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US PHARMA USA

Thanh phdn: M&i vién nén chia:

Betahistin mesilat

Betameni

Tadugcvd

12mg
1 vién

Chi dinh, cach diing, chdng chi dinh va cac thong tin khac:
Xem trong to hudng dan st dung thudc kém theo.
Bao quan: Noi kho, nhiét dé khong qua 30°C, tranh dnh sang.
Tiéu chudn: Tiéu chuan co sé.

P> Betahistin mesilat 12mg

DE XA TAMTAY CUA TRE EM

Hop 3 vix 10 vién nén

DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

P

S PHARMA USA

Co 56 sdn xudt:

CONGTY CO PHAN US PHARMA USA
Dia chi: L6 B1-10, Buding D2, KCN Tay Bac Ca Chi,
ﬁp Bau Tre 2, Xa Tan An Hoi, Huyén Cu Chi,

Thanh phd Hé Chi Minh, Viét Nam
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& Prescription drugs

S*

US PHARMA USA

Composition: Each tablet contains:

Betahistine mesilate
Excipients g.s......

Betameni

Indications, administration, contra-indications

and other infomation:

Please refer to enclosed package insert.
Storage: In a dry place, not above 30°C,
protect from direct sunlight.

Specification: In-house.

} Betahistine mesilate 12mg

Box of 3 blisters x 10 tablets

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE

U5 PHARMA USA

Manufacturer: US PHARMA USA JSC

Lot B1-10, D2 Road, Tay Bac Cu Chi
Industrial Zone, Bau Tre 2 Hamlet,
Tan An Hoi Ward, Cu Chi District,
Ho Chi Minh City, Vietnam
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Betameni

} Betahistin mesilat 12mg

US PHARMA USA

Thanh phan: Méi vién nén chuia:
Betahistin mesilat 12mg
Ta duoc vd 1vién

Chi dinh, cach diing, chdng chi dinh va cac thong tin khac:

Xem trong t& huéng dan st dung thude kém theo.

Bao quan: Noi kho, nhiét do khong qué 30°C, tranh nh sang.

Tiéu chudn: Tiéu chudn co sé.

Hép 6 vix 10 vién nén

°
Betameni
> Betahistin mesilat 12mg

DEXATAMTAY CUA TREEM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Co sér sn xudt:

CONGTY CO PHAN US PHARMA USA

Bia chi: L6 B1-10, Buéng D2, KCN Tay Bic Cii Chi,
Ap BauTre 2, Xa Tan An Héi, Huyén Ch Chi,
Thanh phé H& Chi Minh, Vigt Nam

US PHAAMA USA
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ONIOVXS 91 95

2180 ‘BIN/XSN

‘ON ‘Bay/mas

B{ Prescription drugs

Betameni

} Betahistine mesilate 12mg

Composition: Each tablet contains
Betahistine mesilate ..
Excipients gs ...
Indications, administration, contra-indications
and other infomation:

Please refer to enclosed package insert.

Storage: In a dry place, not above 30°C,

protect from direct sunlight.

Specification: In-house.

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE

Manufacturer: US PHARMA USA JSC
Lot B1-10, D2 Road, Tay Bac Cu Chi
Industrial Zone, Bau Tre 2 Hamlet,
Tan An Hoi Ward, Cu Chi District,

Ho Chi Minh City, Vietnam

U5 PHARMA U
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US PHARMA USA

Betameni

Thanh phén: Mbi vién nén chia:
Betahistin mesilat
Ta dugc vd 1vign
Chi dinh, cich diing, chéng chi dinh va cac théng tin khéc:
Kem trong td hudng dan st dung thudc kém theo.

Bdo quan: Nai khd, nhiét dé khang qua 30°C, tranh dnh sang.
Tiéu chudn: Tiéu chudn co 6.

v 12 MG

’ Betahistin mesilat 12mg

DE XA TAMTAY CUATRE EM
POC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG

=P

s prARMA uEA

Hép 10 vi x 10 vién nén

°
Betameni
> Betahistin mesilat 12mg

Corsd san xuat:

CONGTY C6 PHAN US PHARMA USA

ia chi:La B1-10, Buding D2, KCN Tay Béc Ci Chi,
Ap Bau Tre 2, Xa Tan An Hi, Huyén Ca Chi,
Thanh ph Hé Chi Minh, Viét Nam
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B( Prescription drugs

Betameni

> Betahistine mesilate12mg

*

US PHARMA USA

Betameni ()

Composition: Each tablet contains:
Betahisti ilat 12mg

Excipients g5 ...... G ...] tablet
Indications, administration, contra-indications
and other infomation:

Please refer to enclosed package insert.

