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DUTADN Vidn nang mém
Dutasterid 0,5 mg

D xa tim tay ciia iré em.
Dy kF hurdmg didm sir dgmg trarche ki diamg, I
Néw cdn chém thimg tim, xin hii § kidn bdc oL | |

THANH PHAN

M vidwm nimg mém chaia:

[T v | (N 0.4 mg
Ti chwere: Buiylated hydeoxyioluen, Hm:-—dl-:l}i'mdum acid caprylicicapric,
Ceelatin, Dung dich sorbitol, Glyven, Acid eitric khan, Glyoerin dim 8§, Methyl
para-hydroxyberooat, Progy| para-hydnaxybenzoat, Tican dsoxyd, Ethyl vanilin vi
it oxyd {miu vang).

MO TA
Vidn nasg mém hinh thudn dii mau ving duc, bén trong chiza dich thudc trong sul
madu vieg nhat.

DUGC LIC HOC
Dhutasterid la chit ic ché kép oo chon loc isoenzym So- reductase ¢ type | vl type
2, li enzym ndi bdo chuyén héa testosteron thanh Sa-dibydrotestosteron (DHT)L
DHT déng vai trd chinh trong sy thng sén nad tuyén tién lide,
Ttﬂht:hhiu-dlhﬁumﬁurmﬂm Histu quad 1di da cila duasterid
v& DHT phy thude vio lidu disng hing nghy vi dugpe quan sit thity rong vong
2 padn. Sau 1 v 2 nedin ding thud Bang ngly v dutasterid 0,5 mg, ndng 48
mﬂmmmmﬁmupﬁnmmtmﬂm () mibvimig béinky
nhin dwge didu trj BPH {Benign Proststic Hyperplasia: Bénb ting sdn linh tinh
buyen tién Ligt) blng dutasterid 0,5 mg gy trong 4 ndm, mdc gidm trang bink
DXHT trong haryét thanh 13 94% s | nkm, 93% sau 2 nim, v 95% & cd 3 vi 4 nam
S\ gia ing tnang binh testosteron trong huyét thanh 13 19% & nim 1 vik nim 2, 26%
trong 3 nAm, v 22% sau 4 ndm, nhamg mde & trung binh via trong gith han sink
b

DUQC BONG HOC
Hep thu

Dhatasterid dupe hdp thu qua dwimg tidu hia, dpt ndng &) dink mong huydt thanh
sa -3 gidy, v sink khd dyng khodng 60%. Khi ding chung thulc v thi in,
nding 4 odi da trong buyét thanh dwoc gidm 10%% dén 15%. Mirc gidm ndy [ khiing
e6 ¥ nghla lim sing.

Phain bl

i bidu duge ddng hoc sau lidu slng duy nhit vi lbp ki cho thiy dutasserid ob thé
tich phln bd km (300-300 k). Daastersd gin kb cao v albumin buyét neong
(99,0%) vi alpha- 1 acid i (9%6,6%). Néng 30 tnang binh dutasierid erong
hary€t thanh & trang thai 40 ng/m sau khi ding lidu 0,5 mg/nghy trong |
ndm. Sau khi dimg thudc hing ngay, ndng &) hay®t thanh dutasterid dat dugc 65%
nding 4 dn dinh san 1 thing v khodng 9076 sau 3 thing. Do théi gian bin hiy dbi,
sais khi ngumg didu trj 4-6 thing, viin phit hidn duge ndeg 30 thudc trong huydt
thanh {lm kom 0,1 g/l

Thilr nghitm trén cde 300 nromg Khie manh (7 = 26) whng duasterid 0,5 mp/ngy
tromg 12 thing. nieg 30 dutastersd tnang binh trong tink djch 1 3 4 ng/ml (khakng:
0.4-14 ng/ml) loc 12 thing. Tuomg t b trong huyés thank, ndng &) dutasterid
rong tisk dich dga dupe trang this da djnh sau 6 thing. Dutasterid tir hay& thanh
i vao tinh djch trung binh 1 11,5%,

