https:/ftrungtamthuoc.com/ 33456,

F BO Y TE
CUC QUAN LY DUGC

ey MAU NHAN Vi XIN PANG KY
; DA PHE DUYET
| 7- 108
\ Lén dnuzzB ..... it

L =

| UMTES <) UMTES 59 UMTES <9 UMTES i UMTES =

= UMTES

Betahistine dihydrachloride...24mg
€= SILAIN €+ STLAN & SILIANIN &= SALAIN G S!J.V{Nu‘/

Ghi chu: S6 16 SX va HD sé dap ndi trén vi thuéc.

CTY CP DUGC PHAM
P}IUGNG BGNQ
TONG GIAM POC

0
NGUYEN VAN MO



Httpé://trungta_mthuoc.com/
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EACH TABLET CONTAINS: GMP - WHO W01 VIEN CHUR

Batzhiztine dilydmehionde 24my Thudc bdn thee dom E:H:::m .ﬁllémm ?lzz |
i 1 ara du 1 vign

Excipient g.5.. ........per 1 fablot Chi dinh, céch dang, life dang, chdng chi dinh vd

Indication, dosage, instruction and costra-indication:

o cdo thdng lin kide: <em 1 hatng ddn s0 durg
:‘;:hm 24 Tigu thugn: TCCS
Specification: In - { mg Bda qudn Noi kno, nhidt do dudi 50T,
Store in & dry place, below 30°C, trdih dnh sdng

& prateet from light Boe k§ hrtng ddn =7 dung trede khi diing
Ruzd leatlet carefully before use Betahistin dihvdroclorid..24mg D4 12 Em tay Iré am
Meep oul of rzach of children 1A S S LA X
1 V e
I ‘ I |F || Han Ding: i
| AN LLEY ” P CONG TV DP DUEIC PHAM FRUONG
el Chai 30 vién nén W 167 B KGN Tin Tae P T

ORIENT PHARMACE] 0 Hinh T4n - TR HA Chi Minh - VIgr Nam

EACH TABLET CONTAINS: . b VIEN CHUR:

Hatzhustine dibydrochiorice. 24mg R( Thudc ban theo dan GHP:+-WHO ?;mﬂ;;rgﬁ'mhni---fm

(Exciplent @5 .....per bl Chi dinh, cdch ding, [idn ding, sbiing chl ojah @
Indication, dosage, insiruetion snd sotra-indieation:

il G thimg tin kivéc: aem 13 tibing d3n sa dung
228 In the e Tigu chodn TCCS
Spacification: In - housa 2 4ITI g Bdo qudn: Nov knd, nhigt 40 dudi 30°C,
Store in a dry place, below 30°C, e trdnh dh séng.

D ky hodng @dn sif dyng tride khi ding

pratect from 1ght.
Read leafiet caratully befors usa Betahistin dihydrodorid..24mg . 86 xa tim tay tré am
Kaep out of reach of children I ;3; N 58 L6 SX
| , / Hliog
| I, | P CONG Tr CF DUGC PHAM PHUDNG DONG

SN EVARMARETIAL T i i@ : L& 7, Budng 2 - KON Tan oA,
Chal 50 AR {1 Bish Tdn - TP.HG Chi Minh = Vigt Nam

ORIENT PHARMACEUTICAL CORP

2 " b1 VIEN CHUA:
EACH TABLET CONTRINS: -
Seiaisine Giydroctionde. 241 Ry ruensn oo on G e i
Extipient q.5..per 7 tablet Ché dioh, cach diny, lida dang, chimg chi Cink w

Imdiaiion, dusage, instruedion aad contra-infisation. rdie thing tin khde xem t hing ddn sd dung.

