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THONG TIN KE TOA

@OPAMAX

MO TA: TOPAMAX® (togiramat): Fan vién pén bao phim dung dubnﬁ] udng chifa topiramate
vdi ham luigng 25mq va OmE. CHIDINH DIEU TRI: TOPAMAX® dugc chi dinh dieu tri L,rghbng
dau nifa dau  ngudi I6n sau khi danh ?iékylum’? adcbién héﬂ diéu tri khéc. Topiramat khong
duing dé diéu tri con dau nifa dau cap. LI NG: Liéu diing cho phong ngtia
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daunifa dau ngui|dn. Su chinh liéu nén khéi dauliéu thap va chinh liéu sau d dé dat dugc mifc
liéu ¢6 higu qua. Tong liéu khuyén dung cla topiramat trong diéu tri dy phong dau nia dau la
100 mg/ngéy, chialam 2[an. St chinh liéu nén khdi dau bén%lieu 25mg gr:ig moi toi trong mot
tuan. Sau mol tuan nén ténl? thém 25 m%/ngay. Néu bénh nan khang thé dung nap vi ché do
chinh liéu nhu v,éi; thi nén kéo dai hon khodng thoi gian giia cac lan diéu chinh liéu. 0 mét so
bénh nhan da cd hiéu qua vdi tong liéu han? ngay 50 mg/ngéh. Mot 56 bénh nhan da sif dung
tong liéu hang ngay Ién dén 200 mg/nqay. [iéu va tdc do chinh liéu nén dua trén dap tng [am
sang. Suy thn: d nhiing bénh nhan suy than ( d thanh thai creatinin < 70 mL/phiit), nén than
trong khi ugng topiramat bdi d0 thanh thai cuaotoEiramat ¢ than va huyét tuong dgiam. Khuyeén
cdo gidm mot nifa liéu khdi dau va liéu duy tri. 0 nhiing bénh nhan suy than giaf doan cudi, nén
ba sung thém nifa liéu TOPAMAX® thutng duing hang ngay trong nhiing nﬁa ‘chay than, Liéu
TOPAMAX® ba sung khi chay than nén duoc chiara d[m?1 vao ltc bt dau va ki két thiic quy trinh
chay than nhan tao. Suy gan: Topiramat nén duoc dung than trong, vi do thanh thai clia
topiramat cd the bi giam. Cdch d%zg: TOPAMAX® dang vién nén, dung dudng udng. Khuyén cdo
khi dl‘m%khén Puoc be TOPAMAX®. (6 thé udng TOPAMAX® ma khang can quan tam dén bia
an. CHONG CHI DINH: qua man cam vdi bat ctf thanh phan nao cla thudc, khang ding du
ghbng dau nita dau cho phu nif E(kthai Va Ehu.m'rtrpngrdo tudi sinh san ma khong st dung cac
ién phap tranh thai phu hop. CANH BAO VA THAN TRONG: TOPAMAX® phii ngiing ti ti
Trong cac thif nghiém am sang, cf mdi mot tudn laf giam fiéu uong hang ngay 25 tdi 50 mg doi
véi nguai I6n dang ding TOPAMAX® dén 100 mg/ngay cho du p ﬁn(tmigrain. Trong cac thit
nghiém lam sang trén tré em, TOPAMAX® dudc giam liéu ti tif trong hoanitht‘ri gian 2 t6i 8
tudn. Trong nh[m% tnigng hop mavi ly doy khoa nén budc phai nqiing TOPAMAX® nhanh chéng,
khuyen cdo phai theo doi mat cach thich hop, Bénh nhan suy than: dwong thai trir chi yéu cla
topiramat dang khong ddi va cac chat chuyen hoa cda nd la qua than. Su thai trir qua than phu
thudc chiic nang cia than va khofig phu thudc vao tui tac. Nhiing bénh nhan bi suy than & mic
o trung binh hoac nang o the can 10 dén 15 ngay dé nang o thudc trong huyét tuong dat duoc
trang thai on dinh trong khi & ngutsi bénh ¢ chiicnang than binh thung chi can tir4 dén 8 ngay.
(hé do chinh liéu phai theo dap un%lérq sang,vangudi bénh da biét co sty than can thi gian dai
hon dé nong do thudc dat trang thdi on dinh tal moi liéu. Hydrat héa: giam tiét md hoi va
khong tiét mo hoi da duoc bao cao la co lién quan dén viéc sif dung topiramat, Viéc diing nudc
ddy du trong khi Gang dung topiramat la diéu rat quan trong. Diing nutc o thé lam gidm nquy
o bi s6i than. Dng dU nudc trudc va trong cac hoat dong, nhu tap luyén hay & noi co nhiét do
o, c6 thé lam gidm nguY o bi cdc tc dung nqoai y lién quan tdi nhiét. Roi loan khi sac/tram
cam: cd s gia tang roi oan khi sac va tram cam duoc ghi nhan trong thai‘qian diéu tri vdi
topiramat. Tu ti/ co y dinh tu td: Téng nguy co turtirtrong y nght hodc hanh vi & nhiing bénh
nhan stf dung cac thuoc chong dang kinh bao gom Topamax cho bat ky chi dinh nao (ty le 0,5%
bénh nhan diéu tri vdi Topiramat so i 0,2% gid ducc trong cAc nghien ciu lam sang mi ddi).
