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Tai liéu théng tin cho cdn bé y té

Topiramat 25mg, 50mgq

Diéu tri du phong dau nira dau (¥)
iqraine
G nguai Ién

sau khi danh gia ky luéng cac bién phap diéu tri khac.
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v’ Giam >50% tan s6 cdn:52% bénh nhén(*«);‘: ' .'__’,

ching gia dugc, nhém song song ghi nhan & liéu TOPAMAX® 100mg/ngay:

V' Giam >75%tén sO con: 27% bénh nhan(¥)
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Tai liéu thdng tin cho cdn bd y té

@opAMAx THONG TIN KE TOA

TOPAMAX® duoc stf dung don thudn vdi liéu 50-200ma/ngay khon

MO TA: TOPAMAX® {(ogiramat:'ian vién.nén bao phim ding duong udng chia topiramate
vi ham lygng 25mq va UmE._ DINH BIEU TRI: TOPAMAX® duoc chi dinh diéu tri uﬂhgng
dau nifa dau & nquai Idn sau khi danh Eigll}ylm canbé?ﬁhaﬂdmu tri khac. Topiramat khang
dung dé diéu tri con dau nda dau cap. LIEULUONG VA CACH DUNG: Liéu dung cho phong ngiia
dauna dau nqudi Jon. Su chinh lie nén khoi dau lieu thap va chinh fiéu sau do de dat dudc mic
liéu c6 hiéu qua. Tong liéy khuyén dung cda te[#@mgt trong diéu tri du phong dau nia dau la
100 mg/ngay, chia lam 2 lan. St chinh lieu nén khai. ﬂaqbén%ljeulﬁ mg gr}jg moitoitrgn%rpog
tuan. Sau moi tuan nén tang thém 25 ma/ngay. Néu bénh nhan khang thé dung nap vgi che do
chinh liéu nh_uvgnt.m nén kéo dai hqpkpangthcis%lanamacaclandleu chinh liéu, 0 mt s
bénh nhan da co hiéu qua vdi tong liéu hang nay 50 Mot s¢ han da sif dur
tong liéu hang ngag_lendgn 200 mg/ngay. Liéd va toc 9 chiinh liéu nén dua trén ddp ing [am
sang. Suy thdn: d'nhiing bénh nhan suy than ( d6 thanh thai creatinin < 70 mL/phit), nén than
tronig khi uang topiramat bdi do thanh thai cua topiramat d than va huyeét tuong giam. Khuyén
¢4 giam mot nua liéy khai dau va liéw duy tri. 0 nhiing bénh nhan suy than giai doan cudi, v
TOPAMAX® bi loai khoi huyaet titang trong khi chay than nhan tao nén bd sung thém nua liéu
TOPAMAX® tfung diing hang ngay trong nhiing ngle(ig_chgy than. Lieu TOPAMAX® b sung khi
chay than nén dugc chia ra diing vao ic bat dau va khi ket thic qyytr‘ln‘hcha!than nhan tao.
Suy gan: Topiramat nén duoc diing than trof:?,‘\"l dd thanh thai ctia topiramat ¢0 thé bi giam.
(da d&ng: OPAMAX® dang vién nén, ding duong udng. Khuyén cao khi dun hﬁr&gl 0c be
TOPAMAR®, (6 the ung TOPAMAX® ma khiong can quan tam dén bija an. CHONG CHI DINH:
Qué mdn cam vi bt cif thanh phan nao ctia thuoc, knong dung du phong dau nita dau cho phu
EE{“”“TE’ hun trosﬁ%dotum sinh san ma khong s ynﬂca(blen phiap tranh thai phil hap.
ANH BAO VA THAN TRONG: TOPAMAX® phai ngun?,;ut . Trong cac thi nghiém lam sang,
aif mai mot tan fai giar liéu udng hang ngay 25 fGi 50 mg doi véi nguei Idn dang dung
TOPAMAX® dén 100 mag/ngay cho dir phong migrain. Trong cac thif nghiém lam sang trén tré
em, TOPAMAX® duac gidm lieu ti tif trong khodn thm%anZIthuan.T,mngnhisp tring
hap m,awlgdo khoa nén budc phai na‘upgTOEA AX® rinanh chdng, khuyén cao phaitheo doi
mot cach thich hop. Bénh an: gucnl? thai trir chi rEI_J Clia topiramat danq khng
doi va cac chat chuyén hoa cua no la qua than. Su thai trif qua than phu thudc chic nang cua
than va khang phu thudc vao tuoi tac. hgrnﬁ bénh nhan bi suy than o muc 8 trung binh hodc
nang co the an 10 dén 15 ngay dé nang 0 thudc trong huyet titang dat dugc trang fhai on dinh
trong khi d nguai bénh ¢6 chiic nang than binh thung chi can tir4 dén 8 ngay. Ché da chinh liey
[rhal heo ddp Lmﬁ lam sang,va nquii bénh da biet cd suy than cdn thai gian dai hon dé nang do
hudc dat trang thai on dinh taj moi liéu. Hydrat hoa: %mm_tlet md hi'va khong tiét mo hoi da
duoc bao cdo la c6 lién quan den viéc st dung topiramat, Viéc diing nudc day di trong khi dang
dng topiramat a diéu rat quan trong. Dung nuoc co the lam giam nguy co bi s6i than. Dung dd
