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T HUONG DAN SU DUNG THUOC
SaVi Betahistine 16

'R, Thude bin theo don
Bé xa tiim tay cita Ieé em
By kf hrdug din sa dpng fride ki ding
Thing bdo ngay cho bie 5T hofc dirge sT nhitng tde dung khidng mong miidn giip phii kii sie dung thube

A._HUONG DAN SU' DUNG_THUOC CHO
NGUOIBENH

THANH PHAN, HAM LUGNG CUA THUOC
Betahistin diydroclorid......cooammmnn 16 Mg
Th duge vira dhee. i i | ¥IER
(Sitic dioxyd keo, cellulose vi tinh thi 102, acid citric
khan, crospovidon type B, manitol, rale, magnesi
stearal),

MO TA SAN PHAM

Vién nén hinh wdn, méu In"ing.. hai mat kKhum, mit mat
trom, mit mit ¢b gach ngang, thinh vi canh vién linh
lan.

QUY CACH BONG GOI
Hip 10 vix 10 vién,

THUOC DUNG CHO BENH GI
Bidu trj hoi chimg Méniére, trifu chimg eda hi chimg
ndy cé thé bao ghm: Chong mat, o tai, mét thinh lye va
budn ndn.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU
LUQNG
Cich dimg

Thude ditng dwtmg wéng. Nubt vién thube vai nude,

ubng thudc trong bita dn hogc sau khi n. Tuy nhidn,

thude ¢ thé gay kich img da diy nhe (ndn, dau da day,
iy byng va dly hoi). Udng thubc trong blta an co thé
gitp gidm bét cic tic dyng phy trén.

Ludn uéng thudc ding theo huong din cia bae si. Nén

udng thudc vio ciing mét thiri didm trong ngly.

Khéng ngimeg thude khi khang ¢6 hudng din cla bic §7

ngay c& khi bénh tinh tién trién bt hom.

Lidu ding

Nateot fom;

- Litu khai diu: §-16 mg/lidu = 3 Wn, Lidu duy ui
thong thubmg trong khoang 24-48 mg/ngdy. Liku
diing khdng virgt qud 43 mg/ngdy.

- Bée 57 c6 thé s& didu chinh lidu thy theo dip img cia
méi ngwisi. DI khi, sau vai win didw trj mai thiy
tinh trang bénh duwge i thign.

Tré em:

Khéng khuyén cdo sir dung thube cho tré em dudi 18

tudi,

KHI NAO KHONG NEN DUNG THUOC NAY

- Qué min véi betahistin hofie bit ky think phin ndo cia
thudc.

- Nguti bj u nay thugng thin vi betahistin 18 mdt
histamin thng hop €6 thé lam tang tiér catecholamin
vir ki u vi ghy ting huyét dp ning,

TAC DUNG KHONG MONG MUON

Gidng nh tit cd cée logi thube khic, SaVi Betahistine 16

¢t thé gdy ra mdt 6 the dung phu khéng mong mudn,

mfc dit khing phii xay ra vdi it ca moi ngudi.

Nging utng thide vi giip bic 57 hofc dén cde co sty 18

gin nhit ngay néu gap bt & wic dung phy nio sau

iy

- Phat ban da dé hojic nhifu nét sin, myun nude; viém da
ngira.

- Sumg min, mdi, lubi hofic ¢, kho thir,

- Ha huyét &p.

- Mit ¥ thirc.

Thing bio cho bde sT hofe dwpe si néu gip bit kj tic

dgng plu ndo s dily:

Thudng giip (c6 thé dnh hudng dén | tén 10 ngudi):

- Bubn nén, kho tiéu.

- Bau déu.

Clnea rd tén sudt:

- Phén img qud min (vi dy nhir sée phin v§),

- Kich ing da day nhe (ndn, dau da ddy, day bung va
dhy hoi). Pidu nay thuémg cb thé trdnh dirge bing
céich diing thudc trong bita in hofic giam liu ding.

