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Yién nang Gabapentin 300 mg
Gabalept — 300

Thanh phin:
M@i nang cirng chiva 300 mg Gabapentin.
Td chere: maize starch, hyprome'lose, Lale, colividal silica,

Nhém duge I§: Thube chong déng kinh.

Durgre lygre hoe:

Gabaleptin 12 thude Lhéng dong kinh, co ¢hé hién chua ra. Trén sic vat thyre nghigm, thube co
the dung chbng con dudi eimg cie chi sau khi lam sbe dign va ciing e ¢hé duge con co gidt do
pentylenetetrazol. Thiéu qua & thi nghiém trén ciing twemg tr nhu dbi voi acid valproie nhung
khidc vdi phen:ﬁ.om va carbamazepin, Ciu tric héa hge cla sabapentin trgwg L chit frc ché din
lruyen than kinh 13 acid gama-aminobutyric (GABA}, nhung gabapentin khong tac dong tryre llép
1&n céc thy thé GABA, khéng lam thay ddi ciu tric, gidi phéng, chuyén hoa vi thu hdi GABA.

Dwge déng hoe:

- Sinh kha dung theg duim
Sinh kha dung cia gabapentin khang 3 1& thudn véi lidu hrong, nhur tang ligu tht sinh kha dung
s& giam, Vai liéu 400 mg, sinh kha dyng s& kém 25% so vdi liéu 100 mg. Tuy nhién v&i khodng
litu 300-600 mg, ngay 3 1dn, thi nhiing khdc bigt vé sinh kha dung khéng qud rd, va sinh kha
dung 1i khodang 60%. Thic &n khdng cb anh hudmg téi the db va mive dd cia s h.xp thu
gabapentin.

- Phan bb:
Gabapentin hou théng trong tuin hedn va 1t L gin vio protein huyét wong (<3%). Vai bénh
nhan déing kinh, cée ndng dé ddy (Cry § ca gabapentin trong dich ndo oy 1a khodng 20% so voi
nbng do day tuong ing & huyét tuomg.

- Dido thai:
Gubapentin bi thai khéi tuin hoan dudi dang chua chuyén hod vi qua thin. Gabapentin khang
chuvg'l hot dang ké o nguol.

Chi djoh;
Diéu ] hi tro trong ddng kinh cuc b, )
Gabapentin can duec sit dung 4 didu i dau do vigm cde déy thin kink ngoal bién.

Chéng chi dinh: ]
Chong chl dinh gabapentin & ngudi qud mén cam vdi thude nay hodie voi cée thanh phin cia ché
phém.

Tic dung phy/ tac dung cd hai:

Cie tae dung phy hay gap 13 budn ngi, choang vang, mat diéu hoa van déng, mét moi va rung
giat nhan cdu,

* Thing bdo cho bde 57 nhitng tde dung khéng mong mudn gip phdi ki ding thude.




Thin trong va canh bio:

Khong duge ngimg ding thuéc dot ngdt cac thube chdng déng kinh, vi c¢é kha nang lam tang din
tin s6 co gigt. Bénh nhén cin duge chi din chi duge ding gabapentin khi ¢6 don ké cia thiy
thude.

Bénh nhan cén duge canh bao la gabapentin ¢d thé gy choang vang, budn ngi va céc déu hidu
triéu chimg khac vé (rc ché hé than kinh trung wong. Vi vily, bénh nhdn khong duge lai xe hodc
van hanh mdy méc phire tap cho téi khi thdy ring gabapentin dugc danh gid la khdng cé hai gi
161 kha ning tam théin va / hodc vén dong.

Tuong tac thude:

Gabapentin khong duge chuycn hod dang ke, ci]ng khéng c6 tuong tac vGi chuyén hod véi cac
thube Lhénb ddng kinh khi phdi hgp thang thudng,

Dit ligu vé twong téc thude md 13 & dudi day |3 cée nghién ciru dat duge & ngudi khoé manh va &
bénh nhin ddng kinh:

- Phenytoin;

Nghién ciru véi liéu don va da gabapentin (mdi lan 400 mg, ngay 3 lan) & bénh nhéan déng kinh (
n=8) dung dom tri ligu phenytoin trong it nhat 2 thang, thay gabapemm khong ¢6 anh hudng
ti cac nong df ddy cua phenyloin trong huyét twong & trang thai én dinh va phenytoin cung
khéng cé anh hudmg téi duge déng hoe cua gabapentin.

- Carbamazepin: '(
Nong do day trong huyét twong khi én dinh cia carbamazepin va carbamazepin 10,11 epoxid
khéng bj anh huong khi ding cling gabapentin (méi lan 400 mg, ngay 3 lin ; n=12), Cing viy,
duge déng hoc cha gabapentin khong bi anh huong khi phéi hop véi carbamazepin.

