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CONG TY CP DUGC PHAM SAVI (SaWipharm J.S.C)
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Rx Thuéc ban theo don

TRACH NHIEM TRON VEN

THANH PHAN : Méi vién chua :
Betahistin dihydroclorid ..... 8 mg
T4 dugc vira ddl ..... ... 1vién

CHI BINH, CHONG CHI DINH,

LIEU LUGNG, CACH DUNG,

THAN TRONG, TAC DUNG PHY

VA CAC THONG TIN KHAC :

Xem to hudng din sit dung thubc kém theo.

Rx Prescription only medicine

I,

SOCIAL RESPONSIBILITIES

COMPOSITION : Each tablet contains :

Betabhistine dihydrochloride ......... 8 mg
Excipients q.s. for

INDICATIONS, CONTRAINDICATIONS,

DOSAGE, ADMINISTRATION,
PRECAUTIONS, SIDE EFFECTS
AND OTHER INFORMATION :
See enclosed leaflet
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MANUSN HANFDIAVN GIKYe

SaVi Betahistine 8

" Betahistin dihydroclorid 8 mg

Hop 10 vi x 10 vién nén

I

BAO QUAN : Nai khd,
nhiét dd khdng qué 30°C.
Trénh &nh séng.

D0C K¥ HUONG DAN SU DUNG
TRUGC KHI DONG

DE XA TAM TAY CUA TRE EM
TIEU CHUAN : BP 2016

SDK / Reg. No.

San xuét tgi

CONG TY B PHAN DUGC PHAM SAVI
(SaWVipharm J.5.C)

L6 Z.01-02-03a Khu coéng nghiép
trong Khu ché xuét Tan Thuan,

P. Tan Thuan Béng, Quéan 7,
Tp.H8 Chi Minh

__ Betahistine dihydrochloride 8 mg

Box of 10 blisters x 10 tablets

}

Saw

STORAGE : Keep in a dry place,

do not store above 30°C.
Protect from light.

SPECIFICATION : BP 2016

READ CAREFULLY THE LEAFLET

BEFORE USE

KEEP OUT OF REACH OF CHILDREN

Manufactured by:

SAVI PHARMACEUTICAL J.S.Co.
(SaWVipharm J.5.C)

Lot No. 2.01-02-03a, Tan Thuan IZ
located in EPZ, Tan Thuan Dong Ward,
Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC
SaVi Betahistine 8
Doc kj hwdng dan sik dung trieée khi diing
 Dé xa tam tay cia tré em
Thuoc nay chi ding theo don cia bdc st
Thong bdo ngay cho bdc si hodc dugc si nhirng tic dung khong mong muédn gdp phai khi st dung thuéc

A. HUONG DAN SU DUNG THUOC CHO
NGUOI BENH
THANH PHAN, HAM LUQNG CUA THUOC
Betahistin dihydroclorid..........c.cccccocvnininnirrnennnnnee. 5mg
TAATTC VURIA.cociicnnmsiinssoio ae st et 1 vién
(Silic dioxyd keo, cellulose vi tinh thé 102, acid citric
khan, crospovidon type B, manitol, talc, magnesi stearat).
MO TA SAN PHAM
Vién nén tron, mau trfing, mot mat c6 chir “SVP”, mot
mat cé gach ngang.
QUY CACH PONG GOI
Hop 10 vi x 10 vién.

THUOC DUNG CHO BENH GI
Diéu tri hoi chitng Méniére da dugc xac dinh badi ba
tri¢u ching co ban sau day:

- Chéng miit.

- Suy giam thinh giac.

- Utai.

NEN DUNG THUOC NHU THE NAO VA LIEU
LUONG

Ciach dung

Thudc ding dudng udng. Nudt vién thudc véi nuée, ubng
thudc trong bira an hozc sau khi an. Tuy nhién, thubc c6
thé gay kich {tng da day nhe (ndn, dau da day, diy bung
va day hoi). Udng thudc trong bira #n c6 thé giup giam
bét céc tdc dung phu trén.

Liéu lwong

Nguoi lon:

- Liéu khoi dAu: 8-16 mg/lidu x 3 ldn. Lidu duy tri

thong thuomg trong khoang 24-48 mg/ngay. Lidu dung

khong vuot quéa 48 mg/ngay.