Gee in the eediet : Tigy chudn; 1003
Specification: In - hoss 24m 4 Bl qudm Mo kh, it =5 cuest 30T
Store in  dry place, below 30°C, ) irdnh gnh séng
pratect fram light. e Bye ki hudng di sd dyng e kbl ding

Read laallet earetully betors use Betahistin dihydrodlorid.. 24mg . o€ 12 thm tay iré em
Keep oul of reach of childran ‘A SEK: 38 165X
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f Betaristng dhyeaehiendz. 24mg
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Iedication, desage, insraction and contra-indizstion’
Gee in the leafiet
Specilization: fn - hiuse
Stare in a dry place, below 30°C, protect from fight.
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Box of 2 blisters x 10 tablets PD
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Store in a dry piace, below 30°C, prolec! from light,

Read leafiet narelully bators use
Keep out of reach of children
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L Siw;éma 24-1115 sBK: 541 8X:

Td dugc vim dil viln tghy 5K

Chi djnh, cdch dimg, Ir& ting, ehong ehl dinh v :

cdc thing tin khde: xem th husng din =1 dung Han Diing:

Tién chydn: TCCS

Bio wgn: Noi kb, nhugt dd dud 30°C, trdnh dnh sing
Oge k§ hidng din s dyng trude khi ding

9¢€ xa tém tay 1rd em

r‘“nr G TY OF DU PHAM PHUONG £
L4 -"" KGN Tén Tao P Tdn Tagq A
¥ Rl h Tan - TP M PI. Minf - Vif: Mqi

CTY CP DUGC PHAM
PHUONG BONG

NGUYEN VAN MO

%
3
g
B

=
=
|
m
i

Bty

Clad




https: /ftrungtamthuoc.com/
- MAU HOP XIN PANG KY

& Prescription oniy WHO - GMP

UMTES )

Betahistine dihydrochloride..24mg
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Box of 3 blisters x 10 tablets PD
EACH TRBLET CONTAING: Read lezllet caretully belore use
Sethistine diydmchionde 24mg Kezn out of raach af ehildren
EXCipiant 9.5...........par 1 tabist

Indication, dosage, (nstruclion and cootra-jatication:
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&_ Prescription anly
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UMTES s
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V\ Betahistine dihydrochloride..24mg
Box of 6 blisters x 10 tablets

— EACH TABLET CONTAINS:
f Betahisting dihydmchloride 24mg
Excipient 0.5 ...par 1 @hist
Ingieatien, dasage, Instrection and sontra-indication:
Gee in the leafiet
Specitication: [n - house

Store in 2 dry place. below 30°C, protect from light.
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Betahistin dihydroclorid..24mg

PD

Read leafiel carshully before use
Weep qut of reach of children
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it thing tin khdc: xem 1 hudng ddn s dung.
Tidu chysn: TCGS
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EACH TABLET CONTAINS:
Betahisting ditydrochioride.. 24mg

Keep oul of reach of children

Il

Exeipient 0.5, per 1 tablel [
Indication, dosage, instruction and contra-indication: Hm”
See in the leaflet ‘
Specification: In - house

Store In a dry place, below 30°C, pretect from [ight. DRIEMT PHARMACEUTICAL OORF
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UMTES )
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SHU /ﬁﬂ'o 53*/!?6
HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

UMTES 24 mg
Vién nén

Thube bén theo don

Cbng thire : Mdi vién nén chita:
Betahistin dihydroclorid. ... "%m;u s .\_\
Ta dirge @ Lactose monohydrat, Avicel (Microcrystalline },elmLose) '1’07*~Na@‘r\\\anl sulfat, Palyvinyl pyrrolidon (PVP) K30,
Tale, Aerosil (Colloidal silicone dioxide) 200, Primellose, NagheSiatéarat. N7\

