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Rx
Viém mamg mém DUTASVITAE 0.5 mg

{Dutasteride 0.5mg)
Thude miy chi dimg theo dom thudc
D:‘ml&ulny:am.
Dpe k7 huedmyg ddn rrwede bhi sie :
Néu cdn thém -!!nhmﬁnr.inhrﬁmemhdcaj’
Thanh phiin cing thire thuéc:

M3i vién nang mém chira:

Thimh phdn hogt chdt: Dutasieride ...0,5 myg

Thimh phdn td dgc: Butylhydroxytoluen (E321), Glycerol monocapey locaprat (type 1), Gelatin, Glycerol, Titan
dioxid (E171), Miu ving oxid it (E172). Trighcerid medium chain, Lecithin (E322), mrtc tink khidt,

Dgng biio chéd: Vién nang mém gelstin Dutasvitae 0.5 mg hink thuin dii, mibw ving dyc. chira diy chit du mis

he viing vi duge chiit dutasseride 0,5mg

CHI DINH:

Diéu tri trigu chimg ting sim tuyén tidn 1t Einh tinh (BPH) 1ir trung binh &én njng.

Giam nguy co bi tiéu cip tinh (AUR).

&iﬁnww& philu thujt & cac bénh nhin cb trifu chimg ting sin tuyén tién liét kink tinh (BPH) tir trung bink
ndng.

CACH DUNG, LIEU DUNG:

Duimg ding:

Dutasvitae 0.5 mg c6 thé dipe dimg riéng hobe két hop voi alpha-blocker tamsulosin 04mg.

Nigundi' ém (ke ca mguedi coo hui):

Litu dwos khuyén céo li mic vién Dutasvitae 0,5 mét lin/ ngay. Mic dis 57 cai thién co thé thay o
gumm:uﬁkﬁca;ﬁﬂr:ﬁdnemmzmmwmmm.x;&chﬁhmliiu

ml‘h P F,fu-
Bink nhin * Anh hinimg cda suy thin 85i véi dupe &dng hoo cia dutasteride chura duge nghién cdu. o/ (
cdn diéu chinh liéu leong & bénh nhin suy thin. |'i ol
Bénh nhdn suy gan: Anh hoong cia suy gan déi voi dups dng hoc dutasteride chua dwox nghién ch.viviynﬁ'-.tg_"&l
ding thudc thin trong & bink nhin suy gan nbe dén trung binh. O nhimg binh nhin suy gan nlag. Khdng sir dung 'y

5

=/

Cich dung:

Udag nguyén vién, khang nhai hodc md ndp vi thudc o6 thé giy kich img nidm mac hiu héng. C6 thé wing chung
véri thire &n hode khong.

CHONG CHI P|NH:

Dustasvitse chdng chi dinh nba sau:

- Phu ni2, tré em v thanh thiéu nién.

- Bénh nhin qua min cim voi dutasteride, cic chit ic ché S-alpha redixctase, dju nanh, dju phing bose bt ky lagi
ta duge khdc cb trong cong thire.

- Bénh nhin suy gan njng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Didu trj két hop ném duor ké dom sau khi dinh gid nguy oo va loi ich cin thiin do nguy oo ting cic tic dung phy
tbem d (hé i sy tim) v sau khi xem xét e phuong én didu trj thay thé bao gden ci cic ligu phip dom trj ligu.
Sty tim: Trong hai nghién ciru Kim sing kéo ddi 4 niim, 1y 1€ bj suy tim (két hop che thii ki cla chc phin img dwoe
undacu,éuum,-ﬁ-rimyﬁ-qmﬁrmmm;ﬁmmﬂﬁﬁwmm
thuéc chen alpha, chis yéu 1 tamsulosin, 50 véi céc 88 tugng Kbing ding phbi hop tudc. Trong hai thir sghi¢m
ady, ¥ I mic bénh tim mach thip (< 1%) va thay 44 gia cic nghién cin.