- Bac si c6 thé s& diéu chinh lidu tiy theo dap tmg cla

mdi ngudi. D6i khi, sau vai tudn diéu trj méi thiy tinh

trang bénh dugc cai thién.

Tré em:

Khoéng khuyén céo sir dung thudc cho tré em dudi 18

tudi.

KHINAO KHONG NEN DUNG THUOC NAY

-Qu4 min véi betahistin hogc bat ky thanh phin nao clia
thude.

-Nguodi bi u tiy thuong than vi betahistin 1a mot
histamin tdng hop c6 thé 1am ting tiét catecholamin tir
khdi u va gay tang huyét 4p ning.

TAC DUNG KHONG MONG MUON

Giéng nhu tht ca cac loai thudc khéc, SaVi Betahistine 8

c6 thé gy ra mot s tac dung phu khong mong mudn,

mic du khong phai xay ra voi tit ci moi ngudi.

Ngung ué‘ng thuéc va gdp bdc st hodc dén cdc co sé¢ y
1¢ gin nhit ngay néu gdp bit ky tdc dung phu nao sau
day:

- Phét ban da @6 hoic nhiéu nét sén, mun nudc; viém da
ngua.

- Sung mit, mdi, ludi hoiic cd, kho the.

- Ha huyét ap.

- Mity thic.

Théng bdo cho bdc st hodc dwgc si néu gdp bit kp tic

dung phu nao sau day:

Thuong gdp, 1/100 < ADR < 1/10:

- Hé tiéu hoa: Budn nén, khé tiéu.

- Hé thén kinh: Pau du.

Chuea rd tan sudt:

- Hé mién dich: Phan tmg qua min (vi du nhu séc
phan v§).

- Hg tiéu hoa: Kich tng da day nhe (ndn, dau da day,
ddy bung va diy hoi). Diéu nay thudng c6 thé tranh
dugc bing cach dung thube trong bita &n hodc giam
liéu dung.

- Da va cdc md du6i da: Phan ting qué min nhu may
day, phat ban, ngira, dac biét la phi mach.

NEN TRANH DUNG NHUNG THUOC HAY THUC
PHAM Gi KHI PANG SU DUNG THUOC NAY

Cén théng bao cho bac si hodc dugc si cac thudc khac
dang sir dung hoc vira sir dung ké ca cac thudc khong ké
don. Pic biét 1a cac thubc sau:

- Thudc khang histamin: Thudc dung dé diéu trj di ung.

- Thudc wc ché MAO (monoamino-oxidase): Thubc
ding dé diéu trj trAm cam ho¥c bénh Parkinson.

CAN LAM GI KHI MOT LAN QUEN KHONG
DUNG THUOC

Néu quén ubng 1 lan thubc, bo qua lidu quén udng va
dung liéu tiép theo nhu lich théng thudng. Khong ubng
glp d6i lidu dé bu liéu quén ubng (hoic héi y kién bac si
hay dugc si).

CAN BAO QUAN THUOC NAY NHU THE NAO
Nhiét dd khdng qué 30 °C, noi khd réo, tranh 4nh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI
DUNG THUOC QUA LIEU

Néu udng qua lidu thudc, bénh nhén c6 thé cam thiy budn
non, ndn, dau bung, budn ngy.

CAN PHAI LAM Gi KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Néu ubng thudc qua liéu, cin nhanh chéng dwa ngudi
bénh dén cac co so y t& gin nhit va mang thudc (vi thube
hoic hop thudc) da udng theo cung.

NHUNG PIEU CAN THAN TRONG KHI DUNG
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THUOC NAY

Cic tinh trang cdn thin trong khi ditng thuéc

Nhimng ddi twong sau dy cin théng bao cho béc si vé tinh

trang bénh ly clia minh trude khi dung SaVi Betahistine 8:
- Bénh nhan loét da day - ta trang hodic ¢6 tién sir loét

da day - ta trang.

- Bénh nhén bénh hen suyén.

- Bénh nhan néi may day, min ngira hogc viém mii di
mg vi c4c triéu ching trén c6 thé trdm trong hon khi
str dung betahistin.

- Bénh nhan bj ha huyét ap ning.

- Bénh nhén réi loan chuyén héa porphyrin.

Céc bénh nhan trén cin duoc bac si theo doi trong sudt

qué trinh diéu tri.

