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To HUuNG o,N stJ oqtNe rruuOc
SaVi Betahistine 8

Dpc kj hrhng ddn st dung truhc khi ding
DA xa ftm tay crta fi€ em

Thudc ndy cht ding theo ilon cfia bdc sI
Thing bdo ngay cho btic st ho{c dngc sI nhtng tdc dqng khilng mong mudn g{p phdi khi st dyng thadc

e. nUfittre o,N sit our,rc rruudc cno
NGUOI BENH

THANH PHAN, HAM Lr.IgNG cirA THUOc
Betahistin dihydroclorid ..................... 5 mg
T6 dugc vLa thi.......... ...1 vi€n

(Silic dioryd keo, cellulose vi tinh tnii lOZ, acid citric
khan, crospovidon type B, manitol, talc, magnesi stearat).

uO rA sAx puAu
Vi6n ndn trdn, mdu tring, mQt mlt c6 chtl "SVP", mQt

mit c6 g4ch ngang.

QUY CACH D6NG GOI
HQp l0 vi x l0 vi6n.

Trruoc DUNG CHO BpNH Gi
Di6u tri hdi chring Mdnidre dd tlugc x6c dinh bdi ba
hi6u chimg co bin sau ddy:
- Ch6ng m[t.
- Suy gidm thinh gi6c.

- U tai.

NEx oUxc rHU6c NHIJ rHE NAo vA r,rtu
LTIQNG
C6ch dtng
Thu6c dtng <ludng ui5ng. Nut5t vien thu6c vdi nudc, uting
thu5c trong biia [n hoflc sau khi dn. Tuy nhi6n, thu6c c6

th6 gAy kich ring d4 ddy nhg (n6n, dau d4 ddy, dAy bung

vd dAy hoi). UOng thui5c trong bta 6n c6 thti girip gidm

bst c6c t6c dpng phu tr€n.

Li6u lu'gng

Ngudi lhn:
- LiBu kh&i dAu: 8-16 mg/li6u x 3 lAn. LiAu duy tri
th6ng thuong trong khoang 24-48 m{ngay. Li€u ding
khdng vuqt qu6 48 mg/ngdy.

- B5c sI c6 th6 s€ di6u chinh li6u tuy theo d6p img cria

m5i ngudi. DOi khi, sau vdi tuan diAu trl mdi th6y tinh
trang b€nh tlugc cii thiQn.

Trd em:

Kh6ng krhuyi5n c6o sri dpng thui5c cho tr6 em du6i l8
tu6i.

KHI NAO KHONG XTX NTINC THU6C NAY
- Qu6 m6n vdi betahistin ho{c b6t k! thnnh phAn ndo cta
thutic.

-Ngudi bf u tuy thuqng th4n vi betahistin ld mOt

histamin t6ng hqp c6 thti lim tang ti6t catecholamin tir
kitii u vd gdy t6ng huy6t 6p n{ng.

TAC DqNG KHONG MONG MU6N
Gi6ng nhu tit cit cdc loai thu6c kh6c, SaVi Betahistine 8

c6 th6 g6y ra mQt s5 tec dpng phg khdng mong mu5n,

mflc dir kh6ng phii xdy ra v6i t6t cd mqi ngudi.

Ngrng udng thudc vd g\p bdc st hofic ddn cdc co sd y
td gdn nhdt ngay ndu gfu bdt k) ttic ttqtng phy ndo sou
aayi
- Ph6t ban da tl6 hoflc nhi6u ndt sAn, mqn nudc; vi6m da

ngta.
- Sung m{t, m6i, lu0i hodc c6, kh6 thd.
- Ha huyiSt 6p.

- u6t y ttnic.
Thilng bdo cho bdc st ho{c drgc st ndu gqp bfu kjt ttic
dgng phqt ndo sau iIAy:

Thuong gfp, l/100 <ADR < l/10:
- HO ti6u h6a: Bu6n n6n, kh6 tieu.

- He than kinh: Dau dAu.

Chua rd tdn suiit:

- H6 miSn dich: Phan img qu6 m6n (vi dg nhu siic
phan vp).

- HQ ti6u h6a: Kich ung da ddy nhg (ndn, dau d4 dAy,

tlAy bung vd diy hsi). DiCu niy thudng c6 thrS tranh

tlugc bing cSch dirng thu6c trong bta [n ho{c gi6m
li6u dtng.

