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MAU TG HUGNG DAN SU DUNG THUOC (MAT TRUGC)

1. TENTHUDC:

Torapain 50

2.CAC DAUHIEU LUU ¥ VAKHUYEN cAO KHIDONG THUGC:
DEXATAMTAY TREEM

PQGC KT HUGNG DAN S(fDUNG TRUGC KHIDUNG

THUGC NAY CHIDUNG THEO DONTHUGC

PHAN CONG THUC THUBC:

?MMMnhm:nﬁWopbamﬁemm

Thanh phin 1 duge: Avicel PH 101, Nalri glycolat starch, lactose, lycalab PGS, magnesi
stearal, HPMC 15 cps, HPMC G cps, PEG 6000, Tale, Titan dioxyd.

4. DANG BAO CHE: Vi¢n nén bao phim mau vang nhal, hinh frén, canh va thanh vign knh
1&n.

5.CHIDINH:
mwﬂumwmnwmmswma&uummmmwwm
hoJc khong kém dgng kinh todn the thir phat, va con ding kinh co cimg - co gidt todn thé

ny
mmmmmmmmmmmzm&mmummmmm

cue b, b kim hade khing kém ding kinh l63n th thir phiat hodo com ddng kinh oo cimg -

wgﬁlbﬂnl‘-‘ﬁw phétva trong dilu rf con dgng kinh Eén quan dén héi chimg Lennox-

n&mwmmma&sawmmumm;ammmmmmwﬁ
Torapain 50 khdng ding 04 Gidurj con daunira ddu cAp.

6. CACH DUNG VA LIEU DUNG:

Doag i ubing. Cathé diing e 861 hojic no, udng thudc véi nhidu nud

Dhing durdmg no, c.
mmwmm‘iﬁm 25mg, chuyén sang diing vién nén bao phim Torapain

Llﬂud‘u}n
Iaummcaoﬁéu mamhéw&wﬁméumépvamuum % idu hidu dyng. Lidu
lugng va ty & chudin phdi durgre hudng danbdng ddp (ng Bm s
mdnmimwammﬁummmd:&uummmm
TORAPAIN. Trong nhimg hop hidm, sir dyng thém topiramate vai yloin co thé
ciin didu chinh lifu phenyloin d& dat duge hidu qua m sdng 181 vu. C6 thé cin didu chinh
ity cila TORAPAIN khi thém vaa hoda ngimg phenyloin va carbamazepine Irong diéu Iri
ph&hvpvdiTORAPalN.
O nhimg bénh nhan co hoge khong o0 Bén &ir dgng Kinh, cac hubc chéng Gong kinh bao
ghmmmmmmmﬁumm&wwwmmwwwmﬂn
b com 8dng kinh. Trong cacthir nghiém l3m sing hdng ngay duge gidm mdi tudn
khadng 50-100 mg & ngudd Iém bj d¢ng kinh va 25-50 ﬁ'l’lng'ﬁandm‘ngtopkamaln\ﬁ
ﬁulmﬁnimmf@r#wmmwawm Trong cac thir limsang
trén bénhnhan nhi, lopiramatie 43 dugc gidm K i rong khodng thii gian 2-8
Bong kinh - Diéu tif phél hop:
Ngurod Kim: Khéi dau 25-50 mg (budi 167) trong twin d3u. Sau 46, mbi 1 Ix:ﬁczmén_lﬂl:g
mﬂ&mwyuu&nm -2 Aningdy. Khodng bku 200400 mo/ngdy chia 2 B (06
Tré em fir Z (woi trr lén: Tdng Féu 5-9 mgkg/ngay chia 2 1in, Khai 8iu 25 cthép hon
M&jmﬂn&uuhgﬁmmmmmmnb1mmmumu&u
trong gidrihan 1-3 mgAkg/ngdy, chia 218n.CHth# 14130 mgikg/ngdy.
Gﬁmﬁgzhh.rmw?’ chong ddng kinh phéi hgp khi chuyda dom trj vii toplramate,
UoC mal
hhuvyéndngi-ﬁniﬁm&:hﬂn o

Ngeron lom:
Md&uﬁﬁ(ﬁn&ﬁ)m1ﬁm&uﬁnﬂim&2m&gm2§mw

mmmmmm - 200 mg/ngdy chia 2 in va 14 da 500 mg/ngay chia 21n
(cothé 1 1000 mg/ngAy & bénh nhin 6éng kinh khdng trl dung nap voi lopiraniate).

