Ry THUOC KE PON TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

NEUBATEL-FORTE

Thudc nay chi dung theo don thudc
Dé xa tam tay tré em
Poc ki hwéng din sir dung trwéc khi ding
Thong bao ngay cho béc sy hodc dwoc sy nhirng tac dung khéng mong muén khi sir dung thuéc

1. THANH PHAN CONG THUC THUOC

MJi vién nén bao phim NEUBATEL-FORTE chira:

Thanh phén dwoc chit:

Gabapentin ... 600 mg

Thanh phén td dwoc:

Polyethylen glycol 6000, cellulose vi tinh thé 101, starch 1500, natri starch glycolat, silicon
dioxyd, magnesi stearat, HPMC E6, PEG 6000, titan dioxyd, talc, mau black PN, mau briant
blue.

2. DANG BAO CHE
NEUBATEL-FORTE: Vién nén dai, bao phim mau xanh nhat, mot mat c6 dap gach ngang,
mat kia tron.

3. CHIDINH

Diéu tri hd tro trong dong Kinh cuc bo cd hodc khdng co6 con co giat toan thé thir phat & nguoi
I6n va tré em tir 6 tudi tror Ién.

Pon tri liéu trong diéu tri dong kinh cuc bd cé hoic khong co con co giat toan thé tha phét ¢
ngudi 16n va thanh thiéu nién tir 12 tudi tro 18n.

Diéu tri dau day than kinh ngoai bién nhu dau day than kinh do dai thdo duong va dau day than
Kinh sau bénh zona.

4. CACHDUNG, LIEU DUNG

Ligu ding , , ,

Li€u khoi dau diéu tri cho tt ca cac chi dinh, khuyén céo cho nguoi 16n va thanh thiéu nién trén
12 tudi.

Béng 1. .
Ngay dau Ngay thir 2 Ngay thir 3
300 mg x 1 lan/ ngay 300 mg/ lan x 2 lan/ ngay 300 mg/ 1an X 3 lan/ ngay
Ngurng gabapentin

Khuyén cdo ngirg gabapentin tir tir trong it nhat mot tuan cho tat ca chi dinh.

Chong déng kinh:

Diéu tri dong kinh thuong phai kéo dai. Liéu diéu tri duoc bac sy quyét dinh dya trén dung nap
va hi€u qua trén ting ca nhan.

Nguoi I6n va tré em trén 12 tuéi: Piéu tri hd trg hodc don tri liéu dong kinh cuc bd c6 hoic
khong ¢ con co giat toan thé.

C6 thé dung liéu khoi dau 300 mg/ 1an x 3 1an trong ngay dau, hodc chinh liéu nhu Bang 1.

Sau d6 liéu c6 thé ting thém ting budc 300 mg (chia 3 1an) cach 2 - 3 ngay ting 1 lan, dua trén
dap ung ctia ngudi bénh, cho dén khi dat liéu diéu tri hiéu qua, théng thudng 1a 900 - 3600 mg/
ngay, chia 3 1an; lidu toi da 4800 mg/ ngdy. Tang lidu gabapentin cham hon c6 thé phu hop voi
m(f)t‘sé bénh nhan. Thoi gian dat duoc lidu 1800 mg/ ngay nho nhit 13 1 tuan, 2400 mg/ ngay la
2 tun va 3600 mg/ ngay 1a 3 tuan.

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

Tré em: Piéu tri hd trg dong kinh cuc bo kém hodc khong kém con co gidt toan thé.

Tré em 2 - dudi 6 tudi: Liéu chi dinh khong phu hop véi dang bao ché

Tré em 6 - 12 tudi:

Liéu nap: Liéu chi dinh khéng phu hop véi dang bao ché.

0201.T1 Trang 1/ 7



Liéu duy tri la 900 mg/ ngay vd&i tré nang tir 26 - 36 kg va 1200 mg/ ngay voi tré ning tir 37 - 50
kg, tong lidu/ ngay duogc chia uéng 3 lan. Liéu tdi da: 70 mg/ kg/ ngay, chia 3 lan.

Ghi cha:

Mot sd tré khong dung nap duoc phan tang thém hang ngay, kéo dai khoang thoi gian ting thém
(t6i hang tuan) co the thich hop hon.

Chua c6 danh gia vé viée su dung gabapentin cho tré¢ em dudi 12 tudi bi suy than.