Chinydn b

Cic nghidn olna im vitro cho thiy riing dutasterid dusoc chunvin ha bin 2 isoenrym
cia cytochrom P450 13 CYPIA4 va CYPIAS, khing chuyén héa in vitre béi cic
isoenzym CYPLAL CYP2AS, CYP2BS, CYPICE, CYP2C9, CYPICI9, CYPIDS,
vl CYPIEL
Trong hayét thank

e i, sau nhiimg lifu 48 dpt diege ¢ dn dimh, ddnk gis hing

44 phit hidn duge dutasterid of 3 chit chuyén hda chinh

 thisdhe vie ddp img 1dm sdng cia bénh nkdn, Mac i o6 th thiy

(4'-hydroxydutasterid, 1,2-dhydrodutasterid, v 6-hydroxydutasterid) vi 2 chit
chuyen bda phip (6,4-dihydrexydatasterid vi 15- hydeoxydetasterid), tuy nhién viln
chara Biét duge hia boc lip thé cla nhdm hydroayl & vi tri 6 va 15.Trén i vitro,
chc chit chuyén héa 4-hydroxydutasterid vi 1, 2-dihydrodutasterid b tic dng e
ché trén cd 2 isoenzym cia S-alpha-reductase yéu hon dutasterid, con
6f-hrydroxydutssterid thi teong duong v dutasiend.

Thdi frir

Drutasterid v chdt chuyén béa cla nd duge bdi tiét chi yéu qua phdn. Sau khi wing
dutasterid 0,5 mgingly df dp duge ndog 80 dn dink & nguid, cd khadng 5%
dutasterid < dgng khdng thay d&i (~ 1% - 15%) v 40% & dang chit chuyén hia b
liém quam dén dutesterid (- 2% - 90%%) diwge dbo thii qua phin. Chi cd mit legng
nhe dutasterid & dgmg kibding thay &bi duge thm thiy trong s tidu (<1%).

Vi ndmg 48 dibu trj, thin gian bdm thai cla dutasserid 14 3-5 tudn. Do thén gian ban
hu;-dh.nﬁn;d-ﬂ-huﬂlﬂnd:ﬂnﬂﬁhlhﬂﬁnhnuﬂlng.-'rnlh-:lwd-!nnl-ﬁﬂﬁg
sau khi ngmng diduy b

THI P|NH

DUTAON duge chi dinh 3 didu trj vi phing ngin sy tién trién cia benh ting san
lank tinh tuyén tidn 1384 (BPH- Benign Prostatic H ia) thdng qua viéc Lm
gidm tridu chimg, gidm kich thae (thé el uydn tén lidy, chi thign hna théng
MR Uéu va gidm nguy oo bi tidu clp tinh (AUR-Acute Urinary Fetention) clng
nhus giden ndw chu phlu thuji litn quan dén BHP.

Ngodi ra, DUTAON ciing duge st dyng két bgp vii tamsulosin (14 mdt thude chen
alpha) dé didu trj va phéing ngira oy tién tridn cin bénk thng sin linh tink tuyén tién
ligt (BPH - Benign Prostatic Hyperplasia).

LIEU LUVONG YA CACH DUNG
Ngarcni Lim (haw gder o ngudd cao hakil-
Nudlt nguyén vidn nang, khing nhai hoje md vids vi khi tidp xic vii cic chit cb
trong nang < thé giy kich img niém mac mifng-hiu hong.
DUTAON o6 thé udng trang bojc ngodi bits dn déu dupc.
Lidy 3¢ mghi: 0.5 mg/nghy, vire ubng | vidn nang mde lin mbi ngly, Vige i lidu phy
dap (g st (trong
ving 3 ihing dbu) ntumg cin didis 1 it nhin 6 thang 8é dinh pid mdt cach khach
quan lidu o6 dat duge ddp img didu trj mong musbn hay khing.

didu i bénh thng sdn tuydn tidm ligt linh tink, o thé ding dm trj Ky
DUTAON hode két hop vin thuse chen alpha tamsalosin (0,4 mg)
Suy thyln
Vide gikm lidu la khing cin shidt 863 vin bénk nkdn suy thin.
Sy graan
Chara nghién cira dnh husdmg cls suy gan dén duge ddag heo cla dutasterid. Khing
cdn didy chinh lidu wrén bénk nhin suy gan nhs - vim,

CHONG CHI BJNH

Bénh nhiin suy gan ning.

