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R,- Thuéc ban theo don

PHARMACLOFEN

Baclofen 10 mg

Doc ky huong dan truée khi dang. Tham khéo y kién béac sTdé cé
thémthong tin

“ THANH PHAN

Mai vién nén PHARMACLOFEN chira 10 mg Baclofen va cac ta
dwoc: Microcrystallin  cellulose, Lactose monohydrat, Dibasic
calcium phosphat, Colloidal silicon Dioxid, Sodium starch
glycolat, va Magnesium stearat.

, ' DUOC LUC HOC

Baclofen la mot thudc gidm co thét co xwang qua mire. Thude cd

——tacdyngircchédantruyénphan xa da xinap va don xinap&tuy

s6ng. Sau khi ubng, thuéc dwoc hap thu nhanh va gan nhu hoan
toan qua dwong tiéu hod, dat ndng do curc dai trong huyét thanh
sau 1,5 gio. Khodng 30% baclofen lién két véi protein huyét
thanh. Khodng 70% dén 80% thubc dwoc thai trir theo dwdng
niéu & dang khong ddi, phan con lai dwoc thai trir theo phan.

DUQ'C DONG HOC ;

Hap thu: Baclofen hap thu nhanh va hoan toan qua dwéng tieu
héa. Sau khi udng 1liéu (10-30mg) ndng d6 dinh dat dwoc trong
huyét twong ghi dwoc sau 0,5 dén 1/5 gio va dién tich dudi
dwdng cong ty 1& thuan véi liéu dung.

Phén b6: Thé tich phan bb ctia baclofen 1a 0,7 I/kg va ty 1& gan
protein khoang 30%. Trong dich nao tly, ndng dé chéat cé hoat
tinh thap hon khoang 8,5 1an trong huygt twong.

Chuyén héa: Baclofen duwoc chuydn hoa véi ty 1& nhd. Khir
amin dé tao thanh chéat chuyén héa cl:\inh -(p-chlorophenyl)-4-
hydroxybutyric acid, la chat khéng con hoattinh.

Thai trie: Thoi gian ban thai trong ﬁuyét twong cua Baclofen
trung binh 3 dén 4 gio. ty 1& bam proteln huyét twong khoéng
30%.

Baclofen dwoc dao thai chi yéu & dang chwa chuyén héa. Trong
vong 72 gi®, khoang 75% liéu dung dwoc dao thai qua than
trong d6 khoang 5% da bi chuyén hoa

CHI BINH

Céc chirng co thét (co that co xwong qua mirc) trong céc trudng

hop sau: - Xo cleng rai rac - Cac ton thwong tuy séng khac (vidu —cGahoat dong/thaotac.

: u tuy séng, bénh réng tuy séng, cac bénh than kinh van dong,
viém tuy ngang, chan thwong tuy séng ) - D6t quy mach mau nao
- Liétdo n&o - Viém mang néo - Chan thwong dau

'LIEU LUONG VA CACHDUNG

Liéu dung cia PHARMACLOFEN tuy thudc vao tirng ca nhan.

Nén bét dau bang liéu thap sau do téing liéu tir tir ti khi dat duoc
dap (rng téi wu (thdng thuong tir 40 - 80mg, tirc 4- 8 vién
PHARMACLOFEN)
Phac db khuyén cdo nhw sau:

5mg baclofen (1/2 vien PHARMACLOFEN), 3 lan/ngay trong
3ngay

10mg baclofen (1vien PHARMACLOFEN), 3 lan/ngay x 3
ngay

15mg baclofen {1'/, vién PHARMACLOFEN);-3 lan/ngay.x 3

ngay

20mg baclofen (2vien PHARMACLOFEN), 3 lan/ngay x 3
ngay
Sau d6 co thé tang thém liéu nhwng khéng qua 80mg
(8vién)/ngay (2 vien PHARMACLOFEN, 4 [an/ngay)
Nén dung liéu thdp nhét co dwoc két qua t6i wu. Néu sau mot
thdi gian dung thudc khong mang lai két qua, nén giam liéu tir
tir rdi ngwng didu tri.

