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150 x 50mm

Thanh phdn: Mi vién nang cing chia
Gabapentin. 100mg
Ta dugc v.d 1 vién.

Xin xem t9 huéng ddn sl dung dinh kem

Chi dinh, chong chi dinh, liéu ding, cach ding, cac thdng tin khac:

Béo quan: Noi khd thodng, nhiét o dudi 30°C, trénh 4nh sang.

Tigu chudn: TCCS

Dé xa tam tay tre em
Doc ky hudng dan si dung trudc khi dung
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Gabapentin 100mg

Composition: Each capsule contains
Gabapentin 100mg

1 capsule.

Excipients q

Indications, contra-indications, dosage, administration, other informations:
Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C. protect from direct sunlight.

Specification: In house.

Chai 100 vién nang cling

Keep out of reach of children
Read the package insert carefully before usg.
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Thanh phdn: M3i vién nang cing chifa
(Gabapentin.
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100mg
1 vién,

Xin xem th hung dén sif dyng dinh kém

Chi dinh, chdng chi dinh, 1igu ding, cach ding, cac thing tin khac:

Béo quan: Noi kho thodng, nhigt d9 dudi 30°C, tranh anh séng

Tiéu chudn: TCCS.

Dé xa tim tay tré em
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7 conaTY N GABANEUTRIL 100

cO PHAN , Gabapentin 100 mg

Dé xa tim tay tré em
Dgc ky hwéng dén sie dung trwée khi ding

M01 vién nang cting chua:

- Thanh phan diegc chdt: Gabapentin ........... 100,00 mg.

- Thanh phdn ta dwoc: Lactose monohydrat, Tinh bdt ngd, Polyvinyl pyrrolidon (PVP) K30,
Natri starch glycolat Magnesi stearat, Talc.

2. Dang L bao ché: Vién nang cling.

Dong inh: ‘/5
- Gabapentin dugc dung dé diéu tri hd tro cac con dong kinh cuc by c6 hodc khong c6 cac con é

toan thé thir phat & ngudi 16n va tré em tir 3 tudi trd 1én. e &
- Gabapentin dugc dung dudi dang don tri li€u dé diéu tri cac con dong kinh cuc by cé hay v ' ‘{",’

khong c6 cdc con todn thé thir phat & nguoi 16n va tré em tir 12 twdi tré 1én. <
Dau than kinh ngoai bién: - \J
- Gabapentin duoc chi dinh & ngudi 16n dé diéu tri dau than kinh ngoai bién nhu la dau than Qv

kinh do bénh dai thao dudng hodc dau day than kinh sau herpes.
4. Liéu lwrong va cich dung:
Phac do diéu chinh liéu khi bét dau diéu tri d6i vai tit ca cac chi dinh cho ngudi 16n va tré em
tir 12 tudi tro 1én:

BANG 1
Bang liéu: Chuan liéu ban dau
Ngay | Ngay 2 Ngay 3
300 mg x 1 lan/ ngay 300 mg x 2 lan/ ngay 300 mg x 3 lan/ ngay
Khi ngung gabapentin \

Trén cac thuc hanh lam sang hién nay, néu can phai ngimg dung gabapentm thi phai ngimng thudc !
mot cach tir tir trong thoi gian i thiéu 1 tudn vdi tat ca cac chi dinh. »t
Dong kinh

Bénh dong kinh thudng phai diéu tri dai ngay. Lidu ding s& duoc chi dinh boi béac sy didu tri dud’
theo kha ning dung nap ctia tirg bénh nhan va hiéu qua cta thudc.

