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Rx Thudc bin theo don o ‘,
Dé xa tam tay tré em
Doc kj hwong din sit dung trieéc khi ding
Néu ciin thém thong tin xin hoi y kién bdc sy

Aremed 1 mg fim coated tablet

Thanh phén:

M&i vién nén bao phim chua:

Hoat chét: Anastrozole ........coooveeeveericuenes 1 mg

T4 dugc: Povidone K30, natri starch glycolat (type A), lactose monohydrat, magnesi stearat,
hypromellose, titan dioxyd (E171}), macrogol 400

Dang bao ché )
Vién nén bao phim mau tring, tron, hai mit 16i.

Pic tinh duoc lyce hoe
Nhém tri liéu: 16.2.2.3 chét rc ché Aromatase, ATC Code: L02B G03 (irc ché Enzyme)
ANASTROZOLE
Co ché thc dung
Anastrozole 1a mét thudc & ché men aromatase khéng steroid ¢é tinh chon Ige cao va tic dung
manh. O phu nif sau man kinh, oestradiol dugc san xuat chi yéu tir sy chuyén d8i androstenedione
sang oestrone nhd phirc hgp men aromatase & cdc md ngoai vi. Sau dé oestrone chuyén thanh
oestradiol. Vige giam lugng oestradiol trong méu da chimg minh mang lai tac dung ¢o lgi cho bénh
nhan ung thir vir. Trén bénh nhén sau man kinh, Anastrozole véi lidu | mg m3i ngay d4 lam giam
trén 80% lugng oestradiol bang cach sir dung mét xét nghiém c6 dd nhay cam cao.

4
Anastrozole khéng giy ra cic tic dong kiéu progcstercma. androgcn hay oestrogen. Qua viéc do
ludng trudc va sau test thi ACTH tiéu chuin, n&,um ta,l-hﬁy ring liéu diing hang ngay cua
anastrozole Ién 16i 10 mg cling khong gay anh hudng dén sy bai tiét cortisol hay aldosterone. Do dé
khéng cAn phai cung cdp thém corticoid.
Dit liéu trén tré em
Anastrozole khéng dugc chi djnh dé sir dung ¢ tré em. Hidu qua chua duge thiét 1ap & nhom tré em
duge nghién ¢ty (xem bén dudi). S8 lugng tré dugc didu tri qua han ché dé dua ra bat cur két luan
dang tin ciy vé tinh an toan. Khong ¢6 dir liéu vé& 4nh huéng 1au dai tiém tang cla viée diéu tri
anastrozole & tré em.
Co quan Y té chiu Au da bai bo viéc bit budc cung cép cac két qua nghién ctru ciia anastrozole
trong mét hodc mdt s6 tip hop con cla dan s tré em co voc ngudi thip bé do thiéu hut hormon
tdng trirong (GHD) day thl sém, nir hoa tuyén vi & nam, va hoi ching McCune-Albright,
Véc nguwdi thip bé dﬂ thiéu hormon ting tru ony
MGt nghién ciru ngau nhién, mii déi, thyc hién & nhiéu trung tdm danh gi4 trén 52 bé trai tudi ddy
thi (bao gom twdi tir 11-16) véi diéu tri GHD trong 12 - 36 thang voi anastrozole | mg/ngdy hodc
gia duge két hop véi hormon tang trudng. Chi cé 14 dbi tygng dung anastrozole hodn toan trong 36
thang.
Sau 3 n&m anastrozole d& cho thay sy trudng thanh cia xwong cham c6 ¥ nghia théng ké & cac bé
trai tudi ddy thi diéu tri bang hormon ting truomg. Khong ¢6 s khc biét ¢6 y nghia théng ké voi
gia duoce da duogc quan sat ddi voi cac thong sb tang truéng lién quan dén dy dodn chiéu cao trudng
thanh, chleu cao, chidu cao SDS, va ty & chidu cao. Dit liéu chidu cao cudi cing la khéng ¢6.
Trong khi s8 luong tré em duge didu tri da qud han ché dé rat ra bt ctr két luén dang tin cdy ve tinh
an toan, c¢d siyr tang ty 1& gay xuong va xu hudng giam mét do khodng xwong & canh tay diéu trj
Anastrozole so voi gia duge.
Dy thi som
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Mot nghién ciru ma, khong so sanh, thuc hién & nhiéu trung tAm danh gia trén 14 bénh nhidn nam
(tudi tir 2 - 9) véi tudi day thi phat trién sém cd gidi han & nam mang tinh chét gia dinh, con dugce
goi a day thi sém, duge diéu tri két hop cha anastrozole va bicalutamide. Muyc tiéu cha yéu la de
danh gia hiéu qua va tinh an toan cua phac b didu tri két hop nay trén 12 thang. Mudi ba trong s6
14 bénh nhén déng ky da hoan thanh 12 thang didu tri két hop (mat theo ddi 1 bénh nhén). C6
khéng c6 sy khéc biét dang ké ¢ tdc do ting trudng sau 12 thang didu tri, so vdi tdc do ting trudng
trong 6 thang trude khi bude vio nghién ciru.

