TO HPONG DAN SUF DUNG

&THUOC KE PON
VIEN NEN

Betahistin 16 AT"

PE XA TAM TAY TRE EM
POC KY HUONG DAN SU’ DUNG
TRU'OC KHI DUNG
NEU CAN THEM THONG TIN XIN

HOI Y KIEN BAC SI HOAC DUQC SI

KHONG SU’ DUNG THUOC QUA
HAN DUNG GHI TREN NHAN
THUOC NAY CHIi DUNG THEO
PDON THUOC

THANH PHAN:
Hoat chat:

Betahistine dihydrochloride .......... 16 mg

Ta dwoc: Vira du 1 vién
(Lactose, Avicel 102, PVP K30, Talc,
Magnesi stearat, Aerosil) |

DANG BAO CHE: Vién nén.

MO TA SAN PHAM: Vién nén tron mau
trang, mét mat cé vach ngang, mot mat
co chir AT. ;

CHI BINH:
Diéu tri chong mat va choang vang lién
quan dén nhirng bénh sau: Bénh
Meniere, hoi chirng Meniere, chong mat
ngoai bién.

LIEU DUNG VA CACH DUNG:

- Liéu théng thwdng cho nguedi 1én 13
ubng mdi 1an 1 vién Betahistin 16 A.T,
ngay dung 3 lan sau moi bira an.

- Liéu nén dwoc diéu chinh tuy theo tudi
va mirc dd nang nhe cua bénh.

CHONG CHI DINH:
Loét da day ta trang. U tuy thwong than.
Bénh nhan man cadm véi bat ky thanh
phan nao cla thudc.

CANH BAO VA THAN TRONG KHI
DUNG THUOC:
Canh bao ta dwok:

"Thubc cd chra lactose. Bénh nhan bi

cac rbi loan di truyén hiém gap nhw
khéng dung nap galactose, thiéu Lapp
lactase hoac roi loan hap thu glucose -
galactose thi khéng dung thu6c nay. -
Than trong:

Than trong khi st dung trong nhirng
trro'ng hop sau:

- Bé&nh nhan co6 tien st loét da day hodc
dang c6 vét loét dwdrng tiéu hda do thudc
co tac dq)ng giong histamine c6 thé lam
tang tiet acid dich vi do can thlep Ien thy
thé H,. |

- Benh nhan hen phé quan do thuoc co tac
déng giébng histamine co thé gy co that
dwdng hd hap do can thiép 1én thu thé H..

- Bénh nhan bi u tuy thwong than do thuoc
co tac dong giong histamine cé thé lam
gia tng huyét ap do tang tiét adrenalin.

- Nguwoi gia: Do & do tudi nay, nhirng hoat
dong chirc nang sinh ly thwdng giam,
nén ap dung nhirng bién phap nhw giam
lieu va tang cwdng theo doi kiém tra.

- Tré em: Chwa xac dinh dwoc tinh an
toan khi str dung thudé cho tré em.

SU DUNG THUOC CHO PHU N cO
THAI VA CHO CON BU: -

Tinh an toan cua betahistine chwa dwo’c
kiéem ching. Thubc nay chi nén dung
cho phu nir co thai hoac nghi ngo. co thai
chi trong trwong hop xét thay ich loi
mang lai I&n hon so v&i nhirng tai bién
co thé gap.

ANH HUONG CUA THUOC LEN KHA
NANG LAI XE, VAN HANH MAY MOC:

& lidu diéu tri, thudc khéng anh hwéng
den kha nang lai xe va van hanh may
moc. Tuy nhién nén lwu y rang chéng.
mat cé the xay ra trong théi gian diéu tri.

TWONG TAC, TWONG KY CUA THUOC:
Twong tac thuoc:

Betahistine chwa twng dwoc phat hién Ia co
twong tac véi bat ky loai thudc nao khac.



Twong ky:

Do khéng c6 cac nghién ctru ve tinh twong
ky ctia thudc, khdng tron 1an thude nay voi
cac thuoc khac. |

TAC DUNG KHONG MONG MUON (ADR):

Thwong gap, (1/100 < ADR < 1/10):

- R&i loan tiéu héa: Budn non va kho tiéu.

