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™ ANDROBLOK THUOC POC

(Vién nén bao phim Bicalutamide 50 mg)

Thuoc nay chi ding theo don thuoc.

Doc ky huedng dan triecée khi sir dung.

Dé xa tam tay tre em.

Théng bdo ngay cho bdc st hodic dwoc si nhitng phan 1tng 6 hai gip phai khi sir dung thudc.

1. Thanh phin, ham lwong ciaa thude. /[[
Moi vién nén bao phim chira: : /Z/

Thanh phan hoat chét: Bicalutamide ..................... 50 mg
Thanh phan ta duogc: Lactose monohydrate, Sodium Starch Glycolate, Povidone (K30),
Magnesium stearat, Opadry II White 33F28627.

2. Mo ta san pham: vién nén tron bao phim mau trang dén trang nga, hai mat 16i, mot mat
co dap “485°, mdt mat tron.

3. Chidinh
Diéu tri ung thu tién liét tuyén tién trién phdi hop véi cac chit ¢6 cdu tric twong tu LHRH

hodc phau thuat cit bo tinh hoan. y
e

4. Liéu dung, Cich dung

Nguoi 1on: @
Nam ké ca ngudi cao tudi: 1 vién (50mg) ngay mét lan. \
Diéu tri bang bicalutamide nén duoc bt dau it nhat 3 ngay trude khi bat dau diéu tri véi mot Q

chét ¢6 cau tric tuong tw LHRH, hoic cung lic véi phau thuét cit bo tinh hoan.

Suy thén: khong can thiét hiéu chinh lidu ¢ bénh nhan suy than.

Suy gan: Khong can thiét hiéu chinh liéu cho bénh nhan suy gan nhe. Su ting tich liiy thudc
c6 thé xay ra & bénh nhan suy gan vira va ning (xem phan "Canh b#o va Thén trong")

Tré em: Bicalutamide chéng chi dinh sir dung & tré em dudi 18 tuoi.

5. Chong chi dinh

Bicalutamide chdng chi dinh & phu nit va tré em dudi 18 tudi.

MAn cam véi duge chat hodc bat ctr thanh phan nao cua thude.

Chédng chi dinh sir dung dong thoi bicalutamide véi cac thudc terfenadine, astemizole hodc

cisapride (xem muc “Twong tiac thuoc”).

6. Canh bao va Than trong

Khéi dau didu tri nén duoc giam sat truc tiép ciia mot chuyén gia y té. Bicalutamide duoc
chuyén héa manh ¢ gan. Cac dir li¢u bao cdo cho théy viéc thai trir thude c6 thé cham hon &
nhirng nguoi bi suy gan ndng va diéu nay c6 thé lam tang tich lily bicalutamide. Do do,
bicalutamide nén dugc sir dung than trong ¢ nhirng bénh nhan suy gan vira va nang.

Nén kiém tra dinh ky chiic ning gan vi ¢6 thé ¢ cac thay d6i & gan. Phan 16n cac thay doi
duoc du kién s& xay ra trong vong 6 thang dau diéu tri bang bicalutamide.

Hiém gip nhiing thay doi trAm trong & gan va suy gan khi diéu tri bing bicalutamide, truong
hop gay tir vong cling da dugc bao cao (xem phan "Tac dung khéng mong mudn"). Viéc
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diéu tri bang bicalutamide nén ngimg lai néu cac thay doi nay tré' nén trim trong.

Giam dung nap glucose da dugc bao cdo & bénh nhan nam dugc cho dung chat chu vén
LHRH. Diéu nay c6 thé biéu hién nhu bénh dai thao duong hodc mat kiém so4t duong huyét
0 nhimg bénh nhan da bi bénh dai thao duong tir trude. Do d6. nén theo doi dudng mau o
nhing bénh nhan dung bicalutamide két hop véi cac chat chu van LHRH.

Bicalutamide da duge bdo céo la gay trc ché cytochrome P450 (CYP 3A4), do vay nén than
trong khi dung chung véi nhung, thude chuyén héa chu yéu bang CYP 3A4 (Xem "Chéng chi
dinh" va "Tuong tic thudc").

