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Rx
Viém mamg mém DUTASVITAE 0.5 mg
(Dustasteride 0.5mg)

Thude miy chi dimg theo dom thudc

¥ xa Kim tay tré em.

Dyc kit hueimg ddn e bl sie dyng
Néu cdn thim thing tin xin hoi y kién cua bac s

Thinh thire thube:

MEi iﬂnpn.:mchh

Thamh phdn hogt chdt: Dutasteride ...0,5 mg

Thémh phdn i dwgc: Butylhydroxytoluen (E321), Gheerol monocapny bocaprat (Type 1), Gelatin, Glycerol, Titan
dioxid (E171), Mau ving oxid sit (E172), Triglycerid medium chain, Lecithin (E322), murdc tink khiét.

Dygng biio ché: Vién nang mém gelatin Dutasvitae 0.5 mg hink thutn dii, mbw ving dypc, chira diy chdt du mis
he viing vi duge chiit dutasseride 0,5mg

CHI D|NH:

Diu trj trigu chimg thng san tuyén tidn 1§t Kink tinh (BPH) tir trung binh &én njng.

Giam nguy co bi tiéu cip tinh (AUR).
g-imwcaohpmm&mmmubmmwﬁ-m&ﬂnBamtuqnmmmm
ning.

CACH DUNG, LIEU DUNG:

Puimg dung: Ubng

Dutasvitae 0.5 mg c6 the duoc diing riéng hods két hop vivi alpha-blocker tamsulosin 0.4mg.

Ngundi fdm (ke oo npwdi coo i)

Litu dwos khayén ciéo li mic vién nang Dutasvitae 0,5 mg ubag mit lin/ ngiy. Mac dis 57 cai thign co thé thiy o
giai dogn sém cia didu tri. ¢6 thit phai mit &én 6 thing mai dat duoe dip img didw tri. Khing cin didu chinh liéu ¢
wwtﬂ o
naatbe | nsnd?
Bink nhin Anh huimg cla suy thin 851 vdi dupe ddng hoe cla dutasteride chum duge nghidn cdu. K

cdn diéu chinh liéu leong & bénh nhin suy thin. |
wwm'ﬂ:Mhh:chmmdﬁvﬁﬁmmhwm:hnhwdﬁh:hvhhnil;'l;'-g.'rl
msm@cmmommm-mmmm;mn.dm;mhmmpmmﬂm\Q:_E
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Cich ding

Udng nguyén vién, khing nhai hodc mdr ndp vi thudc o6 thé giy kich img niém mac hiu héng. C6 thé wing chung
véi thérc &n hojic khdng.

CHONG CHI P|NH:

Dustasvitse chdng chi dinh nba sau:

- Phu ni, tré em vi thanh thicu nién.

- Bénh nhin qua mdn cam véi dutasteride. cac chat uc ché S-alpha reductase. dju nanh, dju phing bobe bat ky boai
ta duge khdc cb trong cong thire.

« Bénh nhin suy gan njng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Didu tri két hop nén dwge ké dom sau khi dinh gid nguy co va loi ich cdn thin do nguy oo thng cic tic dyng phy
tibrm b (ki ¢ sy tim) vi sau khi xem xét che phurong dn didu trj thay thé bao ghen ci cbe liéu phisp dom t lidu.
Sicy tim: Trong hai nghién ciru kim sing kéo ddi 4 ndim, 19 18 bj suy tim (két hop che thiv ki cda che phin img duoe
bio cdo, che yéu 1 suy fim va suy tim sung huyét) cao hon trong sb nhimg bénh nhin ding phéi hop dutasteride v
thuic chen alpha, chis yéu ki tamsulosin, 50 vii cée 361 tugng kbing ding phbi hop thude. Trong hai thir sghi¢m
ndy, 1§ 1¢ mic bénh tim mach thdp (< 1%) vé thay d&i gia cac nghién cin.
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Anh huring déi voi khdmg nguyén dic higu tuyén tidm ligh (PSA) o phit higm wg thie tuyén tién lige:

Kidm tra tryc tring biing k§ thudt sb, cing nbur cée dinh gid khdc d8i voi ung thi tuyén tidn lige, cdn thyre hign 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 thy tén 1§t tuyén. Dutasteride lam gidm ndng 85 PSA huyét thanh trung binh khoang $0%. sau 6 thing diéu tri.
Sau 6 thang ding dutasteride 0.5mg diu tri, binh nhin nén thiét lip lgi mirc PSA co bin mdi. Khuyén cio theo déi
nong 33 PSA thuomg xuyén sau 8. Bit k¥ ting xic dinh tir ndng &3 PSA thip nhit tir khi ding dutasteride ¢ thé &6
uaLhiéumnhmnuumb' liét (d9c bide I ung thu mirc 4§ cao) hogic khdag bidn chimg khi diéu iri
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 ire ché $-alpha-reductase. Trong vige kim skng 10 gid trj PSA & binh nhdn ding dutasteride, trong
khi didu tr dutasteride nén tim kidm céc gid iri PSA tredc 80 & 30 snh.

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 1p mit dubng co bdn méi.

Cilc gid tri PSA 1odn phin rong huylt thanh s& tnd vé Subng co bin trong viag 6 thing khi ngumg didu tri. Ti i gita
PSA ty do vit todn phin vin khong dbi ngay ca khi ¢6 sur dnh hudmg cia dutasteride. Néu bdc s§ lim siang chon sir
dung % PSA t do li dung cu b trg phit hién ung ther tuyén tién liét & nam gidi trii qua didu trj dutasteride, khing
can thiét phai diéu chinh gia trj PSA.

Ung thr tuyém tidm ife va khii u & murc 4 can:

Két qui cia mdt nghién ciru lim sing (nghién ciru REDUCE) & nam gidn ¢ nguy oo ting ung thy tuyén tién bt thé
hign ty I mic cao bom di véi ung thy tuyén tidn 1t Gleason 8.10 & din Sag didu tri dutasteride 5o vOi gid duge.
Méi quan hé gilla dutasteride va ung thar tuyen tién it mirc 3 cao chua rd ring. Nam gioi ding dutasteride cin
duoe dinh gid thimg xuyén ddi vii nguy co ung thr tuyén tid 11, 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
4 tiép xiic i vién bj o ri, viimg bj tiép xiic nén dupe rim ngay hng xi phang vi nanc.

Suy gan:

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 thue vii:

Ung thr vii 44 cdo & nam gioi ding dutasteride trong cdc thir nghiém lim sing vi rong giai doan ssu khi
diing thuds. C 5§ nén hudmg din bénh nhin kip thivi bio cao bit ki thay ddi nko & mé vi cia ho shir 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.
Mﬂmmumwm&w&muumm.mmﬁﬁmuﬁaumwwmww
dung niy.

PHU NTMANG THAI VA CHO CON BU:

Dutasvitae khéng ding cho phy ne.

Khi niing sinh sdn: Dutasteride 0.5mg &3 dupc bio cio cb inh huimg dén tink 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: Cing nhy cic chit éc ché S-alpha reductase khic, dutasteride irc ché sur chuvén
@i testasterone thanh dihydrotestosterone va néu ding cho phy 0 co phoi thai mang gici tinh nam. 38 i ché sy
phhuﬁbﬂp&hﬂﬂﬁ:unﬁi:ﬁ:iﬁﬁni.wm nhd dutasteride da duge phyc hdi tir tinh dich & nhamg
bénh nhin ding dusasteride 0.5 mg mdi ngay. Khong bidt lidu phéi thai gidi tinh nam cb bj inh huomg xhu ndu
nguii mg thai niy phoi nhidm vi tinh dich cia bénh nhin dang dicu trj dueasteride (nguy oo ndy 30 nhit
trong 16 tukn Gl cia thai ki)

Ciing nhur tit ca chilt éc ché 5.alpha reductase, khi bgn tinh cia bénh nhin mang thai holc c6 the mang thai, binh
nhiin dugc kbuyéa céo ring nén trinh tép xic voi tinh dich cia bgn tinh bing cich sir dyng bao cao su.

