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MAU TO HUONG DAN SU DUNG VIEN NEN BACLOFEN 10

Rx Thuede niy chi ding theo don thude
BACLOFEN 10

Bé xa tim tay tré em

Doc k§ hiréng din strdung trude khi dimg

THANH PHAN CONG THUC

M0di vién nén chira:

Thémh phin hoat ehét:

Baclofen .......... 10 mg

Thémh ;JIan td dirge: Tinh bt lia mi, Dudng tring, Povidon K90,

Natri starch glycolat, Colloidal silica khan, Talc, Magnesi stearat

DANG BAO CHE

Dang béo ché: vién nén

M6 1 dang béo ché: Vién nén hinh (ron, hai mat tron, mau triing dén

triing nga.

CHI DINH

- Baclofen duge chi dinh ¢ 1am gidm sy co cimg co chi dong do
chic rBi loan nhir da xo cime, cdc 16n thwong cdt sbng khic, vi du
nhur céic khéi u & tiy séng, bénh rng tiy sbng, bénh & bao thin
Kinh van déng, viém tiy ngang, chin (hiemg mat phin tiy séng.

- Baclofen ciing dwge ehi dinh & ngudi Iém va tré em dé lam giam
s co cime co chit dang phat sinh do tai bién mach miu nio, bai
ndo, viem mang no, chdn thuong diu,

Lira chon bénh nhan 1a budc quan trong khi bit ddu diéu tri véi

baclofen. Thudc c6 kha nang mang lai lgi fch cao nhit & nhimg bénh

nhan bi co cimg gdy cén trér cho cac hoal dong ciia cor thé va/ hoge khi

tién hanh vt 1y trj lidu. Khéng nén bit diu didu tri cho dén khi tinh

trang co cimg di dn dinh.

Tré em

Baclofen duwge chi dinh & nhiing bénh nhan tir 0 dén duti 18 wéi

trong dicu tri tri¢u chimg co cimg ¢d ngudn ghe tir nfio, dic biét 1a do

bai nfo & tré s sinh, cling nhur sau céc (ai bién mach mau nio hodc do

khéi u hofic méc bénh thodi hoa ndo.

Baclofen ciing dirge chi dinh dé didu trj triéu chimg co cimg co xdy ra

trong cée bénh vé tiy séng do nhiém tring, thodi hoa, chin thurong,

khdi u holic khong ro ngudn gée nhir bénh da xo cime, 1§t ¢Ot séng co

cimg, xo cimg teo co mét bén, bénh rBng tay séng, viem iy ngang,

chiin thuong ligt ¢hi duoi hogie ligt nhe hai chi dudi, va chén ép tiy

sbng.
CACH DUNG - LIEU DUNG
Litu diing

Nén ding liéu thip nhAt twong thich voi dap tmg 16i wu duge khuyén
cdio,

Truére khi biit ddu didu trj bing baclofen, cin thin trong danh gid mirc
dé cai thién ldm sang ma bénh nhin céd thé dat duge. Viée cin thin
didu chinh lidu 14 cn thidt (ddic bidt & ngudi cao tudi) cho dén khi
bénh nhan én dinh. Néu bit dhu voi liéu qua cao hodic néu tang lidn
qué nhanh, tac dung phu c6 thé xdy ra. Diéu nay diic bi¢t quan trong
néu bénh nhan cin di lai dé giam tinh trang yéu co & cfic ¢hi kKhong b
anh hudng hofic nhimg viing bj co cimg ciin phii hd tro,

Khi ding dén lidu 161 da, néu higu qua diéu tr trong 6 tudin khéng rd
rang thi phan cén nhic cé nén tiép tue ding baclofen khong.

Khi ngime didu tri phai ludn gidm liéu tir tir trong thiri gian 1 dén 2
tufin, ngogi trir trudmg, hop cdp ciu qué lidu hofic khi xay ra cde tic
dung phu nghiém trong.

Neroi len

Biit dhiu didu tri vai liéu 15 mg mdi ngdy, tot nhit chia thanh nhidu
lin. Ché do tang lidu tir tir sau ddy duge dé xudt nhung cé thé can ditu
chinh cho phit hep véi Himg bénh nhin,

5 mgx 3 lin/ngdy, ding trong 3 ngdy.

10 mg x 3 lin/ngay, ding trong 3 ngdy.

