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Rx Thudc ké don Hop 3 vi x 10 vién nang cirng

Gabapentin capsules USP 300 mg

dNoave

GRACURE
GABCURE
Gabapentin capsules USP 300 mg
ABCU
Gabapentin capsules USP 300 mg
Composition : Thanh phan: Méi vién nang cting c6 chira
Each hard gelatin capsule contains : Gabapentin 300 mg

Gabapentin ~ USP 300 mg
Approved colors used in capsule shells

Dosage : As directed by the physician.

Chi dinh, cach diing, chong chi dinh, va cac
thong tin khac: Xem & huéng dan s dung thudc.
Bao quan & nhiét do dudi 30°C, trénh anh séng.

GABCUR

Gabapentin capsules USP 300 mg

Keep the medicine out of reach of children. Tiéu chuan chat lwong: USP
Mfg. Lic. No. Raj./No.1639 DE xa tam tay tré em.
Visa No./SPK - Doc kj hwéng dan st dung trwdc khi dung.
Batch No./S6 16 sx : DNNK:
Mfg. Date/Ngay sx :
Exp. Date/Han dung : San xuét tai An D3 bai:

GRACURE PHARMACEUTICALS LTD.
Storage : Store below 30°C. E-1105 RIICO Industrial Area, Phase Ill,
Protect from “ght_ Bhiwadi, Alwar, (Rajasthan.), An Do

GABCURE

Gabapentin capsules USP 300 mg




Gabapentin capsules USP 300 mg Gabapentin capsules USP 300 mg

Composition : Storage : Store below 30°C. o
i ins : Manufactured in India by :
Ezch hard gelatin capsule contains fig
Gabopontiy USP 300mg Frotec fram b GRACURE PHARMACEUTICALS LTD.
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GABCURE

Gabapentin capsules USP 300 mg

Composition : Storage : Store belaw 30°C. \ .

Each hard gelatin capsule contains : Protect from light. ey

Gabapentin  USP  300mg v AR ACEUTICALS LTD.
Keep the medicine out of reach of children. E-1105F ndustiat Arez, Phase M1

Dosage : As directed by the physician. Mig. Lic. No.: Raj/No.1639 L RPRALGOT

Gabapentin capsules USP 300 mg Gabapentin capsules USP 300 mg

Composition : Storage : Store below 30°C.
Each hard gelatin capsule contains ; Protect from light.
Gabapentin  USP 300 mg

Manufactured in India by :

) GRACURE PHARMACEUTICALS LTD.

Keep the medicine out of reach of children. E-1105 RUCO Industrial Area, Phase ll,
Biwad,

Dosage : As directed by the physician. Mfg. Lic. No.: Raj./No.1639 & i d RPRAUO0T!

Exp. Date:

Batch No.:




Rx Thubc nay chi diing theo don thude

GABCURE
(Gabapentin capsules 300 mg)

Pé xa tAim tay tré em

Doc ky huwong din sir dung truée khi dung

THANH PHAN CONG THU'C THUOC:

Mai vién nang cing chira:

Thanh phan duoc chat: Gabapentin 300 mg

Thanh phan ta duge: Tinh bot ngd, lactose monohydrat, talc, vé nang cting ¢& s6 1 mau xanh
DANG BAO CHE:

Vién nang cimg ¢& sé 1 mau xanh, chira bot mau tring

CHI PINH:

Bénh dong kinh

Gabapentin dugc chi dinh diéu tri hd tro trong dong kinh cyuc b ¢ hay khong kem theo céc con
toan thé thir phat & ngudi 16n va tré em tir 6 tudi tro 1én.

Gabapentin dugc chi dinh don trj liéu trong dong kinh cuc bo c6 hay khong kém theo cac con
toan thé thir phat & ngudi 16n va tré em tir 12 tudi tro 1én.

Diéu tri dau than kinh ngoai bién

Gabapentin dugc chi dinh dé diéu tr dau than kinh ngoai bién nhu dau thn kinh do tiéu duong
va dau day than kinh sau bénh herpes & nguoi lon.

