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RX thusc ké don

SCGASIBETA
Betahistin dihydroclorid

8 mg/ml

Dung dich uéng
nhd giot
Hop 1 lo 30 ml

Oral drops, solution

Manufacturered by/ San xudt fqi:
CONG TY CG PHAN DUGC PHAM
CONG NGHE CAO ABIPHA

Bia chi: L6 dat CN-2, Khu céng
nghiép Pha Nghia, X& Pha Nghia,
Huyén Chuong My, Thanh phd Ha
Noi, Viet Nam:
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R3¢ Prescription drug Rx thusc ke dan

SGASIBETA
SGASIBETA

Betahistin dihydroclorid
Betahistine dihydrochloride :
8 mg/ml 8 mg/ml

THANH PHAN:

Méi ml (15 giot) dung dich chiia:
Betahistin dihydreclorid......... 8 mg

CHI BINH, CACH DUNG & LIEU
DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC: Xem
trong t& hudng dén sd dung
thudc kém theo.

BAO QUAN: Noi khé. nhigt do
dudi 30°C, tranh a@nh séng.

TIEU CHUAN: TCCS

BOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.

DE XA TAM TAY TRE EM.

Dung duding uéng

RX Thusc ke don

SGASIBETA som

Betahistin dihydroclorid 8 mg/ml

Dung dich uéng nhd giot

SX tai:

Cty C8 phdén Dugc phdm
cdng nghé cao Abipha
LSX:

NSX:

HD:
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Prescription \_. RX thusc ke don [Rx prescription drug RX thusc ké don
Betahistin dihydroclorid
Betahistine dihydrochloride Betahistin dihydroclorid Betahistine dihydrochloride
. 8 mg/ml
8 mg/ml 8 mg/ml 8 mg/ml
Oral drops, solution ; = Oral drops. solution THANH PHAN:
DU?Q 'd!Ch uong MaI mi (15 glot) dung dich chia:
nho QIOT Betahistin dihydroclorid......... 8 mg
T ALHGE < vmiviomsmsremmsnsnn VI A
Hép 1 lo 100 mi CHI PINH, CACH DUNG & LIEU
’ ‘ DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC: Xem
trong td hudng dan sd dung
| thudc kém theo.
BAO QUAN: Noi khs, nhigt do
duai 30-C. franh anh sang.
SBK: Manufacturered by/ Sdn xudt fai: | TIEU CHUAN: TCCS
: CONG TY CO PHAN DUGC PHAM | T
CONG NGHE CAO ABIPHA BOC KY HUGNG DAN SU DUNG
Bia chh L6 ddt CN-2, Khu cong | TRUGC KHI DUNG.
B nghiép PhG  Nghia, X& Pha . BE XA TAM TAY TRE EM.
NSX: Nghia, Huyén Chuong My, | o =
i Thanh ph& Ha N&i, Viet Nam. ' Bing chidng 10ng
|
|
o |

. X K RX Thusc k& dan
CHi BINH, CACH DUNG & LEU

DUNG, CHONG CHI BINH VA CAC g

THONG TIN KHAC: Xem trong td SGAS IBETA

huéng dén st dung thudc kém theo. Hitatiistin difydrodoria 8wl
BAO QUAN: Nai kho, nhigt do dudi
30°C, franh anh sang.

Dung dich uéng nhd giot
TIEU CHUAN: TCCS &
= " . v X W QO
BOC KY HUGNG DAN SU DUNG RIS 4z x
TRUGC KHI DUNG. | s & 9
BE XA TAM TAY TRE EM. zZ B %
J-
Sdn xudt tak L o9 4
Dung dugng udng CONG TY CG PHAN DUGC PHAM CONG NGHE CAO ABIPHA 5 5
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=" Doc kj hwdng din siv dung triwée khi ditng - Dé xa tim tay tré em
THANH PHAN CONG THU'C: Mdi ml (15 giot) dung dich chira:
Thanh phén diege chit:
Betsbistiwdibpdroelorid....ommmmmmmnmuunssmssmnnss 8 mg
Thémh phan ta diegc:
Natri acetat trihydrat, methylparaben, propylparaben, natri saccharin, duong triing, huong
cam, tartrazin, ethanol 96%, nude tinh khiét.
DANG BAO CHI: Dung dich udng nho giot.
Mo ta: Dung dich trong, long sdnh, mau vang, thom mui cam, vi ngot.
CHI PINH:
Betahistin duoc chi dinh dé didu tri hoi chimg Méniére, céc triéu chimg cé thé bao gf)m

