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Maquette quing cdo sdan phim Betahistine STADA 16 mg
Hinh thdc: Tai liéu théng tin cho cdn bg y té Kich thud

c A4 (21x29.7cm) (2 mat)

PIEU TR] TRIEU CHUNG MENIERE

( TRIEU CHUNG NAY BAO GOM CHONG MAT,
U TAI, MAT THINH LUC VA BUON NON )

Mhi sdn xut: Cng ty TNHM Lién Doanh STADA - VIET NAM
# K63/1 Nguyn Thi Sée, Xuin Thai Pang, Hée Man, TP. HA Chi Minh

Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada @ stada.com.vn
® 40 Dai 16 Tu Do. KCN Viét Nam - Singapore, Thudn An, Binh Duong
Tel: 0650. 3767 470 Fax: 0650. 3767 469  Website: www.slada.com.vn

Phan phéi: Cong ty TNHH Duge Phdm Khuang Duy

NN1 - NN1A Bach Ma, Phudng 15, Quén 10, TP. Hé Chi Minh

Tel: 08. 3863 2083 (B lines) Fax: 08, 3977 0850  Website: www.khuongduy.com.vn
54 Gidy tifp nhian hd su dang ky tai ligu thong tin thudc cda Cuc Quin Ly DUge - BY ¥ TE: ... QLD-TT, ngdy ..../...t.....
Téi lidu gdm 2 trang. Thdng tin chi tiét xem phdn thong tin sdn phdm & mat sau. Ngly ... /....\.... in t&i liéu.

Betahistine STADA 16

Betahistin hbydrockord 6 mg
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Magquette quing cdo sin phim Betahistine STADA 16 mg
Hinh thdc: Tai liéu théng tin cho cdn b y té

Kich thudc A4 (21x29.7cm) (2 mat) Trang 2

Betahistin dihydroclorid ..............c..c........... 16 M@
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Betahistine STADA 16 mg: Vién nén tron, mau trdng, hai mat khum, mdt mat
khdc vach, mpt mit tran.

DUGC LYC HoC

Betahistin ¢6 4i lyc rdt manh nhu mdt chat ddi khang trén thy thé histamin H,, &
Iyc y8u nw mbt chét chi vén trén thy thé histzmin H,.

Betahistin ¢d hai cd ché hoat ddng. Co ché chinh, betahistin tic ddng tryc tigp
(chil van) trén thy thé H, nim trén mach mau & tai trong. Thudic xudt hién trén co
vong tién mao mach trong mach méu tai trong, 1am gidm dp lue ndi dich d tai.
Ngodi ra, betahistin o6 tic dunp d6i khang manh trén thy thé histamin H,, lam
tang mic do ddn truyén tir cdc ddu ddy thin kinh. Sy gia ting cdc histamin xudt
phét til cdc ddu day thdn kinh nay tdc dong 1én thy thé H,, do d6 1am gia tang tic
ddng clia betahistin trén cac thu thé ndy. V4 co tAc dung cai thién tudn hoan
madu ndo, lam gia ting liu lwgng mau d dong mach canh trong. Diu nay gidi
thich tac dung gidn mach manh clia betahistin d tai trong va hidu qua trong diéu
tri chdng mét. Ciing véi nhilng dac tinh ndy thudc ciing gdp phn trong vide didu
tri hdi chitng Meniere. Hai chiing Meniere bidu hién gém chéng mat, i tai, buin
non, nhdc ddu, mat thinh lue. Hidu qud cia betahistin trén héi ching nay la do
khd nang gia tang I lugng méau & tai trong hogc tac adng tryc tiép vao t bac
thdn kinh ciia tién dinh.

DUGC DONG HOC

- Hép thu: Betahistin duoc hdp thu hoin todn sau khi udng. Khi na C,.. thip hon
khi dai. Tuy nhién, ting lugng hdp thu betahistin nhu nhau & ca hai diéu kién,
diéudo cho thdy thiic &n chi lam cham sy hdp thu betahistin.

Phén bd" It hon 5% betahistin gdn k&t vi protein huyét tuong.

Chuyén hda va thdi tr; Sy chuyén hoa ciia betahistin qua gué trinh trao o6i
chat, va duoc thai trir chil y&L qua than. Sau khi hdp thu, thuic chuyén hoa nhanh
chéng va gdn nhu hodn todn thanh sdn phdm trung gian acid 2-pyridylacetic.
Sau khi udng, ndng dd thudc trong huyét tuong rdt thép. Do vy, viéc danh gid
duge ddng hoc cla betahistin dya trén ndng dd clia sn phdm trung gian acid 2-
pyridylacetic. Nong dd acid 2-pyridylacetic dat t6i da sau 1 gits ubng, gidm di
mot nifa sau 3,5 gid. Acid 2-pyridylacetic dugc thai tri d& dang qua dubing tidu.
Liéu tir 8 - 48 mg, khodng 85% dang nguyén trang dudc tim thdy trong nudic
tiéu. Khodng 85 - 90% clia lidu phong xa 8 mg duge tim thdy trong nudc tiéu hon
56 gid, thai trif t6i da sau 2 gio uing

Betahistin dugdc chi dinh trong difiu tri hoi chiing Meniere, triéu ching nay bac
gbm chdng mit. i1 tai, mat thinh lyc va bubn non.

LIEU LUGNG VA CACH DUNG

Betahistine STADA duyc ding bing dubing ubng.

