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o'Betasertn 24 *g,
24 mg betahistine dihydrochloride

Dgc kiJru6'ng d6n sri'dung trudc khi dtng.
DG xa tflm tay tr6 em.
Thdng b6o ngay cho bic sf hoic du'g'c si n
sii'dung thu6c.
Thu6c bdn theo do'n.

f{N -2+{f'
lg,t -19/tel Lattr

hfi'ng tic dung kh6ng mong mu6n gnp phii khi

Thirnh phin, d4ng bho chii

Betaserc@ 2! 
^g 

li vi6n ndn trdn, hai.m4t l6i, c6 khfa, mdu ,r:lng, xi6n g6c..Vi€n c6 duong kfnh
l0 mm, kh6i luo.ng kho6ng 375 ryg. O mQt mat vi€n ndn c6 khfa vir khic s6 289 d mdt b6n crha

khfa. Vi6n ndn ndy dtrng duong u6ng vd c6 chfa 24 mg betahistine dihydrochloride. Vi6n nen 24
mg c6 th6 duoc chia lhrn hainua bing nhau. Tuy nhi6n, muc dich cria duo.ng khia chi dC tgo di6u
ki6n cho vi6c b6 vd vi6n thu6c girip u6ng thu6c d0 ding chf kh6ng phdi dC chia vi0n n6n thdnh 2
li0u tuong duong.

T6 duoc (thdnh phAn kh6ng ph6i ld thu6c): cellulose vi tinh th6, mannitol (F421), acid citric
monohydrat, silica khan d4ng keo vd b6t talc.

Quy cdch tl6ng g6i
HQp 5 vi.x l0 vi€n vd hQp 5 vi x 20 vi6n
Vi ldm bang PVC/PVDC vir nh6m.

Duoc luc hoc
SAN PHAM CHONG CHONG MAT
(N: hQ.thAn kinh trung uong)
Co'chtl t6c dung cria Betah.istine du-o. c biet mqt phAn-

In vitro: betahiitine t4o di6u ki6n cho viQc d5n truydn histamine do tilc dr,rng d6ng vdn m6t phAn

tr0n thp th6 Hr vd t6c dung d6i van trOn tiru th6 H3.

OOi vOi d6ng vdt, Betahistine lim gi6m ho4t dQng diQn crJra no-ron da xy-n6p cria nh6n ti€n dinh
sau ti6m tlnh mach.
Betahistine kh6ng co titc dqng an thdn.

Duqc tlQng hgc
Betahistine duoc h6p thu nhanh vi hoin toirn sau khi uOng.

Thri'c 6n lhm chdm d6ng kC sy h6p thu cta betahistine nhung kh6ng ldm gi6m lugng thu6c dugc

h6p thu.
N6 dugc ddo th6i qua th6n du6i dang mQt chdt chuy€n h6a 2-pyridyl acetic acid.

Thoi gian b6n thdi xdp xi 3.5 gio
Dio thdi hohn tohn trong 24 gid

Chi dinh
OiCu tii triQu chfng cria ch6ng m4t t6i ph6t li6n quan ho{c kh6ng li6n quan d6n 6c tai.

Li6u lugng vir c6ch dtng
Li6u.luqng , . ..:
Thu6c naiaann cho nhffng b6nh nhin cAn mQt li6u betahistine 48 mg m6i ngiy. Sir $Ung li6u

,hil.ffig*g "a",*:*g tiop'ttt6c. Vi6n nen bptaSERC@ 24 mgsE dugc dirngv6i liAu I vi6n,

hai ldn m6i ngiry, t6t nhat v6ithfc 6n.
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Trd ,

Kh6
li9y
Doi
vi d
tuor.

em vd thanh thidu ni€n
ng ndn dtng BETASERC'B'
v6 tfnh an todn vd hiOu quA.
luong ngu'di cao tu6i
fi'li6u han ch6 o'nh6m b€nh

24 mg cho tre em vd thanh thi6u ni6n du6i lg tu6i vi thi6u dfi.

nh6n ndy, betahistine ph6i duoc sri'dung th6n trong 6 ngudi cao

Suy thQn
Kh6ng c6 dir li6u tr6n b6nh nh6n suy th6n.
Suy gan
Kh6ng c6 dfr'liCu tr6n b6nh nh6n suy gan.
Thdi gian di6u tri
Tho'i gian di6u tri duqc de nghi ld til'2 dOn 3 th6ng. C6 th€ I4p lai dot di6u tri nhu Id m6t di€u tri
li€n tuc ho5c di6u tri girin aoan, tuy thu6c vdo tinh trang l6m sdng.

C6ch dtng
ThuOc ph6i duoc nu6t nguy6n vi6n v6.i m6t ly nu6c.

