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GALAMENTO 400 corpi iy
T M

DEXATAMTAY TREEM.

THONG BAO NGAY CHO BAC Sl HOAC DUOC ST NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHISUDUNG THUGC.

THUGC NAY CHI DUNG THEO DON CUA BAC S1.

THANH PHAN: Mdi vién nang chiia Gabapentin 400 mg vi cae t4 duoc
adm:Tale, magnesi stearat vira di.

MO TA SAN PHAM: Thude dugc sin xult & dang vién nang ciing (vién
nang cing s 0, ndp miu kanh, than mau vang, bén trong chisa bét
thudc mau trdng dén tring nga).

QUICACHDONG GOI: Hop 5 vi x 10 vién.

THUOC NAY DUNG CHOBENH GI 7

Vién nang ciing GALAMENTO 400 dugc ding trong:

-Ban trj li¢u dong kinh cuc b cé hay khong kém theo cac con tohn thé
thi phat & ngued 16n v tréem trén 12 tudl.

- Dibu tri hd trg ddng kinh eyc bo ¢b hay khong kém theo cic con toan
thé thdphat &1ré em tir 3 tudi.

- Biéu trj dau do viém cic day thén kinh ngoal bién (do bénh zona, dbi
théo duimg. ..) cho bénhnhan tir 18 tudird lén.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG?

Lidu luong:

Chéng déng kinh noi ngudi Iom va tré em teén 12 tudi: Lidy co hidu
Qui 15 tir S00 mg ~ 1800 mg mdi ngdy, Co thi khdi diu val vién nang
300 mg hodc 400 ma.3 lin dngay diu hodcchudn lidu nhu sau:

=300 mg hodc 400 mg. 1 1an trong ngay ddu bén,

+300mg hodc 400 mg, 2 [in trong ngaythu 2.

=300mg hodc400 mg, 3 14n trong ngdy tha 3.

Sau dotang lidu Limg nic dé dat hidu qua didu trf thing thuang 1 900 -
1800 mg. t6i da khang qua 2400 mg/ngay chia lm 3 1n ubng, kholng
cich mid 13n khang qua 12 gio, Khi ding Héu cao ¢b thé chia lam 4 18n
odfing. €& mat 56 It truting hop liéu 3600 mg/ngay cing dusse sirdung
trang mdt thdlglan tuong ddi ngdn cling thay dung nap tot.

+ D8 véi ngudl suy thdn: Cin chinh liéu cho bénh nhin suy thin thy
theo &6 thanh thii creatininnhu sau:

D4 thanh théi Creatinin | Téng lidu ding trong ngby
~ 50-70miphat |  600-1200machialisn
©30-45 mifphut 300-600mg.chia3lln |
2 — T —
<15 miiphut | 300 mg cich ngay 1 lin, chia 3 1dn |

+ D8l véi ngusi thdm phan loc mdu: Lifu nap s 300 - 400 mg sau 86
gidm xudng 200 -300 mg sau mdi 4 git tham phin.

+ Tréem b 612 tudi:

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

Ngay tha hal: 20 ma/ ka/ngdy, chia 3 lin.
Ngay thaba: 25 mg - 35 ma/ngay. chia 3 ln,
Liéu duy tri 1h 900 ma/ngdy voi tré cin ndng ti 26 - 36 kg va 1200
mg/nghy voi tré cin ndng 1l 37 kg- 50 kg, Tdng liéu trong ngay dugc
chia lim 3 15n udng.
+ Trd @m tir 3-6 tudi
Aidu dlu tidn: 10 mg - 15 mg/ kg/ nghy, chia 3 lin, Sau dd tang liéu 1en
trong 3 ngdy 8é dat lidu 25 -30 mag/ kg/ ngdy 881 val tré 3-8 tudi hade 25

chialam 3

{
2 .

~30mg M;zydmtﬂ 5 tudl hodc hon. Téng lidu dung trong ngay duoe
udng. 1

Chua c6 danh gia vé vidc ding Gabapentin cho tré em dudi 12 tuél bi
suy gidm chie ndng than,

Diéu trj dau thin kinh & bénh nhan tir 18 twéi tré 1én: Licu ding
khéng qua 1800 mg/ngay, chia 13m 3 1n, cich chuln liéu khoi diu
tuang tunhu lidu tri ddng kinh & ngudi k6n. Sau d6 tang Béu lén dén L&
da 1800 ma/ ngdy.

