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Composition: Each tablet contains
Betahistine HCI ........ccoooeeecnnieciennene. 16mg
Indication, Contraindication:
Please see the insert paper
Dosage & Administration,Precaution, Side effect:
Please see the insert paper
Storage: store in original container, do not exceed 30°C
Specilication: in-house
Package: box of 6 blisters x 10 tablets.
For the other information: please see the insert paper /
Thudc bén theo don
Thanh phdn: M&i vién nén co chifa:
Betahistine HC! ...........c.ocovvveveenees 16mg
Chi dinh, chong chi djnh, li€u lrgng va cach ding, than trong va
tdc dyng ngoai §: xin xem 3 hudng din st dung
Bao quan: bio quan trong bao bi gbc, khéng qua 30°C
Tiéu chudn chat lugng: tidu chudn cd sd
Béng gbi: hjp 6 vi x 10 vién nén
Céc thdng tin khdc: xin xem t& hudng din sit dyng

Betahistine Bluepharma

Betahistine HC| 1&g
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Doc ky hudng dan si dung trude khi ding
Dé thudc xa tam lay tre em

Sin sud bai, Dan

Catalenl Germany Schorndorl GmbH 3 tria Farmacdufice S.A. (Fab
(Fab. Schorndort}
Steinbreissirasse, 1 and 2
DE-73614 Schorndarl. Alemanha
Due

Xuat xu: Bo Bao Nha
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Rx- Thubc ban theo don

BETAHISTINE BLUEPHARMA

Thanh phan: Méi vién nén chira:
Hoat chat
Betahistin hydroclorid 16 mg

T4 dwore: Povidon K90, cellulose vi tinh thé, Lactose monohydrat, Colloidal silicon dioxid,
Crospovidon, Acid stearic.

Mé ta: Vién nén hinh tru, mau trdng hodc tréng nga, hai canh cé g&. Mot mat dap néi chir B16, mat
con lai co khac ranh.

Dwerc Iwc hoc:

Betahistin 1a chat chi van histamin d&c hiéu va khéng co hoat tinh dang ké trén H2. Thudc lam gian
co vong tién mao mach vi vay c6 tac dung gia tang tuan hoan cla tai trong. N6 kiém soat tinh thdm
clia mao mach tai trong do dé lam gidm tich tu noi dich bach huyét tai trong. Bong thai nd cling cai
thién tuan hoan nao, gia tang lwu lwong mau qua déng mach canh trong va déng mach dét séng. Vi
vay trén Idm sang betahistin rat hiéu qua trong diéu tri chéng mét va choang vang. -

Dwoc dong hoc:

Betahistin dwoc hap thu nhanh va hoan toan sau khi uéng. Thubc dwoc bai tiét chi yéu trong nwéc
tiéu dwéi dang 2-pyridylacetic acid trong vong 24 gi¢ sau khi uéng. Khéng phat hién thay dang
khéng dbi cia betahistin.

Chi dinh:

Chéng mat, U tai va giam thinh Iyc lién quan t&i héi chirng Meniere. ( y ‘mc” NHEM HOU HAN) ‘
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Bénh wa té bao crom. Qua man cam véi bat ky thanh phan cla thubc. %P‘_HA!

Chéng chi dinh:

Liéu dung-Cach dung:

Nguei 16n (bao gém ca ngudi cao tudi): Bat dau 16mg, 3 1an mai ngay, nén ding cung bira an. Liéu
duy tri théng thwdng trong khoang 24-48mg méi ngay.

Tré em: Khéng cé liéu khuyén cao cho tré em.
Théan trong

Than trong khi diéu tri Betahistin & bénh nhan cé tién st loét da day. Khéng dung nap Betahistine
Bluepharma & bénh hen phé quan da dwoc thdy & mot vai bénh nhan. Nhirng bénh nhan nay can
dwoc kiém soat chat ché trong qua trinh diéu tri.




Sw dung cho phu ni¥ ¢é thai va cho con bu:
Théi ky mang thai
Chua c6 dir liéu day dd vé viéc st dung betahistin & phu nlr mang thai.

