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TO HUONG DAN SU DUNG THUOC

Rx 4 Thuée ban theo don
Vién nén bao phim Gabarica 400

THANH PHAN :

= GRDAPEIEIN, asrusrmsennsmmisssissitssssssnspsrbrssmmosmomeesraceesd 400mg

o TR A0 VIR Al tcimemsiisuississssiimibmmmmmmmanmres 1 vién
(Laclose monohydrat, Celulose vi tink thé 101, Tinh bt
bién tinh, Crospovidon, Polysorbat 80, Paovidon K30, Talc,
Magnesi stearat, Hypromelose 606, Polyethylen glycol
6000, Titan dioxyd, Sat oxyd da)

DANG BAO CHE: Vién nén bao phim

DUQC LYC HQC

Gabapentin 1a thude chéng dong kinh, co ché hién chua
rd. Trén ste vt thye nghi¢m, thude 6 tée dung chéng con
dudi eimg mit sau céc chi khi lam séc dién va cung tre ché
duge con co gilt do pentylentetrazol. Higu qua & ca hai thi
nghiém déu twong ty nhu ddi véi acid valproic nhung khic
véi phenytoin va cmbama?epm Céu [rée héa hoe cia gaba-
pentin twong tr chit te ché din truyén than kinh 13 gamma-
aminobutyric acid (GABA), nhung gabapentin khong téc
dgng tryc tiép 1én cac thy thé GABA, khéng lam thay doi ciu
trie, gidi phéng, chuyén hoa va thu hdi GABA.

Trong cic nghién clu in vitro ma gabapcntm duge danh
déu bing phong xa cho thiy cé mot vj tri clia gabapentin gin
két voi ndo chuft cdng, bao gbm I6p vo ndo va ving doi
thi. Af lye lién két manh cla gabapentin véi protein trong md
nfio dong vt duge xée dinh 12 c6 anh huong dén kénh canxi
phy thudc dign thé trén mang € bao thén kinh.

DUQC DONG HQC

Gabapentin hip thu qua dudng tidu héa theo co ché bso
hoa (khi lidu tang, sinh kha dung lai gidm). TI hube d;u ndng
(4 dinh trong huyét trong sau khi udng 2 ity va dat nong dé
on dinh sau 1 - 2 ngay. Néng d¢ c6 higu qud cia thude trong
huyét thanh chua duge xdc¢ dinh. Tuy vy, trong mdt nghién
ciru, s6 lin co gigt chi thiy gidm & nhimg ngudi c6 ndng do
huyét thanh gabapentin trén 2 mg/lit (11,7 micromol/lit).
Nong d¢ cia gabapentin trong huyét twong néi chung nim
trong pham vi tir 2 mg/lit (2 microgam/ml) t6i 20 mg/lit (20
microgam/ml).

Sinh kha dung khodng 60% khi dung véi liéu 1,8g/24 gidr
va khéng turong tng véi lidu diing, tham chi khi héu ting trén
1,8g/24 gidy thi sinh kha dyng lai gidm (sinh khd dung khodng
35% khi dung véi liéu 4,8g/24 gid). Thirc &n it anh huong
dén tée do va mirc o hidp thu.

& ngudi bénh cao tudi va ngudi bénh suy gidm chic
niing than, ¢¢ thanh thai gabapentin trong huyét tuong bj
giam. Gabapentin ¢é thé b| logi khoi huyét twong bang thim
phan mdu, vi vy cdn didu chinh lidu d&i voi nhitng ngudi
b¢nh nay.

Gabapentin phén b khap co thé, vio duge sira me, lién
két voi protein huyét trong rét thip (< 3%). Thé tich phan bb
cua thude 12 58 + 6 lit & ngudi Ion.

Gabapentm hiu nhu khong chuyén hoa trong co thé va
thai trir chii yéu qua than duéi dang khéng dbi. Thei gian bin
hiy clia gabapentin trong huyét tuong khoang 5 dén 7 giv o
ngudi c6 chite ndng thén binh thudng.

CHI PINH PIEU TR{

- Bidu trj hd trg trong dong kinh cuc by cé hay khong kém
theo ciic con toan thé thir phit & ngudi Ion va tré em i 3 tudi
trd 1én.