Liéu phdp irc ché andr ogen c6 thé kéo dai khodng or

O nhiing bénh nhén ¢6 tién su hodc céc yéu t6 nguy co lam kéo dai khoang QT va nhun0
bénh nhan dung dong thoi véi cac thude cé thé kéo dai khoang QT béc si can danh gia loi ich
S0 v&i nguy co tiém an xudt hién xodn dinh trudce khi sir dung bicalutamide.

7. Sir dung thudc cho phu nir ¢ thai va cho con bu

Phu nir ¢6 thai va cho con bua: Bicalutamide chéng chi dinh str dung ¢ phu nir, khong duoc
dua thude nay cho phu nit ¢6 thai va cho con b.

Tré em: Bicalutamide chéng chi dinh str dung & tré em duéi 18 tudi.

8. Anh huong cia thuée 1én kha niang lidi xe va van hanh may méc

Bicalutamide gan nhu khong lam suy giam kha nang lai xe hay van hanh mdy moéc cua cac
bénh nhan. Tuy nhién, can luu y budn ngu thinh thoang c6 thé xay ra. Bt ky bénh nhan nao
bi anh hudng, can than trong khi dung thudc.

ANDROBLOK (Bicalutamide) ¢6 chita lactose. Bénh nhan ¢ van dé di truyén hiém gip vé
khong dung nap galactose, thiéu hut Lapp lactase hodc kém hap thu glucose-galactose khong
nén dung thudc nay.

9. Twong tac thude

Twong tdc cua thudce voi thuoe khdc va cdc loai fiong tac khac

Khong c6 bang ching vé tuong tac dugc luc hoc hay duge dong hoc gitra bicalutamide va
cac chat c¢6 ciu tric tuong tu LHRH.

Céc nghién ctru in vitro cho thiy R-bicalutamide 1a mot chit tc ché CYP 3A4, voi tac dong
tre ché yéu hon trén CYP 2C9, 2C19 va 2D6.

Mic du céc nghién ctru 1am sang dung antipyrine lam chét danh d4u hoat tinh cytochrome
P450 (CYP) cho thdy khong cé tuong tac thudc véi bicalutamide, nhung muc do tiép xuc
midazolam trung binh (dién tich dudi dudong cong AUC) tang dén 80% sau khi dung chung
v6i bicalutamide trong 28 ngay. Dbi v6i nhitng thude ¢6 chi sé diu tri hep, can luu ¥ dén su
gia tang nay. Do vay, chdng chi dinh dung dong thoi véi terfenadine, astemizole, cisapride
(xem muc Chdng chi dinh) va than trong khi dung bicalutamide chung v&i cac hop chat nhu
cyclosporin va cac chat chen kénh calci. Can giam liéu cac thudce nay, dic biét néu cac tac
dung ngoai ¥ tang. Ddi vai cyclosporin, nén theo doi chat ché nong do huyét twong va tinh
trang 1am sang sau khi khoi dau diéu tri hay sau khi ngung dung bicalutamide.

Nén than trong khi ké toa bicalutamide chung véi nhitng thudc c6 kha ning trc ché su oxi hoa
nhu cimetidine va ketoconazole. Theo 1y thuyét, viéc ding dong thdi nay cé thé lam ting
ndng do bicalutamide trong huyét tuong va cé thé lam tang tac dung phu.

Céc nghién citu in vitro cho thiy bicalutamide c6 thé chiém chd cua cac chét chong dong
coumarin, warfarin & céc vi tri gin két voi protein. Vi thé néu bat dau diéu tri bang
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bicalutamide ¢ nhiing b¢nh nhan dang dung cac chat chong dong coumarin, nén theo dai chit

ché thoi gian prothrombin.

Boi vi diéu tri wc ché androgen c6 thé kéo dai khoang QT, viéc su dung dong thoi
bicalutamide véi cac thude duoce biét 1a gay kéo dai khoang QT hoigc cac thube c6 thé gay
xoan dinh nhu thube chéng loan nhip nhom IA (nhu quinidine, disopyramide), hodc nhom 111
(nhu amiodarone, sotalol, dofetilide, ibutilide), methadone, moxifloxacin, thudc chéng loan
than, vv...nén dugc danh gid can than (Xem muc "Céanh b4o va Than trong").