Anh hurimg ddi vii hhdmg myuyén dic higu tuyén tiém ligt (PSA) v phit hign ung thie tuyén tién lige:

Kidm tra trye trimg biing k§ thugt sb, cding nbar cée dhnh gid khidc di voi ung thy tuyén tidn lige, cln tye hidn trin

cic binh nhin ting stn tuydn tién 1de linh tinh (BPH) trude khi khoi ddu difu tri vOi dutssteride vi sau d6 L dinh

ky kiém tra.

Néng 8) khing nguyén dic higu tuyén tién 1t trong huyét thanh (PSA) 1 mt thinh phin quan trong dé phit hign

ung thir tién 1§t tuyén. Dutssteride lam giam ndag 83 PSA huyét thanh trung binh khodng S0%, sau 6 thing diéu trj.

Sau 6 thang ding dutasteride 0.5mg diu tri, binh nhin nén thiét lip lgi mirc PSA co bin mdi. Khuyén cio theo déi
45 PSA thomg xuyén sau &5, Bit ki ting xic dinh tir ndng & PSA thip nhit tiz khi ding dutasteride c6 thé &

L ddua hidbu cua xude hign ung ther tuyén tién lige (dac bis la ung thu mirc 43 cao) hode khing bidn chimg khi diéu irj

dutasteride vii nén dinh gid cdn thin, ngay ci khi céc gid i ndy viin ndm trong khodng binh thutmg 88 voi nam gidi

khdag ding chit ic ché S-alpha-reductase. Trong viée lim sing 10 gid trj PSA & binh nhdn ding dutssieride, trong

Khi didu tri dutssteride nén tim kidm céc gil tri PSA trudc 80 & 30 sanh.

Didu trj dutssteride khong dnh huimg dén vide sir dung dung cu thir PSA 8¢ gidp chin doln ung thy tuyén tén bt

sau khi 43 thiét 1ip mie duimg co bin méi.

Cic gid tri PSA 10dn phin trong huyét thanh s& trd vé duimg cor b trong ving 6 thing khi ngumg diéu tri. Ti i gita

PSA ty do vl todn phin vin khong d8i ngay cé khi 06 sy dnh hudmg chs dutasteride. Néu bic 3§ lim sing chon sir
% PSA ty do li dung cu b trg phit hign ung thy tuyén tién liét & nam gidi trii qua didu trj dutasteride, khdng

can thiét phii ditu chinh gia trj PSA.

Ung thir tuyém tidm lift va khii u & mirc d can:

Két qui cia mdt nghién ciru lim sing (nghién ciru REDUCE) & nam gidn ¢ nguy oo ting ung thy tuyén tién bt thé

hién ty ¢ mic cao bom ddi véi ung the tyén tién liét Gleason 8:10 & din Sag didu tri dutasteride so voi gid dugc.

Méi quan hé gilla dutasteride va ung thar tuyen tién it mirc 3 cao chua rd ring. Nam gioi ding dutasteride cin

dupe dinh gid thrimg xuyén ddi vii nguy co ung thr tuydn tidn 1iée, ké cd kidm tra PSA.

Vidn thude b i ri:

Dutasteride hip thu qua da, do d6, phu nir, tré em vi thanh thidu nién phii trinh tiép xic v vién nang bj 16 ri. Nu

A tiép xiic Vi vién bj o ri, viing bj tidp xiic nén drpe rim ngay hdng xi phing vii mnic.

Dutasteride chua duge nghién ciru & bénh nhin bj bénh gan. Cin thin trong khi ding dutasteride cho bénh nhin suy

gan nhe dén trung binh,

Ung the vai

Ung thur va da cio & nam gidi ding dutasteride trong cic thar nghiém Lim sang vi tong giai doan sau khi

ding thude. C 5§ nén hudng din bénh nhin kip thi bio cao bt ki thay 34 nko & md v cua ho hir o budu

hage tié dich & @u ném vi. Hién tai chua rd ring lidu ¢ mbi quan hé nhin qui gioa sy xuldt hign ung thar vi & nam

23 v vige s dung liu ddi dutasteride.

M&mmmww&..&mmmm.x&-m&dmuﬁaumuwmmm

dung. niy.