““'CHONG CHIDINH

Bénh nhan mén cam véi thude hay cac thanh phan ctia thuéc.
; THAN TRONG

Rut thube dét ngét: Trong trwéng hop rut thube dot ngét, co thé
xay ra o giac vé thj giac va thinh giac, Ian, lo lang xay ra cung
v&i nhip nhanh va va mé hdi, mat ngt va tinh trang co cirng ting
nang.

“Do vay, ngoai trir khi bj cac tac dung phu nang, can glam thube
tlr tlr trwde khi ngwng nham tranh cac triéu chirng rut thuée &
trén.

Bénh nhén bj suy gidm chirc ndng than: Do thubc chl yéu
chuyén hoa & dang nguyén trang qua than nén can than trong
khi diing thuéc cho nhém bénh nhan bj suy gidm chirc néng than
va co thé phai giam lidu duing trong trudng ho'p can thiét.

Dot quy: Baclofen khdng co hiéu qué véi bénh nhan bi dét quy.
Cacbénh nhan nay it dap tng véi thudce.

An toan khi diing thuéc cho tré em dwéi 12 tudi chuwa duoc thiét
I&p nén khong nén dung thuéc cho nhém bénh nhan nay.

Do thubc co tac dung an than nén phai canh bao bénh nhan
dang duing thudc sw nguy hiém cé thé xay ra khi ho van hanh
may hoac lai xe va cac thao tac can sy than trong. Ciing lwu y
bénh nhan, thubc cé thé 1am ting tac dung trén than kinh trung
wong clia riegu va cac thudc an than kinh khac.

Can than trong khi duing baclofen trong truwéng hop s co clrng
dwoc ding dé git thang béng va tw thé dirng thang khi van dong
hogc bét ky khi nao nguoi ta can sy co clrng dé tang hiéu qua

Dac biét lwu y khi dung thubc cho benh nhan bj dong kinh hoac
cé tién st bi co giat. V&i cac bénh nhan nay, trong qua trinh diéu
tri can danh gia thwong xuyén tinh trang bénh va dién néo dd do
thinh thoang da c6 hién tweng tinh trang co giat va dién nao dd
cta bénh nhan cé nhitng biéu hién xau khi diéu tri bang
baclofen.

Ciing can than trong khi duing thuéc cho bénh nhan bjloét duwéng
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tiéu hoa, rdi loan tam than néng, ngudi cao tudi cé nhirng bénh
v& mach n3o va bénh nhan dang dung thubc diéu tri tang huyét

ap.
PHU NU* CO THAI VA CHO CON BU

Do6i véi phu niv cé thai: Chuwa biét rd tac dung clia baclofen 1én
thai nhi. Thay thubc can can nhac gitra loi ich va nguy co tru’éwc
khiduingthuéc cho phu n ¢6 thai. ol

Thei ky cho con bu:

Lwong Baclofen bai tiét vao stra qua nhé dé gay nguy hiém. Tuy
nhién, can duoc tw van bac sy hodc duoc sy trudc khi dung
thuée.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH

MAY MOC

Baclofen co thé gay ngti ga ngti gat vi vay co thé anh hudng dén
kha nang lai xe va van hanh may moc. 3

TUONG TAC THUOC

Khéng nén s dung déng thoi véi cac thube twong tac voi
baclofen. Tuy nhién mét sé thubc twong tac véi baclofen van co
thé sir dung ddng thdi nhwng can dac biét can than. Trong
tredrng hop nay, bac sy clia ban co thé thay dbi lidu hodc mét sb
can trong khac néu can. Pidu quan trong la ban nén théng béao
vOi bac sy hodc dwge sy ctia ban néu ban dang duing cac thube
khac, d4c biét 1a cac thube sau: thubc chéng trdm cam 3 vong
hodc thubc rc ché MAO, thuéc trc ché than kinh trung wong,
ibuprofen, thuéc ha huyét ap, thuéc loi tiéu, thuéc chéng dai
thao dwong, carbidopa/levodopa, alcohol

