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BY BACLOFEN 20

DEXA TAM TAY TRE EM.
BOC KF HUONG DAN SUDUNG TRUOC KHI DUNG.

THANH PHAN:

- Thinh ]}.héﬂ’ dircre chét:

Moi vién nén BV BACLOFEN 5 chita: Baclofen 5 mg.

M3 vién nén BV BACLOFEN 10 chira: Baclofen 10 mg.

Mai vién nén BV BACLOFEN 20 chira; Baclofen 20 mg,

- Thinh phin t4 dwoe: Microcrystalline eellulose 101, Povidone K30, Sodium starch glycolate,
Colloidal silicon dioxide, Magnesium stearate.

DANG BAO CHE:

Vién nén BV BACLOFEN 5: Vién nén mau trlng 4én tring ngd, hinh tedn hai mat tron,

Vién nén BV BACLOFEN 10: Vién nén miu triing dén tring ngd, hinh trdn, mit mit o vach
ngang, mot mat trom (Vach ngang teén vién khing ding dé bé déi vién thude khi chia licu).

Vien nén BV BACLOFEN 20: Vién nén miu trEu‘ig ddn trémg nga, hinh tran, m{t mit oo vach
ngang, mit mat trom (Vach ngang trén vién khing ding 48 bé déi vién thude khi chia liéu),

CHI PINH:

- Baclofen dwee chi dinh d€ giam co cimg co tr chit do cée i loan ahie da xo cimg, cée o theong
cfit shng khée, vi du nhar khii u tiy sfng, chimg ring thy, bénh vé ddy thiin kinh vin dpng, viém
tiy neang, chin thuemg mit phin tiy séng.

- Baclofen cling dirge chi dinh & ngudvi lom vi tré em dé gidm su co cimg co tr chil phét sinh do tai
bign migch mdu ifo, bai ofio, viém ming nio, chiin thuromg déin.

- Vige lua chon binh nhiin i bude quan trong khi khai diu didu tri véi baclofen, Thude eb kha
ning mang lai led fch cao nhét & bénh nhin bj co cimg gay can tet cho cie hoat ddng cia co the
Ei’u’ hoge khi tign hanh it 1§ 1 ligu, Khing nén khéi diu diu trj cho dén khi tinh trang co cimg

n djnh.

Tré em

- Baclofen dwee chi dinh cho bénh nhéin tir O dén digi 18 wdi d& didu t iridu chimg co cimg oo ¢b
ngubin gic nie, dic biét la do bai ndo & té so sindy, efing nlw sau tai bidn mach mds nfio hofic khi
b bénh nio thodi héa hodic tin sinh.

- Baclofen eiing dwge chi dinh d& dido 1 tige chitng co cimg co xdy ra trong cie bénh v& tiy stng
do nlnem trimg, thoai hoa, chin thwona, khii v hode kh-:‘.’ms: i ]Iﬂll%ﬁﬂ gfrl: nhir bénh da xo cimg,
liEt cit stng co cimg, xo oimg teo co mt bén, bénh ring iy sfing, vidm tdy ngang, ehdn thwong

ligt chi dwdi hofe i@ nhe hai chi dwdi, va chén ép thy sﬁng
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LIEU LUQNG YA CACH DUNG:

Litu fewng:

- Nén ding lidu thip nhi g thich véi dip ¢ lng 61w durgre khuyén cdo,

- Trudte khi bt diu didu trj biing baclofen, cin thin trong dinh gia thive 18 mie 46 cdi thign lbm
sang tong thé mi bénh nhin e the dat duge. Viee higw chinh lign edn thin 18 it cin thict {dfe higt
O ngudri can wdi) cho dén khi bénh nhén én dinh. Nén bt ddu dimg Tibu qua eso hode ting Lidu
qui nhanh, ¢6 thé xiy m tde dung phy. Didu nay dic bigt quan trong néu buh ohén cin di lai dé
giam tinh trang véu cor & cic chi khdng b dnh hirding hode nhing ving bj co cimg cin phai b trg.

- Sau khi det duge lidu Khuyén cio 51 da, néu hidu qua didu tri khdng  rdng frong vong 6 tidn,
chn ciin nhdc oo nén liép e s dyng baclofen hay khong.