PHU NTMANG THAI VA CHO CON BU:

Dutasvitae khéng diing cho phy nir.
Khi niing sinh sin: Dutasteride 0.5mg a3 dupc bio céo c6 inh huimg dén tinh chit cia tinh tring (gidm s tinh
trimg, thé tich tinh dich, vi vin djng cha tinh tring) & nhimg nguiri din dng khoe manh. Kha nang sinh sin & nam
i bj gidm khdng thé logi trir.

Sir dyng trén phy nir cé thal: Cang nhir cac chit ic ché S-alpha reductase khic, dutasteride i ché sy chuyén
@i testasterone thanh dihydrotestosterone va néu ding cho phy 0 co phoi thai mang gici tinh nam. 38 i ché sy
mw&w#mumﬁ:uﬁam.wuﬂwmamwwmﬁmam
bénh nhin ding dutasteride 0.5 mg mdi ngay. Khing bidt lidu phdi thai gidi tinh nam c6 b anh huomg xhu ndu
nguin mg thai ndy phi nhidm véi tinh dich ciia bénh nhin dang dicu trj dutasteride (nguy oo ndy a0 nhit
trong 16 tukn ddu cin thai ki)

Ciing nhur tit ca chilt i ché §-alpha reductase, khi ban tinh céa bénh nhin mang thai hojc c6 thé mang thai, bénh
nhin duoc kbuyén cio ring nén trinh thép xi vii tinh dich cia ben tinh bing cich sir dung bao cao su.
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Sir dyng trim phy 8@ cho con b Khing biét I dutasieride 6 hai tiét vio s0a me hay khdng.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY:
Dya trén 43¢ tinh duoc luc hoe ciia dutasteride, didu trj dutasteride s& khdng dnh butng &fn khi ning lai xe hoje
wiin hdak miy mdc,

