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Vién nén bao phim Gabarica 400

THANH PHAN

- Gabapentin....
- Taduge vira du

(Lactose monohydrar Celulose vi tinh thé 101, Tinh bét
bién tinh, Crospovidon, Polysorbat 80, Povidon K30, Tale,
Magnes: stearat, Hypromelose 606, FPolyethylen glycol

6000, Titan dioxyd, Sat oxyd do)
DANG BAO CHE: Vién nén bao phim
DUQC LYC HQC

Gabapentin 12 thube chdng dong kinh, co ché hlcn chua
rd. Trén stc vit thyce nghiém, thude c6 téc dung chéng con
dudi cirg mjt sau céc chi khi lam séc dién va ciing e ché
duge con co gidt do pentylentetrazol. Hi¢u qua & cd hai thi
nghiém déu trong tu nhu dbi vai acid valproic nhing khéc
véi phenytoin va carbamazepin. CAu trac héa hoc cia gaba-
pentin tuong ty chét tre ché din truyén thn kinh la gamma-
ammobutync acid (GABA), nhung gabapentin khong tac
ddng tryre tlep Ién céc thy thé GABA, khéong lam thay dbi cdu
triic, giai phong, chuyén héa va thu hdi GABA.

Trong cdc nghién ciru in vitro ma gabapentin dugc danh
diu bing phong xa cho théy co mol vi tri ciia gabapentin gan
két v6i ndo chudt cbng, bao gbm Iép vé ndo va ving dbi
thi. Ai lyc lién két manh cla gabapentin véi protem trong md
ndo ddng vit duqc xdc dinh 14 c6 anh hucng dén kénh canxi
phu thude dién thé trén mang té bao thin kinh.

DUQC DONG HQC

Gabapentin hép thu qua dudng tiéu héa theo co ché bio
hoa (khi liéu tang, sinh kha dung lai giam). Thubc dal néng
do dinh trong huyét trong sau khi ubng 2 gitr va dat nong do
on dinh sau 1 - 2 ngdy. Nong d§ c6 higu qua cta thude trong
huyét thanh chua duge xdc dinh. Tuy viy, trong mot nghién
ciru, s 14n co gidt chi thdy giam & nhing ngudi ¢6 nong 4o
huyet thanh gabapentin trén 2 mg/lit (11,7 micromol/lit).
Nong do cua gabapentin trong huyét tuong néi chung nam
trong pham vi tir 2 mg/lit (2 microgam/ml) t&i 20 mg/lit (20

microgam/ml).

Sinh kha dyng khoang 60% khi diing véi lidu 1,8g/24 gitr
va khong tuong (rng voi lidu ding, tham chi khi lidu tang trén
1,8g/24 gitr thi sinh kha dyng lai giam (sinh kha dung khodng
35% khi ding véi lidu 4,8¢/24 giv). Thirc &n it anh huong

dén tde do va mirc dd hﬁp thu.

O ngudi bénh cao tudi va ngudi bénh suy g:am chirc
ning thdn, do thanh thai gabapentin trong huyét tuong bj
giam. Gabapentin ¢ thé b; loai khoi huyet tuong bing thim
phin mau, vi viy cin diéu chinh lidu déi voi nhimg ngudi

bénh nay.

Gabapentin phédn bd khap co thé, vao dugc sira mg, lién
két vai protein huyét trong rit thip (< 3%). Thé tich phén b6

ciia thubc 1a 58 £ 6 lit & ngudi lon.

Gabapentin hdu nhu khéng chuyén héa _trong co thé va
thai trir chi yéu qua than dudi dang khong déi. Thoi gian béan
hiy cua gabapentin trong huyét tvong khoang 5 dén 7 gidr &

ngudi ¢é chire nang thdn binh thudng.
CHI DINH PIEU TRI

- Pitu trj hd trg trong dong kinh cyc by c6 hay khong kém
theo cic con toan thé thir phat & ngudi 1ém va tré em tir 3 tudi

trér 1En.

- Diu tri dau do viém cac ddy than kinh ngoai bién & ngudi

lém.