Trd em Lir 6 uditrirkén:

a&miuommmmumuﬁn&&udﬁm& 1 hodic 2 tudn, King 0,5-1

E;g: dgumwuyéneéo 1ir 100 mg/ngay (88ng kinh khér phét cyc b mdi duge chin
dodn; 500 mglngdy).
muﬂc;nﬁlg}ﬁid&uﬂﬁ (boﬂnw tudn, mgingdy trong
1 Sau dd, 25
wﬂ@&’?ﬂum - 100%%2% (cémésommﬁmgsymandhzm
¥,

Suyl.hﬂn
& nhomg bgnh nhén suy gidm chire nding thin (CLer < 70 mL / phit) nén diing topiramata
thén trong vi sy gldm thal m&u cha topiramate trong huy#t thin. Nhng ngudsi
qumn bidl o5 thd cén mét théd gian dai hon 08 dal dén bigng thai dn dinh ¢ mBi
ki 34 v duy Iri Ihéng thuémg duge khuyén cdo.
rmcgzn nh&nsurlt@nma]ﬁg'nw& Vi loplramate dugc My rm khdi huyét rong
tdch méu, nén ding Fu bd sung TORAPAIN bing khodng mét niva E2u hang
mymmayuémphanmw Liku bd sung nén dugc ding theo kéu chia khi bl ddu va
hodn thanh thi tyc thiim tch mau. Lidu bd sung cb thé khac nhau dya tnén déc diém clia
gﬁﬁbilocmmwﬂung[mmmmm
uy gan:
wmmmnmmmmwmmmmmmumﬂﬁnmm
Nguéd cao tubi:
Khaing cén didu chinh bu & ngui g4 cb chire néing thin blah thuting.
7.CHONG CHIBINH:
Qud man cimvi millrong cie thiinh phiin ca thude.
Dy phéng dau nira diu cho phis nr ob thai vA phy nli 80 twdi sinh s&n khing sir dyng bign
phépirénh thai phd hop.
s.c.lnunmvkmmm‘juamnﬂuamuﬁc
Trong trudmg hgp chinphai pn}uylé céngumsatd:alda
Cing nhur cac thude ching sd banh nhin c6 thi bj gia téng tAn 54 con
aongldmmacmmmmwnmgatmﬁm:qimmm Mﬂrgh!er:r::g;'gnéyoé!i‘lé
qua cia qué E&y gﬁmn&ngdﬁhry&lmmhnngdumwgmﬁc
nmmusabenhmaumcm
wmummmmpnmgmwmwpnmuﬂ trong. Hydrat hoa o thé lam
gﬁmmwmmsuwrmmrmmpmmmmwmtmmw
hi}\!rl;mc x0c vl nhigt d caa oo thé lim gidm ngury oo phdn (ng o6 hai do nhidh.
d&-gﬁmkbcamu nén ngirng din din dé gidm 151 thid tam
ndng t3ng Ao sulll oia con ddng kinh. Trong cic thir nghidm 1am sang & ngudi Kim, Idu
dﬁg:tmgémhﬁngtﬁn1mw & vai bénh nhan, viéc ngima dot ngdt khong xdy

Buémg thaitrir chil yéu cia toplramale dang khdng 0di va cac chit chuyén hda ciand laqua
thin. Syr thi trir qua thiln phy thude chire néing ciia thiin va khang phi thude vao ludi tie,
n & mirc 5 tir trung binh 8én trdm trgng b thé ding thude 1 10
huyél luong & trang thi b3o hda trong khi & nguri
mwmmwﬂnhmwmmmwm4ﬁnsrﬁ
Vi vii 1t & cic bdnh nhin, mmmﬂnﬁ@mmwmmd"‘nwﬂuﬂm
chuyén khoa (I0c 13 kidm tra com dgng kinh, tranh cic tac dyung §) néu nguai

duge bidt cb suy thin cd thé yéu chu mot thai gian dai hon dé aatmnangaw
{rang th3ibao hdatal mdi Edu.