TUONG TAC THUOC:
DX bidt thing tin vé sy guim nbng 30 PSA huyét thanh khi didu trj voi dutasteride va hudmg diin lién quan dén phis
hién ung the tuyde 1én liél Xem moc cinh béo va thin trong.
T dymg cua cde thude bhde lim diwpe Sing hoc cua dutasseride:
Disng ke veihi CYP A4 w7 hafic chddr i el glyoopwotein P Dutasteride chi yéu duoe thii trir thing qua chevén
héa. Cic nghién ciru in vitro cho thity chayén hda ndy duge xik tic bl enzym CYPIAL vi CYPIAS. Khéng co
cdc nghién cira tuong tic chinh thirc ndo dugx thys hign voi che chlit i chd CYPIAS mgnh. Tuy shidn, trong mi
nghién cins v duge ddng hoc & din 56, ndng 8 dutasteride huyét thanh trung binh 1.6 &n 1,8 lin cao hom, twong
:z.é-ﬁﬁﬂbﬂﬂlﬁhﬁﬂqﬂﬁwdm' hobc diltizrem (thudc éc ché trung binh CYPIAL vi
irc chié Poglycoprotein) so vin cbe binh nhdn khis.
Sy két bop dibu b Liu dii dutasteride voi e thude de ché mpnh enzym CYPIAS (vi dy nhar ritosavir, indinavir,
nefizodon, itraconazol, kesoconazol udeg) o6 thé lim ting ning 8§ dutasteride trong huydt thanh. Sy irc ché thém
$.alpha reductase & ndng 36 dutasteride ting. khong o6 khi ning xiy ra. Tuy nhién, ¢6 thé xem xét gidm tin sult
litw dutasteride néu thiy o phdn dmg phu. Clin hru ¥ rling trong tretmg hop (¢ ché enzym, nia 01 b thii dii o6
the kéo dii hom vk vide didu trj ddng thiri c6 thé phai mit hom 6 thing méi dat dupc trang thii da dink mai.
Vige ding cholestyramin 12gam | giv sau khi udag lidu duy nhde dutasteride § mg khéng dnh hutmg dén dugc
Téc dyng cua duavieride lin dwpe domg hoc cle cde thude khoc:
Dutasteride khdag c6 Anh hudmg lén duoe ddng hoe cda warfarin hode digoxin. Dide ndy chi ra ring dutasteride
khéag irc chécim img CYP2C9 hodc chdt tai P-glycoprotein. Cic nghién cire twomg tic in vitro cho thiy
dutasteride khing irc ché ol enzym CYPIAZ, CYP2D6, CYP2C9, CYP2C19 hobe CYP3AS,
Trong mi nghién ciu nho (N = 24) trong this gisn hai tudn & nhimg ngudi din dng khie menh, dutssteride (0.5
mg mbi ngiy) & khiag o anh buomg &én dupe ddeg hoc cia amsulosin hosc in. Cling khiag co dbu hidu
cla sy neomg the duoc ding boc trong nghién ciru ndy.
Tinh khbag twong thich: khing cd
TAC DUNG KHONG MONG MUON:
Bdom tri ligw dwansteride:
Khodng 19% tromg b bénh nhin ding dutasteride trong ol thi adi g duge Gial dogn 111
trong 2 ndm 33 b 1) s khéng mong mudn trong sudt nim A tién dicu tri. Cic bien cf cha yéu tir nhe &én
trung binh v xdy ra @ hé thing sinh sin. Khdng c6 thay @i 85i v kb so phin img pby rd ring qua bon 2 ném
trong che nghién cing ma ring nhan me.
duiri &y cho bidt cac phin img phy i cie it nghiden Kim sing ob kiém sodt vh kinh sau khi dimg
. Che tic dung pbu duoe [sée ké tir cée thir nghiém lim sing l cic bidn cd lién quan dén thadc do cic nha
nghién ciu dinh gid (co ty 1§ cao bom bole bing 1%) di dugc bio cho ©b 1§ If cao how & binh nhin diu i
dutasteride 30 v gid duge trong nlim didu trj dlu tén. Cie thc dung khing moag muda tir kinh nghi¢m sau ding
thude dugs xic dinh bz cic bao cho sau ding thuds; ty phit. do 86 15 K thie sy chia duwos badt dén:
Ria phd bidn = 1/10); Phé bidn (217100 déa <1/10); phé bién (tir > 171000 &én <1/100) Hiém (= 1 /10.000
dém <1/1.000); Rét hiém (<1/10.000); Chua bidt (khdag thé woe tinh tir 33 lidu od sin),

H{ oo quan Tic dyng khing mong mudn | Ty I mic tir che 42 1&:&“?_3
‘l‘!lln:f.u‘ll K 2
adm dicu trj nim didu tr

(a=2167) (o=1744)

Cie rihi logn b cthiag sinh Bénh 11 duovg®

sin v 1t s 6.0% L™
L




[ [ Sinh dyc beln 851 (giam)* i3 0,6%
i loan phéag tinh dich * 1.5 0.5%
Ri5i logn (e sita 13 1.3%
Phan ng d] tmg bao gom: T$ i mic dwye woe tink tir chc 40 Iy sau
i logn b thing midn dich | phit ban, ngin, miy day, phi khi ding thube
cuc b, vl phi mach Chua bigt
Rt losn tim thin Tinh tinh phién modn Chura bide
RE logn da v chu tri
duon da Rung téx. rém King Khéeg phé bién
Cic rdi logn hé thdag sinh
sin v tict sia Duau vil sumg tinh bode Chura biét

'('-i:mrﬂiuwﬂﬂrﬂfﬂdybh”ﬁﬂlﬂmﬂﬂg‘ldhﬂﬂiﬂ
hop vou

diéu trj M.m&dzhwaﬂ&a—&wdnumnw
dwtasteride tromg sw kidm el nidy véin chaa dape bidt

* hao pdm dau ngwe v vii md rieg.