TO HUONG DAN SU DUNG THUOC

Rx Thuée bén theo don

LIEU LUGNG VA CACH DUNG
Thude nay chi ditng theo sw ké don ciia bdc si

Céch diing:
Thube dung dudng ubng cling hay khdng ciing voi thire an.
Gabapentin dugc ding nhu mot thubc phy dé phéi hop voi
céc thude chéng dong kinh khac. Ding don doc c6 thé khong
c6 higu qua.

Liéu luong:
Chmrg djgng kinh:

Liéu lugng thay déi tiy theo dap g cta timg cé nhin, va
thudmg do béac si diéu trj chi dinh
- Ngi:m [6m va tré em trén 12 uéi:

Llcu khai du higu qua théng thudng tir 300mg dén 900
mg mbi ngay.

Sau d6, liéu c6 thé tang thém tirng bude 300 mg mbi ngdy,
dura trén dap rng cta ngudi bénh, cho dén khi dat liéu diéu lr|
hiéu qud, théng thudng 1a 900 — 1800 mg/ngdy, chia 3 lan.
(Dung 1 vién 300mg hodic 400mg x 3 1dn /ngdy, c6 thé ting
liéu dén 1800mg/ ngay)

Liéu t6i da khong qué 2400 — 3600mg/ ngay.

Nén chia déu tdng lidu ‘hang ngay cho mdi lin ding thubc
va khoang cach diing thuée khong nén qua 12 gio. Khi ding
liéu cao c6 thé chia 4 lin/ngay.

Péi véi ngudi bénh suy gidm clirc nang thin vi dang
thim phén mau phai giam lidu; lidu thich hgp can higu chinh
theo d6 thanh thai creatinin (Clcg), duge khuyén cédo nhur sau:

thanh thai Lo i
crcg?nine (ml/phat) Licu ding
50-70 600 - 1800 mg/ngay, chia 3 lan
30-49 300 - 900 mg/ngdy, chia 3 lan
15-29 300 mg (cach ngy mot lan) - 300
mg/ngay, chia 3 lan
<15 100 - 300 mg cich ngdy mét ngay
moét Idn, chia 3 lan
Thim phdn mau | 200 - 300 mg (*)

(*) Liéu nap 12 300 — 400 mg cho ngudi bénh lan ddu ding
gabapentin, sau d6 200 - 300 mg sau mdi 4 gid thdm phan
mau,

- Tré em dudi 12 tuéi:
Vién nén bao phim Gabarica 400 khéng phit hep cho sir
dung & tré em dudi 12 tudi

Diéu tri dau do viém cdic day thin kinh ngogi bién:
Liéu lugng thay ddi tiy theo dép (g cia ting ca nhan, va
thudng do béc si diéu trj chi djnh
- Nguoi lon: U(‘mg khong qua 1800mg/ngay.
Liéu khoi diu hi¢u qua thong thudmg tir 300mg dén 900
mg mdi ngay, c6 thé dung nhu sau:
Ngay 1: 300 mg/lan/ngay
Ngay 2: 300mg hodic 400mg x 2 lanfngay
Ngay 3: 300mg hoic 400mg x 3 lin/ngay
Sau d6 liéu c6 thé ting thém tirng bude 300 mg mbi ngay,
dya trén dap (ng ctia ngudi bénh, cho dén khi dat lidu tdi da
1800 mg/ngay, chia 3 lan.
Liéu duy tri: 900 — 1800 mg/ngay, chia 3 lan.
- Nguwdi cao tudi:
Li¢u ding c6 thé thip do chire ning thin kém.

CHONG CHI DINH
Min cim véi gabapentin hogc bat cir thanh phdn no trong

cdng thirc bao ché.
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CANIH BAO VA THAN TRQNG KHI SU DUNG

Cdnh bdo:
T - Cd fianh vi va Y dinli tie fiv.

Thuéc chéng dong kinh (Antiepileptic drugs, AEDs), bao
gdm ca gabapentin, thuong lam ting nguy co vé y mudn hoic
hanh vi tr tr & nhitng bénh nhén sir dung céc thudc nay cho
chi dinh diéu tr bit ky ndo. Bénh nhén dugc didu tri voi bét
ky AEDs nao ciing cin duge theo ddi va glam st sy xuat
hién cia cdc ddu higu bit ky vé& trdm cam, vé suy nght hodc
hanh vitytr va/holc bit ky su thay ddi bét thuong nao

=z . trong tmtrang hofic hanh vi.