- Didu trj dau do viém cac day thin kinh ngoai bién ¢ ngudi
1én.

LIEU LUGNG VA CACH'DUNG
Thube nay chi disng theo sie ké don ciin bdc s7

Cdch ding:
Thube ding dudmg udng cling hay khong clng vai thire an.
Gabapentin duge dung nhu mdt thudc phy dé phéi hop véi
cée thube chéng dong kinh khac. Dung don dgc c6 thé khong
cd higu qua.

" Liéu luong:
Chéng dpng kinh:

Lidu lugng thay déi thy theo dép tng cla timg cd nhan, va
thudmg do bac s7 diéu tr chi djnh
~ Nguoilonva tré em trén 12 (ot

L)éu khéi ddu hidu qua thong thudng tir 300mg dén 900
mg mdi ngay.

Sau d6, lidu c6 thé tang thém timg budc 300 mg mdi ngay,
dira trén dap tng cta ngudi bénh, cho dén khi dat lidu didu n|
higu qua, thong thudmg 1a 900 — 1800 mg/ngdy. chia 3 fdn.
(Dunz, 1 vién 300mg hodc 400mg x 3 1an /ngdy, c6 thé tang
litu dén 1800mg/ ngdy)

Lidu tdi da khong quﬁ 2400 - 3600mg/ ngay.

Nén chia déu téng lidu hang ngdy cho mbi lan ding thude
va khoang céch ding thube khong nén quéd 12 giv. Khi ding
lidu cao ¢6 thé chia 4 lin/ngay.

Dox voi ngudi bénh suy gzam chite ning thin va dang
thim phan mau phai giam lidu; lidu thich hop. ¢An higu chinh
theo dé thanh thai creatinin (Cleg), duge khuyén cio nhu sau:

Dy thanh thai Lidic diiii
creatinine (ml/phit) g
50 -70 600 - 1800 mg/ngdy, chia 3 lan
30-49 300 - 900 mg/ngay, chia 3 Jan
1529 300 mg (céch ngay mot lan) - 300
mg/ngdy, chia 3 lan
<15 100 - 300 mg cich ngdy mot ngay
mot ldn, chia 3 lin
Tham phin méu 200 - 300 mg (*)
(*) Liku ngp 12 300 — 400 mg cho ngudi bénh lin déu ding
gabapentin, sau d6 200 - 300 mg sau m&i 4 git thém phan
méu.

~ Tré em dwdi 12 tudi:
Vién nén bao phim Gabarica 400 khéng phu hop cho sir
dung & tré em dudi 12 tudi

Diéu tri dau do viém cdc diy thiln kinh ngom bién:
Liéu lugng thay dox tiry theo ddp ting cua tirg ca nhin, va
thudmg do bac sT didu trj chi dijnh
- Ngieoi lom: Uéng khong qua 1800mg/ngay.
Liéu khéi ddu higu qua théng thudmg tir 300mg dén 900
mg mbi ngay, c6 thé ding nhu sau:
Ngay 1: 300 mg/lin/ngay
Ngdy 2: 300mg hodc 400mg x 2 !anmgéy
Ngay 3: 300mg hogic 400mg x 3 ldn/ngay
Sau d6 lidu ¢6 thé ting thém timg bué'c 300 mg mdi ngay,
dyra trén dap Umg cia ngudi bénh, cho dén khi dat lidu 5i da
1800 mg/ngay, chia 3 lan.
Lidu duy tri: 900 — 1800 mg/ngay, chia 3 lan,
- Ngudicao 1u6i:
Liéu ding c6 thé thip do chirc nang thin kém.

