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W Tadalafil Tablets 20 mg
EDSAVE 20

Each film coated tablet contains:
Tedslafl  20mg

Store below 30°C, in a dry place.
Protect from light

KEEP OUT OF REACH OF CHILDREN.

Tadalafil Tablets 20 mg
EDSAVE 20

Each fiim coated tablet contains:
Tadalafi  20mg

Store below 30°C, in a dry place.
Protect from light
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Store below 30°C, in a dry place.
Protect from light
KEEP OUT OF REACH OF CHILDREN.
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EDSAVE 20

Each film coated tablet contains:
Tedalafl 20 mg

Store below 30°C, In a dry place.
Protect from light

KEEP OUT OF REACH OF CHILDREN.

Mig, Lic. No. ; 427
Manufactured by,
Fourrts (Incha) Loborotories Private Umited.
Vandshur Rood, Kelembskkam-533 103, Indis
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EDSAVE 20
Vién nén Tadalafil 20 mg

Rx Thude ban theo don
Pé xa tim tay tré em
Doc k¥ hwréng din sir dung truée khi diing
Théong bio ngay cho bac sy hode duge sy nhirng tic dung khong mong mudn gip phai khi sir
dung thube

HUONG DAN SU DUNG THUOC CHO BENH NHAN

THANH PHAN, HAM LUQNG:

Méi vién nén bao phim chira:

Hoat chat:  Tadalafil.................... 20 mg

Ta dwoc: Sodium lauryl sulfate, lactose, croscarmellose sodium, microcrystalline cellulose,
hydroxypropyl cellulose, magnesium stearate, hypromellose, titanium dioxide, purified talc,
triacetin. ferric oxide red, ferric oxide yellow.

MO TA SAN PHAM ‘
Vién nén bao phim hinh tron, hai mit hoi 161, ¢6 mau hoa dao.

QUY CACH PONG GOI
Hop chira 1 vi x 4 vién nén bao phim.
Hoép chira 1 vi x 10 vién nén bao phim.

THUOC DUNG CHO BENH Gi?

EDSAVE 20 duge sir dung dé diéu tri rdi loan chirc ning cwong duong & nam giGi trurong thanh.
EDSAVE 20 ¢6 chira hoat chit tadalafil, 1a mot chat tre ché chon loc ¢6 hdi phuc cyclic guanosine
monophosphate (¢cGMP) - dic biét la trén men phosphodiesterase typ 5 (PRES)/ Khi kich thich tinh
duc dan dén giai phong nitric oxide tai chd, su tc ché PDES cua tadafz\ﬂ\'l\¢ tang nong do cGMP
trong thé hang. Diéu nay din dén gidn co tron va cho phép dong mau chayvao trong mé duong vat,
tir d6 gdy cuong duong. Tadalafil khong c6 tac dung khi khong co kich thich tinh duc.

Khéng ding EDSAVE 20 cho phu nir.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQGNG?

Ban khong nén ding EDSAVE 20 nhiéu hon 1 lin/ngay.

Liéu khoi dau khuyén cdo 1a 10 mg, ubng khi ¢an, trude khi du tinh sinh hoat tinh duc.

Vai nhimg nguoi dung liéu 10 mg chua dat duoc hiéu qua can thiét, c6 thé ting liéu 1én dén 20 mg.
C6 thé udng thude trude khi giao hop it nhat 30 phut.

S6 lan str dung thude ti da la 1 ]an/noay

Thude duge st dung trude khi sinh hoat tinh duc, khong !\hu»en cdo sur dung lién tuc hang ngay.
Ludn sur dung thude nay ding theo chi din cua bac s¥. Hay kiém tra véi bac sy hodc duoc si cua
ban néu ban khéng chéc chin.

Vién nén tadalafil ding dudng udng va chi duge st dung cho nam gigi. Thube ¢6 thé duoc udng
trong hodc ngoai bira an.

KHI NAO KHONG NEN DUNG THUOC NAY?
Khéng sir dung EDSAVE 20 trong cac truong hop sau: : L)
e Néu ban dang sur dung céc thudc nitrat & bét ky dang nao, do su k{:ﬂwp g:au lhuoc r’ie‘}y ;} thé gay

n‘ ]j
nguy hiém tiém an la lam giam huyét ap cua ban. Lo\ YV-MED
%\ Y-MEI
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e Néu ban bi di ing (qua man) véi tadalafil hodc bit kv thanh phin nao cua thude.

e Néu ban c6 bénh gan va tim & mirc d ning.

e Néu ban méi bi dot quy hoéc nhdi mau co tlm hodc néu ban ¢6 huyet ap thép.

e Néu ban c6 mét sb di truven hiém gap vé mat (nhu viém vong mac sic td).

e Néu ban di timg bj bénh than kinh thi giac do thiéu mau cuc bo vung trude khong do nguyén
nhdn déng mach (NAION) trude do.

TAC DUNG KHONG MONG MUON

Ciing nhu tat ca céc loai thude khac, thude nay co thé gay ra tac dung khong mong mudn, mic di
khong phai ai cling gip phai. Céc tac dung khong mong mudn nay thuong & mic d nhe dén trung
blnh.

Néu ban gip phai bat ky tac dung khong mong mudn nao dudi diy, cin ngung sir dung thude
va thong bdo cho nhin vién y te ngay lip tire:

Céc tac dung khéng mong muodn bao gom dau lung hodc dau co, nhin m&, cac thay d6i mau sic khi
nhin, va ngtra.

Céc tac dung khong mong mudn gy nguy hiém dén tinh mang bao gdm nhéi mau co tim, truy tim
mach va dot tuo.

