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Poc kj hwéong din sir dung truée khi dung
Thong bdo ngay cho bic sy hoic dwge sy nhitng tac dung khong mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOl BENH

1. Thanh phén, ham lrong caa thudc:

Mdi vién nén chira:

Betahistin dihydroclorid ..........c.ccccooovvveviiiiiiieircen, 24 mg.

Ta duogc: Cellulose vi tinh thé M101, mannitol, acid citric khan, natri starch glycolat, magnesi
stearat, silicon dioxyd.

2. M@ ta san pham: Vién nén dai, mau trang, hai mit tron.
3. Quy cach dong goi: Hop 6 vi x 10 vién.

4. Thubc diung cho bénh gi?

DIVASERC chtra hoat chit 1a Betahistin duéi dang Betahistin dihydroclorid, 1a mot thudc thudc
nhom Thubc chng chong mat. )

Betahistin dugc dung dé diéu tri chdng mat, u tai, mat hoac giam thinh luc do hoi chang
Meénieére.

Thudc tac dung bang cach cai thién dong mau & tai trong, tir d6 gitip 1am giam &p luc.

5. Nén dung thudc nay nhuw thé nao va lidu lwong?

Lubn dung thudc chinh xac nhu huéng dan cua bac sy hodc dugc sy. Néu ban chua 1, hiy hoi
lai cho chic chén.

Béc sy s& diéu chinh liéu ding tly thudc vao tién trién bénh cua ban.

Hay duy tri viéc ding thudc cua ban. Thubc cé thé can mot khoang thoi gian dé phat huy tac
dung.

Céch dung:

Nubt vién thudc véi nudc.

Uong thudc Cung hoac sau bira an. Tuy nhién, betahistin c6 thé gay cac van dé nhe vé da day,
Uong thudc ciing bita an co6 thé 1am giam bét cac van dé nay.

Co gang dung thudc vao cling mot thoi diém mdi ngay dé dam bao luong thude trong co thé ban
6n dinh, ddng thoi tranh quén thudc.

Liéu ding:

Nguoi lon: Liéu thuong dung 13 24 mg dén 48 mg/ ngay.

Néu ban uéng trén 1 vién/ ngay, chia liéu dung cua ban thanh cac liéu bang nhau dé udng trong
ngay. Vi du: Uong 1 vién vao budi séng, 1 vién vao budi trua va 1 vién vao budi tdi.

Khéng khuyén céo dung thuéc cho tré em.

6. Khinao khong nén ding thudc nay?

Khong nén ding thudc nay néu ban:

—  Qua man vai betahistin hoac bt cir thanh phan nao cua thuée.

—  Bj u tay thuong than, mot khdi u hiém gap & tuyén thuong than.

— Dung ddng thoi cac thubc khang histamin. Betahistin c6 thé lam giam tac dung cua cac
thubc khang histamin.

— Dang mang thai hoac cho con bu.

—  Loét da day - ta trang hoic c6 tién st loét da day - ta trang.

Khéng dung thudc cho tré em dudi 18 tudi.

7. Téc dung khong mong mudn
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Nhu cac thudc khéc, betahistin c6 thé gay tac dung khéng mong mudn, nhung khong phai ai
cling gap phai.

Nguwng ding thuéc va lién hé trung tAm y té gan nhdt néu ban gdp cac phdn ing sau:

Phan tng di ng:

—  Phat ban d6 hoic ndi man hoac viém ngta da.

—  Phd mit, mdi, ludi hoac co.

—  Ha huyét ép.

—  Ngit.

— Kho the.

Cac tac dung khdng mong muasn khéac:

Rat thiong gap (c6 thé tdc dong dén hon I trong 10 nguoi)

Khé miéng, tiéu chay.

Thuwong gap (cO thé tac dong dén 1 trong 10 nguoi)

Nhic dau.

Budn non va kho tiéu.

Hiém gap (c6 thé tac déng dén 1 trong 1.000 nguoi)

Budn ngu.

Mét moi.

Rat thiwong gap (c6 thé tdc dong dén 1 trong 10.000 nguoi)

Téng transaminase.

Chura ré tan SUat

Phan &ng qua man nhu phan ung phan vé.

Kho chiu da day nhe (nhu non, dau da day - rudt, dau bung, day bung). Nhitng tac dung nay co
thé duoc giai quyet bang céch dung thudc trong bira an hogc giam liéu.

Phan tng qua man ¢ da va mé dudi da, dic biét 1a phi né do than kinh va mach mau, may day,
phét ban, ngua.

Thudc c6 thé gay ra cac tac dung khdng mong muon khac. Thong bao cho bac sy hodc duoc sy
cac tac dung khéng mong muén gép phdi khi siz dung thuac.

8. Nén tranh dung nhiing thudc hoic thue ph:flm gi khi dang str dung thudc nay?

Thoéng bao cho bac sy hoac dugc sy cua ban vé tat ca cac loai thuoc ma ban dang str dung, bao
gom ca céc thude ké don hoic khong ké don, cac vitamin hoac thudc tir duoc liéu.