- Acid valproic:

Cac nong d¢ day trung binh khi én dinh trong huyét thanh cda acid valpreic truéc v trong khi
diing cling gabapentin (mdi lan 400 mg, ngay 3 lan; n=12) khéng ¢6 sy khac bigt va cac théng sé
duge dong hoc cia gabapentin ciing khéng bi anh hudng khi ding cing acid valproic.

~ Phenobarbital;

Céc théng s6 duge dong hoc duge danh gid & trang thai dn dinh véi Phenobarbital hodic
gabapentin (m3i lin 300 mg, ngay 3 tin; n=12) 1A tvong duong, du ding riéng r& hoe phdi hgp.

- Cimetidine:

Khi ¢6 mét cimetidine (mdi 1an 300 mg, ngay 4 ldn; n=12), thdy dé thanh loc trung binh khi ubng
gabapentin s€ gidm 14% va dd thanh loc creatinin giam 10%. Cimetidine c6 thé 1am anh hudng
xXéu dén sy dao thai qua than ctia c& gabapentin va creatinin (14 chét danh déu ndi sinh cua chirc
nang than), Su gidm nhe dao thai cia gabapentin boi cimetidine khong c6 ¥ nghia lam sang.
Chua dénh gra duge anh hudng cla gabapentin toi cimetidine.

- Thubc udng ngira thai:

Dua vao AUC va thdi gian bén thai, dugc ddng hoc khi ding nhiéu liu norethindrone va ethinyl
estradiol sau khi uong céc vién nén chira 2,5 mg norethindrone acetat va 50 microgam ethinyl
estradiol ciing twong duong, di 12 ding kém hofic khéng kém gabapentin (mdi lin 400 mg, ngay
3 1&n; n=13). Crax ciia norethindrone cao hon 13% khi phéi hgp vai gabapentin, nhung tuong
tac nay khéng ¢6 y nghia 1am sang.

- Thudc kh dng acid:

Thudc khang acid lam gidm sinh kha dung cta gabapentin (n = 16) khoang 20%. Su giam sinh
kha dyng sé khoang 5% khi dung gabapentin 2 gio trutc khi udng thude khing acid. Khuyén cio
cin uong gabapentin it nhét 2 gitr trwde khi ubng maalox,

- Probenecid:

"]



Probenecid 12 thube phong bé sy ddo thai tich cyre qua dng thin. Cac théng sé dwge déng hoc
clia gabapentin déu tuong tu, dit ¢6 hay khong ¢6 phéi hop véi probenecid. Biéu ndy cho thay
gabapentin khdng do thai tich cye qua dng thin, & con dudmg bi tre ché bai probenecid,

Khi mang thai vi thod ki cho con bi:

Chura ¢6 cde nghién ciru day da va c6 kiém soat & ngurdi mang thai. Vi riing nhimg nghién ciru vé
s sinh sdn trén ste vt khong phai bao gid ciing doan trude vé dap img trén ngudri, nén chi ding
thude nay trong thai ky khi lgi ich cho me vuet hén tiém nang gdy nguy co cho thai, Chua rd sy
béi tiét cia gabapentin qua stra me. Nén chua 8 anh hwdng t6i tré bi me. Tuy nhién, vi nhidu
thude €6 theé bai tiét qua sira ngwdi me, nén chi ding gabapentin cho me trong thiv k¥ cho con
bii, néu lgi ich cho me vurgt hiin nguy ce.

Anh hwing ciia thude dén kha ning van hanh mdy méc va khi lai xe:
Vi léhué-c gy budn ngi, chodng ving nén khéng vin hanh miy mée va lai xe sau khi vira diing
thude,

|'l -
Liéu lrgng va céch ding: _ il
Gabapentin duge ding qua duong ubng, thei diém ubng thube khdng phu thube vao bira an.
Gabapentin duge ding nhu mdt thube phy dé phéi hep véi cde thube chong dong kinh khéc.
Ding don die ¢o thé khong oo hidu qua.

Ckéng dgng kinh:

Negwedri lim va tré em trén 12 tudi:
Ngay ddu: 300 mg x 1 lAn.
Ny thir 2: 300 mg/lin x 2 lén.
Ngay thir 3: 300 mg/liin x 3 lén,

Sau d6 ligu e thé ting thém timg bude 300 mg mdi ngay, dya trén dip img cila ngudi bénh, cho
dén khi dat liéu didu trj higu qua, théng thutmg 18 900 — 1.800 mg/ngdy, chia 3 ln; téi da khéng

J e
&
s

o

qui 2,400 mg/ngay, Nén chia déu thng lidu hang ngay cho mdi ldn ding thube v& khodng cach
ding thudc khong nén qua 12 gir. Khi ding lidu cao c6 thé chia 4 lin/ngay.