15 me x 3 lin/ngay, ding trong 3 ngdy,

20 mg x 3 lin/ngay, ding trong 3 ngdy.

Lidu kiém soat 161 cic trigu chimg thudmg 1én dén 60 mg mbi ngiy,
numg cdn diéu chinh liu than trong dé dap img nhu cAu ciia timg
bnh nhén,

C6 thé tang liéu tir tir khi cdn thiét véi liéu (6i da hang ngay khong qué
100 mg trir khi bénh nhiin néim vién dudi sy gidm sit y & céin than,
Ché dd liu nho thuomg xuyén co thé ¢ lgi hon trong mot s6 trwdmg
hop so véi ding liéu cao cach quiing. Ngoai ra, mgt s6 bénh nhin cb
thé dap tmg tt khi diing mt liéu baclofen vao ban dém dé chéng lpi
con dau co cimg gp. Twrong ty, nén ding thue khodng mot gids truée
khi thye hién cdc hoat déng nhr tim, cgo riu, mic quén 4o va tip vl
Iy tri ligu dé cdi thign kha niing vin dong.

Che dbi twong dic bibt:

Neiwdt eao tubi (> 65 téi)

Bénh nhan cao woi co thé d& bi tde dung phy hon, dac bigt trong giai
doan dAu sir dung baclofen, Nén sir dung lidu thip khi béit ddu diéu i,
didu chinh lidu tir tir theo dép img cia bénh nhAn dudi sy gidm sat cin
thiin., Chura ¢6 biing chimg cho thiy lidu ti da trung binh khde voi
bénh nhan tré tudi,

Trd em (tir ) dén < 18 tnii)

Thirémg bt ddu diéu trj voi lidu rit thip (wong (mg voi khodng 0,3
mg/kg mdi ngdy), chia thanh 2 — 4 Iin, 16t nhit 1a chia thanh 4 Idn,
Thiin trong khi tang lidu, trong khofng 1 tudn, cho dén khi dép (mg
nhu cfiv cia timg bénh nhi. Lidu hang ngdy théng thutmg duy tri trong
khodng 0,75 dén 2 mg/kg trong lurgng co thé. Téng liéu hing ngdy
Khong duge vuot qui mire thi da 1 40 mg/ngay & tré dudi § tudi. O e
em trén & tudi, co thé ding lidu 16i da hang ngay 13 60 mg/ngay.
Thude nay khong phit hep d& dimg cho tré em cb cdn ning durdi 33 kg,
Bénh nhiin suy thiin

O nhimg bénh nhin b suy gidm chire niing thin hoéc bénh nhén phai
chay théin nhan tao man tinh, nén sir dung liéu baclofen dfic bigt thiip,
khodng 5 mg mdi ngiy.

Chi nén ding baclofen cho bgnh nhin suy thin giai dogn cudi khi lgi
ich dir kién 16n hon nhiéu so véi nguy co tiém dn. Nhimg bénh nhin
niy cdn duge theo doi chit che d& chin dodn kip thoi ede ddu higu
sém v hoiic cic tridu chimg nhiém dge (vi dy nhu budn ngi, mét
mai).

Bl nhdin suy gan

Chua cd nghién el & nhimg bénh nhiin suy gan duoc diu trj bing
baclofen. Gan khong dong vai rd quan trong trong qud trinh chuyén
hoa baclofen. Tuy nhién, baclofen ¢é khi nang ldm tiing men gan, Nén
thdin trong khi k& don baclofen & b¢nh nhén suy gan.

Bénh nliin cd tinh traug co ciing cé ngubn gﬁe 1t nito

Téc dyng khdng mong mudn thubng xdy ra & nhimg bnh nhiin nay.
Do d6, nén fp dung ché dd liéu thn trong va theo di bénh nhan thich
hep.

® Vi che lidu 5 mg, 15 mg nén ding dang bio ché phit hop chim
baclofen 5 mg, 15 mg,

Cdich diing

Baclofen duge ding theo duemg udng. Nén ding baclofen trong bira
an voi mat it nude,

CHONG CHI BINH

Qué mén cam véi baclofen hofic véi bit ky thanh phin no cia thude.
Loét da day.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Réi logn tim thiln vi h théin kinh

Réi logn tam thiin (niing), tam thin phan 1igt, rdi logn triim cam hofic
hing cam, cdc trang thii 1dn hofc bénh Parkinson ¢6 thé niing hon khi
diéu trj bang baclofen, Do d6, bénh nhén mic cac tinh trang ndy nén
duge dilu tri thiin trong v theo ddi chiit ché.