Dic tinh dwge dong hoc

Anastrozole duge hap thu nhanh va ndng d9 téi da trong huyét tuong thudng dat duge trong vong 2
gidr sau khi udng.

Anastrozole duge thai trir ch@m v&i thoi gian ban thai 1a 40 - 50 gid. Thic an ¢é thé lam glam nhe
td¢ do hap thu nhung khdng lam giam mu'c @6 hap thu cua thuoc Su thay d6i nho trén téc do hap
thu khong gdy anh hudng nao dang ké vé mit 1am sang trén néng do thude dat durge trong huyét
tuong & pha dn dinh trong sudt liu dung mdi ngay mat l4n anastrozole vién nén bao phlm Khoang
90 - 95% ndng do cua anastrozole huyét twong & pha & on dinh dat duoc sau 7 ngay véi lidu duy nhit
trong ngay. Khéng ¢é bing chimg cho thdy cac théng s6 duge dong hoc ciia anastrozole phu thue
vao liéu dung va thoi gian sit dung.

Duge déng hoc cua anastrozole cling khong phu thudc vao tudi coa bénh nhdn sau man kinh.
Duge ddng hoc khdng duge nghi€n clru trén 1ré em.

Anastrozole chi gin két 40% vai protein huyét tuong.

( c4c bénh nhan nit sau man kinh, anastrozole duge chuyén héa manh, it hon 10% liéu ban dau
dugc bai tiét qua nuoe tidu dudi dang khoéng dbi trong vong 72 gior sau khi ubng. Anastrozole duge
chuyen héa bing cach N-dealkyl héa, hydroxyl hoa va lién hop véi acid glucuromc San phim
chuyén hoa dugc bai tiét qua nude tiéu. Triazole, chat chuyén hda chinh trong huyét twong khong
cd hiéu qua tc ché dugc men aromatase.

Do thanh thai biéu kién cua anastrozole sau khi ubng & ngudi tinh nguyén bi xo gan 6n dinh hay
tén thyong thin tirong tw voi 46 thanh thai & ngudi tinh nguygén khoe manh.

Trong mdt nghién ctru vé kha ning sinh san con chudt duc da/kai sira nhan dugc liéu ubng 50 hoic
400 mg anastrozole/ | con, thong qua viée ubng nude trong(shési giar10 tudn. Ndng d trung binh
trong huyét tuong do dugc tuong tng 1a 44,4 (+ 14,7) ng/mlva 165 (+ 90) ng/ml. Cac chi sb giao
phm anh hudng tiéu cuc & ca hai nhém lidn lugng, nguoc lai giam kha ndng sinh san chi rd rang o
liéu 400 mg/l con. Viée giam nay 13 thodng qua, vi tat ca céc thong sb giao phdi va kha nang sinh

san 1 nhu nhav d6i v&i cdc ca thé & nhém kiém sodt sau mét thdi gian hdi phuc 9 tudn ma khong
can diéu tri.

Chi dinh diéu trj
Aremed duqc chi dinh dé:
- Diéutri ung thur vii tién trién cho phy nir sau mé&n kinh ¢ thy thé oestrogen du‘cmg tinh.
- Piéu tri hd trg ung thu vii giai doan sém cho phu nit sau man kinh ¢6 thu thé oestrogen
duong tinh.
- Diéu tri hd trg ung thuva giai doan sém cho phy nir sau man kinh ¢6 thy thé cestrogen
dwong tinh d& duoc diéu tri két hop véi tamoxifen trong 2 dén 3 nam.

Lidu hrgng va cach dung

Liéu ding:

Ngu’di 1én ké ca ngudi cao tudi: 1 vién | mg, 1 lan/ngay.

D41 v6i ung thu va giai doan sém & phy ni sau man kinh ¢é thu thé oestrogen duong tinh, thoi
khuyén céo diéu tri két hop noi tiét [a 5 nim.

