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Nhan trén hop Vinhistin 24mg x 10 vi, kich thudc(11.5 x 6 x 4.3) cm
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3 NG UG S0 1 VORI, a4 g NOi RO rd0, nhigt 06 cui 30C, ranh dnh séng.
-/ ! T8 digefE Qi mcmsssaramiscon {vien  Tiew chudn: TOCS.
( | Chi dinh, chéng chi dinh, liéu ding, c4ch ding, thén trong,
tac dung khéng mong mu6n, c4c théng tin khdc: “DE xa tdm tay tré em
| Xem t&5 hudng ddn s dung. Boc kj hudng dén st dung trudc khi ding”

San xuat tai: CONG TY C6 PHAN DUGC PHAM VINH PHUC

G 777 Buong M Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic

DT: 02113 861233  Fax: 02113 862774

Nha may sdn xudt: Thén Mdu Thong, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic
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‘ 5 Specification: In - house.

‘ | Betahistin dihydroclorid 24 myg

| “Keep out of reach of children

Composition: Each tablet contains. Read insert paper l-‘afﬂf"”! before using”
istin dihy id 24 mg —
! Excipients q. 1 tablet
| Indication, contraindication, dosage and administration,
precautions, effects, other i i

Please see the package insert.
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Nhan trén hop Vinhistin 24mg x 3 vi, KT (115 x 60 x 20)mm

Cong thifc: Cho 1 vién chia.
istin dihydroclorid 24 mg

Bao quén: Nai kho rdo,
Tiéu chudn: TCCS.

N T8 dugeviaidl g 1 vign
héng chi dinh, than trong, tac dung khong

, liéu diing, cdch diing, cdc théng tin khdc:

0flg dAn si dung.
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X5=A/inhistin 24

. Betahistin dihydroclorid 24 mg
~ THUGC VIEW NE!
)

VINPHACO Hop 3 vi x 10 vién nén

nhiét d6 dudi 30°C, tranh anh séng.

“DE xa tAm tay tré em
Boc kj hudng dén st dung trude khi ding”

|
| Sén xudt tai:
| | CONG TY 06 PHAN pugc PHAM VINH PHUC - VINPHACO
| S8 777 Duiing M@ Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic
‘ DT: 02113 861233 Fax: 02113 862774
Nha méy san xudt:
Thén Mau Théng, P. Khai Quang, TP. Vinh Yén, T. Vinh Phiic
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Nogi dur £ T an s dung vién nén Vinhistin 8, Vinhistin 16, Vinhistin 24 cho cdn b y té
o) -
N (@

Vinhistin 16:

Duoc cht: Betahistin dihydroclorid..........oo.oveeeeieeeoereeeceeeeeeeeeeeeseeeeeeeseeeeee e 16 mg
Ta dugc: Amidon ngo, lactose, calci carbonat, talc, magnesi stearat, aerosil.............. vd 1 vién
Vinhistin 24:

Duoc chét: Betahistin dihydroclorid......coooviieiiiiiiee e 24 mg
Ta duoc: Amidon ngo, lactose, calci carbonat, talc, magnesi stearat, aerosil.............. vd 1 vién

Dang bao ché: Vién nén.

Quy cach dong goi:

Hop 3 vi x 10 vién

Hop 10 vix 10 vién

Duge lue hoe:

Ma ATC: NO7CAO01

Co ché tac dong cua betahistin chua dugc biét chinh x4c. Cé mot sb gia thuyét duoc dua ra dua
trén cac dir liéu nghién ctru trén dong vat va trén nguoi.

Betahistin tdc dong dén hé histaminergic: Betahistin tac dong nhu chét chu vén 1én thu thé
histamin H; va chét d6i khang thu thé histamin Hs & than kinh trung wong va hé théng than kinh
tu tri. Thudc tac dong khong dang ké dén thu thé histamin Ha.

Betahistin ¢6 thé 1am tang luu luong méau dén cac ving Oc tai cling nhu toan bd ndo: Thu
nghiém trén dong vat da chi ra rﬁng lru thong mau trong van mach cua tai trong duoc cai thién,
c6 thé do su hdi phuc cua cac co vong tién mao mach cta vi tudn hoan ¢ tai trong.

Betahistin cling da cho thy c6 tac dung tang luu lugng mau nio & nguoi.

Betahistin ¢6 tdc dung khéi phuc tién dinh:

Betahistin tang tdc dd phuc hoi tién dinh sau thu thuat cat day than kinh mot bén & dong vat
thong qua khoi phuc tién dinh trung wong; tac dung nay duoc dic trung bdi su thay ddi vé ndng
d6 va kha nang giai phong histamin thong qua déi khang thu thé H3. O nguoi, thoi gian phuc
hoi tién dinh sau thu thudt cat ddy than kinh ciing giam khi diéu tri bang betahistin.

