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HUGNG D[iN SU DUNG THUﬁC
Thube nay chi ding theo don ciia bdc s¥.
Boc ky hudng ddn sit dung tride khi ditng.
Néu cdn them théng tin xin héi § kién bdc s7.
Pé xa tam tay tré em,

TEN SAN PHAM

Tebantin 100 mg, vién nang
Tebhantin 300 mg, vién nang
Tebantin 400 mg, vién nang

TEN HOAT CHAT VA HAM LUGNG
Hoqt chdt: M6i vién nang chital 00 mg, hodc 300 mg, hodc 400 mg gabapentin,

4
CAC THANH PHAN KHAC ! [ A
Td ditge, gbm ¢6: e
Cha't trong nang: lactose monohydrat, tinh bt bi&n tinh, talc, magnesi stearat.
V& nang: oxid sit dé (E 172), oxid st vang (E 172), titan dioxid (E 171), gelatin.

DANG BAO CHE CUA THUSC
Vién nang.

MO TA SAN PHAM

Vién 100mg: nang gelatin cing c8 s§ 3, ¢6 niip trén mau dd, ndp dudi mav tring.
Trong nang 14 khodng 133mg chdt b§t mau tring hojc gin nhut tring

Vién 300mg: nang gelatin cing cd s§ 1, ¢6 ndp trén miu d6, ndp dudi miu vang,
Trong nang 14 khodng 399mg chdt bt mau tring hodc gin nhu tring

Vién 400mg: nang gelatin cing c8 s& 0, c6 ndp trén mau dd, ndp dudi mau cam.
Trong nang 14 khodng 532mg chd't bot miu tring hoiic gin nhit tring

QUY CACH PONG GO1
Hop 5 vix 10 vién
116p 10 vi x 10 vién

CAC PAC TINH DUGC LUC HQOC
Nhém tri lidu: thude tri bénh déng kinh. Ma ATC  NO3A X12
INN: gabapentin

Gabapentin gidng v& mit cAu triic hod hoc vdi mot chat din truyén thin kinh 13 acid
gamma-aminobutyric (GABA). Né 13 mét hdp chat hudng ddu. Co ché hoat déng clia
chét nay khic biét so vdi mot s§ chat khdc ciing tuong tdc vdi thu thé GABA (thu thé
GABA,, GABAp) hodc véi cdc chit chuyén vin GABA. Cd ché tdc déng thit chinh
xdc cta né thi chua duge xdc dinh. Gabapentin du¢e cho 13 giin k€t manh vai méL vi
tri gid dinh ndo d6 trén cdc mb nio, ma cdc md ndy lién k&t vdi cdc subunit hd trg
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(alfaz-delta) clia cdc kénh calci nhay cdm hiéu dién th€. Trong in vitro, gabapentin
tdc dong 1én acid glutamic decarboxilase (GAD) va sy hoat ddng clia glutaminase.
Theo nhitng két qud cia NMR, Gabapentin 1dm ting néng dd, va c6 1& ci t&c d6 tong
hgp GABA & ndo chudt c6ng va ndo ngudi. Gabapentin lAm gidm su phéng thich mot
vai chdt ddn truyén thin kinh nhédm monoamin.

Trén mét s8 md hinh thit nghiém & siic vat, gabapentin ngén chin cdc con co gidt,
gidm dau, gidi lo 4u va c6 tic dung bio vé thin kinh.

CAC PAC TiNH DUGC PONG HOC

Hap thu:

Néng d6 181 da trong huyét tuong cia gabapentin (Cuey) dat dude khodng 3 gith (Tina)

sau khi u6ng liéu don, bit k€ liéu diing. Gid tri (Ty,,) trung binh sau khi diéu ti da

liéu thi ngdn han khodng 1 gitf so vdi liéu don.

Céc nghién ctu vé duge dong hoc thire hién trén cdc lidu 300-4800 mg cho thiy: céc

gid tri Cipax VA AUC ting theo liéu. Tuy nhién, sy ting nay la thdp so vdi sy ting liéu;

vi d§ léch so vdi duling cong tuy&n tinh [ardt i1, cho 1di tin mitc lidu 600 mg.

