdi
va tiéu ndo. Téc dong cua tadalafil 1én PDES5S manh hon so véi cdc phosphodiesterase khéac. Cu
thé tadalafil tac dong trén PDES manh hon 10.000 l4n so v6i PDE1, PDE2, PDE3, PDEA4, nhitng
enzym dugc tim thiy & tim, ndo, mach méu, gan, va cac co quan khac. Pic tinh chon loc trén
PDES so v6i PDE3 déc biét quan trong boi PDE3 ¢6 lién quan dén kha ning co bop cua tim.
Thém vao do tadalafil tac dong trén PDE5 manh hon 700 lan so véi PDE6, enzym c6 & mat va
chiu trdch nhiém dan truyén anh sang. Tac dong cia tadalafil 1én PDES cling manh hon 10.000
1an so véi PDE7 dén PDEIO0.

2. DUQC PONG HQC

Hap thu

Tadalafil hap thu d& dang sau khi uéng va ndng do tdi da trong huyét twong (Cnax) dat duoc
trong khoang 2 gid sau khi uéng. Sinh kha dung dudng udng cua tadalafil chua duoc xac dinh.
Tbc d6 va mirc @6 hip thu cua tadalafil khong bi anh hudng bai thirc an hay thoi diém udng
thudc nén CASILAS-20 c6 thé dugc udng ciing vai thirc dn hodc khong vao budi séang hoic tbi.
Phan bé

Thé tich phan bd trung binh cia tadalafil 1a 63 L, chimg to thudc dugc phan bd vao cic md. O
nong do diéu tri 94% tadalafil gin két véi protein. Sy gin két protein ciia tadalafil khong bi anh
huong boi tinh trang suy giam chirc nang than.

C6 khong dén 0,0005% liéu diing xuét hién trong tinh dich ciia ngudi khoe manh.

Chuyén héa

Tadalafil chuyén héa chi yéu boi CYP3A4. Chat chuyén héa chinh trong chu trinh la
methylcatechol glucuronid. Chat chuyén héa nay gin két véi PDES yéu hon 13.000 lan so voi
tadalafil nén khong c6 hoat tinh.

Thai trie

Do thanh thai duong udng trung binh cua tadalafil 1a 2,5 L/ h va thoi gian ban théi trung binh 1a
17,5 gio & ddi tugng khoe manh.

Tadalafil dugc thai trir cht yéu dudi dang khong c¢6 hoat tinh qua phan (khoang 61% liéu) va
maot phan nho hon qua nudc tiéu (khodng 36% licu).

Suwe tuyén tinh/ khéng tuyén tinh

Pdng hoc cua tadalafil ¢ ddi tuong khoe manh la tuyén tinh voi thoi gian va liéu dung. Trong
khoang liéu tir 2,5 - 20 mg AUC ting ti 18 v6i liéu sir dung. Nong do trong huyét tuong dat trang
thdi 6n dinh trong vong 5 ngay véi lidu 1 1an/ ngay.

Duroc déng hoc trén doi twong dac biét

Ngwoi cao tuéi

Do thanh thai tadalafil & ngudi 16n tudi khée manh (trén 65 tudi) thap hon ddi twong khoe manh
tir 19 - 45 tudi dan dén AUC ting khoang 25%, nhung khong cé tac dong dang ké trén 1am sang
va khong can diéu chinh liéu.

Bénh nhdn suy thdn

Trong thir nghiém 1am sang dung lidu duy nhat tadalafil (5 - 20 mg), AUC cua tadalafil ting
khoang gap doi & bénh nhan bi suy than nhe (Cler tir 51 - 80 ml/ phut), trung binh (Cle tir 31 -
50 ml/ phut) va giai doan cudi phai chay than. O bénh nhan phai tham tich mau, Cpex cla
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tadalafil cao hon khoang 41% so v&i nguodi khoe manh va sy tham tach méau khong dong gop
dang ké vao viéc thai trir tadalafil.

Bénh nhan suy gan

AUC cua tadalafil & bénh nhdn suy gan nhe dén trung binh (Child-Pugh A va B) tuong duong
v6i dbi twong khoe manh & lidu 10 mg. Chua c6 thong tin vé sy an toan khi sir dung tadalafil
cho bénh nhan suy gan ning (Child-Pugh C) ciing nhu dung tadalafil lidu cao hon 10 mg cho
bénh nhén suy gan. Néu phai ké CASILAS-20 thi nén danh gia can than hiéu qua va nguy co
trén tirng bénh nhan.