Betahistin cdi thién dan fruyén than kinh trong nhdn tién dinh: Céc dic tinh duoc ly trén dong
vt ¢6 thé chimg minh loi ich ctia betahistin trén hé thong tién dinh.

Trong cac nghién ctru & bénh nhan chong mat tién dinh va bénh Méniére cho thdy betahistin c6

tdc dung lam giam muc dd nghiém trong va tan sudt xuat hién cdc triéu chiig cta chong mdt.

Betahistin 1a mot chat tuong tu nhu histamin dung dé cai thién tuan hoan nio dan dén lam giam
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Phan bo: Ty 1é betahistin lién két protein huyét tuong thap hon 5%.

Chuyén héa: Sau khi hip thu, thude duoc chuyén héa nhanh chong va gan nhu hoan toan thanh
acid 2 - pyridylacetic (2 - PAA, cht khong c6 hoat tinh). Nong do betahistin trong huyét twong
Ia rat thdp, do d6 phan tich duoc dong hoc duoc dua trén cac phép do 2 - PAA trong huyét
twong va nudce tiéu. Sau khi uéng betahistin, ndng do 2 - PAA trong huyét twong (va nudc tiéu)
dat tdi da sau 1 gior va thoi gian ban thai khoang 3,5 gio.

Thai triv: 2 - PAA d& dang bai tiét qua nudce tiéu. Trong khoang lidu tir 8 dén 48 mg, khoang
85% liéu ban ddu duoc tim thdy trong nude tidu. Bai tiét qua than hodc phan & dang betahistin
chi chiém mot luong nho. Khoang 90% liéu dung duge dao thai trong vong 24 gid sau khi
udng.

DG tuyén tinh: Ty 18 thu hoi 1a khong bién dbi trong khoang liéu ubng 8 - 48 mg cho thdy duoc
dong hoc cta betahistin 1a tuyén tinh, diéu d6 c6 nghia la qua trinh trao doi chat lién quan
khong dugc bdo hoa.

Chi dinh:

Diéu tri hoi ching ménicre dugc xac dinh theo céc tri¢u chimg chu yéu sau day:

Choéng mat (kém budn ndén/ ndn)

Mit thinh gidc (nghe kho)

U tai (rung vang trong tai)

Liéu dung - cich dung:

Cich diing: Ubng trong bita an.

Liéu diing:

Liéu thong thuong: 8 - 16 mg/lan, ba lan mdi ngay.

Liéu duy tri thuong trong khoang 24 - 48 mg mdi ngay.

Liéu hang ngay khong nén vuot qua 48 mg. Liéu dung c6 thé duge diéu chinh cho phi hop véi
nhu cdu cta timg bénh nhén.

Bénh nhén suy gan, suy thin, ngudi cao tudi: Khong can diu chinh liéu.

Chéng chi dinh:

M3an cam véi betahistin hodc v6i bit ¢t thanh phan nao cua thude.

Phu nit ¢6 thai va cho con bu.

Tré em dudi 18 tudi.

Bénh nhan u tay thuong than, bénh nhén c6 tién sir hodc dang co loét da day.

Cic treong hop thén trong khi dung thude:

Khi dung betahistin trén bénh nhan bi hen phé quan nén dugc theo doi can than.

Cén than trong khi ké don betahistin cho bénh nhan dang bi ndi mé day, mén ngua hodc viém

w/
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Phu niv co¥hai3hong dung thuoc

Phu nit cho con bii: Khong dung thude
Ngwoi vin hanh mdy mdc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc truwong hop khac:
Thudc ¢6 thé gay ra céc tac dung khong mong mudn nhu dau dau, mét méi, chong mat, ngi ga.
Do dé, khong nén lai xe, vAn hanh may moéc hay lam viéc trén cao khi gép tdc dung khong
mong mudn cta thude.
Twong tac thude:
Khéng ¢6 tuong tac nguy hiém nao duoc ching minh.
Mic di trén co so ly thuyét, betahistin ¢6 di khang voi thude khéng histamin, nhung thuc té
khong c6 tuong tac nhu vay dugc bao céo.
Pa c6 mot bio cdo vé hiép ddng tac dung khi str dung ddng thoi betahistin véi salbutamol.
Thir nghiém in vitro cho thiy thude trc ché MAO typ B (vi du selegilin) c6 thé we ché su
chuyén hoa cta betahistin. Cén than trong khi sir dung dong thoi betahistin va thude we ché
MAO typ B ¢é chon loc.
Tac dung khong mong muén (ADR):
Thuong gdp, 1/100 < ADR < 1/10
Heé than kinh: Pau dau.
Heé tiéu hoa: Budn ndn, khé tiéu.
Hiém gap, 1/10 000 < ADR < 1/1 000
Toan than: Mét moi va kho chiu.
Hé thén kinh: Chong mat.
H¢ tiéu hoa: Non mua, tiéu chay, déy bung, déy hoi, dau vung thugng vi. Nhitng triéu ching
nay thuong nhe va c6 thé giam bang cach udng trong bita an hodc gidm lidu betahistin.
Da va cac md dudi da: Phat ban, ngira, néi mé day.
Rdit hiém gap, ADR < 1/10 000
Hé than kinh: Co giét, ngt ga, 1u 1an, 4o giac.
Hé tl16ng tim mach: Gidn mach, ha huyét ap tu thé, nhip tim nhanh.
Hé hd hap: Kho tho, hen suyén, co that phé quan.
Khéng xdc dinh (tan s6 khong thé dwoc wée tinh tir dit liéu c¢é san)
Hé théng mién dich: Phan tng qua man, vi du nhu sdc phan vé.

