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Rx

MAXXFLAME®-B 10

Baclofen 10 mg

Thude nay chi dimg theo don thube
Doc kit huedng dan sir dung trude ki ding
Dé xa tim tay tré em
Théng bio ngay che bdc st hedc dwgce st nhimg wic dung khéng mong muin gdp phai khi sie dung th wic

1. Thanh Qhﬁn: Mdi vién nén chira:
Thenh phdn hoat chdt:

Baclofen ....cooooieiieiieice e e L0 MG

Thénh phdn td duge: Manitol,
Microcrystalline cellulose, Natri lauryl sulfat,
anhydrous silica. Magnesi stearat.

2. Mé ti san pham:
Vién nén hinh tron, mau trang, mot mat tron, mot mat co

logo MM dip trén vicn.

Pregelatinized starch,
Colloidal

3. Quy cich dong poi: Vi bam nham — nhom, 10 vién/ vi.
Hop: 1 vi, 3 vi hoae 10 vi.

4. Han diing ciia thude: 24 thang ké i ngay san xuit.,

5. Picu_kién bio quin: Bio quan o nhi¢t d§ dudi 30°C.
Tranh anh sang truc tiép va noi am uot.

6. Tiéu chudn chit lwgng cia thude: TCCS.

7. Tinh chit

Duge lue hipe
MaATC: MO3B X0!

Baclofen la mét din xudt cia GABA (acid gamma-
aminobutyric), ¢é phuong dién hda hoe khong lién quan t5i
cac thudc chonﬂ co thit khic va tac déng dén tiy song,

giam co ¢img va co thit.

Baclofen tc ché dan truyén phan xa don synap va da synap
6 12 bing cach bit chude cac thu thé cia GABA, su bat
chude nay lan lugt lam e ché su phong thich cua cac
amino acid kich thich glutamat va aspartat. Baclofen khong
anh huéng dén dan truyén thin kinh co. Baclofen ¢d thé tac
dong tai nhiing diém trén gai tao ra cac chét tc ché thin
kinh trung wvong.

Dirge dong hoc

Hap thu

Baclofen duoc hip thu nhanh va hoan toan & duéng tiéu
héa. Nong dé dinh trong huyét twong dat duroc khoang 0,5-
1.5 gitr sau khi udng 1 liéu (10-30 mg) va dién tich duei
dudmg cong ty 1& thudn vai lidu ding.

Phdn bé

Thé tich phian bd cua baclofen 1a 0,7 kg, Thude lién két
voi protein khoang 30% va khéng déi véi ndng dé thude tr
10 nanogam/ml dén 300 microgam/ml. Trong dich nio tuy,

ndng d6 chat ¢ hoat tinh thdp hon khoang 8.5 lan trong
huyét tuong.

Chuyén héa

Baclofen dugc chuyén héa véi ti 1é nho. Khir amin dé tao
thanh chét chuyén héa chinh la acid B-(p-chlorophenyl)-4-
hydroxobutyric khéng co hoat tinh dugc Iv.

Thai e

Thoi gian ban thi cta baclofen trong huyét tuong la
khoang 3-4 gid.

Baclofen duge dao thai chi véu & dang chua chuyén hoa,
Trong vong 72 gid. khoang 75% licu diung duoe dao thai
qua thén trong d6 khoang 5% da bi chuyén hoa.

Cic ddi tiwong dic biét

Ngueii gia (i 65 tuoi tra lén)

Duge dong hoc cia baclofen ¢ nguoi gid gin nhu giong &
bénh nhén dudi 65 woi. Sau khi ubng lidu duy nhét, sy thai trir
cham hon & ngudi gia nhung tidp xic toan than tuong tw voi

ngudi lon dudi 65 tudi. Phép nooai suy cic két qua nay dé
diéu tri da licu cho thay khong cd sur khic biét dang ké vé
duoe dong hoe gitra bénh nhin dudi 63 (WOH Vit neroi g,
Tre em:

Sau khi uéng vién nén baclofen 2.5 mg & tre em (i 2
12 tudi), Coux 18 62,8 + 28.7 nanogam/ml vé T, Khodng
0,95-2 gi0. DG thanh thai trung binh huyét tuong (C1) 315.9
ml/gio/ g; thé tich phan bo (Vd) 2,58 ke: va thoi gian bén
hay (T),) 1a 5,1 gi¢ da dugce bao céo.