Bénh nhdn ddi thao duong

AUC cua tadalafil & bénh nhan dai thao duong thap hon khoang 19% so voi ddi twong khoe
manh nhung khong can thiét phai hiéu chinh liéu.

3. CHI PINH
bi€u tri rdi loan cuong duong ¢ nam gioi truong thanh.
beé tadalafil c6 hi€u qua di€u tri roi loan cuong duong thi can phai c6 kich thich tinh duc.

4. LIEU DUNG - CACH DUNG

CASILAS-20 duge st dung duong udng, cting hodc khéng cing véi thic an, trude khi hoat
dong tinh duc khoang 30 phuit.

Tan suat ding thudc t6i da 12 mot 1an mot ngay.

Tadalafil dugc ding truéc khi hoat dong tinh duc va khong khuyén cdo st dung thudc hang
ngay lién tuc.

O nhitng bénh nhan can sir dung CASILAS-20 thuong xuyén (it nhét 2 1dn/ tuan) thi phac d6
diéu tri st dung liéu thap nhat CASILAS-20 ding 1 1an hang ngay c6 thé s& phit hop, tiy vio
lya chon cuia bénh nhan va danh gié ctia bac sy.

Cén danh gi4 tinh phi hop dinh ky néu diing thudc hang ngay.

Poi twong dac biét

Ngwoi cao tuéi

Khong can hi¢u chinh liéu cho ngudi cao tudi.

Bénh nhdn suy thdn

Khong can hiéu chinh liéu cho bénh nhan suy than nhe va vira. Khong khuyén cdo sir dung
thudc cho bénh nhén suy than ning.

Bénh nhan suy gan

Chua c6 thong tin vé sy an toan khi sir dung tadalafil cho bénh nhan suy gan ning ciing nhu
dung tadalafil liéu cao hon 10 mg cho bénh nhan suy gan.

Bénh nhdn ddi thao duong

Khong can hiéu chinh liéu cho bénh nhan dai thio duong.

5. CHONG CHI PINH

Man cam véi tadalafil, hodc bat ctr thanh phan nao ctia thude.

Bénh nhéan dang str dung cdc nitrat hiru co vi tadalafil c6 thé ting tic dung ha huyét dp cta nitrat.

C6 thé do tic dung hiép ddng ctia hai thudc trén trén con duong oxyd nitric/ cGMP.

Bénh nhan mac bénh tim mach nhu:

- Bi nhdi mau co tim trong vong 90 ngay gan day.

- Pau thit nguc khong on dinh hodc dau that nguc khi hoat dong tinh duc.

- Suy tim d6 2 tro 1én theo NYHA trong vong 6 thang gan day.

- Loan nhip khong kiém soét, huyét 4p thip (< 90/50 mmHg), hoic ting huyét 4p khong kiém
SOdt.

- Dot quy trong vong 6 thang gan day.

Bénh nhdn bi mét thi luc mot mit do thiéu mdu cuc bo than kinh thi gidc phan trude khong do

viém (NAION) di cho van dé nay c6 lién quan dén thudc tc ché PDES5 hay khong.

Khong diing chung tadalafil v&i cdc thubc cam tng guanylat cyclase nhu riociguat do c6 thé din

dén triéu ching ha huyét 4p.
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6. CAC TRUONG HQP THAN TRONG

True khi diéu tri véi CASILAS-20

Can tim hiéu bénh sir va tham kham lam sang dé chuin doan rbi loan chirc ning cwong duong
va xac dinh nhiing can nguyén tiém an trudc khi can nhic diéu tri bang thudc.

Viéc danh gid r6i loan cuong duong nén bao gdm xac dinh nhimg cin nguyén tiém an va
phuong phap diéu tri thich hop sau khi ¢6 nhiing danh gia y té thich hop. Van chua biét dugc
tadalafil c6 hiéu qua trén bénh nhan phau thuat vung chau hoac phau thuat cit bo tuyén tién liét
khong dé lai dy than kinh.

Truée khi bit dau diéu tri nén can nhic tinh trang bénh tim mach ctia bénh nhan vi c6 mdt $6
nguy co tim mach c6 lién quan dén hoat dong tinh duc. Tadalafil c6 tic dong gidn mach, dan
dén ha huyét 4p nhe va thodng qua va c6 thé ting tac dung ha huyét 4p cia céc nitrat.