Bénh nhan va gia dinh cin duge tr vin rang céc 1huéc chong
dong kinh, bao gbm ca gabapentin, c6 thé lam tang nguy
co suy nghiva hanh vi ty tir va cAn dugc thong béo veé sy
xufit hién cac tnf,:u chirng xéu di cia bénh trAm cam, vé bt
ky thay dbi bt thudngndo trong tim trang hodc hanh
vi, hodic sy xut hién cia y nght, hanh vi tyr tir.

- Khi nding tiém én tgo kké: u

Trong nghicn ciru in vivo tién lam sing vé kha néing gdy ung
thu, cho thly co ty 1écao khé: u & té bio acinar
tuycn tuy duge xac dinh & chut cong duc, nhung lai khong
thdy & chudt cng cdi. Y nghta ldm sang cia phét hign nay

hién chura ro.

- Chét apt ngdt va khéng ro nguyén nhiin & bgnh nhin b

bénh djng kinh.

Trong qué trinh str dung san phim ciia gabapentin truéc khi
dura ra thj truong, da c6 8 trudng hop tir vong dot ngdt khong
gidi thich duge nguyén nhdn da duge bdo cdo trong tong so
2.203 b¢nh nhan dugc diéu tri (trong d6 2103 bgnh nhén
dung thudc hang ndm). Mot s6 trudmg hop tir vong trong sb
nay co6 thé lién quan dén tir vong do dong kinh.

Thdn trong:

Str dung thin trong dbi voi ngudi co tién st rdi logn tam
than, ngudi suy giam chirc ning thin va thdm phan mau,

ngudi van hanh tdu xe hodc may moéc.

Thube c6 thé gay duong tinh gia khi xét nghiém protein nigu.

TUONG TAC THUOC

Khi diing dong thoi, gabapentin khong lam thay déi durge
ddng hoc cua céac thude chdng ddng kinh thudng ding nhu
carbamazepine, phenytoin, acid valproic, phenobarbital,

diazepam.

Thubc khdng acid 1am giam sinh kha dyng cuia gabapen-
tin khoang 20% do anh hudng dén sy hép thu thubc. Nén
dung gabapentin sau khi udng thudc khang acid it nhit 2 gidr,

Syr bai tiét cia gabapentin qua thin khong bj anh huéng

cla probenecide.

Sur bai tiét ciia gabapentin qua than bj giam nhe khi ding
phdi hop vdi cimetidine, nhung sy giam ndy khong co y

nghia ldm sang.

TRUONG HQP CO THAI VA CHO CON BU

Truong hop cé thai

Gabapentin gdy qudi thai trén dong vit gim nhdm. Trén
ngudi mang thai, chua thdy c6 tic dong twong tw. Tuy nhién,
chi ding thudc cho ngudi mang thai khi thyc sy cin thiét va
¢6 can nhic ky 1¢i ich cao hon so véi nguy co ri ro cho thai

nhi.
Truong hop cho con bii

Khi diing duwdng udng, gabapentin qua duge sita m¢. Téc
dung caa thudc trén tré so sinh con chua rd, vi vay chi diing
gabapentin cho phu nir thoi ky cho con bui khi thit cin thiét
va da cin nhic ky lgi ich cao hon nguy co rii ro.

TAC DONG CUA THUOC KHI LAI XE VA VAN

HANH MAY MOC

Khéng ding thube khi dang l4i xe hay vin hanh miy
méc vi mdt s6 phan tng bat lgi nhu chéng mit va budn

ngt.

Théng bdo che Bidc si nhivng tic dyng khong mong mudn
gdp phdi khi sit dung thudc
TAC DUNG KHHONG MONG MUGN CUA THUGC
(ADR)

Gabapentin dung nap tét. Cac ADR thudng nhe hodc
trung binh va c6 khuynh huofng glam dn khi tiép tuc diéu tri.
Céc ADR hay gip nhit d6i véi thin kinh va thuong la
nguyén nhan gy ngimg thube.