Cac nghién clru trén dong vat 1a khdng dl cé s& dé danh gia cac anh huéng clia thude trén phu nie
mang thai, s phat trién clia phéi thai, si sinh dé va phat trién cua tré sau khi sinh. Nguy co tiém
tang dbi vai con ngudi la chua dugc biét. Do @6 khéng nén ding betahistin cho phu nir mang thai
trir trwng hop that sw can thiét.

Thoi ky cho con ba

Chuwa biét betahistin c6 duwoc bai tiét vao sira me hay khéng. Ciling chwa cé cac nghién clru trén
dong vat vé si bai tiét cla betahistin vao si*a. Thudc chi nén dung cho ngudi me khi loi ich cla
viéc st dung thudc Ién hon nhirng nguy co cho tré.
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Sir dung cho ngwéi van hanh may moéc tau xe:

Betahistin it hodc khéng anh hwéng dén kha nang lai xe va van hanh may moc.
Twong tac thuéc:

Trén Iy thuyét, co thé co sy déi khang gitva betahistin va thudc khang histamin, nhung chwa thay cé
bao cao nao vé sw twong tac nay.

Tac dung phu:

Cac tac dung phu duéi day da thay trén cac bénh nhan sl dung betahistin trong cac cuéc thir
nghiém |am sang cé kiém soat v&i cac tan suat [Rat phd bién (21/10) Phé bién (21/100) t&i <1/10);
Khong phd bién (21/1000 téi <1/100), Hiém (21/10,000 téi <1/1000); Rat hiém (<1/10000)].

Réi loan tiéu hoa:
Phd bién: Budn nén va khé tiéu

Ngoai cac tac dung ngoai y trén da dwoc bao cao trong cac cudc thir nghiém lam sang, cac tac
dung ngoai y sau day dwoc bao cdo trong qua trinh Iwu hanh thudc va trong cac tai liéu khoa hoc:

- RAi loan hé théng mién dich
- Phan (rng qua man vi du nhw sbc phan vé da duoc bao cao.
- Réi loan tiéu hoéa:

- BPau da day nhe (vi du nédn mra, dau da day-rudt, day bung) da dwoc quan sat thay. Dé tranh cac
tac dung phu nay cé thé dung thudc trong bira an hoac giam liéu.

- R&i loan hé than kinh:

- Pau dau.



- Réi loan da va mé mém:

- Phan &rng qua man dudi da va mé da dwoc bao cao, dac biét la phu né, may day va nglra.
Théng bao cho bac si nhirng tac dung khéng mong mudn gap phai khi dung thuée

Str dung qua liéu:

M6t vai tridng hop qué lidu da dwoc bao cao. Vai bénh nhan da dung liéu cao téi 640mg va da trai
qua triéu chirng tir nhe dén trung binh nhw nén, budn ngd, dau bung. Cac bién chirng nang hon
nhw co giat, bién chirng tim va phdi da dwoc quan sat trong mét sé trwdng hop qua liéu betahistin
c6 chi y d%c biét két hop voi qua liéu clia cac thube khac. Diéu tri qua liéu nén két hop cac bién
phap hd tre chuan.

Trinh bay: Vi 10 vién, hop 6 vi

Bao quan: Bao quan trong bao bi gbc, khéng qua 30°C.
Pé xa tim voi tré em

Han dung: 36 thang ké tir ngay san xuét

Khéng dung thudc qua thei han sir dung

Tiéu chuén ap dung: Tiéu chuan nha san xuét

DPoc ky hwéng dan st dung treée khi dung
Néu can thém thong tin xin hdi y kién bac si
San xuét béi:
CATALENT GERMANY SCHORNDORF GmbH (FAB. SCHORNDORF)
Steinbreisstrasse, 1 and 2 DE-73614 Schorndorf, Alemanha, Birc
Pdéng goi béi:
BLUEPHARMA-INDUSTRIA FARMACEUTICA, S.A. (Fab)

Sao Martinho do Bispo 3045-016 Coimbra B6 Bao Nha.
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