]

Ji_i
w0
P
cP
“H

—

ey




https://trungtamthuoc.com/

Sir dung trém phy 8@ cho com b Khing biét Iiéu dutastenide <o hai tiét vio sta me hay khng.

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.
Fiw dymg cua cde thide bide lim dwoe Sing hoc cws dtasseride:
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
:amﬁamuﬂ-nhu«uwudmtmhﬂmmmun
irc chié Poglycoprotein) so vin cbe binh nhdn khis.
Sy két hop duu trj ki dai dutasteride voi cae thude &c chi mnh enzym CYPIAS (vi dy nhar ritomavir, 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
T dyng cua dutasteride bin dupc domg hpc cria cdc thde kidc:
Dutasteride khdng co dnh hudmg 1én duge dhng hoc cia warfarin hodc 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
dutasiensde khdng irc ché che enrym CYPIAZ, CYP2D6, CYP2C9, CYP2C19 hobe CYPIA4,
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 déag hoc cia tamsulosin hods terazosin. Cling khdag co dbu hidu
cla sy neomg the duoc ding boc trong nghién ciru ndy.
Tinh kbdag teong thick: Lhing cb
TAC DUNG KHONG MONG MUON:
Bdom tri ligw dwansteride:
Khoang 19% trong sb bénh nhin ding dutasteride trong ol thi adi gl 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 It ké tir cée thir nghiém lim sing l cic bidn cd lién quan dén thabc do cic nha
nghién ciru dinh gid (c6 ty 1§ cao bom boje biag 1%) di duge bio cho o 19 1§ cao hom & binh nhin didu 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 > 1/1000 &én <1/100) Hiém (= | /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
ﬂ""z“‘” K 2
sim dil tr) nim didw trf

(n=2167) (o=1744)
sin vl 18t s 6.0% L%
L
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[ Sinh dyc bela dbi (giam ) 3.7 0,6%
i logn phéng tinh dich * 1.5 0.5%
R logn tiée sita 1 1.3%
Phan g 8] img bao gom: T$ i mic dwye woe tink tir chc 40 Iy sau
i logn b thing midn dich | phit ban, ngin, midy day, phi khi ding thube
cuc b, vl phi mach Chua bigt
Rbi loan tim thin Tih tinh phién modn Chura bidt
Rii logn da va chu tric
duon da Rung téx. rém King Khéeg phé bién
Cae rdi bopn hé thing sinh
sin v tict sia Duau vil sumg tinh bode Chura biét

'C&ﬂr“wﬂ“ﬂ:ﬂdybh”ﬁﬂlHM' (hao gom ca dom 1 ligw vit
diéu 1rj wﬁm.mwdz*wwama—wwdhumuw
dhatasterice tromg swe kidm el ndy v chnea dane bivs

* hao pdm dau ngwe v vii md rieg.

Dutasteride két byp véi thube i cbé alpha tamsulosin. DI lifu b nghidn cire CombAT 4 nkm, so sinh
dutastenide 0 (.-1mmu-..hbu..{.-unﬂ&-&.&mﬁuuuhwmu-
1610) cho thiy ring 1y 1§ cia bit ky tic dyng kbdng mong lién quan dén thudc dupc dinh gid b cic nhi
reﬁm.-hnﬁn&mﬂnuhuuumuumamﬂmaﬁ-u
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
1y 1 mibc cise nbi loge sink sén cao hom, dic bide 1 nhing i logn xult tinh, dugc tim thily trong nhém 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 st bia nim diéu trj dupe trinh biy troag bing dwdi diy:
Tic dyng T§ K milc trong cic giai doya didu tr |
khiag moag Naen | Nim2 | Nim) Nim 4
mi‘:“ Phn bop® (n) (n=1610) | (n=1428) | (n=1283) (m=1200)
Drstastenide {=1621) (n=1464) | (m=1325) (m=1200)
Tamsulosin (1611} | (n=1463) | (n=1281) (n=1112)
Chong mdy/
Réi loan hé thin 14% 0.1% <0,1% 0%
kinh 0% 0,1% <0,1% =0,1%
Tamsuknin 1% 0,4% <0,1% [0
Suy tim (Thai ky két hop)
R loan Phéi byp @ 0.2% 0.4% 02% 02%
Tim mach Dutasserade <0,1% 0.1% <0,1% e
Tamsulosin 0.1% <n,1% 0,4% 0.29
) Binh It duomg ©
S‘q’f“‘:“‘i Phs hopt % W | oo% 0%
l*ﬂl.llkl‘“ Dutasteride 1% 1.6% 0.6% 03%
logn tinh thin, | 1Amsulosin 3% 1.0% 0.6% 1.1%
Cicditutra | Tinh dbs I
bap® 3% 0.5% 0.2% [
Dutasteride 18% 1.0% 0.2% [
Tamsulosin 25% 0.™% 0% <D,1%
Ri logn phéag tinh ©
Phoi hop [ oo T 0% T os% | <0,1 %

