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24 mg

COMPOSITION : Each tablet contains :

T4 dugc vira ét’x ....................................... 1 vién

CHi BINH, CHONG CHI BINH, LIEU LUGNG,
CACH DUNG, THAN TRONG, TAC DUNG PHY
VA CAC THONG TIN KHAC :

Xem trong 1 huéng din sd dyng thuéc kém theo.

BAO QUAN : Nai kho, TIEU CHUAN : Tiéu chudn nha s&n xuét

nhiét dd khdng qua 30°C. &
Trénh 4nh sang. SPK /Reg. No.:
POC K¥ HUONG DAN SU DUNG Sdn xudt tai,;
TRUGC KHI DUNG CONG TY 6 PHAN DUGC PHAM SAVI
, (Sawipharm J.5.0)
DE XA TAM TAY CUA TRE EM L6 2.01-02-03a KCN trong KCX Tan Thugn,

P. T4n Thudn D6ng, Qudn 7, Tp.H8 Chi Minh
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Rx Prescription only medicine

Betahistin 24

Betahisti/ne"«d'/l'hydf_

SOCIAL RESPONSIBILITIES

BOX OF 3 BLISTERS x 10 TABLETS
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24 mg

q.s. 'fo« 1 tablet

INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION, PRECAUTIONS,
SIDE EFFECTS AND OTHER INFORMATION :
See enclosed leafiet

STORAGE : Keep in a dry place,

Betahistin 24

do not store above 30°C.
Protect from light.
Manufactured by:
SPECIFICATION : Manufacturer's 7“" PHAHMACEUI}?IEJJ.S.BG.
SaWipharm J.S.

READ CAREFULLY THE LEAFLET BEFORE USE
KEEP OUT OF REACH OF CHILDREN

Lot No. Z.01-02-03a, Tan Thuan I1Z

located in EPZ, Tan Thuan Dong Ward,

Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

Rx-Thuéc bdn theo don

Betahistin 24
THANH PHAN
Betahistin dihydroclorid 24 mg
Ta dugce vira du 1 vién

(Silic dioxyd keo, cellulose vi tinh thé 102, acid citric khan, Crospovidon type B, manitol,
talc, magnesi stearat).

DANG BAO CHE
Vién nén.
DUQC LUC

Co che tic dung

Co ché tac dung ctia betahistin chua dugc biét r5. Mot sb gia thuyét hop ly dua trén cac
nghién ctru trén dong vat va cac dir liéu ciia con ngudi nhu sau:

Betahistin anh hwdéng dén hé hzstammergzc

Betahistin vira déng vai trd 1a chit chii van mot phan thu thé H; vira dong vai tro la chit ddi
khang thu thé H; trong m6 than kinh. Ngoai ra, betahistin con cht van thu thé H, yeu
Betahistin ting luong histamin va tdng phéng thich histamin bang cach wc ché thu thé H;
trudc synap va giam téng hop thu thé H; bai tuyen yén.

Betahistin c¢6 thé lam ting luu luong mau dén céc ving éc tai cling nhu toan bd nio:
Thtr nghiém dugc ly & ddng vat da chi ra rﬁng su luu thong méu trong cac mach mau cua tai
trong dugc cai thién, c6 thé do cic co vong tién mao mach cua tai trong gién ra.

Betahistin cling lam tdng luu lugng méu ndo ¢ nguoi.

Betahistin tao diéu kién phuc hoi tién dinh:

O dong vat, betahistin tang téc do phuc h01 tién dinh sau khi cit mot bén day than kinh, bing
cach thic ddy va tao diéu kién phuc héi tién dinh trung wong; hiéu img nay duoc dic trung
boi sur ting luong histamin va ting phong thich histamin, théng qua ddi khang thu thé H;.

O ngudi, thoi gian phuc hdi sau khi cit day than kinh tidn dinh cling giam khi diéu tri bing
betahistin.

Betahistin lam thay dbi sw bdn noron than kinh trong nhdn tién dinh:

Betahistin cling c6 tac dung trc ché phu thudc lidu trén nhém noron chinh & nhan bén va nhan
gifra tién dinh.

Tinh chit duge luc cua betahistin c6 ich trong didu tri bénh tién dinh. Pidu nay da duoc
chiing minh trén dong vat. Cac nghién ciru & bénh nhan chéng mat tién dinh va bénh Méniére
cho thiy betahistin c6 tac dung giam dd ning, tin sudt clia cdc con chéng mit.