Ngueoi 16m va tré em trén 12 tuoi:

Céc thir nghiém 1am sang cho thdy khoang liéu ¢6 hiéu qua cua gabapentin 14 tir 900 mg/ngay
dén 3600 mg/ngay. C6 thé bét dau diéu tri v6i mirc lidu hidu chuan dugc mb ta trong bang 1 hodc
dung muc lidu 300 mg x 3 1an/ngay & ngay thir nhit. Sau d6, dua vao dap tmg va kha ning dung
nap ciia bénh nhan, ma c6 thé tang liéu diing thém 300 mg/ ngay, ting dan mdi 2-3 ngay dén kh'}

dat lidu toi da 3600 mg/ngay. Kéo dai khoang thoi gian diéu chinh liéu c¢6 thé thich hg v'1
ting nguoi bénh. Thoi gian t6i thiéu dé dat mirc liéu 1800 mg/ ngay la 1 tuan, dat m

2400 mg/ ngay trong tong cong la 2 tuan, va dé dat muc lidu 3600 mg/ ngay trong tong cong
14 3 tuan. Lidu dung lén dén 4800 mg/ ngay da duogc dung nap t6t trong cac nghién ciru lam
sang md va dai han. Tong lidu hang ngay nén dugc chia thanh 3 lidu nho, khoang thoi gian
t6i da giira 2 liéu dung khong nén vuot qua 12 gio dé tranh bung phat cac con co giat.

Tré em tir 3 dén 11 tuoi:

Khoang lidu khoi dau la tir 10-15 mg/ kg/ ngay, dugc chia thanh 3 lidu.

Tré em tir 3-4 tudi: Lidu dung khuyen céo la 40 mg/ kg/ ngay va chia thanh 3 lidu.

Tré em tir 5- 11 tudi: Lidu ding khuyén cdo 1a 25-35 mg/ kg/ ngdy va chia thanh 3 liéu.
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Trong mét nghién ciru 1am sang dai ngay cho thdy muc liéu 1én t6i 50 mg/ kg/ ngay dugc dung
nap t6t. Tong lidu hang ngay nén duogc chia thanh 3 liéu nho, khoang thoi gian t6i da gitra 2
liéu dung khong nén vuot qua 12 gio.

Khong céan phai theo doi nong d9 gabapentin trong huyet tuong dé t6i uu hoa liéu phap diéu tri
v6i gabapentin. Ngoai ra, c6 thé sir dung gabapentin két hop véi cac thube chéng dong kinh khéc
ma khong can quan tim dén sy thay dbi nong do gabapentin trong huyét tuong hodc ndng do cac
thube chong dong kinh khac trong huyét thanh.

Dau than kinh ngogi bién ¢ nguoi l6n

C6 thé bat dau diéu tri v6i mic lidu hiéu chudn duoc mo ta trong bang 1 hoic dung mirc lidu
khoi dau 1a 900 mg va chia thanh 3 lidu nho. Sau do, tuy theo dap ung va kha ning dung nap
cta tirng bénh nhén ma liéu c6 thé tang thém 300 mg/ngay, tang dan mbi 2-3 ngay dén khi dat
mirc lidu t6i da 3600 mg/ngay. Kéo dai khoang thoi gian diéu chinh liéu c6 thé thich hop voi
ting ca nhan nguoi bénh. Thoi gian tdi thiéu de dat muc lidu 1800 mg/ ngay la 1 tuan, dat
mirc liéu 2400 mg/ ngay trong tong cong 1a 2 tuan, va dé dat murc liéu 3600 mg/ ngay trong
tong cong la 3 tuan.

Trong diéu tri cac con dau thin kinh ngoai bién nhu dau than kinh do bénh dai thao duong va
dau day than kinh sau herpes hiéu qua va an toan van chua duoc kiém ching trong céac nghién
clru 1am sang cho thoi gian diéu tri dai hon 5 thang. Néu bénh nhéan yéu cau dung thudc lau
hon 5 thang dé diéu tri cac con dau than kinh ngoai bién, bac si diéu tri nén danh gia tinh
trang 1dm sang cta bénh nhén va quyét dinh c6 can thiét tang thoi gian diéu tri hay khong.

O nhitng bénh nhan c6 stic khoe tong quat khong tot nhu can ning co thé thip, sau phiu thuét
ghép tang..., liéu ding nén dugc diéu chinh cham hon, bing cach dung liéu thip hon hay kéo
dai khoang thoi gian giita céc dot tang liéu diéu tri.

