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2. Nhan trc tiép trén don vi déng géi nhé nhét
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Gabapentin 600mg
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Tuén theo su chi dan cda Thay thudc
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Té& huéng dan st dung thude

Rx Thube bin theo don VACOGABA 600

Pé xa tAm tay tré em
Boc ky huwdng dén sir dung truge khi ding
Néu cﬁn thém thong tin xin hoi y kién Bac si
Thudbe nay chi ding theo don ciia Bac si

Thanh phin dwge chit

Gabapentin 600mg

Ta duge v.d | vién nén bao phim
(Thanh phan ta duge: Polyvinyl pyrrolidon K30, tinh bt san, lactose monohydrat, aerosil, natri starch
glycolat, magnesi stearat, hydroxypropyl methylcellulose 605, tale, titan dioxyd, polyethylen glycol 6000)

Dang bao ché: Vién nén dai, bao phim mau tréng, mot mit tron, mot mat c6 vach, canh va thanh vién lanh lan
(ki hiéu trén mat vién dugc khac trén chay, khong sir dung myce in).

Quy cach déng goi
STT | M4 ta tom tat quy cich dong goi STT | M6 ta tom tat quy cach dong gbi

1 Ep vi AI-PVC, vi 10 vién, hop 5 vi 6 | Epvi AI-PYC, vi 10 vién, hop 100 vi
2 | Epvi AI-PVC, vi 10 vién, hop 6 vi 7 | Pong chai 100 vién
3 | Ep vi AI-PVC, vi 10 vién, hop 10 vi 8 | Pdéng chai 200 vién
4 | Epvi Al-PVC, vi 10 vién, hop 20 vi 9 | Béng chai 500 vién
5 E“p vi AI-PVC, vi 10 vién, hop 50 vi 10 | Bong chai 1000 vién

Duge lue hoe -‘/'

Loai thube: Thube chéng dong kinh, diéu tri dau than kinh. %

Ma ATC: NO3AXI12.

Gabapentin la thude chong dong kinh va giam dau do than kinh, co ché hién chua rd, Trén dong vat thuc
nghiém, thudc ¢6 tic dung chong con dudi cirng cac chi sau khi lam sdc dién va ciing tic ché duge con co giat
do pentylenetetrazol. Hi¢u qua & thi nghiém trén ciing tuong tu nhu d6i véi acid valprom nhung khac déi voi
phenytoin va carbamazepin. Céu tric héa hoc ctia gabapentin twong tir chat irc ché dan truyen than kinh la acid
gama-aminobutyric (GABA), nhung gdbdpentm khong tac dong truc tlep lén cic thu thé GABA, khéng lam
thay dbi cdu trac, giai phong, chuyén héa va hip thu GABA. Céc vi tri gan gabapentin c6 4i luc cao khu tra ¢
khap ndo, cac vj tri ndy tuong ng vai sy hién dién cia cac kénh calci phu thude dién thé dac trung ¢ don vi
phu alpha-2-delta-1. Kénh nay nam & tién synap va co thé diéu hoa giai phong céc chat dan truyén than kinh
kich thich thic day gay co giat va dau.

Dwoe dong hoe

Gabapentm hip thu qua dudng tiéu hoa theo co ché bao hoa (khi licu ting, sinh kha dun;, lai giam).
Thube dat ndng d6 dinh trong huyet tuong sau khi udng 2-3 gm va dat nong do on dinh sau 1-2 ngay. Nong dd
huyét thanh c6 hiéu qua cua thude chua duge xac dinh. Tuy vdy, trong mot nghién citu, s6 lan co giat chi thay
giam O nhimg ngudi ¢ nong do huyet thanh gabapentin trén 2 mg/lit (11,7 micromol/lit). Nbng do trong huyét
twong ciia gabapentin n6i chung nam trong pham vi ti 2 mg/lit (2 microgam/ml) t6i 20 mg/lit (20
microgam/ml).

Sinh kha dung khoang 60% khi ding vai liéu 900 mg/24 gid va khong tuong mg voi licu ding. tham chi
khi liéu tang thi sinh kha dung lai giam (sinh kha dung khoang 27% khi dung voi lidu 4,8g/24 gio). Thirc an it
anh huong dén tée d6 va mirc do hap thu. O nguai bénh cao tudi va ngudi suy than, do thanh thai gabapentin
hu}et twong bi giam. Gabapentin ¢6 thé bi loai khoi huyet twong bing thim phan méu, vi vy can diéu chinh
liéu d6i voi nhiing ngudi bénh nay.

