-' MAU HOP XIN BAN HANH DISERTI 24mg
_Kich thudc thuc: 10,5x4,2x22cm

JO - 29 408-4¢ /3

BO Y TE
CUC QUAN LY DUGC

PA PHE DUYET
Lan dau:.d:5.)..3... /Zﬂ,é

77
i
§:'
2N
3_h

https://trungtamthuoc.com/

cONG THUC:
= Betahistin dihydroclond
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etahistin dihydroclorid 24mg
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Hop 3 vi x 10 vién nén
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CHI BINH; CHONG CHI BINH; CACH DUNG VA
LIEU DUNG; CAC THONG TIN KHAC:
Xin doc trong té hudng dn si dung.
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@ISERTI 24

stahistine dihydrochloride 24mg

PHARMACEUTICAL JOINT STOCK COMPANY 3/2

10 Cang Truong Quoc Te, Districs 3, Ho Chi Minh City, Vigl Nam

BAOQUAN:
54 ndi kho mat, trénh dnh séng, nhiét 46 dudi 30°C.

DE XA TAM TAY CUA TRE EM
BOC KT HUONG DAN SU DYNG TRUGC KHI DUNG

Box of 3 blisters x 10 tablets

loride

»

[+ £

No 830 C2,

Produced at GMP - WHO Laboratory.
Road C, Cat Lal Industrail Zone, Disirict 2,

24 mg.
ip 5. A 1 tablet.

INDICATIONS; CONTRAINDICATIONS; DOSAGE &

ADMINISTRATION; OTHER INFORMATION:

Fead carefully the enclosed leafiet.

STORAGE:
Indry, cool place, al temperature below 30°C, protect form light,

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

HOM City, Viet Nam

Ngay 07 thang 07 ndm 2015
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MI:\U HOP XIN BAN HANH DISERTI 24mg
Kich thudc thyc: 10,5 x 6,5 x 4,2 cm
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CONG THUC:
» Betahistindihydroclorid ... 24 mg.
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CHi BINH; CHONG CHI BINH;CACH DUNG VA LIEU DUNG;
CAC THONG TIN KHAC:

Xin doc trong t& hudng dén sl dung.

BAOQUAN:

Bé& noi khd mat, trénh anh sdng, nhiét dé dudi 30°C.

BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

Hop 10 vi x 10 vién nén

DISERTI 24

Betahistin dihydroclorid 24mg

SPK:
Tiéu chuéin: TCCS

312
SoNaTY 00 miNBuc PN

DE XA TAM TAY CUA TRE EM

San xudt tai Nha may GMP - WHO
S0 930 C2, dudng C, KCN Cat Lai, Q.2, TP. HCM

Box of 10 blisters x 10 tablets

Betahistin dihydroclorid 24mg

Reg. No:
Specification of the manufacturer

|ré 9] PHARMACEUTICAL JOINT STOCK COMPANY 3/2

10 Cong Truong Quoc Te, District 3, Ho Chi Minh City, Viet Nam

T PHARMA.

DISERTI 241

COMPOSITION:
» Betahistin dihydroclorid ... 24 mg
> Exclplonts g, i vl 1tablet.

ADMINISTRATION; OTHER INFORMATION:

Read carefully the enclosed leaflet.

STORAGE:

Indry, cool place, at temperature below 30°C, protect form light

KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE INSTRUCTIONS BEFORE USE

Produced at GMP - WHO Laboratory,

No 830 C2, Road C, Cal Lal Industrial Zone, District 2, HCM City, Viet Nam

Ngay 07 thang 07 nam 2015

P. TONG GIAM POC
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MAU Vi XIN BAN HANH
Kich thudc thuc: 10,0 cm x 4,0 cm
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MAU TG HUGNG DAN XIN BAN HANH DISERTI 24mg
Kich thudc thuc: 17,5 x 9,2 cm