Ciic sir viée vé tr sat hojic lién quan dén tr sat dd duge bio cdo &
nhitng bénh nhdn duge diéu tr bing baclofen, Trong hiu hét cfic
trniromg hop, bénh nhin c6 thém cic yéu té nguy co lign quan dén tang
kha ning tw tir bao gbm sir dyng rrgu, trdm cam vi/ hofic da timg cd
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tir tir. Céin gidm sat chiit ch& nhitng bgnh nhiin ¢6 cic nguy co ti tir kit
hop didu Irj bing thudc. Bénh nhdn (vi ngudi ehiim sdc bénh nhin)
ciin durge ednh béo vé sur edn thiét phai theo doi ddi v tinh trang lam
sing chuyén bién xdu, hanh vi hofic suy nghT ty tr hofic nhimg thay
d6i biit thudng trong hanh vi va thio ludn véi bic sTngay ldp tirc néu
nhimg tri¢u chimg dé xufit hién,

Cic trwdng hop lam dyng vA phy thuge thube 4 duge bio cio véi
baclofen. Cin sir dung thube thin trong ddi véi bénh nhan cd tién sir
lam dung thudc va cin theo ddi ede triéu chimg cia viée lam dung
hofic phy thude baclofen nhur tang liéu, hanh vi tim kiém thude va
dung nap thude,

Ding kinh

Baclofen co thé lam nang thém cac bidu hién dng kinh nhumg co thé
duge st dung véi sy gidm sat thich hop vi duy tri diy di cac ligu
phiip diéu tri chéng co gidt.

Niiing trirdng hop khie

Baclofen nén dirge sir dung hét sire cin thiin & nhimg bénh nhin dang
duge didu trj ting huyét dp.

Neén than trong khi sir dung baclofen & nhiing bénh nhén bi tai bién
mach méu nifo, suy hd hdp hodic suy gan.

Do cac tac dung khéng mong mudn c¢é nhidu kha niing xdy ra, nén dp
dung ché do ligu thin trong & ngudi cao tudi va bénh nhén bj co cimg
co ngudn gde o nio.

Sup thin

Baclofen nén durge st dyng than trong ddi vei cac bénh nhin suy than
vi chi nén diing cho bénh nhan suy thin giai dogn cudi khi loi ich dyr
kién 1ém hon nhidu so voi nguy co tiém dn. Céc déu higu va triéu
chimg thiin kinh bao gm cée biéu hién lim sang cua bénh ndo nhiém
déc (vi dy 10 1dn, mit phuong hrdng, budn ngd vi gidm nhan thirc)
quan sét duge & nhimg bénh nhin suy thin ding baclofen véi liéu hon
5 mg mdi ngay. Bénh nhin suy giam chirc ning thin céin duge theo
diii chat che dé chén dodn kip thai céc trigu chimg nhigm dde sém.
Cin thin trong khi két hop baclofen véi thude hofic cic sin phim y
khoa ¢ thé anh hudng dang ké dén chire ning thin. Nén theo ddi chil
che chire ning thdn v diéu chinh liéu hang ngay phit hop d€ ngan
ngira dijc tinh chia baclofen,

Cic tnromg hop ngd dic baclofen da dirge bido céo ¢ bénh nhan suy
thin cfip.

Bén canh viée ngung diéu tri, thim phin mau cé thé coi 14 phuong
phip diéu tri thay thé & nhimg bénh nhan nhiém doe baclofen ning,
Thim phin méau c6 tic dong logi bo baclofen khoi co thé, lAm gidm
cdic trigu chimg lim sing khi qud lidu va rat ngén thid gian phyc hoi &
nhimg bénh nhén nay.

Rii logn tiét nién

Khi ditu tri bing baclofen, cic réi loan thin kinh anh hrémg dén vide
lam rdng bing quang c6 thé duge cdi thién. O nhimg bénh nhin bi
ting truomg lue co vong trude do, o6 thé xdy ra tinh trang bi tién cdp
tinh: nén dimg thude thin trong & nhimg bénh nhan nay.