Ch6_nS chi ilinh
. MAn c6m vdi m6t trong c6c thinh phAn c0a thu6c
. Ciic dot lo6t da ddy-t6 tring
. U tuy€n thucrng thdn

Cinh b6o vi th{n trgng ilic biQt khi sfr dung
BQnh nh6n hen cln dugc-theo doi cAn than tion"g khi dtng betahistine (nguy co co thit phd qudn).
Vi€c u6ng thu5c ctng vdi thric an.girip phong ngira dau a4 aay.
Betahistine kh6ng thich hop d€ di€u trj c6c di6u ki6n sau:
. ch6ng mat kich ph6t linh tinh.
. Ch6ng mAt kdm theo r6i loan thin kinh trung uong.

Tucrng t5c thu5c
C69 s6 liQu in vitro dd cho th6y c6c thu6c f'c ch6 MAO biro g6m MAO B (vi dg. selegiline) ri'c
ch€ chuydn h6a betahistine, vi v6y phdi thAn trong khi dtng d6ng thd'i betahistine vd c6c thu6c
fc ch6 MAO.
Betahistine c6 c6u tr0c tuo-ng tu nhu histamine, tuong t6c thu5c giira betahistine v6'i c6c thu6c
kh6ng histamine c6 th6 6nh huo'ng hi6u qu6 cta m6t trong s6 c6c thu6c ndy vC m{t ly thuy€t.

Khi mang thai vir thcri kj, cho con bri
Mang thoi
C6c nghi6n cri'u tr6n dQng v4t trong phdng thf nghiQm dE kh6ng nh6n manh l€n b6t kj, t6c dQng
gdy qu6i thai nho. Trong trud'ng.hop kh6ng c6 t6c dUgg g6y qu6i thai o dQng vdt, kh6ng c6 di
dang ndo xhy ra o ngud'i. Thuc t6, cho d6n nay, citc ch6t gdy di dang o ngudi d5 chung to ld g6y
qu6i thai o'dQng v4t trong cric nghi6n criu thuc hiQn tr€n c6 hai lodi.
HiQn tai chua c5 dfi' liQu c6 li6n quan ho{c d6y dt d€ d6nh gi6 liQu betahistine c6 g6y di d4ng hay
dQc tinh l6n thai khi dirng trong thai kj,.
Do d6, betahistine kh6ng n6n cluo. c sft dung trong thdi kj mang thai nhu mQt biQn ph6p phdng
ngira.
Cho con bil
Kh6ng c6 dft lieu dC khing dinh liQu betahistine c6 qua sfi'a me hay khdng. Nguy co kh6ng 16.

Do d6, kh6ng nOn cho con bri trong khi ding betahistine.
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Anh hu6'ng tdi khe ning l{i xe vi vf n hinh mr{y m6c
Betahistine duoc chi djnh v6i hQi chring Mdnidre vd ch6ng mdt tidn dinh. Cd hai b6nh ndy c6 th6
g6y t6c dpng ti€u 9!'g leq kh6 ndng l6i xe vd v6n hdnh m6y m6c. Trong cric nghi€n criu lim sdng
clu'oc thi€t kC d5c bi6t d€ di6u tra kh6 n{S l6i xe vd vdn hdnh m6y m6c, betahistine kh6n g ga,
inh huong holc 6nh 

'huong 
kh6ng d6ng k6.

Trlc dung kh6ng mong mu6n
Thudng gip:
. Dau da ddy, bu6n n6n, n6n, kh6 miQng vd ti6u chdy
It gap:_, 

.. Eau d6u, suy nhugc, bu6n ngi, phin rng quri m5n.
Hi6m g4p:
. GiAm ti6u cdu, n6ng dQ transaminase tdng

Qu{ li6u
C6c tri6u chr?49 tuong tu nhu c6c tri€u chring giry ra boi histamin.
Xri tri v6i thu6c kh6ng histamin.

Tuong ky
Kh6ng iip dung

H4n sfr ggng va tli6u kipn bio quin
3 n5m kO tu ngdy sin xudt.

Kh6ng b6o quin 6'nhiQt d0 trCn 30"C

86o quin nguy6n bao bi, d6 tr6nh 6nh s6ng.

Kh6ng dtrng thu6c qu5 h4n st'dqng ghi tr0n hQp thu6c

D6 thu6c xa tAm v6i vi tAm nhin cfia tre em.

Th6ngtin th6m
Sdn phAm nio kh6ng dirng hodc vat lieu thira cdn du-o. c ti6u huj'theo quy dinh cria co so.

Th6ng tin trong td huong d6n ndy cdn han chti. OC c6 th€m th6ng tin, xin hoi b6c s! ho[c dugc
s!.

Nhh sin xu6t
Mylan Laboratories SAS
Route de Belleville, Lieu dit Maillard
0 I 400 Chdtillon-sur-Chalaronne - France (Phep)
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