chong mit, u tai, mét thinh lyc va budn nén.
CACH DUNG VA LIEU DUNG:
Liéu dung:
M®bi 1 ml dung dich twong (g véi 15 giot.
Ngweoi lon:
Lidu cho ngudi 16n 12 24-48 mg/ngay chia lam 3 1an, mdi lan 15-30 giot.
C6 thé pha loding véi nudc.
Nén didu chinh liéu cho phil hgp véi nhu ciu cua timg bénh nhan. Pbi khi céc triéu chimg
duoc cai thién chi sau vai tuén diéu tri. Hiéu qua didu tri co thé dat duoce sau vai thang.
C6 bing chimg cho thdy diéu tri kip thoi c6 thé ngan chin su tién trién cia bénh va/ hodic mét
thinh lwe.
Tré em vi thanh thiéu nién:
Khong khuyén cio sir dung betahistin cho tré em va thanh thiéu nién dudi 18 tudi. Khong cé

nghién ciru vé an toan va hiéu qua & nhom tudi nay.
Ngiroi cao tuoi:
Chi c6 dit lidu han ché tir cac nghién ciru lam sang trén nhém bénh nhén nay. Betahistin nén

dugce sir dung than trong cho nhém bénh nhan nay.

Suy thdn:
Khong ¢6 nghién ciru 1am sang cy the trén nhém bénh nhén nay. Do dé, khdong cé khuyén céo

diéu chinh liéu nao & nhirng bénh nhén nay.
Suy gan:
Khong ¢6 nghién ctru lam sang cu thé trén nhém bénh nhén nay. Do d6, khéng c6 khuyén cdo
didu chinh lidu nao & nhitng bénh nhan nay.
CHONG CHI PINH:
Qué man voi hoat chét hay vai bat cr thanh phan nao cua thudc.
U tay thugng théan.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Bénh nhan hen phé quan va bénh nhén loét duong tidu hoa (bao gdm ca tién sir loét dudng
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(t1é°l hda 1 b SUr dung than trong va theo doi cén than trong qua trinh diéu tri.
o) ﬁ&é\‘éo cl i cdn (mdi ml dung dich chira 0,02 ml ethanol 96%).
& ]JIH‘rHBﬂ g"h :?? Yo tinh hit phai thudc, v& mit Iy thuyét c6 thé xay ra co thét phé quan kém theo
\ cho- thc‘/vj t huyét 4p.
sU” DUN'G THUOC CHO PHU NU CO THAI VA CHO CON BU:
Phu niv cé thai:
Khéng ¢ du dit liéu vé viée sir dung betahistin & phu nir mang thai. Céc nghién ciu trén
dong vét khong thiy tac hai truc tiép hoic gién tiép. Nhu mot bién phép phong ngira, nén
tranh sir dung betahistin trong thoi ky mang thai.
Phu nir cho con bi:
Hién con chua 13 lidu betahistin ¢6 duge bai tiét vao sita me hay khéong. O chuét, betahistin
dugc bai tiét vao sita me. Trong cic nghién ctru trén dong vt, cdc tac dung sau khi sinh da
quan sat dugc gidi han & lidu rdt cao. Can can nhéc tAm quan trong cua diéu tri ddi voi nguoi
me so véi loi ich cua viée cho con b va nguy co c6 thé xay ra dbi véi tré.
ANH HUONG CUA THUOC LIEEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Betahistin duge st dung dé diéu tri chéng mat trong hdi chimg Méniére, Hoi chirng nay cé

thé 1am giam kha nang l4i xe va van hanh may maoc.
Céc nghién ciru 14m sang cu thé cho thdy betahistin khéng anh hudng hodc anh hudng khong
dang ké dén kha ning l4i xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tac thube:
Khong ¢6 nghién ciru twong téc in vivo nao duoc thue hién. Dua trén dit liéu in vitro, khong
¢6 sur tre ché in vivo nao di véi cac enzym cytochrom P450.
Dit lidu in vitro cho thiy sur chuyén héa betahistin b trc ché bai cac thude e ché monoamin
oxydase (MAO) bao gbm MAO-B (nhu selegilin). Cin thén trong khi sir dung ddng thoi
betahistin va céc thudc trc ché MAO (bao gém ca thude tre ché chon loc MAO-B)
Vi betahistin [ mét chit twong tu histamin, twong téc gifra betahistin dihydroclorid va thude
khang histamin c¢é thé anh hudng dén hiéu qua cta cc thude nay.