Pl nit o6 thai hogc dang cho con b,

Tré em,

Biénb nhin qué mdn vod dutssserid_ vén che et dre ché %o- reductase hay vii bl e

thinh phin rdo cla thudc.

CANH BAD VA THAN TRONG

Durtasterid dugc hdp tha qua da nén phe nir vi tré em phai trink tép xéc v vién
nang vo, Ndu o, nén rim k phin tidp xic voi xi phing va nudc ngay Hp tic.

Chara nghién cina dnh husimg ca siay gan dén duge ding hoc ol dutasterid. Nén si
dyng thin trong & nbimg bind nhin mic bénh gan do dutasterid dupc chayén hia
phiin km qua gan va ob thin gian bdn thdi o 3-5 dn,

Bl tri phidi hgrp v famwlosin ve suy Hm

Trong 2 nghibn cins e sdng kéo dli 4 ndm, ti 14 mdc suy tim (mit thudt sgi ob hop
cila cde bidn of 48 dupe bdo cho, o yéu pen suy tim vil suy tim sang huydt) &
shimg bénh nhin ding phéi bop dutastensd vin mit e chem abpha, chu veu L
m}mm}mmmﬁrﬁh‘ﬁnﬂuﬁ'qtﬂmghﬁuﬂﬁpﬁhﬁimﬂﬂ
thir nghim nay, ti ¥ mdc suy tim (< 1%) v bhic
'mgmwﬂywmhmmumuwmmmnﬁmﬁ tem mupch
i chugng trong cd 2 thilr nghidm.



: i quan hé nhdn qui ndo gita dutastenid (dom trj béu hay
httmmlm v suy tim.
Amh bweomg dén khdng mguyén dic Mg fuydn tién ligt (PSA- Prostate Specific
Artigen) wi phot hifm umg e tyde tidm I
MNén thim khim trye tring bing ngie tay climg nka tién hinh cic dinh gid khac 44
phdt hidn ung thar tuvén én 68 e khi dimg DUTADN v ssu 3 nén kicm tra
dimh k3.
Ndag 4 khing nguyén dj< hita tuvdn tidn lift rong buyét thanh (PSA) 1 m

thish phdn quan trong trong qué trinh sing boc 4é phit hign ung thu tuyén tién B

Dustasterid gly gidm bagmg PSA trung bink trong hinét thank khodng 50%% sau 6
thing didu trj.

Bénh nhdn ding DUTAON nén ob mit gid tr PSA co bl méi, duge thidt lip sau
3-6 didu 1rj wéi DUTAON, cho theo dbi thrdmg xuvén gid tri PSA
sau &, Bt ki sy ting PSA ndo duge xic nhdn tir miée PSA thdp shit trong khi dang
dimg DUTACN b thé 1 dihu hid sy hisn didn cila ung thu tuydn tidn gt (dic bids
urg thir mise & cao) hode sy khidng tudn b d5du trf va nitn duge dénh gid cln
e, thfen chi cd khi cde gid i ndy vin ndm wong giod kas binh thuing cla nam
gn khdng ding chdt @c ché Sa- reductase. Dé dimh gid duoc gid 1) PSA & bénh
nhde diing DUTACN, nén thm cic gid trj tnte 36 dé 50 sdnh,

Erdu tr vl DUTAON khing gy dnk hisdmg dén vige s dyng PSA nhu mdt cdng
mﬁi@rﬂjdﬁhmgm%ﬁhlmmmigﬁﬁmmmﬂdm
thiet Lip.

mmmamﬁmwvuﬁmwmmmammmm

T¥ ¥ gitta hromg PSA ty do v PSA todn phin viin hiing dink ngay c& duii te ddag
ctia DUTACM. Néu cic bic 5§ mude sit dgng phn trim PSA ty do nber bién phip
b sung 4 phat hidn ung this tuyen tén 6@ & nam gein dang ding DUTAON thi
kbiing cdn didu chinh gid trj ol vy ¥ niy.