Nguoi gia

C6 thé can phai didu chinh liéu ding ¢ ngudi gia do suy giam chirc nang than. Budn ngu, phu
ngoai bién va hen suyén c6 thé tiang ty 1& gip & ngudi gia.

Suy thdn

Nén diéu chinh liéu & cac bénh nhan bi suy giam chirc nang than theo bang 2 va/hodc nhing
bénh nhéan dang dugc thim tach mau.

BANG 2
Liéu gabapentin & ngudi 16n dua trén chirc nang than
Do thanh thai creatinin (ml/ phut) Téng lidu dung hang ngay® (mg/ ngay)
>80 900-3600
50-79 600-1800
30-49 300-900
15-29 150°-600 ./
<15° 150°-300 N

*Téng lidu hang ngay nén dugc chia thanh 3 lan/ngay. Nén giam liéu & bénh nhan suy than c6 do
thanh thai creatinin < 79 ml/ phat.

®Nén ding liéu 300 mg va dung cach ngay.

°Pi véi bénh nhan ¢6 do thanh thai creatinin < 15 ml/ phit, thi nén giam liéu ding hang ngay
tuong (g v&i d thanh thai creatinin (vi du: bénh nhan c6 d¢ thanh thai creatinin la 7,5 ml/ phut
thi nén dung % lidéu dung hang ngay clia bénh nhan c6 do thanh thai creatinin la 15 ml/ phut.
Bénh nhin phidi chay thdn nhan tao
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Pbi v6i cac bénh nhan dang dugc tham phan mau ma chua timg dung gabapentin, nén dung lidu
khaoi dau 300 mg deén 400 mg va sau d6 dung lieu 200 mg dén 300 mg gabapentin sau moi dot
loc méu kéo dai 4 gio.

Khéng nén diéu tri v6i gabapentin vao nhiing ngay khéng loc mau.

D6i v6i bénh nhan suy thén phai chay than nhén tao, lidu duy tri cua gabapentin nén dya trén

mic lidu ding khyén cao duge thé hién & bang 2. Ngoa1 mtic lidu duy tri, thi nén dung thém mot
lidu 200 — 300 mg sau mdi dot loc mau kéo dai 4 gid.

Cdch dung:

GABANEUTRIL 100 dugc dung dudng udng, cé thé dung cing hodc khong cung thirc n.

5. Chong chi dinh:

Chong chi dinh gabapentin ¢ cac bénh nhan qué man véi gabapentin hay bét cir thanh phan nao
cua thudc.

6. Canh bao va than trong:

Méc du chua c6 cac ba,ng ching vé cac con dong kinh bung phat do gabapentin, nhung viéc
ngung dot ngdt cac thudc chong co gidt & cac bénh nhan dong kinh c6 thé lam xuat hién trang
théi dong kinh & bénh nhan.

Nhin chung gabapentin khong c6 hiéu qua trong diéu tri cac con dong kinh véng y thirc.

Piéu tri bang gabapentin c6 lién quan dén chig chong mit va ngu ga, viéc nay c6 thé lam tang
nguy co chan thuong do tai nan (té ngd). Ciing ¢6 béo cao sau khi thudc dugc Iuu hanh vé chimg
la lan,, bat tinh va sa sut tinh than. Vi vdy, can khuyén ngh} bénh nhan'su dung thubc than trong
cho dén khi bénh nhan quen thudc védi cac anh hudng co thé co cua thudc.

O bénh nhan phai diéu tri dong thoi gabapentin véi cac opioid c6 thé din toi ting ndng do
gabapentin.

Cén theo dbi bénh nhén can than vé‘cac déu hiéu tre ché than kinh trung wong (CNS) nhu ngi ga,
giam tinh tdo va uc che hd hap va can giam liéu gabapentin hodc opioid mdt cach thich hop.

Lam dung va phu thujc thuéc

Céc truong hop lam dung va phu thugc thudc da dugc bao cao sau khi thude luu hanh trén thi
truorng Ciing gidng nhu cac thudc khac c6 tac dong lén than kinh trung uong, nén cén than danh
gia nhitng bénh nhan c6 tién sir lam dung thudc va theo ddi nhitng bénh nhan nay dé phat hién
céc dau hiéu c6 thé c6 cuia viéc lam dung gabapentin.