Cdc ddi twgng bénh nhén ddc biét:

Tré em: Aremed khéng duge khuyén céo sir dung cho tré em va thanh thiéu nién do khéng da dir
liéu v& an toan va hiéu qua
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Bénh nhan suy thgn: khong can diéu chinh liéu ding & bénh nhén suy gidm chirc nang thin mic do
nhe hodic trung binh. G bénh nhan suy than ning, can than trong khi sir dyng Aremed.

Bénh nhdn suy gan: khong can diéu chinh lidu ding & bénh nhan suy gan nhe. Than trong khi ding
thude cho bénh nhén suy gan mirc d8 trung binh hodc ning.

Cdch diing:

Dung thude theo dudng udng

Ching chi dinh ‘ '
Bénh nhin min caém voi anastrozole hodc cdc thanh phén khac ctia thude.
Phu nir mang thai hodc dang cho con bi.

Canh bdo va thin trong

Thin trong chung:

Aremed khéng nén sir dung cho phu nir tién mdn kinh. Tinh trang man kinh can phai duge x4c dinh
béng xét nghiém sinh hoa (LH, FSH, va/ hogc ndng d6 estradiol) & nhimg bénh nhéan ¢6 nghi ngo
vé tinh trang man kinh. Chua c6 dir liéu v& viéc ding anastrozole v6i chit ¢o cdu tric twong tu
LHRH.

Tranh sir dung ddng thari tamoxifen hodic cac tri liéu chira estrogen voi Aremed vi didu nay c6 thé
lam giam tac dung dugc Iy ctia thude.

Anh hréng dén mar @ khodng cia xwong:

Vi anastrozole 1am giam néng dd estrogen trong mau nén c6 thé lam giam mat 46 khoang clia
xuong, va hiu qua | ¢6 thé lam ting nguy co gdy xuong.

Phuy nr bi lodng xuong hodc ¢c6 nguy co bj loang xuong can phai dugc danh gid chinh thirc mét do
xuong trude khi bat ddu diéu tri voi anastrozole va dinh ky sau d6. Viéc diéu tri hodic dy phong
loding xuong nén dugc bét dau khi thich hop va dugc theo d6i cdn than. Viée sir dung cdc phuong
phap diéu tri cu thé, ching han ding bisphosphate ¢ thé ngan chin sy mét khoang ctia xwong do
anastrozole & phy nir sau mén kinh va c6 thé dugc can nhic dp dung.

Suy gan:

Anastrozole chua duge danh gid ¢ bénh nhéin ung thu va au ];;uy gan muc do vira ho#ic néng. Mirc
d6 tiép xuic v6i anastrozole cé thé tang |én & nhimg benthHg.nfsﬁy gan, can than trong khi diing
Aremed cho bénh nhan suy gan mirc d§ vira hodc ning. Vlf;c diéu tri cdn duoc can nhic dya trén
loi ich - nguy co dbi véi tung bénh nhén,

Suy than:

Anastrozole chua dugc dénh gid ¢ bénh nhén ung thu vii bi suy thin ndng. Mire d6 tiép xtc vai
anastrozole khong tang 1én & bénh nhén suy than nang (tbc d6 loc cau than < 30 ml/phit, cin thén
trong khi ding Aremed cho bénh nhén suy thin ning.

Tré em

Khéng dung anastrozole cho tré em do d¢ an toan va hiéu qua chua duge xac dinh trén nhém déi
tuong nay.

Khéng dang anastrozole cho bé trai thiéu hut hormon ting trudng dang didu trj bd sung hormon
tang truong. Trong nghién cru 1dm sing then chét chua chimg minh duge hiéu qua va d6 an toan
chua duge xdc dinh. Do anastrozole 1am giam ndng d6 estradiol, khong ding cho cho beé gai thiéu
hut hormon ting trudng dang diéu trj bd sung hormon ting trudng. Chua c6 dit liéu vé do an toan
dai han & tré em va thanh thiéu nién.

Maén cim vi lactose:

San phdm nay c6 chira lactose. Bénh nhan ¢6 van dé di truyén v& kha ning dung nap lactose, thiéu
hut Lapp lactase hay kém hép thu glucose-galactose khong ding thude nay.

Twong tac véi cac th udc khac va cdc dang turong tac khac

Nhimg nghién ctru vé tuong tac thude trén 1am sang vl antipyrin va cimetidin chung to rﬁng su
dung chung anastrozole v&i cac thudc khdc khdng han da gay ra cdc tuong tic thube dang ké trén
lam sdng qua trung gian cytocrom P450.
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Nhitng dir kién vé tinh an toan trong cdc nghién ciru 1am sang cho thay khong c6 bang chimng vé
mét sy tuong téc thube dang ké nao trén 1am sang & céc bénh nhan dang diéu trj bing anastrozole
ma o6 dung chung céc thude ké toa théng thudng khéc.