Storage: In a dry place, not above 30°C,

protect from direct sunlight.
Specification: In-house.

’ Betahistine mesilate 12mg

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE

U8 AR bSA

Box of 10 blisters x 10 tablets

Manufacturer: US PHARMA USA JSC
Lot B1-10, D2 Read, Tay Bac Cu Chi
Industrial Zone, Bau Tre 2 Hamlet,
Tan An Hoi Ward, Cu Chi District,

Ho Chi Minh City, Vietnam
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Rx

BETAMENI

Thudc nay chi dimg theo don thudce

CONG TY
cO PHAN
Dé xa tam tay (ré em

BPoc kj huedng dan sir dung triede khi diing

1. THANH PHAN CONG THU'C THUOC

M®i vién nén chira:

Thanh phan duoc chdt: Betahistin mesilat 12 mg

Thanh phén té dwoc: Cellulose vi tinh thé 101, lactose monohydrat, tinh bdt ngd, natri
croscarmellose, PVP K30, nuéc tinh khiét, magnesi stearat, colloidal anhydrous silica

2. DANG BAO CHE

Vién nén.

M ta: Vién nén hinh tron, mau lréng dén tréng nga, canh va thanh vién lanh lan.

3. CHI PINH

Diéu tri chong mit, U tai va mét thinh lyc trong hdi chimg Méniére.

4. CACH DUNG, LIEU DUNG

Cdch diing:

Ubng thude trong hoic sau bita in.

Thoi gian st dung phu thude vao tinh trang bénh. Thuong phai didu trj kéo dai.

Liéu ding:

Khuyén cdo sir dung thuée ¢6 ham heong phit hop véi liéu dimg.

Liéu hang ngdy: 18-36 mg/ngay, chia lam 3 lan.

Tré em va tré vi thanh nién: Khong khuyén cdo ding betahistin cho tré em dudi 18 tudi do
thiéu dit liéu vé tinh an toan va higu qua.

5. CHONG CHI PINH

Qué man voi bit ky thanh phan nao ctia thube.

U té bao ua crom.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Théin trong khi ding betahistin cho bénh nhan hen phé quan va bénh nhén c¢6 tién st loét
duong tiéu hoa.

Thubc nay cé chira lactose. Bénh nhéan cé vAn dé di truyén hiém gip vé khong dung nap
galactose, thiéu lactase hoan toan hogc kém hép thu glucose-galactose khéng nén ding thude
nay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
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Phu nii ¢o thai

Khong c6 di dit liéu vé viée sir dung betahistin & phu nit mang thai. Con thiéu cac nghién ciu
trén dong vat vé anh hudng trén thai ky, su phat trién cia phdi/bio thai, qua trinh sinh san va
sy phat trién cia tré so sinh. Chua biét nguy co ¢6 thé xay ra cho ngudi. Vi véy, khong nén
dung betahistin trong thoi ky mang thai trir khi that cén thiét.

Phu nit cho con b

Khong rd betahistin co6 bai tiét qua sita me hay khong. Chua ¢6 nghién ctru trén dong vat vé
su bai tiét betahistin qua sira. Cén can nhéc tim quan trong cua thude déi v&i ngudi me so v6i
loi ich ctia viée cho con bu va nguy co c6 thé xay ra ddi voi tre.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Betahistin duoc chi dinh dé diéu tri chong mit, U tai va mét thinh lyc trong hdi chimg
Méniére, cic tridu chimg nay cé thé anh huong khong t6t dén kha niang lai xe va van hanh
mdy moéc. Trong cac nghién ciru 1dm sang duge thiét ké cu thé dé dénh gia anh huong cua
thudce 18n khé ning lai xe va van hanh may mae, betahistin khong anh hwéng hodc dnh hudng
khong dang ké dén kha niing lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac clia thube:

Chua cé nghién ciru tuong tdc in vivo nao duge thue hign. Dya trén dit liéu in vifro, ¢6 thé du
dodn 1a thude khong tic ché cytochrom P450 in vivo.

Dit liéu in vitro cho thiy su trc ché chuyén héa betahistin bdi cac thudc trc ché monoamin
oxidase (MAO), bao gbm ca MAO phéan nhém B (vi du: selegilin). Cén than trong khi ding
dong thoi betahistin va cac thude (e ché MAO (bao gdm ca thude chon loc trén MAO-B).

