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Rx Thudc ban theo don
SUNTOPIROL
(Vién nén bao phim Topiramate)

THANH PHAN:

MBi vién nén bao phim chira:

SUNTOPIROL 25

Hoat chéit Topiramat 235 mg

Ta diroc: Lactose Monohydrat, Cellulose Vi tinh thé, Povidone (K-30), Talc, Magnesi Stearat,
Colloidal Anhydrous Silica, Natri Starch Glycolate (pH 5.5-7.5), Hypromellose 2910 (E-5 Premium),
Macrogol (6000) (Flakes Form), Titan Dioxid (ANATASE), St oxid (mau do).

SUNTOPIROL 50

Hoat chat. Topiramat 50 mg

Ta dirge: Lactose Monohydrate, Cellulose Vi tinh thé, Povidone (K-30), Talc, Magnesi Stearat,
Colloidal Anhydrous Silica, Natri Starch Glycolate (pH 5.5-7.5), Hypromellose 2910 (E-$ Premium),
Macrogol (6000) (Flakes Form), Titan Dioxid (ANATASE), St oxid (mau d6).
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»
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PUGC LUC HOC 3 f,{/f
Topiramate la mdt chit ching ddng kinh méi duge phin loai nhu la monosaccharid duge thay thé goc
sulfamat. Céc nghién ciru sinh héa va dién sinh Iy trén cic neuron duge nudi cdy 6 xéc dinh 3 dic tinh

<6 thé gop phia vio hiéu qui chong ddng kinh cua topiramat.

Cac thé hoat dong dugc 1ap di 13p lai boi sy khir cuc kéo dai cua neuron bj chen boi topiramat trong
kidu 1& thudc thoi gian, din dén tic ddng chen kénh natri 1§ thude tinh trang. Topiramat lim tang tin %
sudt ma tai do cic receptor GABA , duge hoat héa béi g-aminobutyrat (GABA), va 1am ting khd ning
cia GABA . 0¢ 10 ra ludng ion clorid dén céc neuron, cho thiy ring topiramat lam tang hoat tinh cua /-
céc chit trung gian than kinh irc ché. =\
Tic ddng nay khong bi ¢ ché boi flumazenil, mdt chit dbi khang vai benzodiazepin, va topiramat \ >
ciing khong !am tang thoi gian md kénh, khic biét gila topiramate va céc barbiturat 1a didu chinh thy
thé GABA

Vi djc tinh chdng ddng kinh céa topiramat khic biét hoan toan vdi tinh chit cua cic benzodiazepin,
nén topiramat cé thé didu chinh 13 mdt nhém phy cia thy thé GABA, kém nhay cam véi
benzodiazepin.

Ngodi ra, topiramat ¢ ché mdt vai isoenzym cia anhydrase carbonic. Tac dung dugc I¥ ndy cua
topiramat yéu hon nhidu $0 vdi téc dyng cia acetazolamid, la chit (c ché anhydrase carbonic quen
thudce, va khing dugce cho 12 mét co ché chinh cua hogt tinh chdng ddng kinh cua topiramat.

Nghién ciru rén ddng vit, topiramat ¢6 hoat tinh chdng co gift & chudt cdng va chudt nhit trong cic
thir nghiém Jén con bing sdc dién 16i da (MSE) va ¢6 hidu qua trong cic lodi gim nhim bj chimg ddng
kinh. bao gbm ddng kinh cé va khing ¢6 truomg co trong chudt cdng bj ddng kinh ty phit (SER) va céc

com ddng Kinh tonic va clonic trong cdc chudt cdng bai sy kich thich hach amidan va bai sy thiéu mau
toan thé. Topiramat chi ¢é téc dung yéu trong con ddng kinh irc ché clonic do tic dong cia chit ddi
khang cua recepter GABA 4 14 pentyleneterrazol.
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Nghién ciru tdn chudt diing ddng thoi topiramat vi carbamazepin hojie phenobarbital cho thiy tae dyng
chéng co giit 12 higp dong. trong khi két hop vai phenytoin chi cho thiy <6 hogt tinh chéng co gidt co
tic dung cong. Trong cac thir nghiém 1am sang. diing topiramat nhu b trg c6 i chimg, khdog c6 mdi
trong quan nao gilra ndng db cua topiramat trong huyét Wwong véi higu qua 1dm sing cua thude nay.
Khong ct biing chimg vé sir dung nap & nguini,