Trong nghién ciu duge déng hoc vdi [iéu don, thyc hién trén 24 r&¢ em khde manh

(4-12 tudi), nhén thily su tudng duong vé ndng d6 huy&t tudng so véi ngudi I1dn.

Trong diéu tri lién e, trang thdi 6n dinh dat dudc sau tir 1 d€n 2 ngay, ké tir lidu

khdi ddu da tiéu.

Cédc théng s6 duge dong hoc vé trang thdi &n dinh cia gabapentin (% dé 1&ch chudn

tuong d&i) ghi nhin & mdi 8 gidf sau khi diing thudc dudc bi€u thj trong bang sau; /
il

Cidc théng s& 400 mg (n=11
dude dbéng Eoc A0mg ) - )
Cirux (Ug/ml) 4,02 (24) 5,50 (21)

Tinax (h) 2,7 (18) 2,147
[te(h) 5,2(12) 6,1 (ND)
AUC (0 | 24,8 (24) 33,3 20)
{(Lg.h/ml)

Ae (%) NA | 63,6 (14)

Cuex= nOng dd 161 da trong huy€'t tudng

Trax= thiti gian d€ dat Coay

ty, = thdi gian bdn thdi

AUC = dién tich dudi dudng cong néng do- thei gian
Ae = lugng thadc khong ddi dige bai i€t vao mude tiéu
ND = khéng xdc dinh

NA =khdng cé dir lién

Sinh khé dung clia gabapentin khéng ti 1& thudn vdi liéu.
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Trong diéu trj da liéu, sinh khd dung gabapentin sau liéu khuyén cdo 300-600 mg (3
lAn/ngdy) 13 Khodng 60%. Thitc #n chi dnh hudng nhe 1én sinh khd dung cia
gabapentin (lam ting khodng 14% tri s8 AUC va Crae).

Chuyén héa: gabapentin khéng chuyé&n hod trong e thé ngudti va khéng giy cdm dng
cnzym oxy hod chife ning hdn hap cda gan,

Phén bd: gabapentin khéng gin vio protein huyél tudng, thé tich phan phdi 57,7 lit.
Néng d6 & trang thdi &n dinh trong dich ndo tdy 12 khodng 20% néng 4 huyét tong
Ling dng.

Thai trit: sy thdi triy gabapentin ra khai mdu sau khi tém tinh mach ¢4 thé duge mé 14
r nét biing dugc déng hoc tuy&n tinh. Thifi gian bdn thdi gabapentin 14 tir 5 dén 7
gity. Cdc théing s& vé thii iy gabapentin, th¥i gian bin thdi bidu kiéh huv&l wiong vi
d§ thanh théi thin khéng phu thude vio liéu, v khéng dfi trong thisi gian ding cde
lidu (i€p theo. Thanh thii qua thin 13 dudng thii trir duy nhit ciia gabapentin. V1
gabapentin khéng dude chuyén héa & ngudti, nén lwgng thude tim thdy trong nude tiéu
l4 mét chi dfu vé sinh khd dung ciia gabapentin. Sau khi udng liéu dan 200 mg
gabapentin [C14], v& ¢o bdn gabapentin ddnh diu phong xa dude tim thiy hoén toin
véi khodng 80% liéu trong nude tiéu va 20% lidu trong phiin . _
Cdic benh nhin diic bigt: A

Bénh nhdn cao tudi: O ngudi bénh cao mdi, chire ning thin thy thude vao do wdi
{duge xdc dinh dva vio su gidm d6 thanh thdi crealinin), din dén gidm thdi trir
gabapentin khoi huy&l twdng va 1Am ting thefi gian bdn hdi. Hing s3 t&c 46 thdi trir,
thanh thai huy€l wgng va thin cla gabapentin gidm mot cdch t 1¢ thudn vdi 48 thanh
thdi creatinin. Vi viy, cdn phdi didu chinh li8u gabapentin theo d& thanh thii
creatinin.

Bénh nhdn chutc ndng thén bi t8n thuong: chic nang thin suy gidm (d8 thanh thii
creatinin gidm) déin d&n gidm d6 thanh thdi gabapentin huy&t trdng va ting théi gian
ban thai, Hing s& tdc d6 thii trlr, thanh thai huy&l aiong vi thin cia gabapentin gidm
méit cdch i 1& thudn vdi dj thanh thii creatinin.

