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Tal lidu gém 4 trang. Thng tin chi 1iét xem phén théng tin sén phdm trang 2 va 3. Ngay ..........[..... in 1Al liu.
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Hinh thiee: THONG TIN BE GIO1 THIEU THUOC CHO CANBOQ Y TE

THANH PHAN: Méi vién nang cing chia:
Gabapentin ........ooocvvveevvevereererennene 300 mg
Ta dugc vifa Al ..oooovoveveveeen. 1 vién

Mo TA
Vién nang ciing s6 1, ndp nang mau xanh duong d4m, thin nang mau
xanh duong nhat, ndp va than nang c6 in ch “STADA” mau den, bén
trong vién chifa bt thudc mau tring.

DUQC LYC HOC
Gabapentin la thudc chdng dong kinh, co ché hién chua rd rang. Trén
dong vat thit nghigm, thudc c6 tac dung chdng con dudi ciing céc chi
sau khi lam sdc dién va ciing Uc ché dugc con co giat do
pentylenetetrazol. C4u tric hda hoc clia gabapentin tuong ty nhu chat tc
ch& din truyén thdn kinh 13 acid gama-aminobutyric (GABA), nhung
gabapentin khong téc dong tryc tiép 1én cac thy thé GABA, khong lam
thay d@i c&u tric, gidi phéng, chuyén héa va phuc hdi GABA.

DUGC BONG HOC
Gabapentin hdp thu qua dudng tigu hoa theo co ché bdo hoa (khi liéu
tdng, sinh khd dung lai giam). ThuSc dat ndng do dinh trong huyét
tuong sau khi udng 2 gits va dat néng do 6n dinh sau 1 - 2 ngay. Néng do
huy8t thanh c6 hiu qua clia thuéc chua dugc xac dinh. Tuy vay, trong
mot nghién citu, s§ 14n co gi4t chi thdy gidm & nhiing ngudi cé ndng do
huy8t thanh gabapentin trén 2 mg/Iit (11,7 micromol/lit). Néng do huyét
tuong clia gabapentin n6i chung nim trong pham vi tir 2 mg/lit t6i 20
mg/Iit.
Sinh kha dung khodng 60% khi diing v6i liéu 1,8 g/24 gid va khdng
tuong (g véi liéu dung, va khi liéu tang trén 1,8 g/24 gid thi sinh kha
dung lai gidm (sinh kh& dung khodng 35% khi dung vdi liéu 4,8 g/24
gid). Thitc &n it &nh hubng dén t6c do va mic do hp thu.
g ngudi bénh cao tudi va ngudi bénh suy gidm chitc ndng than, do thanh
thai gabapentin huy&t tuong bj giam. Gabapentin c6 thé bj loai khoi
huy8t tuong bing thdm phan mau, vi vdy cén diéu chinh liéu ddi véi
nhiing ngudi bénh nay.
Gabapentin phan bd khip co thé, vao sita me, lién két vdi protein huyét
tuong rét thdp (< 3%). Thé tich phan bd clia thudc 1 58 = 6 lit & ngudi
I6n.
Gabapentin hdu nhu khong chuyén héa trong co thé va thai trir chii y&u
qua than dudi dang khong ddi. Thoi gian ban thai clia gabapentin
khoéng 5 d&n 7 git & ngudi cd chifc nang than binh thudng.

CHIDINH

- Diu trj hd trg trong dong kinh cyc bd.

- D8 diéu trj dau do viém céc day thdn kinh ngoai bién, dau sau bénh
Z0na.

LIEU LUONG VA CACH DUNG
Neuronstad dugc ding dubng ubng, thoi diém ubng thuc khong phy
thudc vao bifa an. Neuronstad dugc ding nhu mot thudc phy dé phéi
hgp voi cac thubc chng dgng kinh khac. Ding don c6 thé khong co
hiéuqua.

