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Thanh phan: Mbi vién nén chira:

Betahistine dihydrochloride 16 mg. Ta duge vira dd 1 vién.

Céch diing, liéu diing, chi djnh, chéng chi dinh va cic théng tin khéc:
Xem trong t& hudng din sir dung thubic kém theo

Bao quén: Noi khd réo, tranh anh sang, nhiét do khéng qua 30°C
Tiéu chudin chét luong: TCCS. S& gidy dang ky luu hanh:
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Thanh phan: MGi vién nén chira:

Betahistine dihydrochloride 16 mg. Ta duge vira di 1 vién.

Céch diing, lidu ding, chi dinh, chéng chi dinh va cdc théng tin khic:
Xem trong t& hudng dan sir dung thudc kém theo.

Bao quan: Noi kho rao, tranh énh séng, nhiét do khéng qua 30°C.
Tiéu chudn chét lugng: TCCS. S6 gidy ding ky luu hanh:
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Thanh phan: Mai vién nén chira:
Betahistine dihydrochloride 16 ma. Ta dugc vira 0 1 vién,

Xem trong tér hudng dén s dung thudc kém theo.
Béo quén: Noi khd rde, tranh dnh séng, nhigt do khong qua 30°C.
Tiéu chudn chat lugng: TCCS. So gidy dang ky luu hanh:

Cach ding, liéu diing, chi dinh, chng chi dinh va cic théng tin khéc:
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1. THANH PHAN CONG THU'C THUOC
Thanh phin hoat chit:

BEErtatie b eRBBIGEICE. oo v ciewuonuiivowaimiin G se wos i auurines s ssiiive vea s sss o 16 mg
Thanh phan t4 dugec:

Colloidal silicon dioxide, microcrystalline cellulose, lactose monohydrate, citric acid
monohydrate, crospovidone, povidone, talc, stearic acid.

2. DANG BAO CHE

Vién nén.

M3 td: Vién nén tron, mau triing dén tring ngd, hai mit tron, thanh va canh vién lanh Iin.
3. CHI PINH

Betahistine dugce chi dinh diéu tri hoi chimg Ménicre, céc triéu chung bao gi")m chong mét, 0
tai va mét thinh lyc.

4. CACH DUNG, LIEU DUNG
Cich diung:
Thude ding dudng ubng, nudt nguyén vién voi nude. Tt nhit 13 nén udng cling véi bira in.
Liéu diing:
Ngwoi lon (bao gdm cd nguwdi cao tudi)
Khéi dAu voi lidu 16 mg x 3 1an/ngay, nén udng clng véi bita an. Liéu duy tri thudng trong
khoang 24 — 48 mg mdi ngay.
Tré em
Khéng khuyén cdo sir dung cho tré duéi 18 tudi do thiéu dir liéu v& an toan va hiéu qua.
Nguwoi cao tudi
Maiec du co it dit liéu tir cac nghién ctru I1dm sang tr'én nhém b‘énh l:ﬂ'lén nay, 1:.|h1mg dua theo
kinh nghiém sau khi luu hanh trén thi truong cho thay khéng cén diéu chinh liéu & nhém bénh
nhan ndy.
Suy thin
Hién khong c¢6 nghién ctru 1ldm sang cu thé trén nhém bénh nhén nay, nhung dua theo kinh
nghiém sau khi luu hanh trén thi truong thi vide diéu chinh lidu 1a khong cén thiét.
Suy gan
Hién khéng cé nghién ciru ldam sang cu thé trén nhém bénh nhin ndy, dua theo kinh nghiém
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LHEF;HW 41 betahistine dihydrochloride hoiic véi bét ky thanh phén ta duoc ndo ctia thude.
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\E’INH BAO VA THAN TRONG KHI DUNG THUOC
CAn thén trong khi didu tri cho bénh nhén c6 tién st loét da day ta trang. Su khong dung nap
ldm sang v6i betahistine & bénh nhan hen phé quan da duoe ghi nhén & mot sb it trudng hop.
Céc bérh nhan ndy cin duge theo i chit chd trong sudt qua trinh diéu tri.

Do thude c6 lactose vi vay thin trong khi ding thudc & bénh nhan mic cée vin d8 di truyén
hiém giip vé khong dung nap galactose, thiéu hyt lactase hoan toan hofic kém hip thu glucose-
galactose.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nif ¢6 thai
Hién khong c6 dit liéu ddy di vé viée sir dung betahistine & phu nir mang thai.
Céc nghién ctu trén déng vat cho thdy khéng c6 tic dong cb hai trye tiép hodic gian tiép lién
quan dén doc tinh sinh san c6 y nghta 1dm sang khi sit dung & ndng dd diéu tri. Nhw mét bién
phdp phong ngira, t6t nhét nén tranh sir dung betahistine trong thoi ky mang thai.

