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b COMPOSITION: Each uncoated tablet contains: Betahistine Dihydrochloride BP 8 mg >,
/’/ FOR DOSAGE, INDICATIONS, AND ADMINISTRATION: PLEASE REFER MORE
OTHER INFORMATION IN PACKAGE INSERTS.
SPECIFICATION: BP 2014
STORAGE: Store in a dry place at a temperature below 30°C. Protect from light.
ROUTE OF ADMINISTRATION: Oral
FOR PRESCRIPTION USE ONLY.

KEEP QUT OF THE REACH OF CHILDREN.
AREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE.
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CONG THUC: M&i vién nén khéng bao phim chira: Betahistin Dihydrochlorid BP 8 mg
CHI BINH, CACH DUNG, LIEU DUNG, VA CAC THONG TIN KHAC: XIN XEM TRONG
TO HUPONG DAN SU DUNG KEM THEO.

TIEU CHUAN; BP 2014

BAQ QUAN: & noi kho réo, nhiét 3o dwdi 30°C, tranh dnh sang.

PUONG DUNG: Ubng

THUOC BAN THEQ DON

GIT THUOC NGOAI TAM TAY TRE EM

POC KY HIPONG DAN SU DUNG TRUOC KHI DUNG
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Rx - Thuébc bdn theo don

Doc kj hwéng dan sie dung truée khi ding
Néu can thém théng tin, xin tham khdo y kién Duoc st hodc Bdc st
Vién nén
UNOHIS-8
(Betahistine dihydrochloride Tablets BP)

Thanh phin: M3i vién nén khéng bao phim chira:
Hoat chat:
Betahistin dihydrochlorid BP 8 mg
Ta dwoc:
Tinh bdt ngd, xen-1u-16 vi tinh thé, povidon (K-30), keo silica khan, axit maleic,
crospovidon, magié stearat.

Chi dinh diéu tri: ,
Betahistin c}ihyclrochlorid duoc chi dinh diéu tri chong mat, U tai, mat thinh giac
lién quan dén hoi chiing Méniere.

Liéu lwgng va cach dung:

Nguoi lon:

16 mg (2 vién) x 3lan/ngay. Duy tri: 24-48 mg/ngay. Diéu chinh lidu theo tudi &
murc d§ nang nhe cuia bénh.

Nguoi cao tudi:

Mic du dit lidu tir cac nghién clru 14m sang trén d6i tugng bénh nhén ndy con han
ché, kinh nghiém h4u mii cho thiy khéng cin diéu chinh liéu trén dbi twong bénh
nhan nay.

Suy thdan:

Chua ¢6 nhimg thir nghiém 14m sang dac hiéu trén dbi twong bénh nhan nay. Tuy
nhién kinh nghiém hau maéi cho thy khéng cin phai chinh lidu.

Suy gan: Chua c6 nhitng thi nghiem lam sang déc hiéu trén dbi tugng bénh nhan
nay. Tuy nhién kinh nghiém hdu méi cho thay khong can phai chinh lidu.

C6 thé udng thubc ciing hodc khong ciing thirc an. Tuy nhién, néu xuét hién cac
triéu ching kho chiu & duong tiéu hoa thi nén udng thube vao bira in. Nén diéu
chinh lidu dung theo déap tng cla timg bénh nhén. C6 thé thay su cai thién sau vai
tuan diéu tri.

Chéng chi dinh:
e Thoi ky mang thai va cho con bu.
o Tré dudi 18 tudi.
e Bénh nhéan bi u tuy thuong than.
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e Bénh nhén bi loét duong tiéu hoa cap tinh hodc tién sir bi bénh nay.
e Bénh nhan qua man véi bat ky thanh phan nao ctia thudc.

Nhitng luvu y dic biét va canh bao khi dung thudc:

CAn theo d5i than trong nhitng bénh nhan bi hen phé quan.

Nén than trong khi didu tri cho nhitng bénh nhan dang ding cac thude khang
histamin.

Twong tac voi thudce khac, cac dang twong tic khac:

Chua tién hanh cac nghién ctru vé tuong tac thudc in-vivo. Dya trén dit lidu in-
vitro, ¢6 thé dy doan 1a thube khong e ché enzym cytochrome P450 in-vivo.

Dit liéu in-vitro cho thy c¢6 su e ché chuyén hoa betahistin bdi céc thude trc ché
monoamino-oxidase (MAQO) bao gém ca MAO phéan nhém B (chéng han selegilin).
Khuyen céo than trong khi str dung ddng thoi betahistin voi cac thude e ché MAO
(bao gdm ca thube chon loc trén MAO-B).

Betahistin 1a chit twong tu histamin vi vdy vé mat ly thuyét, twong tic cia
betahistin v6i cac thudc khang histamin c6 thé anh hudng dén hiéu qua cia thudc.

Thoi ky mang thai va cho con bu:

Phu nik ¢o thai

Chua c6 dit liéu day du ve viéc dung betahistin cho phu nit ¢6 thai. Con thiéu cac
nghién ctru trén dong vat vé anh hudng trén thai ky, su phat trién cua phoi/bao thai,
qua trinh sinh san va sy phat trién cia tré so sinh. Chua biét nguy co c¢6 thé xay ra
cho ngudi. Vi vay, chéng chi dinh betahistin trong thai ky.

Phu nit cho con bu

Chua biét betahistin c6 dugc bai tiét vao sira me hay khong. Chua ¢ nghién ciru
trén dong vAt vé su bai tiét betahistin qua sita. Chdng chi dinh betahistin cho phu
nir dang cho con bu.