Céc liéu phap co sir dung oestrogen khdng nén ding kém véi anastrozole vi ching c6 thé lam mat
tac dung cua nhau. _

Tamoxifen khéng nén diing ddng thoi véi anastrozole vi ¢6 thé lam giam téc ddng duge 1y cia
anastrozole.

Sir dung cho phu nir c6 thai va cho con bil

Phy nit cd thai

Dit lidu vé viée sir dung anastrozole & phy nit mang thai thi gi6i han. Céc nghién ciru trén dong vat
da cho thiy c¢6 doc tinh sinh san. C4c nguy co tiém dn dbi vdi con ngudi 1a chua biét. Chéng chi
dinh str dung anastrozole & phy nir mang thai.

Phu nir cho con but

Chua biét lidu anastrozole ¢6 duoc bai tiét qua sita me hay khong. Chéng chi dinh s dung
anastrozole & phu nir cho con ba.

Anh hwéng dén kha ning lai xe va vin hanh may moe

Anastrozole khéng lam mét kha nang l4i xe hay vin hanh may méc cta bénh nhan. Tuy nhién,
chirng suy nhugc va budn nga dd dugc ghi nhan khi sir dung anastrozole, va nén luu ¥ khi dang 14i
xe hay van hanh may méc trong trudmg hop xuét hién nhirng triéu chimg nhu vay.

T4c dung khéng mong mudn

Tan sudt Heé thcfng phdn logi co | Tdc dung khong mong muon

quan
Rét thudng xuyén Mach Nong bung mét, mirc d§ trung
(= 1/10) binh hodc vira phai
Thudng xuyén Chung Suy nhuoc muc d¢ trung binh
(= 1/100, < 1/10) holc Yua phai

He than kinh NhircYdiu~mitrc d trung binh

hodc vira phai

Hai chitng bng c6 tay

Pudng tiéu hoa Tiéu chay, mac dd trung binh
hodc vira phai

Budn nédn, mic dd trung binh
hodc vira phai

R6i loan gan mét Tang  alkaline  phosphatase,
alanine  aminotransferase  va
aspartate aminotransferase.

Da va mé dudi da Téc thua (rung toc) mire dd trung
binh hodc vira phai

Phat ban, mic d9 trung binh hoiic

v(ra phai
Co xuong, md lién két | Pau khop, mic dé trung binh
va Xuong hodc vira phai
Hé sinh san va vi Khé am dao, muc dd trung binh
ho#c vira phai
Khong thuéng xuyén R&i loan gan mét Téang gamma-GT va bilirubin
(= 1/1.000, < 1/100) Viém gan.
Hé than kinh Bubén ngu, mic db trung binh

hodc vira phai

WA



Co xuong, md lién két | Bénh ly ngon tay bét
va xuong
Pudng tiéu héa

Né6n, mic d6 trung binh hodc vira

phai
Chuyén hoa va dinh Biéng an, muc dd trung binh hodc
dudng vira phai

Tang cholesterol mdu, muc &
trung binh hodc vira phai

Chay mau 4m dao, mic d) trung
binh hodc vira phai.*

Ban do da hinh.

H$i chirng Stevens-Johnson

Phan ung di ing bao gbm phi
mach, may day va phan (ing phan
vE

Hé sinh san va vu

Rat hidm giip Da va md dudi da

(> 1/10.000, < 1/1.000)

*Chay may &m dao dugc béo cdo khong thudng xuyén, chu yéu & nhitng bénh nhén bj ung
thu va tién trién trong vai tudn ddu sau khi thay doi tir iiéu phap hormon hién tai sang didu tri
voi anastrozole. Néu hién tuong chay mau van cdn, ¢in ¢6 thém cic danh gia.

Do anastrozole 1am giam ndng dd estrogen, nén c6 thé gay giam mét d6 xuong & mot sb bénh nhan
¢ nguy ¢o gy xuong cao hon.

Béng dudi day trinh bay cac tin s xéac dinh trude céc tac dung phu trong nghién ciru ATAC, khong
ké nguyén nhan, béo c4o & nhitng bénh nhan dugc di€u tri thir nghiém va lén dén 14 ngay sau khi
ngling diéu tri thir nghi¢m.