DUQGC DONG HOC

Sau Khi udng thude, topiramat duge hip thu nhanh chong va dat ndng d0 dinh trong huyét twong sau
khoang 2 gior o liéu 400 mg. Sinh kha dung wong ddi cda thude 1a khoang 80% va thude khong bi anh
hudng bai thirc &n. Thudc lién két véi protein khodng 13-17% va thé tich phin bd cua thude 13 0.55-0.8
L'kg cho liéu don 1200 mg. C6 sy anh huong cia gidi tinh kén thé tich phin b6, & phy nir thé tich phén
bé biing khodng $0% so vii nam gidh. DA 1 vi 1§ 1E béo phi & cic bénh nhin nit cao hon.
Topiramat khang duge chuyén héa manh (khoang 20%) & ngudi tinh nguyén khe manh. Khoang 70%
liéu dimg duge thai trir o dang khéng doi qua thin, Topiramat duge chuyén hoa dén $0% & nhimg bénh
nhdn diing ddng théi vai cic thude chdng ddng kinh 1 nhimg chit gy cam img cdc enzym chuyén héa
thube. Sau chdt chuyén héa. hinh thinh qua sy hydroxyl hda, thiy phin va glucuro- lién hop d3 duge
6 1ip, khdng <6 chit chuyén héa nio 16m hon $% so voi lidu ding.

Thisi gian ban thai cia thude 13 21 giv sau khi ding dom liéu hodc da licu. Tm:uinangdwminh///-
dﬂdmmﬂnﬂy?bénhnh&nw&ngm v chire nding thin binh thudng. /s
D0 thanh thii cua huyét tuong va thin gidm & bénh nhin suy chirc ning thin (CLegs 60mL/phit) va dd
thanh thai trong huyét tuong giam & giai doan cudi cia bénh suy thin, Thoi gian dé dat duoe trang thai
¢in bing cua thudc tang 1én thanh 10-15 ngay & bénh nhén suy thin vira va ning.

D0 thanh thi cua thude trong huyét twong 13 khong d6i & ngudi gid trong trudng hop khéng b bénh
thin,

D thanh thai cua thudc trong huyét tuong giam o bénh nhan bi suy gan vira va ning.

CHI DINH:

1. Dom tri ligu bénh ddng kinh: Suntopirol duge chi dinh don trj liéu bude diu & bénh nhan tis 10 wdi
teir 1én bi déng kinh co gidt mdt phin hole co cing - gidt rung todn thin nguyén phat.

2. Diéu trj hd trg bénh dong kinh: Suntopirol dwge chi dinh trong diéu tri hd trg & ngudi Ion va tré em
(tir 2-16 twdi) bj dong kinh co gift mit phin holde co cimg ~ gidt rung todn thin nguyén phit.

3. Dau niza dhu: Suntopirol duge chi dinh phong ngira bénh dau nira diu & ngudi kin.

LIEU DUNG VA CACH SU DUNG
Khuyén cdo nén khai diu diéu tri véi lidu thip sau 86 chudn dén lidu c6 higu qua dya trén dip img lam

sing.

N::MI&- i 17 tudi trér lén)

Liéy ban ddu cia 'mlliSOmylliwngﬁ.lmiﬁcding&tmgn&ldhvimddwso
hogc 100 mg sau mdi 1 cho:oikhiaud:rcl u hi¢u qua, liéu ma thuong ndm trong khoang tir 200-
400 mg/ngay, dugc chia thinh 2 lidu nho dé udng. Nhi¢u bénh nhin c6 thé dat dugc dip img 1t khi
ding duy nhdt | lidu hing ngiy. Mt <5 bénh nhin dac biét nhin liéu cao hom 1600 mg/ngdy.

Vi thubde ¢ vi ding nén khdng duge b vién thude. Thirc &n khing anh huémg dén Suntopirol.

Khdng cdn thiét phdi theo ddi ndng dd cua topiramat trong huyét wong dé i wu diku i voi
Suntopirol. Thi thoing viéc ding thém Suntopirol véi phenytoin ¢6 thé yéu cdu diéu chinh 1yi lidu cia
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phenytoin dé dat duge 1di vu cac két qud lim sing. Thém hoje gidm phenytoin vihoje carbamazepin
trong khi didu tr két hop véi Suntopirol ¢6 thé yéu ciu diéu chinh liéu cia Suntopirol.

Liéu khuyén cdo duge ép dung cho tat ca ngudi Ion, bao gom ca ngudi gia, trong trudmg hop khdng bi
bénh thin.