& vai ngudi bénh, djcbi#t 1A nhilng nqui d& bi s8i than, cd th 1ng nguy co hinh thinh sai
thagn. Eﬁmm%m&lmﬁcd&lﬂmgﬁmmwrﬂy
cscyémdmwcmm nﬁimgam hinhthanh séi trudic 66, tdn £ gia dinh o6 bénh

o6 thin va ng cand nidyu. ﬁuﬂmmnﬁy&&gﬂiﬁwﬁhdﬁmlﬂdr“km
Thanh sdil do rong khi @ I {opiramale. Ngodi ra, céc bénh nhn fang dimg thubc khic
ﬁﬂms&mmtmcumhm

Suy gtdm chire néng gan:

Bﬁéﬂgu&isuynsn. topiramate nén duge ding thin trong vi sy thanh thai cda topiramate o

CMWG?.P Giocom goc ddng thir phal:
Mt héi chimg bao gbm cin thi edp of lign quan vid Glaedm géc ddng thr phat Suge béo

béo & val bénh nhén ubng TORAPAIN. T bao thi hrc dét
mﬁlmmm&?ﬁﬂtmmﬁ%ﬁﬂmmhﬂmmﬁ' 1)

dting thir phil cscmwdﬁngﬂnhmhmuﬁ-ngxay trong ving mét thing dau diing

TORAPAIN. TmMGMlg&iwwWIrhMémgépﬁmeiuﬁi

mwmmmlmmmmpummai & binh nhi cling nhir & nguéi lon.
tribao odm naung TORAPAIN e3nq nhanh cang 18tvét su phé chudn cia bae &1 didu i

ﬁmdanmb&gmwmpmmmﬁnh glé thisdng dyua rén kétqua cia vide

hanhandp.

{meumuﬁwmmm néu khong Gugc Géu i od thé din dén di

:?m%mwmk&dnﬁﬂmvmﬁnl

sung chatdinh dirimg:
C6 thé xem xét vige bd sung ché d6 3n, néubénh Mﬂndﬁncﬂnwmf&umﬁcnw
San phim chira lactose, do 84 cc bgnh nhin méc van d& vi di tnuyen hidm gap khing dung
giucose-galaciose

nap galaciose, thidu enzym Lapp-laciase, hodc kém hip thu khéng nén
ding thude ndy.

Theo doi ddu higu y dinh va hanh vilyr tir.

Néu vin dé ndwyacmiymMmaudménhmmanam:ﬂ; Cén gidm lidu
hodic ngimag sir

dung.
Theo ddi ghirendng nhin thir ciia bgnh nhan, theo ddican ning.
8. st‘.rounemubc CHOPHY NI COTHAIVA CHO CONBU:

mummgmmmm topiramate gay quai thal trén chudl nhal, chudt cdng,
va liénthd. (.')‘dlu@lu&\g.tophmﬂequnhﬂmrﬂorﬁau
Chira ci nghién olru ding lopiramate & ngudi mang thal. Tuyﬂhkm TORAPAIN chi nén
diing cho phy nlr mang thal néu nhir ki ich tr Béu vargt cao hon nguy oo xdy ra de tinh.
Théi ky cho con bd:
Topiramate bai 1 qua stra chudt odng dang cho con bil. Sy bai 68t lopiramate qua siia me
mmdmgammmc med kidmchimg. cms&ﬂmmmﬁyw
tiét lopiramate vao sa. Vi nhidu dugc bal iél qua sira me, nén Gin quyél dinh la
ngimg diing thude hay ngimg cha con b, chid ¥ tAm quan rong ciia vaingudime
Theo kinh nghiém sau khi dua ra thj trnémag, mmwmmmmmammm
»2y ra & nhi nhi nam B8p xtic vOi toplramata khi cdn ndm lrong tir cung, &5 hay khdng o
mﬂ?mu&mwm Tuy nhida, m&nn‘ﬂnﬁ&nwd&immam

