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Huéng din sir dung thuic
Rx Thude nay chi ding theo don thude BAPIFEN 5

“Doc kj hwéng dan siv dung treede khi ding”
“Dé xa tim tay tré em”
THANH PHAN CONG THU'C THUOC
- Thanh phan duge chat:
5 PTcile) 1) s (o et s e P e e ey I A e Smg
- Thanh phan ta duge:

Lactose monohydrate, microcrystallin cellulose, calcium hydrophosphat anhydrous, sodium starch
glycolat, magnesium stearate, silicon dioxyde.............cooviiiiiin vira da 1 vién.

DANG BAO CHE
Vién nén.
Vién nén tron, mau tring dén trang nga, hai mat tron.
CHI PINH
- BAPIFEN 5 duoc chi dinh dé 1am giam su co ciing co tu cha do cée réi loan nhu: Pa xo cing, cdc
ton thwrong cot séng khae, vi dy nhu céc khoi u & tiy song, bénh réng tiy sbng, bénh té bao than
kinh van dong, viém tily ngang, chan thuong mot phin tiy séng.
- Baclofen ciing dugc chi dinh ¢ nguoi 1on va tré em dé giam sy co cling co ty chi phat sinh do tai
bién mach mau ndo, bai ndo, viém mang nio, chan thuong déu.
- Lua chon bénh nhén la budc quan trong khi khdi dau diéu tri vai baclofen. Thudc ¢é kha ning

mang lai lgi ich cao nhét & bénh nhéan bi co cling giy can tré cho céc hoat dong cia co thé va/ hoic
khi tién hanh vat ly trj liéu. Khéng nén khai dAu diéu trj cho dén khi tinh trang co ctmg 6n dinh.

Tré em

- Baclofen dugc chi dinh & bénh nhan tir 0 dén dudi 18 tudi trong didu tri triéu chimg co cimg co
tlgué}l‘l gbc tir ndo, dic biét 1a do bai ndo & tré so sinh, ciing nhu sau cac fai bién mach mau ndo
hoic do khdi u hodc mic bénh thoai héa nio.

- Baclofen ciing dugc chi dinh dé didu trj tridu chimg co clmg co xay ra trong cdc bénh Ve tiy song
do nhi&m tring, thoai hoa, chan thuong, khdi u hoc khong rd ngudn gbe nhu bénh da xo ctng, liét
¢ot séng co cling, xo cimg teo co mdt bén, bénh rdng tiy song, viém tiy ngang, chan thuong liét
chi dudi hodc liét nhe hai chi dudi, va chén ép tuy song.

CACH DUNG, LIEU DUNG
Cach dung:

- Baclofen dugc ding theo dudng uéng. Nén diing baclofen trong bita an véi mét it nude.
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Litu diung:
Nén dung liéu thap nhit tuong thich véi dap tmg t6i uu duge khuyén cdo.
Trude khi bat dau diéu tri b§ing baclofen, cén than trong danh gid mic do cai thi¢n lam sang ma
bénh nhén ¢6 thé dat duge. Vige cin than diéu chinh liéu Ia cin thiét (dac biét & ngudi cao tudi) cho
dén khi bénh nhan én dinh. Néu bit diu véi lidu qua cao hoic néu tang liéu qua nhanh, tac dung
phu c6 thé xay ra. Didu nay dic biét quan trong néu bénh nhan cin di lai dé giam tinh trang ycu co
& céc chi khong bi anh huong hoiic nhitng viing bi co cimg cén phai hd tro.
Khi ding dén lidu tdi da, néu hiéu qua diéu trj trong 6 tuén khong ro rang thi phai can nhic ¢6 nén
tiép tuc dung baclofen tiép khong.
Khi ngirng diéu tri phai luon giam licu tir tir trong thoi gian | dén 2 tuéin, ngoai trir trudng hop cip
ciru qua lidu hodc khi xay ra cac tac dung phu nghiém trong.
Nguwdai lon:
Bit ddu didu trj véi lidu 15 mg/ngay, tdt nhét chia thanh nhiéu liéu. Ché do tang liu tir tir sau day
duge dé xuat nhung co thé cin diéu chinh cho phit hgp véi yéu ciu cua ting bénh nhan:

5 mg baclofen (1 vién BAPIFEN 5) x 3 lan/ngay, ding trong 3 ngay.