Vi Suntopirol dugc dao thai qua huyét twong boi thdm tich mau, mét lidu bd sung cua Suntopiro! twong
duong véi khodng mdt nua lidu ding hing ngay nén duge ding vio ngiy thim tach mau. Lidu bd sung
nén duge ding lic bit diu va khi hoan thinh xong qud trinh thdm tich méu. Liéu bo sung 6 thé khac,
dua trén co s& cia cdc dung cu ding cho viée thim tich mau duge ding.

Liéu ban déu thip hom, liéu ting nho hom, hodc thai gian tang liéu lau hon co thé can thiét néu bénh
nhan khéng thé dung nap thudc theo phic &b trén.

Bénh nhdin suy thin hodc suy gan, liéu khuyén cdo 14 mdt nira liéu ding binh thuimg cua ngudi treong
thanh.

Bénh nhin 13 tré em (2-16 tubi)

Liéu ban ddu theo khuyén cdo 13 25mg vao budi 1di cho 1udn ddu tién, Lidu s& dugc ting 1én sau mdi |
dén 2 din cho 167 khi dat duge liéu 1-3mg/kg/ngay (chia thinh 2 lin ding), dé dgt dugc dip img lim
sang tot nhét.

CHONG CHI P|NH: -
Topiramate chng chi dinh cho nguési min cdm vdi bt ky thanh phin nio cta thube. /{/Q
—/

Tré em dudi 2 tbi khong ding duge thude nay.

THAN TRONG:

Ciing nhy cic thubc didu tri dong kinh Khic, viée ngung didu trj voi topiramat hodc thay i diéu tri
qua thudc chdng dong kinh khac nén dugc lam tir 1, wanh thay ddi dot ngot st lam tang tén sudt cac
com dong kinh. Theo khuyén cdo. liéu nén duoc gidm 100 mg/ngdy sau mdi tudn. O mdt sé bénh nhin,
viéc ngung hodc thay dbi duge lam nhanh ma khong gap phai kho khan nio.

Bénh nhin suy thin vira va ndng cé thé cin 10-15 ngiy dé dat duge ndng dé dn dinh trong huyét tuong
50 vii 4-8 ngay & bénh nhin ¢6 chirc ning thin binh thuimg.

Topiramat nén duge ding vai sy ¢dn trong & bénh nhin suy gan hojic suy thin. cé nguy co hinh thanh
$0i thiin, ddc biét & bénh nhin ngudi ma d3 bi anh hudmg cia bénh soi thin. Udng nudc diy du dé giam
nguy co ndy,

Yéu td nguy hiém cho bénh soi thin bao gom 43 bj sbi thin trude do, gia dinh 6 tién sir bi $6i thin
hodc tang calei nigu,

Sir dyng topiramat c6 thé giy budn ngu, mét moi, chéng mat va khé tp trung. diic bidt trong thing dbu
diu tri. Bénh nhin nén duoc khuyén sir dung cdn trong khi 1di xe va vin hanh miy moe hode im cic
cong vide khic md yéu cdu sy tinh tdo cho tdi khi hg nhdn biét duge cic tic dung phy cia tpiramat
anh hudmg 1én tri wé vhodic viée 1ai xe.

TAC DUNG KHONG MONG MUON:
Thudng xuyén: mdt diéu hda, suy nhugc, gism tip trung. 16 i, chéng mat, mét moi, dj cam, budn ngi
vit khé khin vé tri nbd hodic ghi nhé.
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Téc dyng phy khic: dau bung, chan an, suy nhuge, nhin ddi, gidm bach cdu, bubn nén, rung gidt nhin
clu, chdm phit trién 1dm thin, rdi loan 15i néi, thay déi vi gidc, rdi loan thj gidc va gidm cdn. Nguy co
50i thin tang Ién, dic biét 1a & nhimg bénh nhin dé mic.

Théng bdo cho bic si mhieng tdc dung khong mong mudn gap phai khi sic dung.

SUDUNG CHO PHU NI CO THAI VA CHO CON BU

Nhu cic thude chéng dong kinh khic, sy phit trién cua ddc tinh ¢6 chon loc & ddng vit bao gbm 10
khuyét diém & mt va dj 1t & céc chi da duge thdy trong qua trinh hinh thanh co quan. Bai vi khong cé
diy dis bing chimg va cdc nghién ciru ¢6 kiém sodt 15t vé topiramat & phy nir ¢6 thai, topiramat duge
ding cho phy nir ¢6 thai chi khi lgi ich dem lai 16n hon nguy co déi vai thai nhi.