10. ANHHUGNG CUATHUGC LEN KHA NANG LAIXE, VAN HANH MAY MOG:
MUWMMWMTWNNHBMWHMWMMWW‘
budn ngd, ehong milva n&cmdmrgﬁénqumkhéc Cée lac dyng ngoai y tir
nhe ddn trung binh ndy ob thd a&y nguy hidm mwmwuﬁmmmhmﬂﬁy
mée, d3c bidt cho dén khi kinh nghiém dimng thudc trong tirng bénh nhan duge thidt 3p.
11. TUONG TAC, TUONG K'rcm"ruuﬁc
Tac dgng ciia TORAPAIN véi cac thube chéin,
Vige dung awng TORAPAIN i cdc
phemhmb!a!

dgng kinh khde:

tmnghuyél
mmuﬂumwwmmcmmmm1Mnmcw.
mnepm Vivay, M:wmm GB*E" diing phenytoin c6 phong d4u hidy hodc tidu
chimg 13m sang clia ddc tinh thinén tra a8 cda phenytoin.
Tae ddngcoa ticthu&cchﬁngd{mghnhkhicﬁnﬂ}mmﬂ
vi @4 huyét tuomg cila TORAPAIN. Cin didu chinh

gjm\ﬁ mnﬁmfmm Nunénwhdﬁnin%wam wc‘,

chung hodc diing acid valproic khdng lam thay ddi dang \rémél
Ding chung ngung in oy

mmmeomhuﬁtmwaTOWNNvadoﬂm
Kétqua cia nhimg uong te ndy duge 16m Al nhur sau -

» thay ddi dudi 15%.

[ cic thudc chéng o ;c_ [ -

i dél "g::;:‘hgm h&:tﬂ:mh Néng 4% cia topiramate
hvpvdll toplramate

"Mmmmm«amﬁmm:mm-

Mmh:zlmﬁmlﬂi ndng A5 khdng anh hudmg 161 ndng

Add ”_______ bong range gmwtwm

Pt i khdng dnh hurdng 16§ rﬁn}dfi“ii:! ﬂ-- ‘
| m MI ,.r: (/i e o:rul _!'
P Khing anh hudng thi ;a’jm “E ]

Hmsén;nﬁams&tnﬂydws duqc
mrmcmwmama
digoxin trong huyét thanh.
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MAU TG HUGNG DAN SUf DUNG THUBC (MAT SAU)

Cée thube ngira thai dudng pdog: Trong nghién eirg romg tc duge hoc v cac thudc
ngira thai dudmg wéng chira norethindrone ubng, thanh thii trong huyét krong coa thanh
ﬁﬁnmwumﬁmkimdthuqduhmmbamw&muﬂngmﬁu
thip (vi du : 20 meg) ob bi gidim trong insémg hip ndy, véi ngudi bénh dang diing thudc
ngira thai uéng, nén thang bio cho thy thude bat o7 thay @i ndo vi edng thire méu.

omomnguﬁtlnhwmm.awwgummuua&aamaumnug
phai nhigm hé thdng ddi voi ihium trong khi diing ciing véd lopiramate 200 mg / ngay.
bénh nhan réi loan judng oy, duge ddng hoc oda Rihium khisng bi anh hudng trong qué
trinh diéu trj véri lopitamate voi Féu 200 mg / ndy, luy nhign, quan sat thdy cb sy gla ting hé
théing {26% 84 vii AUC) sau Edutopiramate 1an dén B0 mg [ ngdy. Cin theo o8 mire 8 Fthi
khi hap whilopiramate,
Risperidon
mﬁnmm&:m&vﬁdﬁumﬁuﬂmdn}ﬂmwﬁnhwmﬁQMﬁd&
¢ bénh nhan rdi loan keong cue cling cho k&t qua firomg fy. Khi ding ddng théd vai
lopiramate voi lidu Lang ln 100, 250 v 400mg / risperidone gidm (diing E2u ir 1 8én 6
m;ﬂmyms%waxa&mn&cﬂ:ﬁgm m&ﬁ&:?ﬁgﬂvﬁdt)d]mfngéy}ﬁw
, 547 khde nhau vé AUC trong thii gian (r dong gitia didu b wii isperidone don
thuln va dibu trf phéi hop véi Loplramate khang o ¥ nghia thing k&. Sy thay o8 161 thidu
dnrqcﬂ‘,’;g 3 todn bd nhom haat héa {risperidone va 9-hydroxyrisperidone) va khang
6 thay ddi doi viri 9-hydroxyrisperidone 43 duge quan s3t thly, Khbng &6 i thay déi ding
ké trong bép xic toan than 881 vi risperidone tng céng hoat linh hoac topiramate. Khi by
tribdng risperidone (1-6 mg / ngay) khi ding topiramate, cic tc dyng ngoai § dugc bdo cdo
wéurmmmmmpamqsmsmmmﬁwmw&m,mcmmm
béo cfo thurding xuysn nhat khi didu ti khi dimng topiramata t4: buda ngl
tzmmu%}.ﬂth}%{muﬂm ndn (18% va 9%).
Hydrochlerothiazide