- Wige nglmg didu 1] phii ludn dwge thue hign gidm lidgw ti i lién tyc trong khoang ihixi gian
khodng | dén 2 tudn, triv trdng hop cdp ciu lién quan dén qué lidu hode khi d3 xay ra the dung
phy nghi€m rong.

Ngaedvi Iiin:
Nén bal diu didu tri vai lidu 15 mg mBi ngly, 181 nhit 14 chia thinh nhidu n, Phac db 8ng lidu dén
diin sau ddy duge 88 xudt, nhimg cin dido chinh cho phit hop véi nhu cdu ciia Limig bénh nhdin,
Jmgxl lin mée ngdy, trong ba ngdy,
10 mg % 3 lin mét ngdy, trong ba ngdy.
15 mExd 1 midt mét npay, trong ba ngay.
20 mg x 3 lin mit n mét nghy, trong ba ngdy.

Thing thudng, cic triéu chimg dupe kiém sodt thoa déng v Lidu 1En dén 60 mg mbdi ngdy, nhung
thirdmg cin thiin trong didu chinh d& dép fmg nhu ofiu cia g bénh nhin.

Cd the tang leu tir tr néu cin, nhimg khéng khuyén cdo dimg lidu 16 da hing ngiy trén 100 mg trir
khi bénh nhin dang ndm vién din sy gidm sat y t& cin thén.

Che d lidu nhd thudmg xuyén ob thé 16t hon trong mijt s6 11'uf:|11g tu;p 50 voi lidu cao cich quing.
""Ignmf v, mit 50 bénh nhfn chi st dyung baclofen vioe ban dém dé chang lai con dau do chimg co
thilt cor gﬁp T‘1mng tur ribar vy, mét ida duy nhat doe ding khodng 1 gidr trode khi thye hign che
hoat ddng nhu tdm rira, mac quﬁn &0, cao i, vt 1y 1w ligw, theong $€ cal thién khé ning vin ddng.

Nguriri cao tadd: (1 65 tudi tréy 18n)

Bénh nhiin cao tdi cé the dé bj the dung phy hon, die biét 13 trong giai dogn ddu sir dung baclofen.
Do dé, nén ding Tiéu thip khi ba: dau didu ti, san dé diéo chinh lidu din diin dya bén dap tng v
drfsi sw gidm st chat chE. Khiing ci bilng chimg néo cho thiy lidu (5 da wung bink cubdi ciing khac
wiii ligu & kénh nhin tré tudi.

B nlidn suy thijn:

O nhitg bénl nhin suy (hin hode dang chay thiin thée e man b, nén chon lidn baclofen dac
hiét thip, tirc 13 khodng 5 mp méi ngdy.

Chi nén diing baclofen cha hénh nhin suy thin giai doan cudi khi lod feh mong ded 16n hon nguy cor
tiém dn. Mhimg bénh nhin ndy ein dirge theo di chit ché & chin dodn sém cic ddu hidu vathode
trigu chimg ngd ddc (vi dye budn ngi, e o), {Xem mipc Cinli bio vé thie trong Khi diing ke

Ouick 11 wi cdch xer irf).

fad



https:/ftrungtamthuoc.com/

Bénl nhian sup pan:

Chira cd nghign ef ndo duge thyre hign trén bénh nhin suy pan danp diéu ] bing baclofen. Gan
khing déng vai trd ding ké trong qua trinh chuyén hoa baclofen sau khi wing baclofen (Xem mype
e ke diegie dfng pe). Tuy nhidn, baclofen ob kha ning lam ting men gan. Baclofen nén duge
ké dom thin trong & nhimg bénh nhin suy gan.

Bénlr nirdtn bj co ciing ci uguuiu gq':fr fi nilir
Cée the dyung khong mong mudn dé xdy ra bhon & nhiing bénh nhin niy. Do 46, khu;.-én cho nén dp
dyng mit phac do licu heong thin trong va theo d6i bénh nhan chiit cha.

