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BAMIFEN
Vién nén
Chi dugre dung theo don

1. TRINH BAY:

M&i vién nén gdm: Baclofen ........... 10 mg

T4 duore: Microcrystalline Cellulose, Povidone, Lactose,
Maize Starch, Pregelatinised Starch, Magnesium Stearate,
Talc and Colloidal Silicon Dioxide

Bamifen Ia gi va str dung né lam gi

Baclofen, hoat chdt cla Bamifen, 1a mdt din xuft cia
gamma-aminobutyric acid thuéc nhém thudc lam gidn mén
co do tac dung lén than kinh trung urong. N6 lam gidn chi
y8u d6i véi cac co bj co giat dac biét khi co bj kich thich do
cac tin thurong & than kinh trung rong hodc do bénh.

2. CHi DINH

Bamifen dugc chi dinh dé giam co cirng co' van trong cac
rdi loan nhu: xo clrng rai rac, cac thuong ton cit sdng khac
vi du u tuy s6ng, bénh rdng tuy séng, bénh noron than kinh
vén dong, viém tuy ngang, chan thurang mdt phan tuy song.
Bamifen ciing dugc chi dinh cho ngudi Ion va tré em dé
giam co cirng co van do tn thurong mach méu néo, liét ndo,
viém néo, t6n thurong do chén thuong dau.

Lwa chon bénh nhéan 1a khau rdt quan trong trong viéc bat
dau digu tri bing Bamifen; thudc dudng nhur hiéu qua nhat
khi diing cho bénh nhan bj cirng co' do thidu nang véan dong
va/hoic bénh nhan dang vat Iy tr liéu. Khéng nén khuyén cao
diéu 1rj cho dén khi co tinh trang co cirng.

3. LIEU DUNG VA CACH DUNG

Theo chi dan cua bac sy

Nguai lon:

Nén téng ligu mdt cach tir tir nhu sau, tuy nhién nén digu
chinh dé phu hep

v@i tirng bénh nhan.

5mg x 3lan/ngay trong 3 ngay

10mg x 3lan/ngay trong 3 ngay

15mg x 3lan/ngay trong 3 ngay

20mg x 3lan/ngay trong 3 ngay

Véi lidu d8n 60mg/ngay thudng da kiém soat t6t dugc cac
triéu chirng, nhung viéc danh gia thudrng xuyén cén than la
can thiét d6i voi mdi bénh nhan. Co thé ting lidu mét cach
tir tor néu cén thiét nhung khéng khuyén céo ligu t6i da mét
ngay trén 100mg trir khi bénh nhan dang dugc didu tri trong
bénh vién dudi sir giam sat cin thén cla bac sy.

Trong mét s8 trudrng hep, chia thude thanh cac iBu nho t6t
hon khi dung thudc vai khoang cach gilra cac ligu Ién. MGt
s6 bénh nhan dung Bamifen chi vao budi i dé giam dau do
co thét co gdp. Tuong tu, ding 1 lidu khoang 1 gior trudre
khi thire hién mét viéc cu thé nhur rira ray, méc quan ao, cao
rau, vat Iy trj liéu thurérng 1am bénh nhan dé van dong hon.
Khi da dat tGi ligu khuyén céo t6i da, néu khong thdy higu qua
didu tri trong véng 6 tuan, nén can nhac t&i viéc co nén tiép
tuc ding Bamifen nira hay khong.

Ngurdi cao tudi:

Nén bat dau diéu trj bang liéu nho, lidu dung sau do ¢o thé
diéu chinh dan dan dya trén nhirng dap (rng cua bénh nhan
khi durgc theo doi mot cach can than.

Tré em:

Nén ding liéu tor 0.75-2mg/kg thé trong. Tuy nhién, tré em
I&n hon 10 tudi, ligu t6i da mot ngay co thé la 2,5mg/kg thé
trong. Thuréng bt dau didu tri bang lidu 2.5mg chia thanh
4 an trong ngay. Nén tang liéu mét cach cén than, khoang
cach gilra cac [an tang lidu la 3 ngay cho dén khi tim dugc
lidu phi hop d6i véi mbi bénh nhan. Ligu khuyén céo hang
ngay dé digu trj duy tri nhu sau:

Tré em tudi tr:

12 thang dén 2tudi: 10-20mg;

2 tudi - 6 tudi; 20-30mg;

6 tudi - 10 tudi: 30-60mg

Bénh nhén suy giam chire néng théan:

Khuyén céo dung lidu thap, vi du khodng 5mg/ngay.