* ChBng ddng kinh

_Ngudi I6n va tré em trén 12 tudi
+Ngay ddutién: 300 mg x 1 14n.
+ Noay thir 2: 300 mg/1dn x 2 14n.
+ Ngay thit 3: 300 mg/1dn x 3 I4n.
+ Sau do lidu c6 thé ting thém tiing budc 300 mg mdi ngay, dya trén

dap (ing clia ngudi bénh cho dén khi dat liéu diéu trj hiéu qua, thong
thuting 12 900 — 1800 mg/ngay, chia 3 1dn; t6i da khong qué 2400
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mg/ngay. Né&n chia déu t6ng liéu hang ngay cho mdi 14n ding thufic va
khodng cdch dung thuic khdng nén qua 12 gid. Khi dung liu cao c
thé chia 4 14n/ngay
+ DGi vai ngudi bénh suy gidm chic ndng than va dang th&m phan mau
phai gidm liéu; liéu thich hgp cdn hiéu chinh theo d9 thanh thai
creatinin, dugc khuy&n cdo nhu sau:

D thanh thal creatinin (mi/phat) Lidu dung

50-70 | 600 - 1200 mg/ngay, chia 3 lan
30-49 | 300 - 600 mg/ngay, chia 3 lan
15-29 | 300 mgingay, chia 3 14n
<15 | 300 mg cach ngay mdtIan, chia 3 14n
___ Thémphanméau | 200 - 300 mg*

* Liéu nap 12 300 - 400 mg cho ngudi bénh 1dn ddu dung gabapentin,
sau d6 200 - 300 mg sau mdi 4 git thdm phan mau.

_Tré em tit 6 dén 12 tudi, can ngng tir 30 - 36 kg
+ Ngay ddutién: 300 mg x 1 14n/ngay.
+Ngay thir hai: 300 mg x 1 14n/ngay.
+ Ngay thif ba: 300 mg x 1 14n/ngay.
+ Liduthdng thudng: 300 mg/1dn x 3 14n/ngay.
+ LiBu duy tr: 300 mg/I4n x 3 14n/ngay.
MGt s tré khong dung nap dugc phan ting thém hang ngay, kéo dai
khodng thdi gian ting thém (ti hang tudn) c6 thé thich hgp hon.
Chua cd danh gia vé viéc sir dung gabapentin cho tré em dui 12 tui b
suy giam chifc nang than.

* Diéu trj dau do viém cac day thdn kinh ngoai bién, dau sau bénh
zona

_Nguwi 16n: USng khong qua 1800 mg/ngay, chia 3 14n. Hodc dung nhu
sau:

+Ngay thit nhat: 300 m. {
+Ngay tht hai: 300 mg/14n, ngay 2 I4n. — )
+ Ngay thir ba: 300 mg/I4n, ngay 3 lan. S e |

Sau d6 liéu c6 thé tang thém titng budc 300 mg mdi ngay, dya trén dap
{ing clia ngudi bénh, cho dén khi dat lidu t6i da 1800 mg/ngay, tdng
liBwngay dugc chia ra, udng 3 lan.

Ngudi cao tudi: Liéu ding c6 thé thdp do chifc ning than kém.

CHONG CHI BINH
Mn cam vdi gabapentin hodc bat cif thanh phdn nao clia thudc.

THAN TRONG

- Sif dyng than trong d6i vai ngudi c6 tién si rGi loan tdm thdn, ngudi suy
gidm chitc ndng than va thm phan méu, ngudsi van hanh tau xe hoic
may méc.

- Thubc ¢6 thé gdy duong tinh gid khi xét nghiém protein niéu & nhiing
bénh nhan ding gabapentin.

- C4c tic dyng kh6ng mong mudn thubng nhe hodc trung binh va co
khuynh huéng gidm ddn trong vong 2 tudn khi ti€p tyc diéu trj.

- V4n dong m4t phGi hgp lién quan dén liéu dung. N&u gidm lidu ma
khong d@, phai nging thudc.

- N&u nghi ngds ¢6 hoi chiing Stevens-Johnson, phai ngitng thudc.

- Khong nén ding thudc dot ngdt vi c6 thé 1am tang tdn sudt cac con
dong kinh. Truéc khi ngirng thudc hoic chuyén sang sif dung thudc
chéng dong kinh khac cdn phai giam liéu tir tif trong vong it nhdt 7
ngay.
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TUONG TAC THUOC

- Khi ding d8ng thdi, gabapentin khdng lam thay ddi dugc dong hoc clia
cac thudc chdng dong kinh khdc nhu carbamazepin, phenytoin, acid
valproic, phenobarbital, diazepam.

- Thudc khang acid lam gidm sinh kh& dung clia gabapentin khodng 20%
do 4nh hudng d&n hip thu thudc. Phai ding gabapentin sau thudc
khéng acid it nh4t 2 gid.