B THGC BAN THEO BON

DISERTI 24mg

Vién nén

THANH PHAN: Cho 1 vign nén
Betahistin dihydroclonid ...........coovreeiiceic i, 24 mg
Té dugc: Avicel 101, Manitol, Acid citric, Natri starch glycolat (DST), Aerosil, Bot
Talc, Magnesi stearat.
CAC DAC TiNH DUGC LY:
DUGCLY VACOCHE TAC PONG:
Thudec trj chong mat. Betahistin 1am gidn co vong tién mao mach vi vay c6 tdc dung
gia tang tudn hoan clia tai trong. Déng thdi né cling cai thién tudn hoan nao, giatang
luu lugng mau qua ddng mach canh trong va djng mach détséng,
Betahistin tdc déng lén hé tiét histamin:
- Betahistin dong ca hai vai tri nhu mot phan dgi khéng & thy thé histamin H1 cing
nhu déi khang & thy thé histamin H3 @ mé than kinh va ¢6 hoat tinh khong dadng ké
trén thy thé H2.
- Betahistin 1am tang chuyén héa va tiét histamin nhd phong bé céc thy thé H3 tién
syndp va gay cam tng sy diéu hda ngugc cla thy thé H3.
Betahistin c6 thé lam téng tudn hodn méu dén viing 6¢ tai ciing nhu dén todn bé ndo
b6:
- Thinghigm dudc Iy trén sic vat cho thdy c6 ci thign tudn hoan mau & van mach
cliataitrong, cé thé do lam gian co vong trude mao mach ciia vi tudn hoan tai trong.
- Betahistin ciing dugc cho thdy ting tudn hoan mau ndo & ngudi.
Betahistin lam dé dang sy bu chinh tién dinh:
- Betahistin thic ddy sy hdi phyc clia tién dinh sau khi phiu thuat thin kinh mtbén d
déng vat, nhd lam dé dang va tang tién sy bi chinh tién dinh trung uong. Tdc dyng
nay c6 dic diém la diéu hoa sy chuyén héa va tiét histamin qua trung gian ciia sy déi
khdng & thy thé H3. O ngudi, thi gian héi phyc sau phiu thuat cat day than kinh
cling gidm khi dugc diéu tri véi betahistin,
Betahistin lam thay ddi sy phéng xung than kinh trong nhén tién dinh:
- Betahistin cling ¢6 tac dyng dc ché phy thude lidu lugng 1&n dudi gai clia noron &
nhan bén va nhan gilla cda tién dinh.
- Higu qué clia betahistin da dugc cho thdy trong céc nghién ciu & bénh nhan bi
chéng mat tién dinh va bénh Méniére va da dugc ching minh bang viéc caithién tinh
trang bgnh va tan sudtcéc con chéng mét.
DUQC DONG HOC:
Sau khi ugng, Betahistin dugc hap thu nhanh va hoan toan, Betahistin dugc dao thai
theo nudc tiéu dudi dang chét chuyén héa la acid 2 - pyridyl acetic. Théi gian bén hiy
dao thai khodng 3 gid rudi. Thudc dugc dao thai gin nhu hoan toan sau 24 gid.
CHIDINH:
- Biéu tri hji ching Méniére. Hoi ching Méniére dugc xac dinh theo céc triéu ching
chiiy&usau:
+Chéng mét (hoa matchdng matkém budn ndn/ nén)
+ Nghe kho hodc mat thinh gidc
+Utai
- Biéu trj trigu ching chéng mat nguyén nhan tién dinh.
CHONG CHI BINH:
- Qud man vdi cdc thanh phén cla thude
-Con loétdaday -ta trang
- Utuyén thugng than,
THAN TRONG:
B¢nh nhan bj hen suyén: Trén |am sang, thdy c6 sy khong dung nap betahistin &
mot vai bgnh nhan hen phé quan, vi vay bénh nhan bj hen phé quan c4n dugc theo
dbicdn than trong qué trinh didu tri

"Hop10vIx10viénnén,

- Cén than trong cho bénh nhan c6 tién sl loét da day. .
Thdi ky mang thai: Chua c6 dit liéu ddy di lién quan dén viéc sif dyng betahistin &
ngudi mang thai. Do dé khéng nén dung betahistin trong thai ky, trudc khi bac sy
thay thatcén.