Twong ky ciia thude: Do khong c¢6 cac nghién ctru vé tinh tuong ky cta thudc, khong tron
14n thube nay véi céc thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Khi danh gia tic dung khong mong mudn, tin sudt duge quy wde nhu sau: Rét thuong gdp
(=1/10); thudng gip (>1/100 dén <1/10); it gip (>1/1000 dén <1/100); hiém gip (=1/10000
dén <1/1000); rit hiém gap (<1/10000); khdng 15 (khéng thé wéc tinh tir dit liéu ¢6 sin)
Céc téc dung khong mong mudn sau ddy di duge quan sat trong céc thir nghiém 14m sang, c6
débi chirng vai gia duge, trén bénh nhin didu tri bang betahistin.
Réi loan hé thén kinh:

Thirong gdp: Nhirc dau.
ROi loan tiéu héa:

Thirong gdp: Budn non va kho tiéu.
Ngoai cac phan g bat lgi dugce béo cdo trong qua trinh thir nghiém 1am sang, cdc phan (g
bat loi sau duge bdo cdo mdt cach tyr phat sau lwu hanh va trong céc tai liéu khoa hoc. Tan

suét 1a “khéng ro”.
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Q X 1,11110\«6 9 day nhe (nhu nén, ¢ chua, diy bung va day hoi). Nhing tri¢u chirng nay thudng
“eo-thétranh duge bing cach ding thude cing hodc sau bita #n, hoiic bing cach giam liéu.

R&i loan da va mé duéi da:

Phan tmg qua man & da va duéi da, dic biét la phit mach, may day, phét ban va ngira.
Thube chita methylparaben, propylparaben c6 thé gy phan tng qué min, bao gdm ca phan
rng mudn.
Thong bdo ngay cho bac si hogic dwge si nhitng phan ttng ¢ hai gip phai khi siv dung
thube.
QUA LIEU VA CACH XU TRIi:
Triéu chitng:
Mat s6 trudng hop qua lidu di dugce bao cao. Mot sé bénh nhén co cde triéu chiimg tir nhe dén

trung binh véi lidu 1én dén 640 mg (nhu budn nén, budn ngt, dau bung). Céc bién ching
nghiém trong hon (nhu co giat, bién chiing phdi hodic tim) da thiy trong céc truong hop ¢b ¥
dung qua licu betahistin, ddc biét la khi két hop vai qua liéu cua cac thude khéc.

Cach xir tri:

Piéu tri qua lidu nén theo cac bién phép théng thudng tiéu chuin.
PAC TINH DUQC LUC HOQC:
Nhom duge 1y: Thude chéng noén va chdng chong miit.
Ma ATC: NO7CAO01
Co ché tac dung ciia betahistin chi duge biét mot phan. Mot sb gia thuyét hop ly dugc ching
minh bai cac nghién ctru trén dong vat va dir liéu & nguoi.
Betahistin tac dong 1én hé tiét histamin;
Betahistin hoat dong nhu mat chdt chu van mot phén thu thé histamin H; va déi khang fhu

thé histamin H3 & m than kinh, va gan nhu khéng c¢6 hoat tinh trén thy thé histamin Ha.
Betahistin 1am tang giai phéng va tang luong histamin bing cach ngan chin thu thé Ha tién
synap va gy giam dap tng trén thy thé H;.

Betahistin c6 thé lam tang luu lvgng mau dén ving oc tai va toan bd nio:

Thtr nghiém duge ly trén dong vét cho thay tuan hoan mau & vén mach cta tai trong duogce cai

thién, co6 thé do gidn co vong tién mao mach cta vi tuan hoan tai trong.