C6 thé gitip loai trit gabapentin ra khéi huy€t tuong bing thim phin loc mdu.

Nén diéu chinh liéu cho nhitng bénh nhén suy thin hodc nhitng bénh nhin dang dude
thue hién thim phén loc mdu.

CHI PINH

Tebantin 12 thudc ding d& diéu trj mdt s& thé cda bénh ddng kinh; lim giim dau do
mdt vai nguyén nhin (nhu chitng dau diy thin kinh hiu bénh herpes). Thudc tic
dényg biing cdch lam gidm khd ning tiép nhin kich thich clla cdc 1€ bio thin kinh. Cé
thé ding Tebantin, khéng k&m thudc ndo khic, & didu tri bénh déng kinh J ngui
180 va tré em trén 12 wdi; hodc ding k&l hop vdi thudic khdc d& diéu tri d6np kinh &
tré em tir 3 d€n 12 tudi.
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Vi Tebantin khéng cé hi€u quid do6i vdi tit cd cdc thé déng kinh, nén chi ding
Tebantin néu d6 1a do mét bdc si chuyén khoa ghi don.

CHONG CHI PINH
* Qud mén cdm vdi bdt cit thinh phin nio clia thuéc.
= Ngudi b&nh viém tuy.

LIEU DUNG VA CACH DUNG

Viéc diing thudc ciing nhu lidu lugng 13 iy thude vio bidce si, sau khi ¢in nhic higu
qué clia thude ciing nh tinh dung nap déi vdi titng ngudi bénh. Thudng phdi ¢dn 3
ngdy thim do biing cdch ting liéu tir tir € xdc dinh duge liéu duy tri. Tuy nhién, bic
siclia ban ¢ thé ké ddn khdc di. Ban nhat thi€t phdi tudn theo sy ¢hi ddn clia bic si.
Cic lidu sau day duge khuyén diing cho ngudi 16n va tré em hdn 12 tudi, trir khi bic
sT cia ban ¢ thé ké ddn khéc di.

Ngay 1: 300 mg/ ngay. Cé th€ udng 1 vién 300 mg, 1 ldn duy nhit trong ngay. Hoic
chia lam 3 14n, mdi 14n 1 vién 100 mg,

Neay 2; 600 mg/ngdy. C6 thé ubng 2 1dn x 1 vién 300 mg. Hodc udng 3 1dn x 2 vién

100 mg.

Neav 3: 900 mg/ ngay. C6 (hé ubng 3 14n x 1 vién 300 mg. Hogc udng 3 lin x 3 vién

100 mg.

Tir nedy thit 4: ¢6 thé ting dén 1200 mg/ ngay, chia lam 3 l4n (vi du, 3 14n x 1 vién

400 mg). 3

.z ; /}"'1(1"/
Trong mét s6 trudng hop nhit dinh: IR
® C6 thé cdn phdi ting liéu hon nita d€ dat dude hiéu qui mong mudn.
® Bdc sT clia ban ciing c6 thé khuyén ting liéu véi gia hegng nhd hdn (100 mg) (vi du,
vdi nhitng b&nh nhin stfc khde kém, nhe cin hodc nhitng ngudi dang dugc ciy ghép
cd quan).

® Bic si ciing c6 th€ ké toa vdi nhitng lidu khdc di; vi du, cho ngudi bénh suy thin
hoidc ngudi bénh dang dugc thuc hién thim phin.

Ban phdi tudn tha chiit ché don thubc ma bde si did ké cho ban.

Vdi tré em tix 3 tudi dén 12 widi bic si s& dinh liéu cho tirng bénh nhin dwa tén cin
ning, tinh nhay ciia tirng ngudi va hidu qua dat dugc. Tir liéu khdi ddu thdp, ting o
tir € dat dugc lidu hiéu qua (thuding qua 3 ngay diu).

Ubng thudc Tebantin nguyén vién, v4i nhidu nudc, trong bita in hodc khodng thdi
gian gita cdc bira dn.