- Da vd c6c mO du6i da: Phin img qu6 m5n nhu mdy
tlay, phdt ban, ngfa, il{c biQt li phir mach.

xEx rnAxs DIING mrrJxc rHUOc HAy rn{,/c
PHAM ci xnr DANG st} nqxc rnu6c NAy
CAn th6ng b6o cho b6c sI ho{c dugc sI c6c thu6c kh6c

dang sri dgng ho{c vira st dpng kO ci c6c thu6c kh6ng kE

tlon. D[c biQt li c6c thu6c sau:

- Thuiic kh6ng histamin: Thui5c dnng d,5 didu tri diung.
- Thudc ric chii MrAO (monoamino-oxidase): Thu6c

dtng dti di6u tritAm cim hoic bQnh Parkinson.

cAx lArrr ci Krrr Mer LAN eutN KHONG
DUNG THU6C
N6u qu€n uting I lAn thu6c, b6 qua liAu qu6n uOng vd
dung li6u ti6p theo nhu lich th6ng thulng. I(hdng uting
g6p dOi li6u dO bt li6u qu6n u6ng $o{c h6i f ki6n b6c si
hay dugc si).

cAx nAo euAN rHUOc NAY NrilrrHf NAo
Nhiet d0 kt6ng qui 30 oC, noi kh6 16o, tr6nh 6nh s6ng.

NHI]NG DAU HIEU VA TRIEU CHI.ING KHI
Dt}NG THU6C QUA LItU
N6u u6ng qu6 li6u thutic, bQnh nhdn c6 th6 cdm thAy bu6n

ndn, n6n, ilau bpng, budn ngri.

cAx pnAr lAu ci KHr DUNG rHUOc euA
LITU KHITYTX CAO
N6u u6ng thui5c qu6 li6u, cAn nhanh ch6ng tlua nguli
b€nh di5n c6c co sd y tiS gin nh6t vd mang thu6c (vi thu6c

holc hQp thu6c) da ui5ng theo cirng.

NHING DITU CAN TH,IN TRQNG KHI DTTNG
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rnu6c NAy
Cdc tlnh trgng cin thgn trgng khi ding thudc
Nhting d6,i tuqng sau tldy cAn th6ng b6o cho b6c si v6 tinh
trAng bQnh lf cria minh tru6c khi dung SaVi Betahistine 8:
- Benh nhdn lodt d4 ddy - t6 trang ho{c c6 tidn sri lo6t

d4 ddy - t6 tdng.
- BenhnhanbQnhhen suy6n.

- Benh nh6n n6i mdy tlay, mAn ngria hof,c vi6m mti di
rmg vi c6c triQu chimg tr6n c6 th6 trAm trgng hon kti
st dqng betahistin.

- Benh nhan bi hp huyilt 6p n{ng.
- Benh nhan r6i lop chuy6n h6a porphyrin.

C6c bQnh nhdn tr€n cAn dugc b6c sT theo d6i trong su6t
qu6 finh di6u tri.
Thdt kl mang thai
Kh6ng dung SaVi Betahistine 8 khi clang mang thai, b:ir

khi c6 chi dinh cria b6c si. H6i f kiiin b6c si tru6c khi st
dgng thu6c.

Thdi kj cho con brt

IG6ng dtng SaVi Betahistine 8 trong thdi ky cho con bri,

tru khi c6 chi <linh cta b6c si vi kh6ng bitit thudc c6 bii
tii5t vdo siia m9 hay khdng.

Ttic ilQng crta thudc khi ltii xe, vQn hdnh mriy mdc
Thui5c kh6ng c6 6nh hudng ho{c it 6nh huong d6n kni
nlng l6i xe, vQn hdnh m6y m6c. Tuy nhi6n, thutic dugc
chi dinh di6u tri ch6ng m[t, tr tai vd suy gidm thinh gi6c

liOn quan d5n hQi chimg M6nidre, cic triQu chimg ndy c6

thC anh huong tliSn khi ndng l6i xe vd vfn hdnh m6y m6c.

KHr NAo cAN THAM vAN nAc si, DUqc si
- CAn th6ng b6o ngay cho b6c si hoflc dugc si U6t tcy

nhiing t6c dpng kh6ng mong mu6n ndo xiy ra trong khi
dirng thu0c, kC cd nhirng t6c dqng php kh6ng tlugc li€t
k6 trong muc TAC DUNG KHoNG MoNG MUON.

- Dang sri dgng thu6c kh6c d6ng thdi.
- Phu nii mang thai hay d1t dinh c6 thai.
- Phlr n[ dang cho con b[ hay dg tlinh cho con bt.
- Trd em dudi 18 tu6i.
- Benh nhdn lo6t dA dny - t6 trdng hoic c6 ti6n sri lodt da

dny - t6 trdng, hen suy6n, h4 huyi5t 6p nlng, n6i mdy ilay,
7,

mdn ngria ho{c vi6m mti di ung.