Cife xét nghiém

Ning dd aspartat aminotransferase, phosphatase kitm va glucose
trong huyét thanh tang cao dit duge béo cho hiém gap. Cée xét nghigm
thich hop nén duoe thye hign & nhimg bénh nhin c6 bfnh gan hofie
déi théo dudng dé dam béo thudc khong gy ra thay déi & nhirng bénh
ndy.

Negwng thnée djt ngit

Neung diéu trj biing céch giam liéu (i Lir trong thivi gian khoang 1-2
tudn (irir khi xdy ra tae dung phy nghiém trong). Lo fu, 10 1fin, mé
sing, do gidc, rdi logn tam thin, humg cam hofic hoang twdng, co gidl
(trang thai déng kinh), rbi logn vin déng, nhip tim nhanh, tang thin
nhigt, tiu co vén va tinh trang co cimg niing thém tam thai A2 duge
béo cho khi ngimg baclofen dot ngdt, diic bigt 1a sau khi ding thude
trong thoi gian dai.

Co gidl sau sinh & (ré so sinh dil duge béo cdo sau khi tiép xic trong
tr cung véi baclofen dirimg ubng,

Tré em

Dir ligu 1dm sang rdt han ché vé vige sir dung baclofen ¢ tré em dudi
mot tudi. Sir dung & nhom bénh nhin nay nén dya trén sy can nhic vé
lgi fch va nguy co khi diu tri.

Tie thé vi thisng biing

Baclofen nén duce sir dung than trong khi sur co cimg la ciin thiét dé
duy tri tir thé dimg va ciin biing khi viin dong.

Luvu ¥: Trong thude c6 chira cée 14 dirge:

Tinh bét lii mé: Tinh bot 1oa mi ¢6 trong thube chi chia ham lugng
gluten rét thép, co thé “xem nhir khdng chira gluten” va it cb kha niing
¢6 hai néu bénh nhin ¢é bénh Celiac. Mt vién nén bao phim khong
chira nhiéu hon 167 pg gluten, Néu bj dj tmg véi lia mi (tranh nhdm
vai bénh Celiac), bénh nhin kibng nén diing thude ndy.

Dudmg tréng: Bénh nhin bi r6i loan di truyén hiém géip nhur khong
dung ngp fructose, kém hdp thu glucose-galactose hofic thigu hyt
enzym sucrase-isomaltase khong nén dimg thude ndy. M3i vién nén
chita 62 mg sucrose, cin cin nhac ddi véi binh nhin bj dai thao
dirdmg.

SU'DUNG THUOC CHO PHY NU CO THAT VA CHO CON BU
Thei ki mang thai:

Khi mang thai, déic biét 14 trong 3 thing déin, chi nén sir dyng baclofen
khi thure swr cAn thiét. Lei ich ciia vige diéu tri cho ngudi mg phai duge
cin nhitc ¢fn thin truGe nhimg i 1o co thé x4y ra vi con. Baclofen
qua duge hing rdo nhau thai,

Ciic phén dimg phy & thai nhi/ (ré sosinh:

Co gidt sau sinh & tré so sinh ¢4 duge bao cdo sau khi tiép xdc trong
tir cung voi baclofen duimg ubng,

Thivi Iy eho con bii:

¢4 nhimg ngui me ding baclofen voi ligu diéu tri, hoat chiit nay s& di
viio sita me, nhung véi ugng nho dén mire khong ¢ tac dung khong
mong mudn déi véi tré so sinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOC

Baclofen ¢6 thé lign quan dén cde tée dung phy nhur chong miat, an
thin, bubn ngu va suy giam thi lwe, c6 thé lam gidm phin img cia
bénh nhan, Khuyén cdo bénh nhan khi gip phii nhimg phan img bét
lyi nity nén tranh 1ai xe holic vin hanh mday moe.

TUONG TAC, TUONG KY CUA THUOC

Levodopa/ chitt ive ché dopa decarboxylase (Carbidopn)

& nhiing bénh nhan méc benh Parkinson duge diéu tri dong thai bing
baclofen va levodopa (riéng 1é hodic két hop véi thude tic ehé dopa
decarboxylase, carbidopa), da ¢6 bao céo vé rbi logn tam thiln, do gidc,
budn ndn va kich déng. Céc tri¢u chimg cua bénh Parkinson tién trién
nang hon ciing da duge béio cdo, Do d6, cin thin trong khi ding dong
théi baclofen va levodopa/carbidopa.