Phdt ban do thuéc kém theo ting bach ciu wa acid va cdc triéu chirng toan than

Cac phan tmg quéa min toan than nghiém trong, de doa tinh mang nhu phat ban do thudc kém
theo ting bach cdu ua acid va céc triéu chimg toan than (drug rash with eosinophilia and
systemic symptoms — DRESS) da dugc bdo cdo ¢ nhitng bénh nhan dung céc thubc chong dong
kinh bao gdm ca gabapentin. A

Cén luu y cac biéu hién sém cia _phan g qua man, nhu sét hay noi hach c6 thé xuat hién du
khong c6 phat ban. Néu nhiing du hiéu hay triéu ching nay xuat hién, can danh gia tinh tran
bénh nhén ngay lap tire. Nén nging sir dung gabapentin néu chua tim dugc nguyén nha

gay ra ac d4u hiéu va triéu chimg nay.

Thubc ¢6 chu‘a ta dugc lactose. Bénh nhan c6 cac rdi loan di truyén hiém gip vé viéc dung nap
galactose, chimg thiéu hut lactose Lapp hogc rbi loan hap thu glucose — galactose khong nén sir
dung thudc nay.

7. St dung thudc cho phu nit c6 thai va cho con bi

Sit dung thuéc cho phu nit ¢6 thai

Khéng ¢6 cac nghién ctru day du va cé d6i ching & cac phu nit mang thai. Vi cdc nghién ciru
trén hé sinh san cua dong vat khong phai ludn ludn ding voi cac dap Gmg trén ngudi, nén chi su
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dung thudc nay trong thdi ki mang thai khi nhing loi ich diéu tri c6 thé mang lai cho bénh nhén
16n hon nhitng raii ro tiém tang trén phoi thai.

Sit dung thudc cho phu ni¥ cho con bi

Gabapentin duoc bai tiét qua sita me. Anh hudng cua gabapentin trén nhitng dira tré dang trong
thoi ky bu sita me con chua duge biét. Nén than trong khi ding gabapentin cho céc ba me trong
thoi ky cho con ba. Chi nén dung gabapentin & cdc ba me trong thoi ky cho con bu néu nhing lgi
ich diéu tri mang lai I6n hon mot cach rd rang so véi cac nguy co c6 thé co.

8. Anh hwéng cia thude 1én kha ning lai xe, vin hanh may moéc

Nén khuyén bénh nhén khéng dugc 14i xe va van hanh cac may méc nguy hiém cho dén khi biét
chic rang thudc nay khong anh huong dén kha ning tham gia vao cac hoat dong nay ciia ho.

9. Twong tac, twong ky ciia thude

Di c6 céc béo céo tu phat va bao cdo trong y vin vé su trc ché hd hp va/ hodc giam tinh tao lién
quan dén viéc sir dung gabapentin va opioid. Trong 1 vai béo cdo, cac téc gia cho ring can quan
tam déc biét dén hién tuong nay khi ding két hop gabapentin va opioid, dac biét & bénh nhan cao
tudi.

Morphin

Trong mdt nghlen ctru trén nhitng ngudi tinh nguyén khée manh (N=12), khi sir dung vién nang
morphin 60 mg giai phéng c¢6 kiém soat 2 gior trude khi dung vién nang gabapentin 600 mg, dién
tich dudi duong cong (AUC) cua gabapentin ting 44% so véi khi ding gabapentin khong c6
morphin. Diéu nay c6 lién quan dén viéc gy ting ngudng dau (thir nghiém co mach trong diéu
kién lanh — cold pressor test). Y nghia lam sang cua nhiing thay ddi nay chua duoc xac dinh. Cac
thong sé duoc dong hoc ciia morphin khong bi anh hudng khi chi dinh dung gabapentin 2 gio sau
khi ding morphin. T4c dung phu ctia opioid quan sat duoc lién quan t6i viéc két hop morphin va
gabapentin khong c6 khac biét ¢6 y nghia so vé6i két hgp morphin va gia dugc. TAm quan trong
clia twong tac & cac lidu khac khong duoc biét.