- ROi loan hé than kinh: Dau dau.

Tac dung phu cé thé gép nhwng chwa ré
tan suat:

- R6i loan hé thong mién dich: Phan trng
qua man, vi du soc phan vé.

- Da va céc roi loan mé dwoi da: Qua
man trén da, phu né, méy day, phat ban
vanga.

THONG BAO NGAY CHO BAC ]
HOAC DUOC SINHUPNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI
SU'DUNG THUOC |

QUA LIEU VA CACH XU TRi: |

M6t vai triedng hop qua liéu da dwoc bao
cao. Mot so bénh nhan bi cac triéu chirng
tlr nhe dén vira khi dung liéu 1én dén 728 mg

(nhw budn nén, budn 'ngt, dau bung).
Cac bién chL’fng nghiém'trong hon (nhw

co giat, bién chirng & phdi hoac tim)
duwoc thay trong nhung truo’ng hop qua
lieu betahistine do c6 y, dac biét trong
phdi hop véi cac thudoc duwoc cho qua
lieu khac. Diéu tri qua liéu nén bao gom
ca cac bién phap ho tro co ban.

CAC DAC TINH DUQOC LY:

Nhom duwoc ly: Thubc tri chéng méat

Ma ATC: NO7CAO1-

Dworc lwec hoc:

Betahistine dihydrochloride lam gian co
vong tién mao mach vi vay cé tac dung'
gia tdng tuan hoan cua tai trong. N6 kiém
soat tinh thAm ctia mao mach tai trong do
dé lam giam tich tu ndi dich bach huyét
tai trong. Pong thdi né clng cai thién
tuan hoan nao, gia tang lwu lwong mau
qua déng mach canh trong va doéng
mach dot song. '

Dwoc dong hoc:

Hap thu - chuyén hba: Betahistine dé
dang hap thu gan nhuv hoan toan qua

dwdng uong. Sau khi hap thu thubc
nhanh chéng chuyén hoa Hoan toan
thanh acid 2 - pyridyl acetic. Nong do
betahistine trong huyét twong rat thap.
Do do phan tich dwoc dong hoc dwoc dwa
trén cac phep do acid 2 - pyridyl acetic
trong huyét twong va nwéec tieu. Sau khi
uong betahistine, nong dd 2 - PAA trong
huyét twong va nwdc tiéu dat tdi da 1 gio sau
khi udng va suy giam theo théi gian ban thai
khoang 3,5 gi¢. Thirc an lam cham sw hap
thu cua betahistine nhung khéng lam giam
nong dé dinh trong huyét twong.

Phéah phoi: Ty & betahistine gan VOl protein
huyét twong dudi 5 %.

Thai trir: 2 - PAA dé dang bai tiét trong
nwée tiéu:-Trong khodng liéu tir 8 - 48 mg,
khoang 85% liéu ban dau dwoc thai triy
trong nwdc tiéu. Bai tiét thAn hodc phan
cua betahistine khéng co y nghia.

QUY CACH DONG GOI:
- H6p 02 vi x 10 vién

- H6p 03 vi x 10 vién

- Hop 05 vi x 10 vién

- HOp 10 vi x 10 vién

- HOp 01 chai x 30 vién

- HOp 01 chai x 60 vién

- HOp 01 chai x 100 vién

BAO QUAN:
Noi Kho rao, nhiét dé khdng qua 30°C, tranh
anh sang.

HAN DUNG:
24 thang ke tlr ngay san xuat.

TIEU CHUAN: TCCS

w7

AN THIEN PHARMA

CONG TY CO PHAN DUQC PHAM AN THIEN
314 Bong Sao, Phuwéng 5, Quan 8, TP. H6 Chi Minh

San xuat tai nha may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L6 C16, Puwdng S6 9, KCN Hiép Phuor,
Huyén Nha Be, TP H6 Chi Minh
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