Nhvgn bgndr nhiz

By tej therbmg nén bit diu vii lidu o thip (lrong {me véi khodng 0,3 me/ke mdi nghy), chia lim
2-4 lan (161 nhat 13 chia ldm 4 1an). Nén @ng licu thin trong, edch nhaw khodng 1 tudn, cho dén khi
di déip mg nhu ciu riéng eia tré, Lidu ding thing thutmg hing ngdy dé digu tri duy tri dao déng tir
0,75 dén 2 mp/kg trong lugng co thé. Tong lidu hing ngay khidng duwee vt qud 18i da 40 mgmghy
é tré em dudi 8 tudi. O ié em teén 8 tubi, o6 thd ding lidu 1di da hing ngiy 14 60 ma/ngdy,

Vitn nén Baclofen khbng thich hop st dung cho tré em ed can ndng dudi 33 kg,

Crich dimg:
Thube duge diing theo dudmg ubng. Nén ding thube trong bita &n vaél mdt it mroc.

CHONG CHI BINH:
- Quié min véi hoat ehiit hodie bt k¥ id dwge ndo ¢6 irong thanh phin ndo cta thude,
- Lodt da day 1 tring.

CANII BAO VA THAN TRONG KHI DUNG THUOC;

Rt fogn fédm thhdin vt ng thén kinh

- Réi logn tim thén, 1&m thitn phan ligt, rdi logn trim cim hofic humg clim, cie trang théi 18n hefic
bénh Parkinson cd theé ning hom khi didu tri 1151115 baclofen. Do 86, bénh nhin méac cac tinh tegng
niy nén duge diéu tj thin trong va theo di chat ché.

- B eb bdo cdo v& cic tradmg hipp Wy sit vi cic bién ¢ lién quan dén w i i nhifng bénh nlidn
duge didu irj biing baclofen, Trong hiu bét ce truémg hop, bénh nhin oé cie yéu t& nguy co b
sung lién quan dén vide tiing pguy cor ty ti, bao gﬂm rdi loan sit g o, tefim edm valhode tién
sit timg eb ging tr W Vige gidm sat chit ch nhimg bénh nhin cd cic yéu t& npuy co tu dir b
sung nén duwge thue hidn I".érn theo ]|ELL phép ding thube, Bénh nhin (v an‘n chiim sic bénh
nliin} nén dwpe cinh bdo Vi VIPE cin theo dai cie b iu chimg [im sing xdu di, hanh vi hodc §
nght 1y tir hodic nhilng thay ddi bét thwéme v& hinh vi v eln tim kiém sy tu vin ¥ té ngay lp i
néu xuiit hién cde Wridu chimg ndy.,

- D4 ¢d bdo cho v cdc truimg hop st dung sai, Jan dyng v 18 thude thude v baclofen. Cln thiin
trong & nhitng bénh nhin ed tién st Jam dung thude v cin theo d&i cde trigun chimg chia vide sir
dyng sai, lam dung hoge 12 thude baclofen, vi du: ting ligu, hanh vi tim kigm thube, phat trién kha
ning dung nap. '

Diing kinl

- Paclofen ciing 6 the 1am tram trong thém cic bigu hign dbng kinh nhirng cd thé duge sir dung
néu durre gidm sit thich hop va didu 1 chiing co gidt phit hop duoe duy tri.

Béndh I nddo

LN VLI
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- Cae trdmg hep bénh Iy néo da dwee béo ¢do & bénh nhin khi si dung baclofen & ligu didu i, hi
phuc sau khi ngdmg digu 1, Céc ticu chitng bae gﬁm budn ngi, suy gidm mive di ¥ thite, hi ldn,
rung gifit cor vis hén mé.

- Wiy xudt hign cae déu higu cia bénh 1¥ nio, nén ngung sir dung baclofen.

Niitrg trivdmig hop ke

- Baclofen nén duge sie dung hét siic thin trong & nhiing bénh nhin dang didu wi @ng hoyvdt 4p
(xem myce Tieang ide, tromg ky vl cde thade Ehde),

- Baclofen nén dugre st dung thin trong & nhimg bénh nhin bj tai bién mach mds nfo hofic suy ha
hép hofic suy pan,

- Do cée e dyng khbng mong mubn di xay ra hom, nén ap dyng lidu cdimg thidn trong cho ngdd
eao tudi v bénh nhin bj co cimg co ¢b ngudn gde nfio (xem myc Lidy lirgrng).

