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ANASTROZOLE STADA®1mg

Active ingredient: Anastrozole
Aromatase Inhibitor

Batch No.
URTIO Y

Anastrozole STADA” 1mg

Manufactured by: Composition: Sold only by prescription
Haupt Pharma Munster GmbH, Emwmo“.':m 1 e R R
Schieebriiggenkamp 15, : 2 :
As directed by physicians.
48159 Manster, Germany. Please read the package ins? Jauhkan dari kanak-kanak.
Do not store above 30°C. Ubat Terkawal
Keep drugs out of reach of children.
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ANASTROZOLE STADA®1mg

Active ingredient: Anastrozole
Aromatase Inhibitor
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STADA

Anastrozole STADA® 1mg LRIy Malaysia: Stadpharm Sdn. Bh. =
Active ingredient: Anastrozole lyiawizlsanemna B05-05, 5th Floor, 3-Two Square, Jalan 19/1,
46300 Petaling Jaya,

Selangor Darul Ehsan, Malaysia

poisoN | #5538 Thailand: Stada Asiatic Co. Ltd.

3 Soi Lasalle 29 Sukumvit 105 Road,
auan | dlesd Bangna, Bangkok 10260, Thailand
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MAU NHAN PHU THUOC
Tén thudc: Anastrozole STADA® 1mg

Hop 2 vi x 14 vién

Hop 3 vi x 10 vién

Ry THUOC BAN THEO PON
Anastrozole STADA® 1 mg

Hogt chiit, ham lwgng: Anastrozol 1,0 mg
Quy cach dong goi:
Hop 2 vi x 14 vién bao phim.
Chi dinh, cich ding, chéng chi dinh va cic théng
tin khac: Xem “T& huéng dan sir dung” kém theo.
Bio quan: Khong qua 30°C.
S6 16 SX, NSX, HD: xem trén bao bi.
S6 diing ky:
San xuat tgi: Haupt Pharma Minster GmbH
48159 Miinster, Germany.
Nhip khiu béi:

Dé xa tim tay vdi ciia tré em.
Doc ky HDSD trudce khi dung

Rx THUOC BAN THEO PON
Anastrozole STADA® 1 mg

Hoat chiit, ham lwgng: Anastrozol 1,0 mg
Quy ciach dong goi:

Hop 3 vix 10 vién bao phim.
Chi dinh, cich ding, ching chi dinh va cic thong
tin khic: Xem “T& huéng dan sir dung” kém theo.
Bio quan: Khong qua 30°C.
S616 SX, NSX, HD: xem trén bao bi.
S6 diing ky:
San xuat tai: Haupt Pharma Minster Gr
48159 Miinster, Qerm:
Nhip khéu béi:
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TG HUGNG DAN SU DUNG

Anastrozole STADA® 1mg

THANH PHAN
M@i vién nén bao phim chifa:
1mg
Té duge vita do 1vign

(I.Aactuse monohydrat, tinh bjt natri glycollat, povidon K 25, magnesi stearat, aquapolish white)

Mo T
Vign nén tron, bao phim mau trdng, mjt mt cd khdc vach chir A1, hai mat khum.

ougcLyc
Anastrozol 12 mt thudc Uc ché men aromatase thudc nhém khong steroid, c6 tinh chon loc cao va téc
dyng manh. § phy nd sau man kinh, estradiol dugc sinh ra chii yéu tir qua trinh chuyén ddi tis
androstenedion sang estrone qua enzym cd kha ning tdng hgp aromatase trong md ngogi bién. Sau
do, estron chuyén thanh estradiol. Néng df estradiol gidm tao ra tic dyng c6 Igi cho phy n bj ung thy
vit. O phy nit sau man kinh, lidu anastrozol 1 mg diing hang ngay tao ra 1 lugng estradiol I6n hon 80%
sl dyng phudng phép dinh lugng c6 dd nhay cam cao.

Anastrozol khong tao ra progestogen, androgen hay estrogen.

Anastrozol liéu hang ngay l&n dén 10 mg khdng gdy dnh hudng d&n qua trinh tich tr cortisol hay
aldosterone, dugc do trudc va sau khi thdm dinh phuong phép chudn ACTH. Do d6 khéng cdn bd sung
corticoid.

