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STORAGE : Keep in a dry place,
do not store above 30°C.
Protect from light.
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TO HUONG DAN SU DUNG THUOC

Rx Thuéc bdn theo don
Vién nén bao phim
. . SaVi Gabapentin 300
THANH PHAN:
< Gabapentini. s 300mg
- TAdUQe VIIa du ....cvevvevcereeeeeeee e 1 vién

(Lactose monohydrate, microcrystalline cellulose 101, pregelatin-
ized starch, povidone K30, magnesium stearate, hypromellose 606,
polyethylene glycol 6000, titan dioxide, talc)

DANG BAO CHE:
Vién nén bao phim
DUQC LYC HQC

Gabapentin 1a thudc chéng dong kinh, co ché hién chua
rd. Trén siic vt thuc nghiém, thudc c6 tac dung chng con
dudi climg mdt sau cac chi khi lam sbc dién va cling uc ché
duge con co gidt do pentylentetrazole. Hi¢u qua & ca hai thi
nghiém déu tuong tu nhu ddi véi acid valproic nhung khac
v6i phenytoin va carbamazepine. Cdu tric hoa hoc clia gaba-
pentin tuong ty chat wre ché din truyén than kinh 12 gamma-
aminobutyric acid (GABA), nhung gabapentin khong tac
dong truc tiép 1én cac thu thé GABA, khong lam thay dbi ciu
triic, giai phong, chuyén hoa va thu héi GABA.

Trong cac nghién ciu in vitro véi gabapentin dugc danh
ddu bing paéng xa da cho thdy c6 mot vj tri cua gabapen-
tin gén két véi nao chudt cong, bao gdm I6p vé ndo méi va
vung ddi thi. Ai luyc lién két manh voi protem trong mo
ndo dong vit da duge xac dinh nhu mét ngudn phu trg nho
cho dién ép kich hoat cac kénh canxi. Tuy nhién, mox twong
quan chirc nang ndi két cua gabapentin, néu co, vin can
duge lam séng to.

DUQC PONG HQC

Gabapentin hép thu qua dudng tiéu hoa theo co ché bao
hoa (khi liéu tang, sinh kha dung lai giam). Thubc dat ndng
d¢ dinh trong huyét tuong sau khi uong 2 gio va dat nong do
dn dinh sau 1 - 2 ngay. Nong do huyét thanh c6 hiéu qua cua
thudc chua duge xac dinh. Tuy vdy, trong mjt nghlen clry, 6
1an co giat chi thdy giam & nhing ngudi c6 nong do huyét
thanh gabapentin trén 2 mg/lit (11,7 micromol/lit). Nbng d¢
huyét twong ctia gabapentin néi chung nim trong pham vi tir
2 mg/lit (2 microgam/ml) toi 20 mg/lit (20 microgam/ml).

Sinh kha dung khoang 60% khi ding véi lidu 1,8 g/24
gity va khong tuong ung voi lidu ding, tham chi khi lidu tang
trén 1,8 g/24 gio thi sinh kha dung lai giam (sinh kha dung
khoang 35% khi dung vdi lidu 4,8g/24 gidy). Thirc an it anh
hudng dén toc do va mic do hép thu.

O nguoi bénh cao tudi va nguoi b@nh suy giam chic
nang than, do thanh thai gabapentin huyét tuong bi giam.
Gabapentin ¢6_ thé bi loai khoi huyet tuong bang thim phan
mau, vi vdy cin didu chinh lidu ddi véi nhing ngudi bénh
nay.

Gabapentin phan b khap co thé, vao dugc sita me, lién
két voi protem huyét tuong rét thép (< 3%). Thé tich phan bd
cua thudc 12 58 + 6 lit & ngudi 1on.

Gabapentin hdu nhu khong chuyén héa trong co thé va
thai trir chi yéu qua than dudi dang khong ddi. Nira doi cua
gabapentin khoang 5 dén 7 gid & ngudi co chirc nang than
binh thuong.

CHi PINH PIEU TRI

- Diéu tri hd tro trong dong kinh cuc bJ.
- Gabapentin con duge st dung dé diéu tri dau do viém cac
day than kinh ngoai bién & ngudi 16n.

LIEU LUQNG VA CACH DUNG
Thudc nay chi diing theo sw ké don ciia bic s

Cdch ding:
Thuong dung duong udng.
Thoi diém udng thude khong phu thudc vao bira an.
Gabapentin dugc dung nhu mot thudc phu dé phéi hop voi
cac thudc chéng dong kinh khéc. Dung don doc c6 thé khong
c6 hiéu qua.

