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THONG TIN KE TOA

THANH PHAN: Gabapentin dugc bao ché dudi dang vién nang chiia 300 mq duokc chét ding dutng
udng. Gabapentin cd dang tinh thé rdn mau tif trang dén trdng nga, dé tan trong nudc va trong c
dung dich acid va base. DANG BAO CHE: Vién nang cing. CHI DINH: Dang kinh: Don triliéu trong
diéu tri cdc can ddng kinh cuc b cd hay khang kem theo cac con toan thé thit phét & nquai In va tré
em tli 12 tuitrélén. Do an toan va hiéu qua cia phac do don tri liéu gabapentin & tré em dudi 12 tudi
chua dugc thiét Iap. Liéu phap ho trg trong diéu tri cac con ddng kinh cuc bd ¢6 hay khdng kem theo
caccan toan the thit phat & nquai Idn va tré em tir 3 tudi trd 1én. DA an toan va hiéu qua ctia phac do
diéu tri hd tro, st dung gabapentin & bénh nhdn nhi dudi 3 tudi van chua ducc thiét lap. Dau than
kinh: Diéu tri dau than kinh & nquai ldn tir 18 tudi tré lén. Do an toan va hiéu qua cia gabapentin &
bénh nhan dudi 18 tudi chua dugc thiét lap. LIEU DUNG: Dung duong udng, co thé diing ciing hodc
khang ciing thic an. Trén lam sang, viéc gidm liéu, ngung thudc hay thay the bang mat thudc khéc
can dugc tién hanh tr ti trong thoi gian i thiéu 1 tudn. Ngudi In va bénh nhi trén 12 tudi: khodng
liéu 6 hiéu qua clia gabapentin la tir 900 mg/ngay dén 3600 mg/ngay. (4 thé bat dau diéu tri bang
cch st dung 300 mg, 3 lan/ngay & ngay 1, hodc bing cich chuan liéu (BANG 1). Sau 6, liéu cd thé
dugctangén toi da 3600 mg/ngay chialam 3 lan. Liéu dung lén dén 4800 mg/ngay da dugc danh gia
1a dung nap tat qua cac nghién ctiu 1am sang nhan ma dai han. Khoang thai gian toi da gita cic liéu
trong phdc dd liéu dung 3 lan/ngay khong nén vuot qua 12 gics dé tranh bung phat cac con co giat.

BANG 1
BANG LIEU — CHUAN LIEU BAN DAU

g

*QD = 1lan/ngay °BID =2 lan/ngay

Gabapentin cd thé duagc st dung phdi hop vdi cac thudc chdng dang kinh khdc ma khang cin phdi quan
tam dén su thay ddi ctianding dd gabapentin hay ndng o ala cac thude chding doing kinh khac trong huyét
tuong. Dau than kinh & ngudi ldn: Liéu khdi dau la 900 mg/ngay ducc chia lam 3 liéu nhé bang nhau
vacthétang lén dén liéu toi da 3600 mq/ngay néu cin thiét tury theo dap ing. Diéu trinén duoc khdi dau
béng ach chuan liéu (BANG 1). Chinh liéu & bénh nhan dau than kinh hay dong kinh kem theo
suy giam dhiicnang than (BANG 2) va/hodc nhing bénh nhan dang duoc tham phan locméu.

BANG 2

LIEU CUA GABAPENTIN O NGUOI LON THEO CHUC NANG THAN
B4 thanh thai Creatinine (mL/phuit) Tang liéu hang ngay* (mg/ngay)