Thude tie ché hé thin kink trung wong (CNS)

Téc dung an thin c6 thé tang khi dimg baclofen ddng thoi voi che
thudc khéic gly irc ché thin kinh trung wong bao gbm che thude gian
co khac (nhur tizanidin), thude gidm dau téng hop hofie vai rugu,
Neuy co suy ho héip ciing tang 1én. Ngodi ra, ha huyét ap di duge bio
céio khi st dung déng thii morphin va baclofen tiém ming nfo tuy.
Ciin theo dai cén than cde chirc néing ho hip va tim mach, dic bigt &
nhitng bénh nhin méc bénh tim phdi va yéu co hd hip.

Thude ching triim cdm

Khi didu tri déng théi vei thube chdng trim cam ba vong, od thé lam
tang tac dung cia baclofen, diin aén gidm trrong lye co rd rét,

Lithi

Sir dung déng thai baclofen va lithi duéng udng din dén 1am niing
hom cée trigu chimg ting vén déng. Vi véy, cin thin trong khi sir dung
baclofen ddng thai vai lithi.

Thudée dié tri ting Iyt dp

Diing ddng thai baclofen vi thude diéu tri tang huyét dp c6 kha nang
Jam gidm huyét dp qué mirc, nén dibu chinh lidu thube diéu tri ting
huyét ap.

Teie nhin lam gidm chive ndng thiin
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Thude hofic cic sin phim y khoa tic dang dang k& dén chirc niing
thin c6 thé 1am gidm thai trir baclofen diin dén tac dung géy doc.

TAC DUNG KHONG MONG MUON CUA THUOC

Thc dung khong mong mudn xdy ra chii yéu khi bit ddu didu tri (vi
dy: an thiin, bufin ngil v4 budn ndn), hodic khi ting liéu qué nhanh, hay
khi sir dung lidu cao hofie & bénh nhin cao tudi, Che téc dung khong
mong muén thutmg thodng qua va cd thé giam hofic bién mét khi giam
liéu; hiém khi nghiém trong bit bude phai nging thube.

Néu budn ndn kéo dai sau khi giam lidu, khuyén cfio nén udng
baclofen chung véi thire in hodic sita.

@ nhimg bénh nhén cé tién sir bgnh tam thin hofic tai bién mach méu
ndo (vi du dbt quy) ciing nhur & bénh nhén cao twéi, cdc tic dung
khing mong mudn o thé nghiém trong hon,

Ha 1I1ép ngudmg co gidt va co gidt co ihé xdy ra, dfic bigt & nhimg bénh
nhéan ding kinh.

¢ mdt 58 benh nhin 6 s tang co cimg nhnr mét phan (mg nghich 1y
vdi thude.

Mire d giam trueng lue co khong mong mudn khién bénh nhin khé
di lai hofic kho ti chéng di hon c6 thé xay ra va thuomg co thé thuyén
giam biing edch didu chinh liéu (vi du giam liéu dong trong ngay va co
thé ting liéu budi tdi).

Cie tie dung khong mong mudn duge phén theo tén sudt co quy woc
nhur saw: rdt thcng gdp (= 1/10), theong gdp (= 1/100 dén < 1/10), ir
2dp (= 1/1.000 dén < 1/100), hiém gdp (> 1/10.000 dén < 1/1.000), rdr
hiém gdp (< 1/10,000), c/nca 18 tén sudt (khéng thé wde tinh tir dir ligu
¢d sin).

Réi logn hé thin kink

Rt thiwemg gdp: an thin, budn ngi

Thicng gdp: suy hé hip, I&in, chong mat, 4o gide, trdm cam, mét moi,
miét nga, 1dm trang hung phén, yéu co, that difu, run, 4c mong, dau ca,
dan diu, git nhan cit, khi miéng.

Hiém gap: di cam, loan vin ngén, loan vi gide.

Chica ¥8 tén sudt: hoi ehimg ngung the khi ngi (Cac tnrimg hop hi
chimg ngimg the khi ngi dif duge quan st voi baclofen liéu cao (=
100 mg) & nhiing bénh nhiin nghién rirgu)

R&i tague thi gide

Thiedmg gdp: v loan didu tiét, suy gidm thi lre.