Dutasteride két byp véi thube ic ché alpha tamsulosin. DI lifu ti nghiin
dutasteride O (.-maj\i.um-hho.h.(--lill)-iﬂ--&
1610) cho thiy ring 13 1§ céa bat ky tac dymg kbhing mong lién quan
ﬁhmm-ﬁ&ﬂ-nﬂdﬁﬁﬁ.ﬂhuﬁn“h‘
wu tr} két hop dutasteridetamsulosin, 1 5%, 6%, 3% vi 2% &8i véi dom trj lidu dutasteride va 13 %, 5%, 2% va
2% &4i véi dom liéu phip tamsulosin. Ty K tic dung phy & ahdm didu tri két hop & nlm diu didu trj cao hom 1 do
ty 1 mis cic nbi logn sinb sén cao hom, djc b Lk nhitmg réd logn xult tink, duge tim thily trong nhdm ndy.

dén thedc cb didu tra vilm dinh gid I duos bho cho sau dly <O 1y B mik cao hom hake

Cic tic dung phy lién
hing 1% trong niim dide trj dbu tién trong nghién cin CombAT; ty ¥ milc cic tic dyng khdng mong muda ndy
trong set bée ndm did trj dupx trinh by trong bing dudn diy:
Tie dyog T5 1 mic trong cic gini dogn didutrj |
khiag moag Naen | Nim2 | Nim) Nim 4
m:l::.c- Phn bop® (n) (n=1610) | (n=1428) | (n=1283) {n=1200)
Drstastenide {=1621) (n=1464) | (m=1325) (m=1200)
Tamsulosin (n=1611) | (n=1463) | (n=1281) (n=1112)
Chong
Réi Joan bé thin ﬁ 4% 0,1% <0,1% 0.1%
kinh [ %1 0.1% <0,1% <0,1%
Tamsuknin 1% 0.4% <0,1% [
Suy tim (Théd ky két hop)
R+ loan Phi hgp 0.2% 0.4% 0.2% 0.2%
Tim mach Dutassersde <0,1% 0,1% <D, 1% %
Tamsulosin 0% <0,1% 4% 0.2
. Biénb liét "
o T . .
l*ﬂl.llkl‘“ Dutasteride 1% 1.6% 0.6% 03%
logn tinh thin, | TAmsulosin 3% 1.0% 0.6% L%
Cocdibutrs | Tiah 8k (gikm) ©
bap* 3% 0.5% 0.2% s
Dutasteride 5% 1.0% 02% o,
Tamsulosin 5% 0% 0% <0,1%
Rdi logn phiag tinh ©
Phii hop [ s T 10% T os% | <0,1 %

W\l o= ~/min



| ' Dutasteride 1.5% 0.5% 0.2% 0.3%
Tamsubosin 2.% 0.5% 0% 0%
Réi logn tiét sia?
Phii hop ® 2.1% 0.5% 0.9% 0.6%
Dutasteride 1.7% 1.2% 0.5% 0,7%
Tamsulosin 0.3% 0,4% 0.2% [

* Phdi hop = dutasteride 0.5 mig mdt la/ nghy cdng voi tmsulosin 0,4 mg mds b / ngly.

" Suy tim giai dogn két hop bao glen suy tim tht say tim, suy tim thilt tri, suy tim cdp tink, séc tim, suy tim
mﬁwcz.‘:u}l'nmkﬂlﬁ.m v thit phii clp, suy then thie, suy tim phdi, béah suy tim sung huyée

* Cic thc dyng phu gidi tink ndy lin quan dén dibu trj dutasteride (bao phen cd ligu phisp dom tri vi phéi hop voi
tamsulosing. Nhimg thc dung phy niy o6 thé kéo dii sau khi didu i ngumg. Vai 1 ciia detasteride trong sy duy i
niiy viln chiza duwpe bict.

Y Bao glen dau ngye vi vii mé ring.

DU LIEU KHAC: Nghidn ciru REDUCE cho thly ti I ung the wyén tida ligt Gleason 8-10 & nhém ding
dutasteride cao hom 5o voi gid dwge. Lifa tic dyng cia dutasteride &én gidm kich thude tuyén tién liét, hodc cic
yéu 14 lién quan dén nghién ciry, dnh hudng dén kit qui cia nghitn cdru niy chira dupe thide lip.