Ban cdn phii lam gi néu quén udng thude?

Né&u ban quén mét liéu, mi liéu cudi ciing dd udng cdch ddy han 12 gid, hdy hdi bac
s ciia ban xem c6 cdn phai udng bit hay khong.

Ban phii u6ng Tebantin diing liéu lugng, ding cdch va ddng thi¥i gian nhy bic si 84
ké dan.
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Ban khéng duge ty § ngifng ding thudc trong bt cif hodn cinh nio! Khi cin
ngirng thude, phdi gidm liéu ti tir trong khodng thdi gian it nhit 1a mot twin, theo sy
huéng din cda thdy thudc.

Né&u cin phii phéi hgp diéu tri vdi mét thuSc chéng déng kinh khdc, cin diéu chinh
lidu tir tir trong khodng thai gian it nhat 13 mét wdn.

CAC CANH BAO VA THAN TRONG

Nhitng cdnh bdo va thin lrong dic biét

* ( nhing bénh nhin khéng dung nap lactose, cdn biét ring trong vién Tebantin 100
mg c6 chifa 22,14 mg lactose, vién 300 mg chia 66,42 mg va vién 400 mg chifa 88,56
mg lactose.

= Chua c6 dii cdc kinh nghiém l1dm sang vé viéc ding thudc & tré em dudi 3 tudi.

= Trong thdi gian diing thudc Tebantin, khéng dugc udng cdc thic udng c6 con.

= Bénh nhin ti€u dudng ma ding Tebantin thi cdn phdi dugc ki€m tra thudng xuyén
hon vé ndng d6 dudng huy&t va diéu chinh liu thude tri tiéu dudng néu cin.

Phu nif mang thai va nudi con b

Chi ddng Tebantin trong thdi gian mang thai néu dudc bic si ké don, sau khi di cin
nhic k§ gilta 10 ich va nguy cd ¢6 thé gip.

Hoat chi't gabapentin ¢6 di vao sita me, nén khéng loai trit khd niing thudc c¢6 thé
gdy ra nhitng tdc dong bat 1¢i trdm trong cho tré. Vi vily, khéng cho con bi sita me
trong thdi gian ngudi me ding thudc Tebantin.

Néu ban c6 thai hodc dang cho con b, ban edn phdi bdo cho bdc sTva xin l5i khuyén

vé viéc ditng thudc nay ] /
Anh hudng ctia thudc 1én kha niing 14i xe v vén hanh may ,*f'- W
Tebantin tic déng 1én hé thin kinh trung uong nén c6 thé giy budn ngl, mét méi,
chéng mat; k&t qua 12 lam gidm khd ning phdn tng. V1 vdy, trong thdi gian ding
thuSc Tebantin ngudi bénh khong dudc 14i xe hay vin hinh mdy mée. (Théng
thuding, nhitng tdc dong nay hay xay ra vio thdsi gian dau ding thude, khi ting lidu
hodc khi d8i qua diing Tebantin sau khi diing cdc thuéc khdc).

TUONG TAC THUOC

Cén bdo vdi b4c si v& tat cd cdc loai thu6c ma ban dang ding hoic s& ding, k€ cd
cdc loai thuSc ma ban t ¥ mua vé uéng khéng theo don clia béc si.

Trong cdc nghién cifu 1dm sang vé viéc diing k&t hdp gabapentin véi cdc thude chéng
dong kinh khdc (nhu phenytoin, carbamazepin, phenobarbital, valproic acid), ngudi ta
khéng nhén thiy ¢ sy thay ddi quan trong nao vé ndng d6 huyét twong cla nhitng
thufc nady. T nhifng dir kién ndy, ngudi ta cho ring gabapentin dudng nhu khéng c6
dnh hudng gi 1én sy hip thu, chuyén hod vi thdi tri clia cdc thuSc chdng dong kinh
khdc ma ngudi bénh dang ding.