Sy thiin

- Ciic ditu hidu qua lidu d1 duge quan sdt thiy & nhing bénh nhn suy than ding baclofen v Tiky
hom § mg mdi nghy. Nén thin trong khi sir dung baclofen & nhimg bénh nhiin suy thin v chl nén
ding cho nhimg bénh nhin sy thin gial dogn cudi (bénh thin man gial dogn 5, GFR < 15
wmliphi) néu lgi fch mong doi Lom hon nguy co tiém &n (xem mue Lidn lirong vit cach divwg), Cae
didu higu v trigu chimg thin kinh coa qué lidu, bao gbm cic bidu hien 1im shng et bénh nio
nhiém dije (v dy nhe 10 n, mét phong buéng, budn ngd va suy gidm ¥ thic) di duoe quan s
théy (& nhimg bénh nhin suy thin ding beclefen duimg uing v lidu trén Smg mii ngdy va & liéy
5mg mii ngdy & nhitng bénh nhin suy thin giai dogn cudi dang duoe didu tr hiing tham phén mdu
man tinh. Bénh nhéin suy thin cin duge theo dbi chil che dé chin dodn som chc trién chimg ngd
dic.

- Cite truimg hop ngh die baclofen 43 duge bdo cdo & nhimg bénh nhiin suy thén cip (xem mye
Chovet lién vi edch i ).

- Clin die bi¢t thiin rong khi kéy herp baclofon v cac thude hode san phim thude o6 thé anh hurdmg
ding ki dén chire nang thin, Cln theo dai chil ché chire niing thin va difu chinh lidu ding
baclofen hing ngdy cho phit hop 48 ngn npim npd die baclolen.

- Bin canh vide ngimg diéu tr, thim tdch méu khéng theo lich trinh ed thé duge xem xé nho mi
phirong phip didu trj thay thé cho nbiiag bénh nhin bj ngd dic baclofer nang, Thim tich méu
gitip logi bi baclofen khai eo thé mt cich bigu qud, lim gidm cde tridn chimg Mm sing cia qud
L3 v il nggdin thivi gian hdi phue & nhimg binh nhin ndy.

Rai logn tidy nige

- Trong qué tinh digu trj biing baclofen, cée réi Jogn thin kinh dnh hesmg dén vige lim oo béng
quang ¢ thé i thign, Bénh nhin ni tei ob tidn s Ging treong lye co thiit, o6 thé xdy ra tinh
trang bi tidu r.ép tinh; cdn thin trpng khi s dung thude cho nhimg bgnh nhin ndy.

Neienge thube dit e

- Luén phai ngtmg dif tef (i kbi xay m tée dyng phu nghiém trong) bing cch pidm lidu din din
trong Khodng thii gian khodng 1-2 tudn, Trgng thii lo du v 10 1n, mé sang, 4o gitc, i1 loan tim
i, lumg cam hode hoeng widng, co gidl (ugng thii djng kinh), loan vin dng, ohip tin nhanh,
ting thin nhigt, tigu co viin v co clmg oo tgm thii néng hem nhir hign tegng hoi phye va [Ang
trwong lue co 4 dge bio cdo khi ngimg baclofen dét neiit, 43 bigt 14 sau khi ding thude daj
g,
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- o gifit & ted 5o sioh 41 dwge bio cho sau khi fiep xhie voi baclofen duimg ubng trong 0 cung
(xem mye Sir dpng thude cho phy niE ed thai va che con bii).

= Do oy, nin ngimg dhidu trj ciin ddn (trir khi xiy ta tic dyng phy nghigm trong) bing cich giam liéu
lidn e treng khodng thiv gian khoing 1-2 tudn,

A€l nghigm _

- Tromg mét s0 truomg bop hidm gip, ndng df aspartate aminotransferase, phosphatase kidm va
glucose (rong hu_'..rél thanh di dupe ghi nhén ting cao. Chin thue hign ede xét nghigm cfin lim sing
thich hop & nhimg bénh nhin mic bénh gan hode dii thio dugmg de dam hdo khing e thay déi
néo do thude gly ra dbi vod cie bénh by nén nay.

Tir thié vét thing Ela"'ng ) o
- Baclofen nén duge st dyng thin tepng khi cin co cimg co dé duy i tr thé thing dimg v thing
hﬁng khi vin dbng (cem muye Lidy iwomg vi edeh dimg).