Sau iy 1a tic dung phu 4 duge bio clo trong cic thir nghidem Lim sing vi ssu khi sif dyng thudc: ung th vé &

mg‘&cmmm nghi ngir: io cao céc phin img phy nghi ngir sau khi thudc ey hinh 1 ris quan troag.
Cho pép tidp tuc theo ddi cin bling gilta Igi ich / nguy oo cia thide. Yiu chu che chuyén gia chim séc sire khod

b0 cho bt Ay tic dyng phy nghi ngd thiag qua bé thing bao céo quikc gia.
Thing bdo cho bic 1 bidt cde e dug bhdng mong mude gip phal trong qud trink didu rrj.
QUA LIEU VA cAéH xl}"'rlll:

Trong < nghidn cin ngwini tinh nguyén dung dutasteride, lidu don dutasteride dung hang 1a 40 mg/ngiy (gip
80 lan litu didu 1rj) db duge ding trong 7 ngiy mi khang o6 sy Jo mgai vé an toin ding ké. Trong cic nghién cin
lam sing. lidw S mg mdi ngky di duge ding cho cle &1 tugmg trong 6 thing md kbdag ¢b thém cic tic dung ngosi
¥ abi vin nhimg gt duge thiy & lidu dida i 0.5 mg.

Cach xirui:
wcﬁmdglmacmmmm do dé, troag trwimg hop nghi ngbd sir dung qui by, cln didu tr
triéu chimg va dica trj b trg cho phi hop.

THONG TIN VE DUQC LY, LAM SANG:
tinh dwge hye hoe:
m&w I¥ trj lidu: thusde be ehiing tiét nidu: Chdt de ché men Testasterone 5-alpha-reductase.
M3 ATC: GOSC BO2. )
Dutssteride lim gidm dihydrotestosteron (DHT) tukn hodn bing cach irc ché ci hai kogi isoenzym $-alpha-
reductase logi | va logi 2 cic enzym 5-alpha-reductase ndy o6 vai trd chuyén ddi testosteron thanh S-alpha-DHT.

Dom rf ks DUTASVITAE:

Tdc ding trém DHT / Testonterom:

Khi ding libu dutssteride 0,5mg hing ngly, nd c6 the dyng lim gibm dibydrotestosicron (DHT) troag ving 1-2
tudn (gidm B5% va 90% twomg img) va phu thudc vao lidu ding.

O cic binh nhin phi dai tayén tin 1t (BPH) duos didu 1] v dutasteride 0.5 mip/ngly, cho thiy gibm trung bish
ndag 40 dibwdrotessosteron (DHT) trong huyét thash 18 94% & nam | va 93% 0 ndm 2 vi ting trung binh
testosteron trong hyét thanh 13 19% o cd nim thir nhit v niim 2.

Tade dug trin kich thade tayém tidn lige;

Gikm ding ké Kich thude ruyén tidn 1 phit hidn som mit thing sau kb diu &iku tri va gidm tidp te &dn thang
24 (p <0,001). Dutasteride lam gidm trung binh kich thude 1odn th tuydn tién 1§t 1h 23,6% (b <o ban 54,9 ml
xudng 42,1ml) & thing 12 w0 vii mirc gidm binh 14 0,9% (nir 54,0ml &én 53,7ml) & nhdm ding gid duge. Sy
gidm ding ké (p <0,001) kich thute ving chuyén tiép cisa tuyén tiée liét 83 xiry ra sim mie thing tiép tuc
thimg 24, v gidm trung binh kich thude viing chuyén tidp cia tuyda tida lide 1 17,8% (v 26,8 ml co kin
21,4 ml) trong nhéen diing dutasteride 5o voi mire ting trung binh 7,9% (tir 26,8 ml &én 27.5 ml) trong nhéem gid
duge & thing 12, Gidm kich thirde tuydn thn e duoe thly trong 2 ndm dhu cda didu trj md 85 48 duos duy tri
trong 2 nim bd sung cha cic nghién cire mé ring nhin mo. Gidm kich thudc tuyen tién liét s# lim cii thién cic
trigu chirag vis gides nguy co phiu thult AUR vk BPH lién quan.

N