Khéng quan sat thiy cé su tuong tic nao giira gabapentin va phenobarbltal phenytoin, acid
valproic, hay carbamazepin. Cac ddc tinh dugc dong hoc cua gabapentin ¢ trang thai nong do
hang dinh trong huyét twong la tuong tu giita cac dbi tuong khoe manh va cac bénh nhan dong
kinh dang diéu tri bang céc thuc chdng dong kinh nay.

Duing dong thoi gabapentin va cac thudc tranh thai chira norethindron va/hoic ethinyl estradiol
khong 1am anh huéng dén céc dic tinh duge dong hoc & trang thai ndng do hing dinh trong
huyét twong ciia ca 2 thudc.

Dﬁng dong thoi gabapentin vé6i cac thudc khang acid chira mudi nhom va mudi magnesi lam
giam sinh kha dung cua gabapentin khoang 20%, do d6 nén dung gabapentin khoang 2 gio sau
khi ubng cac thude khang acid.

Su bai tiét clia gabapentin qua than khong bi anh hudng boi probenecid.

Sur bai tiét cia gabapentin qua than bi giam nhe khi ding phdi hop v&i cimetidin, nhung diéu nay
khong c6 y nghia 1am sang.

Cdc két qua xét nghiém

Két qua duong tinh gia da dugc bdo cdo ¢ cac xét nghiém sir dung que nhing Am -
Multistix SG® khi phdi hop thém gabapentin vdi cac thudc chéng co giat khac. Do dé dé 'xac
dinh protem trong nudc tiéu, nén ding phuong phap két tia acid sulfosalicylic ddc hi¢u hon.
Twong ky cia thudce ) )
Do khdng ¢6 céc nghién ctru vé tinh twong ky ctia thudc, khong tron 1an thude nay véi cac thude
khac.

10. Téc dung khong mong muén ciia thudc (ADR):

Rat thuong gap, ADR > 1/10

Nhiém tring va nhiém ky sinh trting: Nhiém virus.

Thén kinh: Budn ngu, chong mat, mét diéu hoa.
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Toan than: Mét moi, sbt.

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

Nhiém tring va nhiém ky sinh tring: Viém phéi, nhiém tring dudng ho hap, nhiém tring dudng
tiét niéu, nhiém tring, viém tai giira.

Mau va hé bach huyét: Giam bach cau.

Chuyén héa va dinh dudng: Chén an, ting sy thém an.

Tam than: Thai do chdng d6i, 1a 13n va dé xuc dong, trdm cam, lo ling, cing thing, suy nghi bét
thuong.

Than kinh: Co giat, tang dong, loan cén ngdn, hay quén, ring minh, mét ngu, dau dau, di cam,
giam cam giac, bat thuong trong ph01 hop, gidt cdu mét, ting, giam hodc mét phan xa.

Mit: B4t thuong thi gidc nhu 12 giam thi luc, nhin doi.

Tai: Chéng mit.

Mach mau: Tang huyét ap, gidn mach.

Ho6 hép: Khoé thé, viém phé quan, viém hong, ho, viém miii.

Tiéu héa: Budn ndn, ndn, bat thuong vé rang miéng, viém nudu, tiéu chay, dau bung, kho tiéu,
tao bon, khd miéng hodc ¢ hong, déy hoi.

Da va mo dudi da: Phi mat, ban xuét huyet thuong duge miéu ta 1a giéng cac vét bam tinh do
chan thuong thé chét, phat ban, ngira va noi mun.

Co xuong khép: Dau khép, dau co, dau lung, co co.

B phén sinh duc: Liét duong.

Xét nghiém: Giam s6 luong bach cau, ting can.

Chan thuong, ngd ddc va cac bién chimg: Chén thuong do tai nan, gdy xuong, trdy da.

It gép, 1/1000 < ADR < 1/100

Hé mién dich: Cac phan tmg di tmg (vi du: ndi mé day).

Chuyén héa va dinh dudng: Tang duong mau (thudong thdy & bénh nhan tiéu duong).