Cich ding: Thudc ding qua dubng wdng trong hodc ngoal bira an,
KHI NAO KHONG NEN DUNG THUOC NAY 7

Qud min cim voi gabapentin hay véi bit ky thanh phin nao cia thusc
TAC DUNG KHONG MONG MUON CUA THUOC:

- Cdc tde dung phu rdt thuding gdp: Mo mang. chdng mat, thit didu,
mét mai, sét.

« Cde tde dung phu thugng gép: Nhidm virus, gidm bach cdu, chian an,
tang cidm gide thém &n. Thal ab chdng daL 10 1an va rdi loan chm xde,
triém cdm, lo du. cau git, suy nghi bit thuing. Co gilt, ting dong, loan
ngon, hay quén, rum, mét ngu, mhike diu, di cdm, matcdm glse phéihgp
bt thuting, rung giat nhin chu. Tang, gidm hodc mit phan xa. Ré{ loan
thi giac nhugim thilyc, nhin d&i. Chéng mit. ting huyét ép, gian mach
miu, kho tha, viém phé qudn, viem hong, ho, viém mii. Budn nén, non
mia, bit thifong vé ring, vidm loi, tibu chiy, dau bung, 3n khong tidy,
th0 bén, khd mi¢ng va €8, dily hal. Phit mit, ndi ban xuit huyét thutng
nhu vt bim do chan thuong, phat ban, ngda ngay, ndi mun. Bau khap,
daica, daulung, co thit co. Bit hyc. phingoal bién, ding di bt thudng,
suy nhuge, dau, kho &, tridu ching gidng nhu cdm cim, Gidm bach ciu,
tdng can.

- Cde tdc dung phy it gép: Viern phdi. nhidm khuln duing ho hip,
dudng tét niéu, viém tal gida, Phidn Gng di ung (may day). Tang duding
huyét (thudng thiy & bénh nhan dai thao duimg). Gism chic nang van
dong. sa sut tinh than, héi hép, phin toan than, Tang cic chi s chac
ndng gan nhuSGOT (AST), SGPT (ALT) v bilirubin.

- Cac tde dung phu hiém gdp: Ha duong huyét (thudng thiy & bénh
nhan dii thao dueng), mat y thie.

- Cde tde dung phu tdin sudt cho ré (ghl nhédn sau khi lu hanh): Gism
tiéu chu, hdi ching qua man, mot phan tng toan thin gém sét, phat
ban, viém gan néi hach, tang bach ciu 3 toan vi thinh thodng c6 mdt
6 diu higu va trieu chumg khac. Ha natri huydt, do gide RGi loan van
@4ng khac (nhu mda vit mua von, 18l loan vin déng, réi loan truang
Ik U tai, viém tyy, viém gan, vang da. HOI chimg Stevens-Johnson,
phi mach, héng ban da dang, rung toc, hdd ching phat ban do thudic
WOl tang bach cdu di toan vh tridu ching toan thin. Tiéu ea van, miy co.
Suy thin clip, tiéu tién mat tu chd, VG to, nif hda tuyén vi (@ nam), 1S
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loan chde ning tinh duc (gdm thay 4481 duc ndng, r8i loan xust tinh v
khdng datkhodi chm} Cic phin ding kivi ngung thudc (chl yéu B lo 3u,
mit ngd. budn ndn, dau, 1odt MG hol), dau nguc. D ¢6 bdo cao v cic
trutmg hop adt b (chus xéc dinh o lién quan dén vigc diéy tr| bang
gabapentin), Tang creatin phasphokinase huyét.

DANG SUYDUNG THUBC NAY?

Nén tranh ddng két hop véi cic fopl thudc I8t ké sauvi ca thié gy tuong
thc: Thudc khing acid chia mudl nhom va mudi magnesi, cimetidin,

CAN LAM Gl KMIMOT LAN QUEN KHONG DUNG THUGC ?

Néu quén mdt ln khong ding thus thi udag bl ngay mét Béu thusc
khi ban nhd ra, ngoal t 1ic 46 ah <it gin thal diém phal véng lidu
thudc tidp thea, Khéng duge udng 2 I thude ciing mit lic. Cac lidy
thude con lai nén udng cho ding gid.

