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" NEUROGAB

Gabapentin Capsules 300mg

6.3 cm

h phin (Composition):
vién nang chira:

Bio Quin (Storage):

Béo quén ¢ nhiét d§ dudi 30°C, trdnh 4m va 4nh sing.

Store at a temperature below 30°C, protect from moisture & light
Chi Dinh, Céch Diing, Chéng Chi Dinh

Va Ciac Théong Tin Khic:

Xem trén t& huéng din sir dung dinh kém.

Dosage, Indications, Contraindications,
Administration & Warning:

Refer to enclosed package insert.

Poc Ky Hwéng Diin Sir Dyng Trwée Khi Ding.
Carefully Read The Accompanying Instructions Before Use.

NEUROGAB
Gabapentin Capsules 300 mg
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Keep out of the reach of children.
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Faridabad - 121 003, Haryana, INDIA.
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Rx
HUGNG DAN SU DUNG
Thudc nay chi bén theo don ciia Bac s¥. Poc ky huéng din sir dung truwée khi dung
Héi Béc sy hodc Dwge sy dé biét thém thong tin chi tiét
NEUROGAB
(Gabapentin USP) 2
Vién nang 300 mg g
H
THANH PHAN: M3i vién nang co chura: i\ 1-<
Hoat chét: Gabapentin ........ 300 mg N
Ta dwge: Lactose, tinh bt ngd, magnesi stearat, talc tinh khiét, povidon K-30.
DANG BAO CHE: Vién nang
TRINH BAY: Vi 10 vién; 10 vi trong 1 hop carton va 1 to hudng dan sir dung
DUQC LUC HOQC:
Gabapentin la thube chong dong kinh, co ché hién chua rd. Trén xtic vat thuc nghi¢m, thudc co tac
dung chéng con dudi cimg cac chi sau khi lam sbc dién va cling {rc ché duge con co gidt do
pentylenetetrazol Hiéu qua ¢ thi nghiém trén cling tuong ty nhu d6i véi acid valproic nhung khéac
- v6i phenytoin va carbamazepin. Céu tric héa hoc cua gabapentin tuong tu chit trc ché dan truyén

than kinh 1a acid gama—ammobutyrlc (GABA), nhung gabapentin khong téac dong truc tiép 1én cac
thu thé GABA, khong lam thay ddi cdu trac, giai phong, chuyén hoa va thu hdi GABA
DUQC DONG HOC: ) .
Gabapentin hép thu qua duong tiéu hoa theo co ché béo hoa (khi lidu tang, sinh kha dung lai giam).
Thubc dat nong d¢ dinh trong huyét tuong sau khi udng 2 gitr va dat ndng d6 6n dinh sau 1 —2 ngay.
Nong d6 huyét thanh c6 hiéu qua cua thube chua dugc xac dinh. Tuy vy, trong mot nghién ctru, s6 J
lin co git chi thiy giam & nhitng nguoi c6 ndng do huyét thanh gabapentin trén 2 mg/lit (11,7 o

micromol/lit). o7
Nong do huyét twong ctia gabapentin néi chung nim trong pham vi tir 2mg/lit ( 2 microgam/ml) té’% 7
20 mg/lit (20 microgam/ml) {
Sinh kha dung khoang 60% khi dung véi lidu 1,8g / 24 git va khong twong mg vai liéu ding , thand
chi khi liéu ting trén 1,8g / 24 gio thi sinh kha dung lai giam (sinh kha dung khoang 35% khi dung -
voi lidu 4,8g/ 24 gi0). Thire @n it anh huong dén toc do va mic do hap thu. S
O nguoi bénh cao tudi va ngudi bénh suy giam chire nang than, d¢ thanh thai gabapentm huyét tuong
bi giam. Gabapentm c6 thé bi loai khoi huyét trong bing thdm phén mau, vi vdy can diéu chinh liéu

~ d6i v&i nhitng ngudi bénh nay.
Gabapentin phan bb khap co thé, vao dugc sita me, lién két v6i protein huyét twong rét thip (< 3%).
Thé tich phan b6 cua thudc 1a 58 + 6 lit & ngudi 16n
Gabapentm hdu nhu khong chuyén héa trong co thé va thai trir chil yéu qua than dudi dang khong
ddi. Nira doi ctia gabapentin khoang 5 dén 7 gio & ngudi c6 chirc ning than binh thuong

CHI PINH:
Diéu tri hd trg trong dong kinh cuc bd
Gabapentin con dugce sur dung dé didu tri dau do viém cac ddy than kinh ngoai bién

LIEU DUNG & CACH SU DUNG (dudng udng):

Gabapentin dugc dung qua duong uodng, thoi diém udng thubc khong phu thudc vao bira an.
Gabapentin dugc dung nhu mot thubc phu dé phdi hop véi cac thude chéng dong kinh khéac. Ding
don doc co thé khong cé hiéu qua