CHONG CHI DINH
Min cam voi gabapentin hoge bdt ct thanh phan nao trong
cbng thirc bao ché,



CANII BAO VA THAN TRONG KHI SU DUNG

Canh bdo:
- C6 hindy vi va 3 dinh (i tie.
Thuée chéng dong kinh (Antiepileptic drugs, AEDs), bao
gbm ca gabapentin, thudng lam ting nguy co vé ¥ mudn hojic
hanh vi i tr & nhitng bénh nhén su dyng céc thuéc nixy cho
chi dinh didu tr bét Ly no. Bénh nhan duge dido trj véi b'lt
ky AEDs nilo ciing can duge theo ddi va gidm sét sy xudt
hién cua cdc ddu hiu bét ky vé trdm cam, vé suy nght hoge
hanh vitytr vi/hodc bit ky s thay dbi bat thubng nao
trong tam trang hodic hanh vi.
Bénh nhén va gia dinh cin dugc tw vin rang céo thube chéng
dong kinh, bao gdm ca gabapentin, c6 thé lam tang nguy
co suy nght va hanh vi ty tir va chn dugce thong béo vé sy
xudt hign che trigu chimg x4u di coa bénh trdm cam, vé bét
ky thay déi bt thu'émg ndo trong tdm trang hofic hanh
vi, hofic sy xudt hién cia ¥ nght, hanh vi ty tir.

= Khd nding tiém &n tgo kiidi u

Trong nghién clru in vivo tién 1am sang v& kha ning gdy ung
thu, cho thiy co ty & cao khow u & t& bao acinar
wyén tuy duge xdc dinh ér chudt cbng dyre, nhung lai khong
thdy & chuft cbng cdi. Y nghia lim sang cta phédt hién nay
hign chua rd.

= Chét apt ngpt va khong r nguyén nhén & bgnh nkin bj
bénh djng kinh.

Trong qué trinh sit dung san phim ctia gabapentin truéce khi
dua ra thi trudng, da ¢6 8 trudng hop tr vong dot ngdt khong
gidi thich duge nguyén nhan da duge bio cdo trong tong s6
2.203 bénh nhéan duge diéu tn (trong d6 2103 bénh nhin
diing thude hang nam). Mot sé trudmg hop tir vong trong sé
nay c6 thé lién quan dén tr vong do ddng Kinh.

Thén trong:
Sir dyng thin trong dbi i ngudi ¢ tién st i logn tim
thin, ngudi suy gidm chirc niing thin va thdm phin méu,
ngudi van hinh tdu xe hofic may mde.
Thuoe b thé gdy duong tinh gia khi xét nghiém protein nigu.

TUONG TAC THUGC

Khi ding déng thov, gabapentin khong lam thay ddi duge
dong hoc cta cic thube chéng dong kinh thudng ding nhu
carbamazepine, phenytoin, acid valproic, phenobarbital,
dia"epam

Thube khdng acid 1am giam sinh kha dung ca gabapen-
tin khoing 20% do anh huong dén sy hdp thu thubc, Nén
dung gabapentin sau khi ubng thudc khing acid it nhét 2 gio.

Syr bai tiét clia gabapentin qua thin khong bj anh hudng
cua probenecide.

Sy bai tiét cia gabapentin qua thin bj gidm nhg khi dung
phdi hop véi cimetidine, nhung sy giam ndy khong c6 y
nghia lam sing.

TRUONG HOP CO THAI VA CHO CON BU
Trueong hop co thai

Gabapentin gy quéi thai trén dong vt gim nhim. Trén
ngudi mang thai, chua thdy ¢6 tic dong trong tyr. Tuy nhién,
chi ding thudc cho ngudi mang thai khi thye sy cén thiét va
c6 can nhic k§ 1¢i ich cao hon so véi nguy co rii ro cho thai
nhi.
Truong hop cho con bi

Khi ding dudng uﬁng gabapentin qua duge stra mg, Téc
dung cia thube trén tré so sinh con chua 1o, vi viy cht dung
gabapentin cho phy nir thei ky cho con bi khi thit can thiét
vi di can nhiic k3 lgi ich cao hon nguy co rui ro.

MC DQN'G CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Khéng ding thude khi dang 14 xe hay vin hinh may
mée vi mét s6 phan tng bit loi nhir chéng mat va bubn
ngt.

Th 6ng bdo cho Bie si nhitng tic dgng khidng mong mudn
gaip phii khi siv dung thudc

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Gabapentin dung nap tot. Cdc ADR thudng nhe hotic
trung binh va c6 khuynh hu‘éng gxém dan khi tiép tuc didu tri,
Céc ADR hay gip nhit déi véi thin kinh va thudmg la
nguyén nhan giy ngimg thude.