Bénh nhan can duoc theo doi va can nhac diéu tri thich hop cac déuiu cia y dinh va hanh vi tu
tul. Nén khuyén bénh han (va ngui nha bénh nhén khi can thiét) c6 tu van y khoa ngay Iap tiic
khi ¢6 cdc dau hiéu cta y dinh va hanh vi tu tii. Bénh si than: mot so bénh nhan, dac biét a
nhiing nquti o khd nang bi si than, cd the tén%nguy co hinh thanh sdi than va bi cac triéu
chiing, dau hiéu lién quan, nhuta con dau quan than, dau viing than, hodc dau bén hang. Cac
yeu t0 nguy ca cho bénh soi than gom: hinh thanh sdi trudc do, fién st gia dinh cé bénh s6i than
va tang calci niéu, bénh nhan dang dung thudc khac co the gay sdi than thi nquy co cd thé tang.
Suy gan: 4 nguoi su‘gar), topiramat nén duoc dung than trong vi 0 thanh thai cia topiramat
cd the bi gam. Can thi cag va Glocom goc dong thi Ehat: mot hoi chiing bao gom can thi
cap vdi Glocom goc dong t l]ﬂha't da dugc bao cao & bénh nhan udng TOPAMAX®.Cac biéu hién
khi kham mat bao gom: can thi, tién phblgg néng, xung huyét mat va tang ap luc ndi nhan. (6
the cd hodc khong gian dong ti. Cac triéu ching dién hinh thuing xay ra trong vong 1 thang déu
dung TOPAMAX®. Biéu tri bao gom ngiing Topamax cang nhanh cang tot theo quyet dinh cia Bs
va ha nhan dp. Néu vén dé ve thi gidc xay ra nén xem xét dé ngiing dung thuoc, Toan chuyén
hoa: iéu tri véi topiramat co the c tén? clo trong mdu, khang c6 khoang trong anion, toan
chuyén haa. Giam bicarbonat huyet tuanga do hiéu qua ic ché cla topiramat trén men carbonic
anhydrase than. Muc do giam thu(mgl tifnhe tdi trung binh (gidm trung binh la 4 mmol/L & liéu
100mg/ngay hay nhiéu hon & nquilon va khoang 6 mg/kg/ngay & benh nhan nhi). Hiém khi
mic do giam dén tri 50 con dydi 10 mmol/L. Toan chuyén hoa man tinh & bénh nhan nhi co thé
lam gidm toc d6 phat trién, Anh hutng cla topiramat Ién su tang truiéing va nhfrn?‘d_i tat lién

uan dén xuong chifa ro. Néu toan (hurygn hda xuat hién va kéo dai, can nhac giam liéu hodc co
thé nquing st dung topiramat V(ngl‘mg iéu gidm dan). B6 sung chat dinh duang: o thé xem
XEt viec bo sung ché do an, néu benh nhan giam can trong khi dun%thuoc nay. Sty giam chiic
nang nhan thic : da co bao c? Ve suy gidm chiic nang nhan thiic o ngudi Idn khi diéu tri véi
Topiramax. TUONG TAC THUOC kha nang cd tuong tac ciia TOPAMAX® vai cac thudc Digoxin:
kiem tra dinh ky Digoxin huyét thanh, cac thuoc tic ché hé than kinh trung wong, céc thuoc tranh
thai duang uong, lithium, risperidon, vdi cac thudc metformin, pioglitazone, glyburide phai theo
doi cht ché bénh nhan déu dan, nham kiém sot tinh trang bénh tiéu dudng mét cach thich
hap, hydrochlorothiazide: diéu tri phdi hop HCTZ vdi topiramat co thé can phai chinh liéu
topiramat. (0 3iém Kali huyét thanh sau khi dung topiramat hay HCTZ, miic giam nhiéu han khi
hai thudc nay dung cing lic véi nhau. Cae thudc tic ché hé than kinh TW: viéc ding chung
TOPAMAX® véi ruigu va cac thuoc (ic ché hé than kinh TW khac chuia dugc danh gia trong cac
nghién ciu, vi vay TOPAMAX® khOn% khuyen cao dung chung vi rugu va cac thuoc dc ché hé
than kinh TW khac. Cac thuoc ngira thai duting uong: trong nghién ciiu tuong tac duoc dong hoc
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G nhiing nquoi tinh nguyén khoé manh dan?‘sff dung dong thdi vdi cac thudc nglia thai udng