Phu nir cho con bu
Hién chua 1 betahistine c6 dugce bai tiét vao sita me hay khong.
Betahistine duoc bai tiét vao stra chudt. Cdc anh hudng sau khi sinh trong nghién ctu trén
dong vat chi xay ra & lidu rét cao. Do @6, cin ¢An nhic thm quan trong ca thube dbi véi ngudi
me so vai loi ich cua viéc cho con bu va nguy co tiém an dbi voi tre.

Kha nang sinh sin
Cac nghién ciru trén ddng vat khong cho thdy anh huong dén kha ning sinh san & chudt.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Choéng mit, U tai va mAt thinh gidc lién quan dén hoi chimg Méniére ¢ thé dnh huéng tidu
cuc dén kha ning lai xe va vin hanh may mée. Trong cac nghién ciru 1dm sang duge thiét ké
diic biét dé khao sat anh huéng clia thudc 1én kha nang l4i xe va véin hanh may moc, betahistine
khéng c6 hodc c6 anh huéng khong dang ké.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Chura c¢6 nghién ciru in vive nao dugc thye hién. Dya trén dit ligu in vifro, du kién khong co
su irc ché in vivo 1én enzyme Cytochrome P450.

Dit lidu in vitro cho thdy céc thudc irc ché monoamino-oxydase (MAO), bao gdm ca MAO-
B (vi du: selegiline), cd thé trc ché qué trinh chuyén héa betahistine. Do d6, cdn thn trong
khi str dung déng thai betahistine vi cdc thube e ché MAO (bao gdm ca MAO-B chon loc).

Vi betahistine 12 mdt chit tuong tur histamine, sy tuong tac gilta betahistine va thudc khang
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10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tc dung khong mong mudn phén loai theo tAn sudt sau diy dugce ghi nhin ¢ bénh nhan
didu tr bﬁng betahistine trong cac thir nghi¢m ldm sang co d6i chimg v6i gia duge: Rt thudmg
gap (= 1/10); thuong gap (= 1/100, dén < 1/10); it gap (> 1/1.000, dén < 1/100); hiém gip (=
1/10.000 dén < 1/1.000); rat hiém gip (< 1/10.000).

Thuwong gap

R6i logn tiéu héa: Budn ndn va khé tiéu

Roi logn hé than kinh: Pau diu

Ngodi céc tdc dung khong mong mubn duge bdo cdo trong cdc thir nghiém 1m sing, cac tac
dung khdng mong mudn sau duge bio cdo tw nguyén trong qud trinh luu hanh trén thi truong
va cde tai ligu khoa hoc. Khong thé ude tinh tin sudt tir dir liéu sin ¢6 va do do duge phin
loai vao nhém “khéng ré tAn suat”.

Khong rd tin suitt

Réi loan hé mién dich: Céc phan ting qua mén, vi du nhu sbe phan vé&, da duoc bdo céo.

Réi loan tiéu héa: Céc triéu chimg nhe v& da day (vi du: ndn, dau da day rudt, chuéng bung
va diy hoi) dd duge ghi nhan. Thong thudng, nhiing tri¢u chimg nay ¢6 thé duoc kiém sodt
bing cach dung thude trong bita n hodc giam lidu.

Réi Ioan da va mé dudi da: Cac phan tng qua mén & da va dudi da dd dugce bdo cdo, dic biét
1a phit mach than kinh, ndi may day, phat ban va ngua.

Théng bio ngay cho bdc si hodc dwoc st khi gdp cdc tic dung khong mong mubn nhie trén
khi st dung thudc hodc bdo cdo cdc phin ng cd hai cila thuoc vé Trung tim Thong fin
thudc va Theo doi phin teng c6 hai ciia thuic (ADR) Quic Gia. Dia chi: 13 - 15 Lé Thdnh
Téng — Hoan Kiém — Ha Npi. Dién thogi: 024.9335.618; Fax: 024.3.9335642;

Email: di.pvcenteri@gmail.com

11. QUA LIEU VA CACH XU TRi
Mdt vai trdmg hop qué lidu di duoge béo cdo. Mt s bénh nhan cé cée tridu chimg nhe dén
trung binh v6i 1iéu 1én dén 640 mg (nhu budn nén, budn ngl, dau bung). Céc bién chimg
nghiém trong hon (nhu co giat, bién chimg phéi hodc tim) d& duoc ghi nhin trong céc trudmg
hop ¢b ¥ ding qua liéu betahistine, dac biét khi ding ddng thoi qué ligu véi céc thudc khac.
Pidu tri qué lidu nén bao gdm cac bién phap hd tro tidu chuin.

12. PAC TINH DUQC LUC HQC

Nhém dwee ly: Thude tri chéng mit

Maia ATC: NO7CAO01

Co ché tac dung:
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e hoat dong nhu mot chit chi van mét phéin & thu thé histamin H, va chét d6i khing
¢ histamine Hs trong mé thin kinh, ¢ hoat tinh trén thu thé Hs kh@ng dang ké.
Betahlstme lam téng chuyen hoa va gidi phéng histamine bang cach phong bé cac thy thé Hs
tién synap va cam (mg didu hoa nguoe & thu thé Ha.