- Phan {mg qud mdn nlne may day, phat ban, ngira, dic
bidt 14 phit mach.

NEN TRANH DUNG NHUNG THUOC HAY THYC
PHAM GI KHI DANG SU DUNG THUOC NAY
Thye plli.ll‘l
Trénh ubng reou trong khi didu irj véi beahistin
Thube
Cin thing bdo cho béc s7 hofic duge 7 chc thude khic
dang st dung hofic vira sir dyng ké cd ce thubc khong ké
don. Djc bidt 14 coc thube sau:
- Thube khéing histamin: Thubc ding dé didu trj dj (mg.
- Thubc itc ché MAO (monoaming oxidase): Thude
diing dé didu trj trim cam hojic bénh Parkinson.
- Thubc ¢b chira hop chilt pyrimethamin vi dapson,
salbutamol.

CAN LAM Gi Kl MOT LAN QUEN KHONG
DUNG THUOC
Néu quén ubng | 1in thude, bd qua litu quén ubng va
diing liu tiép theo nhur lich théng thuimg, Khéng udng
gip dai lidu dé b lidu quén udng (hofic hoi ¥ kién bic
5T hay duge 7).

CAN BAO QUAN THUOC NAY NHU THE NAO
Noi khd, nhiét di khing qua 30 °C, trdnh dnh sing.
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NHONG DAU HIEU VA TRIEU CHUNG Kill DUNG
THUOC QUA LIEU
Méu udng qua lidu thube, bénh nhin cb thé cam thiy
bubn ndn, ndn, dau bung, budn ngi.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYEN CAO
Wéu ubng thube qua lidu, cén nhanh chéng dua ngudi
bénh dén chc co sa y té gn phit vi mang thube (vi
thube holic hop thubc) 43 udng theo ciing.

NHING PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Cde finh trang cln din trong khi ditng thude

Nhitng déi tugng sau ddy cin thdng béio cho bic sT vé tinh

trang bénh Iy ciia minh trude khi ding SaVi Betahistine

16:

- Bénh nhin loét da dy - 14 tring hofic 6 tién sir loét da
ddy - th tring.

- Bénh nhiin bénh hen suyén.

- Bénh nhén bj u té bao ra crém,

- Bénh nhin ndi may day, mdn ngira hofic viém mdi dj
img vi cdc trigu chimg trén ¢ thé trim trong hon khi
sir dyng betahistin,

- Bénh nhdn bj ha huyét 4p.

Cie bénh nhin trén cin duge bic s theo di trang sudt

qud trinh didu 1rj.

St dung cho plew nit mang thai va phy ni cho con i

Phy nit ¢ thai

Khong ding SaVi Betshistine 16 khi dang mang thai,

trir khi ¢6 chi dinh ciia bée si. Hoi ¥ kién béc 57 tnrée

khi sir dyng thube.

Phy nit cho con bi

Khéng ding SaVi Betahisting 16 trong thoi ky cho con

bil, irit khi c6 <hi dinh ctia béc s7 vi khong biét thude c6

bai tiét vao sita me hay khing.
Tie djng cita thubc khi tdi xe, vin hank mdy mdc

Thube khéng cd anh hudng hode it anh hudmg dén khi
ning i xe, viin hinh mdy moc. Tuy nhién, thude dwge
chi dinh didu irj chéng mit, & tai v suy gidm thinh gidc
lién quan dén héi chimg Ménidee, cdc trigu chimg ndy
¢6 thé dnh hwémg dén kha nfing i xe va vin hinh miy
mic.

KHI NAO CAN THAM VAN BAC ST, DUQC ST

- Cin théng bao ngay cho bic si hofic duge si bt ky
nhimg the dung khong mong mudn ndo xay ra trong
khi diing thude, ké cd nhimg tic dyng khong duge ligt
k& trong myc TAC DUNG KHONG MONG MUON.
Sir dyng thudc khic ddng thii véi SaVi Betahistine
16.

Phy nit mang thai hay du dinh c6 thai.