Tré em

Bdo cdo vé tuong tac chi dugc tién hanh ¢ nguoi lon.

10. Tac dung khong mong muon

Téac dung khong mong mudn

nhu sau:

y2

/

Co quan Tan suat T4c dung khéng mong mudn
Ro6i loan mau va hé bach | Rat thuong gap | Thiéu mau
huyét
Ro6i loan hé mién dich It gap Phan mg qua man, phu mach, noi mé day
Rbi loan chuyén héa va | Thuong gap Gidm ngon miéng
dinh dudng
Réi loan tim than Thuong gap Giam ham mudn tinh duc
Tram cam

Rdi loan hé than kinh Rét thuong gip Chéng mat

Thuong gap Budn ngu

R61 loan tim

Thuong gap Nhdi mau co tim (di c6 béo cdo tir vong)®
Suy tim*
Chua rd Kéo dai khoang QT

Ro1 loan mach mau

Rét thuong gap

Nong bung

R&i loan ho hap, nguc va
trung thit

it gap

Bénh ly phoi mé k&’
Da cé bdo cdo tur vong

R6i loan tiéu hoa

Rét thudong gap

Dau bung, tdo bon, buén non

Thuong gap

Ro1 loan tiéu héa, day hoi

Ro1 loan gan mat

Thuong gap

X A ‘ - : I
Nhiém ddc gan, vang da, tang transaminase

Hiém

Suy gan’ (da c6 béo céo tir vong)

R6i loan da va mo dudi da

Thuong gap

Rung toc

Réam 16ng/ moc toc lai
Da kho

Nguwra

Phat ban

Hiém

Nhay cam v6i anh sang

ROi loan than va tiét ni¢u

Rat thudong gip

Tiéu ra mau

Roi loan co quan sinh san
va vu

Rét thuong gap

Cam giac cang tirc vu
’ , ” N A 3
Chtng v to ¢ dan 6ng

Thuong gap

Ro61 loan cuong duong

RO1 loan toan than va tinh
trang tai noi dung thudc

Rét thuong gap | Suy nhuoc
Phu
Thuong gap Dau nguc
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LChi sO can lam sang ‘ Thuong gap I Tang can |
Rat thuong gap (>1/10); thuong gap (>1/100 dén <1/10); it gap (=1 / 1.000 dén < 1/100):
hiém (>1/10.000 dén < 1/1.000): rit hiém (<1/10.000); chua ro (khong thé duoc udc tinh tir
dir liéu c6 san).
' Thay déi & gan hiém khi niang va thuong thoang qua, thuomg mat di hay cai thién khi tiép
tuc hay ngung diéu tri.
? Puoc liét ké nhu 1a phan ting bat lgi ctia thude sau khi xem xét cac dit lidu luu hanh thude
trén thi truong. Tan sudt da dugc xac dinh tir ti 16 gap bién cd bét loi 1a suy gan ¢ nhiing bénh »
nhan duoc diéu tri dau tay bang bicalutamide 150mg trong nghién ctru nhin mé trén déan sb w
chau Au.
3.C6 thé giam khi phdi hop voi phiu thuat cit bo tinh hoan. -
4.Duqc bdo cdo trong mot nghién ctu dich t& duoc hoc cua chét chu van LHRH va chat dbi
khang ndi tiét tb nam duogc sir dung trong diéu tri ung thu tuyén tién liét. Nguy co xuat hién
dugc tang 1én khi bicalutamide 50 mg duoc st dung két hop véi cac chéat chi van LHRH,
nhung hién nhién khong lam ting nguy co khi bicalutamide 150 mg duge st dung nhu mot
don trj liéu dé diéu tri ung thu tuyén tién liét.

° Puoc liét ké nhu la phan tng bat loi cua thudc sau khi xem xét cac dir liéu luu hanh thude
trén thi truong. Tan suat da dugc xdc dinh tir ti 1€ gdp bién ¢6 bat loi la viém phoi ké trong
giai doan diéu tri ngau nhién cta cac nghién ctru trén dan s6 chau Au bicalutamide 150mg.

