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soc xl ntdne oAn st oltne
TRV6C KHI D,,NG

sE xnrltrw chtnE et

seq xult tai :
c0rc w i{ PHII utrc prlr sru(a.rfrrJ.s.cl
td 2.01-02{3a KCN trcno KCX Tan TMn,
P. Ten Thu4n DonO, 04n 7, Tp.H6 Chl Minh

nEu cxuin : Tiou chuCn nha sAn xudt

SoK / Rog, No:

cxl oHx, cx6rc cxi otxr, ltEu luonc,
cAcH Df,r{G, rHAil TReflc, TAc DUtic pHu
vA cAc THONG TIx KHAC :

Xffi ,toig b hnary drn st dtrp thudc kAn h@.

rxltx pxil | ,,tdi ieo dta :
Batahi8tin dihydr$|orid........................... 24 mg
Te ddOc via dU ...... 1 vi6n
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COllPOSlTlOl{ | Esr/t tablet @ntains :
B€lahielins dihydrmhloride ................... 24 mg
Excipienls q.s. 1or................................ I tablet

lxotcATtotts, corirRArNDlcATlOils,
DOSAGE, AOTIIT{ISTFATION, PFECAUTIOT{S,
SIDE EFFECTS AIID OTHER ITIFORilATION :

Manufadurcd bf
SlYl PHARI CEUnC t J.S.Co.
(ailn,tr*) J.S.C)
Lot ilo. Z.0l-02{3a, Tan ThBn lz
bcabd in EPZ, Tan Thsn Dono Ward,

0is1. 7, Ho Chi Minh City

24

SPECIFICATIOiI : ManulaclurEia

STOBAGE : Keop in a dry Plee,
do not store abovo 3dC.
Protect lrom light.
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Betahistin 24

THANH PHAN
Betahistin dihydroclorid 24 mg
T6 duo. c vta dri I vi6n
(Silic dioxyd keo, cellulose vi tinh thd 102, acid citric khan, Crospovidon type B,manitol,
talc, magnesi stearat).

DANG BAO CHf
Vi6n n6n.

Dugc Lr/c
c_o clitrig dyos
Co ch6 t6c dpng cria betahistin chua dugc bi6t 16. MQt s6 gi6 thuy6t hqp ly dga tren c6c
nghidn cr?u trOn dQng vat vd c6c dfr liQu cta con ngudi nhu sau:

Betahistin cfrng ldm tdng luu luqng m6u n6o d ngudi.
Betahistin tao diiu kiAn phuc h)i fiAn dinh:
O dQng vflt,.betahistin t6ng t6c d0 phpc hdi.ti6n dinh sau khi cit mQt b6n dAy thAn kinh, bing
c6ch thric ddy vd t4o di6u kiQn phpc h6i ti6n dinh trung uorg; hiQu img ndy dugc ddc trtmg
boi sg tdng lugng histamin vd tdng ph6ng thich histamin, thdng qua d6i kh6ng thU th6 Hr.
O nguoi, thdi gian phgc h6i sau khi cat ddy than kinh ti6n dinh cffng gi6m khi di6u tri bing
betahistin.
Betahistin ldm tha:t d6i su biin noron thin kinh tronglahdn tidn clinh;

Betahistin cf,ng c6 t6c dgng fc ch6 php thuQc li6u tr6n nh6m noron chinh o nhdn b€n vd nhdn
gifra ti6n.dinh.
Tinh ch6t dugc lgc cria betahistin c6 ich trong di6u tri benh tien dinh. Di6u nd.y dE dugc
chimgminh tr€n dQng v4t. Cric nghidn ciru d benh nhan ch6ng mat ti0n dinh vd bdnh M6nidre
cho th6y betahistin c6 t6c dpng giim dO n[ng, tdn su6t cira c6c ccrn ch6ng m[t.