280 900-3600
50-79 600-1800
30-49 300-900

15-29 150°-600
T

Tang liéu hang ngay nén duc diing theo phdc da 3 lan/ngay. Cac liéu duoc ding dé diéu tri cac bénh
nhan ¢d chiic nang than binh thuong (do thanh thai aeatinin > 80 mL/phut) nam trong khodng tu
900 mq/nqay dén 3600 mg/ngay. Liéu dugc gidm xudng & cac bénh nhan suy than (do thanh thai
creatinin < 79 mL/phiit). “Nén dutoc diing 300 mg cich ngay. Chinh liéu & cac bénh nhan dang
duoctham phan locmau ma chua ting diing gabapentin, nén ding liéu khdi dau 300 mq dén 400
mq va sau d6 giam xudng 200 mq dén 300 mq gabapentin sau mai4 id'tham phan locmau. CHON
CHIDINH: bénh nhan qua man vdi gabapentin hay bat ki thanh phan nao ctia thudc. THAN TRONG:
Ngiing ddt ngét cac thudc chdng co gidt & cic bénh nhan dang kinh ¢ the lam xuat hién trang thai
ddng kinh. Diéu tri bang gabapentin ¢ lién quan dén chiing chang mét va nqu ga. Ciing ¢ bdo cdo
vé chiing It Ian, bét tinh va sa st tinh than. Can khuyén nghi bénh nhan stf dung thudc thén trong
cho dén khi bénh nhan quen thudc vdi cic anh hudng 6 thé ¢6 cta thudc. Diéu tri dong thai
gabapentin vdi céc opioid ¢ thé dan tdi tang ndng dd gabapentin. Can theo dai can than vé cic dau
hiéu tic ché hé than kinh trung uong (CNS) nhu ngu ga, giam tinh tdo va tic ché hd hap va can gidm
liéu gabapentin hoac opioid mat cich thich hop. Lam dung va phu thudc thudc: Gan than danh
gia bénh nhan co tién st lam dungq thudc va theo doi dé phit hién cic dau hiéu co thé ¢ cta viec lam
dung gabapentin. Phat ban do thudc kém theo tang bach cau ua eosin va cic triéu dhiing
toan than: Gic phan ting qua man toan than nghiém trong, de doa tinh mang nhu phat ban do
thudckem theo tang bach cau va eosin va cac triéu chiing toan than (drug rash with eosinophilia and
systemic symptoms - DRESS) da dugc bdo cdo & nhiing bénh nhan dung cac thudc chdng dong kinh
bao gom ca gabapentin. Luu ' céc biéu hién sém ctia phan (ing qua man, nhu's6t hay ndi hach cd the

300mgBID® |  300mgTID*
TID =3 lan/ngay
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xudt hién du khdng cd phat ban. Nén ngiig st dung gabapentin néu chua tim dugc nquyén nhan khac
gy ra cac dau hiéu va triéu chiing nay. TUONG TAC VOI CAC THUOC KHAC: Morphin: Gic thang so
dugc dong hoc ctia marphin khdng bi dnh huéing khi chi dinh diing gabapentin 2 gid sau khi diing
morphin. Tac dung phu ctia opioid quan sdt duoc lién quan tdi viéc két hop morphin va gabapentin
khdng cd khdc biét ¢ y nghia so vdi két hap morphin va gia duoc. Khdng thay ¢ su tuang téc nao gidia
gabapentin va phenobarbital, phenytoin, acid valproic, hay carbamazepin. Ding dong thai gabapentin
va cdc thudc tranh thai chia norethindron va/hodc ethinyl estradiol khang lam anh hutng dén cic dac
tinh duac dong hoc 6 trang thai nang do hang dinh trong huyét tuong cia c hai thudc. Ding dang thai
gabapentin vdi cac thuoc khang acid chiia mudi nhom va mudi magnesi lam giam sinh kha dung ia
gabapentin khodng 20%, do d6 nén dung gabapentin khodng 2 gid sau khi uong cac thudc khang adid.
Suhaitiét ctia gabapentin qua thén khang bi anh huéng bai probenecid. Cackét qua xét nghiém: Két
qua duong tinh gid da dugc bdo cdo & cdc xét nghiém st dung que nhting Ames N — Multistix SG* khi
phai hop thém gabapentin vdi cac thudc chang co gidt khac. Phu it <6 thai: Khong co cdcnghién ciu
day dd va 6 ddi ching & cic phu ni mang thai. Chi st dung thudc nay trong thai ky mang thai khi
nhing lgi ich diéu tri c6 thé mang lai cho bénh nhan Idn hon nhimg rli ro tiém tang trén phdi thai. Phu
nir cho con bu: Gabapentin dugc bai tiét qua siia me, anh hudng trén nhing da tré dang trong tha