Duge lire hoe: '}E CO PH \"‘ H
Nhém duge Iy: Hé thong than kinh trung wrong: chéng non val chéhﬁ‘ﬁa{tﬂmm 'f' ]1
Ma ATC: NO7C AQ1 J ﬂ\.ﬂ \¥: ﬂ[ (R F‘Jﬁtf /
Betahistin tac dgng den hé tiet histamin: : _ Y
Betahistin hoat d¢ng ca hai vai trd nhu mét ph.ﬁn dbi khang i Hova déi khdng thu thé histamin H; & mé thn
kinh va co hoat tinh khong déng ké vai thu the H,
Betahistin lam tang chuyén héa va tiét histamin bang cach ngan chan cdc thy thé [1; tién synép va gdy cam Umg sy didu hoa
nguge cla thu thé Hs.
Betahistin c6 thé lam tang heu lieong mdu dén cdc viing ée tai ciing nhue toan o ndo:
Thir nghiém duge 1y trén dong vét cho thiy ¢6 cai thién tudn hoan mau & vén mach cua tai trong. ¢6 thé do lam gidn co vong
trude mao mach cua vi tudn hoan tal trong,
Betahistin ciing cho thdy tang tuan hodn mau ndo & ngudi
Betahistin tao diéu kién bit chinh tién « dinh:
Berahistin thac day sy hoi phuc cua tién dinh sau khi pbdu thudt than kinh mdt bén & ddng vat, bang céch tao dicu kién b chinh
tién dinh trung wong. Tac dung nav c6 dac didm la dleu hoa sy chuyén hoa va tiét histamin qua trung gian cua sy d6i khang &
thy thé Hy. O ngudi, thoi gian hoi phuc sau phiu thudt cit day rhan kinh cling giém khi diéu tr bang bf:kh istin.
Betahistin lam thay doi st phong xung than kinh trong nhén 1ién dink:
Betahistin ciing ¢6 tde dung (rc ¢hé phu thude liéu luong 1én dudi gai cla noron & nhin trén va nhan gifra cua tign dinh
Nhirng tinh chat duge lue hoc da chimg minh & déng vét ¢6 thé déng gdp vao loi ich diéu tri cua betahistin rong he tien dinh.
Hiéu qua cua betahistin da dugc cho thdy trong céc nghién ctru ¢ bénh nhén bi chéng mat tin dinh va bénh Méniére va da dugc
chimg minh bang viée cai thién tinh trang benh Vi tan sudt cdc con chong mat.

Duogce dong hoc:
Hap thu:
Khi unruT betahistin durge hﬁp thu marh va hau nhu hoan toan qua tit ca cdce doan cua éng tidu hoéa. Sau khi hdp thu. thude niy
s¢ chuyé en hoa nhanh v& hiu nhu hoan toan dé cho 2-pyridylacetic acid mét hoat tinh duge I¥. Néng dd betahistin trong }"uvel
tucmg rat thap.
Vi vy, moi phan tich duoc dgng hoe déu dva vao do luong (2-PAA) trong huyét tuong va nuroc tiéu.
Khi an no. thay C ., cta thudc sé thip hon so véi khi nhin déi. Tuy nhién, hip thu hodn todn cua betahistin la tuong duong dudi
ca hai trang thai no d6i. cho théy thirc an chi lam chim su hdp thu ctia betahistin. /
Phén bé:
Phén tram betahistin dugc lién két voi protein huyét irong mau dudi 5%
Chuyén hoa:
Sau khi hép thu, betahistin duge chuyén hda nhanh chéng va hiu nhu hoan todn thanh‘..\u"\ AA mat hoat tinh duge Iv. Sau khi
udng betahistin, ndng do 2-PAA 1 trong huyét twong (va nude tidu) dat i da sau khi wnv\l gior va giam mat nira sau khoang 3.3
g,

Thai tric: \
Chét 2-PAA do thai nhanh qua nude tiéu. Véi céc lidu trong khoang gilra 8 v 48 mg, cd khoang 85% li¢u du tién duroc 1 hap
thu lai nude tiéu. Sur dao thai cua chdt me betahistin qua thdn hodc qua phén it ¢é y nghla.
Tinh rme:z iimh:
Cic tde d6 thu hdi 1a hang dinh khi cho udng trong ving 8-48 mg. chimng 16 duge dong hoe cua betahistin 2 wyén tinh va cho
thiy con durémg chuyén héa la khdng bao hoa.

Quy cach dong goi :
Vi 10 vién. hop 1 vi, hdp 2 vi, hop 3 vi. hop 6 vi v hop 10 vi
Chai 30 vién, chai 60 vién va chai 100 vién

Chi dinh:
Diéu tri hoi chimg Méniére duge xdc dinh theo cac tridu chimg chu véu sau day ; Chang mat, 0 tai, giam thinh luc, budn nén.
Didu tri chimg chéng mat tién dinh