Bénh nhdn suy gan.

Khéng ¢6 dir lidu vé duge dong hoc o bénh nhan suy gan
sau khi dung baclofen. Tuy nhién, vi gan khdng co vai tro
quan trong trong loai trir baclofen, nén khong chic duoc
dong hoe cua baclofen s¢ bi thay ddi dén mic ¢6 ¥ nghia
lam sang o nhimg bénh nhén bj suy gan.

dén

Bénh nhdn suy than:
Chua ¢é nghién ciru 1am sang vé duoc déng hoe 0 nhirng
bénh nhén suy thin sau khi ding baclofen. Baclofen duge
dao thai chu yéu ¢ dang chua chuyén héa. It dir liéu ndng
da huyét tuong dugc thu thip & bénh nhdn nir duoe tham
tach mau man tinh hodc suy thin c¢on bl cho lhé}- giam do
thanh thai va ting thoi gian ban hiy cua baclofen trén
nhitng bénh nhén nay. Viée didu chinh lidu baclofen dia
vao nong @6 toan than nén xem xét ¢ cic bénh nhan s
thén, tham tich mau nhanh 14 phuong phép hicu qua dé
dao ngurge baclofen thira trong hé thong win hoan.
8. Chidinh
MAXXFLAME" -
- Giam sy co cing cua ¢o ty chu do cac roi loan nhu 1a
da xo cung va cac ton thuong col song khace bao gOm:
cac khéi u & tiy song, bénh vé day théan kinh vén dong.
rong thy wng, viém tiy ngang, chan thuong mot phan
cua tay song.

- Gidm su co ciung cua co khong o chu ¢ ngudi [on va
tré em do cac bénh Iy nhu bai ndo. tai bién mach mau
nio. chan thuong dau va viém ménu NEo.

B 10 duge ¢hi dinh trong cac truong hop:

Chi nén bat dau diéu tr]
Cung di duoc on dinh va (*uﬂ" thuoc mot cé (:l|| /
thude ¢6 thé ¢é lgi cho nhirg bénh nhin bilco ldfng iy
tré ngai cho nhiing hoat déng hofic vt Iy I*;u_
Tré em:
Bacloften duoc chi dinh cho nhiing bénh nhan tr 0 dép
du6i 18 tudi dé didu tri triéu chimg co s co cing Nual
phat tir ndo, dac biét 1a nhiing tré so sinh bi liét ndo. ciny
nhir sau khi bi tai bién mach mau ndo hodc co biéu Imﬂ
ciia khdi u hodie thoai hoa nio.
Baclofen ciing dirge ding dé didu tri chimy co that eo do cac
bénh ciia ¢6t song nhu: viém, thoai hoa, chan thuong, khdi u
h(}ZL(, khong ro nﬂufm LGL nhir da X0 eling, co elng do liét con
b(]]'l" N0y Lll'l‘lL leo co I'nO] bt']'l IDI’ L, 1ll} \iIOTI" VILI'I"J. ‘I.I\
ngang, b liét hai chi duéi do chan thuong va niy séng bi ép
chat.