Céc tac dung khdng mong mudn thuong gép bao gom dau diu, do bimg mit, chéng mat, kho tiéu,
xung huyet miii, nhiém tring duong tiét nidu va tiéu chay.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU DUNG
THUOC NAY?
Sir dung cic thude khic:
Hay thong bao cho bac sy hodc dugc si cua ban néu ban dang sir dung hogc maéi sir dung bt ky loai
thuée khac bao gém ca thude khong ké don.
Nhiing loai thude tuong tic véi tadalafil bao gém:

o Bat ky loai thuéc nao ¢6 chira nitrat & bt ky duong ding nao (duong udng, dit dudi ludi, miéng

dan trén da hoac dudng xong)

e Thude chen alpha

e Cic thubc khac dung dé diéu tri ting huyét ap

e Thudc trc ché 5- Alpha reductase (duofc dung trong diéu trj ting san n tién liét lanh tmh)

e Cic thude nhu ketaconazol (dung dé diéu tri nhiém nim) hogc cé &@Z {tc ché protease dé diéu

tri nhiém AIDS hoidc HIV)

e Phenobarbital, phenytoin va carbamazepine (thudc chéng co giat)

e Rifampicin, erythromycin, clarithromycin hodc itraconazole

e Cic diéu tri rdi loan chirc ning cuong duong khac
Ban khéng nén sir dung EDSAVE 20 néu ban dang ding bit ky loai thude nao & trén.
Sir dung EDSAVE 20 cung v6i thire in hodc db udng:
EDSAVE 20 ¢c6 thé udng trong hodc ngoai bira an. Tuy nhién, ban ¢6 thé nhan thiy ring EDSAVE
20 mat nhiéu thoi gian dé bat dau cho hu_eu qua néu ban udng thudc trong bira an kho tiéu.
Uéna ruou ¢6 thé tam thoi Iam giam kha ning dé dat durorc su cuong cung. Pé thude dat duoc hiéu
qua tdi da, ban khong nén udng qua nhiéu ruou trude khi ubng EDSAVE 20.
Nudc ép budi ¢é thé anh huong dén tac dung cua EDSAVE 20, do d6 can duoc sir dung mot cach
than trong.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC?
Khéng dung lieu gap doi o lan ké tiép dé bu lai liéu da quén.

/{\\756543,"\

-\‘1

CAN BAO QUAN THUOC NAY NHU THE NAO? / 'i,.,; Ol 16 TV A 7
ot '"'H- ¥ H |' ‘-'..fn‘('{ ‘.j.

e Dé xatam tay tré em. UYL buge pus
UUUG PHA 1,5 <
o Khong sir dung thude sau ngay hét han dugce ghi trén nhén vi va nhan h@[ﬁ %4 :
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¢ Bao quan thudc trong bao bi gdc. tranh am.

e Bao quan noi khd, & nhiét d§ dudi 30°C, tranh anh sang.
Khong nén virt bo thude vao nudce thai hodc chit thai ho gia dinh. Hoi duoc si ctia ban céch lam
thé nao dé xir Iy cdc loai thude khong con st dung. Nhimg bién phap nay sé& gitp ich cho viée
bao vé mdi trudmg.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU?
Cé thé lam ting cac tac dung khéng mong mudn va miac dd nghiém trong cua chiing.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO?
Lién hé vai bac sy cua ban néu ban uong thuée qua liéu quy dinh.
Néu ban c6 bat ky thic mic nao vé viée sir dung thude nay, hiy hoi bac sy hodc dugc si cia ban.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Khong duoc udng EDSAVE 20 khi chua thao ludn véi bac sy néu ban:

e Bi thiéu mau héng cau hinh liém (bét thuong cua héng cau), ung thu bach cau (ung thu cac té
bao mau), da u tuy (ung thu tiy xuong).

e Néu ban bi di dang duong vat hoac bénh Peyronie.

e Néu ban ¢6 cac van dé vé tim. Trong truong hop nay, bac sV nén kiém tra cén than xem tim cla
ban ¢6 thé bi cang théng thém khi quan hé tinh duc hay khong.

e Néu hién tai ban dang bi loét da day, hodc van dé vé chay méau (nhu bénh ua chay mau).

e Néu ban bj giam ddt ngdt hoac mat thi luc, ngung str dung EDSAVE 20 va lién hé véi bac sy cua
ban ngay 1ap tirc.

Khong sir dung EDSAVE 20 cho phu nir.

Luu ¥ dic biét ddi véi tré em va thanh thiéu nién:

Khéng nén str dung EDSAVE 20 cho tré dudi 18 tudi.

Luu y dic biét ddi voi bénh nhin co van dé vé gan hodc than:

Ban nén noi cho bac sy cua ban biét néu ban ¢ van dé vé gan hodc than.

Anh hwong dén kha ning lii xe va sir dung may moe:

Do chéng mat va thay dbi thi luyc di duge bao cdo trong céc thir nghiém lam ang voi tadalafil, ban

xm ?Z

can biét ligu ban co bi phan (g nay khi sir dung tadalafil trudc kh: lai van hanh may moc.
Thong tin quan trong vé mot sO ta dwgce cia thude: Thube ¢é chi b
Néu ban di ndi véi bac sy cua ban rang ban khong dung nap véi mét soNoai duong, chan0 han nhu J
lactose. lién hé v&i bac sy cua ban trude khi sir dung EDSAVE 20.

KHI NAO CAN THAM VAN BAC SY, DUQC SI?
- Dung thudce qua lieu khuyén cédo
*Néu can thém thong tin xin hoi y kién bdc sy hodc dwoc si.

HAN DUNG '
24 thang ké tir ngay san xuat.

TEN, PIA CHI CUA CO SO SAN XUAT:
FOURRTS (INDIA) LABORATORIES PVT. LIMITED
Vandalur Road, Kelambakkam-603 103, An b6

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: o
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

DUQC LUC HQC

Tadalafil 1a mot chét tc ché chon loc ¢ hdi phuc cyclic guanosine monophosphate (¢cGMP) - dic
biét 1a trén men phosphodiesterase typ 5 (PDES). Khi kich thich tinh duc din dén giai phong nitric
oxide tai chd, su tic ché PDES cua tadalafil lam ting nng d6 cGMP trong thé hang. Diéu nay dan
dén gidn co tron va cho phép dong méau chay vao trong md duong vat, tir d6 gdy cuong duong.
Tadalafil khéng co tac dung khi khéng c6 kich thich tinh duc.

