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| 6% L,
Doc ki hwedng din su dung truede khi ditng.

Néu cdn thém thong tin, xin hoi y Men bdc si.
1g hdo cho bdc ST hiét cic tic dung Kkhing mong muidn x ay ra trong qud trinh s dung.

ROFIREX

(Vién nén bao phim Anastrozol 1 mg;

LYY
/ "/J/
1 bao phim | mg c6 chua:

Hoat chat: Anastrozol 1 mg

Ta duge: Lactose monohydrat. povidon K29/32, tinh bot natri glycolat (Typ A). magnesi stearat, opadn
white Y-1-7000, hypromellose.

CHI DINH:

Rofirex 1 mg duoc dung dé diéu tri ung thu vi tién trién o phu nir sau man kinh.

LIEU LUONG VA CACH DUNG:

Thude dung dudng udng. Ding theo chi dan cua bac si diéu tri.

Liéu khuyén cao nhu bang dudi day:

- Ngwoi lon, ké ca ngweoi cao tuéi: | vién 1 mg x 1 lan/ ngay

- Tre em: Khong khuyén cao dung anastrozol cho tré em

- Ngwoi suy thdn nhe: Khong can chinh liéu

- Nguwoi suy gan nhe: Khéng can chinh liéu

ROFIREX dugc trinh bay dudi dang hop 30 vién nén. gdm 2 vi 15 vién. Bénh nhin nén bat dau ding vi

thir nhat la uéng 1 vién theo ngay trong tuan nhu chi dan trén vi, va két thic vao vién cudi ciing duoc
danh dau ~“Take Last™ nhu chi dan. Sau dd. bénh nhan tiép tuc dung sang vi thir hai, cach uong theo chi

dan trén vi. giong nhu vi dau tién.

CHONG CHI PINH:

Bénh nhan man cam voi anastrozol hoic bt ky ta duoc nao cua thude.

Phu n mang thai va cho con ba.

Bénh nhan tién man kinh, bénh nhan suy thin ning. suy gan trung binh dén nang.

CANH BAO VA THAN TRONG:

Thean trong chung.

Anastrozol khong duoge dung cho phu nir tién man kinh do hiéu luc va d6 an toan cua thudc chua duoc

xdc lap trén nhom bénh nhan nay.

Anastrozol lam giam ndng do estrogen trong mau va co thé lam giam ti trong khoang cua xuong, Do vy,

s¢ lam tang nguy co lodng xuong trén bénh nhin dung anastrozol, nhat la ding kéo dai. Khi d6 can phai
giam sat chat ché ti trong khoang cua xuong bang cach do ti trong xuong.

Tre em:

Khong dugce ding anastrozol cho tré em vi chua xdc dinh duge hiéu luc va dd an toan.

Thdn trong khac:

Chua c6 dit liéu ve do an toan cua anastrozol ¢ bénh nhan suy gan vira toi ning. hoac bénh nhan suy than
nang (Cl., <20 mL/ phat). Can danh gia loi ich/ 1 nguy co trude khi dung anastrozol,

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: —
Rofirex 1 mg duong nhu khéng anh hudng 161 kha nang lai xe hay van hanh may méc. Tuy nhién, da c6
bao cao mét moi, budn ngu. Vi vay can thin trong khi lai xe, van hanh may moc khi ¢o biéu hién nay.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai

Anastrozol duoc danh gia la anh huang cho phu nir mang thai & mirc C (theo én pham “thude ké don cho
phu nir mang thai” 151_1 thir 4 cua Bo y té Australia- TGA). Vi anastrozol tic ché cac chuyén hoa phu thuéc
estrogen, do do co thé gay xay thai. Vi khong ro liéu anastrozol ¢o qua dugc nhau thai nguai hay khong,
khéng dugc dung anastrozol cho phu nit mang thai.

Thoi ky cho con bt

Chéng chi dinh anastrozol cho phu nit cho con bi do chua rd liéu thude ¢é phan bé vao sira me hay
khéng.

TUONG TAC THUOC:

Khong nén phoi hop anastrozol voi tamoxifen va/ hoic cac phac do diéu tri co chira estrogen, vi ¢6 thé

lam giam tac dung cua anastrozol.
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Néng db cao cua anastrozol da duge chiang minh o in vitro la (rc ché phan tng chuyén hoa duoc xic tac
boi CYP450 isozyme. dac biét la | A2. 2C8/9 va 3A4. Tuy nhién anastrozol dugc cho 1a khong gay tuong
tac quan trong nao khi duoc diing o liéu Khuyén cao.