Liéu lugng:

Chong dpng kinh:

- Nguoi lom va tré em trén 12 tuéi:
Ngay du: 300 mg (1 vién) /1dn x 1 14n
Ngay thir 2: 300 mg/lan x 2 lan.
Ngay thir 3: 300 mg/lan x 3 l4n.

Sau d6 liéu c6 thé tang thém tirng bude 300 mg mdi ngay,
dua trén dép Ung clia ngudi bénh, cho dén khi dat lidu diéu trj
hiéu qua, théng thuong 1a 900-1800 mg/ngay, chia 3 1an; téi
da khong qua 2400 mg (8 vién) / ngay.

Nén chia déu tong lidu hang ngay cho mdi lan ding thube
va khoang cach dung (huoc khong nén qué 12 gio. Khi dung
liéu cao co thé chia 4 lan/ngay.

Doi voi ngudi bénh suy giam chirc nang than va dang tham
phén mau phai gizm liéu; lidu thich hop cin hiéu chinh theo
do thanh thai creatinine (Clc,), dugc khuyén céo nhur sau:

D9 thanh thai

creatinine (ml/phut) Licu ding

50 -70 600 - 1200 mg/ngay, chia 3 lan

30-49 300 - 600 mg/ngay, chia 3 l4n

15-29 300 mg (cach ngdy mot 1an) - 300
mg/ngay, chia 3 lan
300 mg cach ngay mot ngay mot lan,

<15 . A
i chia 3 lan
Tham phan mau | 200 - 300 mg (*)

(*) Liéu nap 12 300 — 400 mg cho ngudi bénh ldn gi?iu ding
gabapentin, sau d6 200 - 300 mg sau moi 4 gitr tham phén
mau.

- Tré em:
Tré em tir 6 dén 12 tudi:
Ngay diu tién: 10 mg/kg thé trong, chia 3 lan.
Ngay thir hai: 20 mg/ kg, chia 3 lan
Ngay thtr 3: 25 — 35 mg/kg, chia 3 lan

Liéu duy tri 12 900 mg/ ngay véi tré nang tir 26 — 36 kg va
1200 mg/ngay vai tré nang tir 37 kg dén 50 kg, tdng lidu /
ngay dugc chia ubng 3 1an.

Tré 3 tubi dén dudi 6 tudi: Liéu dau 10 -15 mg/kg/ngay,
chia 3 I4n; tang liu 1én trong 3 ngay dé dat licu 25 -30
mg/kg/ngay voi tré 3 - 4 tudi hodc 25 - 30 mg/ngay vai tre 5
tudi hoac hon; tong lleu / ngay dugc chia udng 3 lan.

Chua c6 danh gia v& viéc sir dung gabapentin cho tré em
dudi 12 tudi bi suy giam chirc ning than.

Diéu tri dau do viém cdc ddy thin kinh ngogi bién dau thin
kinh:
- Ngudi lon: Ubng khong qua 1800 mg/ngdy. chia 3 l4n.
Hodc dung nhu sau:

Ngay thir nhat: 300 mg (1 vién).

Ngay thtr 2: 300 mg/lan ngay 2 lan .

Ngay thi 3: 300 mg/ln, ngay 3 1an.

Sau d6 liéu c6 thé tang thém ting budc 300 mg mdi ngay,

dua trén dap tng cua ngudi bénh, cho dén khi dat lidu téi da
1800 mg/ngay, tong liéu/ngay dugc chia udng 3 lan.




- Ngudi cao tudi: lidu ding c6 thé thip do chtrc nang thin
kém.

CHONG CHI PINH

Min cam véi gabapentin hodc bat cir thanh phin nao trong
cong thirc bao ché.