DUQC DONG HOC

Hép thu: Tadalafil hip thu nhanh chong sau khi udng, va ndng do tdi da trung binh trong huyét
twong (Cmax) dat duoc khoang 2 gid sau khi udng. Sinh kha dung tuyét ddi cia tadalafil dudng
uéng chua dugce xac dinh.

Phin bo Tadalafil dugc phan bo vao trong cac mo. O ndng do diéu tri, 94% tadalafil trong huyét
twong gin két vdi protein. Su gan két voi protein huyét twong khéng bi anh huong khi chirc nang
than bi suy giam. Nho hon 0,0005% liéu diéu tri dugc ghi nhan trong tinh dich cta ngudi khoe
manh.

Chuyén héa: Tadalafil duoc chuyén héa chu véu boi CYP3A4 thanh chét chuyén héa catechol.
Chit chuyén héa catechol trai qua qua trinh methyl héa va glucuronide héa rong rdi dé hinh thanh
methylcatechol va methylcatechol glucuronide tuong ung. Dir liéu in vitro cho thdy céc chit chuyén
hoa s€ khong co hoat tinh duge Iy & néng do chat chuyén hoa da ghi nhan.

Thai trie: Thanh thai trung binh cua tadalafil dung duong |.16n0 la 2,5 l/oio‘ va thoi gian ban thai
trung binh la 17,5 gio & ngudi khoe manh. Tadalafil dugce bal tiét chu yéu dudi dang cac chat
chuven hoa khéng c6 hoat tinh trong phéan (khoang 61% lidu dung), va it hon ¢ trong nudc tiéu
(khoang 36% liéu ding).

Cic nhom bénh nhian dic biét:

Nguwéi gia: Nhimg ngudi gia khoe manh (tir 65 tudi tro nén) 6 thanh thai tadalafil duong udng thap
hon din dén dién tich dudi dudng cong (AUC) 16n hon 25% so v&i nhitng ngudi khoe manh tir 19
dén 45 tudi sau khi ding liéu 10 mg. Anh huong lién quan dén tudi tac khong rd rét trén lam sang
do d6 khong can diéu chinh liéu ding.

Suy thdn: Trong mt thir nghiém ]am sang vé duoc hoc sir dung lidu don tadalafil (5 dén 20 mg).
dién tich dudi dudng cong cua tadalafil (AUC) ting gip doi & nhung ngudi suy thin nhe (d9 thanh
thai creatinin tir 51 dén 80 ml/phut) hodc vira (d¢ thanh thai creatinin tif 31 déh 50 ml/phut) va o
nhiing nguoi suy than giai doan cudi dang thim tach mau. O nhing bce{qr‘n ang tham tach mau,

m‘sng d0 Cmax cao hon 41% so véi & nhimg ngudi khoe manh. Viée loat alafil qua tham tach
méu la khong dang ké. Do su ting dién tich dudi duong cong cua tadalafil (AUC), su han ché vé
kinh nghiém trén 1am sang, va d¢ thanh thai khéng bi anh hudng boi thim tich mau nén khéng
dung tadalafil cho bénh nhan bj suy than ning.

Suy gan: Dién tich dudi dudng cong cua tadalafil (AUC) ¢ bénh nhan suy gan nhe va vira (Child-
Pugh nhém A va B) tuong duong voi dién tich dudi dudng cong & nhirng ngudi khoe manh khi
dung liéu 10 mg tadalafil. Néu tadalafil duge chi dinh cho nhitng bénh nhan nay, bac sy phai danh
gid can than giira loi ich dat dugc va nguy co ¢6 thé xay ra O ting bénh nhan. Hién nay chua cé dir
liéu vé chi dinh liéu tadalafil cao hon 10 mg cho nhitng bénh nhén suy gan.

Chua ¢6 nghién ciru sir dung tadalafil cho nhitng bénh nhan bi xo gan ndng (Child-Pugh nhém C)
va do do khéng dung tadalafil cho nhirng bénh nhan nay.

Bénh nhin tiéu dwong: Dién tich dudi dudng cong (AUC) cua tadalafil & bénh nhén tiéu duong
thap hon khoang 19% so vai gid tri AUC 6 nguoi khoe manh sau khi e
b:et cua 01a tri AUC khonU can thiét phal dleu chmh lleu :
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Gigi tinh: O nam gi6i va nir gi6i khoe manh sau khi ding mét liéu hodc nhiéu liu tadalafil, khong
thay co su khac biét trén lam sang vé dién tich dudi dudng cong dugc ghi nhan. Khéng can dieu
chinh lieu.

CHI PINH o '
EDSAVE 20 dugc sir dung dé dicu tri tinh trang roi loan chirc ning cuong duong ¢ nam gidi.

LIEU LUONG VA CACH DUNG

Liéu khoi dau khuyén cdo 1a 10 mg, udng khi can, trude khi du tinh sinh hoat tinh duc.

Véi nhimg ngudi dung lidu 10 mg chura dat duge hidu qua cin thiét, c¢6 thé tang lidu 1én dén 20 mg.
C6 thé ubng thudc trude khi giao hop it nhét 30 phat.

S6 lan sir dung thude téi da la 1 lan/ngay.

Thude duoc str dung trude khi sinh hoat tinh duc, khong khuyén cdo sur dung lién tuc hang ngay.
Cdc dbi twong bénh nhan dic biét:

Nguwoi gia: Khong can didu chinh liéu ding & ngudi gia.