Bénly whan nli Khoa

- Dit ligu lam sing v@ vige sit dyng baclofen cho tré em dudi mét tubi con tit han ché, Viée sirdyng
cho nhém hénh nhin ndy nén dum rén s edn nhie el bae sTvé loi lch v npuy co oba ligu phap
didu tr ¢ho timg hénh nhén,

Cianh bio fa dirge

- Lactose: Do sdn pham ndy cd chivg 16 divgre lactose mongdprdear, Bhing nén dimg cho niviomg béak
shiciat e6 vidn 88 dfi travdn hicm ogp vé Eidne dung nap salactose, thidu loclase, hode kéne hap thi
glucose-galactose, ' o

- Hém foeormg i Thudie niy ed chira dda T mmel (23 mg) natri frong widi dom vi phén ligu, vé
ooy bin diuroe xem nhoee “khdng chilm natri ™.

SU DUNG THUOC CIIO PHY NU €O THAL VA CHO CON BU:

Sir dyrg thude cho phu nit e thai:

- Trong thai ki, d3c biét 14 trong 3 thang i, chi nén sir dung baclofen néu vige sir dyng 18 thire s
cfin thidt. Cén cin nhic ke lutmg loi fch cha viée didu tri cho newdi me so voi nhimg nguy o o
thé xdy ra cho té, Baclofen di qua hiing rio nhay thai.

- Ciie phan g phu & thai nhif tré sorsinh

Car grifit san sinh & tré sor sinh 38 dwge bao cio sau khi tiép xie: trong U7 cung vai baclofen duwomg

udng {(Xem mue Cenl bdo va thin tromg ki dimg thirde).

Str dynng thiide eho phy it cho con bi:
[} nhimg ba me dimg baclofen & lidu didu 1, hoat chét & vio stta me, nhung véi leeng it nho nén
khfing i thc dung Khdng mong mudin ndo 461 voi ted so sinkh,

Kha nding sindy san
Khéng e sin dir liéu,
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ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANIT MAY MOC:

Baclofen co thé gy ry cde e dung phy nhir chng mat, an thin, bubn npd va suy gidm thi lye
ixem muc Tde dung khong mong mudn cia thede), o thé 1am gidm khi ning phan tmg ciaa bénh
nhén, Bénh nhin gip cde 14¢ dung phu ndy nén duge khuyén cao khimg 147 xe hodic viin hinh mdy
M.

TUONG TAC, TUONG KY CUA THUOC:

Levodapad Thude fre ché dopa decarboxplase (DDC) (Carbidopa)

-0 ihimg bénh nhin Pakinson dang diu L béug_ baclofen vit levodopa (don dée hogc kit hop véi
chit (e ché DDC, catbidopa), ¢4 ¢b bio cdo vii thih traug 10 lin, 4o gite, bubn ndin va kich déng.
Cée trigu chimg Parkinson nding hon efing di dupe bédo oo, Do da, cin thin tong khi dimg déng
thixi baclofen va levodopa'carbidopa.

Thude pdy tre ché b thin kinh trieng womg (CNS)

- Thng the dung an thin oo the xdy ra khi ding du:;'l-ng thén baclofen v cdc thute khde giy fre ché hé
thin kinh trung wong, bao gf‘,‘nm cic thude gidn oo khac (nher tizanidine), v thuiic phién Eéug hop
hotic vl rgu (xem mye Anh lhudng coa thute 18n kha niing 140 xe, vin hinh may moc).

- Mguy co @e ché hi hilp cling ting 1&n, Ngodi ra, ha huyét 4p di duge béo edo khi sir dung ding
théri morphine vi baclofen tiém méang eimg. Vige theo ddi cin thin chite ning hi hip vi tim mach
la 7t cin thiét, dac biét 12 & nhimg bénh nhin ndi trd c6 bénh tm phoi va yéu co hd hap.

- Bigu trf trude bing baclofon ¢ thé kéo dii thai gian giy mé bing lenlanyl,

Lithivm
- 5 dung df‘lﬂg thoi baclofen dutmg uong va lithium lam tram trgng thém ede gy chirg tang
ding. Do A6, chn thin tong khi sit dung ddng thii baclofien val lithium,

Theie chéng trim cam ba vong
« Khi diéu i dbmg thoi voi thude chbng Wdm cam ba vong, ¢ thé lam ting e dung cia baclofen,
din dén gidm trwong lye o ed 1L

Thrde didu trj ting huyér dp
- Dimg déng thii Baclofen va thude diéu trf ting huyet dp o khd ning lam giam huyét a9 gud miie,
pén diéu chinh ide thude didu uj wng huyél dp.