Thuong gdp, ADR > 17100

Thén kinh: Vin dong mzi( phéi hop, rung gigt nhan cdu, mét
mm, chonc- mét, phi, budn ngu, gmm tri nhé Tré em tir 3
dén 12 toi: Gip cac vén d& v& than kinh nhu lo 4u, thay dbi
cach (g xir (qudy khoc, cam gide sing khodi hoic trdm cim,
qué kich dong, thai do chéng ddi...).

Tiéu héa: Khoé tiéu, khé mxéng, tao bon, dau bung, tidu chay.

Tim mach: Phti mach ngoai bién,

Ho hdp: Viem mii, viém hong- hdu, ho, viém phdi.

Mét: nhin mot hoa hai, giam thi lye.

Co xuong: dau co, dau khdp.

Da: mén ngira, ban da.

Mau: giam bach ciu.

Khdc: 1i¢t duong, nhiém virus.

fr gap. 1/1000 < ADR < 1/100

Thén kinh: Mét tri nho, mit ngén ngir, whm cam, cu gt
hejc thay dos tam thin, tinh khi, liét nhe, giam hofic méit duc
cam, nhirc dau.

Titu héa: Réi loan ticu héa, chay mau lgi, viém mi¢ng, mét
hodic rbi loan v gléc

Tim mach: Ha huycl ap, dau thit ngye, rbi loan mach ngoai
vi, hdi hop.

Khéc: ting céin, gan to,

Hrem gdp, ADR < 1/1000

Than kinh: Ligt ddy thdn kinh, r(n loan nhén cach, ting due
cém, giam chire nang van dong, rdi loan tam thin.

Tiéu hoéa: Loét da day - t4 trang, viém thyc quan, viém dai
trang, viém tryc trang.

Hb hip: Ho, khan tiéng, viém niém mac dudng ho hép, giam
thong khi phél phit phoi.

Mat Ngira mit, chay nuée mit, bénh vong mae, viém méng
mét.

Co xuong: Viém syn, lodng xuong, dau lung,

Mdu: Giam bach clu (thudng khéng 6 trigu chimg), thoi
gian mau chay kéo dai.

Sét hoic rét run,

H$i chimg Stevens-Johnson.

ud dch xir tri AD

Céc tde dung khong mong mudn thudmg nhe hofic trung
binh v& ¢6 khuynh huéng gidm ddn trong vong 2 tudn khi
tidp tuc didu trj.

Vién dong mét phdi hop thuomg lién quan dén lidu ding,
Néu giam liéu ma khéng da, phai ngirng thube,

Nuu nghi ngd c6 hoi ching Stevens-Johnson, phai ngimg
thudc.

Khéng nén dimg thubc dot ngot vi ¢6 thé lam ting tin
sudt cac con dong kinh. Trude khi ngimg chuoc hodic chuyén
sang sit dung thubc chdng dong kinh khac cin phai giam liéu
tir tir trong vong it nhit 13 7 ngay.

QUA LIEU

Quié lidu gabapentin ¢6 thé gay nhin mdt héa hai, ndj liu riu,
u dm, hon mé va tiéu chay.

Hau hét cic trudng hop qud lidu déu hdi phyc sau khi st

dung céc bién phap didu trf hd g, :
C6 thé logi thudc ra khéi co thé béng tham phan mau,

PONG GOI:
Hop 3 vix 10 vién
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BAQ QUAN:

Noi kho, nhiét d¢ khéng qua 30°C. Tranh anh séng
TIEU CHUAN AP DUNG: '
Tiéu chudn co s6.

HAN DUNG:
36 thang ké tir ngdy san xudt.

IRACH NHIEM TRON VEN

Di xa tin tay cita tré em.
Doc k§ lurdng dan siv dung trivde klii dang.
_ Néu cin thém thong tin, xin i § kién Bde st
Sin xuit tai:
CTY CO PHAN DUGC PHAM SA VI (SaWpharim J.5.C)
L8 Z.01-02-03a KCN/KCX Téan Thugn, Q.7, TP.HCM
Dién thogi : (84.8) 37700142-143-144
Fax 1 (84.8) 37700145
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