Bénh nhdn suy thdn: Khéng can diéu chinh liéu dung & nhitng bénh nhén suy thin nhe va vira. Déi
vGi bénh nhén suy than nang, liéu téi da khuyén cdo 1a 10 mg. Khong ding liéu tadalafil mot lan
moi ngdy & bénh nhan suy than néng

Bénh nhdn suy gan: Be diéu tri roi loan chirc ning cuong duong bing tadalafil, lidu tadalafil
khuyén cdo 1a 10 mg, udng trude khi du tinh sinh hoat tinh duc cung hodc khéng clng véi thirc an.
Dir li¢u lam sang vé dd an toan khi sir dung tadalafil & nhimg bénh nhan bi suy gan ndng (Child-
Pugh nhém C) con han ché. Néu tadalafil duoc chi dinh cho nhimg bénh nhin nay, bac s¥ phai danh
gid cin than gira loi ich dat duoc va nguy co ¢ thé xay ra & tirng bénh nhan. Chua c6 dit liéu vé su
dung liéu tadalafil cao hon 10 mg & nhimg bénh nhan suy gan.

Nam giéi bi ddi thdo dwong: Khong can diéu chinh liéu & bénh nhén dai thao dudng.

Tre em: Khong sur dung tadalafil ¢ tré em.

Cich dung: Vién nén tadalafil dung dudng udng va chi duge sir dung cho nam giéi. Thude c6 thé
duoc udng trong hodc ngoai bira an.

CHONG CHI PINH

Bénh nhin qua man v&i tadalafil hodc bat ky thanh phan néo cia thude.

Trong cdc nghién clru 1am sang, tadalafil di dugc chimg minh 1 lam ting tac dung ha huyét ap cia

cdc nitrat. Piéu nay dugc cho la két qua cua su phdi hop ciia nitrat va tadalafil trén chu trinh nitric

oxyd/cGMP. Do d6, khdng sir dung tadalafil & nhimg bénh nhan dang ding nitrat hjfu co & bét ky

dang nao.

Khéng diing tadalafil & nhitng bénh nhin nam ma cén tranh hoat dong ti

can luu v dén nguy co bénh tim tiém an khi hoat dong tinh duc & nhimng

mach tir trudc.

Nhirng nhém bénh nhan ¢é bénh tim mach dudi day da khong duge tham gia trong cdc thir nghiém

lam sang va do d6 chdng chi dinh st dung tadalafil:

e Bénh nhan m&i bi nhoi mau co tim trong vong 90 ngay.

¢ Bénh nhan c6 con dau thit nguc khong 6n dinh hodc dau thit nguc xay ra trong khi giao hop.

e Bénh nhan suy tim muic do 2 theo phin loai cua hiép hoi tim New York hodc ning hon trong
vong 6 thang gan day.

e Bénh nhan rdi loan nhip tim khong kiém soat duoc, huyét ap thap (< 90/50 mmHg), hodc ting
huyét ap khong kiém soat dugc.

e Bénh nhdan mai bi dot quy trong vong 6 thang.

Khong sir dung tadalafil cho nhitng bénh nhén bi mit thi luc mot bén do }

thiéu mau cuc bd ving trude khong do nguyén nhéin dong mach (NAI@} A ‘

quan hay khong lién quan dén viéc sir dung chit te ché PDES trude dd/ = . f Y %

Khéng st dung dong thoi cdc chit e ché PDES, bao gbm ca ta E v, cac 'éﬂﬁi"‘kicL thich

guanylate cvclase nhu riociguat vi diéu nay c6 thé dan dén ha huyét ap oé n?u il}q;gtf » /!

)

do pénh tim. Béc s¥
han ¢6 bénh tim

)ﬁﬁ‘i‘km nthi gidc do
EI,J)e dieu n ' ¢6 lién
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Trudce khi diéu tri bang tadalafil:

Cén phai xem xét tién sir bénh va kham lam sang dé chan dodn rdi loan cuong duong hodc ting san
lanh tinh tuyén tién liét ciing nhu xdc dinh cdc bénh tiém 4n trude khi chi dinh thude diéu tri.

Trudce khi bit dau bat ky phuong phéap nao dé diéu trj rdi loan chirc ning cuong duong, bic si can
luu y dén tinh trang tim mach cua bénh nhan vi mrc d¢ nguy co vé bénh tim di kém v&i hoat dong
tinh duc. Tadalafil ¢é déc tinh gidn mach din dén ha huyét ap & mirc d nhe va thoang qua va do d6
lam ting tac dung ha huyét ap cua cac nitrat.

Viéc danh gia rdi loan chirc ning cuong duong can bao gdm xédc dinh cdc bénh tiém an c6 thé cé va
xac dinh bién phap diéu tri phti hop sau khi ¢6 dénh gia bénh 1y thich hop. Chua biét liéu tadalafil
¢6 hiéu qua trén nhitng bénh nhan da phiu thuat chau hong hodc cit bo toan bo tuyén tién liét khong
bao ton than kinh hay khong.

Tim mach:

Céc bién ¢ tim mach trim trong, bao gdm nhdi mau co tim, dot tir do bénh tim, dau thit nguc
khong 6n dinh, loan nhip thit, dot quy, cic con thiéu mau thoang qua, dau nguc, danh trong nguc
va tim ddp nhanh da duoc bdo cdo trong qua trinh luu hanh thudc trén thi truong va/hodc trong cdc
thir nghi¢m 1am sang. Hau hét céc bénh nhén gdp phai céc bién cb ndy Ia nhiing ngudi ¢6 céc yéu td
nguy co vé bénh tim mach trude do. Tuy nhién, khéng thé xac dinh chinh xac liéu nhimg bién cd
nay co lién quan tryc tlep den céc yéu td nguy co nay, dén tadalafil, dén hoat dong tinh duc hodc
dén su két hop giira cac yéu td nay hodc cic yéu td khac hay khéong.

Doi v6i nhitng bénh nhin dang str dung thude chen alpha, dung déng thai voi tadalafil ¢6 thé dan
dén ha huyét ap co trigu chimg & mot s6 bénh nhan. Khong nén dung két hop tadalafil va doxazosin.
Thi gidc

Di ¢6 bdo cdo vé cac khuyét tat thi gidc va cdc trudng hop NAION lién quan dén viée sir dung
tadalafil va cic thude e ché PDES khac. Phan tich cac dir lidéu quan st cho thiy ting nguy co
NAION cdp & nam giGi bj roi loan chire ning cuong duong sau khi sir dung tadalafil hodc céac thude
trc ché PDES khac. Vi diéu nay c6 thé xay ra ¢ tit ca cac bénh nhén sir dung tadalafil, can thong béo
dé bénh nhan biét trong truong hop ho bi khuyét tit thi gidc dot ngdt thi phai ngung sir dung
tadalafil va tham khao y kién béc sy ngay lap tic.