Limg tear payen ridn N vt e wmg thar cdp 96 coo. )

Trong mi nghién cina kéo dii 4 rdm trén hon BOK0 nam gicd tud 1 $0 dén T8, vii
kit quad simh thidt ung thar fuyén tién lidt &m tinh trndc 84 v gad trj PSA ban ddu
treng khodng 2.5 ng/ml vi 10,0 ng/mi (nghién cins REDUCE), 1517 nam gici 4
e chin dode ung thir suyén sén 1 Ti b mibe ung this nydn tide 1igt ob Gleason
B-10 & nhén dbng dutasterid (r=29; 0,9%%) cao hom so vwin shie ding gid dwge
in=19; 0,6%) Khing ting ti i mic ung thr tayén tién L@t b Gleison 5-6 hojde
7-10, Khéng thidt b dipe msbi quan hé nhdn qui gitra dutasterid vil ung thar nayén
een ligt mare &0 cao. Vin chera bift thm quan trong trén Lam sdng cda sy mdt cin
bdng vé s lugmg. Nam gidi dimg dutasterid nén duwgc dinh gid thuteg xuyén v
nguy oo ung thir tayén tidn life ke cé thir nghsdm PSA,

Ngny cor ug s i

Umg this v 48 duge ghi nbdn & nhiltng nam gids ding dutassenid & giai dogn thir
nghidm lim sing vA sau khi hea hink. Bde 57 cdin hudng dda cho bénh nhdn 48 kip
thiri béo cha bt ki thay &bi ndo trong md vil ¢la ho nlnr khdd u & v hedic chiy md
& du vi, Hidn nay chun cb mie mei quan hé rd ring gidha sy xudt bodn ung thr vi
& nam ghid vl vige si dygng dutasterid 1w dki.

TUONG TAC THUOC

Tde mhim chen @ odremergic: Ding ddng théi dutastenid vin tie nhdn chen o-
adrenergic (iamsubosin, terirosing khing dnh hinimg trén dwge ddng hoc O wrgng
thii dm dinh cia the nhdn chen o-adrencrgic. Tuy shién, dnh heémg cia amsshsn
heogc sernzosin trén cic thing sb duoc dieg hoe cla dutasterid ch dge dinh gid
Tibe mhscint chere Rtk caled: Déing @hng thin dutasserid v thishe chen kénh cabai
e ché cvtochrom P4S0 (CYP) 3A4 (diltiares, verapamal) Han gikm &) thanh thii
dutasterid, k& qud 1 1im ting tilp vic v dutasserid. Tuy nhign, khéng kbayén
khich didw chink lidu ding dutasterid vi sy thay dbi trong tidp xibc dutastend khing
drpe cod [ guan trong brém lim sing,

Cobe thude drh hardmg difn erzymes microsome pon: Teong the duge 3jng oo khd
rdng xiy ra (gidm &) thanh thid vi tiag ndng 8 trong buyét thanh cla dutasterid)
wirl cde chit (e ché khdag bbi phuc cia ddag exrym CYPIA4 vl CYPIAS, Tuy
nhién, 1 dyng lm sing cla cdc thude o ché CYPIA mank trén dutasterid chua
dupe nghién cine Do khd ndng teong the thobe, cin theo ddi khi ding chung
dutasterid vl o logd thude nhar viy (v dy rsonasir, ketoconazol, verapamil,
diltiaremn, cimetsdin, ciproflaxacin.