Gabapentin phan bd khap co thé, vao duoc sita me, lién két voi protem huyét tuong rét thap (<3%).Vqla
58 & 6 lit & ngudi lon. Gabapentin hau nhu khéng chuyen héa trong co thé va thai trir chi yéu qua thin dudi
dang khéng doi. Nira doi ciia gabapentin khoang § dén 7 gid & ngudi c6 chire ning than binh thudng. Néu v
niéu: 132 gio, trong khi thim phan: 3,8 gio.

Gabapentin khong lam thay ddi duoc ddng hoc cia cac thubc uhong dong kmh thudong ding (nhuw
carbamazepin, phenytoin, valproat, phenobarbital, diazepam) hodc thudc tranh thai udng. Ngoai ra duge dong
hoc ctia gabapentin cting khong bi thay déi nhiéu khi dang phdi hop véi cac thude chéng co gidt khac.

Tré em < S tudi ¢6 dé thanh thai gabapentin cao hon khi chuan hoéa theo ¢an nang so véi tré em > 5 twoi.
D) thanh thai cua thude & tré em > 5 tudi pht hop v6i d6 thanh thai ciia nguoi 16n sau khi ding | lidu duy
nhét. Do dé, & tré em 3-5 tudi, phai dung liéu hang ngay cao hon méi dat duge nong do thude trung binh trong
huyét twong tuong tu nhu tré em > 5 tudi. Tré dudi | tudi c6 d thanh thai thube thay doi nhiéu.

Chi dinh
Bicu tri ho tro hode don tri lidu trong déng kinh cuc b, c¢d hodc khong ¢é con co gidt toan theé tai phat.
Gabapentin con dugc st dung dé diéu trj dau than kinh nhu viém céc day than kinh ngoai bién sau bénh




zona, dau day than kinh trong bénh dai thao duong. ..
Li¢u diing va cach ding

- Cach dung

Gabapentin duoe diing theo dudng udng, thai diém uéng thude khong phu thude vao bira an.

Gabapentin thuong duge coi la khong hi¢u qua trong dong kinh vang v thirc.

- Li¢u diing
Chri'ng dong kinh

Nguoi Iom va tré em trén 12 tuéi: Didu tri hd tro hoac don tri liéu dong kinh cuc b ¢ hodc khong c6 con
co gidt toan the.

Ngay dau: 300mg (Yavién) x | lan/ngay

Ngay thir 2: 300mg (%2 vién) flf:'m x 2 lan/ngay.

Ngay thir 3: 300mg (% vién) /lan x 3 lan/ngay.

Hoac ngay dau: ¥ vién (300mg) /lan x 3 lan. i )

Sau do liéu co thé ting thém timg bude 300mg (%2 vién) (chia 3 1an) cach 2-3 ngay ting 1 lan, dua trén
dap dng cua ngudi bgnh, cho dén khi dat lidu diéu tri hiéu qua, théng thuong la 900-3600mg (1,5-6 vién)
/ngay, chia 3 lan; liéu t6i da 4800mg (8 vién) /ngay.

Nén chia déu tong lidu hang ngay cho 3 lan diing thube va khodng cach toi da dung thude khong nén qué
12 gid.

D& v6i ngudi bénh suy giam chic nang than va dang thim phan mau phai giam lidu; lidu thich hop can
hié¢u chinh theo Clg, duoc khuyén cao nhu sau:

Po thanh thai creatinin i ibu diing
(ml/phuit) -
50 - 79 600 - 1800mg (1-3 vién) /ngay, chia 3 lan
30 - 49 300 - 900mg (V4-1,5 vién) /ngay, chia 3 lan
15-29 300 - 600mg ('4-1 vién) /ngay, chia 3 lan, udng cach nhat
<15 300mg (' vién) /ngay, chia 3 lan, udng cach nhat
Tham phan méau 200 — 300mg *

* Liéu dung la 300 — 400mg cho nguoi bénh lan dau ding gabapentin, sau do 200 - 300mg sau mdi 4 gio tham
phan mau. Trong nhitng ngay khong tham phan, khong ding gabapentin. i

Tré em: Didu tri hd tro dong kinh cuc bo kém hosc khong kém con co gidt toan the.

Tré em 2 — dudi 6 tuodi:

Ngay dau tién: 10 mg/kg x 1 lan/ngay.

Ngay thit hai: 10 mg/kg x 2 lan/ngdy.

Ngay thir ba: 10 mg/kg x 3 lan/ngay.

Tang dan li¢u 1én tuy thude vao dap (mg cua ngudi bénh, dén liéu thong thuomng 30 - 70mg/kg/ngay, chia

vV

Tré em 6 — 12 tudi:

Ngay dau tién: 10 mg/kg (ti da 300mg) x 1 lan/ngay.

Ngay thir hai: 10 mg/kg (t6i da 300mg) x 2 lan/ngay.