W\l o= ~/min
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' ' Dutasteride 1.5% 0.5% 0.2% 0.3%
Tamsubosin 2,™% 0.5% 0% 03%
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% 0.3% %

* 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
ﬁhwcz.‘:u) tiem thibe phii, suy tim thir phai cdp, suy then thie, suy tim phdi, binh suy tim sng huyde

* 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 &

E:’:&mmm 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}"'rm:

Trong < nghidn cin ngwini tinh nguyén dung dutasteride, lidu don dutasteride dung hang 1a 40 mg/ngiy (gip
80 lan litu didu tri) 48 duyc ding trong 7 ngy ma khang oo sy ko mgai vé an toin ding ké. Trong cac nghién cir
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.

Céch xir ui;
Khing cé M‘g‘uma‘mmmnﬁmmwwwwﬂmﬂﬁhm&m
triéu chimg va dica trj b trg cho phi hop.

THONG TIN VE DUQC LY, LAM SANG:
tinh duge lye hge:
m&w I¥ trj lidu: thusde be ehiing tit nidu: Chde b ché men Testosterone 5-alpha-reductase.
M3 ATC: GOSC BO2. )
Dutssteride lim gidm diliydrotestosteron (DHT) tubn hodn bing cach e ché ch 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 dimg lidu dutssteride 0,5mg hing ngiy, nd ¢ tic dyng lim gidm dibydrotestasteron (DHT) trong vong 1-2
tudn (gidm B5% va 90% twomg img) va phu thudc vao lidu ding.

O cic binh nhin phi dsi tuyén tin 16t (BPH) duos didu tr] von dutasteride 0.5 mg/ngly, cho thhy gidm trung binh
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;

Gidm ding ké kich thudc tuyén tién lige phit hidn sém mit thing sau kbl diu ditu trj va gidm tidp tyc &dn thing
24 (p <0,001). Dutasteride lim gidm trung binh kich thise 10dn thé tayén tién I8t 1& 23,6% (1 o ban 54,9 ml
xudng 42,1ml) & thing 12 w0 vii mirc gidm buuo.m&:iﬂ.ulahss.wwmau"hmsg
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 chitng vi gidem nguy co philu thult AUR vi BPH lién quan,

N



https://trungtamthuoc.com/

Drjc tinh duge ding hoc:

Hip thu: Sau khi ubeg mdn lidu duy nhii dutasteride 0,5 meg. thisi gisn ndng &) dutasteride trong huyée thank dat
dinh 1 vir | &én 3 gid. Sinh kha dung sinh hoc tuyér a5 14 khodag 60%.

Sinh khi dung sinh hoe cia dutastoride khoeg by dnh buromg boi thirc n.

Phin bi: Dutasteride ¢6 thé tich phin b kim (1 300 &én 500 lit) va bj gin két v6i protein huydt twomg cao (>
?msms-nmmshmmy.n&uaommh-y&mum”-ﬁ-!quemw
on dinh sau | thing va khoang 90 sau 3 thing,

Ndng & huyée thanh & trgng thii Sn djnk (Css) kbodng 40 ng/mL dgt Guos seu 6 thing & liéu 0.5 mg mdi ngay mit
lin. Dutasteride phin chia tir huyét thanh vio tish djch treng bink 11,5%.