Phy nir dang cho con bit hay dir dinh cho con b,

Tré em duoi 15 wbi.

Bénh rihin loét dg diy - 14 tring hojie cé tikn st loét
da diy - ti trhng, hen suyén, ha huyét dp, ndi mdy
day, miin ngira hofic viém mili dj img, u ¢ bio ua
crom.

¥

Néu chn thim thong tin xin héi § kifn béc st hofc duge sT

HAN DUNG CUA THUOC
36 thiing ké tir ngy san xudt

Sén xuﬁttai:

Puaa b e s W
CONG TY CO PHAN DUGC PHAM SAVI
( SaWipharm J.5.C)
L6 Z.01-02-03a Khu Céng nghigp trong Khu Ché xuft
Tén Thugn, phutmg Tan Thun Déng, quin 7, thanh phd
Hé Chi Minh.
Dién thogi: (34.28) 37700142-144
Fax: (84.28) 37700145

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI
DUNG HUGNG DAN U’ DUNG THUOC:
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B. HUONG DAN SU DUNG THUOC CHO CAN
BQ YT,

DUGE LY'C HOC

M ATC: NOTC AOI

Loai thube: Thude chéng chong mit.

Cor ché téc dung

Cir ché thc dung cia betahistin chua duge biét rd. Higu
qué ciin betahistin trong didu trj chéng mit ¢6 thé 14 do
khi niing cdi thign lwu thong mdu cla
tai trong hofe do the dfng trye tifp dén cde tf bdo thin
kinh eda hat nhén tidn dinh,

Thi nghiém vé dugc Iy hoe trén dong viit cho thiy win
ho4n mau ving vin mach cia tai trong duye cdi thign,
6 thé 1a do gidin edc co vong tién mao mach hé vi tuin
hofn viing tai trong. Trong cdc thi nghiém vé duge Iy
hoc, betahistin 14 chét chi vin yéu ea thy thé H, vi c6
téc dung @i khing ding ké mwén thy thé Hy thufic h¢
thin kinh trung veng va hé thin kinh tr trj. Betahistin
ciing ¢6 t4c dung te ché phy thube lidu trén nhom
noron chinh & nhin bén va nhin gilta tién dinh. Tuy
nhién thm quan trong céa nhdn dinh niy dé nhim dibu
trj i chimg Méniére hay chéng mat do tién dinh chua
duge chimg minh rd ring.

Betahistin ¢6 hoat tinh khéng histamin i cAc thy thé
H, trong mach maungoai vidd duge chimg minhd
ngtrdi,

Betahistin cling, giy ra the dung nhe 1én su tiét acid da
dity (mét thy thé H; dép émg trung gian),

Betahistin giy tng tinh thim cia bidu md phdi ngudi.
Didu ndy 81 duge chimg minh biing vife giam thoi
gian thanh thiii méu cho phdi khi dimg mt chit duge
dénh ddu phéng xg. Téc dong niy co thé bj nglin chin
biing céch <ho ubng trurde terfenadin, duge biét dén nhu
mét chit khang thy thé H,.

Trong khi histamin cé téc dung tich cyc lén co thit
cor tim thi betahistin lpi khong lim ting cung lugng
midu cho tim va higu ing gifin mach eda né c thé giy
ra sur giam nhg huyét ap érmdt s bénh nhin,

(5 ngui, betahistin it <6 tac dyng 1én cée wyén ngogi
tit.

DUQC PONG HQC
Hiip thu

Betahistin dwge hip thu gin nhu hodn toinsau khi
ubng. Néng 89 tbi da trong miu ki no thip hen so véi
Khi d6i, Tuy nhién, mie do hip thu toan phin cia
betahistin khi no khong khéc so véi khi doi, didu ndy
cho thiy thite &n chi lam chdm si hip thu cda thude,
Phiin b6

Betahistin lign két véi protein huyét teomg véi 1y 1§ 1t
hem 5%.
Chuyén hoa

Betahistin duge chuyén héa nhanh chéng v ¢hi yéu
thinh acid 2-pyridylacetic (2-PAA), chit niy khéng co
hoat tinh duge .