10 mg baclofen (2 vién BAPIFEN 5) x 3 lan/ngay, ding trong 3 ngay.

|5 mg baclofen (3 vién BAPIFEN 5) x 3 lan/ngay, ding trong 3 ngay.

20 mg baclofen (4 vién BAPIFEN 5) x 3 lan/ngay, dung trong 3 ngay.
Lidu kiém soat tét cc triéu chimg thuomg lén dén 60 mg (12 vién BAPIFEN 5) mdi ngay, nhung
can diéu chinh lidu thin trong dé dap img nhu cau cia timg bénh nhan.
C6 thé tang liéu tir tir khi can thiét voi liéu tdi da hang ngay khong qua 100 mg trir khi b¢nh nhén
ndm vién dudi su giam sat y té can than.
Ché do lidu nho thuong xuyén c6 thé co loi hon trong mét s6 truong hop so vai ding liéu cao cach
quiang,
Ngoai ra, mot o anh nhén co thé dap tng t5t khi ding mét lidu baclofen vao ban dém dé chong
lai con dau co Cll‘llg gap. Tuong tu, nén ding thude khoang 1 gior trudie khi thye hign cac hoat dong
nhw tim, mic quan o, cao rau, va tap vat ly trj liéu dé cai thién kha nang van dong.

Nhom dbi twong dic biét:

Nguwoi cao tudi (= 65 tuoi)

Bénh nhin cao tudi cé thé gap nhiéu tac dung phy hon, dic biét trong thoi gian dau sir dung
baclofen. Nén st dyng liéu thap khi bat dau diéu wi, diéu chinh lidu tir tir theo dap tmg cla bénh
nhén dudi sy gidm sat cén than. Chua ¢6 bing chimg cho thiy liéu t6i da trung binh khic vai bénh
nhén tré tudi.

Bénh nhén suy giam chirc nang thin

O nhitng bénh nhan suy giam chic nang thin hodic bénh nhén phai chay than nhan tao man tinh,
nén sir dung lidu baclofen dic biét thap, khoang 5 mg méi ngay.

Chi nén dung baclofen cho bénh nhan suy than giai doan cudi khi lgi ich du kién 16n hon nhiéu so
v6i nguy co tiém an. Nhitng bénh nhan nay can duoe theo ddi chit ché dé chan dodn kip thoi cic
dau hiéu sém v&/ hodc céc triéu chimg nhiém déc (vi du nhu budn ngti, mét moi).
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Bénh nhiin suy gan

Chua ¢d nghién ciru & nhiing bénh nhan suy gan duge di¢u tri bing baclofen. Gan khong dong vai
trd quan trong trong qué trinh chuyén héa baclofen. Tuy nhién, baclofen ¢6 kha ndng lam tang men
gan. Nén théan trong khi ké don baclofen ¢ bénh nhén suy gan.

Bénh nhin co tinh trang co cieng co ngudn goc tiv ndo

T4c dyng khong mong mudn thuomg xay ra & nhitng bénh nhén nay. Do d6, nén dp dung ché do
lidu than trong va theo dai bénh nhén thich hap.

Tré em (ti 0 dén < 18 tubi)

Thudng bit dau diéu tri voi liéu rat thap (twemg (mg voi khoang 0,3 mg/kg/ngay), chia thanh 2 -4
l?m, tdt nhat 1a chia thanh 4 lan.

Thén trong khi tang liéu, trong khoang | tuan, cho dén khi dap (mg nhu cdu cua timg bénh nhi.
Liéu hing ngay thong thuong duy tri trong khoang 0,75 mg dén 2 mg/kg trong lugng co thé. Tong
lidu hang ngay khéng duge vuét qui mic t6i da 14 40 mg/ngay & tré dudi 8 tudi. O tré trén 8 tudi,
¢6 thé ding liéu ti da hang ngay 1a 60 mg/ngay.