Tam than: Kich dong.

Than kinh: Giam chirc ning van dong, giam tinh than.

Tim: Panh trong nguc.

Toan than: Phu toan than.

Xét nghiém: Tang cac xét nghiém danh giad chirc nang gan SGOT (AST), SGPT (ALT) va
bilirubin.

Chan thuong, ngd doc va céc bién chimg: Nga.

Hiém gap, ADR < 1/1000

Chuyén hoa va dinh dudng: Ha duong mau (thudng thdy & bénh nhén tiéu duong).

Thén kinh: Mét y thtrc.

Ho6 hép: Uc ché hd hap.

Chua ro ty Ié gap

Mau va hé bach huyét: Giam tiéu céu

bao gdm sdt, phat ban, viém gan, bénh hach bach huyét, tang bach cau wa acid, va mot s

hiéu va triéu chimg khéc), phan img soc phan vé.

Chuyén hoéa va dinh dudng: Ha natri méu.

Tam than: Ao gidc.

Than kinh: Cac r6i loan chuyén dong khéac (vi du: chimg mta von, rdi loan van dong, rdi loan
truong luc).

Tai: U tai.

Tiéu hoa: Viém tuy.

Gan mat: Vang da, viém gan.

Da va m6 dudi da: Hoi ching Stevens-Johnson, phu mach, hong ban da dang, rung téc, phat ban
do thudc kém theo ting bach cAu ua acid va cac triéu chung toan than.

Co xuong khop: Tiéu co van, giat rung co.

Hé mlen dich: Hoi chu’ng qua man cam (1a mot phan ng toan than véi cach biéu hién da danﬁ/
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Than: Suy than cép, tiéu khong tu chu.

Bo phén sinh duc: Vi phat trién qua murc, chimg vl to & nam gidi, rdi loan kha ning tinh duc
(bao gdm: thay ddi ham muén tinh duc, rdi loan xuét tinh va khong dat dugc cam gidc cuc
khodi).

Toan than: Céc phan tng cai nghién thudc (chu yéu 1a lo 4u, mit ngu, budn nén, dau, dé md hoi)
dau nguc.

Xét nghiém: Thay dbi ndng do glucose mau & bénh nhan dai thdo dudng, ting creatine
phosphokinase méau.

Huéng din cach xir tri ADR: Ngimng diéu tri bing gabapentin.

11. Qua lidu va cach xir tri:

Ngo doc cip, de doa tinh mang chua dugc quan sat v6i cac lidu gabapentin 1én dén 49 g. Cac
triéu chimg cta qua liéu bao gdm chéng mit, nhin doi, néi liu ludi, budn ngu, bét tinh, nga lim
va tiéu chay nhe. T4t ca cac bénh nhan nay déu hdi phuc hoan toan sau khi dugc diéu tri hd tro.
Su giam hép thu gabapentin & liéu cao hon c6 thé 1am han ché su hép thu cua thudc tai thoi diém
bénh nhan bi qua liéu va diéu nay lam giam thiéu mirc d6 ngd doc do ding qué liu.

Khong xac dinh dugc lidu gay chét cia gabapentin ¢ chudt nhét va chudt cbng dung vdi lidu cao
dén 8000 mg/kg. Cac triéu ching cia ngd doc clp bao gdm: mat dleu vén, kho tha, sa mi mét,
giam hoat dong hoic dé bi kich dong.

Xir tri: Mic du gabapentin c6 thé duoc dua ra khoi co thé bang phuong phap thim phan loc méu,
nhlmg theo nhitng kinh nghiém da c6 thi thuong khong can dén phuong phép nay. Tuy nhién,
vé&i nhitng bénh nhan bi suy than ning, tham phan loc mau c6 thé dugc chi dinh.

12. Pic tinh dwge lue hoc

Nhém dugc ly: Thube chéng dong kinh, ma ATC: NO3AX]2.

Hién chua rd co ché tic dung chinh xéc cuia gabapentin.