Rii logn tim

Thedmg pdp: gidim cung hrong tim

Clura r8 tn sudt: nhip tim cham

Réi topn mach nuin

Thucmg gap: ha huyét ap

Roi logn h tiéu hda

Rat thieomg gap: bubn non

Thitmg géip: roi loan tidu hda, tho bon, tidu ehdy, ndn khan, ndn

Hiém gdip: dau bung

R fogn gan miit

Hiém gdip: ehire nang gan bit thutmg

Réi togn da v mé dwdi da

Thiemg gap: phit ban, tang tidt mé hai

Chuea v3 tan sndi: may day

RAi togn thiin var h@ tiét nigu

Thieomg gap: tiéu rat, kho tidu, dai ddm

Hiédm gdip: bi tidu

Rt togn I sinh sin va myéu vii

Hiém gép: v6i loan curemg dirong

Réi logn todn thitm va tgi not ding thude

Rét hiém gdip: Ha thin nhigt

Clura 7 tin suci: hoi chimg cai thude bao gdm co gidit sau sinh & tré
so sinh di drge bdo cio sau khi 1iép x0c trong tir cung véi baclofen
Xét nghi¢m

Clea vd tdn sudt: ting glucose huyét

Théng bio ngay cho bie sT hofie duge si nhitng phin g ed hai
giip phiti Ihi sie dung thube

QUA LIEU VA cAcH XU TR

Trign clirng

Triéu chimg ndi bat 14 déu hidu (e chi thiin kinh trung wong: budn
ngit, suy gidm y thire, han mé, suy ho hap.

Ciing ¢6 kha nng xay ra: bj 14n, do gide, kich d0ng, co gift, dién ndo
dd bit thuémg (dang biing nd - tre ché va song 3 chiéu), rdi logn didu
tiét, giam phan xa dong (1, giam truong lue co todn thin, gidt rung co,
gifim hofic mét phan xa, gidn mach ngoai vi, ha huyét dp hofe tang
huyét 4p, nhip tim chiim, nhip tim nhanh hofe rdi logn nhip tim, ha
than nhiét, budn ndn, ndn, tidu chay, ting tidt nurde bot, Hing men gan
v litu co vin, Bénh nhin suy than c6 thé tién trién cac ddu higu qua
liéu ngay ¢ khi dimg baclofen liéu thip.

Tinh trang tro nén xfin hon néu sir dung dong thisi cac chét hojc ciic
thude tac dong Ién hé thin kinh trung wong (vi dy: rgu, dinzepam,
thude chéng trim cam ba vong).

Xl tri

Clura ¢6 thube gidi dde dac higu.

Céc bién phap hd tre va didu trj trigu chimg nén duge chi dinh khi ¢d
bién chimg nhur by huyét ap, ting huyét ap, co giat, réi loan tiéu hoa
vi suy hd hip hogic suy tim mach.

Vi thube durge bai tiét chi yéu qua thin, nén c6 thé udng nhiéu nude,
két hop vai thube lgi tién, Thim phiin méu o thé mang dén loi ich
trong trudmg hop ngd doe ning lién quan dén suy thn.

PAC TINH DUQC LUC HQC

Nhém diegre Iv: Thude gifin co va chdng co cimg tic dung 1én cdt séng
M ATC: M03B X01

Raclofen 14 mot thude chdng co cimg tic dong 1&n cit song. La mdt
din xufit eta acid gamma-aminobutyric (GABA), baclofen khong lién
quan vé& mit hoa hoe véi cdc chét chbng co cimg khic.

Baclofen 1am gidm din truyén phin xa don sinap va da sinap, ¢6 thé
biing cach kieh thich ciic thy thé GABAg, su kich thich nay ln lugt ire
ché giai phong edc acid amin ¢ tinh kich thich nhwr glutamat va
aspartal. Din truyén thin kinh co khang bi dnh hudng bai baclofen.
Nhirng lgi ich chinh ctia baclofen bt ngudn 1ir kha nang gidm con dau
do co co glip va rung gift tr phdt, do d6 tang khd niing di chuyén cia
bénh nhén, ting tinh chit ddng vi kha ning phuc hi cho bénh nhan.
Baclofen ciing c6 tac dyng khing thy thé cam gide dau. Thudng cdi
thién 18t hon va it tic dung an thin hon cdc thude tac dung trén thén
kinh trung wong.

Baclofen kich thich tiét acid da day.