Khéng can phai theo ddi nong do gabapentin huyét twong dé t6i wu hoa dleu tri. Hon nira, c6 thé
su dung gabapentin phéi hop véi thude chong dong kinh khac ma khong can lo dén sy thay doi
nong d6 huyét tuong cua gabapentin hodc nong do huyét thanh cua thudc chdng dong kinh khac.

Diéu tri dau than kinh:

Nguoi 16n:

Co thé dung liéu khoi dau 300 mg/ 1an x 3 1an trong ngay dau, hodc chinh liéu nhu Bang 1.

Sau d6 liéu c6 thé tang thém ting budc 300 mg (chia 3 lan) cach 2 - 3 ngay tang 1 1an, dya trén
dép tng cta nguoi bénh, cho dén khi dat liéu diéu tri hi¢u qua, liéu t6i da 3600 mg/ ngay. Tang
licu gabapentln cham hon c6 thé phu hop vGi mot s6 bénh nhan. Thoi gian dat dugc licu 1800
mg/ ngay nho nhat Ia 1 tuan, 2400 mg/ ngay la 2 tuan va 3600 mg/ ngay la 3 tuan.

Trong diéu tri dau than kinh ngoai bién nhu dau than kinh do dai thio duong va dau than kinh
sau bénh zona, hiéu qua va an toan chua duoc kiém tra trong tha nghiém Iam sang c6 thoi gian
diéu tri 1au hon 5 thang. Néu can dung thudc trén 5 thang dé diéu tri dau than kinh ngoai bién,

nén danh gia tinh trang 1am sang cua bénh nhan va xac dinh sy can thiét diéu tri phéi hop.

Luu y cho cdc chi dinh

O bénh nhan c6 suc khoe chung kém, nhu thé trong thap, sau ghép tang ..., nén tang lidu cham
hon, bang céch ding liéu thap hon hodc ting thoi gian chinh liéu.

Bénh nhan cao tum

Bénh nhan cao tudi c¢d thé can phai hiéu chinh liéu do chic nang than suy giam theo tudi tac.
Budn ngu, phli ngoai bién va suy nhuoc thuong giap hon ¢ ngudi cao tudi.

Bénh nhén suy thdn

Déi voi ngudi bénh suy giam chirc nang than va dang tham phan méu phai giam liu; liéu thich
hop can hiéu chinh theo Clr, duogc khuyén cao nhu sau:

P§ thanh thai creatinin (ml/ phut) Liéu dung ‘
50-79 600 - 1800 mg/ ngay, chia 3 lan
30-49 300 - 900 mg/ ngay, chia 3 lan
L '129 Lidu chi dinh khdng phu hop véi dang bao ché
Tham phan mau 200 - 300 mg *

* P6i voi ngudi bénh vo niéu thim phan mau: Liéu nap 1a 300 - 400 mg cho ngudi bénh lan dau
dung gabapentin, sau d6 200 - 300 mg sau moi 4 glo tham phan mau. Trong nhiing ngay khong
tham phan, khong dung gabapentin. Déi voi ngudi bénh suy than tham phén mau: Liéu duy tri
gabapentin dya trén heu khuyen c4o trong bang trén. Khuyén co thém vao lidu duy tri mot liéu
200 - 300 mg sau mdi 4 gio thim phan mau.

Céch dung:

Gabapentin dugc dl‘mg theo duong ubng, thoi diém udng thude khong phu thudc vao bira an,
nén nudt nguyén vién véi nudc.

Gabapentin thuong duoc coi 1a khéng hiéu qua trong dong kinh ving y thirc.

S CHONG CHI PINH ) . )
Man cam véi gabapentin hodc bat ctr thanh phéan nao cia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Sir dung than trong d6i véi ngudi ¢ tién sir réi loan tdm than, nguoi suy giam chirc nang than
va tham phan méu, ngudi van hanh tau xe hoic may méc.

Tw sét hodc y nghi ty sat
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Can than trong ddi voi tit ca nguoi bénh dang diéu tri hodc bat dau diéu tri bang bét cu thubc
chéng co giat nao cho bat cir chi dinh nao, ngudi bénh phai dugc theo ddi chat ché vi ¢o thé xuat
hién tram cam hoac lam trdm cam ning 1én, y nghi tu sat hoac bat cir thay ddi bat thuong tinh
khi nao, khong duoc tu ¥ thay doi phac do diéu tri ma khong hoi y kién thay thudc. Khuyén
bénh nhan va ngudi chiam séc tim 1oi khuy@n tir nhan vién y té néu c6 dau hiéu hoac triéu chiing
y dinh hodc hanh vi tu t.