Gabapentin c¢6 ciu tric lién quan dén chit din truyén than kinh GABA (acid gamma-
aminobutyric) nhung co ché tac dung thi khac véi cac hoat chét ¢ tuong tac véi cac khép than
kinh GABA bao g@)m valproat, barbiturat, benzodiazepin, chét tc ché enzym chuyén hdéa GABA,
chét trc ché hap thu GABA, chét chii van GABA va céc thube cia GABA.

Cac nghién ctru in vitro v6i gabapentin phong xa dd mé ta mot vi tri gin két peptide méi trong
cac md ndo chudt bao gdm tan vo ndo va hippocampus c6 thé lién quan t&i tac dung chdng co
giat va glam dau cua gabapentin va céc dan xuét ctia no.

Vi tri gin két véi gabapentin da dugc xac dinh 1a tiéu don vi alpha 2- delta cua cac kénh calci phu
thudc dién thé.

Gabapentin & liéu c6 hiéu qua 1am sang khong gén két véi thu thé ciia cac thube thong thuong
khéc hay cua cic chét dan truyén than kinh & ndo bao gdbm GABAA, GABAB, benzodiazepin,
glutamat, glycin hay cac thu thé ctia N-methyl-d-aspartat.

Trén in vitro, gabapentin khong tuong tac v6i cac kénh natri va nhu vay n6 khac v6i phenytoin
va carbamazepin. Gabapentin lam giam mot phan cac dap tng do6i voi chat cha van clia glutamat
N-methyl-d-aspartat (NMDA) ¢ mot s6 hé thong xét nghiém in vitro, nhung chi vdi cac
> 100 pM, ma céc ndng do nay khong thé dat dugc invivo. Trén in vitro gabapentin lam giam
nhe s giai phong cac chat dan truyén than kinh c¢6 cdu triic monoamin.

Str dung gabapentin cho chudt lam ting tich liiy GABA & mdt sé viing ndo theo cach tuong tu
nhu natri valproat, médc du ¢ cac vung khac nhau cua néo. Mbi lién quan cua cac tac dung khac
nhau nay cla gabapentin voi tac dung chéng co giat cta n6 van con phai dugc thiét lap. Trén
dong vat, gabapentin xAm nhap dé dang vao ndo va ngan ngira cac con dong kinh do bi soc dién,
do céc tac nhan gdy co giat hoa hoc bao gdm céc cht trc ché su tong hop cia GABA, va céc con
dong kinh trén nhirng mo hinh gay dong kinh.

13. DPic tinh dwoc dong hoc
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Hdp thu: Sau khi udng nong do dinh cta gabapentin trong huyét trong dat dugc trong vong tir 2-
3 gid. Sinh kha dung cuia gabapentin (phan thu6c duoc hap thu) c¢6 xu huéng giam khi ting licu.
Sinh kha dung tuyét ddi ctia vién nang chira 300 mg gabapentin 1a khoang 60%. Thirc an, bao
gdm ché do an nhiéu chat béo, khong lam anh huéng téi duge dong hoc cua gabapentin.

Dugc dong hoc cia gabapentin khong bi anh huong khi sir dung liéu lap lai. Mic di nong do
gabapentin trong huyét twong trén cac nghién ctru 1am sang thuong dat duoc tir 2 - 20 pg/ ml, va
¢ mirc nong do nay thi khong thé tién doan duoc d9 an toan va hidu qua cua thude. Cac thong sb
dugce dong hoc s€ duogc thé hién & bang 3.

Bang 3: Tém tit cac thong sé dugc dong hoc & trang thai én dinh (% CV) cua gabapentin sau
mdi 8 gior ding thude.

Thong s dugc dong 300 mg 400 mg 800 mg
hoc (N=7) (N=14) (N=14)
Cmax (ug/ml) 4.02 (24) 5.74 (38) 8.71 (29)
tmax (gio) 2.7 (18) 2.1 (54) 1.6 (76)
T1/2 (gid) 5.2 (12) 10.8 (89) 10.6 (41)
agfg:ig/)r':l)) 248 24) 34.5 (34) 514 | @7)
Ae% (%) NA NA 472 (25) 34.4 (37)

Cmax: Nong do dinh trong huyét twong & trang thai én dinh.