LIEU DUNG VA CACH DUNG: o ,
Gabapentin dugc ding qua duong udng, thoi diém udng thube khong phu thudc vao bita an.
Gabapentm thuong dugc coi la khong hiéu qua trong dong kinh vang y thirc.

Chéng djng kinh: i
Nguwoi [6n va tré em trén 12 tuoi: Diéu tri ho tro hod tri liéu dong kinh cuc bd c6 hoic

khéng c6 con co gidt toan thé.

Ngay dau: 300 mg x 1 lan/ngay.

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

Ngay thr 3: 300 mg/lan x 3 lén/ngay

Hodc ngay dau: 300 mg x 3 lan/ngay.

Sau d6 liéu c6 thé tang thém ting bude 300 mg (chia 3 lan) cach 2 — 3 ngay tang 1 lan, dua trén
dap Ung cla ngudi bénh, cho dén khi dat lidu diéu tri hieu qua, thong thuong la 900 — 3600
mg/ngay, chia 3 lan, licu téi da 4800 mg/ngay.

Nén chia déu tong lidu hang ngay cho 3 lan dung thubc va khoang cach t6i da dung thudc khong
nén qua 12 gio.

Dbi v6i nguoi bénh suy giam chirc ning than va dang thim pham mau phai giam lidu; lidu thich
hop can hiéu chinh theo d¢ thanh thai creatinin (Clcr), dugce khuyen cdo nhu sau:

D§ thanh thai creatinin Liéu ding
(ml/phut)
50-79 600 - 1800 mg/ngay, chia 3 1an
30 - 49 300 - 900 mg/ngay, chia 3 lan
15-29 300 - 600 mg/ngay, chia 3 1an, udng cach nhat
<13 300 mg/ngay, chia 3 lan, udng cach nhat
Thdm phan mau 200 - 300 mg *

*Lleu nap la 300 — 400 mg cho nguoi bénh 1an dau ding gabapentin, sau d6 200 - 300 mg sau
mdi 4 gio thim phan mau. Trong nhiing ngay khong tham phan, khong dung gabapentin.
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Tré em: Diéu tri hd tro dong kinh cuc by kém hodc khong kem con co gidt toan thé.

Tré em tr 2 dén dudi 6 tudi:

Ngay dau tién: 10 mg/kg x 1 1an/ngay.

Ngay thir hai: 10 mg/ kg x 2 lan/ngay.

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

Tang dan lidu Ién tuy thudc vao dép ng cta nguoi bénh, dén lidu thong thuong 30 — 70
mg/kg/ngay, chia 3 lan

Tré em tir 6 dén 12 tudi:

Ngay dau tién: 10 mg/kg (t6i da 300mg) x 1 lan/ngay.

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

Ngay tha 3: 10 mg/kg (t6i da 300mg) x 3 lan/ngay

Liéu thong thuong: 25 — 35 mg/kg/ngay, chia 3 lan.

Liéu duy tri 12 900 mg/ngay VOi tré nang tir 26 — 36 kg va 1200 mg/ngay voi tré nang tir 37 - 50
kg, tong lidu/ngay duoc chia udng 3 lan. Lidu tbi da: 70mg/kg/ngay, chia 3 lan.

Ghi chi:

Mot s6 tré khong dung nap dugc phan ting thém hang ngay, kéo dai khoang thoi gian tdng thém
(t6i hang tudn) c6 the thich hop hon.

Chua c6 danh gla vé viée sir dung gabapentin cho tré em duéi 12 tudi bi suy than.

Diéu tri dau than kinh:

Ngay thtr nhat: 300 mg x 1 lan/ngay.

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

Ngay thtr 3: 300 mg x 3 lan/ngay.

Hodc ngay dau: 300 mg x 3 lan/ngay.

Sau d6 liéu c6 thé ting thém ting bude 300 mg (chia 3 lan) cach 2 — 3 ngdy ting 1 1an, dya trén
dap ing ctia ngudi bénh, cho dén khi dat lidu diéu tri hiéu qua, lidu t8i da 3600 mg/ngay.
CHONG CHI PINH:

Qua man véi bat ctr thanh phan nao cta thube

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Can than trong d6i voi tat ca ngudi bénh dang diéu tri hodc bit dau diéu tri bang bt cir thuoc
chéng co giat nao cho bat ctr chi dinh nao, nguoi bénh phai duoc theo ddi chit ché vi c¢6 thé xuét
hién tram cam hodc lam trdm cam nang lén, y n@/}n sat hoiic bat ctr thay d6i tinh khi bét thuong
nao, khong duoc ty y thay doi phac do didu tri khong hoi y kién thdy thudc.