DIIOC DONG HOC
Hdp thu
Betahistin duqc h6p thu nhanh vd hAu nhu hoan toan ttr dulng ti6u h6a. Sau khi hAp thu,
thu6c nhanh ch6ng chuy6n h6a gAn nhu hoan toin thdnh acid2-pyridylacetic (2-PAA). N6ng
dQ betahistin huy6t tucrng rdt thdp. Vi v4y, phdn tich dQng hqc dga tr6n n6ng dQ cria acid 2-
pyridylacetic trong huy6t tucrng vd nu6c ti6u. Thric 6n chi ldm chdm sg h6p thu betahistin,
t6ng luqng h6p thu ctra thuiSc kh6ng bi anh huong.
Phdn b6
Li6n k6t voi protein - huyi5t tuong th6p hcrn 5%.
ChuvAn hda

retahistin nhanh ch ' - in ntru hodn todn thenh acid 2-Sau khi h6p thu, betahistin nhanh ch6ng chuy6n h6a gi

pyridylacetic (chdt chuyCn h6a khdngc6 hoqt tinh) .,
Sau khi u6ng betahistin, n6ng dQ huy6t tuong (vd nu6c ti6u) cria 2-PAA d4t n6ng d6 dinh sau

khoang I gio. Nua ddi thai tru cira 2-PAA ld khoang 3,5 gid.
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Thdi tr*
Acid 2-pyridylacetic duo. c bdi ti6t aE dang qua nu6c ti6u. Li6u tu 8 - 48 mg, khoing 85% li6u
u6ng duoc tim thAy trong nu6c ti6u. Thii tru qua thdn vd phdn cria betahistin ld ducrng thdi
tru c6 vai tro thri y6u.
DQ tuy€n tinh
Ty le thu h6i kl,6rg ddi trong khoang li6u u6ng 8 - 48 mg cho th6y duqc d6ng hoc cria
betahistin ld tuy6n tinh. Ei6u ngiy cho th6y r6ng con duong chuyen h6a ld kh6ng d61.

CHi.DINH DITU TRI
- Ei6u tri hQi chimg M6nidre dE dugc x6c dinh boi ba triQu chimg co bdn sau ddy:

+ Ch6ng m{t (kdm theo bu6n n6n/n6n).
* Quy giam thinh gi6c (nang tai).
+ U tai.

- Di6u tri trieu chimg ch6ng m{t do nguyCn nhdn ti6n dinh.

LITU LIIqNG VA CACH DI.TNG

c d c h diln g; rhu6c oo^{11:,;;it:{' #:r"*? r;{{:,!;:r'o;^t# "-.;Lrcu luqng:
Ngudt l6n:
- Li6u ban dAu(*): 8 - 16 mgilan * 3 lAn/ngdy.
- Li6u duy tri: Thdng thuong trong khodlg24 - 48 mg m6i ngiy. Li6u hgng ngdy kh6ng n€n
vugt qu6 48 mg. Li6u luqng n6n dugc di6u chinh tty theo d6p tmg ctra m5i ngudi.
Sg cii thiQn d6i khi chi nhan th6y sau vdi tuAn di0u tri. HiQu qui t6t ntr6t Oat duoc sau vdi
th6ng. Viqc chi dinh dieu tri ngay khi vua ph6t bQnh ngdn ch4n dugc su ph6t tri€n cira bQnh

vdy'ho6c ngdn ch{n sy m6t thinh lgc o giai do4n sau cria bQnh.

Ngudi suy thQn, suy gon: Chua c6 thu nghiQm ldm sang 6 ngudi suy thfln, suy gan, nhung
theo kinh nghiQm sri dpng thu6c thi khdng can aiAu chinh li6u o ngudi suy thfln, suy gan.