Cholestyramin: Udng mad [iba duy nhdt § mg cia datastend, theo saa B mdt lidu

|2 g cholestyramin mt gty sau 36 (ki khdng dnh bnrdmg dén sinh khd dyung toong
dédi clla dutasterid,

Digoxin: Ding ddng thin dutasterid véi lhda 0,5 mg mdi ngly troag 3 todn véi
digoxin kiving lam thay 384 dge ddag hoc & trang thii 4o dinh cla dagoxin.,
Warfarin: Diing d4ng this dutasterid vdi lidu 0,5 mg m&i ngdy trong 3 tudn v
warfarin khing lam thay dbi dupe ddng hos O trang thii de dinh cia R- hojc 5-
waranin hode thay & tie dung clka warfarin trén thin gian prothrombin,

TAC DUNG KHONG MONG MUON

Rl foan b midn dich

R hiém: Phin img dj img, bao gom phit ban, ngia, mé day, phil kb trd v phib
migch.

R0 loan da vei med deki gl

Hidmn: Ryng bbng (chi yéu rung tic)h, chimg riim Mog 16,

BT logn cheic ndng sinh dic

Gidm khi ning’ ham nvude tinh dgc. Gidm =8 hagng tinh djch tromg qus trink xusle
tinh. Bit hpc. R&i bogn vé vl & nam gidi,

* Thing bdo cho bdc 5§ nhitng tic dpag klidag mong mudn pdp phdi ki ding

SU DUNG THUOC O NGUGE MANG THAI VA CHO CON BI

L o phai

Chiag chi dinh ding dutasterid ch phig nd o thai. Dutasterid By mdt chdt e ché
S-alpha-reductase cb thé ngin chiin chuyén ddi testosteron thianh dihydrotestosteron
(DHT), mda hormon cdn thide cho sy phit wrién bink thrdmg oba co quan sinh dyc
nam. Trong cdc nghién cine vé sie sink sin cia d0ng vt va sy phit tridn cia &
tinh, dutasterid (e ché phit tridm binh thuimg céa co quan sinh dyc ngodi trong biko
thai nam. Vi viy, dstasterid c6 thi gy nguy hiém cho thal khi ding cho phy ni
dang mang thai. Néu dutasterid dupc sir dang khi bénhk nhiin o6 thai, bénh shin cin
e thiveg bio vé nhimg nguy hide tidm thng cho thai nhi,

Liic mardhi cow b :

Chiza biét Ligu DUTAON o6 bdi tiét viho sita me hay khiag.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
D vio &g tinh dupe ddag hoc va duge Ipe b cia dutasterid thi vide didu e
bdng dutasterid khéng dnh huémg dén kha ndng l&i xe hay vjn hank miy mdc,

QUA LIEU VA XU TRI

Trong shimg rghbtn cins trén rgisin tinh ngayén, nhimg dom lida dutasterid bn 3o
40 mg/nghy (cao gip B0 lin litu ditu trj) trong 7 ngdy khiing cho thily quan ngai
ddng ké rdo vé tinh an todr. Trén nghidn odu [Am sing khi cho béah nhin ding

5 g mdi Ay trong 6 thing, khiing quan it thiy tic dung phy rdo ngods nhitng

tic dyng phy &8 ghp & lida dide rj 0,5 mg.

Do e gidi dide: die higu chio dutassernd nén ki ¢ trigu nghi ngdr
o qué liéa thi pen 1én himh debua trj tridu chimg va déng céc bién phip hi trg thich
hecrpe.

PONG GO
10 Vidn nang mém Wi x 3 Vil Hip.
10 Vits nang mém’ Vi x 10 VI Hip.

BAO QUAN
Trong bao bi kin, trdsh dnh sing. O nhi$t 3 phing khing qud 30°C.

HAN DUNG
36 thdneg k& tir ngiy sin xudt.
Khing ding thude qud kg si dyng ghi trén ifp.

TIEL CHUAN
TCCS.

San wals

CONG TY OO PHAN KOREA UNITED PHARM. INT'L

Sh 2A, Pgi 14 Ty Do, Khu céng nghidp Vigt Nam - Singapore, Thujn An,
Bimh Dhrong, Vidt Mam.