Tim mach

ba co mot s tai bién tim mach nghiém trong xay ra nhu nhdi mau co tim, dot tir, dau that nguc
khong on dinh, loan nhip that, dot quy, con thiéu mau ndo thoang qua, dau nguc, danh trong
nguc va nhip tim nhanh, hau hét xay ra ¢ nhirg bénh nhan c6 cic yéu t6 nguy co tir trudc
nhung chua thé xac dinh nguyén nhén 1a do céc yeéu t6 nguy co nay, tadalafil, hoat dong tinh duc,
hodc do két hop cdc yéu t6 trén hodc do yéu td khic.

Str dyng tadalafil chung véi thudc chen alpha; c6 thé gay triéu ching ha huyét 4p. Khong
khuyén cdo phéi hop tadalafil va doxazosin.

Thi gidc

D3 c6 truong hop suy giam thi luc va NAION lién quan dén sir dung tadalafil va cac thudc tic
ché PDES5 khéc. Nén khuyén bénh nhan ngimg thudc va dén gip bac sy ngay 1ap tiic néu bi suy
giam thi lyc dot ngot.

Bénh nhan suy gan

Chua c6 thong tin vé su an toan khi sir dung tadalafil liéu duy nhat cho bénh nhéan suy gan ning.
Néu phai k& CASILAS-20 thi nén danh gia can than hiéu qua va nguy co trén ting bénh nhan.
Siw cwong va bt thuwong gidi phau cia dwong vit

Nén khuyén bénh nhan dén gip bac sy dé nhan duoc cham soc y té ngay 1ap tirc néu tinh trang
cuong kéo dai tir 4 gio tré 1én vi néu khong dugc chira tri kip thoi tinh trang nay s& ¢6 thé lam
tén thuong mo dwong vat hodc mat kha ning tinh duc vinh vién.

CASILAS-20 nén dugc ding than trong ¢ bénh nhan ¢ bat thuong gidi phiu duong vat (nhu
cong, Xo thé hang hay bénh Peyronie) hodc & bénh nhan gap nhitng tinh trang lam cho ho bi
cuong duong (nhu thiéu mau hong cau hinh liém, da u tiiy va ung thu mau).

Diing chung véi cdc thudc vec ché CYP3A4

Than trong khi ding chung véi cdc thudc e ché CYP3A4 (nhu ritonavir, saquinavir,
ketoconazol, itraconazol, va erythromycin) vi c6 thé 1am tang AUC cua tadanafil.

Diing chung voi cdc thuoc diéu tri roi loan cwong dirong khéc

Chua c6 nghién ctu vé an toan va hiéu qua khi diing chung tadanafil va cdc thudc tc ché PDE5
hay céc thudc tri r6i loan cwong dwong khéc. Khong nén dung phéi hop céc thude trén.
CASILAS-20 c6 chira polysorbat 80 va dau thau dau c6 thé gy di tng.

St dung cho phu nir ¢6 thai va cho con bu:

CASILAS-20 khong dugc chi dinh cho phu ntr.

Thoi ky mang thai

Rét it thong tin vé viéc st dung tadalafil trén phu ntr mang thai con han ché. Nghién ctru trén
dong vat khong thay su gdy hai tryc tiép hay gidn tiép ciia thude 1én sy mang thai, sy phat trién
phéi thai/ thai, su sinh dé hodc sy phat trién cta tré sau khi sinh. Vi li do an toan, nén trdnh diing
tadalafil khi mang thai.

Thoi ky cho con b

Nghién ctru trén dong vat cho thdy tadalafil tiét qua sita va c6 thé anh huong dén tré bu sira me.
Khong nén dung thude cho phu nir cho con b.

Kha nang sinh san
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Nghién cuu trén ché cho thay sy giam kha nang sinh san nhung tac dong nay kho xay ra trén
ngudi mic dit ¢6 sy giam ndng do tinh tring & mot s6 nam gidi ding thudc.

Anh huéng cia thudc ddi véi cong viée (nguoi van hanh may moc, dang 1ai tau xe, ngudi lam
viéc trén cao va cac truong hop khic):

CASILAS-20 tac dong khong dang ké 1én kha ning 1ai xe hay van hanh mdy méc. D vay van
¢6 bdo cdo nhitng truong hop bi chéng mat khi ding thude, bénh nhan khong nén 14i xe hay van
hanh médy moc khi chua rd dép Gng cia minh.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
“KHAC

Anh huéng ciia cdc thuée khdc 1én tadalafil

Chdt irc ché cytochrom P450

Tadalafil chuyén héa chii yéu qua CYP3A4. Céc chét trc ché CYP3A4 nhu ritonavir, saquinavir,

ketoconazol, itraconazol, erythromycin va nuéc budi chum nén dugc ding chung mot cdch can

than vi ¢6 kha ning 1am ting AUC va ndng d6 trong huyét twong cua tadalafil, din dén gia ting

céc tic dung khong mong mudn.

