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No6i dung ghi nhan phu
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| Rx Thude bén thea dom '

ASSTROZOL

Viln ndn bao phlym

| HOp 2 vi x 14 vién. .
'sém, nghy sién xulit, han ding: Xem * LOT", "WFG", EIP*
| rén baa bi.
' Chi dinh. ehdéng chi dinh, lidu ding vi chc théng tin n&
J:em rén l&r HOSD kém thea
' Bao quin: Noi kné rio, thodng mat, nhigt 33 khang qud 30°C. ,
Nnﬁnmﬂmﬁ:h‘ihﬁuﬂnmmmﬁdw‘
Hhi §X: Synthon Hspana, 5L
\Pol. Ing Las Salines Carmer Castelio, 1 '
+ 08830, SANT BOI DE LLOBREGAT, Rarcelona, Tay .
,Chi s& hiru SBK: Cong ty TNHH Duoc phdm L/
1 (ASSOPHARMA®
! 480C Nguydn Th| Thip. P Tan Quy, Q.7. TP HCM, Vidi
i NNIK:
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ASSTROZOL
¥odw nsn bag phiom
THANH PHAN: M3i vién £2n bae phim chim

T dwsner Lactose monohydrat, tiah B netri glycolar doat A) povidon
(¥31) (E1204), magre stearst {(ESTIL macrogol 400, hypromelloss
{E464), tian dioxd (ERTI).
cHi bl
~ Bdidu tn) ung thir vis 43 tién teide & phy i sas mdn Kioh. HiGu qud
cia thude chua Sugs chimg minh o phu i <o thy thé ccswogen dm
tinh i khi bénh ohin 48 co dip omg lm sing woke &0 vl
tanoxifern
— Bibu trj b 1o ung thu vl xim [dn gial dogn @i che phy o sau
midn kinh vi e thy thé cestrogen dueng tinh,
= Bty g hd trg ung th vu pim dean dducho plig nd s min kinh <o
thy the cestogen dumg tah vi &3 duge didu i b wo e
amoxifien trong vimg 2~ 3 adm.
LIEU LLQNG VA CACH DUNG
Udag | vitn ASSTROZOL | mg, ngiy mdi ldn.
Béoh nhén suy (bl
Kheg cdn didu chinh lida cho bénh ahdn suy thin nhe déa v
Bénh ahin sy gon
Khing cdn ditu chinh lidi cho bdnh nhdin c& cie bénh v& gan & mic &
nhe.

B vin Berh & g @oan sam, Uiy gan Sid o khuyén oo H 5 rim
CHONG CHI BINH
Chdng ki dinh diing ansstrosal trong ahimg tanmg hop s3u
= Trkem
~  Phy nd tika mbn kinh
Phi il o6 thad v3 cla con bl
~  Bénh rhin suy thin nang (40 thanh thiy duin 20 mbphat
—  Bénhrhin co oz binh v gun mus &8 vim &n nkg
= mnhquﬂmiu!ﬂimwmkhﬁﬁ'mhﬁpﬂnnh:h

CANH BAQ VA THAN TRONG:

Khéng nén ding 2naswozol 44 B sung hormor ding truimg cho cde bé
i b thidu g hoomon ting tedmg T cde thix n?jm}m Lim ging then
chdt, tinh an todn vi hidu qua cio vin ¢2 ndy van chire duge chimg
minh. Do amastrool Tim g adag ddoestradiol ndn khdng duge dilng
84 iyt thidu byt hormon Ling trudmg cho cbe be ghi DD Héu an 1odn
wé vide 5ir ding T dii cho o6 em v g vy thnh nién vin chura duge
it djrh.

il b diah chinh %3¢ tink trang mdn kink bing céc xét nghidm sinh
hoa & it ki bénh nhdn nao khi o nphs ngd v tinh imng hormaon sinh
dic

Fhy nd by lolng svomg bode 26 nguy <o by loling xwong nén durge dinh
i chink thirc mdt €0 xuomg bing cic miy do mit 0 xuemg shu miy
DEXA scan khi bl ddu didu i vin anasteozol vi dinh kf sau d8. Vite
Aty try hode phong béah lodng xwong nén duge bl diu ngay khi thich
hoy va cdn theo &3 el thin

Charm e i 1ifu vé vige ding anasirerol wéi cde chit ¢b cdu ke nemg
i LHEH. Khing nn diieg ki hop ohe thude ndy, chf duoe ding trong
cée ther nghitm Fim shag