Liéu phap diéu trj hd trg ban d4u cho ung thu vi giai doan sém.

Khi da quy8t dinh diéu trj, ngudi mc bénh ung thu vii va béc sTnén danh gid ich Ii va nguy co clia
vige diéutrj.

Higu qua va tinh an toan khi diing k&t hgp anastrozol va tamoxifen tuong ty nhu khi ding don, khdng
k& dén tinh trang cla cdc thy thé hormon. Tuy nhién, nguyén nhan co phai do mic estradiol ti
anastrazol sinh ra gidm hay khang van chua rd rang.

Bnh nhi: Anastrozol chgng chi dinh cho tré em. Cdc nghién cdu chua chiing minh dugc higu qua clia
thudc & tré em. S5 tré em tham gia nghién clu qué it khong di dé dua ra k&t luin vé d9 an toan cla
thudc. Chua tim thdy di ligu vé higu qua lau dai trong didu tri bing anastrozol cho tré em.

DUGC BONG HOC

- Hap thu: Anastrozol dugc hip thu nhanh va dat néng d9 dinh trong huyét tudng trong 2 gid sau khi
udng (khi déi). Thic &n cd thé lam gidm nhe toc d hap thu chir khong lam gidm muc do hap thu clia
thudc. Sy thay déi nhé clia toc do hap thu khong gdy ra mot téc dong dang k& nao vé m3t 1am sang
\rén ndng do thudc & pha dn dinh trong huyét tuong khi dung liéu anastrozol duy nht trong ngay.
Khodng 90-95% ndng dj clia anastrozol § pha dn dinh trong huyét tudng dat dugc sau 7 ngay vdi liéu
duy nhét trong ngdy. Khong c6 bing ching nao cho thdy cdc tham sb vé dugc dong hoc cla
anastrozol phy thudc vao lidu dung hogc thai gian sif dyng.

- Phan bé" Anastrozol chi gin k&t 40% véi protein huyét tuong.

- Thai trur: Anastrozol dugc thai trif cham vdi thi gian ban thai 12 40-50 gid.

~ Chuyén héa: § cac bénh nhan nil sau min kinh, anastrozol dugc chuy&n héa manh, it hon 10% liéu
dugc bai tit ra nudc tidu dudi dang khdng ddi trong vong 72 gid sau khi udng. Anastrozol dugc chuyén
hoa bang céch N-dealkyl hoa, hydroxy héa, va glucuronic hoa. San phdm chuyén hoa duge bai tit
chi y&u ra nudc tiu. Triazole, san phdm chuyén hoa chinh trong huyét tuong, khong c6 hiéu qud dc
ch& men aromatase.

- D0 thanh thai biéu kign clia anastrozol sau khi udng & ngudi tinh nguyén bi xo gan 8n dinh hay tdn
thuong than thi tuong ty vdi dg thanh thdi @ ngudsi tinh nguyén khoe manh.

- Dugc dong hoc clia anastrozol khdng phy thudc vao do tudi clia phy nd sau man kinh.

- Dugc dgng hoc trén tré em: Nhiing tré trai ddy thi mdc ching ni hda tuyén vo, anastrozol duge hip
thu nhanh, phan bd rong, va thai trir chdm véi chu ky bén thai khodng 2 ngay. B9 thanh théi clia
anastrozol & tré gdi thp hon & tré trai, va do phoi nhiém cao hon. O tré gdi, anastrozol dugc phan bg
1hng va thai trit chdm vdi chu ky ban thai udc tinh khodng 0,8 ngay.

CHIBINH

- Diéu tri ung thu v tién trién cho phy nd sau man kinh. § nhiing bénh nhan c6 thy th oestrogen am
tinh, higu qué cba thubic chua dugc chimg minh trif khi c&c bgnh nhan nay da c6 dap ing tich cyc trén
lam sang voi tamoxifen trudc dé.

- Diutri hd trg cho phy ni sau man kinh bj ung thu vii giai dogn sém c6 thy thé hormon duong tinh.