Tmax: Thoi gian dat dugc Cmax.

T ' : Thoi gian ban thai.

AUC(0-8): Dién tich duéi dudng cong & trang thai 6n dinh sau khi dung thude tir 0-8 gid.

Ae%: Phan tram liéu dung dugc dao thai qua than dudi dang khong dbi sau khi ding thude tir 0-
8 gio.

NA: Khéng c6 sén dit ligu.

Phdn bo: Gabapentin khong lién két v6i protein huyét tuong va c6 thé tich phan bd 1a 57,7 lit. 0

bénh nhén dong kinh, nong d6 gabapentin trong dich ndo tiy (CSF) 1a khoang 20% so vdi ndng
do thudc trong huyét twong & trang thai n dinh. Gabapentin dugc bai tiét vao sira me.

Chuyén héa: Khong c6 bing ching vé su chuyen héa gabapentin ¢ ngudi. Gabapentin khong gay
cam (g céc enzym oxidase c6 chirc nang hdn hop & gan chiu trach nhiém chuyén hoa thudc.
Thai trir: Gabapentin chi duoc thai trir qua than dudi dang khong doi. Thoi gian ban thai cua
gabapentin trong huyét tuong khong phu thudc liéu va nim trong khoang trung binh tir 5-7 gio.
Ngudi gia va nhitng bénh nhan bi suy giam chtrc nang thén c6 do thanh thai gabapentin trong
huyet tuong giam.
Hé sb dao thai, do thanh thai huyét twong, d thanh thai clia gabapentin & than ty 1& thuan tryc
tiép voi do thanh thai creatinin.
Gabapentm dugc loai trir ra khoi huyét twong boi qué trinh thdm phén loc mau. Do d6 iéu
chinh lidu & cic bénh nhén c6 chirc ning than suy giam hay dang phai tham phén loc mau.
Céc dgc tinh dugc dong hoc cua gabapentin ¢ tré em da dugc xéac dinh trén 50 d6i twong manh
khoe tir 1 thang tudi dén 12 tudi. Nhin chung, ndng do ciia gabapentin trong huyét twong & tré em
trén 5 tudi tuong tu nhu & ngudi 16n.
Trong mot nghién ctru duoc dong hoc trén 24 tré em khoe manh c6 tudi tir 1 - 48 thang tudi cho
thdy AUC thap hon khoang 30%, Cmax thip hon va do thanh thai cao hon trén moi trong lugng
co thé so véi cac dit liéu duoc bao céo & tré em trén 5 tudi.

D6 tuyén tinh/ phi tuyén tinh
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Sinh kha dung gabapentin (phan thudc dugc hip thu) giam khi tang lidu, diéu nay cho thdy tinh
phi tuyén tinh cia cac thong sd duoc dong hoc bao gom tham s6 sinh kha dung (F), vi du: Ae%,
CL/ F, Vd/ F. Dugc dong hoc vé thai trir (cac thong so dugc dong hoc nhu 1a CLr va T % duogc
mo ta tét nhét béi dugc dong hoc tuyén tinh. Nong do gabapentin trong huyét twong & trang thai
6n dinh ¢6 thé du doan dugec tir dit lidu lidu don.

14. Quy cach dong goi: Vi 10 vién. Hop 3 vi; 6 vi; 10 vi. Chai 100 vién, 150 vién va 200 vién.
15. Piéu kién bao quan Béo quan thudc & noi khd, thoang, nhiét d6 dudi 30°C, tranh 4nh sang.
16. Han dung ciia thude: 36 thang ké tir ngay san xuét.

17. Tiéu chuan chit lwong ciia thude: Tiéu chudn co so.

Tén, dia chi ciia co sé sén xuit:
CONG TY CO PHAN US PHARMA USA
Lo B1 — 10, Pudng D2, Khu cong nghiép Tay Bic Ct Chi — TP. H6 Chi Minh — Viét
Moi thidc mdc va théong tin chi tiét, xin lién hé sé dién thoai 028-37908860

TUQ.CYC TRUONG
PTRU'ONG PHONG
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