Bénh nhéan trong tinh trang co ctrng do néo:

Tac dung khéng mong mudn thuéng hay xay ra & nhirng
bénh nhan nay.Vi vay, nén xem xét li8u mot cac rat cdn than
va nén ¢6 ché do theo ddi thich hgp.

Néu dung mét lidu I6'n ho'n liéu binh thrdrng:

Trong truéng hep ding 1 liéu Ién hon binh thudng, dirng
dling thuéc va ngay 4p tirc bao cho bac s¥.

Céc triéu chirng cia qué ligu: ngl ga ngu gat, 1an, giam phan
xa, kho ther, ha huyét &p, rdi loan van ngdn, giam trurong lyc
co, hén mé.. Cling cb thé xudt hién trAm cam, nhjp tim cham,
tut nhiét dd, budn noén, non, tiéu chay, tang LDH, SGOT va
AP.

Digu trj: khdng c6 thudc gii doc dac hiéu dé digu tri qua ligu
baclofen. Co thé diing cac bién phap hé trg chung nhur rira
da fgy, diing than hoat va ding cac dung dich ciing nhv
i tiéu.

Néu quén khong udng Bamifen:

Néu phai udng thudc nay mdt céch lién tuc va quén khéng
dung 1 liéu, nén udng liéu dé ngay khi co thé. Néu théri diém
nhé ra da ngay gan thai diém dung ligu thudc tiép theo,
khéng dung liéu da quén ma dung thude theo dung lich trinh
cli. Khéng ubng gép dbi liéu. Tu van bac sy néu quén dung
thudc hon 1 ligu.

4, CHONG CHi BINH

Qua mén v&i baclofen, loét da day-a trang.

5. THAN TRONG VA CANH BAO

Nén than trong khi ding Bamifen cho bénh nhén bj tén
thuong mach mau nao, dong kinh, rdi loan tam than, loét
tiéu hod, va ngudi cao tubi. Nén bét dau tang lidu tir tir.
Trir khi xay ra tac dung khdng mong mudn nang, khi ngirng
digu trj nén nglrng bang cach giam lidu tir tir trong khoang 1
dén 2 tuan trurére khi ngirng han. Trong thanh phan cua san

phdm nay co chira lactose, bao véi bac sy trude khi ban

dung thuéc nay néu bac sy cua ban néi ban khéng dung nap

duge mét s6 loai durdng :

6. PHU NU" CO THAI, CHO CON BU:

Thai ky:

Khéng khuyén céo sir dung Bamifen trong thai ky. Tu vén

bac sy hodc dugc s§ trudc khi ding bét ky loai thude nao.

Theévi ky cho con bu:

Lugng Baclofen bai tiét vao sira qua nho dé gay nguy hiém.

Tu vén béc sy hodc dugc sy trude khi ding bét ky thude

nao.

7. ANH HUO'NG DEN KHA NANG LAI XE VA VAN HANH
MAY MOC:

Bamifen co thé gdy ngu ga ngu gét vi vay co thé anh hudng

dén kha nang lai xe va van hanh may méc, Trach sir dung

dd an/udng co con. :

8. TAC DUNG KHONG MONG MUGN CUA THUGC:

Gidng nhur tat ca cac thudc khac, Bamifen co thé gay ra cac

tac dung khéng mong mudn.

Cac tac dung khéng mong mudn hay gap nhat I1a: réi loan

than kinh trung rang (budn ng, ngu ga ngu ngat, budn nén,

trc ché hé hdp, ndng ndi, mét moi, kiét sire, 10 1&n, hoa mét,

dau dau, mét ngl, khoan khoai, tram cam, yéu co, mét van

ddng, run, tram cam, &c méng, dau co, rung giat nhan cau,

khé miéng, cam giac khac thudng, rdi loan van ngdn, giam

ngudng co gidt hodc co giét), réi loan giac quan (r6i loan digu

tiét, rdi loan thij giac, loan vj giac), cac réi loan trén dudng tiéu

héa ( budn ndn, rdi loan tiéu héa nhe tao bon, tiéu chay va

nén, dau bung), cac rdi loan trén hé tim mach (ha huyét ap,

giam chirc nang tim mach), cac r6i loan trén hé sinh dyc tiét

nigu ( tiéutign thudrng xuyén, dai dam, kho di tiéu, bi tiéu, bat

lyc), rdi loan chirc ndng gan. cac rdi loan trén da (tAng tiét

md hoi, phat ban).