Thuébe nay khong phi hgp dé ding cho tré em c6 can nang dudi 33 kg,

Néu quen ubéng mét liéu thude, ngudi bénh uong ngay khi nho. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén, Khong udng gap déi liéu dé bu liéu da quén,

Khong co yéu cdu déic biét vé xir ly thudc sau khi ste dym 2.

CHONG CHI PINH

Khong diing baclofen d6i véi bénh nhén co tién sir qua man véi thuoc hodc voi bat ky thanh phan
ta dugce nao cua thuoc.

Loét da day, ta trang.

CANH BAO VA THAN TRONG KHI DUNG THUOC

A - A . a A .
Roi logn tdm than va hé than kinh

R&i loan tam than (ndng), tam than phén liét, rdi loan tram cam hodic hung cam, cac trang thai lan
hoiic bénh Parkinson ¢6 thé néng hon khi diéu tri bﬁng baclofen. Do do, bénh nhan mic céc tinh
trang nay nén dugc diéu tri than trong va theo ddi chit ché.

Céc sy viée vé tu sat hodc lién quan dén ty sat da duoc bao co & nhiing bénh nhan dugc diéu tri
bang baclofen. Trong hau hét cac truong hgp, bénh nhén ¢6 thém cac yéu té nguy co lién quan dén
tang kha nang tu tir bao gém st dung rugu, tram cam va/ hodc di timg bty tir. Can giam sat chat
ché nhirng bénh nhan co nguy co ty tor két hop diéu trj bing thuéc. Bénh nhan (va ngudi cham soe
bénh nhan) cin dugc canh bao vé su can thiét phai theo ddi tinh trang lam sang chuyén bién xdu,

hanh vi hoac suy nghi tu tir hodc nhiing thay ddi bit thudng trong hanh vi va thao luan voi bac si

ngay lap tire néu nhirng triéu chimg do xuat hién.

Céc truong hop lam dung va phu thude thude di duge bdo cdo véi baclofen. Can str dung thude

than trong doi voi bénh nhén co tién st lam dung thudc va can theo ddi cac tri¢u chimg cia viée
- a = .k . . o . 4 A 1 A

lam dung hoac phu thude baclofen nhu tang licu, hanh vi tim kiém thudc va dung nap thuoe.
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Dong kinh
Baclofen ¢6 thé lam ning thém céc biéu hién déng kinh nhung 6 thé duge sir dung vai su giam st
thich hop va duy tri day du cac liéu phap diéu trj chdng co gidt.

Bénh ly nio
Céc trudong hop bénh ly ndo di duoc béo cio & bénh nhan khi sir dung baclofen ¢ liéu diéu tri, hoi
phye sau khi ngimg diéu tri. Céc triéu chimg bao gdm budn ng, suy giam muc d6 y thie, 0 lan,

rung giat co va hon mé,
Néu xuit hién cac dau higu ctia bénh Iy ndo, nén ngung sir dung baclofen.

Nhitng trieang hop kidc
Baclofen nén dugc str dyng hét strc ¢an than & nhitng bénh nhan dang duoc didu tri tang huyét 4p.

Nén thén trong khi sir dung baclofen & nhiing bénh nhin bj tai bién mach mau nao, suy hd hép hoiic
suy gan.

Do cac tac dung khong mong mudn ¢ nhiéu kha ndng xay ra, nén ap dung ché d¢ liéu thin trong &
no 4o 2 Y - ’ - r a - 1 =
ngudi cao tuoi va bénh nhan bi co cimg ¢o6 ngudn goe & nio.