9. Li¢u lrong-Cach ding
Liéu ditny
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Trude khi bat ddu diéu trj thi tong thé pham vi cai thién
lam sang ma bénh nhén co thé dat dugc phai duge danh
gia thuc 1é. Cén phai xac dinh lidu dung can thin (dzc biét
la & ngudi gia) cho dén khi bénh nhan 6n dinh. Néu liéu
khoi ddu qué cao hogce liéu duge tang qua nhanh, thi ¢6
thé xay ra téc dung phu. Diéu nay dic biét ¢o v nghia o
nhiing bénh nhin dang vin dong dé giam thiéu su yéu co
o) rlhung chi khong bi anh hudng hodc nhitng ving bi co
cling can phai ho trg.
Neudi lén
Ché d6 liéu nén duge tang tir tir nhu sau nhung cd thé
phai didu chinh liéu d& phu hop véi nhu cu cna ting
bénh nhén:

o 5mgx 3 lan/ ngay, ding trong 3 ngay.

o 10 mg x 3 lan/ ngay, ding trong 3 ngay.

o 15 mgx 3 lan/ ngay, dung trong 3 ngay.

¢ 20 mg x 3 lan/ ngay. dung trong 3 ngay.
Kiém soat diy du triéu chimg thuomg dat duoc o licu 60 mg/
ngay nhung viéc diéu chinh liéu can than la can thiét ¢é dap
ing yéu cau cua timg bénh nhan. Liéu ding co thé tang lén
tlr tir néu cén, dé liéu i da cho mot ngay khong qua 100 mg,
trir khi bénh nhén dang ¢ bénh vién dudi sy giam sat y té
chat ché. Trong mot sb truomg hop thi ché do lidu nho ding
thudmg xuyén, co lgi hon so voi liéu ¢6 khoang cach 1én hon.
Ngoai ra, mot 50 bénh nhan co thé dugre loi tir viée chi ding
thuc vao budi toi dé chong su co that co gap gav dau.
Tuong tu, ding liéu don khoang 1 gio trude khi thue hién
cdc cong viec cy thé nhu: giat, cao rau, mac do va vat Iy tri
liéu thuong sé cai thién kha nang clr dong.
Khi da dung liéu t6i da duge khuyén cdo mé hi¢u qua dicu
trj van khong rd rang trong 6 tuan thi nén xem xét cé nén
tiép tuc diédu trj voi baclofen hay khéng.
Tré em (0 dén dudi 18 tuéi)
Viéc diéu tri thuong duoc bt diu & muie lidu rét thip
(twong img voi khoang 0.3 mg/ kg/ ngay). chia licu 2-4
l&n diing (nén chia thanh 4 lan).
Nén tang liéu mot cach than trong, khoang céch ting lidu
la khoang 1 tudn, cho dén khi dap tng du nhu cdu cua
timg tré. Lidu dung hing ngay cua diéu tri duy tri thuong
dao dong trong khoang 0,75 — 2 mg/ kg can ning. Tong
liéu dung cua mot ngay khong vuot qua 40 mg/ ngay o tré
dui 8 tudi. O tré trén § tudi thi liéu ding hing ngay toi
da c6 thé ding 12 60 mg/ ngay.
MAXXFLAME®- B 10 khéng thich hop sir dung cho tre
cé can nang dudi 33 kg. Tre cd cdn ning dudi 353 kg nén
chuyén sang cic dang bao ché khac phi hop hon.
Ngzm: gra
0] nguoi gia ¢o thé nhay cam hon véi cic tac dung cua
thube. dac biét trong thai gian diéu tri ban diu. Do do, khi
bit ddu diéu tri nén dung lidu thap, va liéu duge tang dan
dya vao ddp ang dudi sy giam sat can than, Khong co
bing chimg cho thiy trung binh muc liéu t6i da cudi cung
khac vai bénh nhan tré
Suy then
O nhiing bénh nhén bj suy thin hoac chay thin nhén tac, thi
nén chon lidu thip nhét cha baclofen la khoang 5 mg/ ngay.
Nhitng bénh nhdn ¢ chirng co ciing xudt phdt tie ngo
Céc tac dung phu co kha nang xay ra nhiéu hon ¢ nhing
bénh nhén ndy. Do dé phai hét strc than trong khi dua ra lich
trinh ding thudc va bénh nhén phai dugc giam sat thich hop.
Cich ding
Thudc duge dung dudng udng.