Nguaildn:

Liu khai ddu 8 -16 mg x 3 1dn/ngay, 16t nhat 12 udng cling vai bia &n. Liéu duy
tri 24 - 48 mg/ngdy. Liéu ding khdng vuot qué 48 mg/ngay. Lidu cdn diéu chinh
dua trén timg bénh nhén cy thé

- Bé&nh nhdn suy gan va suy thin: Chua cd di ligu.
- Ngubi cao tubi: Betahistin nén dugc sif dyng than trong

Tré em va thanh thiéu nién:
Betahistin dudc khuy&n céo khGng nén dung cha tré em v thanh thigu nién dudi
18 tudi do thi€u dif liéu vé tinh an todn v& higu qué.

CHONG CHI BINH
- Diiing vdi betahistin hodc bat eif thinh phdn nao cla thudc.
- Uté bao ua crém, vi betahistin 14 mot din chét téng hgp giGng histamin, co thd

gdy gidi phong lugng Idn catecholamin tir khéi u ddn 16i ting huy€t dp cdp.

THAN TRONG
- Than trong & bénh nhin co tién sif loét dudng tiéu hoa. Trén ldm sang, thdy co

sy khdng dung nap betahistin & mjt vai bénh nhdn hen phg quan, vi vdy nén
than trong khi dung betahistin cho cac bénh nhdn nay.

Betahistine STADA I3 mg

Betahistin dihydroclorid 16 mg

THANH PHAN
Mdi vién nén Betahistine STADA 16 mg chua:

Tai ligu thdng tin danh cho car b y L&

- Thén trong véi trubng hap ha huy&t ap ndng.

- Than trong khi sir dung cho bénh nhdn dang ¢6 ban ngda hodc viém mii dj tng
vitriu chitng co thé ning hon.

- Betahistine STADA chia lactose. B&nh nhan bi bénh khéng dung nap galactose
di truyén hiém gdp. thiéu hut Lapp lactase hodc ching kém hdp thu glucose -
galactose khdng diing ch phdm nay.

TUONG TAC THUGEC

- Trén ly thuy8t, co the co sy dbi khéng gilla betahistin va thudc khdng histamin,
nhung chua thdy co bao cio vé su tuong tac nay,

- M4&c di chua co nghién cifu tuang tac thudc nao trén Iim sang tuy nhién céc dU ;“"\\\
ligu nghién clu in vitro cho thdy cdc tuong téc sau: IMAD (c ché chuyén hoa 62,
betahistin, tudng tac vdi rugu va sin phdm chda pyrimethamin vdi dapson, tuong .
téc tiém tang vo! salbutamol.

PHY N CO THAI VA CHO CON BU H
Phy nif c6 thai ANH
Chua co dif liéu ddy dii vé viéc ding betahistin cho phy nil 6 thai. Gon thiu cac ’- N AH
nghién cdu trén dong vit vé dnh hudng trén thai ky, sy phat trién cla phoi/bao -
thai, qud trinh sinh sdn va sy phat trién cia tré so sinh. Chua bigt nguy co cd thé
xay ra cha ngudi. Vi vy, khéing nén ding betahistin trong thai ky trif khi that cdn X = CY
thidt /
Phy nif cho con bi
Chua bi€t betahistin cd dugc bai tiét vio siia me hay khdng. Chua c nghién ciu
trén aong vat vé su bal tist betahistin qua sa. Nén cdn nhic tdm quan trong clia
thudic d6i voi ngutsi me so v lgi ich cla viec cho con bl va nguy co c6 thé xdy ra
chotré.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Betahistin dugc chi dinh cho chéng mat, U tai va nghe kém lién quan d&n hoi
chiing Meniere c6 thd dnh hubng tidu cyc d&n kha ning lii xe va vin hanh may
mac. Trong cac nghidn cliu 1Am sang thidt k& dic biét dé didu tra vé kha niing
1di xe va van hanh may mdc, betahistin khéng c6 hodc khong co tic dung dang
ké d&n kha nang 14i xe va vin hinh may moc.

TAC DUNG KHONG MONG MUON
Thudng gép:

- Rdiloan thin kinh: Dau d4u, budn ngl.

- Rdiloan tidu hda: Kho tigu, bubn ndn.
ftgap: -

- Roi loan hé théng mién dich. Phdn ing qud mén, vi dy: S8¢ phan vé. o~

- Rdi loan tim mach: Banh trdng nguyc. -\
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- Roi loan da va md dudi da: Phan (ng qud min & da va dudi da, dic biét phﬁl‘
mach th4n kinh, may day, phat ban va ngia .
QUA LIEU VA XU TRi e
MOt vai trudng hop qud lidu da dugc bdo cdo. MGt s§ bénh nhdn bj céc triéu,
chimg tir nhe dén vira khi ding liéu 18n d&n 640 mg (nhu budn ndn, budn ngii)"“
dau bung). Céc bign chiing nghiém trong han (nhu co gidt, bign ching & p!
hadc tim) dugc thy trong nhiing trudng hgp qué lifu betahistin do ¢§ ¥, dic biét
trong phdi hop vdi céc thudc dudc cho qud liéu khéc.
Xif tri qué liu gdm cdc bién phap hd trg co bén.
BAO QUAN:
Trong bao bl kin, noi kha, trinh dnh sdng va trarh &m. Nhiét 46 khéng quéd 30°C.
HAN DUNG:
35 thang ké tif npdy san xudt
DONG GOI:
Vi 10 vién. Hop 3 vi.
Vi 10 vién, Hp 5 vi.
Vi 10 vién, Hop 10 vi.
TIEU CHUAN AP DUNG:
Dugc dién Anh - BP 2012
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THUGC NAY CHI DUNG THEO BON CUA BAC ST
DOC KV HUGNG DAN SU DYNG TRUGC KHI DUNG

Kich thwéc ban in = 85% kich thudc that