Suy thiin

Baclofen nén duge sir dung thin trong ddi v cac bénh nhan suy than va chi nén dimg cho bénh
nhén suy than giai doan cudi khi lgi ich du kiém lém hon nhiéu so véi nguy co tiém dn. Céc diu
hiéu va triéu chimg than kinh ctia qué liéu bao gom cdc biéu hign lam sang cua bénh néo nhiém ddc
(vi du 10 1dn, mét phuong huéng, budn ngi va gidam nhan thicc) da duge quan sét thdy ¢ nhimg
bénh nhan suy thin ding baclofen dudng udng véi lidu trén 5 mg mdi ngay va voi lidu 5 mg mdi
ngdy & bénh nhan suy than giai doan cubi dang dugc diu tri bang chay than nhan tao. Bénh nhén
bi suy giam chiic nang thin cin dugc theo doi chit ché dé chan doan kip thoi cac triéu ching
nhiém ddc sém.

Cén than trong khi két hop baclofen véi thude hodc cac san phdm y khoa c6 thé anh huéng dang ké
dén chirc nang than. Chirc nang thin nén duge theo doi chét che va diéu chinh liéu baclofen hang
ngay phtt hop dé ngin ngira doc tinh ctia baclofen,

Cac trudmg hop ngd doe baclofen di duge bao cao & bénh nhan suy than cép.

Bén canh viéc ngimg diéu tri, tham tach mau cé thé dugc coi la phuong phap diéu trj thay thé ¢
nhirng bénh nhin bj nhiém déc baclofen nang,. Tham tach mau co tac dung loai bo baclofen khoi co
thé, lam giam céc triéu chimg |am sang khi qua liéu va rit ngan thoi gian phuc héi ¢ nhiing bénh
nhan nay.

Réi logn tiét niéu

Khi diéu tri bang baclofen, cac rdi loan than kinh anh hudng dén viéc lam réng bang quang c6 thé

duoe cai thién. O nhitng bénh nhan bj ting trwong lyc co vong trude do, co thé xay ra tinh trang bi
tiéu cap tinh; baclofen nén dugc sir dung than trong & nhitng bénh nhén nay.

Cic xét nghi¢gm
Néng do aspartate aminotransferase, phosphatase kiém va glucose trong huyét thanh ting cao da

duoc bdo cdo hiém gap. Cac xét nghiém thich hep nén duge thuc hién & nhitng bénh nhan ¢6 bénh
gan hogc dai thao duong dé dam bio ring thude khong gay ra thay dbi & nhiing bénh nhén nay.
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Ngieng thubc dit ngit

Ngung diéu trj bing cach giam liéu tir tir trong théi gian khoan 1 — 2 tudn (trir khi xay ra tac dung
phu nghiém trong). Lo au, lu lan , mé sang, 4o giac, rdi loan tdm than, hung cdm hodc hoang tudng,
co gidt (trang thai dong kinh), roi loan vin ddng, nhip tim nhanh, ting than nhidt, tiéu co vin va
tinh trang co cimg niing thém tam thdi di duge bio cdo khi nging baclofen dt ngot, déc biet 1a sau
khi diing thudc trong thoi gian dai.

Co giat sau sinh & tré so sinh da duge bao céo sau khi tiép xiic trong tr cung vai baclofen dudng
uong.

Didu trj phai lién tye (trir khi xdy ra tic dung phu nghiém trong), do dé nén ngimg thude dan dén
bing cach giam liéu tir tir trong thoi gian khoang 1 -2 tudn.

Tuw thé va thing bing

Baclofen nén dugc sir dung than trong khi su co cimg la ciin thiét dé duy tri tu thé dimg va cén
bing trong van dng.

Tré em

Dir liéu 1am sang rat han ché vé viée sir dung baclofen & tré em dudi mét tudi. Sir dyng 6 nhém
bénh nhan niy nén dya trén sw can nhiic vé lgi ich va nguy co khi diéu tri.