T nhén ldm gidm chic nding thin
- Thute hoje cie sin g::hﬁm y khoa tic ddng dang ké dén chie ning thin cd thé lm gifm thai tr
baclofen ddn dén e dyng wiy dOC (Xem myc Cdafr bdo wa thdin trpng Kind ofiing I.I'u.n:f:.;l.

Torermg ky:
Do klidng b cae nghién elru v tinh wong ky oia thude, Khdng Udn 8n thude ndy vi cie thade

khsde.

TAC DUNG KHONG MONG MUON CUA THUOC:
- The dung khing mong mudin xay ra chii véu khi bt diu didu trj (vi dy: an thin, budn ngi, budn
nén), hoge khi ting litu qud nhanh, hay khi sir dung litu cao hofe & bénh nhin cao tudi. Cic tic
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dung khimg mong mudn thirdng thedng qua v cd thé gidm hode bidn mit khi ghim lifu; higm oo

triérng hop nghiém trong bt bude

ngimg thuiic.

- Nééu bucn ndn kéo dai sau khi gidm liéw, khuvén cio nén wng baclofen chumg vai thive in hodic

VTt 5T,

- & nhimg bénh nhin ¢d titn siv binh tim thin hofic tai h:::n mach mau niio (vi du it quy) ciing
obwr & bénh nhin cao (i, cde tae dung khéng mong mudn o the nghiém irong hon,

- Ha thap ngudmg co gidt va co gidt e thi xay ra, diic bigt & nhing bénh nhin dng kinh.

- O mt st benh nhin ¢ sy ting co cimg whw mit phén img nghjch ¥ vl thude.

- Miie df gidm lruemg lpe co khing mong muin khida bénh nhin kho di lai hoe khé e chiing do
hom 6 the xdy m va thudmg xuyén ed thé thuykn gidm bing cich didu chinh lidu (vi du gidm lidu
chiing trong ngay v of the ting liéu vio budi thi).

Cdie tde dung khing mong wudn duge phin theo tin suit co quy woe nhy sau it thudng gip (2
17109, thwomg gip (= 1/100 dén < 1710}, it gip (21/1.000 dén < 17100), hidm gp (= 1/10.000 dén <
1/1.000), wthiém gip (< 1/10.000), chwa £ tin suét (khing thé ude tinh tir dit lidu ¢6 sin).

Thrirng, i Khing ri
Hithéng |  sip it géip Efllr,']“;'“ﬁgf;;n Rkl | ks ke
corquan | (@00 | (= L/LOOD) e i ;ﬁﬂmm tinh i di lidu
dén <1/10) ' ) e siin)
Boi logn hé (i méan cam
thing midn
dich
Roi logn hé | An  thin, | Khé miéng, suy | Dj cim, !Ir:;an viin Hii chitng |
thin kinh I:luﬁnug._ﬂ hi I1ﬁp. chodng | ngén, loan v npang  thée khi
viing, mét mdi, | glie ngty, bnh nito
trang thai I Lin,
chang mit, dau
diu, mdt g,
tram  cAm, tdm
phiin khich, dau
co, yeu co, mél
diéu  hoa, T,
rung  gidl  nhin
ciu, &0 gide, de
_ mng,
R loan Roi logn  diéu _
it liét, suy gidm thi
[y re
Réi logn tim Ett}; gEm cung |
Jnanh [ tam
RAi  loan 'l Hag huyét dp
migeh imdu _
Réi loan hé | Budnnin | Rbi lopn tigu hda,
tidu héa | ndn kham, nbn,
- | tio bdn, tigu chay

|

r §

' - N



https:/ftrungtamthuoc.com/

ARk e s B

" Roi logn hé Chirc niing gon

gan mit bét thudmg

Kol loan da | Tang it md hai, | May day; :|'1,|nE

vl mb dudi phét ban e

da

Réi  logn Khé tigw, tiéu rat | Bi tiéu

thin va hé vi dii déim

tiét nigu

| Réi logn hé Rii logn erong RO loan chite

| sinh sin v duromg ndng tuh dye

tuyen wil _

R6i  loan Hy  thén | Hpi chimg cai

toin thin vi nhiét thutc {xem

che  vi o phfin Ceh beo

diing thube vl Hin drpng
khi dimg thude)
Suig  mil vh
phil ngoai bién

Xét nphiém o ljln];- ----- E,, lucose
huyét,

Bio cio phin ing ¢é hai (ADR): Bao céo cée phin mg o6 hai duge nghi ngdr cia thude san khi
luu hénh 18 rét quan irgng. Mé cho phép theo dii lién tye 1y 1€ gitia loi fehvii 1o cha thabe. Chc
chuyén gia y tf tién hanh céing hi cdc phin g o6 hai duoe nghi ngd thing qua hé thﬁmg o cdo
quoc gia vé théng tin thube v theo dii phan tmg cd hai cia thude (Trung tm DI va ADR Quéc
gia),