chda Tmg norethindrone (NET) va 35mcg ethinyl estradiol (EE), TOPAMAX® dug( sif dung don
thudn véi liéu 50-200mg/nqay khong lam thay ddi déng ke co § nhia thang ké phai nhiém
trung binh (AUC) cia cac thanh phan ¢ trong thudc nqua thai uong. Bénh nhan dang udng
thuoc nguia thai co chifa estrogen nén dugc dan do veé viéc o cdo bt ky s thay doi ao trong
van dé xuat huyét cta ho. Hiéu qua ctia thudc r}gl‘@ thai 6 t'h?#iém tham chi khi khang c6 xudt
huyét. Cac hinh thifc twong tac khac: Cdc thudc g_ﬁr soi than: TOPAMAX® khi diing ddng
thoi vdi cdc thudc ¢d khd nang gay si than thi c6 the lam tang nquy co bi s6i than. Khi ding
chung topiramat véi valproic acid trén bénh nhan von dung nap vai tiing thudc néu dung don
doc, nguoi ta thy c6 hién tuong tang amoniac méu. Trong da o cac truding hop, cac triéu chiing
va dau higu sé giam bt di khi ngiing mot trong hai thuoc. Giam tharsabiet da duoc bao cao 0
lién quan'deén vigc dl\ll;?l Echun (ua %Fira?ate va o\laI roate %o hodc KIoRg i td
N CUU TUONG TAC THUOC DUQC DONG ROEBOS
cifu lam sang duoc thuc hién dé dénh gid céc tuong téc duoc dong hobewthé
cdc thudc khac, Topiramate khi dyn%chgn?]voi: Amitiptyline: qia tang0% ngre
dién tich dui dutng cong cila chat chuyén héa. Haloperidol: gia tang 31%,ga
con%(ﬁa (dc chat chuyén héa. PrpEraanolz giatang 17% nong o cue dai doi vl 4
lol. Diltiazem: gidm 25% dién tich dudi duong cong cua diltiazem. FlgRBrizine; g
dién tich dudi duong cong. Dihydroergotamine, Sumatripan, Pizotifen, Venlafaxige
thuoc khng thay doi. Riéng nong da cia topiramate khong bi thay doi ki kés#e
nay ngoai trir khi vdi propranolo, Diltiazem cd thay-qia tang nong d0 dlicad, gia tang dién tich
du6i dudng cong clia topiramate. Phu nit mang thai va thoi ky clfg'con bu: Phu nif cd thai:
Topiramat chong chi dinh vi phu nir c6 thai va phu ni trong d tudi sinh san néu khong sif dung
(c phuong phé&) trénh thai hiéu qua. Phu ni cho con bui: n%hién‘cl’m trén dong vat da chira
rdng topiramat duoc bai it trong sifa. U mot so it bénh nhan cho thay o sutiét nhiéu topiramat
vao siia me, quyét dinh fa ngiing/ trénh ding topiramat hay ngting cho con b, tuy theo tam
uan trong ctia thudc doi véi nﬂgai me. Tac dong trén kha nang lai xe va sit dung may moc
:TOPAMAX® tdc dong trén hé than kinh trung wtong, c6 the qay buion ngu, chong mat va cac triéu
chiing lién quan khdc. N6 cd thé gay ra cacriloan thi giacva/ hoac nhin mds. Nhting tac dung biat
lai ndy c6 thé gay nquy hiém cho ngui bénh khi lai xe hay van hanh may mac, dac biét cho dén
khi kinh nghiem dung thudc trén tiing bénh nhan dugc thiét 1ap. NHUNG TAC DUNG NGOAI Y:
Diiligu nghién cudu lam sang: Tdn sudt > 1% ¢bénh nhdn ngutién (nghién ciu du phong dau nila
ddu): Chan an, giam ngon miéng; Mt ngd, lo au, r6i loan ngon ngif dién dat, tram cam, khi sac
tram cdm, li lan, khi sac 2 chié, cam x(ic khéng on dinh, tam than cham chaﬁ; Di cam, loan vi
gidc, gidm cam giac, roi loan chiiy, budn ngt, giam trinhd, quén, run, réi loan thang bang, sa sut
tam than; Nhin'ma; U tai; Kho thd, chay mau mii; Buon non, tiéu chay, kho miéng, di cam &
miéng, tdo ban, chudng bung, khd chiu & da day, trao nqudc da day thuc quan; Co giat co; Mét
mdi, suy nhuoc, kich thich, khat; Giam can. Tdn sudt < 1% 6'bénh nhdn nqui lon (cdc nghién citu
khdc): Giam bach cau, bénh hgch bach huyét, gidm tiéu cau; Qua man cm; nhiém toan tang clo