Giam thinh hre hode diéc dot ngot:

bi o bio cao vé cdc truong hop d:ec dot ngot sau khi sir dung tadalafil. Mac du ¢ su xudt hién cua
cdc yéu té nguy co khac trong mot sO truong hop (nhu tudi tac, dai thao duong, cao huyét ap va co
tién sir bi diéc), bénh nhan nén ngung st dung tadalafil va tim kiém su cham séc v té ngay khi giam
thinh luc hodc diéc dot ngdt xay ra.

Bénh nhan suy gan:

Dir liéu 1am sang vé d6 an toan khi sir dung liéu don tadalafil & nhitng bé y gan nidng
(Child-Pugh nhém C) con han ché. Néu tadalafil duge chi dinh trong truong he . bac sy phai
danh gia can than gitra loi ich dat dugce/nguy co ¢6 thé xay ra cho timg bénh nhan.

Cuwong dau dwong vt va bién dang giai phau dwong vdt:

Cic bénh nhan bi cuong ciig kéo dai 4 gid hodc lau hon can duge khuyén céo tim kiém su tro gitp
y té ngay lap tirc. Néu cuong dau duong vat khong duoc diéu tri ngay, ton thuong mé duong vt va
mét vinh vién kha ning cuong cimg c6 thé xay ra. Can than trong khi sir dung tadalafil & nhimng
bénh nhén co bién dang giai phau duong vat (nhu duong vat gip goc, bénh xo thé hang, hay bénh
Peyronie) hodc ¢ nhitng bénh nhén cé nhitng bénh Iy dé giy cwong dau duong vit (nhu bénh thiéu
mau hé‘mg cau hinh liém, bénh da u tay, bénh bach cau).

Sir dung ciing véi chat irc ché CYP3A44:

Cin than trong khi chi dinh tadalafil cho bénh nhan dang sur dung thudc ire-
(ritonavir, saquinavir, ketoconazole, itraconazole, va erythromycin) do sif. en-dug
cong (AUC) cua tadalafil da dugc ghi nhan khi sir dung ddng thoi cac t {-_gn‘/haér NG Ty 3.':{'.'\"\
Vién nén tadalafil va cde bién phdp diéu tri réi loan chire nang cieong dirong i V=
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Chua c6 nghién clru vé d6 an toan va hiéu qua khi sir dung phdi hop tadalafil va cac thude khac tc
ché PDES hoic cac bién phép diéu tri rdi loan chirc nang cwong duong khac. Cén thong béo cho
bénh nhan biét dé khong str dung phdi hop tadalafil véi cac thude nay.

Lactose:

EDSAVE 20 c6 chira lactose. Do do, khong nén sir dung EDSAVE 20 cho nhitng bénh nhén ¢6 cac
van dé di truyén hiém gip vé khong dung nap lactose, thiéu hut Lapp lactase, hay kém hép thu
glucose-galactose.

Kha ning sinh san, phu nir mang thai hoiic cho con ba:

Tadalafil khong duge chi dinh cho phu nir.

Phu nir ¢ thai:

Dir liu vé viéc sir dung tadalafil & phu nir c6 thai con han ché. Céc nghién ctru trén dong vat khéng
cho thdy cic anh huéng c6 hai truc tiép hay gian tiép d6i voi phu nir mang thai, su phat trién cua
phdéi/bao thai, qua trinh sinh dé va su phat trién sau khi sinh. Khéng st dung tadalafil cho phu nir
mang thai.

Phu nit cho con bui:

Dir liéu duge ddng hoc/ddc tinh hién 6 trén dong vat da cho thiy su tiét tadalafil trong sira. Do do.
khong thé loai trir nguy co ddi véi tré bu sira me. Khong sir dung tadalafil cho phu nit cho con bu.
Kha nang sinh san:

ba c6 ghi nhan tadalafil lam suy giam kha néng sinh san & ch6. Hai nghién ciru 1am sang tiép theo
cho thay anh hudng nay khong chic ¢6 xay ra & nguoi hay khéng, mic du giam ndng do tinh trung
da dugc ghi nhan & mot s6 nam gidi.

Anh hudng dén kha niing lii xe va viin hanh may moéc:

Pi ¢6 bao cdo vé chong mit xay ra & mot s6 nam gidi khi dung tadalafil trong céc nghién ctru lam
sang. Bénh nhan can kiém tra can than phan tng ciia co thé véi thude trude khi 1ai xe hodc str dung
mdy moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Céc nghién ciru vé tuong tac thude duoc tién hanh véi liéu tadalafil 10 mg va/hodc 20 mg duoc néu
dudi day. DBdi voi nhirng nghién ciru twong tac khac chi sir dung liéu 10 mg tadalafil, khong thé loai
trir hoan toan cac tuong tac trén lam sang & liéu cao hon.

Anh huwéng ciia cic thube khic dén tadalafil:

Cdc thuoe irc ché cytochrome P450

Tadalafil dugc chuyén héa chu yvéu boi CYP3A4. Khi sir dung dong thdi vai mot thude tre ché chon
loc CYP3A4 la ketoconazol (liéu 200 mg mdi ngay) lam ting dién tich dudi duong cong (AUC) cia
tadalafil (liéu 10 mg) 1én 2 lan va ting Cmax 15 % so véi gia tri AUC va Cmax cug tadalafil khi
dung don ddc. Ding dong thoi véi ketoconazol (liéu 400 mg mdi ngay) lagnting Mdién tich dudi
dudng cong (AUC) cuia tadalafil (liéu 20 mg) lén 4 lan va Cmax 22%. Dung d i v&i ritonavir,
mot cht G ché protease (liéu 200 mg x 2 lan/ngay), va ciing la chét tic ché 3A4, CYP2C9,
CYP2C19, va CYP2D6, dd lam ting dién tich dudi dudng cong (AUC) cua tadalafil (lidu 20 mg)
lén 2 lan trong khi Cmax khong thay d6i. Mic du cac tuong tac cu thé chua duoc nghién ctru nhung
can than trong khi sir dung phéi hop tadalafil cac thude tre ché protease khac nhu saquinavir, va cdc
thude trc ché CYP3A4 khéc nhu erythromycin, clarithromycin, itraconazole va nuéce ép buoi vi dxeu
ndy s& lam ting nong d¢ tadalafil trong huyét tuong. Do do, ty 1¢ cac tic dung khong mong mudn
c6 thé ting.