10. Chong chi dinh

- Qué man cam v&i hoat chat hodc bat kv ta duoc nao clia
thude.

— Loét da day ta trang dang hoat dong do baclofen kich
thich tiét acid da day.
— Bénh réi loan chuyén hoa porphyrin.

11. Canh bio va thin trong:

C6 the 1am ndng thém nhiing roi loan tam than nang khi
dicu tri vai baclofen. Nhirng bénh nhéan co cac bénh Iv nay
nén duge dicu tri mot cach than trong va co sy giam sal
chit ché.

Baclofen ciing ¢6 thé lam ting nhimng biéu hién clia dong
kinh nhung c6 thé ding thude dudi su giam sat thich hop
va diéu tri chong co gidt phi hop duge duy tri.

Baclofen nén duwgc ding hét sie thin trong o nhiing bénh
nhan dang diéu tri tang huyét &p,

Baclofen nén duoe dang than trong ¢ nhitng bénh nhan bi
tai hién mach mau ndo. suy ho hép. suy gan hodc suy than.

Baclofen kich thich tiét acid da day va nén dung than

trong & nhing bérh nhan ¢o tién si vé loét da day ta trang.

Khi diéu tri v&i baclofen, nhiing r6i loan than ¢ kinh anh
huong viée lam tréng bang guang co thé duoc cai thicn,
nhung ngwee lai nhitng bénh nhin bi tang truong luc co
vong thi ¢ thé gay ra bi tiéu cip, nén phai dung thude
than trong & nhiimg bénh nhén nay.

Vi nhiing truong hop hiém gap cua tang néng do SGOT.
phosphatase kiém va glucose trong huyét thanh da duoe
bdo cao. nén cac xét nghiém thich hop phai duge thyre
hign ¢ nhitng bénh nhin bi bénh gan hodc bénh dai thao
dutng dé dam bao rang khong co cac thay déi do thude
anh huong dén cdc bénh tiém fn nay.

Ngung thube: tinh trang lo du va nham lin, do giac, tim
thin, hung cam hodc hoang tudng, ching co gidt (trang
thai dong kinh). nhip tim nhanh va xudt hién tam thoi hién
wong ning 1én cioa tinh co cimg da duge bao cao khi
ngimg baclofen dot ngdt. dic biét la dung thude trong thoi
gian dai.

Vi vay, thube ludn luén nén duoc ngung it (trie khi xay
ra nhimg tac dung phu nghiém trong) bang cach giam lién
tuc trong khoang thai gian tir 1-2 tan.

Tré em

Dir ligu lam sang han ché ve viéce dung baclofen o tre em

dudi 1 ol Dang thude ¢ nhitng doi tugng nay nén dua o s

trén sy ¢dn nhic cua béac si vé loi ich doi vai bénh nhian va,, o,

nguy co cla dieu tri.

12. Sit dung thude cho phy nir ¢ thai

Cac nghién ciru trén dong vat thay ca doc tinh sinh san.
Neguy co c¢ thé xdy ra ¢ ngudi hién nay chua rd. Fuy.
nhién, trong thol gian mang thai, dic bigt 1a ba thang dau,

thi chi nén dung baclofen néu thire su cdn thiét.\Nhing lgi
fch diéu tri mang lai cho me phai dugce cén nhigvcah
d@é tranh nhimg rui ro ¢6 thé xay ra cho tré. Baglofen qua
duoe nhau thai.

13. St dung thude cho phu ni cho con ba

(O nhimg ba me dung baclofen & mire liéu diéu tri. thi
luong hoat chat di vao sia me vt it va khéng vay ra
nhitng tac dung phu cho tre so sinh,

14. Anh hudng l6| kha m’mg 14i xe va vin hanh may maoc

Baclofen ¢o thé o gdy budn neu. giam t@ap trung. chong ma
va choang vang. Bénh nhan nén duge canh bao ring néu
bi anh hudng thi khong nén lai xe, van hanh may moc
hoge tham gia cac hoat dong ma cd thé neuy hicm cho ban
than hoac ngudi khac.

