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CONG THUC:
= Betahistin dihydroclorid ..o, 8mg.
= Tadugevd......... coeee 1 viBN NN,

CHI BINH; CHONG CHi BINH; CACH DUNG VA LIEUDUNG:
CAC THONG TIN KHAC:
Xin doc trong t& hudng din st dyng.
BAO QUAN:
D& noi khd mat, trdnh dnh séng, nhiét dé dudi 30°C.
DE XA TAM TAY CUA TRE EM
BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG

(. PRESCRIPTION ONLY \3\(

Box of 10 blisters x 10 tablets /

Betahistine dihydrochloride 8mg

Reg. No:
Specitication of the manufacturer

ED) PHARMACEUTICAL JOINT STOCK COMPANY 372
10 Cong Truong Quac Te, District 3, Ho Ch Minh City, Viet Nam

FT.PHARMA
COMPOSITION:
= Betahistine dihydrochloride ..o, 8mg.
= Excipientsg.s........... SRS I =11 =19

INDICATIONS; CONTRAINDICATIONS; DOSAGE &
ADMINISTRATION; OTHER INFORMATION:
Read carefully the enclosed lsaflet.
STORAGE:
Indry, cool place, attemperature below 30°C, protect form light
KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS BEFORE USE
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CAC THONG TIN KHAC:
Xim doc frang 18 hudng din si dung
BADQUAN:

EM o khi i, trinh dnh sdng,

nhigt 49 dudi30°C.

Q PRESCRIPTION ONLY

Reg. Mo

Box of 3 blisters x 10 tablets e,

!
Betahistine dihydrochloride mg

PHARMACEUTICAL JOINT STOCK COMPANY 372

10 Geng Truong Quoc Te, District 3, Ho Chi Minh Gy, Viet Nam
FTPHARKA

COMPOSITION:

- Batabbetog SR EGOHIOHIN i BTG CARgRULLY READ THE INSTRUCTIONS BEFORE USE
» Excipientsq s R 1 tablet
DOSAGE & RATION

KEEP OUT OF REACH OF CHILDREN

OTHER INFORMATION:

STORAGE:
In dry, cool place, al lemperature

Aead carshully th enclosed leafiet

Delow 30°C, protect barm light
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MAU GIAY NHOM XIN BAN HANH DISERTI 8

Kich thudc thyc: 8,2 x 3,6 cm
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MAU TO HUONG DAN SU DUNG XIN BAN HANH DISERTI 8
Kich thudc thyc: 9,2 x 18,0 cm

(. THUGC BAN THEO BON

DISERTI 8

Vién nén
THANH PHAN: Cho 1 vién nén
Betahistin dihydroclorid ... ..8mg
Té dugc: Avicel 101, Maniloi Acld cﬂrlc Natn starch glycoial (DST) Aerosﬂ Bgt
Talc, Magnesi stearat.
CACPACTINHDUGCLY:
DUGCLY VA CO CHE TAC BONG:
- Thudc trj chéng mét. Betahistin lam gian cd vong tién mao mach vl vay cd tac dung
giatang tudn hoan cla tai trong. Déng théi né eling caithién tudn hoan nao, gia ting
luu lugng méu qua dong mach cdnh trong va déng mach dét séng
Betahistin tdc ddng lén hé 1iét histamin:
- Betahistin déng c& hai vai trd nhu mét phan déi khang & thy thé histamin H1 ciing
nhu di khang & thy thé histamin H3 & mé than kinh va cé hoat tinh khéng dang ké
trén thy thé H2.
- Betahistin lam t&ng chuyén hda va tiét histamin nhd phong bé cdc thy thé H3 tién
synap va gay cam Ung sy diéu hoa ngugc clia thy thé H3,
Betahistin cd thé |2m tang tudn hodn mdu dén ving 6c tai edng nhu dén todn bé ndo
bd:
- Thi nghiém dugc Iy trén stc vat cho thdy cé cai thién tudn hoan mau & van mach
cliataitrong, cé thé do lam gidn cd vong trude mao mach clia vitudn hoan tai trong.
- Betahistin cling dugc cho thdy ting tudn hoan mau nio & ngudi.
Betahistin lam dé dang su bu chinh tién dinh:
- Betahistin thic ddy sy hdi phuc cia tién dinh sau khi phdu thuat than kinh mét bén
& dong vat, nhd lam dé dang va tang tién sy bi chinh tién dinh trung uong. Tdc dung
nay c6 dic diém la didu hoa sy chuyén héa va tiét histamin qua trung gian ciia sy
déi khang & thy thé H3. O ngudi, thai gian héi phuc sau phiu thuat cit day than kinh
cling giam khi dugc diéu trj vdi betahistin,
Betahistin lam thay ddi su phdng xung thén kinh trong nhdn tién dinh:
- Betahistin cling cd tac dung Uc ché phy thude liéu lugng 1én dubi gal clia ndron &
nhanbén va nhan gita cla tién dinh.
- Hiéu qua cla betahistin da dugc cho thdy trong cdc nghién ciu & bénh nhén bj
chong mét tién dinh va bénh Méniére va da dugc ching minh bdng viéc cai thién
tinh trang bénh va tin sudt cdc con chéng mat.
DUQC BONG HQC: Sau khi uéng, Betahistin duge hap thu nhanh va hoan toan.
Betahistin dugc dao thai theo nudc tiéu dudi dang chat chuyén hda la acid 2-pyridyl
acetic.Thdi gian ban hiy dao thai khodng 3 gi& rudi. Thudc dugc dao thai gdn nhu
hoén todn sau 24 gid.
CHIBINH:
- Didutrj hdi chiing Ménigre. Hdi chiing Méniére dugc xdc dinh theo cdc triéu chiing
chil yéu sau:
+Chdng mat (hoa mdt chéng matkém budn nén/ nén).
+Nghe khé hodc mét thinh gidc.
+Utai,
- Biéutritriéu chiing chéng mat nguyén nhan tién dinh,
CHONG CHIBINH:
- Quéd mén vdicdc thanh phan cda thudc
-Con loétda day-td trang
- Utuyén thugng than.
THAN TRONG:
- Bénh nhén bj hen suy&n: Trén Iam sang, thay cé sy khéng dung nap betahistin &
m¢t vai bénh nhan hen phé quan, vl vy bénh nhin bj hen phé quan cdn dugc theo
ddicdn than trong qué trinh didu tri
-Cénthan trong cho bénh nhén cé tién sl loét da day.