Betahistine cé thé lam ting lwu liweng mdu dén vineg Oc tai ciing nhie todn hé ndo:

Céc thir nghiém duge 1y trén ding vit cho thay betahistine cai thién sy luru théng mau & cac
van mach tai trong, ¢ thé 12 do su gidn cdc co vong tién mao mach ctia hé vi tudn hoan tai
trong. Betahistine ciing dugc chitng minh la lam tang luu lugng mau ndo & ngudoi.

Betahistine hé tro diéu chinh chitc ndng tién dinh:

Betahistine lam ting toc do phuc hdi tién dinh sau phéu thudt cit ddy than kinh mot bén &
dong vat nho thic diy va tao didu kién cho diéu chinh tién dinh trung wong. T4c dung nay
dugc ddc trung boi sy ting diéu hoa qué trinh chuyén hda va gidi phdng histamine qua trung
gian d6i khang trén thu thé Ha, O nguoi, thoi gian phuc hdi sau phiiu thudt cit diy than kinh
tién dinh ciing duge rat ngén khi diéu tri bing betahistine.

Betahistine lam thay doi dan truvén xung than kink & nhén tién dinh.

Betahistine cfing ¢6 tac dung trc ché phu thuée lidu 1én dudi gai clia no-ron & nhén bén va
nhén gitta cia tién dinh.
Céc dac tinh duge luc ghi nhan & ddng vat c6 thé dong gop vao loi ich didu tri clia betahistine
trén hé tién dinh.
Hiéu qua clia betahistine d& duge chimg minh trong céc nghién ctru & bénh nhén bi chong mt
do tidn dinh va bénh Méniére thong qua sy c&i thién vé mirc d nghiém trong va tan sudt ctia
cac con chong mat.

13. PAC TiNH DUQC PONG HQC

Dwge dong hoe

Hilp thu
Betahistine ding duomg uéng hip thu d& dang va gan nhu hoan toan qua tit ca cée bd phin
ctia dudmg tiéu héa. Sau khi hip thu, thubc duge chuyén héa nhanh va gin nhu hoan toan
thanh 2-pyridylacetic acid (2-PAA). Nong dé betahistine trong huyét tuong rit thip. Do ds,
céc phén tich dwoe ddng hoe chil yéu dya trén phép do 2-PAA trong huyét tuong va nuée
tidu.
Cmax & tinh trang no thdp hon so véi & tinh trang déi. Tuy nhién, tdng luong hip thu cua
betahistine 1a twong tu nhau trong ca hai trwong hep, cho thay rang thire #n chi lam chdm qua
trinh hép thu ctia betahistine

Phin bé

Ty 1& betahistine lién két véi protein huyét tuong duéi 5%.

4/5



https://trungtamthuoc.com/

J/
e f

-
\ He

AP 7
=/ | Ghayén

F038575 N

TNHH MTV
uo
TERRP AUk

thu, betahistine duge chuyén héa nhanh chong va gin nhu hoan toan thanh 2-
g ¢ hoat tinh duge 1y).
ung betahistine duomg udng, ndng dd 2-PAA trong huyét tuong (va nude ticu) dat
101 da sau khoang 1 gitr va giam din v&i thai gian bdn thai khoang 3.5 gio.
Thii triv
2-PAA duoc bai tiét nhanh chéng qua nude tidu. Trong khoang lidu tir 8 dén 48 mg, khoing
85% liéu ban diu duoc tim thﬁy trong nude tidu. Su ddo thai clia betahistine qua thén hodc
phén khong co6 y nghia.

:Ed‘ﬂ - _.;_\‘

Tuyén tinh

Ty 18 hdi phuc 1a khang ddi trong khodng lidu uéng 8 — 48 mg, cho thiy duoe déng hoc clia
betahistine la tuyén tinh va con dudng chuyén héa 14 khdng bio hoa.

14. QUY CACH PONG GOI
Hép 02 vi (Alu-PVC/PVDC) x 10 vién nén, kém t& hudng din str dung.
Hap 03 vi (Alu-PVC/PVDC) x 10 vién nén, kem t& hudng dan sir dung.

Hop 05 vi (Alu-PVC/PVDC) x 10 vién nén, kém t& hudng déan sir dung,
Hop 10 vi (Alu-PVC/PVDC) x 10 vién nén, kém t& huéng dan st dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Didu kign bio quin: Dé noi khé rao, nhiét dd khong qua 30°C, trénh dnh sang true tiép.
Han diing: 24 thang, ké tir ngay san xuét.

Tiéu chuin chit lwgng thuoc: TCCS.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE
Dia chi: Lo B3-1, géc dudng D4-N1, khu cong nghiép Huu Thanh, X& Huru Thanh, Huyén Dic
Hoba, Tinh Long An, Viét Nam.
Dbién thoai: 0706888899 Email: laterrefrance(@laterrefrance.vn
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