Déi voi ngudi bénh suy gidm chire nang than va dang thim phian mau phai gidm lidu; liéu thich
hop cén higu chinh theo d@ thanh thai creatinin, dwge khuyén cdo nhir sau:

[ D6 thanhthai | =
creatinin (ml/phiit) Libu dang g
50-70 600 — 1200 mg/ngdy, chia 3 lan
f_' 30-49 300 - 600 mg/ngay, chia 3 lan |
15-29 300 mg/ngdy, chia 3 lin
L <15 300 mg céch ngay mt Iin, chia 3 in

L ~ Tham Eﬁz’m maéu 200 — 300 mg

* Liéu nap 13 300 — 400 mg cho ngudri bgnh lan dédu ding gabapentin, sau dé 200 - 300 mg sau
mi 4 gitr thdm phan méu.

Tré em:

Tré em tir 6 dén 12 tudi:

Ngdy déu tién: 10mg/kg/ngay, chia 3 lén,

Ngay thir hai: 20 mg/kg/ngay, chia 3 l&n

Ngéy thir ba: 25 - 35 mg/kg/ngay, chia 3 ldn

Ligu duy tri 12 900 mg/ngay vai tré ning tir 26 -36 kg va 1200 mg/ngay voi tré ning tir 37 kg dén
50 kg, tong lidu/ngdy duge chia ubng 3 lin.



Tré 3 tudi dén dudi 6 tudi: Lidu ddu 10 -15 mg/kg/ngay, chia 3 14n; tang lidu 1en trong 3 ngay dé
dat lidu 25 —30 mg/kg/ngiy voi wré 3 —4 tudi hode 25 - 30 mg/ngdy véi e 5 tudi hode hon; téng
lidu/n gay duoc chia udng 3 lan.

Chua ¢6 danh gia vé viée si dung gabapentin cho tré em dudi 12 tudi bi suy gidm chixc ning
than.

Diéu tri dau do viém cde ddy thén kinh ngogi hién, dau sau bénh zona:

Ngudi lén: Udng khong qua 1800 mg/ngay, chia 3 lin. Holic ding nhur sau:

Ngay thir nhét: 300 mg

Ngay thir hai: 300 mg/lén, ngay 2 lan.

Neay thir ba: 300 mg?lan, ngay 3 [n.

Sau da lidu cd thé ting thém timg budc 300 mg mbi ngay, dua trén dap {Ing cua ngudi bénh, cho
dén khi dat Iml 16i dd 1.300 mgmgfizv tbng tiéu wén ngay duoe chia ubng 3 ln.

Nguoi cao tudi: Liéu ding co thé thip do chite niing thin kém. Cﬁ)
(H_—

Qui liéu, triéu chirng, ching de: )
Chua xéc dinh duoe liéu chét clia gabapentin trén chugt nhit va chudt cdng cho ubng lidu don 16i
8000 mg/kg cén niing. Cac ddu hiéu dbc tinh ¢dp trén sic val bao gdbm mét didu hod van dong,
khé tha, sa mi mit, an thin, giam hoat dong, hodc kich thich.

Cée lidu cdp tinh qua lidu cha gabapentin t6i 49 gam d& gip & ngudi. Trong céc trudng hgp dé,
di giip nhiing trigu chimg nhw nhin déi, néi lp, ngd lo mo, ngd lim, iu chay. Moi bénh nhan
déu hoi phuc nhéy didu i hd trg.

Co thé kéo gabapentin khoi co thé nhe thém tach loc miu. \/1@(: ddu thim tach loc mau khing
duge tién hanh trong sé it trwdmg hop qua lidu, nhung ¢ thé ¢hi dinh tuy theo trang thai [am
sang cia bénh nhén hodc ¢ bénh nhdn co suy thén rd rét.

Bido qudn: Bdo quéan o noi kho mat, tranh anh sang. Nhiét dd dudi 30°C
Dodng goi: Hop 3 vi x 10 vién nang,

Tudi the: 3 ndm k& tir ngay san xudt.

Ul Khéng duoc diing thude qud han sie dung

O Poc k§ huomg din st dung trude khi dimg. Néu cdn thong tin xin hoi ¥ kién bdc sp
O Thude néy chi dupe bén theo don ciia thdy thudc.

O Giir thude ngedi tdm tay tré em.

Nha séin xudt: MICRO LABS LIMITED )
92, Sipeot, Hosur - 635 126, Tamil Nadu, An B§.

pHé CUC TRUONG

Nou xr,wn Vi Thank

e