CAN BAO QUAN THUGC NAY NHU THENAO ?
Thubc Ay chn duge bio qudn not nhidt 46 khéng qua 30°C.

uu:mmaumumqamgmmmm

Ca¢ tridu ching qua liéu gbm: Chéng mat, nhin dbi, nol lu Iudl, budn
ngi. ngu fim v tidu chdy nhe.

CANLAM Gl KHIDUNG THUGC QUA LIEU KHUYEN CAD 7

P nhu 16 dung thubc qua lidu cin dus bénh nhan dén co sdy & gén
nhdt dé dugc xdtrithich hop.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY?

-Vigc theo dii ndng 36 gabapantin frong huyét tuong nhim 16l uu hoa
tef lidu 1 khong cin thift. Gabapentin ¢ thé dugc ding phél hop vl
¢ thude chéng ddng kinh khic tma khéng cin gquan thm dén sy thay
ddi cla ndng 86 gabapentin hay ndng 85 cta cic thude chdng ddng
kinhkhdc trong huyét tuong,

= Mot s gildm lidu, ngung thubc hay thay thé bing cic thude chéing co
glatkhac déu phii duac tién hinh titid trong it nhast | tuln 8 tranh xiy
ra cac con dong kinh Ién tyc cho bénh nhin do <y ngung thudc dot
ngot.

- Nhin chung gabapentin khiing oo hidu qud trong dkbu t cic con déng
kinh wing y thic

- Mdi ngly nén ding thubc vao cling maét thas gian, 3¢ duy tri ndng d6
thudc trong miéu duge dn dinh,

-Gabapentin co thé cho két qui duong tinh gid véi cic xét nghibm phat
hitn protein nifa.

- 50 dung thin trong a8i vor nguit ¢b 1ién s (61 loan thm thin.

« Chi =i dung che phu ni mang thal khi lol it diu tri mang Ll visot el
han nhimg rdi ro tém Lang trén thal nhi,

Thudc di vao sl me, sudnh hudng trén teé o me chisa duoe bidt 16,
Do 86 chi nén ding thude cho phu nd trang thél ky cho con b khi fal
T‘héﬂummng kad vuson trhi hom miot cach ré rang so vol cac nguy cocd
thé oo,

- Khong dung thudc cho ngudi Ll xe hodc vin hanh méy moc.

KHIMAO CAN THAM VAN BAC S 7
Khi ban co Giéu chi thic mic hodc cin biét thém thing tin, ding ngén

ngal héingayy kién clabécsi,

Ewdnmmnmrwmna ¥ KIEN CUA BAC ST HOAC DUOC
HAN DUNG CUA THUOC: 36 thing ké tii ngay san xudt.

NGAY XEM XET SUA DO, CAP NHAT LAINOY DUNG TO HUONG DAN SO
DUNG THUOC: 06/02/201 7,

NGAY CAP NHAT: 20/03/2019 THEO CV $0 352 1/QLD-OK.

I PHANHUONG DAN $U DUNG CHO CANBO Y TE
DUQC LUC HOC: M ATC: NO3AX 1 2. Nhdm thubc: Thudc chéng dong
kinh.

Gabapentin b chit 36ng loal W mst <l tnic woi acid gamma- aminobutyric (
GABAJ. Nhwng né khang phisi b mot chiit dong wan hay 681 vin ol thy thi
GABA. Co ché tic dung con chua i, G nghkén Al in v s dung
gabapentin Ganh déu bing chit phong xa d) cho thily o mot + il gén
Peptic mas & cac md nbo chudt goim wing v o md) vit ving dhidn hil mi,
e tinh nay cd thé lEn quan dén tic dung chéng o gilt ala thudc
Gabagentin Lm glim nhe sy phéng thich cic chii cdin truwin thin kinh oo
chu tric moncamin trén i vitro. Trén @90 vat gabapentin ¢ vio nbo dé
dang v ngln NGl cic con d6ng kinh do by 6 n, do G 1A nhin hda
hoc bao g cic chit Ge o af 180g hop ala GABA va cic con dong kinh
trén nhung md hink gy 33ng kinhy