“Théng bdo ngay cho bdc st hodic dwoc si nhivrng tic dung

khéng mong mudn gap phai khi siv dung thuéc”

Qua liéu va cach xir tri:

Triéu chitng: Mot vai truong hop qua liéu da duge bdo cdo. Mot so bénh nhan da cé trieu ching

qua liéu nhe dén trung binh bao gdm buon ndn, khoé miéng, dau thugng vi va budn ngu ¢ liéu
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Ciac diu hiéu can lwu y va khuyén cdo:
“Thudc nay chi dung theo don ciia bic si”
“P¢ xa tam tay tré em”
“Poc ky hwéng din sir dung truée khi dung”
Diéu kién bao quan: Noi kho rao, nhiét d6 dudi 30°C, trdnh anh séng.
Han dung: 36 thang ké tir ngay san xudt.
Tiéu chuin ap dung: TCCS
Tén, dia chi co s san xuit:
CONG TY CO PHAN DUQC PHAM VINH PHUC
S6 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
PbT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Méau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira doi, cip nhit lai ndi dung huwéng din sir dung thudc: Ngay/thang/nam
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Noi dung to hwong dan sir dung vién nén Vinhistin 8, Vinhistin 16, Vinlistin 24

720022843 cho nguwoi bénh
7S 3

cONG TY
cobp

DUQC P
ViINH PHUC /

TIN 8, VINHISTIN 16 , VINHISTIN 24

Thuoc nay chi dung theo don ciia bdac si”

“Pé xa tim tay tré em”
“Doc kj hwéng din sir dung triweée khi diing”
“Thong bdo ngay cho bic st hodc dwoc si nhitng tic dung khéng mong muon
gdp phdi khi siv dung thuéc”
Thanh phén, ham lwgng cia thude
Cho mot 1 vién:

Vinhistin 8:

Duoc chat: Betahistin dihydroclorid..........oovueiioieeseeeeeeeee oo 8 mg
Ta dugc: Amidon ngd, lactose, calci carbonat, talc, magnesi stearat, aerosil.............. vd 1 vién
Vinhistin 16:

Duoc chit: Betahistin dihydroclorid..........o.ovevoveeeoeeeeceeeeeeeeeeeeeeeeee oo 16 mg
T4 dugc: Amidon ngd, lactose, calci carbonat, talc, magnesi stearat, aerosil.............. vd 1 vién
Vinhistin 24:

Duoc chat: Betahistin dihydroclorid.........oeeeveeeieeeeeeeeeeceeeeeeeseeeeee e 24 mg
Ta dugc: Amidon ngo, lactose, calci carbonat, talc, magnesi stearat, acrosil.............. vd 1 vién

M0 ta san phim

Dang bao ché: Vién nén

Hinh thic: Vinhistin 8, Vinhistin 16, Vinhistin 24: Vién nén hinh tru, mau tréng, hai mat nhan,
thanh va canh vién lanh lan.

Quy cach déng goi

Hop 3 vix 10 vién

Hop 10 vi x 10 vién

Thudc dung cho bénh gi

Piéu tri hoi chimg méniére duoc xéc dinh theo cac triéu chimg chu yéu sau day:

Chong mat (kém budn ndn/ ndn)

M4t thinh giac (nghe kho)

U tai (rung vang trong tai)

Nén dung thude nay nhw thé nao va liéu lwgng

Cach dung: Uéng trong bfra an.

Liéu ding:

Liéu thong thuong: 8 - 16 mg/lan, ba 1dn mdi ngay.

Liéu duy tri thuong trong khoang 24 - 48 mg mdi ngay.

Liéu hang ngay khong nén vuot qua 48 mg. Liéu dung c6 thé duoc diéu chinh cho phil hop voi

nhu cdu cua tirng bénh nhan.