Mot s6 bénh nhén tang co cirng, cling co thé gap giam

truong lyc co khdng mong mudn va thuéng gidm di khi diéu

chinh liéu.

Can théng bao cho bac sy ngay néu gép bét ky tac dung

khéng mong muén nao néu & trén

9. TUO'NG TAC THUGC

Khéng nén sir dung dong théi véi cac thude tuong tac vai

baclofen. Tuy nhién mét s6 thudc twong tac véi baclofen van

c6 thé sir dung ddng thai nhurng cén déc biét can thén. Trong

trudng hop nay, bac sy cla ban cb thé thay déi liéu hodc

mdt s6 cén trong khac néu can. Diéu quan trong la ban nén

thong béo véi bac s§ hodc dugce sy cua ban néu ban dang

ding cac thude khic, dac biét 1a cac thubc sau: thube chdng

tram cam 3 vong hodc thudc trc ché MAO, thudc (rc ché than

kinh trung wrong, ibuprofen, thudc ha huyét ap, thudc Igi tiéu,

thu6c chéng dai thao dudng, carbidopallevodopa, alcohol.

10. CAC PAC TiNH DUQ'C LU'C HOC

Bamifen la thudc chéng co clrng tac dung lén cft sdng, 1a

dan xudt cua gamma-aminobutyric acid (GABA), cong thirc

c4u tao hoa hoc clia Bamifen khéng lién quan dén cac thudc

chéng co clrng khac.

Bamifen lam giam d&n truy&n phan xa don sinap va da sinap,

cb thé do kich tich GABAB-receptors, sir kich thich nay dan

dén (rc ché giai phong cac amino acid ¢o tac dung kich thich:

glutamate va aspartate. Syr dan truy&n than kinh co khong bi

anh huéng bai Bamifen.

Lgi ich chinh clia Bamifen 1a kha nang gidm dau do co thét

co' gép va giam giat rung tv phat vi vay téing kha néng di

chuyén ctia bénh nhan, tang tinh chu ddng va kha nang hoi

phuc cho bénh nhan.

Bamifen ciing co tac dung khang nhén cam dau. Thudng

cai thién t6t hon va tac dung an than it hon céc thude tac

dung trén than kinh trung wong. Baclofen kich thich da day

bai tiét acid.

11. CAC PAC TiNH DU'Q'C DONG HOC

Hép thu: Bamifen hap thu nhanh va hoan toan qua dudng

tiéu hoa. Sau khi udng 1 lidu (10-30mg) ndng dd dinh dat

dugec trong huyét trong ghi dugc sau 0.5 dén 1.5 gidr va

dién tich duéi dudrng cong ty 18 thudn véi ligu diing.

Phén b6: Thé tich phan bd cla baclofen 14 0.7 Ifkg va ty 1&

gén protein khoang 30%. Trong dich néo tly, ndng d6 chét co

hoat tinh th&p hon khoéng 8.5 l&n trong huyét trong.

Chuyén héa: Baclofen dugc chuyén héa vi ty 18 nho. Khir

amin dé tao thanh chét chuyén hba chinh -(p-chlorophenyl)-

4-hydroxybutyric acid, la chat khdng con hoat tinh.

Thai trir: Théri gian bén thai trong huyét tuong cla Baclofen

trung binh 3 dén 4 gi&. ty 18 bam protein huyét tuong khoang

30%.

Baclofen dugc dao thai chi yéu & dang chura chuyén hoa.

Trong vong 72 gidr, khoang 75% liéu ding dugc dao thai qua

thén trong do khoang 5% da bj chuyén hoa

12. HAN DUNG: 60 thang

13. BAO QUAN:

Bao quan & dudi 25°C, tranh anh séng, tranh m va dé xa

tam tay véi cla tré em,

14. TIEU CHUAN CHAT LUONG

Tiéu chuén Dugc Dién Anh 2008.

Tén va dja chi nha san xuét:

Remedica Ltd: Ahamon Street, Limassol Industrial Estate, 3056

Limassol, Cyprus

Tén va dja chi nha dang ky:

Cong ty TNHH Dugc Phdm Nhat Anh (19-C12B Hoa Lan,

Phudérng 2, Quan Pha Nhuén, TPHCM) 3

Doc ky huré'ng dén sir dung trurdc khi ding.
Néu cén thém théng tin xin hoi bédc sy hode duorc sy
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