Thuong gdp, ADR > /100

Than kinh: Véan ddng mét phol hgp, rung gidt nhan céu, mét
mm, chéng mit, phu, buon ng,u, glam tri nhd. Tré em tir 3
dén 12 twbi: Gap cac vén dé vé than kinh nhu lo 4u, thay dbi
cach (g xir (qudy khéc, cam gidc sang khoai hogc trAm cam,
qua kich dong, thai 4o chong déi...).

Tiéu hoa: Kho tiéu, kho mlqng, tdo bon, dau bung, tiéu chay.
Tim mach Phii mach ngoai bién.

H6 hép: Viém mii, viém hong- héu, ho, viém phéi.

Mit: nhin mét héa hai, giam thj lyc.

Co xuong: dau co, dau khép.

Da: min ngira, ban da.

Méu: giam bach clu.

Khée: liét duong, nhiém virus.

It gap. 1/1000 < ADR < 1/100
Than kinh: M4t tri nhd, mit ngén ngir, trdm cam, ciu git
hojic thay ddi tim thin, tinh khi, liét nhe, giam hodic mét duc
cam, nhirc ddu.

Tiéu héa: Rdi loan tiéu héa, chiy méu lgi, viém miéng, mit
hoic réi loan vj gléc

Tim mach: Ha huyét 4p, dau thit ngue, rbi loan mach ngoai
vi, hdi hop.

Khéc: ting cin, gan to.

Hiém gap, ADR < 1/1000

Thén kinh: Liét day than kinh, rbi loan nhan cich, ting duc
cam, giam chirc nang vén dgng, réi loan tim thén.

Tiéu hoa: Loét da day - ta trang, viém thyc quan, viém dai
trang, viém tryc trang.

Ho6 hip: Ho, khan tiéng, viém niém mac duong ho hép, giam
thong khi phél pht phoi.

Mat Ngtra mit, chiy nuéc mit, bénh vong mac, viém méng
mat.

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

Mau: Giam bach cdu (thudng khong ¢6 trigu chimg), thoi
gian méu chay kéo dai.

S6t hodc rét run.

Hoi chimg Stevens-Johnson.

Huéng din cach xir trf ADR
Cac tic dung khéng mong mudn thudmg nhe hodc trung

binh va ¢ khuynh hudng gidm dan trong vong 2 tudn khi
tiép tuc didu tri.

Vén dong mét phéi hop thuong lién quan dén liéu dung.
Néu giam liéu ma khong dd, phai ngimng thube.

Néu nghi ngd ¢6 hdi ching Stevens-Johnson, phai ngimg
thude.

Khong nén dimg thudc dot ngdt vi c6 thé lam tiang tin
sudt cac con dong kinh. Trudce khi ngimg thuoc hodc chuyen
sang sir dung thude cr_zfmg dong kinh khac cin phai giam liéu
tir tir trong vong it nhat 1a 7 ngay.

QUA LIEU

Qué liéu gabapentin ¢6 thé gay nhin mot héa hai, n6i liu riu,
u @m, hon mé va tiéu chay.

Hau hét cac trudmg hop qué liéu déu hoi phuc sau khi sir

dung céc bi¢n ph{ip diéu iri hd trg. )
C6 thé loai thudc ra khoi co thé bing tham phén méu.

DONG GOI:
Hop 3 vi x 10 vién
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BAO QUAN: Dé xa tim tay cia tréem.

Noi kho, nhiét do khdng qué 30°C. Trénh 4nh séng el f;‘j'm‘f;;i’; 2 "ﬂj‘f ;:;{j"k‘fj; o)

TIEY Cl.i UAN AP DUNG: - (SZ::'“Yfo; lt’%;AN DUCC PHAM SA VI (s:vm;;m J:.S;;CJ
Tiéu chuan co sé. L8 Z.01-02-03a KCN/KCX Tén Thujn, Q.7, TP.HCM

HAN DUNG: gt

36 thang ké tir ngdy san xudt.
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