Sou khi ufng betahistin, ndng 49 thi da trong huyél

twong va dudmg tiét nifu cia 2-PAA dat duge trong
wving | gitr vi giam trong vong 0,5 - 3,5 gids,

Thai trir

2-PAA duge thiil trir nhanh chéng vio nurde tidu. Véi
lidu tir § - 48 mg, khodng 85% lifu ban diu duge tim
thiy trong nude tifu. Bewhistin it dwge thii trir qua
thiin vi phén,

CHI PINH
Didu trj hii chirng Ménitre, trifu chimg cia hji chimg
niy c6 thé bao gém: Chéng mit, 0 tai, mét thinh hye va
budn ndn.

LIEU DUNG VA CACH DUNG
Cich ding
Thube ding dwémg udng. Nubt vién thubc vai mrde,
udng thubc trong bira an,
Lidu lugng
Negeoi lém
- Lidu khéi diu: 8-16 mg/lidu = 3 1dn. Lidn duy i
théng thudmg trong khodng 24-48 mg/ngdy. Libu
ding khong vugt qui 43 mg/ngay
- Libu lugng nén dugc diéu chinh tiy theo dap (g cia
mdi ngudi. Poi khi, sau vii win didu i mdi thily
tinh trang bénh duge ci thign.
Tré em
Chura c6 diF ligu dhy di vé tinh an todn vi hitu qui cia
thubc dbi vii iré em dudi 18 wdi. Do 46, khang nén sit
dyng cho tré em dudi 18 wéi.
Ngeoi cao fuii
Thifu dit ligu vé cdc nghién i lam sang trén doi
nromg bénh nhin niy. Kinh nghiém tir thye t sir dyng
thube cho thiy khing cin phai higu chinh liéu cho bénh
nhin cao wdi. Tuy nhién cin phai thin trong khi sir
ding.
Ngueot suy gan, suy thin
Chua ¢6 dit ligu vé sir dung thude cho bénh nhin suy
gan, suy thin; cin thiin wong khi si dyng.

CHONG CHi B]NH
« Quéd min vai betahistin hoje bit ky thinh phin nio
ciia thudc.
- Nguti bi u tdy thugmg thin vi betahistin 14 mgt
histamin téng hop o6 thé am tang tiét catecholamin
tir khéi u v giy thng huyét 4p ning.

CAC TRUGNG HQP THAN TRONG KHI DUNG
THUOC
Ciic tinh trang cin thin trong khi dong thube

- Cén thin trong khi diéu trj cho bénh nhin ¢b tién sir
loét da diy hofic dang cé vét lodt dubmg tiéu hoa do
can thigp 1én thy thé H, va 1am ting tigt acid dich vi.

- Bénh nhin bj u té bho va crém v b¢nh nhin bj hen
phé quin cin duge theo dbi cdn thin trong qué trinh
didu tri, do betahistin c6 téc ddng gidng histamin ¢o
thé iy co thit duomg hd hip do can thigp lén thy thé
H,.

- Ciin thin trong khi sir dung betahistin cho bgnh nhin
¢6 chc bidu hign ndi miy day, min ngira hoje viém
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mili dj {mg, vl betahistin ¢6 thé lam trim trong thém
cée trifu chimg ndy.

- Clin thin trong khi ding betahistin & bénh nhin ha
huyét ép niing.

Sir dyng cho phy nir cd thai va cho con bi
Thei ky mang thai
Co6 rit 1t dir 1igu vé vie sir dyng betahistin trén phy nir
¢ thai, Céc nghién ciru trén djng vit chua chimg minh
betahistin gdy dde tinh trye tiép hoic gidn tiép dén kha
ning sink sin. Nguy co tiém &n trén ngudi chua duge
biét. Tuy nhién, dé dam bio an toin, khéng nén sir dyng
betahistin cho phy nir dang mang, thai.