Do anastrozol Lun gidm nlng 46 cestrogen trong, win hods ehurg, e 86
¢b tht lim gitm mdt &0 xuong vk tng nguy <o giy xwomg. Dng
bigphasphanal ¢4 thé agla chin tinh g geam mél 88 swemg de
ansstrozol O phy nitsae mdn kinh

Thute ndy e6 chia lactews Nhimg binh nhin cd cac vin db 2 iruydn
hidm gap nhu khéng dung mep galactose, thidu iyt men lactase hote kém
hip hu glecose-galaciose Xhdng min ding

TUONG TAC THLOC

Ciic nghién ciry tuong i 1im shng v antipyen v clmetidin cho thily
kehil dinz, ledt hurp anastranet v cae thude khde kivbng gly o3 turmg 18c
lim sing ding ké qua trung gian cytochiom P,

Cac do I an todn {am sdng thu nhan duege khing thay oo worg 14
ding Wd ndo & ahimy bénh nhin dimg dbag thin vii cde tude ke wa
Kiise. Ciing Khdag thdy o6 diu hidu tuong tse vii bisphosphonas.

Caic litu phip o0 oestrogen khang nén disg kél hop Vo anasiroe] vi 66
he ghy mit hoat tinh cda amasiroeol,

Phu ad IH

Chéng chi dinh ding anastmzol eho phi nit ¢b tal,

Phy nr chio con bi

Churs bidt anasiroral co bai ¢ qua 303 me hav kiiag. Ching chi dinh
ding annstroeo! cho phi nd cho con bl

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY

Anagirorol khéng dah huimg dén khi Adng 14 xe va vA Nink mdy mis.
Tuy nhin, mdt 54 trimg hop bi sy nhuge vl nge g4 &2 dugs bio cho

Khi ding anastrozel, cdn Ui teag ki L xe vA vin hinh miy mde néu
0 ¢ nu chimg, my xay ra.
TAC DUNG PHI,

Trir nhimg g hop dic bigy, cac phin img thwimg xay ra duge ligrke
sau Ay ¢éu dyra teén bao co trong nghién ciru phase I]]cophqmw g
thue hitn trén 9366 phis At sa mdn Kanh by ung thur vl g6 thé phiu thult

duige didu 1 irong 5 ndm (nghién e ATAC)
HE co quan Afire 00 Iherirmg Toydn Phiin dmg phy
Suy nhupe. thutmg & mibe
Chménm Thirimg gho i b
Hbaons (= 1100 da <510 [Ting cholesierol mi,
gy Husimg & mie 49 b v
prung Finh
thaomg & mdee 36
! (Rt thutmg g3 (= 119) m b
1 lgpan b L P
. Mg g, thuimg o mge 20
F“ ik [Thuetes ih) mhe v4 trang bigh
£z 11100 8én <110 HYi chimg dng od wy,
bi hoan Com bic hoa, thudng & mix
|R.illhl-rbuswﬁ_'mm L3 mhe i brina bink

R thuomg gip (= gy [Buda ndn, thuong 0 mire &)

pakie vh trum bink
1 lo tiéy Tidu chdy, thaimg & moe &
Thinmg gip E:;:’n trung binh,
> 1/100 dén <1710} i, thubg & e 00
nhe va tnung binh,
huing Thog alkalin phosphatsss,
. ”e alanim aminoiransferase \-lg
Rl Boan hd =R cvsi/0) uspanal aminorarsferase |
pan et e [l gumnaGTd |
11000 dén <1/100) Widm gan
Em da, g & mane
[ theromp gie (= 100y N b g
f
de thua {rung Bpch, thwimg
T:l::l;f;éﬂ y— e 4 e vk tramg bink.
(2100 €N <0 oge phun g qus wiln
Rl loands Iy gap
i el th Mé dav
i dun da 211060 dén <1700}
Hzém gip Hing b da dung
£ 1/00,000 &dn <0/ 1000)  Phin img phan v
Khing it ;
i i chimg Stevens-Joknaon
[Khéng thé chimg menh 1 [
ic doiducs gitny [ mech
. u fctmg khip, thudmg &
Rt thunmg g3p (= 1410) & nhe v trung bink
i horan hé wdi ko
T xumg vd Thutng gip
f"m" (2 1100 dén <1110} e xuong
fir gap
= 1) 1000 dén <1/100} FE"""anhobwng
Ruabis bogan i &m dgo, thisimg i mirs
kb nang va| Themg gip nhie v trung binh
hésinh > 17100 dén <1/10) iy il tm 830, dsimg &
I e b rhe v teung binkh.*
Fﬁ: rhi loan
E‘"‘" bioking uy nlhge, izt & mitc
i1oan nai i thatmg gip 2 10) nhe v trung binh
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*Chay miu dm dao duge ghi nhfn chi yeu & bénh nhin uny thu vu g
doan Tién trién trong tudn ddu diing thube sau khi thay 081 w0 liku phip
hormon trude 46 sang didu 1 vdi anastrozol, Néu chiy mau dm dso vin
ko din dai dang, nén danb gid thitm cic nguyén nhin khae