Viém tuy cip

Néu bénh nhan xuét hién viém tuy cip khi ding gabapentin, nén can nhac nging thudc.

Co giat

Mic du chua c6 bang chiing co giat hdi ung véi gabapentin, nging sir dung céac thuéc chng
dong kinh dot ngot & bénh nhan dong kinh co thé gdy tang tinh trang dong kinh.

Nhu nhirng thuoc chong dong kinh khac, mot so6 bénh nhéan cé thé bi tang tan suat co giat hoac
khoi phat loai co giat méi khi ding gabapentin. )

Nhu nhitng thudc chong dong kinh khac, viéc ngimg str dung mot thuéc chéng dong kinh ¢
bénh nhan ding nhiéu hon mot thudc chéng dong kinh, dé don tri bang gabapentin ¢4 ti I¢ thanh
cong thap.

Gabapentin khong co hi¢u qua dol Vv6i dong kinh toan thé nguyén phat nhu vang y thic va co
thé 1am ning thém co giat & mot 50 bénh nhan. Vi vay nén than trong khi dung gabapentin cho
bénh nhan dong kinh hon horp bao gom vang y thuc.

Dung gabapentin c6 thé gay chong mat va budn nga 1am ting kha nang xay ra tai nan (té ngd).
Ciing c6 bao cao 1a 14n, mat y thirc va suy giam tinh than. Vi vay nén khuyén bénh nhan than
trong cho dén khi quen vai tac dung cd thé c6 cua thudc.

S dung chung veéi cac opioid

Nén theo ddi can than cac dau higu tic ché than kinh trung wong ¢ nhiing bénh nhan can dieu tri
ddng thoi gabapentln véi opioid, nhu budn nga, an than va suy ho hip. Bénh nhan dung
gabapentin va morphin c6 thé bj ting ndng d6 cua gabapentin. Liéu ciia gabapentin hoic opioid
nén duoc giam thich hop.

Ngudi cao tudi (trén 65 tudi) 7

Chua c6 nghién ciru hé théng trén bénh nhan tir 65 tudi tro 1én dugc thuc hién véi gabapentin.
Trong mot nghién ciru mu ddi & bénh nhan bi dau day than kinh, budn nga, phi ngoai bién va
suy nhugC Xay ra véi ti 1é cao hon & bénh nhan tir 65 tudi tro 18n so véi bénh nhan tré hon. Trir
phét hién trén, nghién ciu 1am sang trén nhém bénh nhan nay khong cho thay su khéc biét vé
tac dung khdng mong muén so véi bénh nhan tré hon.

Tréem

Tac dong caa diéu tri bang gabapentin dai han (trén 36 tUan) trén hoc tap, tri tu¢ va phat trién
cua tré em va thanh thiéu nién chua dugc nghién ciu day du. Can can nhac loi ich va nguy co
cua viéc diéu tri kéo dai.

Lam dung va phy thugc thudc

C6 bao cao nhirng truong hop lam dung va phu thugc thudc. Nén danh gia can than tién sir lam
dung thudc cua bénh nhan va quan sat cac dau hiéu lam dung gabapentin ¢ thé ¢6 nhu hanh vi
tim thude, ting nhanh liéu, dung nap thudc.

Phat ban do thudc kém ting bach ciu i toan va trigu chiing toan than (DRESS)

Phan ¢ing qua man nang, toan than nguy hiém tinh mang nhu DRESS di duoc bao cdo ¢ bénh
nhan dung thude chong dong kinh bao gom gabapentin.

Nén chl y cac biéu hién qua man sém nhu sét hoac noi hach, ngay ca khi phét ban khong ro
rang. Néu c6 nhiing triéu chimg trén, nén danh gia bénh nhan ngay lap tac. Nging diéu tri voi
gabapentin néu khong tim duoc cian nguyén nao khac cho cac dau hiéu va triéu chang.