mau, giam kali mdu, tang thém an, nhiém toan chuyén hoa, khat nhieu; Hanh vi bat thuang,
lanh cam, thd o, khac, xao lang, rdi loan trong kich thich tinh duc, kh phat aitinh giac sm,
khi sac phan chan, khi sac phdn pho, cam xiic cin mon, o gidc, do thanh, o thi*fgng cam nhe,
mat ngu ban dau, mat kha nang ndi tu phat, giam ham muon tinh duc, bo phd, maham mudn
tinh duc, hung cdm, mat nﬁu gilfa dém, gidm cam gidc aic khodi, con hoang loan, gifban hodng
50, phan ting hoang loan, hoang tudng, chiing lap di IéE lai, i loan doc, bon ¢hon, i loan giac
ng, y tudng ty sat, c6 hanh vi'ty sdt, dé khéc, y nghi khac thuang; Mat vi gia¢, mdf van dong,
mat khifu giac, mat ngon ngi, mat dung dong tac, fién triéu, cam giac bong, hatdaig tiéu ndo,
roi loan nh!ﬁthUc ngitrong ng@y, vyn? vé, dong kinh cuc b phiictap, co giat ' giam cac mic
do y thiic, cnng mat tu the, chay dai, foan cam giac, rdi loan kha nang vikdn van dang, loan
ngon ngis, loan truong luc co, run vo can, cam gidc kién bo, co giat caldn, téng cam gidc, ngu lim,
gidm vi gidg, giam van dong, giam khiu [qié(, bénh than kinh ngoai vi, loan khtiu gidc, chat ludng
giac nqu kém, muon nqat, nhai |, roi loan cdm %iac, mat @m ﬁié(' siing 56, ngat, khong dap
Ung khi kich thich; Roi loan diéu tiét, thay d6i nang luc nhin séu, nhuoc thi, co that mi, i thoang
gug, mi 1 bén, tang nhan dp, tang tiét nuéc mat, gian dong td, mi vé dém, hoa mat, lao thi,
iem mu nhap nhay, diém mu, giam tam nhin kich phat; iec, diéc than kinh, diéc 1 bén, kho
chiu 6 tai, giam sic nghe; Nhip tim cham, nhip cham xoang, danh trong nquc; 0 bing, ndng
bung ha huyét dp tu thé, hién tugng Raynaud; Kho phat am, kho thé gang siic, nghet mili, tang
tiét dich xoang canh mili; Kno chiu & bung, dau bung du6i, dau bung am i, hai thd cé mui, kho
chiu thuigng vi, Qag hoi, dau lu@i, giam cam giac d miéng, dau mieng, viém tuy, tang tiét nudc
bot; Giam tiét mo hoi, viém da di ing, ban do, noi man, mat mau da, da o mui bat thudng, sung
mat, may day, may day khu trd; Bau hong, mdi co, yéu co, ciing co xuong; S6i niéu quan, tiéu ra
501, tieu mdu, khong tu ch, tiéu gap, dau quan than, dau than, tiéu khang tu chi; Roi loan chiic
nang tinh duc; Bong voi, phu mat, cam gidc bat thugng, cam gidc say, cdm giac bon chon, kho g,
lanh ngoai vi, 1o d6; Giam bicarbonate mdu, c6 tinh thé trong nuoc tiéu, bt thudng dang di
thang, giam 56 luong bach cau. Sau khi dua thudc ra thi triong: Rat hiém: viem mili hong,
giam bach cdu trung tinh, phi né do di tng, phu né ket mac, cam giac co don, di cam dmat, tang
nhan dp goc ddng, i loan hoat ddng clia madt, phu né mimat, bénh Iy viing diém vang, ho, ban
do da dang, ph né quanh hoc mat, hi ching Stevens-Johnson, hoai ti"da nhiém dac, stng
khdp, khd chiu d chi, nhiém toan ong udn than, phii né toan than, 6m dang bénh gim, tang can.
Han diing; 4 thang. Bao quan: fai nhiét do nhd hon hoac bang 25C . Quy cach dong goi:
h()%)6w, moivi 10 vién. Tiéu chuan: nha san xuat. San xuat bdi: CILAG AG. Dia chi: Hochstrasse
201, 8200 Schaffhause, THUY SI. BT: 41 52 630 9111 Fax: 41 52 630 9444, Phan phoi bdi:
Vimedimex Binh Duang, 50 18 L1-2 VSIP II, duong 59 3, KCN VSIP.2, Thi Dau Mat, Binh Duong.
Doc ky hugng dan st dung trurdc khi diing.
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