Thoi ky mang thai

Khoéng dung SaVi Betahistine 8 khi dang mang thai, trir

khi c6 chi dinh ciia bac si. Hoi y kién bac s truéc khi sir

dung thubc.

Thoi ky cho con bu

Khong dung SaVi Betahistine 8 trong thoi ky cho con b,

trir khi ¢6 chi dinh ctia bac si vi khong biét thudc c6 bai

tiét vao sita me hay khong.

Tdc dpng cia thudc khi ldi xe, vin hanh mdy méc

Thudc khéng c6 anh huéng hoic it anh huéng dén kha

nang lai xe, vin hanh may méc. Tuy nhién, thubc dugc

chi dinh diu tri chéng mit, 0 tai va suy giam thinh giac
lién quan dén hoi chirng Méniére, cac tridu chimg nay c6
thé anh huéng dén kha ning 1ai xe va van hanh may méc.

KHI NAO CAN THAM VAN BAC SI, DUQC SI

- Céan thong bao ngay cho béc sT hoic dugc si bat ky

nhimg tac dung khong mong mudn nao xay ra trong khi
dung thudc, ké ca nhitng tac dung phu khong dugc liét
ké trong muc TAC DUNG KHONG MONG MUON.

- Pang sir dung thudc khac ddng thoi.

- Phu nif mang thai hay du dinh c6 thai.

- Phu nit dang cho con bu hay du dinh cho con bu.

- Tré em dudi 18 tudi.

- Bénh nhéan loét da day - t4 trang hodc cé tién sir loét da
day - t4 trang, hen suyén, ha huyét 4p nang, ndi may day,
mén ngira hoic viém mili dj tng.

- Bénh nhan réi loan chuyén héa porphyrin.

Néu cin thém thong tin xin héi y kién bdc st hodc dwgc st

HAN DUNG CUA THUOC

36 thang ké tir ngay sin xuét

San xuit tai:

TRACH NHIEM TRON VEN
CONG TY CO PHAN DUGC PHAM SAVI
(Salnpharm J.S.C)
L6 Z.01-02-03a Khu Céng nghiép trong Khu Ché xuét
Tan Thuén, phudong Tan Thuidn Pong, quén 7, thanh
phd Hb Chi Minh.
Dién thoai: (84.8) 37700142-144
Fax: (84.8) 37700145
NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHO CAN
BOYTE

DUQC LUC HQC

Mia ATC: N07C A01

Loai thuéc: Thudc chéng chéng mit.

Co ché tic dung

Co ché tac dung cua betahistin chua dwoc biét r5. Mot
sb gia thuyét hop 1y dua trén céc nghién ciru trén dong
vét va con ngudi nhu sau:

Betabhistin anh huéng dén hé histaminergic:

Betahistin vira déng vai trd 1a chét chi van mot phin
thu thé H, vira déng vai trod 1a chét dbi khang thu thé H,
trong md than kinh. Ngoai ra, betahistin con chi vén thu
thé H, yéu.

Betahistin ting lugng histamin va ting phong thich
histamin bing cach e ché thu thd H; trude synap va
giam tong hop thu thé H; bai tuyén yén.

Betahistin c6 thé lam ting hru lugng méu dén cac ving
¢ tai cling nhu toan by ndo: Thir nghiém dugc ly &
dong vt da chi ra ring sy huu théng mau trong céc
mach méu cia tai trong dugc cai thién, c6 thé do cac co
vong tién mao mach cua tai trong gin ra.

Betahistin ciing lam ting luu lugng mau ndo & ngudi.
Betabhistin tao diéu kién phuc hoi tién dinh:

O dong vat, betahistin tang tbc 9 phuc hdi tién dinh sau
khi cit mot bén day thin kinh, bing cach thic ddy va
tao didu kién phuc hdi tién dinh trung wong; higu tmg
nay dugc dic trung boi su tang luong histamin va ting
phéng thich histamin, thong qua ddi khang thy thé Hs.

O ngudi, thoi gian phuc hdi sau khi cit day than kinh
tién dinh ciing giam khi diéu tri bing betahistin.
Betahistin lam thay déi_xung dong cuia noron than kinh
trong nhdn tién dinh:

Betahistin ciing c6 tac dung tuc ché phu thudc lidu trén
nhém noron chinh & nhan bén va nhén gira tién dinh.
Tinh chét dugc lyc cta betahistin c6 ich trong didu tri
bénh tién dinh. Piéu nay d dugc ching minh trén dong
vat. Cac nghién ciru & bénh nhan chéng mit tién dinh va
bénh Méniére cho théy betahistin c¢é tac dung giam 4o
nang, tin suit clia cic con chéng mit.