Cdc chdt vin chuyén

Chua rd vai tro cua cac chat van chuyén (vi du nhu p-glycoprotein) dbi v6i su phin bd cia tadalafil.
Do dd, ¢6 kha ning céc tuong tac thude xay ra gian tiép qua sy (rc ché cac chat va i :
Cdc thuée cam img cvtochrome P450 >
Mot thude cam (mg CYP3A4 la rifampicin lam giam dién tich duéi duo',‘ 9%,
tadalafil xudng 88% so véi gid tri AUC cua tadalafil khi dung don doc. Su gia ’Qiﬂ“ 1‘AU ay £é
thé lam giam hi¢u qua cua tadalafil; chua rd mirc d6 giam hiéu qua. Cac thu 6" am(’ffnb %SA_@
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khac, nhu phenobarbital, phenytoin, va carbamazepine, ciing ¢6 thé lam giam ndng do tadalafil
trong huyét tuong.

Anh hudng tadalafil d6i véi cic thude khic:

Cdc nitrat

Trong cac nghién clru lam sang, da ghi nhan tadalafil (5, 10 va 20 mg) lam tang tac dung ha huyét
ap cua cdc nitrat. Do d6, khong sur dung tadalafil cho nhiing bénh nhan dang dung nitrat hitu co &
bat k¥ dang nao. Dya trén két qua ciia mot nghién ciru 1am sang trén 150 déi tuong sir dung liédu
tadalafil 20 mg hang ngay trong 7 ngdy va 0,4 mg nitroglycerin dét dudi ludi & cic thoi diém khac
nhau, su tuong tac nay kéo dai hon 24 gid va khong thiy co tuong tac sau 48 gio sau khi ding lidu
tadalafil cudi cung. Vi vy, & bénh nhan dugc chi dinh bét ky liéu tadalafil nao (tir 2,5 mg den 20
mg), khi ma diéu tri bing nitrat 1a can thiét vé mat y té trong truong hop tinh mang bi de doa thi chi
dugc sir dung nitrat sau khi ubng lidu tadalafil cudi ciing it nhat 48 gio. Trong nhitng trudng hop
nay, viéc sir dung nitrat phai duoc giam st y té chit ché két hop vdi theo ddi huyét dong luc thich
hop.

Thuoc chong 1dng huvét ap (bao gom cdc thuéc chen kénh calci)

Viéc sir dung dong thoi doxazoxin (lleu 4-8 mg mdi ngay) va tadalafil (liéu 5 mg moi ngay va lidu
don 20 mg) lam ting tic dung ha huyet ap cua thude chen alpha nay mét cach dang ké. Tac dyung
nay kéo dai it nhét 12 gidr va ¢6 thé c6 triéu ching, bao gdm ngét. Vi vy, khong st dung ddng thoi
cac thude nay.

Trong céc nghién clru tuong tac thude duoc thuc hién & mot sb it tinh nguyén vién khoe manh,
nhiing tac dung nay khong dugc bdo cdo vaéi alfuzosin hodc tamsulosin. Tuy nhién, cin thén trong
khi dung tadalafil & nhitng bénh nhan dugc diéu tri v6i bat ky thudc chen alpha nao, va dac biét la ¢
ngudi gia. Nén bit ddu diéu tri véi lidu i thidu va ting lidu dan dan.

Trong céc nghién ciru duge Iy 1am sang, kha ning tadalafil lam tang tac dung ha huyét ap cua cac
thudc chdng ting huyet ap da dugc nﬁhlen ctru. Cac loai thude chdng ting huyét ap chu yéu dugce
nghién ciru bao gém thuée chen kénh calci (amlodipin), thude e ché men chuven angiotensin
(ACE) (enalapril), thudc (rc ché thu thé beta-adrenergic (metoprolol), thude loi tiéu nhom thiazid
(bendrofluazid). va thude tic ché thu thé angiotensin II (gdm céc dang va céc liéu khdc nhau, ding
don doc hay dung phéi hgp véi cdc thiazid, thudc chen kénh calci, thudc chen beta va/hodc thude
chen alpha). Khong thiy cé tuong tac co ¥ nghia vé mat ldm sang khi sir dung tadalafil (lidu 10 mg,
ngoai trix trong cdc thir nghiém vdi thude (e ché thy thé angiotensin II va amlodipin la ding liéu 20
mg) cung vai bt ky thude nao trong cac nhom nay. Trong mot nghién ctru dugc 1y 1am sang khac,
tadalafil (liéu 20 mg) dugc nghién ciru ding ph01 hop vaoi 4 loa1 thude chéng ting huyét ap. O
nhitng ngudi dang diing thude ha huyét 4 dp da I;eu nhimg thay d6i huyét ap luu dong duong nhu co
lién quan dén muc do kiém soat huyét ap. Vé vén de nay, voi nhirng ngudi tham gia nghién ciru
dugc kiém sodt tot huyét ap, mirc giam huyét ap 1a tdi thiéu va tuong tu nhu ¢ nhirng nguoi khoe
manh. V&i nhiing ngudi tham gia nghién ctu khong duge kiém soat huyét ap, rhire giam huyét ap
I6n hon, mac dii sy giam huyét dp nay khéng di kém theo ha huyét 4 u ¢hing o da s6 bénh
nhan. Nhin chung, ¢ nhiing bénh nhan dang diing déng thoi véi thude chd g huyét ap, tadalafil
liéu 20 mg c6 thé lam giam huyét ap (ngoai trir diing phdi hop véi thude chen alpha- xem & phin
trén) nhe va khong co lién quan trén [am sang. Phan tich dir liéu tha nghiém 1dm sang & pha 3 cho
théy khong cé sy khdc nhau vé tc dung ngoai ¥ & bénh nhan ding tadalafil phdi hop hay khong
phdi hop vai cdc thude chdng ting huyét ap. Tuy nhién, cling can phai c¢o 161 khuyén thich ‘hgp cho
bénh nhén vé kha ning c6 thé xay ra ha huyét ap khi dang diéu tri phdi hop v6i cac thude chdng
ting huyét ap.