- Diutri hd trg cho phy nl sau man kinh bj ung thy vii giai doan sdm c6 thy thé hormon duong tinh va
da dung tamoxifen 2-3 nam.

LIEU LUGNG VA CACH DUNG

Anastrozole STADA® 1 mg dugc dung qua dubing udng.

Ngudi Idn, ké ca ngudi cao tudi: 1 vién 1 mg udng ngay 1 ln.

- Tré em:Khdng dugc khuyén ding.

- Ngudi bj t6n thitdng chiic ndng gan va thin:

Khong cén thay ddi lidu lugng & bgnh nhan c6 bénh Iy than nhg hojc vira.
Khong cdn thay ddi lidu lugng & bgnh nhan cd bénh Iy gan nhe.
D0i véi céc bgnh phat hign sdm, thdi gian didu trj dugc khuyén céo trong 5 nam.

cubna CHI DINH

—  Bénh nhén tidn man kinh,

- Phy nil mang thai hodc cho con bu.

- Bénh nhan bj tdn thuong chic nang thdn ndng (40 thanh thi creatinin < 20 ml/phit).

- Bgnhnhan c6 bgnhly gan trung binh hogc ngng.

~  B@nh nhan qua man cdm vdi anastrozol hodc véi bit cif cac thanh phin nao cla thudc.

- Khong nén ding phdi hgp anastrozol véi cdc tri ligu c6 chifa oestrogen vi ching cd thé 1am mat tic

dyng dugc ly clia thudc.

- Khéng diéu tri cung lic véi tamoxifen.

CANH BAO VA THAN TRONG

- ('nhiing bénh nhan c6 bgnh tim do thigu méau cyc b trudc dé, ti 18 mdc bénh tim mach do thigu mau

cyc by khi ding anastrozole ting cao han ding tamoxifen (17% so véi 10%). Nén cin nhic gida lgi ich
VA nguy cd khi ding anastrozol cho bénh nhan dang mac bénh tim do thigu méau cyc bd.

- Khodng nén dung anastrozol cho tré em va thanh thigu nién do hi¢u qua va tinh an toan cla thudc chua
xac dinh cho nhém bénh nhan nay.

- Khéng nén dung anastrozol cho bé trai bj thi€u hormon tang trudng va dang diéu trj . Higu qué va tinh an
toan clia thudc chua dugc ching minh qua thir nghigm ldm sang. Do lam gidm néng d estradiol nén
anastrozol khdng dugc dung cho bé gai bj thidu hormon ting trudng va dang didu tri. DT lidu vé df an
ton ldu dai clia thudc ddi véi tré em va thanh thigu nién chua dugc thigt lap.

- Tinh trgng mén kinh cdn dugc xac dinh bing xét nghigm sinh héa & nhiing bénh nhan nghi ngd vé tinh
trang ndi tiét.

- Chua c6 db da ligu ching minh tinh an ton cla anastrozol khi dung cho bgnh nhan bj tdn thudng gan ¢
mc trung binh hodc t8n thuang than & mic ndng (49 thanh thi creatinin < 20 ml/phat).

- Phy n bj lodng xung hoc cé nguy cd lodng xudng nén dugc danh gid chinh thic mat df xudng bing
mdy do, nhu may quét DEXA, trudc khi bat ddu diéu tri bing anastrozol va theo dinh ky sau dé. Vigc diéu
tri hodc dy phong bénh lodng xuong nén dugc bt ddu khi thich hgp va dugc theo déi cdn than.

~ Chua c6 d ligu vé viéc dung anastrozol véi chat ¢6 cdu tric tuong ty LHRH. Vigc két hgp nay khdng nén
dugc tién hanh trir khi st dyng trong céc thif nghi¢m lam sang.

- Do anastrozol 1am ha mic oestrogen Iuu thdng nén c6 thé 1Am lodng m4t do xudng, gay nguy cd gay
xuong. C6 the xem xét d&n vigc dung cc bisphosphonat dé diéu trj ching lodng xuong & phy ni? sau mén
kinh dang dung anastrozol.