Thong bao cho bac sy néu ban dang sir dung céc thugc sau:

Salbutamol, dung dé diéu tri hen phé quan.

Thudc dung dé diéu tri hodc du phong sbt rét nhu pyrimethamin va dapson.

Céc thudc khang histamin. ‘ ‘

Céc thudc e ché monoamin-oxidase (IMAO) - ding dé diéu trj tram cam hoic bénh Parkinson.
Nhitng thudc nay cé thé 1am tang ndng do betahistin trong mau.

Sur dung DIVASERC Vi thite dn - d6 uong:

Betahistin co thé udng cung hoac khong cung bira an. Tuy nhién, betahistin c6 thé gay ra mot sb
van dé nhe Ve da day. Udng betahistin cung bira an c6 thé giam bét cac van dé nay

Khong nén uéng ruou khi dang dung thude. Pa ¢6 bao cdo twong tac cua thudc ndy voi rugu.

9. Cén lam gi khi mjt 1in quén khéng dung thudc? o ‘
Neéu ban quén khong dung 1 licu, uong liéu ticp theo nhu lich trinh cii. Khdng uong gap doi licu
dé bu vao liéu da quén.

10. Néu ban mudn ngirng thudc

Tiép tuc st dung thude cho dén khi bac sy bao ban ngung. Ngay ca khi ban cam thay tot hon,
bac sy co thé van mUOn ban tiép tuc dung thudc dé dam bao hiéu qua diéu tri tot.

Néu ban c6 thic mic gi khi st dung thudc nay, hay lién hé véi béac sy hoic duoc sy .

11. Cén bio quin thuoc nay nhu thé nao?
Gifr thubc trong bao bi gbc ciia nha san xuit, day kin. .
Dé thudc noi kho rao, tranh anh sang, nhiét do khéng qua 30°C, va ngoai tam véi cua tré em.
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Khoéng st dung thudc sau ngay hét han in trén bao bi (hop va vi thubc).

12. Nhirng dau hiéu va triéu chirng khi ding thudc qua liéu

Diing thude chinh xéc nhu huéng dan cua béc sy, Néu ban diing qué liéu hodc tré em nudt phai
thudc, lién hé ngay voi bac sy va trung tam y té gan nhat. Néu ban dung qua liéu, ban c6 thé cam
thdy budn ndn, budn nga hoic dau bung.

13. Céin phai lam gl khi ding thudc qua lidéu khuyén cdo

Ngung dung thubc va lién lac ngay véi bac sy hoic trung tamy té gan nhét.

Mang theo vién thubc ciing véi bao bi dé bac sy biét ban di udng thudc gi va co bién phéap xu ly
Kip thoi.

14. Nhirng diéu cin thin trong khi dung thuoc nay

Théng bao cho béac sy néu ban dang cé cdc van dé vé sirc khée sau day:

Ban bi hen phé quan.

Ban dang hoac tirng bi loét da day - ta trang.

Ban bi may day, ndi man hozc viém miii di tng, vi thudc cé thé 1am ning thém nhiing tac dung
nay.

Ban bi chong mat di doi khi di chuyén dau ban theo nhiing huéng nhat dinh hoic chéng mit
lién quan dén céc tinh trang khéc ¢ ndo va tuy sbng. ) .
Nhitng bénh nhén c6 céac tinh trang ¢ trén can dugc theo ddi chat ché trong sudt qua trinh dicu
tri. Thong bao cho bac sy néu ban ¢6 bat ky tinh trang nao & trén. Tham khao ¥ kién bac sy vé
viéc ban co thé dung thuoc nay hay khéng.

Pé xa tam tay tré em.

Tre em:

Khong khuyén co dung thudc cho tré em dudi 18 tudi.

Phu ni mang thai hogc cho con bu

Khong str dung betahistin néu ban dang mang thai hodc nghi rang ban dang mang thai trir khi
bac sy cua ban cho ring viéc dung thudc 1a that su can thiét. Tham khao y kién béc sy.

Khong cho con bu khi dang udng betahistin trir khi dwoc chi dan bai bac sy. Chua 16 thude co
vao dugc stta me hay khéng.

Lai xe va vdn hanh may méc

Betahistin khong ¢ anh huong hoic anh huong khong dang ké dén kha nang 1ai xe va van hanh
may mac.

Tuy nhién, can luu y bénh ma ban dang duoc diéu tri vai betahistin (hoi chitng Méniére) c6 thé
khién ban cam thdy chong mat hodc ndn, gay anh hudng dén kha ning 1ai xe va van hanh may
mac cua ban.

15. Khi nao cin tham vén bac sy, duge s¥.
Néu can thém thdng tin xin hoi y kién bac sy hoac duoc sy.

16. Han dung cia thudc: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINHDUQC LUC HOC:

Nhém dwoc ly: Thudc chéng chong mat. Ma ATC: NO7CAO1.