Riociguat

Céc nghién ciru tién lam sang di cho thiy ting tic dung ha huyét a Qah“tﬁﬁh kT}‘t\su dung dong
thoi cac chat (e ché PDES va riociguat. Trong nghién clru lam sang mocmuat da duge chirng minh
lam ting tac dung ha huyet ap cua cac chit (e ché PDES. Khong ‘()ibénﬁ—@huhg“yg tac dung c6 loi
trén lam sang khi dung phdi hop céac thude nay trén nhém déi tu .pc nc?hleh cuu Do;do khong sur
dung dong thoi riociguat vai cac chat e ché PEDS, bao gbm ca ta ’fa ppe

Chat ire ché 5-alpha reductase r

/ v
E



https://nhathuocngocanh.com/

Trong mdt thir nghiém lam sang so sanh giita sir dung dong thoi tadalafil 5 mg va finasteride 5 mg
vGi st dung gia dugc ciing v&i finasteride 5 mg dé lam giam cac triéu chimg ciia u xo tién liét tuyén
( BPH), khéng ghi nhdn phan tng bat lgi méi nao. Tuy nhién, chua ¢6 mét nghién ciru tuong tic
thude chinh thirc nao duge thuc hién dé ddnh gia tuong tac giira tadalafil va 5-alpha reductase (5-
ARIs), do d6 can than trong khi sir dung ddng thoi tadalafil véi 5-ARIs.

Chdt nén CYPIA2 (vi du nhir theophyllin)

Trong mét nghién ciru duge Iy 1am sang, khong thdy c6 tuong tic vé dugc dong hoc khi ding
tadalafil 10 mg voi theophyllin (mdt chét e ché phosphodiesterase khéng chon loc). Anh hudng
duy nhat dén dugc dong hoc la nhip tim ting nhe (3,5 nhip/ phit). Mac dii anh hudng nay la khong
dang ké va khong c6 ¥ nghia 1am sang trong nghién ciru nay nhung cdn can nhéc khi st dung phéi
hop cac thude nay.

Ethinylestradiol va terbutalin

Tadalafil da dugc chimg minh lam ting kha dung sinh hoc dudng udng cua ethinylestradiol; c6 thé
mong doi su tang kha dung sinh hoc tuong tu khi dung terbutalin dudng uéng, méc du khong chéc
hé qua cua diéu nay trén lam sang.

Rurou

Nong do rugu (ndng do téi da trung binh trong mau la 0,08 %) khong bi anh hudng khi sir dung
dong thoi véi tadalafil (lidu 10 mg hodc 20 mg). Ngoai ra, khong thiy c6 thay ddi nao trén nong do
tadalafin 3 gio sau khi ding déng thoi v&i ruou. Rugu duoc udng theo théi quen lam tdi da toc do
hép thu cta ruou (udng lic doi, qua dém va khong dn 2 gio sau khi udng rugu). Tadalafil (lidu 20
mg) khong lam téng mirc ha huyét dp trung binh do rugu (0,7 g/kg hodc *(.'fip xi 180 ml alcohol 40%
[vodka] & nam gidi co can ndng 80 kg), nhung da c6 ghi nhdn chong mat tu thé va ha huvet ap thé
dimg xay ra & mdt sé nguoi. Khi tadalafil duoc sir dung cung vai lugng rugu thap (0,6 g/kg) khong
thay ha huyét ap va hien tugng chong mat xay ra vdi tan suat tuong ty nhu khi chi sir dung mdi
rugu. Tadalafil (liéu 10 mg) khong lam thay d6i anh huong cia rugu dén chire ning nhén thic.

Cdc thuéc diroe chuvén héa béi cvtochrom P450

Tadalafil khong cé tic dong gay trc ché ding ké trén lam sang hoic gdy cam ung vaéi su thanh thai
ciia cac thude duge chuyén héa bai cic ddng phin cia CYP450. Cac nghién ciru di khing dinh ring
tadalafil khéng gy tc ché hodc gdy cam (ng cdc dong phan cia CYP450, bao gdm CYP3A4,
CYP1A2, CYP2D6, CYP2E1L, CYP2C9 va CYP2CI19.

Cdc chdt nén CYP2C9 (vi du R-warfarin)

Tadalafil (lieu 10 mg va 20 mg) khéng c6 tic dong rd rét trén lam sang dén dién tich dudi dudng
cong (AUC) khi str dung déng thoi véi S-warfarin hay R-warfarin (co chdt CYP2C9 ) ciing nhu
tadalafil khong c6 tac dong 1am thay ddi thoi gian prothrombin khi ding chung véi warfarin.
Aspirin

Tadalafil (lidu 10 mg va 20 mg) khong lam ting thoi gian chay mau do adidRceylsalicylic khi dung
phdi hop vai thudc nay.

Cdc thudc chong ddi thdo dwdng

Chua c6 cac nghién ciu tuong tac cu thé khi sir dung phdi hgp tadalafil véi cac thude chéng dai
thao duong.