Tac dung ciia thude khi lai xe va viin hanh may moc:

Chéng mat, 0 tai, mét thinh giac 1ién quan dén hoi ching Méniére c6 thé anh
huong tidu cuc dén kha nang 1ai xe va van hanh may méc. Trong cac nghién ciru
lam sang duoc thiét ké dac biét dé danh gia kha niang l4i xe va van hanh may méc,
betahistin khong gy anh hudng hodc anh hudng khong déng ké.

Tac dung khong mong muon ciia thude:
Téc dung khong mong mudn duoc liét ké dudi ddy theo tan sut xudt hién & bénh
nhan diéu tri véi betahistin trong cac thir nghiém 1am sang c6 ddi chung voi gia
duge: [rét phé bién (>1/10); phd bién (>1/100 dén <1/10); khong phd bién
(>1/1,000 dén <1/100); hiém gip (>1/10,000 dén <1/1,000); rat hlem gap
(<1/10,000)]. :

X
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Heé tiéu hoa:
Pho bién: Bon nudn, kho tiéu.

Than kinh trung wong

Phd bién: Pau dau.

Ngoai cac tdc dung phu da dugc bédo céo trong cac thir nghiém lam sang, cac tac
dung phu dudi day dugc ghi nhén trong qua trinh sir dung hdu mai va trong y van.
Khéng thé udce doan duge tan suét tir dir lidu sin c6 vi vy céc phan tmg nay dugc
phan loai tAn suét “chua biét”.

Hé mién dich:

Cac phan tmg qué min nhu phan vé da dugc béo céo.

Hé tiéu héa:

Céac tac dung phu nhe trén duong ti€u hoa (nhu: nén, dau da day — rudt, truéng
bung va phinh bung) da dugc ghi nhan.

C6 thé lam giam céc triéu chimg dudng tiéu héa bang cach giam liéu hoic udng
thudc véo bira an.

Da va mé dudi da:

Céac phan (mg qua man trén da va mo6 dudi da d duge béo céo dic biét 1a phu mit,
may day, ban va ngua.

“Thong bdo voi bac sy cdc tac dung khong mong mudn gdp phdi khi diing
thuoc.”

Sir dung qua lidu:

Triéu chirng: da ghi nhan mot vai trudng hop qua lidu. Miac du da s6 cac truong
hop khong ghi nhan triéu chimg khi qua lidu, m6t vai bénh nhan c6 céc triéu chimg
tr nhe dén trung binh clia qua liéu nhu budn nén, khé miéng, dau thuong vi va
budn ngt véi lidu vuot qua 200 mg. D3 ghi nhén mét trudng hop co gidt véi liéu
728 mg. Tét ca cac trucmg hop trén déu hdi phuc hoan toan.

Diéu tri: Nén diéu tri hd tro.

Cac dac tinh dwge lwc hoc:
Betahistin dihydrochlorid c¢é &i luc manh nhu la mét chat déi khang thu thé -
histamin H3 va c6 4i luc yéu nhu 1a mét chit d6i khang thu thé histamin HI.
Betahistin dihydrochlorid duong nhu c6 tac dung lam gidn mach mau trong tai
gitta do d6 c6 thé 1am giam 4p luc do luong dich ting cao va tac dong 1én co tron.
Betahistin dihydrochlorid ¢6 hai céch tac dung. Chu yéu no tac dung truc tiép (chu
van) 1én thu thé H1 tai mach mau & tai gilta géy gidn mach mau va tang tinh tham,
gitip h6i phuc cac van dé cua tran ndi dich.

Hon nita, betahistin dihydrochlorid ¢6 tac dung d6i khang manh céc thu thé H3 va
gdy tang nong d6 céic chat dan truyén than kinh dugce giai phong tir cac dau day
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than kinh va tao ra hau qua: Tang s6 luong histamin duoc giai phéng tir cac dau
day than kinh tiét histamin, lam ting tac dung chil vén truc tiép cia betahistin
dihydrochlorid 1én céc thu thé nay. Piéu nay giai thich tic dung gy gisn mach
manh cula betahistin dihydrochlorid & tai trong.

Dwoc dong hoc:

O ngudi, khi ding duong udng betahistin dihydrochlorid dugc hp thu nhanh va
hoan toan tir dudng tiéu hoa. Thude duoc chuyén héa nhanh thanh mét chit chuyén
héa axit-2-pyridylacetic va duoc bai tiét vao nude tiéu. Nhimg nghién ctru voi
betahistin dihydrochlorid danh ddu phong xa cho thay thoi gian bén thai cua chét
danh clau phong xa trong huyét tuong 1 3,4 gid va trong nudc tiéu 1a 3,5 gio.

Bai tiét qua nudc tiéu khoang 90% trong vong 24 gi¢ dung thude.

Trinh bay: Hop 10 vi x 10 vién.
Bao quan: ¢ noi kho rao, nhiét d dudi 30°C, tranh anh sang.
Han dung: 24 thang ké tir ngay san xuat. Khéng dung thudc qué han st dung ghi
trén bao bi.
Tiéu chuan: BP 2014
Canh bao:
- Khéng ding qud liéu.
- Giir thubc ngoai tam tay tré em.

San xudt tai An dé béi:
M/s AKUMS Drugs & Pharmaceutical Ltd.,
19-21, Sector-6A, I.I.E. Sidcul, Ranipur, Haridwar- 249403, India.
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