DUQC DONG HQC

Hip thu

Betahistin dugc hip thu nhanh va hau nhu hoan toan tir
dudng tiéu héa. Sau khi hdp thu, thudc nhanh chéng
chuyén hoa gin nhu hoan todn thanh acid 2-
pyridylacetic (2-PAA). Ndng d¢ betahistin huyét tuong
rat thép. Vi vay, phan tich dong hoc dua trén néng do
cua acid 2-pyridylacetic trong huyét twong va nuéc tidu.
Thitc &n chi lam chdm sy hp thu betahistin, tng luong
hip thu ciia thudc khong bi anh hudng.

Phén b

Betahistin lién két vi protein huyét twvong véi ty 1& thip
hon 5%.
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Chuyén héa

Sau khi hip thu, betahistin nhanh chéng chuyén héa gan
nhu hoan toan thanh acid 2-pyridylacetic (chdt chuyén
hoéa khéng cé hoat tinh).

Sau khi udng betahistin, ndng do huyét twong (va nuéc
tiéu) cia 2-PAA dat ndng d¢ dinh sau khoang 1 gio.
Thoi gian ban thai cia 2-PAA 1a khoang 3,5 gio.

Thai trir

2-PAA duogc thai trir nhanh chéng vao nude tidu. Véi lidu
tir 8 - 48 mg, khoang 85% lidu ban ddu dwoc tim thdy
trong nuéc tiéu. Betahistin it dugc thai trir qua than va
phén.

CHI PINH
Diéu tri hoi chimg Méniére di dwgc xac dinh bodi ba
triéu ching co ban sau day:
- Chéng mat.
- Suy giam thinh giéc.
- Utai.
LIEU DUNG VA CACH DUNG
Céch dung
Thuéc ding dudong ubng. Nudt vién thubc véi nuéc, ubng
thudc trong hoic sau bira in.
Liéu dung
Nguoi lén:
- Lidu khoi diu: 8-16 mg/liéu x 3 1in. Lidu duy tri
thong thuong trong khoang 24-48 mg/ngay. Liéu ding
khéng vugt qua 48 mg/ngay
- Lidu lugng nén dugc diéu chinh tuy theo dép tmg clia
mdi ngudi. Doi khi, sau vai tudn didu tri méi thy tinh
trang bénh dugc cai thién.
Tré em:
Chua c6 dit liéu ddy da vé tinh an toan va hiéu qua cua
thudc dbi véi tré em dudi 18 tudi. Do d6, khong nén sir
dung cho tré em dudi 18 tudi.
Ngudi cao tudi:
Khong cin diéu chinh lidu.
Nguoi suy gan, suy than:
Khéng can didu chinh lidu.

CHONG CHI PINH
- Qué man véi betahistin hogc bat ky thanh phan nao
ctia thube.
- Ngudi bi u tiy thuong thdn vi betahistin 1a mot
histamin téng hop c6 thé 1am tang tiét catecholamin
tir khéi u va gay ting huyét 4p nang.

CAC TRUONG HQP THAN TRONG KHI DUNG
THUOC
Cic tinh trang cin thin trong khi dung thude
- Cén than trong khi diéu tr cho bénh nhan loét da day
- t4 trang hodc c6 tién sir loét da day - ta trang vi
bénh nhén sir dung bethistin thudng bi kho tiu.
- Theo ddi cin than khi sir dung betahistin cho bénh
nhén bi hen phé quan.
- Cin than trong khi ké don betahistin cho bénh nhén
ndi may day, min ngira hofic viém mii dj img vi céc

triéu ching trén c6 thé trim trong hon khi sir dung
betahistin.

- Cin than trong khi sir dung thudc cho bénh nhén bj
ha huyét 4p ning, bénh nhin rdi loan chuyén héa
porphyrin.