Ngay thir ba: 10 mg/kg (t6i da 300mg) x 3 lan/ngay.

Licu thong thudng: 25 — 35 mg/kg/ngay, chia 3 lan.

Liéu duy tri 1a 900 mg (3 vién) /ngay v&i tré ndng tir 26 - 36 kg va 1200mg/ngay voi tré ndng tir 37 —
50kg, tong liéu/ngay duge chia udng 3 lan. Liéu toi da: 70 mg/kg/ngdy, chia 3 lan.

Ghi chi:

MGt s tré khong dung nap duge phan tang thém hang ngay, kéo dai khoang thoi gian tang thém (161 hang
tuan) c6 thé thich hop hon.

Chua c6 danh gia vé viée sir dung gabapentin cho tré em dudi 12 tudi bi suy than.
Piéu tri dau than kinh

Neudi lon:

Ngay thir nhat: 300mg (% vién) x 1 lan/ngay

Ny thir 2: 300mg (% vién) /lan x 2 lan/ngay.

Ngay thir 3: 300mg (%2 vién) /lan x 3 lan/ngay.

Ho#ic ngay dau: 300 mg (/% vién) /lan x 3 lan.

Sau d6 lieu c6 thé tang thém timg bude 300 mg (Y vién) (chia 3 lan), c4ch 2 — 3 ngay tang 1 lan, dya trén
dap mg ctia nguoi bénh, cho dén khi dat lidu diéu tri hiéu qua, lieu tbi da 3600 mg (6 vién) /ngay.
Khi mét 1in quén khdng dung thude: Tiep tuc dung thude theo chi dinh cua Thay thuoe, khong ding bi liéu
da quen.

Chéng chi dinh
Man cam véi gabapentin hodc bat cir thanh phan cua thude.

Thén trong va cinh bso dic biét khi sir dung thude
Thude o6 chira lactose. Nhitng bénh nhan khong dung nap dugc galactose, thiéu hut men lactase hodc kém
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[_hz"ip thu glucose-galactose thi khong nén ding thuoc nay. c _

Cin than trong doi v6i 1At ca ngudi bénh dang dicu tri hodc' bat-dad didh'tri bing bat low thude thong'ed
giat nao cho bét ¢t chi dinh nao, ngudi bénh phai dugc theo doi chat ché vi ¢6 thé xuét hién tram cam hodc
lam tram cam ning 1én, y nghia ty sat hoac bit ci thay doi bit thudmg tinh khi ndo, khong duoc ty ¥ thay dbi
phac db diéu tri ma khong hoi y kién thay thudc.

Céc thude chdng co gidt, trong do c6 gabapentin, khong dugc ngimg dot ngot vi co kha nang lam tang con
co gidt (trang thai dong kinh). Nging gabapentin va/hodc thém 1 thude chong co giat khac vao liéu phap diéu
tri hién tai, phai thye hién tir tir trong {t nhét | tuan.

St dung than trong dbi véi ngudi co tién sir roi loan tdm than, ngudi suy gidm chic ndng than va tham
phin méu, ngudi vén hanh tau xe hoac may mac.

Thube ¢b thé gay dwong tinh gia khi xét nghiém protein niéu.

Phu nir co thai
Gabapentin gy quai thai trén dong vat gam nham. Trén ngudi mang thai, chua thay co tac dong tuong tu.

Tuy nhién, chi ding thude cho nguoi mang thai khi thue su can thiét va c6 can nhac ky lgi ich cao hon so véi
nguy co cho thai nhi.

Phu nir cho con bu

Khi dung duomg udng, gabapentin vao dugc sita me, chi ding gabapentin cho phu nir thoi ky cho con bu
khi that cAn thiét va da can nhic k¥ loi ich cao hon nguy co rii ro.
Nguwoi lai xe va van hanh may mac

Gabapentin co thé c6 anh huong nhe hodc trung binh dén kha nang lai xe va sir dyng miy moée.
Gabapentin tac dong 1én hé than kinh trung wong va c6 thé gy budn ngi, chéng mit hodc cac triéu chimg lién
quan khéc. Tham chi, neu chi & muc do nhe hodc trung binh, nhiing tac dung khéng mong muon nay co thé

gay nguy hiém cho bénh nhan 1i xe hodc va hanh may mdc. Diéu nay dac biét dang khi bat dau diéu trj va
sau khi tang liéu.

Twong tic thude

Khi ding déng thdi, gabapentin khong lam thay dbi duoc dong hoc cla cic thude chéng dong kinh thuong
ding nhu carbamazepin, phenytoin, acid valproic, phenobarbital, diazepam.

Thudc khang acid chira nhdm va magnesi lam giam sinh kha dung cua gabapentin khoang 20% do anh
huéng dén hip thu thude. Phai ding gabapentin sau thude khang acid it nhat 2 gio.