NuGc trudc va trong cac hoat dang, nhi tap I_q¥en n_ar dnoi cd niet g cao, c6 the lam giam nguy
o bi cac tac dung ngoai  ién quan toi nhiét. Roi loan khi sac/tram cam: ¢d s gia tang roi
loan kh sac va tram cam duoc ghi nhan trong ths gian diéu tri voi topiramat. Tu tif ¢d y linh
tutu: Tang nquy cotutl trong'y ngh hodc hanh vi g nhiing benh nhan sit dung cac thudc chang
dong kinh"bao gom Topamax cho bat ky chi dinh nao%ty I 0,5% bénh nhan diéu tri vai
Topiramat so véi 0,2% gia duat trong cac nghién ciu lam sang mu di). Bénh nhan can duoc
theo ddi va can nhac ié trithich hap cac dau hiéu cda y dinh vahanh ity td Nén khuyén bénh
nhan ([Iva ngudi nha bénh nhan khi can thiét) cd tu van y khoa ngay lap tiic khi c6 cac dau hiéu
(uay dinh va hanh vi fu ti. Bénh sdi than: mot s6 bénh nhan, dac biet la nhiing nuti co kha
nang bi soi than, 6 the t_én%guy o hinh thanh s6i than va bi cac triéu ching, dau hiéu lién
quan, nhu la con dau quan than, dau ving than, hodc dau bén hong. Céc yéu'td nguy ca cho
bénh i than gom: hinh thanh soi trudc d, tién s gia dinh c6 bénh $0j than va tang calci niéu,
benh nhan dang ding thuoc khac co thé gay soi than thi nguy co'cd the tén?. S“H %anzlon L0
suy gan, topiramat nén dugc dm}?‘mgn trong vi 44 thanh thai cua topiramat co thé bi gam. Can
thi (a% va Glocom goc dong thi phat: mot hai chiing bao g[orp can thi cap véi Glocom goc
déng thif phat da dudc bao ao ¢ benh nhan uonanOPA AX®. Triéu ch‘lrn%lbaq gom con giam
thi luc cap va/hoac dau mat vdi cac bieu hién khj kham mat bao gom: can thi,tién phong nong,
xun?huyet mat ygtap%é I ndi nhan. (6 the cd hoac khng gian dong tu, Hi chiing nay co
cdc friéu ching dién hir huém% xay ra trong vong ] thang dau dunﬁT AMAX®. Dié tri bag
0m ngiing Tapamax cang nhanh can ‘tottheo*qu]yettﬁnhcua,st_‘a a nhan ap. Néu van dé vé
I gidC xay ra nén yem x€t dé niing dung thudc, Toan chuyeén hoa: Pieu tr vai togiramatcﬂ
thé'cd tang do trong mau, khong ¢o khoang tmn? anion, toan chuyén hda. Gidm bicarbonat
huyét tuang la do hieu qua tic ché cda topiramat frén men carbonic an[I%drase than. Muc do
glam,thuun? {1 nhe (i trung binh (giam trung binh Ia 4 mmol/L ¢ liéu 100mg/nqay hay nhiéu
0N & nquidildn va khodng ﬁJng/éa nga¥rcf bénh nhan nhi). Hiém khi mic 46 giam den tr s on
dumw,mmo,lfL.Tqanchurpn man tinh & bénh nhan nhi cd the lam gidm toc 0 phat trien.
Anh huéing cua topiramat ensqtaqgtryunggaq[u‘m i tat lién quan dén xuong chua ro. Néu
toan chuyén hoa xugt hién va kéo daj, can nhac giam fiéu hodc co the ngimg sif ding topiramat
ngmg‘geuggémgan.sosqn chat dinh du g:gothexgm:getwgcbusur:?(he_dgan,neu
gnhihan giam can trong khi .ungtchnai.s_ /giam chucnang nhan thiic ; da c6 bo cao
Ve suy giam chiic nang nhan thiic dnquas Ion khi diéu tr véi Topiramax. TUONG TAC THUOC kha
nang ¢ tuang tac cua TOPAMAX vai cac thudc Digoxin (kiém tra dinh ky Digoxin huyet thanh),
risperidon. Khi ding chung vdi topiramate, can theo doi nong o lithium. Vi’ cac thuac
metformin pioglitazone, glyburide phai theo doi chat ché bénh nfian déu dan, nham kiém sot
tinh trang benfitisu dutdng mat cach thich hap, hydrochlorothiazide: diéu tri ﬁhoihqp HCTZ véi
topiramat c6 thé can phaij chinh liéu topiramat. (6 giam kali huyét thanh sau khi dung topiramat
hay HCTZ, mic giam nhiéu hon khi hai thudc nay dung cling lic vi nhau, Cac thudc iic ché hé
than kinh TW: viéc dung chung TOPAMAX® vai ruow va cac thudc dc ché hé than kinh TW khac
chua dugc danh gid trong cac nghién ciu, vi vay TOPAMAX® khong khuyén cao duing chung vdi
rugu va cac thud tc ché hé than kinh TW khac. Céc thudc n?lugthaiduong udng: trong nghién
Ciiu tuong tac duoc dong hoc & nhiing nquai tinh nquyén khoé manh dang sit dung dong thoi
véi cac thudc nguia thai udng chda 1mg norethindrone (NET) va 35mcg ethinyl esfradiof (EE),