Xét nghiem

Thudc c6 thé 1am du:cmg tinh gia két qua xét nghi¢m ban dinh lugng t6ng protein ni¢u bang que
thir. Vi vay khuyén céo xéac nhan két qua duong tinh khi thir bang gue thu bang cac phuong
phép khac nhu phuong phap Biuret, phuong phap do do duc hodc ket hop chat mau, hoic sir
dung cic phuong phap thay thé ngay tir dau.

Séc phan vé
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Gabapentin c6 thé gay séc phan vé. DAu hiéu va triéu chu:ng trong céc truong hop duoc bao cao
bao gom kho tho, sung moi, ¢o hong va ludi, va ha huyet &p can cap cau. Nén hudng dan bénh
nhan ngurng thudc va dén trung tam y té ngay khi c6 cac du hiéu hoic triéu chang trén.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudc cho phu nir c6 thai

Chua co thong tin day du vé sir dung gabapentin ¢ phy nit mang thai.

Nghién ctru trén dong vat cho thay doc tinh trén sinh sin. Nguy co & ngudi van chua 1.

Gabapentin khong nén dugc sir dung trong thai ki trir khi loi ich cho me vuot trdi rd rang so voi
nguy co cho thai nhi.

Chua c6 két luan chic chan viéc gabapentin co lién quan dén nguy co di tat bam sinh khi dung
trong thai ki hay khong, vi sy hién dién cua chinh bénh dong kinh cing véi thudc chong dong
kinh trong cac béo cao.

Sir dung thuédc cho phu nix cho con b

Gabapentin tiét vao sita me. Vi tic dong cua gabapentin trén tré so sinh 1a chwa 3, nén than
trong khi dung gabapentin ¢ phu nit cho con bu. Chi nén dung gabapentin cho phu nit cho con
bu khi loi ich vuot troi ro rang so véi nguy co.

Kha nang sinh san

Chua thdy c6 tac dong clia gabapentin 1én kha ning sinh san trong cic nghién ciru trén dong vat.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Anh hwéng cia thude ddi véi cong viéc (nguoi van hanh may moc, ngudi dang 1ai tau xe,
ngudi 1am viée trén cao va cac truong hop khac): Gabapentin c6 thé gay giam nhe dén trung
binh kha ning l4i xe va van hanh may méc. Gabapentin tac dong I&n hé than kinh trung wong va
c6 thé gay budn nga, chong mit hoic céc triéu ching lien quan khac. Mac du chi & mtrc do nhe
hay trung binh nhung nhiing tac dung khong mong muén nay cé thé gay nguy hiém cho bénh
nhan néu lai xe hoac van hanh may méc. Diéu nay dic biét ding khi mai bat dau diéu tri va sau
khi tang liéu.

9. TUONG TAC, TUONG KY CUA THUOC

Co bao cdo truong h0‘p suy ho hip va/ hodc an than lién quan dén phdi hop gabapentm va opioid,
AUC trung binh cua gabapentln tang 44% khi dung chung v&i morphin. Can cén nhic khi sir
dung phdi hop nay, ddc bi¢t 1a & nguorl cao tudi.

Khéng quan sat thiy twong tic gitta gabapentin va phenobarbital, phenytoin, acid valproic hodc
carbamazepin. i )

Dugc dong hoc trang thai 6n dinh cuia gabapentin & do6i tugng khoe manh tuong ty voi bénh
nhan bi dong kinh dung thudc chdng dong kinh.

Str dung chung gabapentin va thudc tranh thai dudong udng cé chira norethindron va/ hoic
ethinyl estradiol khong anh huéng dén duoc dong hoc trang thai 6n dinh cta ca 2 thude.

Str dung chung gabapentin va cac thudc khang acid c6 chira nhém va magnesi lam gidam sinh
kha dung gabapentin dén 24%. Nén dung gabapentin it nhat 2 gio sau khi dung cac thudc
antacid.

Probenecid khong lam thay d6i thai trir qua than ciia gabapentin.

Co su giam nhe, khong quan trong trén 1am sang thai tror qua than cia gabapentin khi dung
chung véi cimetidin.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Rat thwong gap, ADR > 1/10

Nhiém tring va nhiém ki sinh tring: Nhiém virus.

Than kinh: Budn ngu, chdng mat, mat diéu hoa van dong.

Toan than: Mét moi, sbt.

Thuwong gap, 1/100 <ADR < 1/10

Nhiém trung va nhiém ki sinh trang: Viém phéi, nhiém tring hd hap, nhiém trung duong tiéu,
nhiém triing, viém tai giira.