Chdt ikc ché protein vin chuvén

Vai tro cua protein van chuyén (nhu p-glycoprotein) trong viéc van chuyen tadalafil van con

chua rd nén c6 thé c6 tuong tac thude thdng qua su e ché protein van chuyén.

Chdt cam itng cytochrom P450

Cic chat cam tmg CYP3A nhu rifampicin, phenobarbital, phenytoin, va carbamazepin c6 thé

lam giam AUC va ndng d¢ trong huyét twong cua tadalafil dAn dén giam hiéu qua cta thudc.

Murc do giam hiéu qua van chua rd.

Anh huéng ciia tadalafil lén cdc thuoc khdc

Cdc nitrat

Céc thir nghiém 1am sang cho thay tadalafil gia ting tac dong ha huyét 4p clia cdc nitrat. Do vay

chbng chi dinh st dung chung tadalafil va céc nitrat. Trong trudong hop de doa tinh mang va viéc

ding nitrat 12 mot bién phdp y té can thiét, nén dung nitrat 48 gid sau khi ngimg sir dung

tadalafil va can ¢ su theo ddi huyét dong chat ché.

Thuoc tri tan,q huyét dp (ké cd thudc chen kénh canxi )

Khong khuyén cdo st dung chung tadalafil voi thudc chen alpha doxazosin vi c6 thé 1am ting

tac dung ha huyét 4 ap dang ke.

Cdc nghién ciru vé tuong tac gitra tadalafil va cdc thudc chen alpha nhu alfuzosin va tamsulosin

con han ché nhung van nén can than khi ph01 hop cac thudc trén dac biét 1a nguoi cao tudi, nén

bat dau bang lidu thap nhét va diéu chinh tir tir.

Cac nghién ctru dugc hoc 1am sang cho thdy su phdi hop cua tadalafil va cac thudc diéu tri tang

huyét 4p nhu thudc chen kénh canxi (amlodipin), thudc trc ché enzym chuyen (enalapril), thudc

chen beta (metoprolol) thudc loi tiéu thiazid (bendroﬂuaz1d) va thudc wc ché thu thé

angiotensin II (nhiéu liéu va phdi hop khéc nhau) cho thay tac dong ha huyét 4p nho va it c6 thé

c6 tac dong trén 1am sang. Tuy nhién van nén cho 16i khuyén cho bénh nhan vé tic dong ha

huyét 4p khi ding chung tadalafil va céc thudc trén cho bénh nhén.

Riociguat

Nghién ctru tién 1am sang cho thiy sy gia ting tic dong ha huyét ap he thdng cua thude e ché

PDES5 khi dung chung voi riociguat, nghi€n ctru 1am sang cho thdy riociguat lam gia tang tac

dong ha huyét ap cua thudc trc ché PDES. Chua c6 bang ching 1am sang nao vé loi ich ciia viéc

két hop hai thudc trén nén chéng chi dinh ding chung ricociguat va chat e ché PDES5, trong d6

c6 tadalafil.

Thudc ik ché 5-alpha reductase

Chua c6 nghién ctru chinh thire vé tuong tac thubc giita tadalafil va thudc (e ché 5-alpha

reductase, nén can than khi dung phdi hop hai thudc trén.

Chdt nén CYP1A2 (nhw theophyllin)
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Khi ding chung tadalafil va theophyllin (mot chat rc ché khong chon loc phosphodiesterase)
trong nghién ctru 1am sang, khong cé tuong tac vé duge dong hoc, chi ¢6 tuong tac duoc luc hoc
nho 1a sy tang nhip tim (khoang 3,5 nhip/ phit). Mac du tadc dong nay nhd va khdng anh hudng
nhiéu trén 14m sang nhung van nén cén nhic khi phdi hop hai thudc.