DUQC PONG HQC

Hap thu

Betahistin dwoc hdp thu nhanh va hdu nhu hoan toan tir dudng tiéu héa. Sau khi hip thu,
thuc nhanh chéng chuyén hoa gan nhu hoan toan thanh acid 2-pyridylacetic (2-PAA). Nong
d6 betahistin huyét tuong rit thap. Vi vy, phan tich dong hoc dua trén nong do cua acid 2-
pyridylacetic trong huyét tuong va nuéc tiéu. Thirc 4n chi 1am chdm sy hip thu betahistin,
téng lugng hép thu cuia thubc khdng bi anh hudng.

Phdn b6 '

Lién két voi protein — huyét tuong thap hon 5%.

Chuyén héa

Sau khi hip thu, betahistin nhanh chéng chuyén hoa gin nhu hoan toan thanh acid 2-
pyrldylacetlc (chat chuyen hoéa khong c6 hoat tinh).

Sau khi udng betahistin, nong do huyét twong (va nudc tiéu) cia 2-PAA dat ndéng do dinh sau
khoang 1 gi¢. Ntra doi thai trir ciia 2-PAA 1a khoang 3,5 gio.




Thai tru

Acid 2-pyridylacetic dugc bai tiét de dang qua nuéc tiéu. Lidu tir 8 — 48 mg, khoang 85% liéu
udng dugc tim thay trong nuéc tiéu. Thai trir qua than va phan cua betahistin 13 duodng thai
trir ¢6 vai tro thir yeu.

D6 tuyén tinh

Ty 1& thu hdi khong dbi trong khoang lidu uong 8 - 48 mg cho thiy dwoc dong hoc cua
betahistin 1a tuyén tinh. Diéu ngay cho thdy ring con dudng chuyén héa 14 khong dbi.

CHI PINH PIEU TRI

- Piéu trj hdi chimg Méniére da dugc xdc dinh boi ba triéu chimg co ban sau day:
+ Chong mit (kém theo budn noén/ndn).
+ Suy gidm thinh gidc (néng tai).
+ U tai.

- Piéu trj triéu chimg chéng mit do nguyén nhén tién dinh.

LIEU LUQNG VA CACH DUNG

Thuéc nay chi ding theo sw ké don ciia bdc si

Cdch dimg: Thubc ding dudng ubng. Nén udng thudc trong bita an.
Liéu luong:
Nguoi lom:

- Lidu ban ddu™: 8 — 16 mg/lan x 3 lan/ngay.
- Liéu duy tri: Thong thudng trong khoang 24 — 48 mg mdi ngay. Liéu hang ngay khong nén
vuot qua 48 mg. Liéu lwong nén duoc diéu chinh tuy theo d4p tng cuia moi ngudi.

Su cai thién d6i khi chi nhan thdy sau vai tudn diéu tri. Hiéu qua tdt nhét dat duoc sau vai
thang. Viéc chi dinh didu tri ngay khi vira phat bénh ngan chin dugc sy phat trién cua bénh
va/hodc ngin chin sy mat thinh luc & giai doan sau ciia bénh.
Nguoi suy than, suy gan: Chua c6 thir nghiém 14m sang & ngudi suy thén, suy gan, nhung
theo kinh nghiém sir dung thudc thi khong can diéu chinh lidu 0 ngudi suy than, suy gan.
Nguoi cao tudi: Chua co thir nghiém 1am sang ¢ ngudi cao tudi, nhung theo kinh nghiém str
dung thubc thi khong can diéu chinh liéu & ngudi cao tudi.

Tré em: Hi€u qua va an toan cua thubc & tré em va thanh thiéu nién chwa dugc thiét 14p, nén
khong dung thudc cho bénh nhén dudi 18 tudi.

"Luu y: Bdc sTnén chon thuéc khdc c6 ham luong phii hop véi liéu ban dau.

CHONG CHI PINH
- Quéa mén v6i betahistin hodc bét ctr thanh phén nao cua thude.

- Bénh nhén bi u t& bao wa crom.

CANH BAO VA THAN TRONG KHI SU DUNG

- Cén than trong khi didu tri cho bénh nhén loét da day ta trang hoc c6 tién sir loét da day ta
trang vi bénh nhan sir dung betahistin thudng bi kho tiéu.

- Theo dbi cin than khi sir dung betahistin cho bénh nhan bi hen phé quan.

- CAn thén trong khi ké don betahistin cho bénh nhén nbi mé day, méin ngira hoic viém miii
di img vi céc triéu chung trén co thé trdm trong hon khi st dung betahistin.
- Bénh nhén bi u tiy thuong than do thubc c6 tac dong gidng histamin c6 thé 1am gia tang
huyet ap do tang tiét adrenalin.
- Can thén trong khi str dung thuéc cho bénh nhan bi ha huyét 4p nang, bénh nhan rdi loan

chuyén hoéa porphyrin.




TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC

- Téi nay, chua c6 bdo céo nao vé twong tac thubc nguy hiém. Cac nghién ctru vé tuong téc
thudc in-vivo chua dugc thyuc hién. Duya trén céc dit liéu in-vitro, betahistin khong trc ché
enzym CYP 450 (Cytochrome P450 enzyme).

- Mic du trén co s& 1y thuyét betahistin d6i khang v6i thude khéng histamin nhung téi nay
chua ¢ béo céo tuong tac thude nao glua betahistin va thuc khang histamin.

- P4 c6 truong hop tuong tac thudc gitra betahistin v6i ruou, hop chét pyrimethamin va
dapson, salbutamol.

- Céc dit lidu in-vitro cho thiy ring céc thudc ttc ché MAO (monoamine oxidase), bao gdm
cd MAO-typ B (nhu selegilin), wrc ché chuyen hoa betahistin. Thén trong khi s dung
dong thoi betahistin voi céc thude rc ché MAO (bao gom ca MAO-B chon loc).

- Betahistin c6 ciu tric tuong tw histamin nén sir dung dong thoi voéi thude dbi khéng H; cé
thé lam giam tac dung ctia nhau.

TRUONG HQP CO THAI VA CHO CON BU

Truong hop c6 thai

Chua c6 dir liéu ddy da vé viéc sir dung betahistin cho phu nit c6 thai. C4c nghién ciru trén
dong vét mic du chua ddy da nhung khéng thiy doc tinh truc tiép hay gian tiép dén kha nang
sinh san. Nhimg nguy co tiém 4n d6i v6i con ngudi chua duge 1. Vi vy, khong nén sir dung
betahistin cho phu nit mang thai.

Truong hop cho con bi

Chua biét betahistin c6 bai tiét vao sita hay khong. Chua c6 nghién ctru trén dong vt su bai
tiét betahistin trong sita. Do d6 khong nén sir dung betahistin cho phu nit dang cho con bu.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Thudc khong anh huéng dén kha néng 1ai xe va van hanh méay moc. Tuy nhién, can luu ¥ cin
bénh ma ngudi bénh dang dugc diéu tri (chéng mit lién quan dén hoi chimg Méniere) c6 thé
lam cho ngudi bénh cam thiy chéng mat; nén cé thé anh hudéng dén kha nang lai xe va van
hanh may mé6c. Do vy, khong lai xe va vén hanh may moc néu nguodi st dung dang gap
nhitng triéu chimg nay.

Théng bdo cho Bdc si nhitng tic dung khong mong mudn gip phai khi siv dung thubc.

TAC DUNG KHONG MONG MUON
Thuong gdp, 1/100 < ADR < 1/10:
- Hé tiéu héa: budn ndn, kho tiéu.
- Hé than kinh: dau déu
Chua ro tdn xudt:
- Hé mién dich: Phan g qui mén (vi du nhu sbc phan v8).
- Hg tiéu hoa: Kich tmg da day nhe (ndn, dau da day, ddy bung va day hoi). Piéu nay
thudmg c6 thé tranh dugc bing cach dung thudc trong bira &n hodc giam lidu dung.
- Da va cac md dudi da: Phan tmg qua man nhu may day, phat ban, ngira, ddc bi€t 1a phu

mach (angioedema).

Hudng din cdch xik tri ' ADR
Ngung dung thudc va tham van bac s diéu tri.

QUA LIEU VA CACH XU TRi
Mot vai trudng hop qua lidu (dung t&i 728 mg) véi céc tridu ching tir nhe dén trung binh da

dugc béo céo. O liéu 728 mg di ghi nhén c6 trudng hop co giét. Tét ca truomg hop déu phuc

hoi hoan toan. . ) 3
Diéu tri qu4 liéu nén két hgp vdi cac bién phéap ho trg thudng quy.

PONG GOI: Hop 3 vi x 10 vién.
BAO QUAN: Noi khd, nhiét 6 duéi 30 °C. Trénh énh séng.
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TIEU CHUAN AP DUNG: Tiéu chun nha san xuét.
HAN DUNG: 36 thang ké tir ngay san xut.
Dé xa tam tay ciia tré em.

Doc kj huéng din sit dung trwde khi ding.
Neéu can thém thong tin, xin hdi y kién Bdc si.

TRACH NHIEM TRON VEN

Séan xuAt tai:

CONG TY CO PHAN DUGQC PHAM SAVI ( sawvipharm J.S.C)

L6 Z.01-02-03a, Khu Cong nghiép trong Khu Ché xuét Tan Thuén, Phudng Tan Thuan
Pong, Quén 7, thanh phd H Chi Minh.

DT : +84 8 37700 142- 143 - 144

Fax: +84 8 37700 145
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