THONG BAO NGAY CHO BAC ST HOAC DUYC ST NHONG PHAN UNG €O HAI GAP
PHAT KHI SU DUNG THUGC

QUA LIEU VA CACH XU TRi:

Tvign chimg:

- Cae trigu chimg dic timg 14 e ché thin kinh trung wong hode bénh ndo: budn ngi, suy gitm ¥
thinz, suy hi Ilﬁp, héin mié.

- Ciie trifu chimg khde oling ¢b thé by m: & tai, 16 ldn, &0 gide, kich ding, 161 loan difu tiét, mét
phin xa dbng tir, gidm truong hye eo todn thin, rung gift co, giém phin xa hodic mit phin x4, co
giiit, dign ndo ¢6 bt thudmg (hinh thii bimz phat e ché vi séng ba pha, dién ndo &8 chim todn
thidn), gidn mach neogi hign, ha huyét ap hodie tng huyét ap, nhip tim chdim, nhip tim nhanh hodic
logn nhip tim, hg than nhié, budn nén, ndn, liku chiy, lang lét mde bol, thng men pan, gid b
SGOT vit AP, tiéu co vin. Bénh nhin sny thin cd thé xudt hién cde diu higu qué [idu npay cd khi
diing baclofen dudtmg uing liu thﬁp {xem mye Lidu hoomg v each ding; Canh bido vl thiin trang,
ki dimg thude).

- Tinh trang c6 thé xdiu di néu dimg dong thai nhidu chill hogie thufic tac diing ¥n b thin kinh trung
wong (vi du: Rurou, diazepam, thube ching trim cam ba véng).
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Lok xw vi:

- Chura ¢6 thude gidd dbe dic hicu.

- Céin dp dung ede bicn phap hd tryp v ditu e rigu chitmg cho cde bién chimeg ohur ha huy €l dp, 1ang
huyét &p, co gift, wbi Iugn titu hoa va suy hi hép hodc tim mach,
- Vi thudie ducre bhai 18t chi yéu qua thin, nén cdin truyén nhidu dich, e6 thé két hop v thude Toi
tién. Thim p|h"'tn mén (¢4 khi khing theo lich hen) ed thé hitg ich trong triimg hop ngd die ning
lign quan dén suy thin (xem mye Chrh bio va than trong khi dimg thude).

PAC TINH DUQC LU'C HOC:

Ma ATC: MOZE X01.

Nhém thude: Thube chiing co cimg ¢ cit sing.

-Baclofen la mit thude ching co cimg téc ding 1én o6t sbng, La odn xudt cin axit gamma-
atninobutyrie {{:AHA} khéng lién quan vé& mil héa hoe véi cde thube chiing co thit khac
- Haclofen irc ché din truyén phin xa dom synap va da synap, ¢6 thé bing céch kich thich cée thy
thé GABAB, Sir kich thich nay lai (re ché sir giai phong cic axit amin kich thich ghitamate va
aspartate. Baclofen khong anh huimg dén dfin truyén thin kinh co.

- Nhitng Igi ich chinh efia buclofen dén tir khi ndng lim giam co thit co gip ely dau va chimg gist
rung 1y phal, tir 46 gitp bEnh nhin d2 dang viin ding, ting khd ning tu lip vA hd try phyc hi
chife ning.

- Baclofen cling ¢6 tic dyng gidm dau. Stre khoe wog quat thudmg duge cai thign va it phy m tac
dung an thin hom so v chc thube tie déng 16n hé thin kinh Irung womg.

- Baclofen kich thich tiét acid da day.