Cinh bdo td dwoe:

Lactose: Bénh nhén bi r6i loan di truyén hiém gap nhu khéng dung nap galactose, thiéu hut lactase
. . w . A - P B A |
hoan toan hodc kém hap thu glucose- galactose khong nén dung thude nay

"DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ki mang thai

Khi mang thai, dic biét la trong 3 thang dau, chi nén str dung baclofen khi thye sur can thiét. Loi ich
cua viée diéu tri cho ngudi me phai duge can nhic can than trude nhiig rii ro ¢6 thé xay ra voi
con. Baclofen qua dugc hang rao nhau thai.

Cic phan trng phy 6 thai nhi/ tré so sinh

Co giat sau sinh & tré so sinh da duge bao cdo sau khi tiép xuc trong tir cung véi baclofen dudng
uong.

Thot ki cho con bt

O nhitng nguoi me diung baclofen vai liéu diéu tri, hoat chat nay sé di vao sita mg, nhung véi lugng
g A - - PRl 4 ~ A GA . 3 5
nho den mire khong ¢o tac dung khong mong mudn déi véi tré so sinh,

Khda ndng sinh sdan

Khong c6 san dir liu.

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

Baclofen c¢6 thé lién quan dén cac tac dung phyu nhu chéng mit, an than, buon ngu va suy giam thj
lwre, ¢6 thé 1am giam phan (g ctiia bénh nhan. Khuyén cao bénh nhéan khi gap phai nhitng phén trmg
bat lgi nay nén tranh lai xe hodc van hanh may moc.

010

e il

ar

i, I U

s

O



https://trungtamthuoc.com/

Trang 7/ 11

TUONG TAC CUA THUOC VOI CAC THUOC KHAC
Levodopa/ Thude ire ché dopa decarboxylase (DDC) (Carbidopa)

- O nhitng bénh nhan méc bénh Parkinson dugc diéu tri dong thdi bang baclofen va levodopa (don
déc hoac phéi hop vai thude (re ché DDC, carbidopa), da co bao cdo vé r6i loan tam than, do gidc,
budn non va kich dong. Céc triéu chimg ciia bénh Parkinson tién trién ning hon ciing da duoc bao
c4o. Vi vy, nén than trong khi ding dong thoi baclofen va levodopa/ carbidopa.

Thube gdy e ché h@ thin kinh trung wong (CNS)

- Tac dyung an thin ¢6 thé tang khi ding baclofen dong thai vai cac thude khac gay tre ché than kinh
trung wong bao gdm céc thude gian co khéc (nhu tizanidin), opioid tong hop hode véi rugu,

- Nguy co suy hé hdp ciing ting lén. Ngoai ra, ha huyét dp da dugc bao cao khi sir dung ddng thoi
morphin va baclofen tiém mang ndo tuy.

- Can theo d&i ¢én than cac chiic nang ho hép va tim mach, d3c biét & nhirng bénh nhan méc bénh
tim phdi va yéu co ho hép.

Thubc ching trdm cim ba vong

- Khi didu tri dong thoi vai thude chong tram cam ba vong, ¢d thé lam tang tac dung clia baclofen,
dan dén giam truong lye co 1o rét.
Lithi

- Su dung démg thoi baclofen va lithi duong udng dan dén lam nang hon céc triéu ching ting van
dong. Vi viy, can than trong khi sir dung baclofen ddng thot véi lithi,
Thubc diéu tri ting huyét dip

- Dung ddng thoi Baclofen va thude diéu trj ting huyét ap c6 kha nang lam giam huyét 4p quéa mirc,
nén diéu chinh liéu thube diéu tri ting huyét ap.
Tac nhdn lam giam chire ning thin

- Thube hoiic cac san phdm y khoa tac dong dang ké dén chirc ning than ¢ thé lam giam thai trir
baclofen dan dén tac dung gy doc.

TUONG KY CUA THUOC

- Do khéng c6 céc nghién clru vé tinh twong ky cia thude, khong tron l1an thude nay véi céc thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

- Téac dung khéng mong mudn xay ra chu yéu khi bit dau diéu tri (vi du: an than, budn ngii, budn
nén), hodc khi tang liéu qua nhanh, hay khi sir dyng liéu cao hodc & bénh nhan cao tudi. Cac tac
dung khong mong mudn thudng thoang qua va c¢6 thé giam hodc bién mat khi giam liéu; hiém co
truong hop nghiém trong bt bude ngimg thudc.