Thdi ky cho con bu: Ghua rd sy bai tiét clia betahistin qua sita me. Chua cé nhiing
nghién cuu trén sic vat vé sy bai tiét clia betahistin qua sia, Khuy&n cdo khong
nén dung thudc nay trong sudt thdi ky cho con b,

Tdc dgng cla thudc khi Il xe va van hanh mdy mée:

Betahistin khéng gay anh huéng hodc anh hudng khéng dang ké khi i xe va van
hanh mdy mée.

TAC DUNG KHONG MONG MUGN CUA THUSC (ADR):

- Mt s6 trudng hgp c6 dau da day nhe. Didu nay c6 thé tranh duge bng céch udng
thugc trong b &n hogc giam lidu ding. Da c6 bdo c4o trong rat it trudng hgp vé
phn ting qua mén & da. Truéing hgp cd bigtcé phatban, nglia va ndimé day.
Théng béo cho bac sTkhi gdp nhiing téc dung khéng mong mudn gap phai.

. LIEU LUGNG VA CACH DUNG:

- Liéu khdi ddu cho ngudi 16n (g6m ca ngudi cao tudi): 16 mg x 3 lan/ngay, 16t nhat1a
uéng cung vdibia an.

- Liéu duy trl cho ngudi I8n mdi ngay 1a 24 - 48mg/ ngay, chia déu trong ngay. Liéu
lugng nén dugc diéu chinh ty theo ddp Ung clia mbi ngudi, Sy cai thi&n doi khi chl
nhén thdy sau vai tudn diéu trj. Higu qua t6t nhét dat dugc sau vai thang. Viéc chl
dinh diéu trj ngay khi vifa phat bénh ngan chan dugc sy phét trién cila bénh va/hoéc
ngdn chén sy mat thinh lyc & giai doan sau clia bénh,

Vdi tré em: Betahistin khéng dugc khuyén cdo dung cho tré em dudi 18 tudi vichua
co di difliuvé do an toan va hidu lyc.

NEu bénh nhan quén dung thudc: Khong ding gép déi liéu dé b vao lidu da
quén.

QUA LIEU VA XU TRI:

Triéuchidng qud liéu:

- Co gap motsé ittrusing hgp qua liéu. Mot s6 bénh nhan gap céc trigu chiing ti nhe
tdi trung binh nhubudn nén, budn ngd va dau byng khi udng cac lidu 161 640 mg.

- Nhting bién ching nghiém trong hon bao gém co giatva céc bign ching vé phdiva
tim c6 gap trong céc trudng hdp udng qua liéu cé chi ¥ khi ding phdi hop véi cac
thudc khac ciing ding qua liu.

Diéu trj qud lidu: Knéng ¢ thudc giai doc dac hidu. Didu tri qua liéu bao gém céc
bién phap hd trg co ban.

TUONG TAC THUBC: Chua c6 tuong téc thusc nao dugc ghinhan,

36 thang ké ti ngay san xudt.

QUY CACH PONG GOI:
| Tonf
Ve g
- Vién neén DISERTI 24 mg dat theo TCCS. .

HOp 3vix10vién nén.
- DE xa tdm lay tré em. Doc ky hudng ddn sit dyng trude khi dang. » ¥
- Néu cdn thém théng tin xin hdiy kién béc si. o d
- Thudc nay chiding theo sy ké don cdia thdy thudc. 5
- Sdn xudl tai: Nha mdy GMP - WHO s6 930 C2, dudng C, KCN Cat Ldi, Qudn 2, TP. i;ﬁ‘,'ﬁ

= CONG TY CO PHAN DUGC PHAM 3/2
S6 10 Cong Trudng Quéc TE, Q.3, TE. HCM
FT.PHARMA  Bién thoai: 38230512 - 39770965 - 37422612 Fax: 39770968

BAO QUAN:
Ndi kho mét, nhigtdg du6i 30°C, trénh dnh séng.
HANDUNG:

Ry

Email: duocpham32 @ ft-pharma.com Website: www. ft-pharma.com

!.IU:.:J-

https://trungtamthuoc.com/

Ngay 07ﬂthéng 07 nam 2015
P. TONG GIAM BOC

/5[ 0O PHAN

LAVEY
& T =L {__I' F g
DUGC PHAN ﬁﬂ,l 5

)

Ay
W