Méu va hé bach huyét: Giam bach cau.

Chuyén hoa va dinh dudng: Biéng in, ting cam gidc ngon miéng.
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Tam than: Hung hang, 1a 13n va rdi loan cam xdc, tram cam, lo ling, cing thang, suy nghi bat
thuong.

Than kinh: Co giat, ting dong, loan can ngdn, mat tri nhg, run, mat ngi, nhirc dau, cam giac nhu
di cam, giam cam giac, bat thuong phdi hop, rung giat nhan cau, tang/ giam/ mat phan xa.

Thi giac: Rdi loan thi giac nhu giam thi luc, nhin dbi.

Tai va mé dao: Chong mat.

Mach mau: Tang huyét ap, gidn mach.

H6 hap, 16ng nguc va trung that: Kho tho, viém phé quan, viém hong, ho, viém miii.

Tiéu hoa: Buon ndn, nén, bat thuong rang miéng, sung nudu rang, ti€u chay, dau bung, kho tiéu,
t4o bon, khd miéng hoic ¢ hong, day hoi.

Da va cac mo dudi da: Phi mat, ban xuat huyét thuong duoc miéu ta 1a bAm méu do chan
thuong thé chat, phat ban, ngtra, mun trimng ca.

Co xuong va mo lién két: Pau khop, dau co, dau lung, co giat.

Hé sinh duc va tuyén vi: Liét dwong.

Toan than: Phli ngoai bién, dang di bat thuong, suy nhuoc, dau, khé chiu, hdi chang cim.

Xét nghiém: Giam s6 lwgng bach cau, tang can.

Chan thuong va trang doc: Chan thuong tai nan, giy xwong, triy da.

it gép, 1/1.000 <ADR < 1/100

Mién dich: Phan tng di tng (nhu ndi may day).

Chuyen hoéa va dinh dudng: Tang glucose huyet (thuong thiy & bénh nhan dai thao duong).

Than kinh: Gidm chtrc nang van dong, suy giam tinh than.

Tim: Péanh tréng nguc.

Toan than: Phu toan than.

Xét nghiém: Tang SGOT (AST), SGPT (ALT) va bilirubin trong xét nghiém chirc nang gan.
Chan thuong va trang doc: Té nga.

Hiém gap, 1/10.000 < ADR < 1/1.000

Chuyén hoa va dinh dudng: Ha glucose huyét (thuong thdy & bénh nhan dai thao duong).

Than kinh: Mat y thuc.

Chua biét tan sudt

Mau va hé bach huyét: Giam tiéu cau.

Mién dich: Hoi chimg qua man, phan mg toan than véi nhiéu biéu hién c¢é thé bao gdm sét, phat
ban, viém gan, noi hach, ting bach cau ai toan va d6i khi 1 nhitng dau hiéu va triéu chimg khéc,
sdc phan vé.

Chuyén hoa va dinh dudng: Ha natri huyét.

Tam than: Ao giac.

Than kinh: Cac rbi loan van dong khac (nhu chimg mda giat mda von, rdi loan van dong, roi
loan truong luc co).

Tai va mé dao: U tali.

Tiéu hoa: Viém tuy.

Gan mat: Viém gan, vang da.

Da va cac mo6 duéi da: Hoi chiing Stevens-Johnson, phu mach, ban do da dang, rung téc, phat
ban do thudc kém ting bach cau &i toan va triéu chuang toan than.

Co xuong va md lién két: Tiéu co van, rung giat co.

Than va tiét niéu: Suy than cép, tiéu khong tu chu.

Hé sinh duc va tuyén va: Phi dai v0, nit hoa tuyén va, réi loan chirc nang sinh duc (bao gom
thay d6i ham mudn, réi loan chirc ning cuwong duong va khong dat duoc cuc khoai.

Toan than: Phan ung cai thudc (chu yéu 1a lo ling, mat ngu, bUOl’l nén, dau, d6 md hoi), dau
nguc. Dot tr khong rd nguyén nhéan da dwgce bao cao nhung mdi lién quan voi diéu tri bang
gabapentin chua dugc thiét 1ap.

Xét nghiém: Tang néng do creatinin phosphokinase huyét.

C6 béo co viém tuy cap khi diéu tri véi gabapentm MOI lién quan v&i gabapentin chua ro.