Céc thudc chbng co giat, trong do co6 gab Mng dugc ngung dot ngdt vi c6 kha nang [am
tang con co giat (trang thai dong kinh). Ngimng gabapentin va/hodc thém 1 thubc chéng co giat
khac vao liéu phap diéu tri hién tai, phai thyc hién tir tur trong it nhat 1 tudn.

St dung than trong ddi véi ngudi ¢6 tién s rdi loan tAm than, ngudi suy giam chirc ndng than va
thim phan méu, ngudi van hanh tau xe hoic may mac.

Thube c6 thé giy duong tinh gia khi xét nghiém protein niéu.

Thubc ¢6 chira lactose, do d6 bénh nhan ¢6 cac vén dé vé di truyén hiém gip khong dung nap
galactose, thiéu hut lactase Lapp hodc khong dung nap glucose-galactose khong nén dung thude
nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai:

Gabapentin gdy quai thai trén dong vat gam nhdm. Trén ngudi mang thai, chua thdy c6 tac dong
tuong tu. Tuy nhién, chi ding thube cho ngudi mang thai khi thuc sy can thiét va cé can nhéc ky
loi ich cao hon so véi nguy co cho thai nhi.

Phu nir cho con bii:




Khi dung duong udng, gabapentin qua duoc sita me. Tac dung cua thubc trén tr¢ so sinh con
chua 3, vi vay chi dung gabapentin cho phu nit thdi ky cho con bu khi that can thiét va da can
nhic k¥ loi ich cao hon nguy co rui ro.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc c6 thé gay céc tac dung khong mong mudn nhu chéng mat, budn ngt, do d6 cén than trong
khi 1ai xe va van hanh may méc.

TUONG TAC THUOC:

Khi ding dong thoi, gabapentin khong l1am thay déi dugc dong hoc cua céc thude chéng dong
kinh thuong dung 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 hudng dén hép thu thube. Phai ding gabapentin sau thude khang acid it nhét 2 gio.
Morphin ¢6 thé lam giam d¢ thanh thai cla gabapentin vi v@y khi cho ngudi bénh sir dung ca 2
loai thudc trén can kiém soét cac triéu chiing trc ché than kinh trung wong va diéu chinh liéu.
Cimetidin c6 thé lam giam d¢ thanh thai ¢ than cta gabapentin.

TAC DUNG KHONG MONG MUON:

Gabapentin dung nap tt. Céc tac dung khoéng mong mudn thudng nhe hodc trung binh va c6
khuynh hudng giam dan khi tiép tuc diéu tri. Cac tac dung khong mong mubn hay gip nhat déi
v6i than kinh va thudng 13 nguyén nhén giy ngimg thude.

Thuong gdp:

Than kinh: Mét phéi hop van dong, rung giét nhén cau mét mdi, chéng mit, phu, budn ngu, giam
tri nhé. Tré em tir 3 dén 12 tudi: Gap cac van dé vé than kinh nhu lo 4u, thay doi cach tng xur
(quéy khoéc, cam giac sang khodi hodc trdm cam, qué kich dong, thai do chong dbi...).

Tiéu héa: Kho tiéu, khé miéng, tdo bon, dau bung, tiéu chay.

Tim mach: Phu mach ngoai bién.

Ho6 hép: Viém mili, viém hong-hau, ho, viém phoi.

Mit: nhin mot hoa hai, giam thi luc.

Co xuong: dau co, dau khop.

Da: man ngta, ban da.

Méu: giam bach céu.

Khéac: liét duong, nhiém virus.

It 8ap:

Théan kinh: Mét tri nho, mat ngdn ngt, tram cam, cau git hodc thay doi tam thén, tinh khi, liét
nhe, giam hodc mat duc cam, nhirc dau

Tiéu hoa: Réi loan tiéu héa, chay
Tim mach: Ha huyet ap, dau th
Khéc: tang cén, gan to.