ich hop. Bénh nhan suy

mg/ngay. Mot s0 bénh nhan da su dung  d3 duoc bao ¢ ;
f. két hop vdi tang amoniac mau. CACNGHIEN CUU T

lam thay doi dang ké ¢ y

nghia thang ké phoi nhiém trung binh (AUC) cﬂacétthanhpﬁan (0 ror:l%th,uogn (fa thai ugng.

Benh nhan an?uéngtihuégngyathaltéichﬂaes@gogen‘né‘nduqc_dan_ viec bao cao bat
rong van dé xuat hur'gt clia ho. Hiéu qua cua thudc nga thai ¢o thé giam tham

sii thay doi nao

Ve vié bao cdo bat

chi khi khong co xuat hu¥et. (ac hinh thuc tuong tac khac: (dc thudc ?aéy 50i than:
m

TOPAMAX® khi dung ddng

hoi véi cac thudc c kha nang gay soi than thi o thé
cobi s6i than. Khi ding chiung topiramat véi valproic aid t

: 0 thé lam tang nguy
én bénh nhan von dung nap vdi ting

thudc néu dung don ddc, nuioi ta thay c6 hién tuong tang amoniac mau. Trong da s cac truon

TACTHU

hap, cac triéu chiing va da hiéu sé giam bt di khi ngiing mot trong hai thudc. Giam than phie
duoc bao cao 6 ién quan dén yiec dung chupg cila Topiramate vaﬂvcalwate (8 hodc khon
OCDONG HOCB

SUNG: cdc nghien cuu lam Qng duoc thuc hién de danh gia cac tuong tac duac dong hoc o the
gidia topiramate va cac thudc khac. Topiramate khi dung chung vdi: Amitiptyline: qia tang 20%
nong do cuc dai va dién tich dudi duang cong clia chat chuyén hoa. Haloperidol: gia tang 31%
dién'tich dudi dutng conq (lia cc cht chuyen hoa. Propranolol: gia tang 17% nng do cuc dai
doi véi 4-0H propranolol. Diltiazem: giam 25% dién tich dudi duong cong cua diltiazem.

