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Zivastin’

Betahistin dihydroclorid 16 mg

Zivastin

HOP 6 VI x 10 VIEN NEN

THANH PHAN: Khéng ding qué liéu chi dinh,
Méi vién nén chifa: Bio quin & nhiét d6 duéi 30°C, noi
Betahistin dihydroclorid ........16 Mg 1us 40 wénh 4nh sing.

T4 duge vita dli .................mGt vién d

Chi dinh, cdch ding, lidu ding,
chéng chi dinh va cic thong tin khdc: a4
Xin doc trong 16 hueing din st dung, Pharmaceuticals

WHO-GMP
i CONG TY CO PHAN DUGC PHAM 0PV
bé xa.. iy tré em. 5& 27, Dudng 3A,
Doc ki hudng din sif dyng trude Knu Céng Nghigp Bign Hoa Il
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PRESCRIPTION ONLY

Zivastin’

Betahistine dihydrochloride 16 mg :

=18 =) H 0 TAB
COMPOSITION: Do not exceed recommended dosage.
Each tablet contains: Store at temperature below 30°C, in a
Betahistine dihydrochloride...16 mg  dry place, protect from light.
Excipients q.8...................one tablet
Indications, administration, dosage, Fd # ,’
contraindications and other information: y
See the insert, Pharmaceuticals

WHO-GMP

Keep out of reach of children. 0PV PHARMACEUTICAL JOINT STOCK CO.

Na. 27, 3A Street,
Read carefully the enclosed insert Bien Hoa Il Industrial Zane,

before use. An Binh Ward, Bien Hoa City, Dong Nai Province.
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ZIVASTIN®
Betahistin dihydroclorid
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1. THANH PHAN CONG THUC THUGC: MGi vien nén chira:

Hoat chét: Betahistin dihydroclorid................ 16 mg

T4 dugc Cellulose vi tinh thé PH 102, manitol, acid citric khan, silic oxid dang keo khan, talc,
croscarmellose natri.

2. DANG BAO CHE: Vién nén

3. QUY CACH BONG GOI:

Hop 6 vi x 10 vién nén.

4. DUGC LUC HOC

Nhém duge ly: Thube chdng chong mat.
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- Betahistin 4nh hu@ing d&n hé histaminergic: Betahistin 12 mat chdt chli vdn mot phin thu thé H. ;’fr .--"2’-'-:-1&
histamin va ciing |a chét doi khdng thu thé Hs histamin trong mé than kinh, c6 hoat tinh trén thu ;’;;\L"-' ff
R el B

thé W, khong ddng ké. Betahistin lam ting dy trit va gidi phéng histamin biing c4ch ngin chin ”‘f:‘ . e
tién synap thu thé Hs va lam gidm thu thé Ha. .
- Betahistin c¢6 thé lam ting luu lugng mau dén cac vung Oc tai cling nhu todn ndo bd: Thi

nghiém dugc Iy 6 dong vat da chi ra rdng sy tudn hoan mau trong van mach clia tai trong dugc

céi thién, c6 thé bing céch gidn co vong tién mao mach cla vi tudn hoan ¢ tai trong. Betahistin

cling lam tdng luu lugng méau ndo & ngudi.

- Betahistin giap bl trir tién dinh: Betahistin lam tang t6c do phuc hoi tién dinh sau khi cat day

than kinh mot bén & dong vat, bang cach thic ddy va giap bu trir tién dinh trung uong; hiéu (ing

nay dic trung bdi su gia tdng du trlf va gidi phong histamin, dugc diéu hoa théng qua sy ddi

khang thu thé Hs. O ngudi, thai gian phuc héi sau khi ct day than kinh tién dinh cling gidm khi

diéu trj bdng betahistin.

- Betahistin lam thay ddi su gidi phong xung thdn kinh & nhan tién dinh: Betahistin cling c6 tac

dung c ché phu thudc liéu trén sy phét sinh xung dong clia t€ bao than kinh ¢ bén va gilta nhan

tién dinh. Cac dic tinh dugc Iyc nhu da chiing minh & dong vat co thé dong gop cho Igi ich diéu