Vi betahistin 1a mdt chit twong tu cla histamin, tuong tac gitra betahistin va thubc khang
histamin vé& mit 1y thuyét c6 thé anh huong dén hiéu qua ctia mot trong hai thude.

Twong ky ciia thubc:

Do khéng c6 céc nghién ctru vé tinh twong ky cta thudc, khong tron 13n thube nay véi cic
thudc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mudn duge phan loai theo tn sudt: rat thuomg gip (> 1/10); thuong
oip (> 1/100 dén < 1/10); it gap (> 1/1.000 dén < 1/100); hiém gdp (> 1/10.000 dén <
1/1.000); rét hiém gip (< 1/10.000); va khdng rd tan suét (khong thé woc lugng tir dit liéu sin
co). |

Réi loan than kinh

Thuong gip: Dau déu.

Roi loan tiéu hoa
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Thuong giip: Budn ndn, kho tiéu.

Céc tac dung khéng mong mudn duge ghi nhan sau khi dua thude ra thi trudng va trong céc y
vin dugce liét ké dudi day:

Réi loan mién dich

Khdng 16 tan sudt: Phan ing qua man, vi du: séc phan vé.

R&i loan tim

RAt hiém giip: Danh trdng ngue.

Réi loan tiéu héa

Khong 6 tin sudt: Céc tac dung khong mong mudn nhe & duong tiéu héa (ndn, dau da day -
rudt, chudéng bung, diy hoi). Cé thé giam nhiing tridu chimg nay bing céch ubng thudc trong
hoiic sau bita dn, hodc bing cach giam liéu.

Réi loan da véa mé duéi da

Khéng 18 tan suit: Phan (mg qud min & da va md dudi da, ddc biét 1a phu mach, may day,
phat ban va ngira.

Réi loan toan thén va tai chdé

R4t hiém gap: Tic ngye.

Khéng rd tn suit: Cam thiy nong bimg.

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phan wrng cé hai gip phdi khi siv dung
thube.

11. QUA LIEU VA CACH XU TRi

Mot vai truong hop qua lidu dd dugce bao cdo. Mot s6 bénh nhén ¢ cde tridu chimg tir nhe
dén trung binh khi dung lidu 1én t&i 640 mg (nhw budn nén, budn ngd, dau bung). Cac bién
chimg nghiém trong hon nhu co giat, bién ching ho hép hodc tim di dugc bdo cdo & cac
truong hop qué liéu do ¢d v, dic biét khi dong thoi qua lidu c4c thude khac.

Khong c6 thude giai doc dic hiéu. Rira da day va diéu tri tridu ching trong vong 1 gi¢ sau khi
ding thube qué liéu.

12. PAC TiNH DUQC LUC HQOC

Nhém duoc ly: Thude tri chéng mit

Ma ATC: NO7CAO1

Betahistin 12 mét thude thude nhom beta-2-pyridylalkylamin. CAu triic ctia betahistin tuong tu
véi cAu tric cia amin histamin ndi sinh. Co ché tac dung chinh xac clia betahistin lién quan
dén tac dung dugce 1y cling nhu tinh dic hi¢u va ai luc véi thy thé chua dugc hidu 15 hoan
toan. Céc két qué thir nghiém trén md hinh dong vét cho thay betahistin ¢6 tac dung chi van
trén thu thé H,. Dua trén két qua thi nghiém trén dong vat, nhiéu gia thuyét da dua ra co ché

tac dung cuia betahistin c6 lién quan dén céc chirc ndng tién dinh.
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13. PAC TINH DUQC PONG HQC

Betahistin dwge hdp thu nhanh va hoan toan sau khi ubng. Betahistin dugc thai trir gin nhur
hoan toan qua nude tiéu trong vong 24 gi& dudi dang acid 2-pyridylacetic.
14. QUY CACH DONG GOI

Hop 3 vi x 10 vién.

Hop 6 vix 10 vién.

Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét dd khong qua 30°C, tranh 4nh sang,.

16. HAN DUNG

36 thang ké tir ngay san xuét.

17. TIRU CHUAN CHAT LUQNG THUOC

TCCS.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN US PHARMA USA

Dia chi: L6 B1-10, Buong D2, Khu céng nghiép Tay Béc Cu Chi, Ap Bau Tre 2, X4 Tan An
Hoi, Huyén Cu Chi, TP. HS Chi Minh, Viét Nam
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