DUCC DONG HOC: Gabapentin duoc hip thu qua duing tiéu hés
theo mit co ché bio hoa, co nghla d suhdp thu khoag ty 18 thudn vis
I ding mb dén mot muc bdo hoa nao &4 thi sy hip thu gidm xudng.
Néng dé dinh cia gabapentin dat duoe sau khi ung trong vang 2 glés
vi dat dén tinh frang 6n dinh trong 1-2 ngdy. Gabapentin khéag b
chuydin héa ma da phan héu ding duge bl tit nguyén ven qua nude
téu, phisn con lal bai tié qua phan. Gabapentin duge phan phisl tdng
khdp cothé nhung gdn két protein buyét tuong rat it This gian ban thii
Mgi—?p‘ﬂb‘nglﬂnﬁchﬂcnlngmmmmmm
tiét vio sia me. Sy dho thii thudc bi gidm & bénh nhan cso tudl, bénh
nihin suy thin v oo thé duoc thil trirqua thim phin loc maw.

CHI DINH DIEU TRE: Vidn nang cung GALAMENTO 400 dugc chl dinh
trong:

~Ban trj gy ddng kinh cpc bl c6 hay kbding kém thes cic contoan thé
thu phat dnguél kon wi tri em trén 1 21usi,

= i trf hd tro dong kinh cuc bd ¢ hay khéng kém theo cac can todn
thé thu phat & 1eé em td 3 tedi.,

= PAéu i dau do viem cic diy thin kinh ngogi bién (do bénh Zona, déi
thio duing. ..} cho bénh nhdn 1 18 tubitra lén.

LIEU LUONG VA CACH DUNG:

Ligu lugng:

Chéng déng kinh not ngudt 1én va tré em trén 12 wéi: Lidu co hide
qud 1 1 900 mg ~ 1800 mg mbi ngay. C6 thé khai diu val vién nang
300 mg hojc400mg, 2 M & nghy Adu Ko dc chudin ldu nhu sau:

+300 mg hodc 400 mg, | Lin trong ngay dbus tién.

=300 mg hodc 400 mag, 2 Bn trong ngaytha 2.

=300 g hobe 400 mg, 3 Lin trong ngay thd 3.

Sau 86 thng by timg ndc 08 A hiku qui Sy tr thang thudng 13 900 -
1800 mg, 61 da khéng qud 2400 ma/ngdy chia bm 3 [ udng, khodng
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ciich mdi lin khéng qué 12 gid. Khi ding 1ifu cao c6 thé chia Lsm 4 1in
udng. C6 médt sd it trutng hop I 3600 mg/ngty cing duce sl dung
trong midt thii ghan tuohg I8 ngan cing thy dung nap tét.

+ DSI vél nguds suy than: Ciin chinh léu cho bénh nhin suy thin tuy theo
dd thanh thai creatimin nhu wwe

| othanhthiiCreatinin | Téngliéu dung trongngdy |
50 -70 mi/phat | 600 -1200 mg, chia 3 in
30- 49 miphdt 1 300 - 600 mg. chia 318n p
S-29miphdt | Soomgchadin
| <)smiphit____| 300mgcichngiy ) lin,chia3lin |

+ Dl véi ngudi thdm phdn loc médu: Liéu nap 1 300 - 400 mg sau 36
gidmxudng 200-300 mg sau mbi4 gidthim phin.
+Tréem tir 6-12 tudi:

Ngy dSu tién: 10 mg/ kg/ ngay, chia 3 15n.

_Ngiy thirhal: 20 mg/ ka/ ngay, chia 3 1n.
Ngdythiba: 25 mg - 35 mg/ ngay, chia 3 lin.

Lidku dury trl Ls 900 ma/ ngay wdi tré cin njng tlr 26 - 36 kg v 1200mg /
ngly vl tré can ndng ti 37 kg— 50 kg. Téng 1w trong ngdy duoc chia
lam 3 nudng.

+ Tréemtir 3-6 tudl:

Liéu ddu tidn: 10 mg - 15 mg/ kg/ ngay, chia 3 1&n. Sau 46 tang lidu lén
trong 3 ngdy 0€ dat lidu 25 -30 ma/ kg/ ngdy 361 vl tré 3-4 tudi hodc 25
- 30 mg / ngilry cho tré 5 1wl hodc hon. Téng iéu ding trong ngay duge
chia lam 3 lin udng,

Chusa co dénh gis vé vidc ding Gabapentin cho tré em duds 12 tubi by
suy gldm chiic ndng thén.