ky b stia me con chura duoc biét. Nén than trong khi diing Gabapentin cho cacba me trong thai ky cho
conbu. Chi diing gabapentin ¢ cdcbame trong thai ky cho con bii néu nhiing loi ich diéu trimang lailn
han mét cch 1 rang so vdi cac nquy co c6 thé cd. Anh hung trén kha nang i xe va van hanh
may mac: Nén khuyén bénh nhan khang duocai e va van hanh cacmdy mac nquy hiém cho dén khi
biét chdc rang thudc nay khang anh hudng dén kha nang tham gia vao cac hoat dong nay cia ho. TAC
DUNG KHONG MONG MUON: Trong diéu tri bénh dang kinh: Gic tac dung phu thutng & muc do
tifnhe dén visa. Diéu tri h tro: Gactac dung phu xudt hién &tai thiéu 1% bénh nhan dugt tang két nhu
sau: Toan than: Suy nhugc, yéu, pht mat. Tim mach: Tang huyét ap. Tiéu hoa: Day hai, chén an, viém lgi.
Mau va bach huyét: Ban da thutng dugc mé ta nhu cic vét tham tim gap phai khi bi chan thuong. (o
xuang: Dau khdp. Than kinh: Chdng mat, tang van ddng, tang, giam hay mét cdc phan xa, di am, lodu,
hanh vi th dich. H hap: Viém phai. Tiét niéu— sinh duc: Nhiém khuan dutng tiét niéu. Gic gidc quan
dacbigt: Bat thuang vé thi gidc, thutng dugc md ta nhu rdi loan tam nhin. Khi diing don tri liéu: Khdng
€6 bat ky tac dung khang mong mudn mdi va ngoai du doan nao duoc bdo cdo. Gac tac dung khdng
mong mudn nhuf chéng mat, mat diéu van, nqd ga, di @m, rung gidt nhan cau da duac ching minh la
phu thugctheo liéu khi so sanh liéu 300 véi 3600 mg/ngay. Bénh nhdn cao tudi: Gactéc dung phu khang
khac nhau vé chting loai so vdi & bénh nhan tré tudi. Bénh nhan suy giam chiic nang than, nén diéu
chinhliéu. Tré em tir3-12 tudi: Cactac dung phu thutng gap nhat khi phoi hop vdi cac thudc chang dang
kinh khdc cd khdc biét vé tan s so vdi gid duac, la nhiém virus, st, buon ndn va/hoac ndn, va nqu ga.
(actdc dung khdng moang mudn khdc gap d trén 2%, & muic d tuong duong hay nhiéu hon nhém gid
duoc gom viém hong, nhiém khuan duong h hap trén, dau dau, viém mdi, co giat, tiéu chdy, chan an,
ho va viém tai ida. Ngung thudc do tac dung khdng mong mudn: Trong diéu tri hd tro: bao gom,
ngu ga, mét diéu van, chdng mat, mét mdi va budn nan va/hoac ndn. Khi diing don tri liéu: thuang g3

nhat la chdng mat, cang thang, tang can, budn ndn va/hodc nn va ngu ga. St dung & tré em: thudng
gap nht Ia nqu ga, tang van dang va hanh vi thil dich. Trong dau than kinh: Gc tdc dung phu gdp
phdi sau khi thudc dugc dua ra thi trutng: (6 nhiing ca ti vong dgt ngdt, khdng gidi thich dugc da dugc
bdo cdo, trong d6, mdi quan hé nhan qua gilia nhing truong hap ti vong va Gabapentin chua dugc thiét
ap. Nhiing tdc dung phu bd sung sau khi thudc dua ra thi truéng da ditoc bdo cdo gom: tang creatin
phosphokinase trong mau, tiéu ca'van, suy than cap, phan tng di ting bao gdm may day, rung lang tdc,
phii né mach, thay ddi ndng do glucose mau va giam glucose mau (da so quan sét & bénh nhan bi dai
thao dudng), chiing vui to, dau nqut, phat ban do thudc cing tang bach cau ua eosin va cdc triéu chiing
toan than, tang men gan, hdng ban da dang, té nga, phu toan than, ching wii to dnam, do gidc, viém
gan, phdn ing qud man bao gém cac phan ing toan than, ha natri mau, vang da, bat tinh, rdi loan van
ddng nhumua giat, rdiloan van ddng va rdi loan truang Iuc, co that g, tim dap nhanh, viém tuy, réiloan
chitenang tinh duc (bao gom thay dai ham mudn tinh duc, rdi loan xuét tinh va rdi loan kha nang khodi
«@m) hdi chiing Stevens-Johnson, gidm tiéu cau, viém xoang, ddi dam. Gdc hién tuong duoc bdo cdo
thutmg xuyén nhdt: lo lang, mat nqu, budn ndn, dau va d ma hdi. Qua liéu: Ngd dac cap, de doa tinh
mang chua dugc quan sat vdi cac liéu gabapentin lén dén 49 g. Gac triéu chiing clia qua liéu bao gém
chdng mat, nhin dai, ndi liu lu@i, buon nqu, bat tinh, ng( lim va tiéu chdy nhe. Tat cd cdcbénh nhan nay
déu hoi phuchoan toan sau khi duoc diéu tri hd tra. THOT HAN SU DUNG: 36 thang ké tif ngay san xuat.
BAO QUAN: dudi 30°C. DONG GOI: Hop 10vix 10 vién nang 300 mg. Tiéu chuan: Nha san xuit. Nha
san xuat: Pfizer Pharmaceuticals LLC, Km 1.9, Road 689, Vega Baja, PR 00693, Puerto Rico, M. Dong
0i va xuat xudng: Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, Mooswaldallee
1,79090 Freiburg, Biic. * Trademark. Phan phai: Cong Ty (6 Phan Duoc liéu TW2, 24 Nquyén Thi Nghia,

Quan 1, TR HCM.
Pfizer