Thai ky mang thai: Chua c6 di liéu ddy dl lién quan dén viéc st dyng betahistin &
ngudi mang thai. Do dé khéng nén ding betahistin trong thai ky, trudc khi bac st
thdy thatcan thiét.

Thai ky cho con bu: Chua g sy bai tiét clia betahistin qua sita me. Chua cé nhing
nghién clu trén stc véat vé sy bai tiét cla betahistin qua sta. Khuy&n cdo khong
nén ding thudc nay trong sudt thdi ky cho con b,

TAC BONG CUA THUGC KHILAI XE VA VAN HANH MAY MOC:
Betahistin khéng gay anh hudng hodc anh hudng khéng dan ke hi ldi xe va van
hanh may moc.

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR):
- Mgt s6 trudng hgp ¢6 dau da day nhe. Bidu nay cd lhé"{r&gh dugc bdng cdch
uéng thudc trong ba &n hodc gidm liéu ding. Da ¢ bdo cdo trong rét it trudng hgp
vé phan ung qué mén & da. Trudng hgp ca biét cé phatban, ngda va ndimé day.
Thong bao cho Bédc sinhing tdc dyng khéng mong mudn gdp phéi khi st dyng
thuéc.

LIEULUGNG VA CACH DUNG:

- Liéu khai ddu cho ngudi I6n (gém ca ngudi cao tudi): 16 mg x 3 lAn/ngay, 15t nhat
la udng clng vdibaan,

- Liéu duy trl cho ngudi I6n mai ngay 1a 24 - 48mg/ngay, chia déu trong ngay. Liéu
lugng nén dugc diéu chinh tay theo ddp Ung clia m&i ngudi. Sy cai thién dai khi chi
nhan thay sau vai tudn diéu tr|. Hidu qua t6t nhat dat dugc sau vai thdng. Viéc chi
dinh diéu trj ngay khi vira phat bénh ngidn chdn duge sy phét trién clia bénh va/
hodc ngan chan sy matthinh lyc & giai doan sau clia bénh.

- Vdi tré em: Betahistin khéng dugc khuyén cdo dung cho tré em dudi 18 tudi vi
chuacé da di liéu vé dé antoan va hidu lyc.

-N&u bénh nhan quén dung thude: Khdng diing gép déi liéu dé bu vao liéu da quén
QUA LIEU VA XU TRI:

Triguchiing qua liéu: Co gap mot s ittrudng hop qud liéu, Mot s6 b&nh nhan gap
céc trigu chung tif nhe tdi trung binh nhu budn nén, buén ngd va dau byng khiudng
céc lidu tdi 640 mg.

- Nhitng bién ching nghiém trong hon bao gém co giat va céc bign chiing vé phéi
va tim c6 gép trong cée trudng hgp uéng qua liéu cé chl y khi diing phéi hgp vdi
cécthude khédc cling diing qué lidu.

Diéu trj qua lidu: Khdng c6 thudc gidi doc déc higu.Didu tr qud liéu bao gém cdc
bign phédp hé trg cd ban,

TUONG TAC THUGC:

Chua cé tuang tdc thudc ndo dugc ghinhan.

QUY CACH PONG GOI:

-Hép 3vix 10viénnén.

~Hop10 vl x 10 viénnén.

BAO QUAN:

Noikhé mat, nhiét do dudi 30°C, trdnh dnh sang.

HAN DUNG:

36 thang k& tif ngay san xuat,

-~ Vién nén DISERTI 8 dat theo TCCS.

- Dé&xa tdm tay iré em. Doc ki hudng ddn sif dyng trude khi ding.

- N&u cdn thém théng tin xin hoi y kién béc si.

- Thudc nay chiding theo sy ké don cda thdy thude.

- Sdn xudt tai: Nha mdy GMP - WHO sd 930 C2, dudng C, KCN Cat Ldi, Qudn 2, TP, HCM
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