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HUOGNG DAN SU DUNG THUOC - PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG

R* THUOC BAN THEO PON
NEUPENCAP
THANH PHAN: Cho 1 vién nang clmg:
GabaAPEItiN, yeyssrmster-rercsmreprmmmmenmrassrsssosise A A R R 300 mg
T4 dugc (Tinh bt mi, Starch 1500, Povidon K30, Sodium starch glycollat,
Magnesi stearat, A€rosil).......cooeeeeueerirosieiniiniissisiisisisssincinsincnnes 1 vién
DUQC LUC HOC:

Gabapentin 12 thuéc chéng dong kinh. Trén siic vt thuc nghiém, thubc c6 tac dung chdng con dubi
cimg céc chi sau khi lam séc dién va ciing trc ché dugce con co gidt do pentylenetetrazol. Hiéu qua &
thi nghiém trén ciing twong tu nhu déi véi acid valproic nhung khéc vdi phenytoin va carbamazepin.
Céu tric hoa hoc clia gabapentin tuong tu chét (e ché din truyén than kinh 12 GABA, nhung
gabapentin khong tac dong truc tiép 1én céc thu thé GABA, khong 1am thay ddi cdu tric, giai phong,
chuyén hoa va thu hoi GABA.

DUQC PONG HQC:

- Gabapentin hap thu qua dudng tiéu hda qua co ché bdo hoa (khi lidu ting, sinh kha dung lai giam).
Thubi dat ndng do dinh trong huyét twrong sau khi uéng 2 gi&s va dat nong do 6n dinh sau 1-2 ngay.
Néng do huyét thanh c6 hiéu qué cia thubc chua duge xac dinh. Trong mét s6 nghién ciru, s6 l4n co
giat chi thdy giam & nhitng ngudi c6 ndng dd huyét thanh gabapentin trén 2 mg/lit (11,7
micromol/lit). Néng d¢ huyét twong ctia gabapentin néi chung nédm trong pham vi tir 2 mg/lit t6i 20
mg/lit.

- Sinh kha dung khoang 60% khi ding véi liéu 1,8 g/24 gio va khong tuong (g véi liéu dung, tham
chi khi liu tang trén 1,8 g/24 gio thi sinh kha dung lai giam (sinh kha dung khoang 35% khi dung
véi lidu 4,8 g/24 gid). Thirc &n it anh hudng dén tdc 4o va mirc do hép thu.

- 3 ngudi bénh cao tudi va ngudi bénh suy gidm chirc ning than, do thanh thai gabapentin huyét
trong bj giam. Gabapentin c6 thé bj loai khoi huyét tuong bing thdm phan méu, vi vay can dieu
chinh liéu d6i v6i nhitng ngudi bénh nay.

- Gabapentin phan bé khap co thé, vao duge sita me, lién két v6i protein huyét tuong rét thap (<3%).

Thé tich phan bd cta thude 1a 58 + 6 lit & ngudi lon.

- Gabapentin hiu nhur khong chuyén hoa trong co thé va thai trir chi yéu qua than dudi dang khong
dbi. Nira doi ciia gabapentin khoang 5 gior dén 7 gid & ngudi c6 chirc nang thén binh thuong.
CHI PINH:

- Didu tri hd trg trong dong kinh cuc bd & ngudi 16n va tré em trén 3 tudi.

- Pidu tri dau do viém cac déy than kinh ngoai bién & ngudi lén.

CHONG CHIi DINH:

Man cam véi gabapentin hay véi bat cir thanh phan nao cia thude.

LIEU LUQGNG VA CACH DUNG:

Gabapentin dugc dung qua dudng udng, thai diém udng thuée khdng phu thue bira an.

* Chéng dong kinh:

- Nguoi 16n va tré em trén 12 tudi: AI




Ngay dau: 300 mg x 1 lin

Ngay thir 2: 300 mg/lan x 2 ln

Ngay thir 3: 300 mg/lan x 3 lan.

Sau d6 lidu c6 thé tang thém timg budc 300 mg mdi ngay, dya trén dap (mg clia ngudi bénh, cho dén
khi dat lidu didu tri hiéu qua, thong thuong 12 900-1800 mg/ngay, chia 3 14n; tdi da khong qué 2400
mg/ngay.

- Tré em 6-12 tudi:

Ngay ddu: 10 mg/kg/ngay, chia 3 lan.

Ngay thir hai: 20 mg/kg/ngay, chia 3 1an.

Ngay thir ba: 25-35 mg/kg/ngay, chia 3 lan.