Betahistin cling da dugc chirng minh 14 lam tang [uu lvgng mau ndo & nguoi.

Betahistin tao diéu kién cho b tién dinh:
Betahistin lam ting tc d6 phuc hdi tién dinh sau khi phdu thuét cit bo day thin kinh mdt bén

& dong vit, bang céch thic ddy va tao diéu kién bu tién dinh trung uong. Tac dung nay dugce

diic trung bdi sy ting gidi phéng va ting lugng histamin qua trung gian déi khang thu thé Ha.

O nguoi, thoi gian hdi phyc sau khi phiu thudt cét bo ddy than kinh tién dinh cling giam khi

didu tri bang betahistin.

Betahistin lam thay déi xung thén kinh trong nhén tién dinh:

Betahistin ciing thdy c¢6 tdc dung tc ché phu thude vao lidu déi véi viée tao xung cia céc té
bao thin kinh & nhan tién dinh bén va nhén tién dinh gitra.

Céc dac tinh duoc lye hoc dd duge chitng minh trén dong vat c6 thé g6p phan vao hidu qua
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( 3 qlﬁlﬁlmhf’“a ‘e ’ histin trén hé théng tién dinh.
J l‘\}ﬁ{ﬁwfﬁl \p g betahistin da dugce chimg minh trong céc nghién ctru trén bénh nhin chong mit

tién dm bénh Méniére, gitip cai thién mirc do nghiém trong va tin suét céc con chong
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PAC TINH DUQC DPONG HQC
Hép thu
Betahistin ding duong udng duge hip thu d& dang va gin nhw hoan toan tur dudng tiéu hoa.
Sau khi hdp thu, thubc duge chuyén héa nhanh va gdn nhu hoan toan thanh 2-pyridylacetic
acid (2-PAA). Nong dd betahistin trong huyét twong rat thip, do do céc phan tich dugc dong
hoc dua trén cac phép do 2-PAA trong huyét tuong va nude tiéu, Trong mdt nghién ciru st
dung phuong phap phén tich sinh hoc dé nhay cao, ndng dd betahistin trong huyét tuong dat
mte t6i da sau 1 gio.
Khi udng thude cting v6i bita dn, Cmax thip hon so véi udng thude khi doi. Tuy nhién, tong
lwong betahistin dwoc hip thu 1a nhu nhau trong céa hai trudng hop, cho thdy thirc 4n chi lam
chdm qué trinh hap thu betahistin.
Phén bd
Ty 1¢ betahistin lién két v6i protein huyét twong 1a dudi 5%.
Chuyén héa
Sau khi hép thu, betahistin duge chuyén héa nhanh va gdn nhu hoan toan thanh 2-PAA
(khong c6 hoat tinh duoc ly).
Sau khi ubng betahistin, ndng do 2-PAA trong huyét twong (va nude tidu) dat ti da sau 1 gidy
va giam dan véi thoi gian ban thai khoang 3,5 gio.

2-PAA duge thai trir d& dang qua nude tiéu. Trong khoang lidu tir 8-48 mg, khoang 85% lidu
ban diu duge tim thdy trong nuée tidu. Su bai tiét betahistin qua than hodic phan c6 tAm quan
trong nho.

Tuyén tinh

Ty 18 phuc héi 1a khéng ddi trong khoang lidu udng tir 8-48 mg, cho thiy dugc dong hoc cua
betahistin 1a tuyén tinh, va con dudng chuyén héa lién quan dudng nhu khong bio hoa.

QUY CACHPONG GOI: Hop 1 1o x 15 ml, 30 ml, 100 ml.
PIEU KIEN BAO QUAN: Noi kho, nhiét dé dudi 30°C, tranh 4nh séng.

HAN DUNG: 36 thang ké tir ngay san xuét. Sau khi mé& nép lo thue, nén st dung trong vong 1
thang ké tir ngay mo nép.

TIEU CHUAN CHAT LUQNG: TCCS.

San xuht tai:
Céng ty C6 phin Duwoe phim Céng nghé cao Abipha
Dia chi: L6 dit CN-2, Khu cong nghiép Phu Nghia, Xa Phii Nghia,

Huyén Chwong M§, Thanh phd Ha Noi, Viét Nam.
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