Tdc dung khéng mong mudn Anastrozole Tamoxifen
(N=3092) (N=3094)
Noéng birng 1104 (35,7%) 1264 (40,9%)
Dau khép 1100 (35,6%) 911 (29,4%)
Loan tinh khi 597 (193%) 554 (17,9%)
Mét moi/suy nhuge 575 (18,6%).— 544 (17,6%)
Bubn nén/ Non 393 (1277%) 384 (12,4%)
Gy xuong 315(10,2%) 209 (6,8%)
Gay xuong cdt séng, hdng hodc cd tay 133 (4,3%) 91 (2,9%)
Giy xuong cb tay 67 (2,2%) 50 (1,6%)
Gay xuong cft séng 43 (1,4%) 22 (0,7%)
Giy xuong héng 28 (0,9%) 26 (0,8%)
Puc thily tinh thé 182 (5,9%) 213 (6,9%)
Chay mau im dao 167 (5,4%) 317 (10,2%)
Bénh thiéu mau tim mach cuc bd 127 (4,1%) 104 (3,4%)
Dau thit nguc 71 (2,3%) 51 (1,6%)
Nhdi mau co tim 37 (1,2%) 34 (1,1%)
Réi loan ddng mach vanh 25 (0,8%) 23 (0,7%)
Thiéu mau co tim cuc bd 22 (0,7%) 14 (0,5%)
Chay mii &m dao 109 (3,5%) 408 (13,2%)
Huyét khdi tinh mach bét kv 87 (2,8%) 140 (4,5%)
Huyét khéi tinh mach siu bao gdm PE | 48 (1,6%) 74 (2,4%)
Thiéu méu cuc bé mach mau nio 62 (2,0%) 88 (2,8%)
Ung thu ndi mac tr cung 4 (0,2%) 13 (0,6%)
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Ty 18 gay xuong 22 trén 1000 bénh nhén trong 1 nim va 15 trén 1000 bénh nhan trong 1 ndm da
dugc quan sét & cdc nhém anastrozole va tamoxifen tuong (g, sau khi theo doi trung binh 68
thang. Ty 1€ gy xuong quan sat dbi voi anastrozole la tuong tu pham vi dd dugce béo cdo ¢ déan 56
sau man kinh trong d tudi phit hgp. Chua x4c dinh duge c6 hay khong ty 1é gay xuong va loang
xuong trong ATAC & nhimg bénh nhan diéu tri anastrozole twong {mg vdi téc dung bao vé cua
tamoxifen, tdc dung déc trung cia Anastrozole, hoéc ca hai.

Ty 16 méc bénh lodng xuong 1a 10,5% & bénh nhén diéu tri v&i anastrozole va 7,3% & nhig bénh
nhén duge diéu trj véi tamoxifen. '

Théng bdo cho bdc si nhitng tdc dung khong mong mudn gdp phai khi sie dung thuéc.

Qui lidu

Kinh nghi¢m 1dm sang do v6 y sir dung thude qud liéu con giéi han. Cac nghién ciru & dong vit cho
thay anastrozole it co ddc tinh cap Cac nghlen clru 1am sang thyc hi€n véi nhitng lidu khac nhau
cua anastrozle, 1én t&i 60 mg liéu duy nhét cho nam gioi ti Ikgﬁguyén khoe manh va 1én dén 10 mg
moi ngay cho phu nir sau man kinh bj ung thu vu tién trlerv ch y céc lidu nay déu duoc dung
nap tét. Chua ghi nhan duoc mot liéu don nao cia anastrozole c6 thé gdy ra cac triéu chimg de doa
tinh mang bénh nhan.

Khéng c6 chat giai doc dac hiéu nao trong trurdng hop diing qué lidu anastrozole va xir Iy thuong 12
diéu tri triéu chimg.

Khi xir tri mot trudng hop qué liéu, cdn xem xét dén kha nang c6 thé da sir dung da tri liéu. Co thé
cho gy nén néu bénh nhan con tinh. Thim phan c6 thé hiru ich vi anastrozole khéng gin két manh
vGi protein huyét lucmg Can cham séc hd trg bénh nhan toan dién, ké ca theo doi thuong xuyén
cac dau hiéu sinh ton va theo dai sat bénh nhan.

Han ding
48 thang ké tir ngdy san xuét

Bio quan
Bdo quan & nhiét d6 dudi 30°C, tranh 4nh sang.

Dong goi

Hop 1 vi x 28 vién nén bao phim. .
TUQ. CUC TRUONG
P.TRUONG PHONG
Nha sin xudt: J@ug/m St uy Hin g
J. URIACH AND CIA., S.A. : y
Avda. Cami Reial, 51-57
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