Liéu duy tri 1a 900 mg/ngdy véi tré ning 26-36 kg va 1200 mg/ngay vai tré niing 37-50 kg, chia
udng 3 lan trong ngay.

- Tré em 3-6 tudi: Lidu ddu 10-15 mg/kg/ngay, chia 3 14n; tang liéu 1én trong 3 ngay dé dat liéu
25-30 mg/kg/ngay, chia udng 3 lan trong ngay.

- Chura 6 danh gi4 vé viéc sir dung gabapentin cho tré em dudi 12 tudi b suy giam chirc nang thén.
* Diéu tri dau do viém day than kinh ngoai bién:

- Ngudi 16n: Uéng khong qué 1800 mg/ngay, chia 3 1an. Hogc ding nhu sau:
Ngay thir nhat: 300 mg

Ngay thir hai: 300 mg/lan, ngay 2 lan.
Ngay thir ba: 300 mg/lan, ngay 3 lan.

Sau d6, liéu c6 thé tang thém ting budc 300mg mdi ngay, dua trén dép (mg cia nguﬁrl bénh, cho dén
khi dat lidu t6i da 1800 mg/ngay, chia udng 3 14n trong ngay.

- Ngudi cao tudi: Lidu dung c6 thé thap do chirc nang than kém.

* Diéu chinh liéu & bénh nhan suy than:

+ D¢ thanh thai creatinin tir 50 - 79 ml/phut: lidu tir 600 - 1800 mg/ngay, chia lam 3 lan.

+ Do thanh thai creatinin tir 30 - 49 ml/phat: lidu tir 300 - 900 mg/ngay, chia lam 3 lan.

+ D6 thanh thai creatinin tir 15 - 29 m/phut: liéu tir 300 mg chia 3 1an uéng cach nhét dén 600 mg

chia 3 l4n u6ng hang ngay.

+ Do thanh thai creatinin < 15 ml/phut: liu tir 300 mg chia 3 14n ubng cach nhat dén 300 mg chia 3
1an udng hang ngay.

+ Dbi véi bénh nhan dang thim phan mau chua timg sir dung gabapentin: diing liéu khéi dau tir 300
- 400 sau d6 gam xudng 200 - 300 mg sau m&i 4 gids loc méu. Vi nhimg ngay khdng chay thim
phan méu, khong sir dung gabapentin

TAC DUNG KHONG MONG MUON (ADR)

Gabapentin thudong dung nap tdt. Céc tac dung phu thudng nhe hodc trung binh va ¢é khuynh hudng
giam dan khi tiép tuc didu trj. Téc dung phu hay gap nhét 1 ddi v6i than kinh va thudng 1 nguyén
nhén gy ngimg thudc.

Thuong gap, ADR > 1/100

- Than kinh: Vén déng mét phm hop, rung glat nhan ciu, mét modi, chéng mit, phi, budn ngu, giam
tri nho. Tré em tir 3 dén 12 tudi: gip cac vén dé vé than kinh nhuflo 4u, thay dbi cach tmg xir (quéy
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khéc, cam giac sang khoai hoac trdm cam, qua kich dong, thai do chong déi...)

- Tiéu héa: kho tiéu, khd miéng, tdo bon, dau bung, tiéu chay.

- Tim mach: phit mach ngoai bién.

- H6 hép: viém miii, viém hong - hau, ho, viém phéi.

- Mit: nhin mot héa hai, giam thi luc.

- Co xuong: dau co, dau khop.

- Da: min ngra, ban da.

- Mau: giam bach cau.

- Khac: liét dwong, nhiém virus.

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

- Than kinh: mat tri nhd, mét ngon ngit, trAm cam, cu gét hodc thay ddi tAm than, tinh khi, Jiét nhe,
giam hodc mét duc cam, nhirc dau.

- Tiéu hoa: rdi loan tiéu hoa, chay mau loi, viém miéng, mét hogc rdi loan vi gidc.

- Tim mach: ha huyét ap, dau thét nguc, r6i loan mach ngoai vi, hdi hop.

- Khac: tdng cén, gan to.

Hiém giip, ADR < 1/1000

- Thén kinh: liét day thin kinh, ri loan nhan c4ch, ting duc cam, gidm chirc ning vén dong, rdi loan
tam than. :

- Tiéu hoa: loét da day ta trang, viém thuc quan, viém dai trang, viém tryc trang.

- Hé hép: ho, khan tiéng, viém niém mac dudng hd hip, giam thong khi phdi, phu phoi.

- Mét: ngira mét, chay nuéc mét, bénh vong mac, viém mbng mit.

- Co xuong: viém sun, lodng xuong, dau lung.