©iéu tri dau thin kinh & bénh nhiin tir 18 tudi trdr lin: Lidu dung
khdng qué 1800 mg/ nghy. chia 1dm 3 1én, cach chudn liéu khoi ddu
wiong ty nh lidu trj 3ong kinh & ngudt Ion. Sau do Ling lidu lén dén tdi
da 1800 mg/ngdy.

Cich ding: Thudc diing qua dudng uing trong hodc ngoal biadn.
CHONG CHIi DINH-

- Qud miin clm vii gabapentin hay véi bit ky thanh phin nao cda thude

CANH BAO VA THAN TRONG KHI SUDUNG:

Vibc theo ddi ndng dd gabapentin trong huyét tuang nhdm t&l uu hda
tri Wi 13 khding chn thidt Gabapentin cé thé duge ding phdi hap vél
cic thudc chéng ddng kinh khic ma khéng cdn quan thm dén sy thay
d6i cla ndng 84 gabapentin hay ndng 46 cla cic thubc chéing dong
kinh khac trong huyét tuang.

- Moi sy gidm lidu, ngung thudc hay thay thé bing cic thudc chiing co
gidit khac Aéu phl Guge Uén hanh el teong it nhdt | tudn dé trdnh by
ra céc con dong kinh lién tuc cho bénh nhan do su ngung thudc dgt
nasgt,

- Nhin chung gabapentin khéng <6 higu qua trong éu tri cic con
ddng kinh ving y thde.

- M3i ngdy nén ding thudc vao cing mét thés gian, 8¢ duy trindng do
thudc trong mau dugc Sn dinh,

- Gabapentin ¢d thé cho két qud duong tinh gli val cAc xét nghiém phét

protein nigu.
ﬁmmmwmmmmﬂﬂmmmmm
TRUONG HOP CO THAIVA CHO CON BU:
-Chi sirduyng cho phy nrmang thal khi lgi ich diéu tri mang lai vugt trdi
hon nhiing riiro tiém tang trén thai nhi.
~Thude di vao stk me, sy dnh hudng trén tré ba me chii duge bidt ra.
Do 86 chi nén ding thudc cho phu ni trong thal ky cho con b khi lgl
fch didu trf mang 1 vugr trdl hon mdt cach ré rang so val cdc nguy coco
thé co.

TAC DUNG DOIVOI KHA NANG LAI XEVAVAN HANH MAY MOC:
Khéng diing thudc cho ngubi ki xe hodic vin hanh miy moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC:

. €6 syt tae ndo gl gabapentin va phenobarbital, phenytoin,
acid valproic hay carbamazepin. _

- Ding cing ki< gabapentin voi cic thude khang acid chia mudi nhom
vh mudi magnesi lam gidm sinh khd dung cia gabapentin khodng
20%, do 36 nén ding thudc cich xa nhau itwhit 2 gid,
-wmwmﬂnwmm&ﬂmbﬁm
- Cimetidin Lym gidm nhe sy thanh thii cla gabapentin nhung sy giém
niy khésng coy nghia lam sang.

TAC DUNG KHONG MONG MUON: Cic tac dung phu sip xép theo
phin loal va tin sult duocligtké trong bing sau
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QUA LIEU VA CACH XU TRE: Chusa ¢6 bio cho ngd doc cip de doa tinh
mang voi liéu gabapentin lén dén 49 g nha sy glam hip thu & liéu cao

45 1am gidm thiu midic 86 ngd ddx do qud iy,

Cac triéu chimg qui lidu gbém: Chidng mit. nhin Ao, ndi liu hidi, budn

ngu, ngd fim vatiéu chdy nhe.

Xt Didu tri b tro c6 thé giip phuc hi hodn todn, Tuy thim phdn loc
mau ¢o thé loai gabapentin khoi co thé, nhung theo kinh nghiém thi
thudng khéng cin ding dén phiusong phip ndy va chi ding cho cic

trudmg hop binh nhdn bj suy thin ndng.
e TOA GALAMENTO 400 20.C
=1 MNhd san xulit:

i chit Khis A 6 18 duionn o8 09 Ao 2A_ X5 Tan Thanh Tav.