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung phu thuéng gap lién quan téi baclofen bao gém trang
thailo mo, chéng mét, yéu va mét méi thoang qua. Cac tac dung
phu khac duocliétké dwéi day:

Thén kinh tam than: Dau dau (<10%), mat ngd (<10%), va hiém
gap cac trwong hop sang khoai, kich thich, trAm cam, I&n, ao
giac, cam giac kién boé dwei da, dau co, U tai, néi kho, réi loan
phdi hop, run, cirng do, rdi loan trwong lwc, méat didu hoa, nhin
mé, giat cAu mét, lac mét, co ddng ttr, gian ddng t&r, nhin ddi,
loan van ngdn, co giat

Hé tim mach: Ha huyét ap (<10%), mét sé it treong hop bi kho
thé, danh tréng ngwe, dau ngwe va ngét.

Hé tiéu hod: Budn ndn (gan 10%), tao bon (<10%), va mét sb it
trwdng hop bi khé miéng, chan &n, réi loan vi giac, dau bung,
noén, tiéu chay, va phan cé mau.

Tiét niéu sinh duc: Tidu nhidu (<10%), va it gap: dai dam, bi tiéu,
kho tiéu, bat Iwc, réiloan ciong, tiéu dém, tiéu ramau.

Céc truong hop khac: Ngira, phat ban, phit mét ca chan, ra md
héi nhiéu, tdng can, nghet mi.

Mét sb trerng hop anh hwdng téi than kinh trung wong va tiét
niéu sinh duc lién quan t¢i bénh hon 1a do dung thuéc gay ra.

M6t s it trwdrng ho'p tang SGOT, phosphatase kiém va dweng
huyét.

M6t s6 bénh nhan tang co clrng, ciing c6 thé gép giam truong
Ic co khdng mong mubn va thudng gidm di khi didu chinh liéu.
Cén théng béo cho bac sy ngay néu gip bét ky tic dung
khéng mong muén nao néu & trén

QUA LIEU VA XU TRi
Déu hiéu va triéu chirng:

N6n mUra, gidm trong lwe co bép, budn ngu, rdi loan diéu tiét,
tinh trang hén mé, suy ho hép, va co giat.

Céc dAu hiéu va triéu chirng trén c6 thé trdm trong hon néu ding
cung v6i thube khac nhuw rwou, diazepam, thudc chdng tram
cam 3 vong.

Céch xcrtri:

Diéu trj triéu chirng. V6&i cac bénh nhan cé dau hiéu qua liéu, can
lam rdng da day ngay béng cach gay non sau dé rira da day.

V6i nhikng bénh nhan khong con tinh tao niva, trwdc khi riva da
day can dat ndi khi quan cho bénh nhan, khéng dwgc gay non.
Duy tri hé hép, khéng dung thuéc kich thich hé hap. Gidm
trwong lwe co ¢6 thé xay ra véi co ho hdp nén can dwoc hé tror
hé hap.

Do thudc thai trlr chli yéu qua than nén can gidp cho bénh nhan
di tiéu nhidu. Trong trwéng hop bénh nhan bj suy than va ngd
ddc nang phai tién hanh thAm phan.

: THONG TIN THUOC

_— TR W -

Trinh bay: Chai HDPE, 100 vién/chai

Bao quan: Nhiétdo dwdi30°C.

Han dung: 48 thang ké tir ngay san xuét

Tiéu chuén ap dung: TCCS

Lwuy: -Déxatdmtayclatréem
-Doc ky hwéng dan str dung trieére khi diing
-Néu can théng tin xin héi y kién ctia Bac Si

NHA SAN XUAT

PHARMASCIENCE INC

6111 Royalmount., Suite 100

Montreal (Quebec) Canada H4P 2T4
Tel: 514 340 9800 Fax: 514 340 9920
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