- Méu: giam bach cau, thoi gian mau chay kéo dai.

- Séthosic rétrun

- Hoi chimg Steven Johnson

Théng bdo cho Bdc si nhitng tdc dung khong mong mudn gip phdi khi si dung thudc.
HUONG DAN CACH XU TR ADR:

- Céac tac dung khong mong mudn thurdmg nhe hodc trung binh va c6 khuynh huéng gidm dén trong
vong 2 tudn khi tiép tuc diéu tri.

- Vén dong mét phéi hop thuong lién quan dén lidu ding. Néu giam liéu ma khong dd, phai ngimg
thudc. Néu nghi ngdr c6 hoi chimg Steven Johnson, phai ngimg thubc.

- Khong nén dimg thudc dot ngdt vi c6 thé 1am ting tén suat cac con dong kinh. Trudc khi ngimg
thubc hodic chuyén sang thubc chéng ddng kinh khéc cin phai giam liéu tir tir trong vong it nhat 1a 7
ngay.

PHU NU' CO THAI VA PHU NU' CHO CON BU:

- Chi diing thude cho phu ni¥ ¢6 thai khi thuc sur can thiét va c6 can nhdc ky loi ich cao hon so véi
nguy co cho thai nhi.

- Gabapentin vao dugc sita me. Téc dung cia thudc trén tré so sinh chua rd, vi vy chi ding
gabapentin cho phy nit dang cho con bi khi that can thiét va c6 gan nhéc ky loi ich cao hon so véi
nguy co rui ro. ﬁ
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SU DUNG THUOC KHI LAI XE VA VAN HANH MAY MOC

Khong nén sir dung thudc cho ngudi dang 14i xe va van hanh may méc.

THAN TRONG: '

- Sir dung than trong ddi vi ngudi c6 tién sir rbi loan tim than, ngudi suy giam chirc néng thén va
thdm phan mau, ngudi van hanh tau xe hogc may mdc.

- Thudc c6 thé gdy duong tinh gia khi xét nghiém protein niéu.

TUONG TAC THUOC:

- Khi ding déng thdi, gabapentin khong 1am thay dbi dugc dong hoc cua cac thudc chdng dong kinh
thudng dung nhu carbamazepin, phenytoin, acid valproic, phenobarbital, diazepam.

- Thubc khéng acid 1am gidm sinh kha dung ciia gabapentin khoang 20% do anh huéng dén hép thu
thudc. Phai ding gabapentin sau thudc khang acid it nhat 2 gid.

- Morphin ¢6 thé 1am giam sy thanh thai gababentin, do d6 véi nhitng b¢nh nhén sir dung dong thoi
2 thubc ndy cAn dugc theo ddi céc ddu higu trc ché thin kinh trung uong quéa mirc, nén giam liéu khi
str dung ddng thoi hai thude nay.

- Cimetidin c6 thé 1am giam do thanh thai ciia gabapentin ¢ thén, tuy nhién tuong téc nay khong c6 y
nghia vé mit lam sang.

QUA LIEU VA XU TRI:

Qué lidu gabapentin c6 thé gay nhin mot héa hai, n6i liu riu, u 4m, hon mé va tiéu chay. Hau hét cac
trudng hop qua lidu ddu hdi phuc sau khi sir dung céc bién phép diéu trj hd trg. C6 thé loai thude ra
khéi co thé bing thdm phan méu.

KHUYEN CAO '- /

- Khong nén ding thude qué han (c6 ghi rd trén nhan) hay khi ¢é sy nghi ngd vé chat ludng thudc.
- Poc k hudmg dan str dung trudc khi ding. Muén biét thém théng tin, xin hdy hoi y kién cia Bdc st
hodc Dugrc si.

TRINH BAY VA BAO QUAN

- Hop 3 vi x 10 vién, c6 kém t& huéng dén sir dung.

- Pé thudc noi kho thoang, tranh anh sang, nhiét do dudi 30°C.

- PE XA TAM TAY TRE EM

- Han diing : 36 thang ké tir ngdy san Xudt Tiéu chuén ap dung : TCCS

Thubc duge san xudt  tai:
CONG TY CO PHAN DUGC DANAPHA
253 - Diing ST Thanh Khé - TP Da néing
Tel: 0511.3760130 Fax: 0511.3760127 Email: Info@danapha.com
Dién thoai tw van : 0511.3760131
Va phan phdi trén toan quéc
Pa Ning, nga Ok thang O2 nim 2015

/  CONG TY
c6 PHAN

TUQ CUC TRUONG
P.TRUONG PHONG