I15. Twong tic thudc

Ruow, thuoe giam lo du va thude ngn: ruou va cac chong
tram cam trén than Kinh trung wong ¢o the lam 1ang dnh
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huéng ciia baclofen trén thin kinh trung vong (budn ngu
vao ban ngay, trang thai lo mo) va nén tranh ding chung.
Thude gay mé: ding baclofen trudc co thé kéo dai thoi
gian gdy mé cua fentanyl.
Thuée chéng tram cam ba vong: thube chéng trim cam ba
vong ¢6 thé 1am tang tac dung gidn co cia baclofen, dan
dén giam truong luc co nén ¢an than trong khi ding dng
thai baclofen va thude chdng trim cam ba vong. Ngoai ra,
thude chdng trim cam ba vong co thé gdy ra budn ngi va
chéng miat ¢o thé lam tang céc tac dung phu cua baclofen.
Thuoe ha }'myé? ap va thude loi tién: hoat tinh ha huyé[ ap
cia baclofen ¢6 thé duoce tang [én khi ding déng thoi voi
cae thude ha huyét ap va thube loi tiéu. Co thé phai diéu
chinh lidu néu ding baclofen cho nhitng bénh nhan dang
dimg ligu phap ha huyét ap.
Dopaminergics: khong nén dung ﬁong thoi levodopa va
baclofen. Nhirng bao cao vé 40 gidc. nham 1an, dau dau va
budn nén phat trién & nhimg bénh nhén Parkinson trong
gian doan ngan sau khi ding baclofen. Tuong tac nay
duoc cho la do baclofen lam tang cac tac dung phu.
Li 1i: nhimg bénh nhan duoc dung li ti va baclofen déng
thoi thi nén duge theo doi su tang nang nghiém trong cua
cde triéu ching tang dong, dac biét 1a nhimg bénh nhin b
chimg mia giat Huntington.
Memantin: memantin c¢6 thé lam thay déi hiéu qua cua
baclofen.
NSAIDs: boi vi nhitng tac dung phu ¢ thé co trén chirc
nang than, nén cdc thube NSAID c¢6 thé gian tiép lam
giam bai tiét cua baclofen,

16. Tic dung khéng mong mudn (ADR):
Tic dung phu rit thieong gip, ADR =1/10
Hé than kinh: an than, budn ngi.
Hé tiéu hda: budn non.
Tiic dung phu thwong gap, 1/10 >ADR =1/100
Hé than kinh: kho IT]I::T]E, suy ho hép, mé sang. mét moi,
I Iﬁn chong mat, nhire ddu, mdl ngil, rim cam, (am trang
phan khich, dau co, suy co, mat diéu hoa vin déng, run,
rung giat nhan ciu. ao gic, ac mong.

Méit: rbi loan diéu tiét, suy giam thi luc.

Tim mach: suy giam cung lugng tim.

Mach mdu: ha huyét ap.

Tiéu hda: voi loan tiéu hoa, ndn khan., nén. tac bon, tiéu chay.
Da v mé dwdi da: tang tiét md hoi. phat ban.
Than va tiér nidu: kho tiéu, ticu rat va dai dam.
Tic dung phu hiém gap, 1/10.000<ADR<1/1.000
Hé than kinh: di cam, loan cdn ngdn, loan vi gidc,
Tiéu hda: dau bung.

Gan mdt: chirc ning gan bat thuong.

Thén vé tidt niéu: bi tiéu.

Hé sinh san: r6i logn cuong duong.

Tie dung phy rit hiém gip, ADR < 1/10.000
Todn than va cde vi tri diéu tri: ha than nhiét.

Tic dung phu cd ty I¢ gdp chira ré

San xudt va phén phéi boi:

CONG TY CO PHAN DUOC PHAM AMPHARCO U.!