Chéng dong kinh

Nguwoi lon va tré em trén 12 tuoi:

Ngay dau: 300 mg x 2 lan

Ngay tha 2: 300 mg/lan x 2 lan

Ngay tht 3: 300 mg/lan x 3 lan
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Sau do lié‘u co ‘thé tang thém tig budc 300 mg mdi ngay, dua trén dap ing clia ngudi bénh, cho dén
khi dat liéu dicu trj hi¢u qua, thong thuong 1a 900 — 1.800 mg/ngay, chia 3 lan; ti da khong qua
2.400 mg/ngay. Nén chia d€u tong liu hang ngay cho mdi 1dn dung thudc va khoang cach dung
thuoc khong nén qua 12 gio. Khi dung liéu cao ¢6 thé chia 4 1an/ ngay
boi voi ngudi bénh suy giam chirc ning than va dang thdm phan méau phai giam lidu: liéu thich hop
can hiéu chinh theo d0 thanh thai creatinin, dugc khuyén c4o nhu sau:
Pj thanh thii creatinin (ml/phiit) Li¢u dung
50 - 70 600 — 1200 mg/ngay, chia 3 lan
30 — 47 300 — 600 mg/ngay, chia 3 lan
15-29 300 mg/ngay, chia 3 lan
<15 300 mg cach ngay mt lan, chia 3 lan
Thédm phan mau 200 — 300 mg *
% Liél{ nap la 300 — 400 mg cho ngudi bénh lan dau dung gabapentin, sau d6 200 — 300 mg sau mdi 4
gio tham phan mau
Tré em dudi 12 tudi:
Dung dang bao ché khac cho d& phan lidu
Piéu tri dau do viém cdc ddy than kinh ngoai bién, dau sau bénh zona:
Nguoi lon: Uéng khong quéa 1800 mg/ngay, chia 3 1an. Hoac dung nhu sau :
Ngay thtr nhit: 300 mg
Ngay thir hai: 300 mg/lan ngay 2 lan
Ngay thu ba: 300 mg/lan ngay 3 lan
Sau do lidu co thé tang thém timg bude 300 mg modi ngay, dua trén dap ung cua ngudi bénh, cho dén
khi dat liéu t01 da 1.800 mg/ngay, tong lidw/ ngay duoc chia uéng 3 1an
Ngudi cao tudi: Liéu ding c6 thé thip do chirc nang than kém

(7 8a5%)

CHONG CHI PINH:

Gabapentin bi chdng chi dinh cho nhitng bénh nhan man cam véi thudc hodc bit ky thanh phan nao
ctia thudc.

Tré em dudi 12 tudi (vi khé phan lidu)

Phu nit c6 thai va c4ac ba me dang cho con bu / )
THAN TRONG VA CANH BAO: //@
Khéng dugc ngimg dot ngdt cac thudc chong dong kinh vi c¢6 thé lam tang tin sd co giat.

Gabapentin c6 thé gdy chong mit, ngu ga va cac du hiéu va triéu chimg suy giam than kinh trung
uong khac.

Phai ubng Gabapentin theo dung chi dinh cua bac s§. LY
Str dung than trong déi voi nguoi c6 tién sir rdi loan tAm than, ngudi suy giam chic ndng than va

thAm phan mau.

Thudc co thé gay duong tinh gia | khi xét nghiém protein niéu

Dang cho nguoi cao tudi: Thube nay duogc bai xudt chu yeu qua duong than do d6 ¢ nhitg bénh

nhan bi suy than, mirc d§ phan tmg c6 hai cua thudc c6 thé nang hon. Vi bénh nhén cao tudi thuong

bi suy giam chirc niing thén, nén phai than trong khi xéac dinh lidu ding cho nhém tudi nay. T6t nhat

nén kiém tra chirc niing than.

Nguwoi vin hanh tau xe hodc mdy moc

Gabapentin co thé gay chong mit, ngli ga va cac d4u hiéu va triéu ching suy giam than kinh trung

uvong khac. Do d6 bénh nhan khong nén lal xe hodc van hanh may moc cho téi khi ban than danh gia
duoc anh hudng cua thude téi sy minh man va kha nang 1ai xe.

THOI KY CO THAI VA CHO CON BU:

Dung cho phu nit cé thai: Phan loai C: Gabapentin gdy quai thai trén dong vét gam nhim. Trén
ngudi mang thai, chua thiy c6 tac dong tuong tu, tuy nhién, chi dung thudc cho ngudi mang thai khi
thue su can thiét va cé can nhéc k¥ loi ich cao hon so voi nguy co cho thai nhi

Ding cho cdc ba me dang cho con bu: Khi dung dudng uodng, gabapentin vao duogc sita me. Tac
dung cua thuoc trén tré so sinh con chua rd, vi vay chi dung gabapentm cho phu nir thoi ky cho con
bu khi that cin thiét va di can nhéc k§ lgi ich cao hon nguy co rui ro
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TUONG TAC THUOC:

Khi dung dong thoi, gabapentin khong lam thay doi duge dong hoc ciia céc thube chdng dong kinh
thuong dung nhu carbamazepm phenytoin, acid valproic, phenobarbital, diazepam

Thubc khang acid lam giam sinh kha dung cua gabapentin khoang 20% do anh huéng dén hip thu
thude, phai ding gabapentin sau thubc khang acid it nhat 2 gio

Rugu: Rugu ¢ thé 1am ting tac dung khong mong mudn cua gabapentin

TAC DUNG KHONG MONG MUON (ADR)

Gabapentin dung nap tot. Cac ADR thuong nhe hogc trung binh va c¢6 khuynh hudng giam dan khi
tlep tuc diéu tri. Cac ADR hay gip nhat dbi véi than kinh va thuong 1a nguyén nhan giy nging
thude.

Thuong gap, ADR > 1/100

Than kinh: van dong mat ph01 hop, rung giat nhan cdu, mét moi, chong mat, phu, budn ngu, giam tri
nhé. Tré em tir 3 dén 12 tudi: Gép cdc vén dé vé than kinh nhu lo au, thay ddi cach ung xur (quiy
khéc, cam giac sang khodi hodc trdm cam, qué kich dong, thai do chdng déi...)

Tiéu hoa: kho tiéu, kho miéng, tdo bon, dau bung, tiéu chay

Tim mach: Phu mach ngoai bién

Ho hép: Viém mii, viém h(_)ng-héu, ho, viém phdi

Mit: Nhin m6t hoa hai, giam thi luc

Co — xuong: Pau co, dau khdp

Da: Man ngia, ban da

Mau: Giam bach cau

Khéc: liét duwong, nhiém virus

It gap, 1/1000 < ADR < 1/100

Thén kinh: mét tri nhé, mét ngon ngfr, trAm cam, céu git hodc thay dbi tAm than, tinh khi, liét nhe,
giam hodc mat duc cam, nhirc dau

Tiéu hoa: Réi loan tiéu héa, chay mau loi, viém mi¢ng, mét hodc rdi loan vi giac

Tim mach: ha huyét ap, dau thit nguc, rdi loan mach ngoai vi, hdi hop

Khac: tdng can, gan to

Hiém gap, ADR < 1/1000

Than kinh: Liét ddy than kinh, rdi loan nhén céch, ting duc cam, giam chuc nang van dong, rdi loan
tam thin

Tiéu hoa: Loét da day — ta trang, viém thuc quan, viém dai trang, viém tryc trang

Ho hép: Ho, khan tiéng, viém ‘niém mac duong hd hép, giam thong khi phdi, phu phéi
Mit: Ngtra mét, chay nudc mit, bénh vong mac, viém mong mit

Co xuong: Viém sun, lodng xuong, dau lung

Mau: giam bach ciu (thudng khong cé tridu chimg), thoi gian méau chay kéo dai

Sbt hodc rét run

Hoi cht’mg Stevens-Johnson

Hwéng din cach xir tri ADR

Céc tac dung khong mong mudn thudmg nhe hodc trung binh va c6 khuynh hudng giam dan trong
vong 2 tudn khi tlep tuc diéu tri

Vén dong mét phdi hop thuong lién quan dén lidu dung. Néu giam liéu ma khong d&, phai ngimg
thudc. Néu nghi ngor c6 hdi ching Stevens-Johnson, phai ngimng thudc

Khéng nén ding thubc dot ngdt vi co thé 1am ting tan sudt cac con dong kinh. Truéc khi nging
thudc hodc chuyén sang sir dung thudc chéng dong kinh khéc can phai giam lidu tir tir trong vong it
nhat 1a 7 ngay

“B#o cho Bic s§ ciia ban trong trudng hop cé bit ky tic dung khéng mong muon nao lién quan t6i vige
dung thuoc”

QUA LIEU:

Qua liéu cap tinh do uong Gabapentin d& dugc béo céo. Tri€u ching thuong thdy trong cac trudong
hop qua lidu: song thi, r6i loan ngdn ngit, ngt ga, hon mé va tiéu chay. T4t ca cac bénh nhan da duoc
phuc hdi sau khi diéu tri hd trg.

C6 thé loai Gabapentin khoi co thé bang tham tach mau.
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‘ TIEU CHUAN: Theo tiéu chuin USP 34
HAN DUNG: 36 thang ké tir ngay san xu4t. Khong ding thudc qua han cho phép
BAO QUAN: Bao quan & nhiét d6 dudi 30°C, tranh 4m va anh sang.
TRANH XA TAM TAY TRE EM

TEN VA PIA CHI NHA SAN XUAT:
SYNMEDIC LABORATORIES
Dia chi: 106-107, HSIDC Industrial Estate, Sec-31, Faridabad 121 003, Haryana, An Do.
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