11. Qua lidu va cach xir tri

Chua c6 truong hop nao qué liéu & nguoi. Khong c6 thude giai doc dac hiéu, bién phap x tri
la diéu tri triéu ching. Thim phan c¢6 thé khong hitu ich vi bicalutamide gin két manh véi
protein va khong tim lai duoc dang khong déi trong nudc tiéu. Can chi dinh diéu tri ning d&
toan than ké ca theo ddi thuong xuyén cac du hiéu sinh ton.

12. Pac tinh dugce luc hoe

Mi ATC: L02BB03. Nhém duwge ly: Thude khang ung thu va diéu hoa mién dich
Bicalutamide 1a chit khang androgen thudc nhom khong steroid, khong c6 céc hoat tinh ndi <
tiét khac. N6 gin két voi cac thu thé androgen ma khong c6 biéu hién hoat hod gen va vi thé
tic ché su kich thich androgen. Su thodi trién cua cic khéi u ¢ tuyén tién liét 1a do su we ché
nay. Trén lam sang, ngung dung bicalutamide c6 thé dan dén hoi ching cai thude khang

R I

androgen ¢ mot so bénh nhan. ’
Bicalutamide 1a mot dong phan racemic ¢ hoat tinh khang androgen, hoat tinh nay hau nhu N
chi ¢6 ¢ dong phan doi hinh (R).

AWl

13. Dic tinh dwgce dong hoc

Hap thu

Bicalutamide dugc hap thu tt sau khi ubng. Thirc an khong anh huong dén sinh kha dung
cua thude.

Phan bé

Bicalutamide lién két manh véi protein (dong phan racemic 96%, R-bicalutamide 99%) va
duge chuyén hoa manh (qua sy oxy hoa va glucoronyl hod): Cac chit chuyén hoa duoc thai
trir qua than va mat voi ti 1¢ tuong duong nhau.

Chuyén héa

Pdng phan déi hinh (S) bi dao thai nhanh hon so véi dong phan ddi hinh (R). dong phan doi
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hinh (R) ¢6 thoi gian ban thai trong huyét tuong khoang 1 tuan.

Vi liéu bicalutamide dung hing ngay, dong phan déi hinh (R) tich lity trong huyét tuong gap
khoang 10 lan do c6 thoi gian ban thai dai.

Nong do ctia dong phan dbi hinh (R) trong huyét tvong ¢ trang thdi on dinh la khoang 9
mcg/ml khi dung liéu 50mg bicalutamide mdi ngay. O trang thai 6n dinh, dong phan ddi hinh .
(R) ¢6 hoat tinh chinh chiém 99% tong cac dong phan trong huyét tuong. Y
Thai trir /
Trong mdt nghién ciru 1am sang, nong do dang dong phan R-bicalutamide trung binh trong

tinh dich cua bénh nhan sir dung bicalutamide 150 mg la 4,9 mcg/ml. Lugng bicalutamide

truyén sang ddi tuong khac giéi khi giao hop 1a rit nho. chi khoang 0.3 meg/kg. Luong nay

thip hon muc c6 thé gay ra nhimng bién doi trén con cai ctia dong vt thi nghiém.

Déi twong ddc biét

Tudi tac, suy than hay suy gan nhe hodc vira khong anh huong dén duoc dong hoc ctia dong

phan déi hinh (R). O cac bénh nhan suy gan nang, dong phan ddi hinh (R) thai trir ra khoi

huyét tuong cham hon.

14. Quy cach dong géi: Hop 3 vi x 10 vién.
15. Piéu kién bio quin: Bao quan dudi 30°C, tranh 4nh sing.
16. Han dung ciia thude: 24 thang ké tir ngay san xuat.
Khong sir dung thudc khi da qud han ding cua thuéce in trén bao bi.
17. Tiéu chuén chit lwgng: TCCS
18. Nha sén xuét: Sun Pharmaceutical Industries Ltd.
Survey No. 259/15, Dadra-396 191, U.T of Dadra & Nagar Haveli, An Do.
19. Ngay xem xét sira ddi, cap nhit lai ndi dung huwéng din sir dung thudc:

TUQ.CUC TRUONG
P.TRUONG PHONG
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