- Néu budn non kéo dai sau khi giam licu, khuyen cao nén udng baclofen chung vai thirc an hodc véi
sita.

= -~ - - s oA - - ~ b - - - 4 . . x - ~
- O nhitng bénh nhén cd tién st bénh tdm than hodc tai bien mach mau ndo (vi du dot quy) cting nhu
& bénh nhan cao tudi, cac tac dung khong mong mudn cé thé nghiém trong hon.

WAl =~ =g jj
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1

Ha thap ngudng co giat va co gidt cd thé xay ra, dac biét & nhing bénh nhan dong kinh.
(3 mot s6 bénh nhén cd sy ting co cirng nhu mét phan mg nghich 1y vai thude.

Mirc d§ giam truong luc co khong mong mudn khién bénh nhan kho di lai hoic kho ty chong d&
hon ¢6 thé xdy ra va thuong xuyén co the thuyén giam bang céch diéu chinh lieu (vi du giam licu
diing trong ngdy va cé thé tang licu vao budi 16i)

Céc tae dung khéng mong mudn duge phén theo tan sudt co quy wdc nhu sau: rat thwong gdp (=
1/10), thuong gap (> 1/100 dén < 1/10), it gdp (=1/1.000 dén < 1/100), hiém gdp (= 1/10.000 dén <
1/1.000), rdt hiém gap (< 1/10.000), chiea ré tin sudt (khong thé wée tinh tir dir liéu ¢6 san),

Réi logn hé than kinh
Rat thuomg géip: an than, budn ngn

Thuong gdp: suy hd hip, lin, chong mat, do gide, trdm cam, mét moi, mat ngu, tam trang hung
A & A A I A A v m i Y » ra
phén, yéu co, that diéu, run, ac méng, dau co, dau dau, giat nhan cau, kho miéng.

Hiem gap: di cam, loan van ngon, loan vi gidc.

Chuea 13 tan sudt: hoi chimg ngung thé khi ngil (Cac truomg hop héi chimg ngung tho khi ngi da
duge quan sat voi baclofen ligu cao (> 100 mg) ¢ nhitng bénh nhan nghién rugu)

Réi logn thi gidc

Thueng gap: vbi loan diéu tiét, suy giam thi luc.
Réi loan tim

Thuong gap: giam cung luong tim

Chuea ré tan sudt: nhip tim cham

Roi loan mach mdu

Thirong gdp: ha huyét ap

Réi logn hé tiéu héa

Rt thuong gdp: budn ndn

Thuong gap: roi loan tiéu héa, tao bén, tiéu chay, nén khan, nén
Hiém gdp: dau bung '

Réi logn gan mit

Hiém gdp: chirc ning gan bit thuong

Réi loan da va mé dudi da

Thieong gép: phat ban, ting tiét mo hoi

Chiea ré tn sudt: may day

Réi logn thin va hé tiét ni¢u

Thuomg gdp: tiéu rat, kho tieu, dai dam

Hiém gap: bi tiéu

Roi loan hé sinh san va tuyén vit

Hiém gap: rbi loan cuong duong
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R6i logn toan thin va tai noi ding thuéc

Rét hiém gdp: ha than nhiét

Chira rd tan suat: hoi ching cai thude bao gﬁm co gidt sau sinh & tré so sinh da duge bao cdo sau
khi tiép xtic trong tir cung vdi baclofen

Xét nghi¢gm

Chua rd tén sudt: tang glucose huyét.

Huéng dan cich xir tri ADR

Néu ADR xay ra, co thé lam giam bang cach giam liéu ding va tién hanh diéu trj tridu chimg,

Bdo cdo cic phin tng c6 hai: Hay bao ngay cho bac si hojic dugc sT nhiing phan (ng ¢6 hai khi st
dung thudc, ké ca cic tac dung chua dugc liét ké, hodc bdo cdo ciac phan (mg co hai cua thude vé

Trung tam Thong tin thude va Theo dai phan @mg cd hai cia thubc (xem chi tiet rong ddn tai:
hitp: Heanhgiacduoc.orgyn/CanhGiac Duoc/ADROnline.aspx).