Flunarizine: gia tang 16% dién tich dudi dutng con
| Venlafaxing: nong do cac thudc khang tha

Pizotifen

y doi.

ng nong

ﬂ" Dihydroeéqotgrnme, Sumatripan,
ié 0 clia topiramate khang

bi thay doi khi két hap vdi cac thudc nay nqoai tri khi vai propranolol, Diltiazem c6 thay gia tang

ndng do cuc dai, Eiq tang dién tich dudi duong cong cta topiramate. Phu nit mang
u:

thai ky chg con

trong {}tuoisinhsénnedkhéngsfrdungca‘cphuungg i cho ¢
rang topiramat dugt bai jlettronP stia, 0 mot s0 it bénh

bi: nghién cdu trén dong vdt da chi ra

aiva
Phu nir 6 thai: Topiramat chong chi dinh voi ﬁhl.l nil ¢6 thai va phu nit

hap trénh thai hiéu qua. Phu ni cho con

nhan cho thdy o su tiét nhiéu topiramat vao sita me, quyét dinf fa ngung/ tranh ding
topiramat hﬂ‘ngu_ng cho con b, tuy theo tam quan trong clia thudc di vai nguoi me. Tac

dong trén

a nang lai xe va su dung may moc :TOPAMAX® tac dang trén hé thn kinh

tring wong, ¢ the gay buon nqu, chong mat va cac triéu chiing lién quan kfac. No cd the gay ra
e 1 logh Igi.é? W hoacnghin e Nhing ta dung bat I naché the gay nguy hién tho
a

i xe hay vén hanh ma’& rﬂ)é,n

ngudi bénh khi _
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dadu): Chan an, giam ngon miéng; M

st tam than; NAin mo; U ta Kh the, chay mai mai; Buon non, tiéu chay, khd @aggdhcam §
migng, tao bon, chudng bung, khqch;uﬁda,day,;raor;glgchadaythucquég; ”}tc‘ i
moi, suy nhugc, kich thich, khat: Gidm can. Tdn sudt < 1% db iép iy
Kkhdc): Giam bach cdu, bénh hach bach huyét, qiam tiéy nan cam; .tmé

mav, giam kali mau, tang them an, nhiém toan chuyén hoa, khat nhiéu; Hanh vi bat thiking
lanh cam, thd o, khoc, xao lang, i loan trong kich t
khi sdc phan chan, khi séc phon pho, cam xic cun mon .
mat nqu ban du, mat kha nanq ndi tu phat, giam ham muon tinh duc, bo
tinh dc, hung cam, mat ngui qiita dém, giam cam giac cuc khodi, con hodng oan

g, phan ing hoang loan, oan?tuqng, chung lap i Iap lai, roi

nqu, y tuong tu saf, cd hanh vi
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ich tinh duc, kh phat am, tinh Giac'sds
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ra

loan do bon ¢

,01loan hodng
(huing lap di lap a1, 101 I 0n chon, i loan gidc
1 sat, dé khoc, y nghi khdc thuong; Mat vi gidc, mat van dgng,

ac bigt cho dén khi kinh nghiem diing thudc trén

) 3p. NHUNG TACDUNG NGOAIY: D eu g

> 1% ¢ bénh nhdn ngua on (&qpien ctiu mis d6j, ¢ doi chiing gid quacdyf o
han & 1 éng; Mat nga, lo au, £6i loan ngon rigu dién dat, tra

tram cam, I an, khi sac 2 chiéd, cam xdc khang on dinh, tam than cham chap;

gidc, giam cam qiac, rdi loan chu y, budn ngd, giam tri n

ién ciu l&m sang: Tdn

midt khitu giac, mat ngon ngd, mat dung dong tac, fién triéu, cam gic bong, hoi chiing tiéu nao,