- Benh nhdn r6i lo4n chuy6n h6a porphyrin.

Niu cin thlm th6ng tin xin hdi ! kiiin bdc st ho{c duqc si

HAN DUNG Ctl rnU6C
36 th6ng kO tL ngdy sdn xu6t

Sin xu6t tqi:

GffiW
coNc rY co r**Hio.'rri,,o,
(zfavrpharm J.S.C)
LO Z.Ol-02-O3a Khu Cdng nghiQp trong Khu Ch6 xu6t

Tdn Thufn, phudng Tdn Thufln D6ng, qufln 7, thAnh

ph6 ud cht Minh.
Di€n thoai: (84.8) 37700142-144
Fax: (84.8) 37700145

NGAY XEM XET StlA O6r, CaP NHAT L4,I NQI
DUNG HI.IONG DAN SIJDUNG THU6C:

n. nUdue oAN stl ouNc rnadc ctto aiN
nOyrE
Duqc Luc HQC
MI ATC: N07C A01

Loai thuiSc: Thu6c ch6ng ch6ng mdt.

Co chd ttic dqng
Co chi5 t6c dgng cta betahistin chua duo. c bi6t ro. VtOt

sli gii thuyiSt hSp lf dga tr6n c6c nghiCn cuu tr€n rtQng

vpt vi con nguli nhu sau:

Betahistin dnh hudng diin h€ histaminergic:
Betahistin vta tl6ng vai trd ln ch6t cht vfln mQt phin
thu th6 H1 vira d6ng vai trd ln ch6t AOi Urang ttru th6 H,
trong md thAn kinh. Ngoii ra, betahistin cdn cht v{n thg
tUC U, y6u.

Betahistin tiing luqng histamin vi ttrng ph6ng thich
histamin blng c6ch ric chii thu thi6 H3 trudc synap vd
gi6m t6ng ho-p thp the H3 bdi tuyi5n y6n.

Betahistin c6 tht! lim t[ng lrru luo-ng m5u tti5n c6c virng
i5c tai ctng nhu todn b0 n6o: Tht nehiQm duqc lf d
rlQng vft dd chi ra ring sg luu th6ng m6u trong cilc

m4ch m6u cria tai trong duo. c cai thien, c6 th6 do c6c co
vdng tiAn mao m4ch cria tai trong giln ra.

Betahistin ctng ldm t[ng luu luqng m6u ndo d ngu]i.
Betqhistin tao diiu kiAn phuc hdi tidn clinh:

O tlQng v4t, betahistin t[ng tiic ttQ phtrc trOi tl€n dinh sau

khi cit mQt b6n d6y thin kinh, bing c5ch thric ttAy vd

t4o diAu kiQn phgc tr6i ti6n dinh tmng uong; hiQu img
ndy duoc d{c trung bdi sr,r tlng luqng histamin vd ting
ph6ng thich histamin, thdng qua aOi khang thu thi3 H3.

O ngudi, thdi gian phpc h6i sau khi cit aay thAn kinh
ti6n ilinh cf,ng gidm khi di6u tri bing betahistin.

Betahistin ldm thqv diii xung ddng cia noron thdn kinh

trong nhan tiin dinh:

Betahistin ctng c6 tiic dgng ric chii php thuQc li€u tr6n

nh6m noron chinh d nhdn b€n vd nhdn gita ti6n tlinh.

Tinh ch6t dugc lyc cria betahistin c6 ich trong di6u tri
bQnh ti6n ttinh. Di6u ndy tl6 dugc chimg minh tr6n tlQng

v3t. C6c nghiCn crru d bQnh nhdn ch6ng m[t ti6n ttinh vd

bQnh Mdnidre cho th6y betahistin c6 tiic dgng gidm <lQ

n[ng, tdn suAt cria c6c con ch6ng m{t.

DITQC DQNG HQC
Hdp thu
Betahistin ttugc h6p thu nhanh vd hAu nhu hodn todn tir
ttulng tiOu h6a. Sau khi h6p thu, thu6c nhanh ch6ng

chuyiin h6a gAn nhu hodn todn thanh acid 2-

pyridylacetic (2-PAA). Ndng dQ betahistin huyiit tuong

r6t th6p. Vl vfy, ph6n tlch tlQng hgc dlra tr6n n6ng dQ

cria acid 2-pyridylacetic trong huyiSt tuong vd nudc ti6u.