TAC DUNG KHONG MONG MUON

Tém tat dic tinh an toan

Céc tic dung khéng mong mudn thudng gip nhét duge bdo cdo & nhimg bénh nhin dang sir dung

tadalafil trong diéu tri ching rdi loan chirc ning cuong duong hodc ting san lanh tinh tuyén tién liét

la nhirc dau, kho tiéu, dau lung va dau co, va ty I¢ xay ra cac tac dung phu ndy.tang khi ting lidu

tadalafil. Cac tac dung khdng mong muon dugc bao cao la thoang qua, va~ Bﬁb do nhe

hodc vira. Pa s truong hop nhire diu duoc bao cdo & bénh nhan dun .j-tgff tadglaﬁf\f /ngay

trong vong 10 dén 30 ngay diéu tri dau tién. i ‘: ‘.‘.), m _,_ \

Bang tém tit cac tac dung khong mong mudn S [TRACH '\' :

Bang dudi day liét ké céc tac dung khong mong muén duoc ghi nhén t ) gf\c bzié 'g;}lgnggyén va
H‘

= s '
trong cac thir nghiém lam sang cé doi chirng gia duoc (bao Oom tong c,ﬁg8 ”2
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tadalafil va 4422 bénh nhan ding gia duoc) dé diéu tri rdi loan cuong duong theo yéu ciu |
lan/ngay va diéu tri cla ting san lanh tinh tuyén tién liét 1 lan/ngay.
Quy udc tan sudt nhu sau: Hay gip (=1/10), thuong gap (=1/100 dén <1/10), it gip (=1/1000 dén
<1/100), hiém gap (=1/10.000 dén <1/1000), rat hiém gap (<1/10.000) va Chua rd tan suat (khong
thé ude luong dugc tir dir liéu hién co)

Thuimg gip | it gip | Hi¢m gip
Roi loan hé mién dich

[ Céac phan (g qua man I Pht mach

Roi loan hé than kinh

Nhirc dau Choéng miit Dot quy (bao gom cac bién co
Xudt huyet) noat céc dot thiéu
mau thoang qua, chimg dau
nira diu, co giat , chimg mat tri

nho tam thoi
Réi loan vé mdt
Nhin mo, cam gidc nhu dau Khuyet tat vang thi gidc, sung
mit mi mat, xung huyet két mac,

bénh than kinh thi gidac do
thiéu mau cuc bd vung trude
khéng do nguyén nhdn ding
mach (NAION), tic mach mau
¢ véng mac

Roi loan tai va mé dao

| U tai | Piéc dot ngot

Roi loan o tim

Nhip tim nhanh, danh tréng Nhoi mau co tim, dau thit
nguc nguc khong on dinh, loan nhip
thét

Roi loan mach méu

Ching do bing | Huyvét 4p cao. huvét ap thé‘Ip i

Réi loan hé hap, nguee va trung that

Nghet mili | Chay méu cam, kho thd |

Roi loan tiéu héa

Chirng kho tiéu Pau bung, nén, budn non,
trao nguoc da day thuc quan /

Roi loan trén da va mé dudi da \\\\ \/

No6i may day, hoi chimg
Stevens-Johnson. viém da troc

Pl b vay, ting tiét mo hoi (d6 md
hoi)
Ro6i loan xwong, co xwong va mo lién két
Pau lung. dau co, dau ¢ chi l l
Réi loan than va tiét niéu
| Dai mau l
Roi loan co quan sinh san va vii
Cuong cling kéo dai Cuong dau duong vat, xuat
huyét duo mb dich co
mau ‘ AN
Roi loan toan than va tai vi tri diéu tri [/ r'("\N(" 1y N7\
Pau nguc, phii ngoai bién, Phu at*,, gt
mét moi ’ t‘: n@guu?m ”d’éi\ngip
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M5 ta tac dung khéng mong mudn dugce lua chon

Ty 1€ cao hon khéng déang ké ciia nhing bét thuong dién tdm dd. chi yéu 1a nhip tim cham xoang,
da duoc bo cdo & nhitng bénh nhin ding tadalafil 1 1an/ngay so véi ding gia dugc. Héu hét cédc bat
thudng nay trén dién tim d6 khong di kém véi céc tic dung khdng mong mudn.

Nhom déi tuong bénh nhin dic biét khéc

Dir liéu & bénh nhan trén 65 tudi dung tadalafil trong cdc thir nghiém 1am sang hogc dé diéu tri rdi
loan chirc ning cuong dwong hoic dé diéu trj ting san lanh tinh tuyen nen liét con han ché. Trong
cac thir nghiém lam sang v6i tadalafil ding theo yéu cdu dé diéu tri rdi loan chirc nang cuong
duong, tiéu chay duoc bdo cdo xay ra nhiéu hon & nhiing bénh nhén trén 65 tudi. Troncr cac thur
nohlem lam sang v6i tadalafil Smg dung 1 lan/ngav dé diéu tri tang san lanh tinh tuven tién liét,
chong mit va tiéu chay duoc bao céo xay ra nhiéu hon & nhitng bénh nhan trén 75 tudi.

Béo cic tic dung khong mong mudn nghi ngd

Bao cdo cic phan ung phu nghi ngd sau khi thude duoe luu hanh 1a rit quan trong. Pidu nay cho
phép tiép tuc theo ddi ty 1€ gitra lgi ich dat dugc/nguy co cé thé xay ra ctia thudc. Céc chuyén gia y
té phai bao cao bit ky tac dung khdng mong mudn nghi ngd nao cia thude.

QUA LIEU VA CACH XU TRI

Liéu don lén dén 500 mg da duoc ding cho nhimg ngudi khoe manh, va liéu 100 mg nhidu lan mdi
ngay di dugc dung cho bénh nhan. Cac tac dung khong mong mudn Xay ra cting tuong ty nhu
nhimg tic dung khong mong mudn cta liéu thip hon. n.Trong truong hop ding quéa lidu, cac bién
phép hd tro tiéu chuan cin dugce thuc hién theo yéu cdu. Tham tich mau gop phan khong dang ké
trong loai bo tadalafil.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khéng ap dung.

Sin xudit boi:

A
FOURRTS (INDIA) LABORATORIES PVQ\D ED
Vandalur Road, Kelambakkam-603 103, A

TUQ.CUC TRUONG
P.TRUONG PHONG
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