CANH BAO VA THAN TRONG KHI SU DUNG

Canh bao:
- C6 hanh viva y dinh tw tir.
Thubc chéng dong kinh (Antiepileptic drugs, AEDs), bao
gdm ca gabapentin, thudng 1am tang nguy co vé y mudn hoic
hanh vi ty sat & nhitng bénh nhén st dung céc thudc nay cho
chi dinh diéu trj bdt ky nao. Bénh nhén dugc diéu tri voi bét
ky AEDs nao ciing cin dugc gidm sat va theo doisu xuft
hién cia cac ddu hiéu bat ky vé trdm cam, vé suy nghi hoic
hanh vi ty sit va/hofic bét ky su thay dbi bét thuong nio
trong tdm trang hogc hanh vi.
- Kha ndng tiém in tao khoi u
Trong tiéu chudn nghlcn clru in vivo tién 1am sang vé kha
nang gay ung thu suot doi, c6 mot ty 1¢ bét ngy cao u kh01 o
té bao acinar tuyén tuy dugc xéac dinh ¢ giong  chudt cbng
duc, nhung lai khong thdy & chudt cong cai. Y nghia 1am
sang cua phat hi¢n ndy hién chua rd. Kinh nghiém lam sang
trong qué trinh str dung san phim trude khi dua ra thi truong
(premarketing) cua gabapentin khong cung cap phuong ti¢n
truc tiép dé danh gia tiém nang gy ra céc khdi u & ngudi.

- Chéi @pt ngpt va khong ré nguyén nhin & bénh nhin bi
bénh dong kinh.

Trong qué trinh sir dung san phdm trudc khi dua ra thij truong
cua gabapentin, da c6 8 trudng hop tir vong dot ngdt khong
gidi thich du’qc da dugc béo céo trong tdng s 2.203 bénh
nhan dugce didu tri (c6 2103 bénh nhin ding thudc hang
ndm). Mot sb trong sé nay c¢6 thé dai dién cho céc ca tir vong
lién quan dén con (dong kinh, trong d6 con dong kinh khong
dugc quan sat thay, vi du nhu vao ban dém. Dleu nay dai
dién cho ty 1€ 0,0038 ca tir vong bénh nhéan m01 ndm, mc
duty 1€ nay vuot quéadyu kién trong sb bénh nhan
lanh manh phi hop véi d6 tudi va gidi tinh.

- Thong tin cho bénh nhin

Benh nhén, ngum chdm séc cua ho, va gla dinh cin duoc tu
vén rﬁng cac thudc chéng dong kinh, bao gdm ca gabapentin,
¢6 thé 1am tang nguy co suy nghi va hanh vi ty sat va can
duqc thong béo vé sy can thlct phai duqc canh béo cho su
Xuat hién cdc tri¢u ching xAu di cuia trAm cam, vé bét ky thay
d01 bat thudng ndo trong tim trang hogc hanh vi, hofic sy
xuét hién ctia y nghi tu tir, hanh vi suy nghi téc hai Vvé tir sat.

Thén trong:

Sur dung than trong dbi voi ngudi cé tién st rdi loan tam
than, ngudi suy giam chtc ning thén va thdm phén mau,
ngudi van hanh tau xe hodc may moc.

Thubc c6 thé gdy duong tinh gia khi xét nghiém protein nigu.

TUONG TAC THUOC

Khi ding déng thoi, gabapentin khong 1am thay di dugc
dong hoc cua cac thudc chéng dong kinh thuong dung nhu
carbamazepine, phenytoin, acid valproic, phenobarbital,
diazepam.

Thubc khdng acid 1am giam sinh kha dung ctia gabapen-
tin khoang 20% do anh hudng dén hap thu thudc. Phai ding
gabapentin sau thudc khang acid it nhat 2 gid.

Su bai tiét cua gabapentin qua thén khong bi anh hudng
cuz probenecide.

Su bai tiét clia gabapentin qua thén bj giam nhe khi ding
phdi hop v6i cimetidine, nhung su giam nay khong ¢6 y
nghia lam sang.

TRUONG HQP CO THAI VA CHO CON BU

Truong hop cé thai

Gabapentin gy quai thai trén dong vat gam nhim. Trén
ngudi mang thai, chua thiy c6 tic dong twong tu. Tuy nhién,
chi ding thubc cho ngudi mang thai khi thyc sy can thiét va
¢6 can nhéc k¥ loi ich cao hon so vi nguy co cho thai nhi.

Truong hop cho con b

Khi diing dudng ubng, gabapentin qua dugc sita me. Tac
dung ctia thudc trén tré so sinh con chua 3, vi vdy chi dung
gabapentin cho phu nit thoi ky cho con bu khi that cin thiét
va da c4n nhic k¥ loi ich cao hon nguy co rui ro.

TAC DQNG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Khong dung thudc khi dang lai xe hay vén hanh mdy
méc vi mot s phan tng bit lgi nhu chéng mat va budn
ngu.

Théng bdo cho Bdc si nhitng tic dung khéng mong muén
gdp phdi khi siv dung thubc
TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Gabapentin dung nap tdt. Cac ADR thm‘,mg nh¢~hoac
trung binh va c6 khuynh huéng giam dan khi tiép tuc diéu tri.
Cac ADR hay gdp nhat doi voi than kinh va thuong la
nguyén nhén gdy ngirng thudc.