Ngudi cao tu6i: Chua c6 thri nghigm l6m sang o nguoi cao tu6i, rrt u.rg theo kinh nghiQm su
dgng thu6c thi khdng can eie, chinh li6u o ngudi cao tu6i.
Tri em: HiQu qud vd an todn cira thu6c d trd em vd thanh thi6u ni0n chua dugc thi6t l6p, n€n
kh6ng dung thu6c cho benh nhdn dudi 1S tu6i.
. 
Lt* y Bdc si nAn chon thuiic khdc c6 hdm luqng phil h.op voi liiu ban ddu.

CH6NG CHi DINH
- Qu6 mdn v6i betahistin hoac b6t cri thinh ph6n nio cria thul5c.

- Benh nhdn bi u t6 bio ua cr6m.

cAxn BAo vA rHAN rReNG KHI sIIDUNG
- Can th4n trgng khi di€u tri cho benh nhan lo6t da diy t6 trdng hodc c6 ti6n su lodt da ddy t6

trang vi benh nhan sri dgng betahistin thuong bi kh6 ti6u.
- Theo d6i cdn than khi su dgng betahistin cho bQnh nhan bi hen ph6 quan.

- Can thfn trgng khi kC dcrn betahistin cho benh nhan nOi me day, mAn ngria ho{c vi6m mfri

diung vi c6c triQu chimg trOn c6 th6 trAm trgng hon khi sri dgng betahistin.
- Benh nhan bi u tiry thuqng th4n do thu6c c6 tic ttQng gi6ng histamin c6 th6 ldm gia tang

huy6t 6p do tdng tii5t adrenalin.
- Can thdn trqng khi str dpng thudc cho bQnh nhan bi ha huy6t 6p n{ng, bQnh nh6n r6i lo4n

chuy0n hoa porphyrin.
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TTIONG rAc vor cAc rHuoc KHAc, cAq D4NG TTIoNG rAc xnAc.
- Tli,nay, chua c6 b6o c6o ndo vd tucrng tric thu6c nguy hi€m. C6c nghiCn ciru vd tuong t6c

thu6c in-vivo chua dugc thgc hiqn. Dua trdn c6c dt liQu in-vitro, betahistin kh6ng ric chti
enzym CYP 450 (Cytochrome P450 enzyme).

- M4c dt tr6n co sd lf thuytit betahistin AOi rcrang vcri thu6c khang histamin nhtmg toi nay
chua c6 b6o c6o tuong t6c thu6c ndo gifra betahistin vi thu6c kharg histamin.

- Da c6 trudmg hqrp tucmg tric thu6c giira betahistin voi rugu, hqrp ch6t pyrimethamin vi
dapson, salbutamol.

- Cdc dii liQu in-vitro cho th6y rang c6c thu6c ric chti MAO (monoamine oxidase),bao gdm
cd MAOtyp B (nhu selegilin), ric ch6.chuy6n h6a betahistin. Th4n trgng khi sri dung
d6ng thoi betahistin voi cdc thudc ric chti MAO (bao gdm cA MAO-B chgn lgc).

- Betahistin c6 c6u truc tuong t.u histamin n6n st dpng d6ng thoi v6i thu6c aOi nrang H1 c6
th0 lem giAm t6c dung cua nhau.

TRTIdNG HgP C6 rnar VA CHO CON Btr
Trudng hqp c6 thai
Chua c6 drl liQu d6y dt v6 vi0c sri dung betahistin cho phg nir c6 thai. C6c nghiCn cuu trOn

dQng vflt mflc dt chua dAy $t $*g kh6ng th6y dQc tinh tryc titip hay gian ti6p d6n khi n[ng
sinh san. Nhirng nguy co ti0m 6n d6i v6i con ngudi chua duoc 16. Vi v6y, kh6ng nOn su dung
betahistin cho phU nt mang thai.
Trudng hqp cho con bil
Chua bi6t betahistin c6 bdi ti€t vio sfra hay kh6ng. Chua c6 nghiCn criu tr6n dQng vft su bdi

ti6t betahistin trong siia. Do d6 kh6ng n6n sri dpng betahistin cho php nft dang cho con bri.