Khu Céng Nghiép Nhon Trach 3, Xa Hiép Phuoce, [uyén Nhon Trach
566202
kB AMPHARCO U.S.A

Dién thoai: 02513-

(%]
L

H¢ than kinh: hi ching ngung the khi ngu*.

*eac ca cd hdi chimg ngung the khi nga da duge béo céo sau
baclofen & lidu cao (= 100 mg) & bénh nhin nghién rugu.

Tim mgch. nhip tim chdm.

Dava ma dwdi da: may day.

Toan thdi va cde vi i disng thuoe: hoi chimg cai thude
bao gbm co gidt sau sinh o tré so sinh sau da duoc béo cdo
sau khi tiép xtc trong 10 cung véi baclofen ding duong
uéng.

Xér nghiem: tang glucose méu,

Cach xi tri ADR:

Cac tac dung phu chi véu xdy ra vao lic bat dau diéu tri
(nhu: an than, buéﬂ ngd va budn nén) khi tang lidu qua
nhanh, khi ding liéu lén, hodc ¢ ngudi gia. Cac tac dung

phu thuong tam thoi. va cd thé giam dan hoac hét han khi
giam lidu, cdc tic dung phy hiém khi nghiém trong dén
murc phai nglmg thudc.

Baclofen nén duge udng kém voi thie an hodc sia néu
van con budn nén sau khi giam liéu.

Ha thip ngudng co gidt va nhimg con co gidt ¢6 thé xay ra,
ddc biét 4 nhitng bénh nhin déng Kinh.

O nhing bénh nhan ¢o tién siv bénh vé tam thdn hodc roi
loan mach mau ndo (nhu dét quy) hay bénh nhan cao tudi.
tac dung phu ¢6 thé nghiém trong hon.

Mat s6 bénh nhin da biét bi tang co cimg nhu maot phan
(mg trai nguoe vai thuoe.

Giam. lI’llD'Il” lue co o mire khing mong muan kam cho bénh
nhan di} Iq! hay LhOﬂ" dd co the kho khin - ¢o thé xav ra va
thuong thuyén giam bann cach diéu chinh lidu (te la aiam
lidu dung-n?ng ngay va co thé tang lid1 budi toi).

17. Qu lidu va chch xii tri

Tricu c:’imf(g

Céc dau,ﬁmu dac trung la (e ché hé than kinh frung vong
nhu lmﬁ trang budn ngd, suy giam y thire, suy ho Imp han
mé. Cac tridu chiing cing co thé say ra la nham 1an. ao
giac, kich dong, réi loan su diéu tiét, mat phan xa déng .
giam truong luc co néi chung, giam hoac mat phan xa ¢
co. co gidt. giin mach mau ngoai vi. ha huyét ap. nhip tim
chidm, budn nan, non, tiéu chay, tang tiét nude bot, ting
cac gia tri LDI1, SGOT va AP.
Tén thuong trong tinh trang nay ¢ thé xay ra néu ding cic
chét holic céc thuée khac nhau téc dénﬂ trén hé than kinh, vi
du nhu rrou, diazepam. thude chéng ram cam bayvang cin
mat thai diém. Cac tricu chimg ¢6 thé xay ra o n\p \ou M
hon o nhirng bénh nhan bi suy than hoac o nguoi 17&

X fri:
Khong ¢6 thude giai doe dac hidu. Loai bo thuoe qua
dudng Licu hoa (gay non. rua da day. nhimg bénh nhin
hon mé. budn nga hode giam phan xa (thi nén dit noi khi
quan trude khi gay nonj, ding than hoat tinh: néu cin
thiét thi ding mudi nhudn trang: trong suy ho hap thi plmi
tién hanh ho hip nhan tao cing nhu cic bién phap ]m o
chire nang tim; gdy ho hip nhan tao hodc hd trg ho hip va
duy tri tich cuc chire nang tim mart cich hop 1y,

[Fax: 02313-566203
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