17)

MGt nghién ciru krong téc githa thude va thude & nhong ngudd tinh nguyén khde manh da
dénh gis duge hoc cita HCTZ (25 mg mdi 24 gl va topiramate (96 mg mbi 12 gitr) ki
diing dom déc va thiri. K&t qué csia nghién ofu ndy chira Cmax lopiramale ting
27% vis AUC ting 29% khi HCTZ duge bd sung topiramate. Y nghfa ldm séng clla sir
thay 0] ndy 12 khdng rd. Vigc bd sung HCTZ cho diéa b topiramale ob thé cAn phai didu
chinh %y lopiramate. Duge ddng hoc clia trang thi &n djnh & HETZ khong bj nh hirdng
asng k& béri vide st dyna ciing véi topiramale. K&l qua x5t nghidm Am sing cho thiy ksl

t thach giim sau khi diing topiramate hodic HCTZ, didu ndy cng Kn khi HCTZ va

topiramale duge phdi hyp.
Metformin: Nghi¢n ciu v tic thubc duee thue hién éu ngudi tinh nguyén khde
manh dé dénh gi4 v rang thai bén ving duge dfng hoe cila metformin va topiamale khi

ditng dom thudn metformén hay ding ciing Ml kie metformin vA lopiramate. K&t qud ciia
nghién ciru cho thiy nbng 35 Cmax va AUCO-12h trung binh cila metformin ting An hrgt 1
184 v 25% trong khi 9id trf CUF trung binh gidm 20% khi metformin duge diing cing e
viri lopiramate. Toplramate khéng &nh hudmg Ién tmax cda meliormin. Tac djng ddng ki
mmmﬁ&m&m%mmmmmumm&mTMH
duriye ding ki 1 nhan metformin, e bl chi y
mmmnm%mmmmmmmmmmm@

one

Piopliaz
Motnghién ciru tuong tic gitra thudce va thude & nhilmg ngudi linh
gﬁcmmmdmmmmwmmnmmmm@

12.TAC DUNG KHONG MONG MUGN CUATHUSC (ADR)
VITORAPAIN thudmg xuyén duge ding wii cdc thude dang kinh khic, khé ob thé ki nhan
rﬁr:gﬂmécnﬂagﬂyhhﬂcmmif.
Biéuitri h tng - O nguditon:
Trong cAc thir nghigm 1am sang mi 4o, vAi thir nghism trong sé ndy co giai dogn chujn ku
nhanh, cac tic dyng Ngoal y iy ra veri t3n sulll> 5% va iy ra & moL 1 cao & nhimg naudi
mu&ﬁeuﬂtnmmmmumm%gammm):w , chéng
mat, lo Au, mat diu hba, chirg bifng Bn, métmal, ndi loaa ngdn ngir vA chc vin db ién quan
ﬁnm&n@.mmwmﬂm’?ﬁuﬁcbﬂm.mw.m&nﬁn‘dim
nihin 88i, chéin &n, rung gist nhan cu, ndn, gim cdn, khb 13p tnung/ chi §, suy nhugc
oot oty vl sl o, g s
tac dyng ngogi ¥ xiy ra duye xem k4 oo lién quan 5
khdng nhin thidc ding mii vi, kich Gng, cic viin & vA nhin thirc, d& xic ddng, cic van dd
két hop, ding 61 bt thudmg, vi c3m, cac rigu chimg i loan 13m thin/ ching loan thin,
mwmmmﬂmmwmdmn&m.c&ﬂpmﬂémmhqpm
khdi tic mach, mic diu nguyén nhan Bén quan dén thulc chira duge thisl Bp.