Liéu lwgng va cdch dung:
Cach diing: Udng thubc trong khi an hodc sau bira an véi nude.
Liéu [ong:
Nguoi lon: Ligu cho ngum lon 24 mg. 2 lan m&i ngdy. Lidu ding hang ngay khang duge qua 48 mg. Liéu ding ¢é th é duge dicu
chinh cho pht hgp véi nhu LdLl cta tirng bénh nhan. Céde triéu chung s€ dugc cai thién sau val tudn sir dung thude
Tré em: Khong duge khuyén céo diing cho tré em dudi 18 tudi vi chua ¢6 di dit ligu vé dd an toan va higu qua
Ngwoi gia: Mic du ¢6 nhimg dir liéu han ché tir cac nghién ciru lam sang trén nhém bénh nhén nay, nhung cde kinh nghiém héu
marketing mo rong cho th'u rimEl viée diéu chinh lidu & déi trgng bénh nhén nay la khong can thiét
Sicy thin varhodc suy gan: Khong ¢o nhimng nghién clru lam sing cy thé trén nhém bénh nhan nay, nhung theo kinh nghigm hiu
marketing thi vigc diéu chinh liéu dutmg nhu khéng can thiét.
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Ching chi dinh:
Qué man v4i bat cir thanh phan nao cla thude hoge néu bj u tuyén thugng than duge biét nhir u té bao ra crom

Than trong:
Can than trong trong viéc diéu tri vi bénh nhan bi loét da day ta trang hogc cd tién sir loét da day td trang (dudng tiéu hoa)
Bénh nhén bj hen phé quan nén dugc theo d3i can than trong d:eu tri véi betahistin
Cén than trong khi k& don betahistin cho bénh nhan véi ndi mé day. man ngira hodc viém mi di tmg vi betahistin ¢6 kha ning
lam trdm trong hon cdc trigu chimg nay
Can than trong & bénh nhan ha huyét ap ning
Trong thanh phan chiea 1 duwoe: Lactose monohydrat: vi vy khong sir dung thude cho bénh nhdn ¢é van dé di truyén hiém cdp
khong dung nap galactose, thiéu hyt Lapp lactase hay kém hédp thu glucose — galatose.

Tuwong tic thude:
Chura ¢6 nghién ciru tuong tdc trén co thé sdng duoc nen hanh. Cac dir liéu duge dya trén co 50 phong thi nghiém khéng nhin
thiy ¢6 (e ché cac enzyme cytochrom P430 trén co thé sdng.
Mic du trén co so Iy thuyét duge dy kién oo sy dbi khéng giira betahistin vi thude khang histamin nhung trén bdo cdo khéng ¢6
turong téc
C6 sir trong téc cua betahistin vai ethanol va mat hop chit chira pyrimethamin voi dapson. salbutamol.
Khi dang ding thuée (e ché monoamine-oxidase (MAOISs, ké ca MAO kiéu phu B (vi du: selegiline)). thudc duoc dung dé didu
i trdm cam hodc bénh Parkinson, nén thong bao cho béc s vi cée thude nay co thé lam tang tac dung cua betahistin.
Betahistin ¢6 cdu tric tuong ty nhu histamin. ding déng théi véi thude khang histamin c6 thé anh huong dén higu qua cua mot
trong céc thude nay.

Tdc dung khéng mong mubn:
Thirong gap: ADR > 1710
Réi loan tiéu hoa: non va kho tidu (chimg kha tiéu héa)
R&i loan than kinh: dau diu
Bo sung vao céc sy kién d& duge bdo cdo trong cdc thir nghiém |dm sang. cde tac dung khéng mong muc:m sau dugc bido cao mét
cach tur nguyén trong qud trinh sir dung hiu marketing va trong cdc ai liéu cu thé. TAn sudr khéng thé duge ude tinh tr cdc dir
ligu san c6 va do vay duoce xép loai la “khang biét".
Hiém gap ADR <1/10.000
ROi loan da va mé mdy dudi da; Trong mot s6 trutmng hop rit hiém. ¢6 gap nhimg phan img qua man cam o da dac bigt khai pha
sing dot ngot (phi than kinh) & ¢b hoge tay chin, may day phat ban va ngira.
Phan mg khace:
Roi loan hé mlen dich: Di {mg (min cam) bao gom cace phin tng di (mg nghiém trong (qua man) ¢ thé gay kha tho. SN2 14y
viing mat va ¢d, hoa mat \_hono mét (duge xép vio loai khong bidr)
RO loan tiéu héa: Dau da day nhe (vi du: ndn. dau da day-rudt, sung va phong rop bét thudng). Nhirng téc dung ndy thuomg mit
di khi ubng thude trong bira an hodc giam liéu (duge xép vio loai khang biét)