- Thudc ndy c6 chia lactose. Nhiing bénh nhan c6 vin dé di truyén hiém gip do khong dung nap
galactose, thiéu men Lapp lactase hodc bi hdi ching kém hép thu glucose-galactose khong nén ding
thufc nay.

TUONG TAC THUGC

- Anastrozol ic ché cytochrom P450 1A2, 2C8/8 va 3A4 in vitro, nhung céc nghién clu vé tuong tic thudc
trén 1am sang véi warafin cho thay ding anastrozol liéu 1 mg khdng gdy c ché dang k& dén qué trinh
chuyén héa clia c4c cht dugc chuyén héa qua cytochrome P450.

- Chua co bing ching nao vé tudng tdc thudc ddng k& trén lam sang gila anastrozol va cdc
bisphosphonat.

Khong nén dung d8ng thdi véi tamoxifen vi ¢6 thé 1am gidm tac dong dugc ly cha anastrozol.

PHU N CO THAI VA CHO CON Bu
Anastrozol chéng chi dinh cho phy n mang thai vacho con ba.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Anastrozol khong gdy &nh hubng dén khd nang lai xe va van hanh may cla bénh nhan. Tuy nhién, c6
béo céo vé truding hgp suy nhuge va bubn ngl khi diing anastrozol va cdn phéi than trong khi 1di xe hodc
van hanh méy trong lic vin con céc trigu ching trén.

TAC DYNG PHY

~ Rt thudng xuyén (>1/10): nhic ddu (nhe dén visa), con bac hda, budn non, ndi man, dawcing khdp, suy
nhugc.

- Thubing xuyén (1/100, <1/10): chén &n (chi yéu & mlc d) nhe), ting cholesterol méau (chl yéu & mic do
nhe), budn nuu (chu yéu & mic do nhe), h0| ching ngh&n ranh cd tay, tiéu chay, non, tang alkalin

ryng toc, phan (ng dj ing, dau xudng, kho

am dgo.

~ Khéng thudng xuyén (1/1000 dén <1/100): ting g-GT va bilirubin, viém gan, ndi may day.

- Higm (1/10000 d&n <1/1000): hdng ban dgng, phan Ung phan vé.

- Rét hi€m (<1/10000): chua bigt (khong thé udc doan trén di ligu sn co): hdi ching Stevens-Jonhsen,
phi mach.

QuA Ly
Trigu chung: Kinh nghigm lam s3gg do
vét cho thdy anastrozol cé it do
Cac nghién cliu lam sang dugc thy
cho nam gidi tinh nguyén khée mank v
tién trién, cho thdy céc liéu nay dugc\dunghdp t6t Lhua ghi nhan dugc mot ligu don ndo cla anastrozol

lidu anastrozol va x{ tri thubing 13 diéu tri trigdehung.
Diéu trj: Khi x{r trf mot trudng hgp qua lidu, c4n xem xét dén kha ndng c6 thé da sir dyng da trj ligu. Co
thé cho gay non sau khi udng than hogt tinh hodc than. Thdm phan c6 thé hilu ich Wi anastrozol khong
gdn két manh véi protein huyét tuong. C&n cham séc hd trg bénh nhan toan dién, ké ca theo dai thubing
xuyén cac ddu higu sinh tdn va theo ddi sat bénh nhan.

BAO QUAN:  Bio quin & nhigt o khong qua 30°C.

HANDUNG: 48 thang k& tif ngay sdn xudt.

DONG GOI: Vi 14 vién. Hop 2 .

Vi10 vién. Hpp 3 vi.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xust.

THUGC NAY CHI DUNG THEO BON CUA BAC ST
D& xa tim tay tré em
Khéng ding thudc qua thai han sir dyng
Doc kj hudng din sit dyng Irvdc khi ding
DE biél thém thong tin chi 1ié1, xin héi § kién cia bdc s
Théng bao cho béc sT cdc tic dyng khdng mong mudn gip phai khi si dung thuée

San xuat boi Haupt Pharma Munster GmbH, Schleebriggenkamp 15, 48159 Mnster, Germany.

Ngay duyét ndi dung toa: 24/09/2014
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