Ti 1& gly xuong duge ghi nhin khoang 2271000 do anastrozol vi
151000 do tamoxifen sau khi ding thude lién ruc trong 68 thang Ti ¢
gly xuomg do anastrozol ndm trong khodng gidi han 43 dups biao ¢ho 0
phu nl di ket hin sau min kinh.

T1 ¢ lodng xuong & bénh nhin didu trj vin anastrozol 18 10L5% v &
bénh ahin didu tr voi tamoxifen 7.3%

Thn!d? bio cho bic « nhirng téc dyng phy g3p phii khi sir dyng
thude,

QUA LIEV

Che dif liéu lim sang vé vide vé y s dung qui lidu anastrozol chn rit
han ¢hi

Trong cie nghidn cin teén ddng viL annstrozol cd ddc tinh cdp thilp

Cic thir nghiém 13m sang 43 dugc khio s&t voi cde lidu khic nhau cla
anastrozol, |8n dén 60 mg, dung mdt 3an cho nhimg ngudi nam tinh
nguytn khée mank va 1&n déa 10 mg mbi ngiy cha phy i sau min kinh
bj ung thur vid tién tridn; edc lidu ndy déu duoe dung nap the

Li¢u dom anastrozal din dén tir vong v chua duoe chimg minh.

Chura ¢6 chdt giti dbe dic higu khi qua lidw vi chit yéu vin 1 dicu trq
tnidu chimg, Khi xi tri mdt truimg hop qua lidu, cin xem xét dén kha
ning co thé bénh nhin d& sir dpng nhibu thude khac nhau €O thé cho
gdy ndn néu bérh nhdn con tinh Thim vich ¢6 thé ¢o loi vi anastrozol
khong gin két manh vdi protein byt tuemg. Cla cham soc b tro bénh
nhin toan dién, bao ghm cd theo déi thirmg xuyén ddu higu sinh tda vi
thea did chit ch bénh nhin,

PAC TINH DUGC LUC HOC:

Anastrozol 13 mit chit tre ché aromstase non-steroid, £d tic dyng manh
va ¢6 tinh ¢hon loc cao. BSI véi phu nit sau min kinh, estrogen duge
sdn sinh ra chi yéu b sir chuyén hoa androstenedione thinh oestrone
théng qua phire hip enzym aromalage & cac md ngoai vi. Ocstrone sau
d6 53 duge ¢ thanh oestradiol. Nng 80 oestradiol trong tudn hodn
chung giam xudng s& mang lai bt ich didy tri cho phy i bi ung th vit
Vi mde phuong phip dinh luomg ¢ 49 nhay cao 83 cho thiy, & phy nit
sau mdin kinh khi ding lidu | mg anastrorol hing ngy s2 gitp ngin
chan hom B nong 4o cestradiol tétra.

Anastrozal khéng cb hogt tinh progestogen, androgen hay oestrogen,
Liku hang ngay 1én dén 10 mg vin khdng thiy cd tc ddng dbi voi sy
udi cortisol hay aldosteron, duge do tnrde hode sou khi thir nghiém kich
thich ACTH. Do 80, khing cin bd sung thém coricoid khi ding thube.
Bidu s U b cho bénh nhiln ung th vy g1 doan ddu

Trong mdt nghidn cine phase 11l co pham vi rdng duge thye hién wén
9366 phy ik sau min kinh bi ung thu vi ob thé phiu thudt, duwe did tri
bang thudc rong § nam, két gua cho thiy anasttozal gitp ting khi nang
khii bénh sau plhiu thudt hem so vin tamoxifen, Mt nghién ¢l lom hom
clng 43 cho thidy anastrozol ¢6 hidu qua gidp khoi bénh sau phiu thude
hom 50 voi tamoxifen & bénh nhin nhay cdm véi oestrogen. Anastrozol
lim <hdm thii gian tii phdt binh hom cd ¥ nghia thing k& so vii
tamoxifen. Ti 1 bi ung thr hat bén vu ciing gidm di ¢0 ¥ nghla théng ke
khi 30 sinh gida anastrozol v tamoxifen. Sau § nim didu tr, thin gias
kéo dint cwde sdng cla enastrozol wromg e nhu tamoxifen