Qua lidu va xir tri:
Trigu chieng: Co gap mot so it tredng hop qua lidu. Mot s bénh nhan g@p cdc trigu chimg tir nhe dé
budn ngi va dau bung khi ubng cic liédu i 640 mg.
Nhimg bién chirng nghiém trong hon bao 26m co gidr v cc bién ching vé phéi va tim cp
liéu c6 chu ¥ khi ditng phéi hop véi cée thude khace ciing ding qud lidu
Xir tri: Khong ¢ thude giai doc dac hiéu. Ria da day va didu 1 triéu chimg trong vong 1 EIR sau khi uancI Didu tri qud lidu bao
£6m céc bién phap hd tro chudn.

Tac dung khi vin hinh may méc va lii thu xe:
Betahistin duge chi dinh véi chong mat. i tai va nghe kém lién quan dén hoi chirmg Méniére ¢6 thé anh huéng tiéu cuc dén kha
nang l4i xe va van hanh may moc
Trong céc nghién ciru lam sang duoc thiét k& dac biét dé didu tra kha ndng ldi xe va van hanh may moc. betahistin khéng giy
anh hiréng hodc anh huong khong ding ke.

Phu nit ¢6 thai va cho con bu:
Phu nit ¢6 thai: Chua ¢6 dir liéu ddy du lién quan dén viée sir dung betahistin & ngudi mang thai. Nhrng nghién ciru trén dong
vit ciing chura duge ddy du dé cho biét tdc dung cia thude khi mang thai, hodc véi su phil trién phomhal vol sur sinh dé va sy
phat trién clia tré so sinh, Vé mat ndy chira rd riém nang gdy nguy co cho phdi thai va tré mai sinh. Khéng nén ding betahistin
trong thai ky, trir khi bédc si thdy that inl']
Phu nir cho con bii; Chua rd su bai tiét betahistin qua sita me. Chua ¢6 nghién citu trén ddng vat vé sy bai tiét betahistin qua siza.
Betahistin khéng nén dugc sir dung trong qué trinh cho con bu.

. Bao quin: \0: kho, nhiét do duéi 30°C, tranh anh sang.

Thube sin xuat theo TCCS

Han diing: 36 thang ké tir ngay san xuit

Ngay xem xét sira déi, cAp nhat lai to hwéng din si dung thude :

rung binh nhu budn nén.

ng céc trudmg hop udng qué
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ONG DAN SU DUNG THUOC CHO NGUOI BENH

I. Tén san phim: UMTES 24 mg

Thude bin theo don
Doc kf hiweong dan sie dung triege khi ding
Pé xa tim tay tré em epertane

LB 06 7
Thong bdo ngay cho béc sf hodc dicpe sy nhiing tdc dung k ffg, mr§§ zfmbngap phii khi sie dung thude

(2]

. Thanh phén, ham lwgng ciia thude: / \f J(,, NG 1Y \‘\\
- Berahistin dihydroclorid ...cccvvueee.... 24 mg | r“"'f 0 mhm "O‘ll
— T4 duge: Lactose mar‘ohvdrat A\ICE| (Microcrystalline § et]lulogeerUEHNh'trl I:{Uﬁ] sulfat, Pelyviny! pyrrolidon (PVP)

K30. Tale. Aerosil (Colloidal silicone dioxide) 200. Prime] os‘e Mi}g:@gtﬁ'ﬁw atﬂ u
3. M ta san pham: Vién nén tron mau trang, hai mt tron. ; Y
4. Quy cach déng goéi :

- Vil0vién, hdp | vi, hdp 2 vi, hgp 3 vi, hop 6 vi va hép 10 vi

— Chai 30 vién, chai 60 vién va chal 100 vién

5. Thudc ding cho bénh gi?

— Diéu tri hdi chirg Méniére dugc xdc dinh theo cac triéu chimg chil véu sau day : Choéng mit, u tai, giam thinh lie. budn
non.