Thai ky cho con b
Thiéu théng tin v vie betahistin cé bai xudt qua sira
me hay khong. Chua cé nghién cinu trén dgng vit vé
vite bai xudt betahistin vio stta. Khong nén st dung
betahistin cho phy nit dang cho con bi.

Tic djng ciia thude khi ki xe, vin hinh miy mée
Betahistin duge chi djnh diéu trj chéng mat, i tai va suy
gidm thinh gide lién quan dén hoi chimg Ménitre, céc
irigu chimg nay 6 thé anh huémg dén kha ning 14 xe
v viin hinh mdy méc. Trong nghién i duge thiét ké
& déanh gid dnh hudmg 18n khi niing 14 xe va viin hanh
miy méc, betahistin khdng ¢6 anh hudmg hodc it anh
hudmg,

TUONG TAC V{1 CAC THUOC KHAC VA CAC

LOAI TUONG TAC KHAC

- Chura ¢ twong tac thube nguy hiém ndo xdy ra. Chua
o6 nghién ciru wong tdc thubc i vive dugc tién hanh,
Dir ligu in vitro cho thiy betahistin khong (e ché
cnzym eytochrom P450,

~Mie di vé mat I¥ thuydt, ¢6 sy ddi khdng [in nhau
giita betahistin vA cic thude khéng histamin, tuy nhién
trén thue té chua ¢b bio cho vé tuong te thude ndy.

-Da cb m{t bio cao vé urong tée thude giita betahistin
vdi ethanol, thudc cd chira pyrimethamin véi dapson

TUQ CUC TKLJG.\:(::
II’.T%LK’!’.\'G PHONG

-_J'Vj;rtseé:n 2% Fha %ﬁu'y

va kha ning c6 tomg tic thubc gifa betahistin vi
salbutamol.

-t Tigu dn vitro cho thiy cac thude te ché monoamino
oxidase (MAQ) bao gdm MAO typ B (nhu selegilin)
gy irc ché chuyén hod betahistin. Cin thin trong khi
sir dung déng théi betahistin va cae thubc (e ché
MAD (bao gdm céc thudic fre ché chon loc MAO-B).

- Betahistin 13 mot chit twomg tyr histamin, Ding déng
thoi betahistin va thubc khang histamin H, cé th gay
gidm higu qui 1in nhau,

TAC DYNG KHONG MONG MUON CUA THUOC

Thigng gdp (1100 £ ADR < 1/10)

- Tiéu hod: Bubn nén, kho tiéu.

- Hé thin kinh; Bau diu.

Chua r3 1dn sudt

- Hé mién djch: Phan umig qud min (nhu sée phan v§).

- Tiéu hod: Céc vin dé & da ddy mirc 45 nhg (nhw nén,
dau da day — rudt, trudmg bung, diy hot).

- Dava md dudi da: Phan tmg qua min trén da vi md
durdri da, diie biét 1 phi mgeh, miy day, ban da, ngira.

Huedng diin cdeh xiv tri ADR

Néu xdy ra cic ADR nghiém trong, ngung diing thude

v dp dung cde bign phdp ditu trj thich hgp.

QUA LIEU VA CACH XU TRI
D4 ¢6 mdt b trudng hop qud liéu xdy ra. Bénh nhin ¢6
trifu chimg mirc 4 nhe va trung binh véi lidu dén 640
mg (nhe bubn ndn, bubn ngi, dau bung). Cdc trigu

chimg khic cia qud lidu betahistin bao ghm nén, khé

{iéu, mdt ngd va co gidt, Cdc bién chimg nghiém rong

hom (co gijt, bifn chimg wén tim va phdi) 4 duge quan
s4t trén mt sb bénh nhin qua litu do ¢ ¥ dac bigt 1&
phéi hop cing v sir qua lidu cic thude khac.

Khing c6 thude giai djc dic hidu. Khuyén cdo rim da
diay v didu trj trigu chimg trong vong | giv sau "R?
ding thudc qud lidu. Y=

Tp. HCM, ngdy /9 thing 9 nam 2017 )
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