rAc ooNG CUA THUOC KHI LAI XE VA VAN HANH TvTAV MOC
Thu6c kh6ng Anh huong drin khi n6ng l6i xe vd v4n hdnh m6y m6c. Tuy nhi6n, cin luu y cdl
bQnh mn ngudi bQnh dang dugc di6u tri (ch6ng m{t li6n quan d6n hQi chring Mdniere) c6 th€

lirm cho nguoi bQnh cAm th6y ch6ng m{t; n6n c6 th0 Anh huong d6n khi ndng l6i xe vd vdn
hinh m6y m6c. Do v6y, kh6ng l6i xe vi v4n hdnh m6y m6c n6u ngudi su dpng dang gflp

nhirng triQu chimg niy.

Thilng bdo cho Btic si nhftng ttic dqtng khbng mong *u6n g(.rp phrti khi sft d7ng thudc.

TAC DUNG KHONG MONG MU6N
Thudng gQp, 1/100.< ADR < 1/10:

- HQ ti6u h6a: bu6n n6n, kh6 ti6u.
- HQ thAn kinh: tlau dAu

Chra rd tdn xudt:
- HQ mi6n dfch: Phin img qu6 m6n 1vi du nhu s6c phan vQ)'

- HQ tiOu h6a:. Kich tmg da.ddy nhg (ndn, day da ddy, ddy bgng vd ddy. hoi). Di€u ndy

thucrng c6 th6 tr6nh dugc blng c6ch dung thu6c trong bta dn ho{c giAm li6u dtng.
- Da vi c6c m6 du6i da: Phan ung qu6 m6n nhu miy day, ph6t ban, ngfa, dac biet ld phu

m4ch (angioedema).

Hwdng ddn cdch, xft tr{ ADR
Ngtmg dung thu6c vir tham v6n bac si diAu tri.

euA LIEU vA cAcH xtl rni
MOt vdi trulng hqp qu6liAu (dung tst728 mg) v6i c6c triQu chimg tu nhq dOn trung binh dA

dugc brlo c6o. O liOu 728 mg ttd ghi nhan c6 trudng hgp co giat. Tdt cA truong hqp d6u phgc

h6i hoan toan.
Di6u tri qu6li6u n6n ktit hgrp voi c6c biQn ph6p h6 trg thudrng quy.

DONG G6I: H6p 3 vi x 10 vi6n.

nAo QuAN: Noi kh6, nhiet d0 du6i 30 oc. Tr6nh anh sang.
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TIEU CHUAN Ap DUNC: Ti6u chuAn nhd sdn xu6t.

HA,N DUNC: 36 thAn; k0 tu ngdy san xuAt.

D0 xa tdm tay cfia tri em.
D.gc k! hwimg ddn s,ic dryng trwdc khi dilng.

NAU c6n thAm thdng tin, xin hdi ! kiAn Bdc si.

rRAcH NHrtM TtoN vEN

San xuAt t4i:
cONc TY C0 PHAN DUQC PHAM SAVI ( savwnatm J.S.C)
Ld Z.0l-02-03a, Khu C6ng nghiQp trong Khu ChO xudt Tdn Thufln, Phulng Tdn Thu4n
DOng, Quan 7, thanh ptrO HO Chi Minh.
DT : +84 8 37700 142- 143 - 144
Fax: +84 837700 145

rp. UO Chi ,iL theng /
GIAM DOC

IAM DoC

ndm2017

- cN)i/

HI.rUMINH

I
c.cuc TRudtto

r..riilioNc PHONG

c

.o
!

'I

>t

t

vo

a

o

^JL

,(4

;i4l
.*

CONC TY

DUdC P
Nco

!
*

o
o(/

': i. i,t//on$,,/fi,itgt

I

t

r

https://nhathuocngocanh.com