U trgr - Bénk i
Trong thir nghiém l3m séng mi 86, cic Lic dyng phy xdy ra véri tn sult > 5% va xdy ra voi
Gt 1y I caa & nhitng bénh nhi cd digu Ui topiramale hon ka é trong nhém diing gid duge
fohubo}ba_ng&n:budnruﬁ.ﬁdngén.nﬂlnﬂ.hulﬂimmmm.khbl;plrwp
ohﬁ?.phhmgqﬂnﬁd:biﬁnm«ﬁm}mbélw.wﬂnd&ﬂﬂmIIm.milﬁw
hda,lang nurdrebot, ndn, khd nhé, ng dding, budn ngd, rditoan ngdn nglrva céc
van dé ién quan dén ngbn nglr, gjcim.
Céclac dung ngoal ¥ xdy ra voi t3n sudt thip, nhung ducre xem 13 65 én quan dén thude 1a:
dé xic 66ng, kich dgng, vo cam, ose viln 08 Ban quan dén nhan thirc, cham tm tin van
dgng, in, dogise, trm camva gidm bgch c3u.
DRulidandje mitthude (monolhersphy) - Tét cé céc bénfinhsn:
Trong thir nghigm mi ddi, cac tic dyung phy xdy ra véi tn subt = 10% tong &3 hai nhdm
B e Bl ot ey gt s gt

s tiéu chiy. CAc igu chimg khi & S3c midl
thudc (monotherapy) ndy gidng vei khididu t bl try.
gfsﬂbn::ﬂ Qe trinh strdyng:

céo ve sy gia Eng thir nghiém chitc nding gan & bénh nhan TORAFAIN co

mmmmmmaﬁmm.msﬁwmmwgmmmﬁ
suygan xdyrad béah nhan ubng nhidu thude trong khi didu rj biing TORAPAIN.
13. QUALIEUVA CACH XU TRI:
et

6 - 40 gam topiramate 43 dugc bsa clo & vai bénh nhan. DAy hidu va triéu
mﬁwmugbmnmﬁu.mm,mmﬁ.mummimdehmmgﬁm
Kafimau, Ketqua lam sang thl khing trdm trong. Moi bénh nhan d&u héi phyc.
Motbénh nhin ubng vao khoding 06-110 gam loplramale Sugc dua vao vién trong tinh frang
hidnmé trong 20-24 gidr, sau 86 phic hoi loan lodn sau 3-4 ngly.

Dt
ﬂcl&wwwmmMﬁdnaﬁﬂWWﬁw&mmmﬁuhﬁa
mmammmmmnﬁnmmwmmmmuaﬂ
topiramala ra khdi co thé. Bénh nhan nén dugc bl nude diy 0.

14. QQ.CT[NH]I_);EGCL HOC:

Nhdm durge ly: cbgc'gﬂénghrh,m L

F'f.ﬁal‘i‘{'::hli:ia\"’;xi‘ll.mh »

Topiramale 1A mdl mdi ehdng ¢jng kinh durge phan logi nhur 1 monosaccharide duge
thay thé gic sulfamate. CAc nghibn cou sinh hésa va dign sinh I rén e3¢ neuron duge nudl
chy o6 xac dinh 3 djc linh o thé gdp phin vao hibu qua chéng ding kinh ciia topiamate.
Ciéc thé hoat Guge 13p di Bp Igi bdi sy khir ore kéo dai cda neuron bi chen béi
topiramate rong kicu 13 thugc thr gian, dén dén Le ddng chen kinhnatri 1 thude tinh trang.
Tmamm&nmﬁnwélnﬁtalﬁﬁcmm hoal héa béi
aminobutyrate (GABA dl&n[&mwmmGﬁﬂMd&kummmm n
gcsnwmn.cmlh&y topiramale Idm ting hoat tinh ciia cic chal trung gian thin kinh e

khée manh ddnh
thivi: Gidm 15%

Téc dgng ndy khiing bj tre ché b flumazend, mit chél 881 khdng wiri benzodiazepine, vA
topiramale cling khong Im ting thr glan mé kénh, Khde bigt gita topimmate va céc
barbiturate I dieu chinh this the GABAA