PHUY NU €O THAI VA CHO CON BU
Phuy nit ¢6 thai
Gabapentin gay qudi thai trén dong vat gam nhdm. Chua cd nghién clu
ddy dii va dugc kiém so4t trén phy nif mang thai. Tuy nhién, chi ding
thuGc cho ngudi mang thai khi that sy cdn thit va c6 can nhic ky Igi ich
cao hon so véi nguy co cho thai nhi.

Phuy nit cho con bi

Khi diing dubing udng, gabapentin vao dugc sia me. Tac dyng clia thudc
trén tré sd sinh cdn chua rd, vi vdy chi dung gabapentin cho phy nii cho
con ba khi that cdn thiét va da can nhic ky lgi ich cao hon nguy cd rii
ro.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Gabapentin ¢6 thé &nh huding nhe hodc trung binh trén kha ndng l4i xe
va van hanh médy mdc. Gabapentin tac dong I&n hé thdn kinh trung
uong va c6 thé gay budn ngli, chéng mét hodc céc trigu chitng tuong ty
khac. Tham chi, khi nhitng anh hudng trén chi & mic do nhe va trung
binh, thi cling c6 thé 12 nguy hiém tiém tang & nhitng bénh nhan 14i xe
hodc van hanh may méc. Diéu ndy dic biét ding khi bat ddu diéu tri va
sau khi tang liéu. )

TAC DUNG KHONG MONG MUON
Gabapentin dung nap t6t. Cac tic dung phy thung nhe hodc trung binh
va c6 khuynh hu6ng gidm d4n khi tiép tuc diéu tri. Cac tac dung phu hay
gdp nhat d6i véi thdn kinh va thuting 1a nguyén nhan gay ngiing thudc.
Thudng gap:

- Thdn kinh: Van ddng mét phdi hgp, rung gidt nhan cdu, mét mdi, chéng
mit, phii, bubn ng, gidm tri nhé.

- Tré em tir 3 d&n 12 tudi: G3p cac van dé vé thdn kinh nhu lo 4u, thay d6i
cach tng xir (qudy khéc, cdm giéc sang khodi hodc trdm cam, qud kich
dong, théi do chdng ddi...).

- Tiu h6a: Khé tiéu, khd miéng, tao bon, dau bung, tiéu chay.

- Tim mach: Phii mach ngoai bién.

- HO hdp: Viém mii, viem hong - hdu, ho, viém phéi.

- Mt: Nhin mgt hda hai, gidm thj lifc.

- Co- xuong: Dau cg, dau khdp.

- Da: M4n ngifa, ban da.

- Méu: Gidm bach cu.

- Khéc: Liét duong, nhim virus.

Itgap:

- Thén kinh: M4t trl nh, mat ngon ngl, trdm cam, c4u gat, tinh khi hodc
thay d6i tam thén, ligt nhe, gidm hodc m4t dyc cdm, nhifc du.

- Tiéu héa: R6i loan tiéu héa, chdy méu Igi, viém miéng, mé4t hoic rdi loan
vj gidc.

- Tim mach: Ha huyét 4p, dau thit ngyc, r6i loan mach ngoai vi, hdi hop.

- Khac: Tang can, gan to.

Hiém gap:

- Thdn kinh: Liét d4y th&n kinh, rdi loan nhan cach, ting duc cim, gidm
chifc nang van dgng, rdi loan tm thdn.

- Tigu hoa: Loét da day - ta trang, viém thyc quan, viém dai trang, viém
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- H6 hdp: Ho, khén tiéng, viém nidém mac dudng hd hdp, gidm thng khi
phdi, phis phéi

- Mét: Ngita mt, chay nudc mat, bénh vdng mac, viém méng mét.

- Coxuadng: Viém sun, loang xuong, dau lung.

- Mé&u: Gidm bach c4u (thudng khdng c6 trigu chitng), thai gian mau chay
kéo dai.

- S6t hodc rét run.

- Hoi chitng Stevens-Johnson.

QUA LIEU VA XU TRI
Qu4 liéu gabapentin c6 thé gay nhin mét héa hai, ndi liu riu, u &m, hdn
mé va tiéu chdy. Hiu hét cac truding hop qué liéu déu hdi phyc sau khi
sif dung cac bign phap diéu trj hd trg. C6 thé loai thubc ra khoi ca thé
béng th&m phan mau.

BAO QUAN: Trong bao bi kin, nai kho. Nhiét do khong qua 30°C.

HAN DUNG: 24 thang ke tif ngay san xuét.
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