Topiramat nén duge sir dung cdn trong & phy nir dang cho con bi. Thude duge bai tiét vao trong sia
khi nghién ciru & chudt, va lam cin tro phit trién co thé cda chudt con. Vin chua duoc biét 13 ligu thude
¢6 dugc bai tiét qua sira me hay khong. Viéc quyét dinh cho con bi trong théi ky ding thude nén xem
xét k¥ vé nhimg nguy co tiém tang voi tré em.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Topiramat tac dong Ién thin kinh trung uong va ¢6 thé giy ra ngl gat, chodng ving hay cac tri¢u chimg
tong ty. N6 ¢6 thé gdy rdi logn thi gide vivhodc m& mit. Nhimg tic dung phu nay c6 thé giy nguy/('({'-

hiém cho cdc bénh nhin trong khi Idi xe va vin hanh miy moc. ;
Chua ¢ nghién ciru chinh thirc ndo vé dnh hudng cia thude t6i viéc I4i xe va vin hinh mdy méc.

TUONG TAC THUOC KHAC:

C6 nhiéu twong tic phirc tap giira topiramate vGi cdc thude chdng ddng kinh khdc va c6 thé lam tang
déc tinh ma khong lam tang twong img tic dung chong ddng Kinh. Cic twong tdc nay cé thé bién ddi va
khdng du dodn duge vi do dé nén theo ddi thudmg xuyén ndng d thude trong huyét twong khi diéu tri
két hgp.

Vi dy, & mdt vai bénh nhin ding phenytoin ciing vdi topiramat, ndng do huyét twong cia phenytoin
ting 25% va nong d¢ huyét twong cia topiramat giam 48%. Nhimg bénh nhdn ndy ding phenytoin 2
lin‘ngay. Cic bénh nhin khdc ¢ sy thay doi < 10% ndng d¢ huyét tuong cia phenytoin.

Khi ding déng théi acid valproic va topiramat, ndng dd huyét wong cua acid valproic ting 11% va
nong do huyét twong cia topiramat giam 14%,

Ndng d digoxin huyét thanh c6 thé bi anh hudng khi ding ddng thi digoxin va topiramat.
Topiramat ¢6 thé giy ire ché h§ thin kinh trung wong ciing nhu céc phin img phy khéc lén nhin thirc va
tim-thdn kinh. Tac dung irc ché h¢ thin kinh trung vong ¢6 thé xdy ra khi ding ddng thoi véi rugu
hodc cic chit e ché thin kinh trung wong khic nhu benzodiazepin, barbiturat, chit déng vin opiat,
chit gdy gidn co-xuong, thube chéng trim cam 3 vong va mt vii chit irc ché histamine H,.

Topiramat ¢6 thé 1am tang sy thanh thai ethinyl estradiol va lam giam hiéu qua cua thubc ngira thai
dudmg udng holic liéu phip thay thé hormon.

Topiramat | mét chdt irc ché yéu men carbonic anhydrase. Ding ddng thoi topiramate vdi cic chit irc
ché carbonic anhydrase khic nhu acetazolamid, methazolamid, dichlorphenamid ¢6 thé tgo ra méi
truémg sinh Iy ting nguy co 120 s6i thin.
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QUA LIEU

Trong truomg hop cdp tinh voi topiramat, néu thudc méi duge sir dung thi bénh nhin nén dugc ria da
day hoic kich thich gay ndn. Cic bién phap dicu trj hd trg nén duge sir dung phi hgp. Thim tach mau
¢ tac dung dang ké trong viéc loai bo topiramat ra khoi co thé, tuy nhién trong trudng hop ngd doc cip
& liéu cao hon 20 g & mt bénh nhén, thim tach mau la khong can thiét.

PIEU KIEN BAO QUAN: Dudi 30°C & noi khd mat. Tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt.

QUI CACH DPONG GOI: Hgp 5 vi x 10 vién,

TIEU CHUAN: Nha san xudt.

KHUYEN CAO
Dé thude trinh xa tim tay tré em.
Doc Ki hwing din sir dung trwéce khi ding.
Néu ciin thém thong tin xin hoi y kién bac si.
Thube ban theo don cia thiy thude.

San xuit béi:
SUN PHARMACEUTICAL INDUSTRIES LTD.

Survey No. 214, G.l.f_‘_\. Phase 1, Piparia, Silvassa-396230,
aveli, An Do

PHO CUC TRUONG

Nouyén Vin Chank