Vi d3c tinh chéag déng kinh ciia topiramate khic bigt hodn lodin véi tinh chdl ciia cic
benzodiazepine, nén lopiramate o th& ¢ibu chinh mdt *dudi nhém” cla thy thé GABAAkEm
nhgy cAdm v benzodiazeplne.
Ngodi ra, lopiramate e ché mil vai iscenzyma clla anhydrase carbonlc. Téc dyng dugc iy
ndy clla fopiramate yéu hon niiéu so viri ¢ dung cia acetazolamide, 1 chil dc ch
anhydrase carbonic quen bid, va khing duge cho 13 mit co ché chinh eda hoat linh ehdng
dging kinh cia lopliamats.

Nghién ciu rén sic vat, lopirarmate o6 hogl tinh chiing oo gijt & chufl ofing vaA chodt nhét
mmtwnmsemwnmmaécmt&a{usemuéﬁeuquéummqu
nhdm bj chirng dgng kinh, bao gdm dng kinh céva khiing

pentylenelemazole.
Nghién oFu én chudt nhdt ding 6dng thoi lopiramate vA carbsmazepine hodc
phenobarbital cho thily L dyng chéng co gid1 i higp dbng, trong khi két hgp wai phenytoin
chi cho thiy ¢ host tinh chéng co gidt od Lac dyng cing. Trong cic thir nghigm l3m séng,
ding topiramate nhur b trgr o a8 chimg, khong ob mi trong quan ndo gira ndag 49 cia
fopiramate lrong huydt turong v Féu qui Bm sang cia thudc ndy. Khbng o bing chimg vé
surdung nap & ngurdn.
15.AC TINHDUGC DONB HOC:
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I6m 1 thanh thdi & thin, khong e gin ki déng ké voi prolein va thidu cdc chdt churyén haa
oi hoat tinh tuong durong vé lm sang.
Topiramale khing bi dnh hurding bt cdc enzyme chuyén héa thude,
cin quan tm dén bira fin, va khang cin phai kiém tra dinh ky ndng dd
huyétiurong. Trong ce nghidn ciulim sang, khong o n
cia thudc trong t trong voi higu qua cla ;
Topiramale hp thu 14t va nhanh. Sau khi udng 1 topiramate, ngudd khde manh ob
nding Gg dinh trung binh trong huyél ong (Cmax) 14 1,6 ma/mi dat dugc trong vong 2 6én 3
giér (Tmax). Dya trén sy thu hdi i hoat tinh phdng xa tir nudre Gu, thily pham vi hip thu
trung binh cda 100 mg kiéu ubng clia 14C-lopiramale a it nhat 81%. Thirc &in kibing ob thc
g déing ki vE m3tlim sing rén khi dyng sinh hoc clia lopiramate. N6l chung, c6 khodng
13-17% topiramale gdn kit vl Nhén thdy vi trf gdn két o kha ning
m&pdnwwmm i va o thé bo hixa vii ndng 00 trong huyé! luong
4mg/ml. Thi tich phén bd bién 6di i 1 nghich vai Fdu ding. Thé lich bidu Ién Trung binh eda
st phin bé thude 1 0,08-0,55 kg khi diing iu duy nhatty 100-1200 mg. Nguita phat hign
uﬁygmmmmcdggdhm&mmanMQamd&mmﬁmm%m
i efia nam giéi. Dicu nay duge cho 13 do % chit béo lrong co the cia bénh nhiin nir cao
hanva di2undykhong o6y nghla ldm sing.
Topiramate khang dugc chuyén hoa manh (khodng 20%) & ngudi inh nguyén khde mgnh.
Topi dugc chuyfin hia dén 5% & nhing benh nhan ding 63ng théi vi cac thude
@éng kinh 13 nhimg chdt goy cdm Oing cic enzyme chuyin hda thufic. Sdu chit
hdéa, hinh thanh gua sy héa, phanva ro-Fbén da dugeadidp,