Cac nghién curu chuyén biét ciing khong chi ra dugc tuong tac dang ké nao gilra anastrozol voi warfarin.
cimetidine. antipyrine hodc cac biphosphonat.

TAC DUNG KHONG MONG MUON (ADR):

Cac nghién ciru 1am sang chi ra ring anastrozol dugc dung nap tét. Cac tac dung khong mong muon duoc
bao cao ciing tuong tu nhu cac thuoc Gic ché aromatase khac nhu tamoxifen. Hau hét cac truong hop deéu
nhe t6i vira va khong can phai diéu chinh liéu hoac ngimg thude.

Rat hay gap (ADR> 10%):

Nong bung. WA
Hav gép (ADR > 1% va < 10%): ;,Tf’

- Suy nhuoc, dau cung khop

- Réi loan tiéu héa bao gdm tiéu chay. budn non
- Pau dau

- Phat ban

- Rung toc

- Khé am dao

- Mét moi. hodc kho van dong

- Héi ching 6ng cé tay” (CTS)

- Tang phosphatase kiém. alanine aminotransferase va aspartat aminotransferase.
It gap (ADR> 0.1% va < 1%):

- Hoi

- Non

- Ngu ga

- Tang cholesterol mau

- Xuat huyét am dao™

- Tang gamma-GT va bilirubin.

- Viém gan

Rat hiém gap (ADR= 0.1%):

- Phan tmg di timg (bao gom phi mach, may day va qua man)
- Hgi chung Stevens-Johnson

- Hf)ng ban da dang.

" Cac nghién ciru lam sang cho Ihay anastrozol gay nguy co hoi ching 6 ong cb tay cao hon tamoxifen. e
Trong d6 ¢6 nhiéu bénh nhén co yéu té nguy co mac hoi ching nay. ;-,N_ﬁl
Xuat huyét am dao la tac dung it gap, thuong xuat hién & bénh nhan bj ung thu vi tién trién, trong vai  Jin pHi
tudn ddu sau khi chuyén tir diéu tri bang hormon sang diing anastrozol. Néu xuat huyét kéo dai. can tién DAI DIA
hanh cac bién phap danh gia kip thoi. | THAN};I

Mot nghién cuu lam sang phase IlI tién hanh trong 5 ndm voi phu nir sau man Kinh bi ung thu vii co thé e
mo duge da bao cdo nguy co bi thiéu mau cuc bé co tim trén cac bénh nhan dung anastrozol so voi nhom 10 CHIM
ding tamoxifen. Su khac biét nay khong ¢6 y nghia vé mat lhcmg ké va chu yéu do c6 nhiéu bao cdo trén \T
—

nhom bénh nhan bi dau nguc do lién quan dén tién sur bj bénh thiéu mau cuc b co tim.

DUQC LUC HOQC:

Co ché tdic dung: \
Anastrozol 1a mét tac nhan (e ché men aromatase khong steroid manh va c6 tinh chon loc cao. _ \
Anastrozol tic ché chon loc qué trinh chuyén androgen thanh estrogen ma khong anh huong t6i sinh tong

hop cua cac corticosteroid tuyen thuong than, aldosterone va hormon tuyen giap. P
O phu nir sau thoi ki man kinh, sy bai tiét estrogen cua budng trimg giam, nguon estrogen chu yéu la do
chuyén déi cac androgen tuyén thuong than thanh estron va estradiol ¢ cac md ngoai bién rdi duge déng
héa boi men aromatase (men xuc tac 1ong hop estrogen) tao thanh estrogen. Anastrozol (¢ ché chon loc .
qué trinh chu)en cac androgen thanh estrogen bang cach tic ché phuc hop men aromatase thong qua lién

két canh tranh vao heme trén don vi Cytochrome P450 (CYP450) cua men.

Khi trc ché tong hop estrogen o tat ca cac mo s€ lam giam nong do cua estrogen trong mau, bao gém ca

estron, estradiol, estron sulphat. vi vay s€ co loi cho bénh nhén ung thu vu . Liéu anastrozol 1 mg lam

giam sinh tong hop cua estradiol toi hon 80%. Véi co ché nay, cac thude i che men aromatase chi thich

hop cho phu nir sau méan kinh kem mac bénh ung thu vii ¢6 thu thé estrogen duong tinh (ER (+)).

i
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DUQC PONG HOC:

Hip thu:

Anastrozol dugc hap thu nhanh vao vong tuan hoan va dat sinh kha dung cao sau khi uéng. Anastrozol
khong dugc chuyén hoa trude khi vao tuan hoan. Nong do dinh dat dugc trong vong 2 gio sau khi ung.
Khi uéng hang ngay, 90-95% nf")ng do 6n dinh dat duoc sau 7 ngay. Tac dung (¢ ché estrogen toi da xuit
hién sau 3-4 ngay, va anastrozol lam giam nong dé estradiol trong mau & bénh nhan ung thu vi téi trén
80%.