QUA LIEU VA CACH XU TRi

Triéu chirng:

Triéu chimg ndi bét la diu hidu e ché than kinh trung wong hoiic bénh ndo: budn nga, suy giam y
thire, suy ho hap, hon mé va i tai.

Ciing ¢o kha niing xay ra: bi lan, ao gidc, kich ddng, co giét, dién ndo dd bat thuong (dang bung nd
- tic ché va song ba pha, lam cham téng quat trén EEG), rbi loan diéu tiét, giam phan xa ddng tu,
gidam truong lye co toan than, giat rung co, giam hode mat phan xa, gian mach ngoai vi, ha huyét ap
hodc ting Imyét ap, nhip tim ch@m, nhjp tim nhanh hofic rdi loan nhip tim, ha than nhiét, budn nén,
non, tidu chay, ting tiét nude bot, ting men gan, Ui tai va tiéu co van. Bénh nhan suy than cé thé
xudt hién céc triéu chimng qué liéu ngay ca khi dung baclofen & liéu thap.

Tinh trang trd nén xau hon néu sir dung dong thai cac chét hodc cac thude tac dong 1én hé than
kinh trung wong (vi du: ruou, diazepam, thude chong trim cam ba vong).

Xir tri;

Hién chua cé thude giai doc dic hiéu.

Céc bién phéap ho tro va diéu trj triéu chimg nén dugc chi dinh khi ¢6 bién chimg nhu ha I]uyét ap,
tang huyét ap, co gidt, roi loan tiéu hoa va suy hd hép hodc suy tim mach,

Vi thude duoc bai tiét chi yéu qua than, nén cé thé u(")ng nhiéu nuée, két hop vaoi thude loi tiéu.
Tham phan mau c6 thé mang dén loi ich trong trudng hop ngd doc ning lién quan dén suy than.

PAC TINH DUQC LUC HOC
Nhém duge ly: Thude chong co cimg o cét song.
Ma ATC: M03BX01

Co ché tac dong:

Baclofen la mot thudce chdng co cimg tac dong 1én cft sdng. La mot dan Xuét ciia acid gamma-
aminobutyric (GABA), baclofen khong lién quan vé mit héa hoc véi cac chat chdng co ciing khac.
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- Baclofen lam giam dan truyén phan xa don sinap va da sinap, o thé bing cach kich thich cdc thy
thé GABAB, su kich thich nay lan lugt &re ¢ché giai phong céc acid amin ¢6 tinh kich thich nhu
glutamoat va aspartat. Dan truyén than kinh co khéng bi anh huéng bdi baclofen.

- Nhiing lgi ich chinh cua baclofen bit ngudn tir kha nang giam con dau do co co gip va rung gidt tr
phat, do do lam ting kha nang di chuyén ctia bénh nhén, ting tinh chi dong va kha néng phuc hoi
cho bénh nhan.

- Baclofen ciing cé tac dung khang thy thé cam gide dau. Thudng cai thign tdt hon va it tic dung an
thin hon céc thudc tac dung trén than kinh trung uong,
- Baclofen kich thich tiét acid da day.
PAC TiNH DUQC PONG HQC
Hdp thu:

- Baclofen dugc hép thu nhanh va hoan toan qua duong tiéu hoa, Sau khi udng 1 liéu (10 - 30 mg)
ndng d¢ dinh trong huyét trong dat duge sau 0,5 dén 1,5 gid va dién tich dudi dudng cong trong
huyét thanh ty 1¢ thuan véi liéu ding.