tri clia betahistin trong hé tién dinh. Hiéu qua clia betahistin & bénh nhan chéng mét tién dinh va
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bénh Méniére da dugc chiing minh bdi nhiing céi thién vé cubng do va tan s6 cla cdc con chong
mat. _
5. DUGC BONG HOC
- Hép thu: Betahistin hdp thu nhanh chéng sau khi uéng va duge h&p thu gdn nhu hoan todn qua
dudng tiéu hoa. Sau khi hdp thu, thudc dugc chuyén héa nhanh chéng va gdn nhu hoan toan
thanh 2-pyridylacetic acid. Néng d¢ betahistin huy&t tuong rat thap.
- Phan bd: Ti 18 betahistin lién két v6i protein huy&t tuong thadp hon 5%.
- Chuyén hda: Sau khi hdp thu, thubc dugc chuyén héa nhanh chéng va gan nhu hodn toan thanh
2-pyridylacetic acid (2-PAA). Nong do 2-PAA trong huyét tuong (va nu6c tiéu) dat t6i da 1 gid sau
khi udng betahistin va giam dan v6i thoi gian ban hiy khoang 3,5 gid.
- Thai trr: 2-PAA dugc bai tigt nhanh chong qua nuéc tiéu. Véi liéu khodng 8 ~ 48 mg, khoang
85% liéu ban ddu dugc tim thdy trong nudc tiéu. Sy bai tiét qua phan va nudc tiéu clia betahistin
dong vai trd khong quan trong.
6. CHi BINH
Chéng mét, i tai va mét thinh luc lién quan dén hdi chiing Méniére.
7. CACH DUNG, LIEU DUNG:
Cdch dung: Dung dubng udng. T6t nhat 1a udng cling véi bita &n.
Liéu dang:
- Ngudi 6n (bao gbm ngudi cao tui): Liéu khdi ddu 16 mg x 3 ldn/ngay. Li€u duy tri thudng trong
khodng 24 mg - 48 mg/ngay.
- Tré em; Thudc nay khong dugc khuy&n cdo dung cho tré em dudi 18 tudi.
- Ngudi cao tudi, suy gan, suy than: Khong cén diéu chinh liéu.
8. CHONG CHi DINH:
- Qua man vGi betahistin hodc bat ky thanh phin nao cla thudc.
- U t& bao ua crom.
9. LUU Y VA THAN TRONG:
- Than trong ding thufc ndy cho bé&nh nhan bj hen phé& quin va bénh nhin co tién sir loét da
day ta trang.
Phu nif ¢6 thai: Khong c6 dit iu ddy dl vé viéc sl dung betahistin cho phu nit mang thai. Con
thigu c4c nghién cltu trén dong vat vé anh hudng trén thai ky, su phat trién cla phdi/bao thai,
qud trinh sinh sdn va su phét trién clia tré so sinh. Chua biét nguy co c6 thé xdy ra cho ngudi. Vi
vay, khoéng nén dung betahistin trong thai ky trli khi that can thiét.
Phu nif cho con bii: Chua biét betahistin ¢6 dugc bai tiét vao sia me hay khéng. Chua ¢ nghién
ciu trén dong vat vé su bai tiét betahistin qua sfa. Nén can nhdc tdm quan trong clia thudc doi
vGi ngudi me so véi Igi ich clia viéc cho con bii va nguy co cd thé xay ra cho tré.
Anh huéng ciia thuéc doi vdi cong viée: Chong mit, U tai va mat thinh lyc lign quan d&n hoi
chiing Ménigre c6 thé anh hubng tiéu cuc dén kha ning l&i xe, vdn hanh méay mac, lam viéc
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trén cao va cac trudng hgp khdc. Trong cdc nghién clu Iam sang dugc thiét k& dac biét dé diéu
tra vé kha néng lai xe va sif dung mdy méc, betahistin khong cé hodc anh hubng khong dang ké.
10. TUONG TAC THUGC
- Than trong khi st dung déng thdi betahistin va thudc Gc ché MAD (bao gém MAO-B ¢6 chon
loc).
- Trén Iy thuy6t, su tuong tac clia betahistin voi thudc khdng histamin ¢6 thé &nh hubng dén hiéu
qud clia mdt trong cdc thudc nay.
11. TAC DUNG KHONG MONG MUON
- Thudng gdp: 1/100 < ADR < 1/10
Rdi loan tiéu héa: Budn non, kho tidu.
Rai loan hé than kinh: Pau dau.
- Chua bigt:
R6i loan hé mi&n dich: Phén Gng qua man (phan (ing phan v&) da dugc bdo co.
RGi loan tiéu hoa: Roi loan da day nhe (n6n, dau da day, tru6ng bung, ddy hoi) da dugc quan
s4t. Tac dung phu nay c6 thé gidi quy&t bdng cach udng thudc trong bita dn hodc gidm liéu.
R6i loan da va md du6i da: Phan (ng qud man G da va md du6i da da dugc bao cdo, dac biét
la phi né mach than kinh, may day, phat ban va ngua.
12. QUA LIEU VA CACH XU TRI
Triéu chizng: Mot vai trudng hop qua liéu dd dugc bdo cdo. Mot s6 bénh nhén co triéu ching tir
nhe dén trung binh v6i liéu 1&n dén 640 mg (bubn ndn, budn ngl, dau bung). Cac bién cht’fng_s-_’
nghiém trong hon (co giat, bign ching tim mach hoic phdi) dd dugc quan sat trong cac tru(jng“'"
hop qud liéu cla betahistin dc biét trong sy k&t hgp véi cac thudc qud liéu khac.
Cdch xu tri- Diéu tri qué liéu nén bao gdm céc bién phdp ho trg thong thudng.
13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAD
Khéng diing qua liéu chi dinh.

14. DIEU KIEN BAO QUAN: G nhiét do dudi 30°C, nai kho rdo, trdnh dnh séng. \ \
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat. Khong dung thudc khi qua han ci
|:
16. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT / J)§)
()
o . W
Pharmaceuticals
WHO-GMP

CONG TY CO PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa Il, Phudng An Binh, Tp. Bién Hda, Tinh Bong Nai.
DT: (061) 3992999 Fax: (061) 3835088 _
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