rfi Ipan,nhgﬁ

ddy thiic, ¢

ngon ng, loan truang luc
iam vi gid¢, gidm van dong,

,

thiic ngu trong ngay, vung'vé, dong kinh cuc b
on? mat tuthé, chay dai, loan cam gidc, rdi loan

ha nang vié

ﬂhli’( ap, (0 % at, suy giam cac mic
a, oan am giac, oiloan kha nang viet, loan van dong, loan
rong luc ca, run vo can, cam gidc kién bo, co gidt caldn, tang cam qiac, ngufim,

am khuiu gidc, bénh than kinh ngoai vi, loan khitu giac, chat

i
Iquqng giac n?(u kém, mudn ngé"t;, nhai I, rdi loan cam giac, mat cam gidc, sting so, nﬁat, khong

dap dng kh

chiu 6 tai
tiét
bot; Gidm tiét ma hdi, viem da dj ting
lanfi ngoai vi, |o' dd; Giam bicarbonate mau,
gidmba
nhan dp
ho, ban do da dang, pl
stng khap, kha chiu @ chi, n

ich thich; Rai loan dieu tiét, thay doi nang luc nhin sau
thoang'qua, mu ] bén, tang nhan ap, tang tiét nudc mat, gian ¢
thi, diém mu nhap nhay, diem mu, gidm tam nhin kich phat; Diéc, di [
1 giam stic ngne; Nhip tim cham, nhip cham xoang, danh trang nquc; do
bUn%[ ha hiyét ap tu the, ién'tuong Raynaud; Ko phit am, kho the qang sic, 19
ich xoang canh mii; Kho chiu & bung, dau bung dui, dau bung'am, hoi thd co
chiu thuong vi dar): hoi, dau ludi, giam cam gic d miéng, dau mleng, viém tugp téng_n nudc
t; Gl diting, ban 46, noi man, mat mau da, da o mii bat thi
mat, may day, may day khu tr; Bau hang, mai ca, yéti ca, cing cg xuang; S6i nié
s0i, tiéu mau, khong tif chi, tiéu gap, dau quan than, dau than, tiéu khong tu chi;
nang tinh duc; Bong voi, phi maf, cam gidc bat thud,

thangbgiam,so luong bach cau. Sau khi dua thuoc ra thi
éLo’c ddng, 16i loan hoat ddng cua mat, phii né mimat,

0 da dang, phu né (i]ugnh hoc mat, hoi ching Stevens-Johnson, hoai tir da nﬁjem dac,
jém toan dng than, ph né toan than, om dang bénh cum, tang

iéndﬁng tur, mu vé dém, b
¢ than kinh, dié

omui

th

 nhuoc thi, co that mi, mis
mat, lao

0 c0.mil, kho

n%hgémgiécsay,cé;n iac bn chan, kho ¢,

¢ trong nuac tiéu, bat thuong dang di

bach u. Sau khi dua thudcra th trns Rat iém: viem i han
ch cau trung tinh, phi né do di ung, phi né ket mac, cam giac o don, di cam ¢ mat, tang
bénh Iy ving diém vang, can thi,

can. Han dilng: 24 thang. Bao quan: Khong qua 30°C trong bao bj g(g(ﬁﬂgﬁgch dong goi:

hdp 6 'vi, mor vi 10 vién. Tiéu chudn: nhia san xudt, San xuat

AG. Dia chi:

strasse 201, 8200 Schaffhause, THUY SI. BT: 41 52 630 9111 Fax; 41 52 630 9444, Phan

Hoc
Bhga béi: Vimedimex Binh Dutang, s6 18 L1-2VSIP I, duong s6 3, KCNVSIP 2, Thi Dau Mét, Binh

ang.
chk% huéng dan sit dung truric khi diing.

v

56 dang ki: Topamax 50mg: VN-20529-17
Topamax 25mg: VN 20301-17

VPDD tai T.P HCM: Tang 11&12, toa nh tcombank, s§ 5 Cong TruGng Mé Linh, P. BEn Nghé, Q. 1, TP.HCM

VPBOD tai Ha Ngi: Tang 18, 109 Tra a0, Quan Hoan Kiém, Thanh Phd Ha Noi
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