Ethinylestradiol va terbutalin

Tadalafil lam ting sinh kha dung duong ubng cua ethinylestradiol va tac dong twong tu ciing cd
thé xay ra véi terbutalin dung duong udng mic di két qua trén 14m sang van chua chic chan.
Ruou

Nong d6 con khéng bi anh huong khi ding chung véi tadalafil. Thém vao d6 ndng do cua
tadalafil cling khong thay doi sau khi dung chung v6i ruou 3 gid, rugu duge dung theo cach dé
t6i da hoa toc d6 hap thu cua con (ubng nhanh, qua dém, khong dung voi thirc an cho dén 2 gio
sau khi udng). Tadalafil khong lam gia ting tac dung ha huyet ap gy ra boi rugu, nhung & mot
s6 ddi tuong c6 tricu ching chéng mat va ha huyét ap tu thé. Khi tadalafil duoc ding chung voi
ruou lidu thap hon thi triéu ching ha huyét 4p khong xay ra va triéu chimg chéng mat xay ra véi
tan suat nhu khi chi dung rugu. Tac dong ctia ruou 1én kha ning nhan thic khong bj gia ting boi
tadalafil.

Cdc thudc chuyén héa qua cytochrom P450

Tadalafil khong duoc cho 1a c6 thé gy ra sy wc ché hay cam ung dang ké trén 1am sang do
thanh thai cta céc thudc chuyén héa qua céc isoform CYP450. Nghién ctru dd ching minh
tadalafil khong @c ché hay cam ung cic isoform CYP450, bao gom: CYP3A4, CYPIA2,
CYP2D6, CYP2EL, CYP2C9 va CYP2C19.

Chdt nén CYP2C9 (nhw R-warfarin)

Tadalafil khong c6 anh huong trén 1am sang AUC ctia S-warfarin hay R-warfarin (chat nén cua
CYP2C9) ciing nhu khéng anh hudng dén sy thay doi thoi gian prothrombin do warfarin.
Aspirin

Tadalafil khong anh huéng dén sy ting thoi gian chay mdu do acid acetylsalicylic.

Thuéc tri ddi thdo dwong

Nghién ctru vé tuong tac cu thé véi thudce tri dai thao duong van chua duogc tién hanh.

8. TAC DUNG KHONG MONG MUON

Thuong gap, 1/100 <ADR < 1/10

Hé théan kinh: Nhrc dau.

H¢ mach mau: Do bung.

He¢ ho hép, 16ng nguc va trung that: Nghet mili.

Hg¢ tiéu hoa: Kho tiéu

Heé co xwong, mé lién két va xuong: Pau lung, dau co, dau cac chi.
It gap, 1/1.000 <ADR < 1/100

Hé mién dich: Phan ing qud man.

Hé than kinh: Chéng mat.

Thi gidc: Nhin mo, cam giac dau mét.

Tai va tai trong: U tai.

Tim: Tim dap nhanh, danh tréng nguc.

Mach: Tang huyet 4p, ha huyét 4 ap.

He¢ ho hép, 16ng nguc va trung that: Khé thé, chay mau cam.
Hé tiéu hoa: Pau bung, budn non, ndn, trao nguoc da diy thuc quan.
Da va m6 dudi da: Phét ban.

Than va tiét ni¢u: Tiéu tién ra mdu.

Heé sinh duc va tuyén vi: Kéo dai sy cuong.

Toan than: Pau nguc, phu ngoai bi€n, mét moi.

Hiém gdp, 1/10.000 <ADR < 1/1.000

Hé mién dich: Phit mach.
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Hé than kinh: Dot quy (ké ca cic bién chiig xuat huyét), ngat, con thiéu mau nio thodng qua,
dau ntra diu, co giat, mét trf nhé tam thoi.

Thi gidc: Thi truong giam sut, sung mi mat, sung huyét két mac, NAION, tic mach vong mac
Tai va tai trong: Mat thinh luc dot ngot.

Tim: Nhdi mau co tim, dau thét nguc khong on dinh, loan nhip thét.

Da va mé6 dudi da: Mé day, hoi chimg Stevens-Johnson, viém da tréc vay, ting tiét md hoi (d6
mo hoi).

Heé sinh duc va tuyén vi: Cuong dwong, chay mau duong vat, méu trong tinh dich.

Toan than: Phu mat, dot tir do tim.

9. QUA LIEU VA CACH XU TRI ‘ S
Trong trudng hop qud liéu can thyc hién cic bién phap di€u tri ho tro néu can thiét. Tham tach
mau dong gop khong dang ké vao sy thai trur tadalafil.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qud lidu chi dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
Sén xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVI PHARM)

Dia chi: L6 M7A, Puong D17, Khu CN My Phuéc 1, Phuong Théi Hoa, Thi xi Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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