Bénh nhan suy gan, suy thén, nguoi cao tudi: Khong can dicu chinh licu

v



https://trungtamthuoc.com/

Khi nao khong nén dung thudc nay

Tac dung kk
Thuong gap,
Hé than kinh: Pau dau.

Hé tiéu hoa: Budn nén, kho tiéu.

Hiém gap, 1/10 000 < ADR < 1/1 000

Toan than: Mét moi va khoé chiu.

Hé than kinh: Chéng mat.

Hé tiéu héa: Non mua, tiéu chay, ddy bung, ddy hoi, dau ving thuong vi. Nhiing triéu ching
nay thuong nhe va c6 thé giam bing cach udng trong bita an hodc giam liu betahistin.

Da va cac mo dudi da: Phat ban, ngura, ndi mé day.

Rt hiém gap, ADR < 1/10 000

Hé than kinh: Co giét, ngt ga, 1u 1an, 4o giac.

Heé théng tim mach: Gidn mach, ha huyét ap tu thé, nhip tim nhanh.

Hé ho hip: Kho tha, hen suyén, co that phé quan.

Khong xdc dinh (fc”?n 56 khong thé dwoc wde tinh tir dit liéu ¢6 san)

Hé théng mién dich: Phan Umng qua man, vi du nhu s6¢ phan vé.

Nén trianh diang nhirng thudc hoic thue phim gi khi dang sir dung thude nay

Khong ¢é tuong tac nguy hiém nao duoc chimg minh.

Mic du trén co so 1y thuyét, betahistin ¢6 ddi khang voi thudc khang histamin, nhung thuc té

khong c6 tuong tac nhu vay dugce bao céo.

P ¢6 mot béo céo vé hiép ddng tac dung khi sir dung ddng thoi betahistin véi salbutamol.
Thir nghiém in vitro cho thy thude te ché MAO typ B (vi du selegilin) ¢6 thé e ché su

,
"
i

chuyén hoa cua betahistin. Can than trong khi st dung ddng thoi betahistin va thude tre ché &
MAO typ B ¢6 chon loc.

Cin 1am gi khi mjt 1an quén khéng ding thube

Khi quén dung thude, liéu tiép theo duoc dung nhu trong chi dinh. Khong dung ting liéu khi
quén dung thude.

Cin bao quan thude nay nhuw thé nao

Noi kho rao, nhiét d6 dudi 30°C, tranh anh sang.

Nhitng ddu hiu va triéu chirng khi dung thudc qua li¢u

Triéu chung: Mot vai truong hop qua lidu da duoc bdo cdo. Mot sb bénh nhan di cé trieu
chimg qué liéu nhe dén trung binh bao gdm budn ndn, khd miéng, dau thuong vi va budn ngu
o lidu trén 200 mg. Mt trudong hop co giat da duge béo céo & lidu 728 mg. Cac bién chimg

nghiém trong hon (co giat, tic mach phdi hodc cac bién ching tim mach) da dugc quan sat

thiy trong cac truong hop qua lidu ctia betahistin dac biét 1a khi két hop véi cde thude qua liéu

b |
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khac
Can phai 14 uoc qua licu khuyén cio
Khong co i¢u. Rura da day va di€u tri triéu ching nén dugc thue hién trong

Nhirng diéticax than
1 111 nhan bi hen phé quan nén duoc theo ddi can than.
Can than trong khi ké don betahistin cho bénh nhan dang bi ndi mé day, mén ngua hodc viém
miii di tmg, vi thudc ¢6 kha nang lam trdm trong thém céc triéu ching nay.
Cén than trong khi dung betahistin ¢ bénh nhan ha huyét ap nang.
Than trong khi dung betahistin trén nhiing bénh nhén bj rdi loan chuyén héa porphyrin.
Thubc cé chira lactose, than trong voi bénh nhan khéng dung nap galactose do di truyén, kém
hap thu glucose - galactose hodc thiéu Lapp lactase.
Phu niv ¢6 thai: Khong dung thude
Phuy ni¥ cho con bii: Khong dung thude
Nguwoi vin hanh mdy mdc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc truong hop khdac:
Thude c6 thé gay ra cac tac dung khong mong mudn nhu dau déu, mét moi, chéng mat, ngu
ga. Do do, khdng nén lai xe, van hanh may modc hay lam viéc trén cao khi gdp tdc dung khong
mong mudn ctia thude.
Khi nao cin tham vén béc si, dwoc si
Khi gap céc tic dung khong mong mudn cua thude, can tham vén bac si, duoe si.
“Néu cin thém thong tin xin héi y kién béc si hodic duge si”
Han dung cia thude
36 thang ké tir ngdy san xudt
Tén, dia chi cta co s¢ sian xuét
CONG TY CO PHAN DUQC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
BT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira dbi, cAp nhét lai ndi dung hwéng dén siv dung thude: Ngay/thang/nam ‘
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