Thai trir. Dutasieride chuyén héa rdng rli trong in vive, I virro, dutasteride chuydn hoa boi cytochrome P450 JA4
v JAS thank ba chit chuyén hoa monohydroxy lat vi mdt chit chuyén héa dibydroxylat.

Sau khi wing dutasteride 0.5 mg/ngiy & trang thii &n ob 1,0% adn 15,4% (trung bish 5,4%) libu dang dugc
bai €1 tromg phin dwti dang dutasteride kbdng thay 881 Phin con lai bai tét gua phin 1a 4 chit chuyén héa chi
}éu.&nmzm.mnm-&mmmw&mnﬁoﬁrﬁhmmumma&i
loai). Chi cé 30 hagmg nhd dutasteride dudn dang khing 48 (duti 0,1% lidu) duge phat hién trong nunde tidu,

Sur thai trir dutasteride phy thude lidu vl thai trir qua hai Subng thii tnr song song, mit dudmg blo hoa tyi néeg 49
lim sing c6 lién quan vi mt duimg khong bio héa.

O ndog 49 huyét thanh thap (dudi Ing/ml). dutasteride thii trir nhanh chdng béri cd hai dudmg thal tnr dgc Bp v
ndng 33 vi pby thude nbng &3 O cic lidu don Smg hobe it bom bing chimg cho thy vé 46 thank thai nhanh vi this
gian bén thii ngin tir 3 880 9 ngiy.

O ndog & didu tri, saw lidu 1ap Ll 0.5 mp/nghy, dudmg thii trir tuyén tinh Hu hon chiém wu thé, vi thi gian bin
thai xap xi. 3-5 tuin.

Ngandi cao findd

Duge d0ng boc cia dutasienide duge dinh gl & 36 binh nhdn nam khoe manh trong 85 tudi tir 24 &én 87 sau khi
d‘mgIﬁuﬁyuﬂ&mﬁiumwdmmﬂ'ﬂuﬁ\éﬂ&kﬁﬂpmﬂﬁm -
mhién thiri gian bin thii & nam gin dudn S0 tudi ngln hon, Nea din bin thii khing khic biét vé mat thing ké khi
w0 sdah & nhdm ngudi tedi i $0-69 rodi v tén 70 tedi, -
Sy thiior

Anh buémg cis suy ddng hoc cia dutasteride chu duge nghién ciru. Tuy nhién, dudi 0,1% cis lidy |
dunasteride 0, 5mg & thii de dinh dupc bdi phie Irong seic tiéa, vi viy kbing thiy ting ding ké ning 45 -
dutasteride trong huyét wong vé mit lim sing dy dodn cho binh nhin way thin. by

Suy gam:

Tac dyng trén duos dieg hoe cua dutastersde © bénh nhin suy gan chua dupc nghién cine. Ban vi dutasteride thii
wrir chi yéu thdng qua sy chuydn hda, ndag 49 dutasteride trong huydt twong dyr kién sé thng & nhing bénh shin
néy va kéo dii thoi gian hin thai cua dutasteride.

Quy cich déng géiz Hip 3 vi x 10 vién nang.

Ditu kifn bao quin caa thebe: Nhiét 35 duii 30'C. Troag baa bi gic d¢ tranh anh sing vi dm.

Han sir dyng: 36 thing ké tir ngdy san xudt.
Truimig bop qui han, khéng dupe sit dung thubc.,
Tiéu chuin chit legng: TCCS

Tén vi dfa ehi ciia oo s sdn vubt thude:
Sim xuilt béd: CYNDEA PHARMA, S L
Dia chi: Poligono Industrial Emilizno Revilla Sanz,

Avenida de Agreda. 31, Ofvega, 42110 Scria (Spain)/Tiy Ban
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