- Diéu tri chitng chéng mit tién dinh

6. Nén diing thude nay nhu thé nao va lidu lugng?
Céch diing : Udng thude trong khi dn ho#c sau bita an véi nude

— Liéu luong :

+  Ngwoi [on:Lidu cho ngudi lén 24 mg. 2 lin ‘mdi ngay. Liéu diing hang ngay khong duoce qua 48 me. Lidu ding co
thé duge diéu chinh cho phir hop v&i nhu cdu cia timg bénh nhan. Céc triéu chirng s& dugce cai thién sau vaj tudn
st dung thude

+  Tréem: Khong duge khuyén céo dung cho tré em dui 18 tudi vi chua c6 du dir liéu vé 9 an toan va higu qua

+  Ngudi gia: Mc di ¢6 nhimg dit ligu han ché ¢ tr cac nghign ctru l14m sang trén nhom bénh nhén nay. nhung cdc
kinh nghiém héu marketing mo rong cho thdy rang viéc diéu chinh lidu & déi tgng bénh nhan nay 1a khéng cén
thiét

+  Suy thdn va‘hogc suy gan: Khong cé nhimg nghién ctru 1dm sang cu the trén nhom bénh nhan nay. nhung theo
kinh nghi¢m hau marketing thi viée diéu chinh lidu dudng nhu khéng can thiét.

7. Khi nao khing nén diung thube nay?
Qué man vai bt cif thanh phan nao cla thude hoac néu bi u tuvén thugng than duge bidt nhir u té bao ra crom
8. Tac dung khdng mong mudn:

— Thwomg gap: ADKR 2 1/10

R&i loan tiéu héa: nén va khé tiéu (chirng kho tiéu haa)

Réi loan than kinh: dau diu

Bd sung vao cac sirkién da duge bao cdo trong cac thir nghiém lam sang. cdc tac duny ¢ mong mudn sau duge béo
¢do mot each tir nguyén trong qud trinh sir dung hdu marketing va trong céc tai licu cu the. Tan sudt khdng thé duge uoc
tinh tir cdc dir lidu sdn 6 va do vay duoc xép loai la - “khong biét”,

— Hiém gap ADR < 1/10.000
R&i loan da va mé mo dudi da: Trong mét sm trudmg hop rét hiém, co gap nhimg phan trmg qud mdn cam & da dic biét
khoi phat sung dt ngt (phir than kinh) o ¢é hoae tav chén, may day phdt ban va ngia.

— Phan ting khdc:

R&i loan he¢ mién dich: Dj ting [r'nn cam) bao gém cdc phan tng di (g nghiém trong (qud mdn) ¢6 thé gy kho the.
simg tay viing mat va ¢b. hoa mét chong mar (duge xép vao loai khang biér)
Réi loan tieu hoa: Dau dg day nhe (vi du: ndn. dau da day-rudt, sung va phong rop bét thudng). Nhimg tac dung nay
thirémg mat di khi udng thude trong bira &n hoac giam li eu (duge xép vao loai khang biér)
Thang bao cho bac sT nhitng tdc dung khong mong mudn gap phai khi sir dung thuoc.

9. Nén tranh ding nhirng thube hoiic thuc pham gi khi | dang sir dung thube nay?

~ Chua ¢6 nghién clu twong tac trén co thé sdng duge tién hanh. Céc dir ligu dirge dua trén co s¢ phong thi nghiém khang
nhén thay ¢6 (rc ché cdc enzyme cytochrom P450 trén co thé séng.

— Mic du trén co s& Iy thuyét duge dur kidn c6 sir déi khéng gitra betahistin véi thude khang histamin nhung trén béo cdo
khong cé wrong tic

— €0 su wong tc cua betahistin v&i ethanol va mét hop chét chita py'”lmethamm vGi dapson, salbutamol.

— Khi dang dung thube (e ché monoamine-oxidase (MAOISs, ké ca MAO kiéu phu B (vi du: selegiline)), thude duge diing
dé diéu tri tram cam hofic bénh Parkinson, nén théng bdo cho béc si vi cdc thude nay co thé lam tang tac dung cta
betahistin,

— Betahistin ¢6 cdu tric tiong tu nhu histamin, ding déng thai véi thude khing histamin co thé anh hudng dén higu qua
ctia mdt trong cac thude nay.