DAC TINH DUGC DONG HOC:

Hep thu

Raclofen duge hip thu nhanh chéng vi hodn todn qua dudmg tiéu hia. Sau khi udng lidu don (10-30
mg), nong &§ dinh wong huyét tong dat duoe sau 0,5 dén 1,5 gl va dien tich dwdi duimp cong 13
1& thudn v licy diing,

Pl bél

Thé tich plén b cta bactofen 13 0,7 Vke. T4 I lign ké protein huyét tromg khodng 30% va o dinh
trong I;huang n-ﬁng dd tlr 10 nanogram/mi dén 300 microgram/ml. Nong di hoat chét trong dich néio
tiy thdp hon khodng 8.5 lén so véi trong huyét tuong.

Cliyén hia
Baclofen duge chuyén héa vii of 12 nho. Qué trinh khir amin ¢& teo thiwh chit chuyén hoa chinh 1
axit f-{p-chlorophenyl)-4-hydeoxybutyric, khng c6 hoat tinh duge 1.

Fhai v

Thivi gian ban thii ciia baclofen trong huyét trong trung blnh tir 3 ¢én 4 pily.

Haclofen clyw thiti trir phiin 1&n dudi dang khing d6i. Trong vong 72 gitr, khodng 75% liéu dimg
durgre béi et qua thin, trong 86 khoang 5% 13 chéit chuyén hoa.

Cide ahem @88 tpng diic bige
Negireri ceer el (8 65 tudi b Jén)

e



| https:/ftrungtamthuoc.com/

Mhrere ding hye clin boclofen & bgnh nhidn cao tudi gln nlwr twong tr nhir & bénh ahin dudi 65 wéi,
Sau khi uing mét lidn duy nhét, bgnh nhin cao tudi cb te dd dao thai chim hen nhumg ndng 46
baclofen tan thin twong duong vii ngudi lon dudi 65 tudi. Ngoai suy nhimg két qui ndy ¢ didu
tri dla lidu cho thily khéng co sy khdc bigt déing ké vé dupe djng hoe gifra bénh nhin dudi 65 twii va
bénh nhdn can tudi,

Tri em

Bau khi wing Baclofen 2,5 mg & e em (1 2 dén 12 whi), Cmax 13 62,8 + 24,7 nanogam/mi v
Tmax trong khodng 0,95-2 giér 48 durgre bdo cdo, DG thanh théi huyét tong trung bink (C1) 13 3159
mlfgitvkg; thé tich phin bd (Vd) 13 2,58 Ukg; vi thirl gian bén thai (T1/2) 1 5,10 it dd duge béo
CED,

Sty gar
Chua ed dit lidu nghién ciu due ddng hoe dwee ghi nhin & binh nhin suy gan sau khi ding
baclofen. Tuy nhiln, do gan khing doag vai ird quan trpng trong viée thai tir baclofen, nén khéng |

:l:-
=
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chiic L'fmg duge dgng hge cia baclofen s& thay doi & mite cb y nghia lm sang & bénh nhin suy pan. »

Sty théin

Chira 6 nghién ci duge ddng hoe 1im sing cé 48 chimg néo & bénh nhin suy thiin sau khi ding
baclofen, Baclofen chi yéu duoe déo thai dusi dang khang dai qua nude tidu. DT lid néng di
trang huyét tuong tha thap & bénh ihin wir dlang thim phin mau man tinh hoje suy thin con ba cho
théy dd thanh thii ciia baclofen gidm ddng ké v thii gian bén thai coa baclofen ting lén & nhimg
bénh nhin ndy. Vide didu chinh lign haclofen dira trén nong dé todn thin nén dwpe cin nhie & bénh
nhin suy thin, vi thim phin méu kip théi I3 mit bién phip hidu qua dé déo nguoe luong baclofen
tich 1ty trong hé tudn hodn toin thin.

QUI CACH DONG GOT:

Hip 3 vl x 10 vién; Hop 6 vi x 10 vién; Hop 10 vi x 10 vién,
Chai 100 vién; Chai 200 vién,

BAOQ QUAN: Nhiét di khiing qua 30"C, trinh dnh sdng va fim
HAN DUNG: 36 thing ké tir npay sin xubi.

TikU CH UAN: Tiéu chufn cor siv.

NHA SAN XUAT: CONG TY TNHH Dirge Phém BV Pharma,
Din chi: 56 18 Buimg L8 Thi Soe, Ap 16, xi P 11da Déng, Thinh phé H& Chi Minh, Viet Nam,
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