Phdn bo:

- Thé tich phan b ciia baclofen 1a 0,7 I/kg va ty 18 lién két voi protein khoing 30% va khéng doi
trong khoang ndng dé tir 10 ng/ml dén 300 pg/ml. Trong dich ndo tiy, ndng do chit cé hoat tinh
thdp hon khoang 8,5 lan trong huyét tuong,

Chuyén héa:

- Baclofen dugc chuyén hoa véi ty 1é nho.

- Khir amin dé tao thanh chit chuyén héa chinh p-(p-chlorophenyl)-4-hydroxybutyric acid, la chat
khong con hoat tinh.

Thai trir:

- Thai gian ban thai trong huyét twong ciia Baclofen trung binh tir 3 dén 4 gio.

- Baclofen dugc dao thai chi yéu & dang khéng bién doi. Trong vong 72 gio, khoang 75% liéu dung
duge dao thai qua than véi khoang 5% da bi chuyén hoa.

Cic dbi twong dic bigt:

Ngirdi cao tudi (tiv 65 tudi triv 1én):

- Dugc dong hoc ctia bénh nhan cao tudi hau nhu gén giéng v&i bénh nhan dudi 65 tudi. Sau mot
lidu udng duy nhét, bénh nhan cao tudi cé thé thai trir chdm hon nhung tiép xtic toan than tuong tu
s0 v&i ngudi 1én dudi 65 tudi. Ngoai suy nhimg két qua nay dé didu trj da lidu cho thay khong co
su khac biét dang ké vé duoe dong hoc gitta bénh nhén dudi 65 tudi va bénh nhan cao tudi
Tré em:

- Sau khi udng vién nén Baclofen 2,5 mg & tré em (tir 2 dén 12 tudi), Cuax 12 62,8 + 28,7
nanogram/ml, va Tuay trong khoang 0,95 - 2 git da duge bao cdo. DY thanh thai trung binh trong
huyét twong (C1) 1a 315,9 ml/giovkg; thé tich phan bo (Vd) 1a 2,58 I/kg; va thoi gian ban thai (T:.2)
5,1 gi¢r da dugce bao céo.
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Suy gan:

- Chua c6 dir liéu nghién ctiu duge dong hoc duge ghi nhdn & bénh nhan suy gan sau khi dung
baclofen. Tuy nhién, do gan khéng déng vai trd quan trong trong vige thai trir baclofen, nén khong
chiic ring duge dong hoc cua baclofen sé thay ddi & mirc ¢6 y nghia lam sang & bénh nhan suy gan.
Suy thin:

- Chua co nghién ciru Iam sang vé dugce dqmg hoc & bénh nhan suy than sau khi dunb baclofen.
Baclofen thai trir chii yéu trong nuée tiéu dudi dang khang déi. Mét sb dir liéu nong do huycl
tuong duoc thu thap & bénh nhan nir duge thim phdn mau man tinh hodic suy thin con ba cho thdy
do thanh thai l;_.,raun va thoi gian ban thai tang déng k¢ & nhiing bénh nhan nay. Diéu chinh licu
baclofen dua vao nung do toan thin nén duge xem x€t & bgnh nhén suy than, va tham phan mau la
bién phap hiéu qua dé dao ngugce lugng baclofen tich liy trong hé tuan hoan toan than.

QUY CACH PONG GOI
- Hop 3 vi x 10 vién, vi nhom — PVC/PYDC
- Hop 6 vi x 10 vién, vi nhom — PVC/PYDC
- Hop 10 vi x 10 vién, vi nhom - PVC/PVDC
DIEU KIEN BAO QUAN, HAN DUNG, TTEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bio quéan: Dé noi kho rao, tranh anh sang, nhiét d khong qua 30°C.
Han diing: 36 thang ké tir ngay san xut
Tiéu chuén chét lwgng: TCCS
CO SO SAN XUAT
Céng ty C phdn Duge APIMED
- Dia chi tru sé: 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, thanh phé Hé Chi Minh.

- Dija chi nha may: Puong N1, cum céng nghiép Phii Thanh - Vinh Thanh, xd Vinh Thanh, huyén
Nhon Trach, tinh Bong Nai.
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