PAC TINH DUQC BONG HOC

Hiip thu

Baclofen durge hilp thu nhanh va hoin toan qua dutimg tidu hoa. Sau
khi ufing mdt lidu (10 — 30 mg) ndng dé dinh trong huyét twong dat
durere sau 0,5 dén 1,5 gitr va dign tich dwdi dudmg cong trong huyét
thanh ty 1 thugin vai lidu.

Phiin bd

Thé tich phan bA cia baclofen 14 0,7 L/kg. Ty 1¢ lién két vai protein
xfip xi 30% va khong ddi trong khoéing néng 3 tir 10 ng/ml dén 300
pg/ml. Néng do hogt chit trong dich nio tiy thip hon khodng 8,5 Iin
so v trong huyét trong,

Cluyén hba

Baclofen duge chuyén héa v6i ti 1¢ nha. Khir amin dé tao ra chat
chuyén hoa chinhy, acid f—(p-chlorophenyl)-4-hydroxybutyric, la chit
khéng con hoat tinh duge ly.

Thai triv

Thixi gian ban thai trong huyét tremg etia baclofen trung binh tir 3 dén
4 gidr.

Baclofen duge thii chi yéu ¢ dang khdng bién déi. Trong vong 72
git, khoang 75% lidu dwoc dao thai qua thin vai khoing 5% da bi
chuyén hoa.

Chie adi twgng djc bigt;

Ngirdi caa tubi (tiv 65 tudi trd ién)

Duge ddng hoe cia baclofen & benh nhin cao woi gin nhur gidng o
bénh nhin dudi 65 wdi, Sau mot lidu udng duy nhét, bgnh nhin cao
tudi co thé thai trir cham hon nhumg tigp xde an thin tuong tr so voi
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neudr 16n dudi 65 tubi. Ngoi suy nhimg két qua nay dé diéu tri da
lidu cho thily khong ¢6 s khac biét dang ké vé duge ddng hoc gilia
benh nhin dudi 65 tudi va bénh nhin cao tudi.

Tré em

Sau khi (ré em (tir 2 dén 12 wdi) ubng 2,5 mg baclofen, Cpu 12
62,84+28.7 ngfml v Ty, ndm trong khodng 0,95 ~ 2h d duge bio cho.
D6 thanh thai trung binh trong huyét twong (C1) 1a 3159 ml/git/ke,
thé tich phan bd (Vd) 1a 2,58 Likg; va thoi gian bén thii (Ty,) 5,1 gios
da durge bio cdo.

Suy gin

Chura ¢t dir lidu duge dong hoc & bénh nhan suy gan sau khi ding
baclofen, Tuy nhién, do gan khéng dong vai trd quan trong trong vige
thii trir baclofen, nén khong chiic riing duge dong hoc ciia baclofen s&
thay ddi & mirc ¢6 y nghia lim sang & bénh nhén suy gan.

Suy thin

Chua c6 nghién ciru 1dm sang vé duoc déng hoc & nhimg bénh nhin
suy thin sau khi dimg baclofen. Baclofen thai trir chi yéu dudi dang
khéng déi trong nude tiéu, Mot sb dir lidu nbng 40 huyét twong duge
thu thap & bénh nhén nir duge thim phiin méu miin tinh hofic suy thin
¢on bit cho thily do thanh thii gidm va théi gian ban thai tang dang ké
& nhimg bénh nhin nay. Pitu chinh lidu baclofen dua vao ndng do

toan thin nén duge xem x€L & bénh nhén suy thin, va thim phén mau
I bien phip hidu qua dé dio nguge lugng baclofen tich lug trong h§
tufin hoan toan thn.

QUY CACH DONG GOI:

Hop 3 vix 10 vién nén

Hop 10 vi x 10 vién nén

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT
LUQNG

Didn kign bio quan: D& noi khd mat, nhigt 4§ dudi 30°C, tranh énh
sang.

Hon ditng: 24 thing ké tir ngay san xudt.

Tiéu chudn ehdt lgng: Titu chudn co so

TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM 372
601 Cich Mang Thang Tam, P15, Q.10, Tp.HCM

ETPHARNMA,

San xudlt tal nha may sb 930 C2, Duimg C, KCN Cat L, Cypm 11,
P. Thanh M# Loi, Quin 2, Tp.H3 Chi Minh.

PT: 39700025 - 37422612, Fax: 39700182

Email: duocpham3 2@ ft-pharma.com

Website: www. ft-phurma.com