Né&u diing citng lic Tebantin véi nhitng chi' trung hda acid dich vi (antacids), sy hap
thu gabapentin qua ngd da day cé thé gidm ddng k&, Do d6, nén ung Tebantin hai
gidf sau khi di uéng cdc thude trung hda acid dich vi.
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Bin thdn gabapentin khéng ¢ 4nh hudng gi dén hiéu qud cla thudc ngiva thai udng.
Tuy nhién, khi ding k&t hgp Tebantin véi cdc thudc khdc (vi du nhi cdc thudc chéng
ddng kinh) cling phdi tinh d&€n khi ning hiu qui cda thudc ngira thai gidm.

QUA LIEU VA CACH XU TR{
Khi diing thuSc qud [iéu, thudng gip cdc riéu chifng nhu chéng mit, nhin déi, suy
gidm khd niing néi, budn ngd, tiéu chiy nhe.

C4n phii lam gi khi ban udng qué liéu Tebantin?

Né&u ban uéng thuéc Tebantin nhiéu hon 14 bdc si da ghi trong don, va gip phdi cic

triéu chitng qua lidu nhy md 14 trén ddy, thi phdi bdo ngay cho bdc sT bi&t. o
/h, e

Piéu trj qué liéu: Mic dit ¢6 thé loai trir gabapentin ra khéi co thé biing bién phip
thdm phan loc mau, nhung thuding khong cin dén. Tuy nhién, § ngudSi bénh suy thin
c6 thé cAn phdi 4p dung bién phdp nay.

TAC DUNG KHONG MONG MUON

Thong bdo cho bdc sV nhiing tic dung khing mong mudn gdp phdi khi sii dung
thube

Ciing nhu bi't ¢\ thudc ndc khdc, Tebantin cling ¢6 th€ giy ra cdc tdc dung khéng
mong mudn, thudng 4 vio lic khdi ddu diéu tri rdi sau d6 gidm din vi mat hin néu
diéu tri dai han.

Trong thdi gian diing gabapentin- vi 13 thudc tic dong 1én hé thin kinh trung uong-
céc tdc dong phu thudng xdy ra nhat cé lién quan d&€n hé thin kinh trung wong nhu
ngh ga, mét mdi, chéng mic vi mit phdi hogp. P6i khi x4y ra: Rung gidt nhan ciuy,
nhitc ddu, nhin md, nhin d6i, run rdy, néi kém, rdi loan ¥ nghi, gidm tri nhé, co gift
cd, cing thdng thin kinh, khé miéng, mat ngd, tim trang thi't thudng.

Trong céc nghién cifu lim sang ciing da ¢6 bio cdo vé cdc tic dong phu khong lién
guan dén hé thdn kinh trung wong nhu: budn nén, nén-, khé tiéu, tio bén, ting cin,
ngon miéng, s6 miii, viém hong, ho, dau cd, dau lung, phi, r8i loan cudng duong, cic
bat thuting vé ring, ngifa, gidm s6 lugng bach cdu, gian mach mau,

Ciing ¢6 bdo cdo vé tinh trang viém tuy c4p trong thdi gian didu tri vdi gabapentin.
V1 viy, cdn ngitng thudc ngay n&u nhin thdy cdc ddu hién ddu (ién cda bénh viém
tny (kh¢ chiu & phin bung trén, budn nén vd ndn nhiéu lin). Ban cdn gap bdc si dé
duge khdm 18m sang va lam cdc xét nghiém cin thiét, gitip chdn dedn nhanh bénh
viém tuy cip,

o] bénh nhin déng kinh dudi 12 wdi, cdn luu ¥ cdc thdi d0 hiin hoc hay hinh vi théi
qud, khéng ki€m ché.

PIEU KIEN BA0 QUAN

Béo quin Tebantin & nhiét do khéng qud 30°C, trong bao bi gdc.
Khéng diing thudc qué han ghi trén bao bi,

P& xa tim tay tré em.
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HAN DUNG CUA THUOC
2 ndm k€ tr ngdy sdn xudt.

TIEU CHUAN
Tiéu chufin nhi sdn xuat

TEN PIA CHI NHA SAN XUAT VA CHU SG HU'U GIAY PHEP PANG KY

LUU HANH THUOC
Gedeon Richter Ple.
H-1103 Budapest, Hungary
Gyémroi Gt 19-21.

Tel. 36-1-431-4000

Fax. 36-1-261-2166
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