Khi quytt dinh chon lvs phiweng phisp didu iy thich hop. bénh nhdn ni

un&g thur v v bac 5§ nén dinh gid hidy qud vA nguy co cia phueng phip
dicurj

Khi két hop anaswrozol v tamoxifen, hidu qud va tinh an tadn twong e
nhir khi diing tamoxifen ridng 16, bt kd tink wang nhay cdm vai th the
hormon i thé ndo. Co che cia vin d& ndy vin chu duge lim .
Nguriri tz khisng tin rAng nguyén nhin 1 do sy gidm khi ndng Ue che tidt
estradiol cia anastrozol

Trong mit thit aghiém phase Il (ABCSG 8) thye hidn trén 2579 phy nd
sau man kinh bi ung thu vl ¢6 thy thé oestrogen duong tinh &3 duge
phdu thudt €b kém hote khong kém xa trj vi khdng c6 hoa tn, nhimg
bénh nhin nay duge chuyén sang ding anmstrozol sau khi &1 ding
mmoxifen trong 2 rudn, két qua cho thay co sy vugt udi ¢b ¥ nghia
théng k& vé thiri gian sdng khée munh so v6i tamoxifen sau 24 thing
ditng thube.

Trong hai thir nghidm khae (GABG/ARNO 95 vii [TA), mdt trang hai
nhém c6 binh nhin d& duwoe phu thudt va hisa in, két qui cho thiy higu
qua gn nhu teemg dutmg nhau gitta ABCSG 8 vh GABCGEARNO 95,

Dit i an todn trong o ba nghién cin déu phit hop voi dif lidu an todn
& bict ddi vdi phu nir sau min kinh co thy thé hormon duomg tinh by
ung thir vii gial doan dhu.

PAC TiINH DUQC DONG HOC

Durge ding hoe cia anestrozo! khidng phu thude vio 89 wdi coa phy nid
sau min kinh. Duge ddng hoe trén tré em chua duge nghién i,

Hip thu

Anastrozol hip thu nhanh vi dat dupe ndn
trong vong 2 g sau kKhe dung thude (lic bung
Thire an K gidm nhe 6 18 hip thu thude nhumg khdng anh hring dén
mire @ hdp thu. Sy thay @4 nhi ti 12 hip thu khdng lim thay ddi ning
40 dinh trong huyét tuong vé mit Mm $ang & pha én dinh sau khi ding
anastroen] v01 li2u | mg/ngdy.

Ndng 4 anastrorol wong huyét wong & pha dn dinh dat xdp xi 90 -
95% sau 7 nghy lién tyc ding thube Cée o lidu duge ddng hoe cda
anastrozel cho thiy khing ¢d sy phu thade vio thin gan st dung ciing
aihie libu ding cia thude.

tong huydl fwomg

Phin b . s l‘ﬁ;a‘
Anastrozol ¢hi gin két40% vdi protein huyét tromg. ol
Chuvén hog o

Anastrozol duge chuyén hoa munh trong phil 0 sau min kinh vt ™
10% lidu ding dups dio thil dudi dang khdng b1 qua niede téyrong  ~
vong 72 gid dung thude, Anastrozol duge s:hu:.-gn hda bdn s N [yl
héa, oxy héa v glocuronic héa. Céc chit chuyén hoa duuc b hu
yéu qua dutmg tidu Triazol, mt chit chuyén hoa chinh trong huydt
teong v mooe tiéy, khdng oc ché aromatase. il
Thintrg

Anastrozol dugc thii trir chim vii tha gian bin thi trong huyét g
khoding 40 - 50 gir, B thanh thai bidu kién cika anastrozol sau khi ubng
& ngudl tinh nguyén bi xo gan dang dn dinh hofc suy thin thi nrmg
duemjz vii nhimg nguir tinh nguyén khoe manh %
BONG GOI: Hop 2 vi x 14 nén bao phim. ¥
BAO QUAN: Bio guin & noi khd réo, thoang mal, nhitr &
JoeC

HAN DUNG: 36 thang ké tir aghy sin xudt
TIEU CHUAN: Nha sin xult

£ qui

THUOC NAY CHI DUNG THEO DON CUA BACSL

DE XA TAM TAY TRE EM. ;
KHONG DUNG THUOC QUA HAN SUDUNG. Fri S

DOC KY HUONG DAN SITDUNG TRUGC KHI DUNGE +
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BACH :
Nhi sdn xudr: Synthon Hispania, SL I

Pol, Ind. Les Salines. Carrer Castello. |
BE830, SANT BOI DE LLOBREGAT, Barcelopa, Tiy Ban N