Thuong gap, ADR > 1/1@0 )
Than kinh: Van 49ng mat phdi hop, rung giat nhan cau, mét

moi, chéng mét, phu, buon ngu giam tri nh¢. Tré em tir 3 ek
dén 12 tudi: Gép cac vén d& vé than kinh nhu lo 4u, thay dbi AN
cach (g xir (qudy khéc, cam giac sang khodi hogc trdm cam, %, |
qua kich dong, thai do chéng ddi...). 53 4
Tiéu hoéa: Kho ticu, khé miéng, tdo bon, dau bung, tiéu chay. *ﬂ /
Tim mach: Phit mach ngoai bién. A
H6 hap: Viém mii, viém hong- hdu, ho, viém phoi. b\)

Mit: nhin mot héa hai, giam thi luc.
Co xuong: dau co, dau khdp.
Da: man ngira, ban da.

Mau: giam bach cdu. _ YT
Khéc: lig¢t duong, nhiém virus. — |
It gap, 1/1000 < ADR < 1/100 ONG
Than kinh: Mét tri nho, mit ngdn ngtr, trdm cam, cau gat 2 PF
hodc thay dbi tdm than, tinh khi, liét nhe, giam hogc mét duc  JC F
cam, nhirc df}u. ) ' A-‘
Tiéu hoa: Roi loan tiéu hoa, chay mau loi, viém miéng, mat 4

hodc rbi loan vi giac. ~—
Tim mach: Ha huyét ap, dau thit nguc, ri loan mach ngoai Ef___"i

vi, hoi hop.

Khéc: ting can, gan to.

Hiém gap, ADR < 1/1000

Thén kinh: Liét day thn kinh, réi loan nhan céch, tang duc
cam, giam chirc nang véan dong, rdi loan tim thin.

Tiéu hda: Loét da day- ta trang, viém thyc quan, viém dai
tréng,' viém tryuc trz‘mg. )

Ho hép: Ho, khan tiéng, viém niém mac dudng ho hap, giam
thong khi phdi, phir phéi.

M,ét: Ngira mét, chay nude mét, bénh vong mac, viém méng
mat.

Co xuong: Viém sun, loang xuong, dau lung.

Mau: Giam bach ciu (thudng khéng c6 triéu ching), thoi
gian méu chay kéo dai.

S4t hodce rét run.

Hoi chirg Stevens- Johnson.

Hudng dan cach xir tri ADR
Céc tac dung khong mong muén thudng nhe hoac trung
binh va c6 khuynh huéng giam dén trong vong 2 tudn khi
tlep tuc diéu tri.
Vian dong mit phéi hop thuong lién quan dén lidu dung. Néu
giam liéu ma khong do, phai ngimg thudc.
Néq nghi ngd cé hdi chung Stevens- Johnson, phai nging &

thudc.



Khong nén dimg thudc dot ngdt vi c6 thé lam tang tin suit
cac con dong kinh. Trudc khi ngimg thubc hodc chuyén sang
st dung thudc chéng dong kinh khac cin phai giam lidu tir tir
trong vong it nhat 1a 7 ngay.

QUA LIEU

Qué lidu gabapentin c6 thé gay nhin mdt héa hai, néi liu riu,
u &m, hon mé va tiéu chay.

Héu hét cac truong hop qué lidu déu hdi phuc sau khi st
dung cac bién phap diéu tri hd trg.

C6 thé loai thudc ra khoi co thé bing thAm phan mau.

PONG GOLI:
Hop 3 vi— Vi 10 vién

BAO QUAN:
Noi kho, nhiét dd khong qua 30°C. Tranh 4nh sing

TIEU CHUAN AP DUNG:

P.IRUGNG PHONG
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Tiéu chuén co sd.

HAN DUNG:
36 thang ké tir ngay san xuat.

TRACH NHIEM TRON VEN

Dé xa tim tay ciia tré em.
Doc kj hwdng dén stk dung trude khi ding.
Néu cin thém théng tin, xin héi y kién Bdc si.
San xuit tai:
CTY CO PHAN DUQC PHAM SA VI (SaWspharm J.S.C)
L6 Z.01-02-03a KCN/KCX Tén Thuén, Q.7, TP.HCM
bién thoai : (84.8) 37700142-143-144
Fax 1 (84.8) 37700145
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