Thric [n chi ldm chfm s1r hAp thu betahistin, t6ng luqng

h6p thu cta thu6c kh6ng bi inh huong.

Phfrn b6

Betahistin li€n ki5t vdi protein huyiit tuong voi r! lQ thAp

hon 5%.
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Chuy6n h6a

Sau khi h6p thu, betahistin nhanh ch6ng chuyiSn h6a gAn

nhu hodn todn thdnh acid 2-pyridylacetic (ch6t chuy€n

h6a kh6ng c6 hoqt tinh).

Sau khi u6ng betahistin, ndng tlQ huy6t tuong (vd nu6c

titiu) cta 2-PAA r13t n6ng dO dinh sau khoang I gid.

Thdi gian b6n thii cta 2-PAA ld khodng 3,5 gid.

Thti trtr
2-PAA tlugc thdi trtr nhanh ch6ng vdo nudc tii5u. Vdi li€u
ttr 8 - 48 mg, khoing 85% IiAu ban dAu dugc tim th6y

trong nu6c ti6u. Betahistin it dugc thai trt qua thfln vd

phan.

cni oryH
Ei6u tri hQi chung Mdnidre tl6 dugc x5c tlinh bdi ba

triQu chimg co bin sau ddy:

- Ch6ng m[t.
- Suy giim thinh gi6c.

- Utai.

LITU DUNG vA cACTT DUNG
Cich dtng
Thuiic dung ttudng u6ng. Nulit vi6n thutic vdi nu6c, u6ng

thuiic trong holc sau bira 6n.

Lidu dtrng

Ngrdi ldn:
- Liiu khdi dAu: 8-16 mg/li6u , 3 lin. Li6u duy tri
thOng thulng trong khoing 24-48 mglngdy. Li6u dtng
kh6ng wgt qu6 48 mg/ngiy
- Li6u luqng n6n dugc diAu chinh tuy theo tl6p img cfra

m6i ngudi. EOi khi, sau viri tuAn tti6u tri m6i th6y tinh

tqng bPnh dugc cii thiQn.

Trd em:

Chua c6 dft liQu dAy dt vd tintr an toin vi hiQu qui cta

thutic d6i vdi tr6 em du6i l8 tu6i. Do d6, kh6ng n6n sir

dpng cho trd em dudi l8 tu6i.

Ngudi cao ndi:
Kh6ng cAn di6u chinh li6u.

Ngwdi suy gan, suy thQn:

Kh6ng cAn diAu chinh liAu.

CH6NG CHi DINH
- Qu6 mdn voi betahistin ho{c bdt ky thanh phAn ndo

cria thutic.

- Ngudi bi u tty thuqng thfln vi betahistin ld mQt

histamin t6ng hgp cO th6 ldm t6ng tii5t catecholamin

tt kh5i u vd gdy t[ng huyrSt 5P n{ng.

CAC TRI.TONG HqP TH+N TRQNG KHI DUNG

THU6C
C{c tinh tr4ng cAn th$n trgng khi dtng thudc

- CAn thin trsng khi diAu tri cho bQnh nhdn lo6t d3 ddy

- t6 tring ho[c c6 ti6n sr] lodt d3 dny - t6 trdng vi

bQnh nh6n st dgng bethistin thuhng bi kh6 ti6u.

- Theo d6i cAn thfln khi sri dgng betahistin cho bqnh

nh6n bi hen phiS quin.
- Can tnpn trgng khi k€ tlon betahistin cho bQnh nhdn

nOi may day, mAn ngfa ho{c vi€m mfli di img vi c6c

triQu chr?ng tr6n c6 th6 trAm trgng hon khi st dgng

betahistin.

- Cin thfn trgng khi sri dung thuric cho bQnh nhdn bi
h4 huy6t 6p n{ng, bQnh nhdn ri5i lo4n chuy6n h6a

porphyrin.

Sft dgng cho phg nit c6 thai vi cho con b{
Thoi ki mangthai
Chua c6 dt liQu dAy dri vd viQc st dpng betahistin cho

php nt c6 thai. C6c nghiEn cr?u tr€n tlQng vft m{c dir

chua dAy dri nhmg kh6ng th6y dQc tinh trgc titip hay gian

tirSp d6n khi ntrng sinh sin. Nhiing nguy co ti6m an a6i
v6i con ngudi chua tlugc 16. Vi vfy, kh6ng n6n srt dpng

betahistin cho phg nil mang thai.