Hiém gap:

Than kinh: Liét day than kinh, rdi loan nhan cach, tang duc cam, giam chtc ning van dong, rdi
loan tAm than.

Tiéu hda: Loét da day- ta trang, viém thuc quan, viém dai trang, viém truc trang.

Ho6 hép: Ho, khan tiéng, viém ‘niém mac dudng ho hap, giam thong khi phdi, phi phdi.

Mit: Ngua mat chay nudc mat bénh véng mac, viém mong mit.

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

Méu: Giam bach cau (thuong khong ¢6 triéu ching), thoi gian méau chay kéo dai.

S6t hodc rét run.

Hoi chimg Stevens- Johnson

d1, viém migng, mat hozc rdi loan vi giac.
tic, ri loan mach ngoai vi, hoi hop.
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QUA LIEU VA CACH XU TRIi:

Qua liu gabapentin c6 thé gdy nhin mot hoa hai, n6i liu riu, u @m, hon mé va tiéu chdy.

Hau hét céc trudng hop qua liéu déu hoi phuc sau khi str dung cac bién phap diéu tri hd trg. C6
thé loai thudc ra khoi co thé bang thdm phan mau.

PAC TINH DUQC LUC HQC:

Gabapentin 1a thudc chong dong kinh, co ché hién chua 16. Trén suc vat thuc nghiém, thude c6
tac dung chéng con dudi cling mit sau cac chi khi lam sdc dién va cling tc ché duoc con co giat
do pentylentetrazol Hiéu qua & ca hai thi nghiém déu tuong tu nhu ddi véi acid valproic nhung
khac véi phenytoin va carbamazepin. Cau tric héa hoc ciia gabapentin tuong tu chét tc ché dan
truyén than kinh 1 acid gama- aminobutyric (GABA), nhung gabapentin khong tac dong truc tiép
1én cac thu thé GABA, khong lam thay déi cu tric, giai phéng, chuyén héa va thu héi GABA

DPAC TINH DUQC PQNG HQC:

Gabapentin hap thu qua duong ti€u héa theo co ché bio hoa (khi lidu tang, sinh kha dung lai
giam). Thudc dat ndng d6 dinh trong huyét tuong sau khi udng 2 gio va dat ndng do dn dinh sau
1 - 2 ngay. Nong do huyét thanh c6 hiéu qua cua thude chua dugc xéc dinh. Tuy vdy, trong mot
nghién ctu, sb lan co giat chi thiy giam & nhiing nguoi c6 nong do huyét thanh gabapentin trén 2
mg/lit (11,7 micromol/lit). Nong d6 huyét tuong cua gabapentin n6i chung nam trong pham vi tir
2 mg/lit (2 microgam/ml) t&i 20 mg/lit (20 microgam/ml).

Sinh kha dung khoang 60% khi dung véi liéu 300mg. Thirc an it anh huéng dén tée d6 va mirc dd
hap thu.

& ngudi bénh cao tudi va nguoi bénh suy giam chirc nang than, do thanh thai gabapentin huyet
tuong bi giam. Gabapentin c6 thé bi loai khoi huyét tuong bang thim phan mau, vi vy can diéu
chinh liéu déi véi nhiing nguoi bénh nay.

Gabapentm phan b khap co thé, vao dugc sita’'me, lién két véi protein huyét tuong rét thip (<
3%). Thé tich _phén b6 ctia thude 14 58 + 6 1 nguoi 16n.

Gabapentin hu nhu khéng chuyén héa tr g B0 thé va thai trir chu yéu qua than dudi dang khong
d6i. Nira doi cuia gabapentin khoang 5 dén 7 gio' & nguoi ¢6 chue ndng than binh thuong " |
QUY CACH PONG GOI: v/
Hop 3 vix 10 vién 4

PIEU KIEN BAO QUAN:
Béo quan du6i 30°C, tranh anh sang.

HAN DUNG: ,
24 thang ké tir ngay san xuat. :
TIEU CHUAN CHAT LUONG: N \&&ET /o
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