Sir dung cho phu nir c6 thai va cho con bu

Thoi ky mang thai

Chua c6 dir liéu ddy du vé viéc sir dung betahistin cho
phu nit c6 thai. Cac nghién ciru trén dong vat mic du
chwa ddy di nhung khong thdy doc tinh truc tiép hay gian
tiép dén kha nang sinh san. Nhimg nguy co tiém 4n d6i
v6i con ngudi chua dugce 3. Vi vdy, khong nén sir dung
betahistin cho phu nit mang thai.

Thoi ky cho con bu

Chura biét betahistin c6 bai tiét vao sita hay khong. Chira
c6 nghién ciru trén dong vat su bai tiét betahistin trong
sita. Do d6 khong nén sir dung betahistin cho phu nit dang
cho con bu.

Téc djng ciia thudc khi l4i xe, vin hanh miy méc
Betahistin duoc chi dinh didu trj chéng mit, U tai va suy
giam thinh gi4c lién quan dén hdi chimg Méniére, cic
triéu chimg nay c6 thé anh hudng dén kha ning l4i xe va
van hanh may méc. Trong cac nghién ciru dwgc thiét ké
dé danlr gia anh hudng 1én kha ning lai xe va van hanh
may moc, betahistin khéng cé anh hudng hodc it anh
huong.

TUONG TAC VOI CAC THUOC KHAC VA CAC
LOAI TUONG TAC KHAC

- Chua c6 b4o cdo nao vé tuong tic thudc nguy hiém.
Céc nghién ciru v& tuong tac thudc in vivo chua
duoc thuc hién. Dwa trén cac dir liu in vitro,
betahistin khéng twc ché enzym CYP 450
(Cytochrome P450 enzyme).

- Mic du trén co s& 1y thuyét betahistin d6i khang voi
thudc khang histamin nhung t6i nay chua c6 béo cdo
tuong tac thudc nao gitta betahistin va thu6c khang
histamin.

- i c6 trudng hop tuong tac thude gitra betahistin véi
ruou, hop chit pyrimethamin va dapson, salbutamol.

- Céc dir lidu in vitro cho thiy ring cic thudc e ché
MAO (monoamino-oxidase), bao gbm ca MAO-typ
B (nhu selegilin), c ché chuyén héa betahistin.
Thén trong khi sir dung ddng thoi betahistin véi cac
thubc trc ché MAO (bao gbm ca thubc e ché chon
loc MAO-B).

- Betahistin c6 cAu triic tuong tu histamin nén sir dung
ddng thoi véi thude dbi khang H, c6 thé lam giam
tac dung cua nhau.

TAC DUNG KHONG MONG MUON CUA THUOC

Thuong gdp, 1/100 < ADR < 1/10:

- Hé tiéu hoa: Budn ndn, kho tiéu.

- H& thén kinh: Pau dau.
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Chuea r3 tan sudt: QUA LIEU VA CACH XU TRi

- Hé mién dich: Phan {mg qua min (vi du nhu sbc Mot vai truong hop xay ra qué liéu khi dung liéu ti 640
phan vé). mg véi cc triéu ching tir nhe dén trung binh nhu budn

- Hé tiéu héa: Kich tmg da day nhe (ndn, dau da day, nén, budn ngu, dau bung'. Cac triéu chung khac cua qu'é
dﬁy bung va dﬁy hoi). Pidu ny thuong c6 thé tranh lidu betahistin 1a ndn, rdi loan tiéu héa, khé tiéu, mét
duge bing cch ding thudc trong bira an hodc giam diéu hoa van dong va dong kinh. Cac b.ién chimg nghiém
lidu dung. trong hon (co giat, bién chimg vé phdi hoic tim) quan

sat thiy trong trudng hop qué lidu betahistin dac biét 1a
khi két hop voi qua liu cac thudc khac. Khong c6 thude
giai doc dic higu. Rua da day va diéu trj triéu chimng
dugc khuyén céo trong vong mét gid sau khi udng qua
liéu.

- Da va cdc md duéi da: Phan tmg qua min nhu may
day, phét ban, ngira, ddc biét 1a phi mach.

Huéng dan cdch xir tri ADR:
Thong bédo ngay cho béc si hodc dugc si nhitng tac
dung khong mong mudn gip phai khi sir dung thudc.

Tp. HCM, ngay (§ thang 7 ndm 2017
KT. TONG GIAM POC
FONG.GIAM POC (KH - CN) /&

\J

V{}(.‘ 5
W

1 UQ. CUC TRUONG
FRUONG PHONG

venon Huy H ung