Thdi ki cho con bil
Chua bi6t betahistin c6 bdi titit vdo sta hay khOng. Chua

c6 nghiOn cuu tr6n ilgng vft sU bdi titSt betahistin trong

sta. Do tl6 kh6ng n€n sri dgng betahistin cho phu nt dang

cho con bt.
Tdc tlQng cfra thu6c khi l6i xe, vfn hirnh miy m6c

Betahistin tlugc chi elinh di6u hi ch6ng m[t, tr tai vi suy

gi6m thinh gi6c li6n quan dtin hQi chimg Mdnidre, c6c

triQu chfmg ndy c6 th6 enh huong d6n khi nlng l6i xe vd

vfln hnnh m6y m6c. Trong c6c nghi6n cuu dugc thi6t k6

dA d6ntr gi6 6nh hu&ng l6n khi n[ng l6i xe vd v4n hdnh

m6y m6c, betahistin khdng c6 6nh huong ho4c it dnh

hu&ng.

TIJONG TAC V6I CAC TSU6C KHAC VA CAC
LOAI TTIONG TAC KHAC
- Chua c6 b6o c6o ndro vA tuong t6c thu6c nguy hitim.

C6c nghiOn cr?u vd tuong t6c thutic rn vrvo chua

tlugc thuc hiQn. DUa trdn c6c dt liQu in vitro,

betahistin kh6ng ric chil enzym CYP 450

(Cyt ochrome P 4 5 0 enzyme).

- M{c dtr tr6n co sd lj thuyi5t betahistin d6i kh6ng voi
thu6c kh6ng histamin nhmg tdi nay chua c6 b6o c6o

tuong tic thu6c ndo gita betahistin vd thu5c ktr6ng

histamin.

- D6 c6 truhng hqrp tuong t5c thui5c gita betahistin voi
ruqu, hgp ch6t pyrimethamin vir dapson, salbutamol.

- C6c dt liQu in vifro cho th6y rlng c6c thuiSc ric ch6

MAO (monoamino-oxidase), bao gdm cd MAO-typ

B (nhu selegilin), ric ch6 chuy,in h6a betahistin.

Thfln hgng khi sri dgng tl6ng thbi betahistin voi c6c

thu6c ric ch6 UeO (bao g6m ci thu6c ric ch6 chgn

lqc MAO-B).

- Betahistin c6 c6u fitc tuong tU histamin n6n srl dgng

tl6ng thdi vdi thuiSc d6l rcrang H1 c6 th6 ltm gidm

t6c dgng cta nhau.

TAc DUNG xnOxc MoNG MUON ct.l rnu6c
Thuong gip, 1/l 00 < ADR < I /1 0:

- HQ ti6u h6a: Bu6n n6n, kh6 tiCu.

- HQ thAn kinh: Dau dAu.
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Chua rd tdn suiit:

- HQ mi6n dich: Phdn img qu6 min (vi du nhu s6c

phdn ve).

- HQ ti6u h6a: Kich ung da dny nhg (ndn, dau d4 diy,
dAy br,rng vd dAy hoi). Di6u ndy thudng c6 thri tr6nh

duqc bang c6ch dtng thu6c trong bta 6n ho{c giim
lidu dung.

- Da vA c6c mO du6i da: Phan tmg qu6 m6n nhu mdy

day, ph6t ban, ngta, tl{c biQt li phtr m4ch.

Hrhng ddn crtch xttr{ADR:
Th6ng b6o ngay cho b6c sI ho{c dugc si nhtng td,c

dpng khOng mong mu6n gflp phni khi sri dgng thu6c.

euA LIiu vA cAcH xU rRi
MQt vii trudmg hqp xiy ra qu6 li6u khi dung h6u tdi 640

mg voi c6c triQu chfug tir nhE di5n trung binh nhu bu6n

n6n, budn ngt, ttau bgng. C6c triQu chimg kh6c cta qud

liAu betahistin ld n6n, ri5i lopn ti0u h6a, kh6 ti6u, m6t

tli€u hda vfn tlQng vi tl$ng kinh. C6c bi6n chtmg nghiEm

trgng hon (co gift, bi6n chung vA phOi ho{c tim) quan

s6t th6y fong trulng hqp qu6 li6u betahistin il6c bi€t ld
khi ktit hqp v6i qu6 li6u c6c thu6c kh6c. Kh6ng c6 thui5c

gini dQc tl{c hiQu. Rta d4 diy vd diAu tri triQu chimg

tluqc ktuy6n c6o trong vdng mQt gid sau khi u6ng qu6

lidu.
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