O bénh nhan tham phan mau do suy than giai doan cudi, di c6 bao cdo bénh co kém ting ndng
do kinase.

Nhiém tring duong hd hap, viém tai giira, co giat va viem phé quan chi dugc bdo cdo trong
nghién ctu lam sang ¢ tré em. Thém vao do, trong nghién cuu 1am sang ¢ tr¢ em, hanh vi hung
hang va ting dong duoc b4o cdo vai tan suét thuong gap.
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Thudc cé thé gay céc tac dung khdng mong mubn khac, nén khuyén bénh nhan théng bao nhiing
tac dung khong mong muon gdp phai khi sir dung thude.

Huwoéng ddn xi tri ADR

Mat phdi hop van dong thuong lién quan dén liéu dung. Néu giam liéu ma khéng d&, phai
nging thudc.

Néu co nghl ngo hdi ching Stevens Johnson, phai nging thuoc

Khong nén dung thudc dot ngot vi co thé 1am ting tan suat cac con dong kinh. Trudc khi ngung
thudc hoac chuyén sang st dung thudc chéng dong kinh khac can phai giam lidu tir tir trong
vong it nhat la 7 ngay.

Thuac c6 thé gay ra céc tac dung khdng mong muan khéc, khuyén bénh nhan théng béo céc tac
dung khéng mong muasn gap phdai khi ding thugc.

11. QUA LIEU VA CACH XU TRI

Nhiém doc cap tinh, de doa tinh mang chua duoc thdy khi qua heu gabapentln dén liéu 49 g
Tri€u chung cua qua lidu bao gom chong mat, nhin doi, noi lap, budn ngu, mat y thirc, hon mé
va tiéu chay nhe. T4t ca bénh nhan hdi phuc hoan toan khi diéu tri hd trg. Viéc giam hap thu &
lidu cao hon cua gabapentin co thé han ché su hép thu hoat chat khi qua lidu va, vi vay, giam
thiéu doc tinh khi dung qua liéu.

Qué licu gabapentin, dac biét 1a khi phdi hop véi cac thude tre ché hé than kinh trung wong khac
c6 thé giy hon mé.

Mic du gabapentln c¢6 thé duoc loai bé nho thAm phan mau, nhimg kinh nghiém trudc day cho
thay khong can thiét thuc hién. Tuy nhién & bénh nhan suy than ning, c6 thé chi dinh thAm phan
mau.

Liéu udng gy tir vong cua gabapentin chua duoc xac dinh & chudt duoc cho dung lidu cao dén
8000 mg/ kg. Dau hiéu nhiém doc cip tinh & dong vat bao gdm mat diéu hoa, kho thé, ching sa
mi mat, hodc kich thich.

12. PAC TINH DUQC LUC HQC

Ma ATC: NO3AX12.

Nhém dwoc ly: Thude chéng dong kinh, diéu tri dau than kinh.

Gabapentin 1a thuéc chdng dong kinh va giam dau do than kinh, co ché hién chua rd. Trén dong
vat thuc nghiém, thudc c6 tac dung chdng con dudi cang céc chi sau khi 1am séc dién va ciing
ac ché duoc con co gidt do pentylenetetrazol. Higu qua ¢ thi nghiém trén ciing twong ty nhu doi
véi acid valproic nhung khac véi phenytoin va carbamazepin, cau tric hoa hoc cua gabapentin
trong ty chat wc ché dan truyén than kinh la acid gama-aminobutyric (GABA), nhung
gabapentin khong c6 ai luc véi thu thé GABAA hoic GABAB ciing nhu khong 1am thay doi
chuyén héa GABA. Gabapentin khong gin véi cac thu thé dan truyén than kinh khac cia ndo va
khong twong tac voi kénh natri. Cac vi tri gan gabapentin c6 &i lyc cao khu tri & khip ndo, cac
vi tri ndy twong Gng voi su hién dién caa cac kénh calci phu thudc dién thé dic trung co don vi
phu 023 (alpha-2-delta-1). Kénh nay nam ¢ tién synap va c6 thé diéu hoa giai phong cac chat dan
truyéen than kinh kich thich thdc day gay co giat va dau.