@hnmmmitmmmwm.wwm héaobwﬁl?pms%aialén%
0 hogl tinh phong xg bai 68t sau khi ding 14C-topiramate. Hai chét chuyin héa ghn nhir
&a&nﬁw@mﬁawmmmﬁwmmmummw
chéng co gijt.
O ngurr, dudrmg thl tnr ehinh eiia loplramale Khdng ¢i va cic chit chuyln héa coa
i i qua thén (it nh&t 13 81% oda [du dimg). 66% cia Edu dimg 14C-lopiremate
duoc bai iét dudi dang khdng Gdi & thin trong wong 4 ngay. Sau khi diing Béu 50 mg va 100
mmmxzmwmnmommmmhu%mmmngﬁéu
50 mg) v 17 mliphit {dding i2u 100 ma). Clng nhan thiy o6 sy 14i hip thugua bng thin cia
topiramale. Didu niy dugc chimg minh béi nghién ot & chudt eéng duroc diing déng thii
topiramata va probenecid, va ¢b sif Ling déng ké sy thanh thal thin ciia topiramate. N&i
chung, st thanh thal huyél luang 20-30 miphitdr ngui sau khiuing lopiramale.
Topiramata cho hdiy hay ¢ sy thay adi 64 trong huyét lurong tiry theo timg nguidi bénh
va vi vy ob thé dodn Inrde duge duge ddng hoo. Duge ddng hoc cia fopiamate tuyéatinh
ﬁ&mmmmmmm @61 va dign lich durdsi duimg cong Bng 1 14
vii liéu trén 100400 mg g1 han BBu duy nhat & ngudi khde manh. Ngudi banh ¢b chirc
n&p&ﬁnﬁrﬁﬂuﬁudh&mﬁlﬂm&yd&dﬂdmn&qﬁémﬁkﬂm@bm
thai bao bhda. € max trung binh 14 6,76 mg/mi sau khi ding Eéu ulng a3 100mg x 2
& nguir khde manh. Sau khi ding idu gip 04 clia 50 mg va 100 mg x 2 Biningdy,
thi théri gian béin théi tung binh trong huyéLtuang 18 khodng 21 gide.
Lidu ding gdp 66 ciia topiramate tir 100-400 mg x 2 Bn/ngay ding ddng thiri véi phenytoin
hedc ine cho thiy ndng 64 frong huydt tromg ciia lopiramate ting (5 18 véi liku.
Sy thanh thii & than va huyét tuong ;
Man&sm%ﬂwmwmwlm jam & nhirng bénh
nhdn bj bénh than & glal dogn '_mvucﬁngaommmmmaimm
o3 topiramate khi ding fiéu nhis 33 cho & nhimg bénh nhan suy thin & cao han & nhi
mmﬁmmmmmm Topiramale dugc bai xudt hodn ledn khdi huydt
trong 3
%nmmmmmmmamgum&mmmmwmnuww

ngng. :
Sy thanh thai trong huy$t fuong cda topiramale khdng bi thay d8i & nhiing ngudri lém tudl
khing cb bénh thin.
Dugcdfog hped rdem dén 12 wdi:
Dwgc 69ng hoc ol lopiramate & d em K tuyén tinh ging nhu & nguir Km khi didu s hd
trer, visi s thanh thai phy thude E2u va cic nong do frong huyit lang & lrang théi bio hda
tang U118 voi By, Tuy nhién, & tré em c6 sur thanh thal cac hom va thi gian ban thai cao hon
& nguii km. Vi vy, ndng 5 ciia topiramate trong huyé! tuong khl diing cling mé! B tinh
theo ©51hé Ihip han & tré so véi &rnguisilan. Cling nhar & nguisilém, enzyme gan 1am
gidm 64 trong huyéttuong ciia ciethude ching dong kinh.
16. QUY CAGH DONG GOI: Hop 06 vx 10vién nén baa phim.
17.91EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUATHUGC:
Diduki¢n bio quin: Naikha, nhi$l 69 duroi 30°C, rénh dnh séng.
Khéng dugclam déng lanh thuc.
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