Morphin c6 thé lam gidm do thanh thai clia gabapentin vi vay khi cho ngudi bénh sir dung ca 2 loai thube
trén cAn kiém soat cac triéu ching Gc ché TKTW va diéu chinh liéu. :

Cimetidin c6 thé 1am giam d6 thanh thai & than cta gabapentin. (\h}’/

V

Tic dung khéng mong muo6n (ADR)
Gabapentin dung nap tét. Cac ADR thudng nhe hodc trung binh va c6 khuynh huéng giam dan trong vong
2 tuan khi tiép tuc diéu tri. Cac ADR hay gip nhit @i véi than kinh va thuong la nguyén nhan gy nging
thude.
Thuong gap, ADR > 1/100
Théan kinh: Mét phéi hop van dong, rung giat nhan cau, mét moi, chdng mit, phu, budn ngu, giam tri nha.
Tee em tir 3 dén 12 tudi: Gap céc vén dé vé thin kinh nhu lo au, thay doi cach g xir (qudy khoc, cam giac
sang khodai ho@c tram cam, qua kich dong, thai dé chéng dbi...)
Tiéu héa: Kho tieu, khd miéng, tio bon, dau bung, tiéu chay.
Tim mach: Phit mach ngoai vi.
H6 hép: Viém mii, viém hong — hau, ho, viém phéi.
Mit: Nhin mot thanh hai, giam thi luc.
Co xuong: Dau co, dau khop.
Da: Man ngira, ban da.
Mau: Giam bach cau.
Khac: Liét duong, nhiém virus.
It gap, 171 000 < ADR < 1/100
Than kinh: Mét tri nhé, mét ngén ngit, trim cam, céu gat hodc thay d6i tam tri, tinh khi, liét nhe, giam hoac
mét duc cam, nhic dau.
Tiéu héa: Réi loan tiéu hoa, chiy méu loi, viém miéng, mat hoac r6i loan vi giéc.
Tim mach: Ha huyét ap, dau thit ngurc, roi loan mach ngoai vi, hoi hop.
Khac: Tang can, gan to.
Hiém gép, ADR < 1/1 000
‘Thz‘“m kinh: Liét day than kinh, rdi loan nhan cach, tang duc cam, giam chic nang van dong, roi loan tam
than.
Tiéu héa: Loét da day-ta trang, viém thuc quan, viem dai trang, viém truc trang.
Ho hép: Ho, khan tiéng, viém niém mac duong ho hép, giam thong khi phéi, phl phéi.
Mit: Ngtra mét, chay nuéce mit, bénh vong mac, viém ménlg mét.
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Co xuong: Viém sun, lodng xuwong, dau lung.
Mau: Giam bach cau (thuong khong ¢é triéu chimg), thoi gian mat chay keo dai.
S6t hodc rét run.
Hoi chirng Stevens-Johnson.
Thong bdo ngay cho bdc sy hode duge sy nhimg tdc dung khéng mong muén gap phai khi sir dung thubc.

* Huéng din xie Iy ADR o _ _
Mat phéi hop van dong thuong lién quan dén lieu dung. Néu giam lieu ma khong do. phai nglrng thuoc.
Néu nghi ngd ¢é hdi chimg Stevens-Johnson, phai nglmg thuoe.

Khong nén dirng thuéc dot ngot vi co thé 1am ting tan suat cac con dong kinh. Trudc khi ngimg thude

hoic chuyén sang sir dung thuoe chong déng kinh khac can phai giam liéu tir tir trong vong {t nhat la 7 ngay.

Quia lidu va xir tri

Tridu clieng

Qua liéu gabapentin ¢6 thé gay nhin mdt thanh hai. noi liu riu, u am, hon mé va tiéu chay.

Xir tri

Hau hét cac trudbng hop qué liu déu hoi phuc sau khi sir dung cac bién phap diéu tri ho trg. C6 thé loai
thude ra khoi co thé bang thim phan mau.

Piéu kién bao quan: noi kho rdo, thoang mat, tranh anh sang, nhiét d6 khong qua 30°C. (\Y/
Han diing: 36 thang ke tir ngy san Xudt :
Tiéu chuan: TCCS
Tén, dia chi cia co sé san xuat
Cong ty Cb phin Duoc VACOPHARM
59 Nguyén Hué, Phudong 1, Thanh phd Tén An, Tinh Long An
Pién thoai: (0272) 3829311 Fax: (0272) 3822244

Pia chi nha may: km 1954, Québe 1§ 1A, Phuong Tan Khénh,

| Thanh phé Tan An, Tinh Long An

Long An, ngay 26 thang 3 nam 2018
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