10. Can lam gi khi mét 1an quén khéng ding thube?
~ Khéng nén ding liéu glp doi dé bu cho lidu da quén
~ Tham khao ¥ kién bac si.
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- 11.

- 12,

13.

18.

Cin bao quan thudc nay nhw thé nao”
Noi khd, nhiét d6 dudi 30°C, tranh 4nh sang.
Nhitng du higu va trigu ching khi ding thude qua lidu:
Trigu chirng:
+ €6 gip mot sb {t trudng hop qud liéu. Mot sé bénh nhin g&p céc trigu chimg tir nhe dén trung binh nhur budn nén,
buén ngu va dau bung khi udng cac liéu t&i 640 mg.
+  Nhimg bién chimg nghiém trong hon bao gém co gidt va cic bién chimg vé phdi va tim ¢4 gap trong cic truéng
hop udng qud lidu ¢6 chit ¥ khi ding phéi hqp v6i cdc thube khac cing dung qua lidu
Can phai lam gi khi diing thudc qua liéu khuyén cdo:
X tri: Khong 6 thude giai doc ddc higu. Rira da day va didu tri tridu chimg trong vong | gity sau khi uono Diéu i qud
lidu bao ¢bm céc bién phép hé trg chudn.
Nhitng diéu cin thin trong khi dung thuic nay:
Thén trong:
+  Cén than trong trong viéce didu tri vai bénh nhén bi loét da day ta trang hogc cd tién sur loét da day ta trang (dudmng
tieu héa)
Bénh nhén bj hen phé quan nén dirge theo ddi cin than trong diéu trj vdi betahistin
+ Cén than trong khi ké don betahistin cho bénh nhan v&i ndi mé day. man ngira hosic viém mii dj tng vi betahistin
¢6 kha nang lam tram trong hon cac tiéu chimg nay
+  Cén than trong & bénh nhin ha huyét ap nang
+  Trong thanh phan chita ti duge: Lactose monohydrat: vi vy khong sur dung thudc cho bénh nhan ¢é van d¢é di
truyen hiém gap khéng dung nap galactose, thidu hut Lapp lactase hay kém hép thu glucose — galatose,
Phu nie cd thai va cho con bu:
~  Phu nit ¢6 thai: Chua ¢6 dir ligu day du lién quan dén vige sit dung betahistin o ngudi mang thai. Nhitng nghién
ctru trén ddng vét cling chua duge day di dé cho biét téc dung cua thude khi mang thai. hodc voi sy phat trién

phdi/thai, v&i sy sinh dé va sur phat trién cla tré so sinh, V& mt nay chua ro tiém ning gdy nguy co cho phm thai
va tre méi sinh. Khong nén ding betahistin trong thai ky, trir khi béc si thdy that cin.

+  Phu nit cho con bii: Chua r3 s bai tiét betahistin qua sira me¢. Chira ¢6 nghién cru trén djng vat vi
betahistin qua stra. Betahistin khdng nén dugc st dung trong qué trinh cho con bi.

Su bal tiét

ldc c‘r‘onq ciia thudc khi vdn hanh mey moe va lai téu xe: Betahistin duge chi dinh vai chéng a nghe kém lién
quan dén hji ching Méniére co thé anh hudng tiéu ciee dén kha ning lai xe va van hanh may mog: g cac nghién ciru
lam sang dugc thigt ké dac biét dé didu tra kha ning 4 xe va vdn hanh mdy moc, Betahistin H\é gdy anh hudng hoac
anh huong khong ding ké. \

Khi nao cin tham vén béc s§, dwee si :

Thong béo cho bac st nhiing téc dung khong mong mubn gp phai khi sir dyng thube.

Neéu can them théng tin xin hoi ¥ kién bde sT hodc diece st

Han ding : 36 thing ké tir ngay sin xuft

. Tén/biéu twgng ciia nha sin xudt/nha nhap khiu /chii sé hiru gidy phép ding ky sin phim:
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Noay xem xét sira dbi, cdp nhat lai to thang tin cho bénh nhan:
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