Thue an lam giam toc do hap thu nhung khong anh hudng dang ké vé mit lam sang, vi mic do hap thu la

khong thay doi . gt
Cac théng so dugc dong hoc cua anastrozol khéng phu thude vao thoi gian va liéu. ///
Phin bo: !
Trong giéi han liéu diéu tri, anastrozol gin két khoang 40% véi protein huyét tuong. Khong ro liéu
anastrozol c6 qua duoc hang rao nhau thai ngudi hay khéng. Tuy nhién. anastrozol dugc biét la qua duoc
nhau thai tho va chudt. Khong rd liéu anastrozol ¢6 bai tiét theo sita me hay khong.

Chuyén héa: ‘
Anastrozol duoc chuyén héa chinh & gan, chuyén héa o gan chiém gﬁn 85%. Cac con duong chuyén hoa
bao gom N-dealkyl hoa, hydroxyl hoa va lién hop voi acid glucuronic. Cé ba chat chuyén héa chinh duoc
xac dinh trong mau va tac dung tre ché aromatase cua thude la do anastrozol va cac chat chuyén hoa nay.
Thai trir:

Thoi gian ban thai cua anastrozol sau khi uéng & phu nir sau man kinh khoang 40-50 gio. Thude dugc thai
trir qua than chi dudi 10% o dang khéng déi trong vong 72 gi¢. Nhu da noi o trén, con dudng thai trir
chinh la qua gan, chiém gan 85 % luong thudc duoc thai trir.

Duge dong hoc o cac doi urgng ddc biét:

Khoéng thay su khac biét duoc dong hoc giita cac nhom tudi phu nir sau man kinh khoe manh va phu nir by
ung thu va khi nghién ciru trén phu nir ngoai 80 tu01 va phu nir tré dudi 50 tuoi.

Sur thai trir cua anastrozol duong uéng bi giam gan 30% o ngudi bi xo gan do rugu so véi ngudi ¢ chire
nang gan binh thuong. Tuy nhién néng dé anastrozol trong mau cia ngudi xo gan nam trong khoang
tuong duong voi nguoi khoe manh.

Mic du d¢ thanh thai thdn cua anastrozol bj giam ti I voi dd thanh thai creatinin va bi giam gﬁn 50% o
nguoi suy than nang (Cler < 30 ml/pht/1,73 m”) nhung d thanh thai toan phan cta anastrozol khong bi
giam ¢ ngudi suy than nang. Do than khong phai la con duong chuyén hoa chinh, vi vay khong can phai
giam liéu & bénh nhan suy than.

QUA LIEU VA XU TRI KHI QUA LIEU

Cé it thong tin vé qua liéu va doc tinh cap khi diing anastrozol. Trong céc thir nghiém lim sang cho thay
anastrozol dung nap tét khi ding don liéu cao t6i 60 mg cho nhiing ngudi tinh nguyén khoe manh va liéu
hang ngay cao td1 10 mg cho phu nit sau man kinh bj ung thur vii tién trién. f”o’z\}\\ . ’
Khong ¢ diéu tri dac hiéu khi qua liéu. Can ngung cac thude phdi hop trude khi diéu Mheu Co the
dung bién phap gy non, tham phan mau co thé hiéu qua vi anastrozol khong gén kehnhlxu\bm protein.
Diéu tri nang d& bao gom theo doi sat bénh nhan va cac dau hiéu sinh ton cia bénh nha.n ~|r

BAO QUAN: gy -

Bao quan noi kho mat. tranh anh sang. Nhiét dg dudi 30°C. -'\ ij{; Y/

Pé thude xa tim tay tré em. /( o

Doc ki hwdng din sir dung trieée khi ding. .

Khéng ding thuéc di qud han sir dung. { : /

DANG BAO CHE VA QUY CACH PONG GOLI: Q) ) / ’/[7(/// A
Hop 2 vi x 15 vién nén bao phim ‘!\ T [

TIEU CHUAN CHAT LUONG:

e NN S,

HAN DUNG: '

36 thang ke tr ngay san xuat.

Sdn xudt bii: PHO CUC TRUONG

DOUGLAS MANUFACTURING LTD. ~ s
Corner Te Pai Place and Central Park Drive, E/Vy“yéﬂ ’ch %OM __}!

Lincoln, Auckland, New Zealand.

{chinh swa ngay 20/02/2014)