13. PAC TINH DUQC PONG HQC

Hap thu

Gabapentin hap thu qua duong ti€u hoa theo co ché bao hoa (khi lidu ting, sinh kha dung lai
giam). Thubc dat nong d6 dinh trong huyét twong sau khi uong 2 - 3 gid va dat nong do 6n dinh
sau 1 - 2 ngay. Nong d6 huyét thanh c6 hiéu qua cua thudc chua duge xéac dinh. Tuy vy, trong
mot nghién ctru, s6 1an co giat chi thay giam ¢ nhiing nguoi co ndng d6 huyét thanh gabapentin
trén 2 mg/ lit (11,7 micromol/ lit). Nong d6 trong huvét twong ciia gabapentin ndi chung nam
trong pham vi tr 2 mg/ lit (2 microgam/ ml) t&i 20 mg/ lit (20 microgam/ ml).

Sinh kha dung khoang 60% khi dung véi lidu 900 mg/ 24 gid va khong twong tng véi lidu dung,
tham chi khi liéu tang thi sinh kha duyng lai glam (sinh kha dung khodng 27% khi dung voi licu
4.8 g/ 24 gio). Thirc an, bao gom ché do in giau chat béo, khéng anh huong 1am sang dang ké
trén dugc dong hoc cua gabapentin.
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Phdn b6

Gabapentin phan bé khip co thé, vao duoc sita me, lién két Vi protein huyét turong rat thap (<
3%). Va 1a 58 + 6 lit & nguoi 16n. O bénh nhan bi dong kinh, nong d6 gabapentin trong dich néo
tay khoang 20% cua nong d6 day trong huyét trong & trang thal on dinh tuong ung.

Chuyén hoa

Khéng c6 bing chung gabapentin chuyén héa & nguoi. Gabapentin khdng cam ¢ng enzym
oxidase chirc nang hdn hop ¢ gan chiu trach nhiém chuyén hoa thudc.

Thai trur

Gabapentin duoc thai trir chu yeu qua than dudi dang khéng ddi. Thoi gian ban thai cua
gabapentin khdng phu thudc liéu va trong khoang 5 dén 7 gio & ngudoi ¢6 chirc ning than binh
thuong.

Poi tuwong dac biét

O nguoi cao tudi, va & bénh nhan suy giam chirc ndng than, do thanh thai gabapentin trong
huyet tuong giam. Toc do thai trir gabapentin khong thay doi, d thanh thai huyét twong va do
thanh thai & than ti 1€ thuan vaéi @6 thanh thai creatinin.

Gabapentin c6 thé bi loai khoi huyét twong bang tham phan mau. Can hiéu chinh liéu cho bénh
nhan ton thuong chirc nang than hoac dang duoc tham phan mau.

Tré em < 5 tudi co do thanh thai gabapentin cao hon khi chuan héa theo can ning so véi tré em
> 5 tudi. B¢ thanh thdi cua thuoc ¢ tré em > 5 tudi tuong ty v6i d§ thanh thai cia nguoi lon sau
khi dung 1 liéu tinh theo mg/ kg duy nhat. Do d6, & tré em 3 - 5 tudi, phai dung liéu hang ngay
cao hon méi dat dugc ndng d6 thudc trung binh trong huyét trong twong tu nhu tré em > 5 tudi.
Tré dudi 1 tudi c6 do thanh thai thudce thay d6i nhiéu.

Tinh tuyén tinh

Sinh kha dung cua gabapentin giam khi tang liéu cho thay sy khong tuyén tinh cia céc thong so
duge dong hoc lién quan dén sinh kha dung (F) nhu Ae %, CL/ F, Vd/ F. Dugc dong hoc thai tru
(cac thdng sb duoc dong hoc khong lién quan dén F nhu CL, va Tup2) dugc miéu ta t6t nhat bang
dugc dong hoc tuyén tinh. Nong do gabapentin ¢ trang thai 6n dinh c6 thé du doan duoc tir
thong tin lieu don.

14. QUY CACH PONG GOI
NEUBATEL-FORTE: Hop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

bidu kién bao quan:

Gitr thuoc trong bao bi gbc cua nha san xuat, day kin.

Dé thubc noi kho rao, tranh anh sang, nhi¢t d khong qua 30°C va ngoali tam vai cua tré em.

Han dung: 36 thang ke tir Ngay san Xuat.

Tiéu chudn chét lwgng: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
Sdn xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Céng nghiép My Phudéc 1, Phuong Théi Hoa, Thi x4 Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DOI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC
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