Co ché tac dong cua betahistin méi chi duoc hiéu rd mot phan. C6 mot sb gia thuyét dang tin
cay dua trén cac nghién ctiru & dong vat va nguoi:

Betahistin anh hudng trén hé histaminergic:

Betahistin vira c6 hoat tinh dong van mét phan thu thé histamin Hy, vira ¢6 hoat tinh d6i khang
thu thé histamin Hs ciing ¢ trong md than kinh, va hau nhu khong c6 hoat tinh trén thu thé Ho.
Betahistin lam ting chu chuyén va phong thich histamin bang cach phong bé thu thé Hs tién
synap va gdy diéu hoa nguoc thu thé Ha.

Betahistin c6 thé 1am ting luu luong méau dén vunq dc tai ciing nhu dén toan bo nio:

Thu nghiém duoc ly trén dong vat cho thay tuan hoan mau trong van mach cua tai trong duoc
cai thién, c6 thé bang cach gidn cac co vong tién mao mach céa vi tuin hoan tai trong.
Betahistin cling lam tang luu luong mau ndo ¢ nguai.

Betahistin tao diéu kién cho qua trinh bu tién dinh:

Betahistin lam tang toc do hoi phuc tién dinh sau phau thuat cat bo day than kinh mot bén trén
dong vat, bang cach thuc day va tao diéu kién cho quéa trinh bl tién dinh trung wong. Tac dung
nay ddc trung boi su ting diéu chinh chu Chuyép va phong thich histamin thong qua dbi khéang
thu thé Hiz. O nguoi, thoi gian hoi phuc sau phau thuat cat day than kinh tién dinh ciing giam
xudng khi diéu tri véi betahistin.

Betahistin lam thay d6i xung than kinh & nhén tién dinh:

Betahistin ciing c6 tac dung tc ché phu thudc liéu trén hé gai no-ron ¢ nhan tién dinh giira va
nhan tién dinh bén.

Céc dic tinh duoc dong hoc duoc ching minh trén dong vat c6 thé gop phan vao loi ich diéu tri
cua betahistin trén hé tién dinh.

Hiéu qua cua betahistin duoc thé hién trong cac nghién ctu ¢ bénh nhan bi chdng mit do tién
dinh va bénh Méniére da duoc ching minh bai su cai thién mac d6 nghiém trong va tan suit céc
con chong mat.

2. PAC TINH DUQC PONG HQC:

Hép thu:

Sau khi udng, betahistin duoc hap thu dé dang va gan nhu hoan toan tir tat ca cac bo phén cua
duong tiéu hoa. Sau khi hap thu, thubc duoc chuyén hda nhanh chong va gan nhu hoan toan
thanh acid 2-pyridylacetic (2-PAA). Nong d6 betahistin trong huyét tuong rat thip. Do do, céc
phan tich duge dong hoc duoc dya trén chat chuyen héa 2-PAA trong huyet twong va nudc tiéu.
Cmax khi uéng thudc IGc no thap hon so véi luc déi, nhung tong hap thu cua betahistin khong
thay doi, cho thay thirc an chi lam cham héap thu caa betahistin.

Phan bé:

Betahistin gin protein huyét twong dudi 5%.

Chuyén hoa:

Sau khi hép thu, betahistin duoc chuyén héa nhanh chdng va gan nhu hoan toan thanh 2-PAA
(chat chuyeén hoa khéng hoat tinh).

Nong do 2-PAA trong huyét twong (va nudc tiéu) dat t6i da 1 gid sau khi udng va giam xudng
vai thoi gian ban thai khoang 3,5 gio.

Thai tru:

2-PAA thai trir d& dang qua nudc tiéu. Trong khoang lidu tir 8 dén 48 mg, khoang 85% liéu
dung dugc tim thdy trong nudc tiéu. Betahistin thai trir qua than hoic phan khong déng ke.

Tinh tuyén tinh:

Ty lé thu hoi khong doi trong khoang liéu 8 - 48 mg cho thay duge dong hoc cia betahistin 1a
tuyén tinh, va cho thay con dudng chuyén héa lién quan 1a khéng bao hoa.

3. CHI DINH: , ‘
biéu tri chdng mat, u tai, mat thinh luc ba buon ndn do hoi chirng Méniere.

4. LIEU DUNG - CACH DUNG:
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Liéu dung:

Ngueoi lén: Dang bao ché khdng pha hop dé dung khi khai dau diéu tri, liéu duy tri tir 24 — 48
mg/ ngay, tuy theo dap ang ctia bénh nhan.

Licu toi da khuyén cdo: 48 mg/ ngay.

Liéu luong can xac dinh cho ting céa thé tly theo su dap (ng. Su cai thién tinh trang bénh doi
khi chi thdy sau 2 tuan diéu tri.

Suy thdn/ suy gan:

Khoéng cd cac dir liéu nghién ctu 1am sang trén bénh nhan suy than hay suy gan. Kinh nghiém
dung thude sau khi dua ra thi truong cho thay khong can chinh liéu cho nhém bénh nhan nay.
Nguoi cao tusi: Céc dir liéu 1am sang & ngudi cao tudi con han ché. Kinh nghiém ding thubc
sau khi dua ra thi truong cho thay khdng can chinh liéu cho nhitng bénh nhan nay.

Tré em: Betahistin khong dugc khuyén dung cho tré em duéi 18 tudi do thiéu céc dit lidu vé tinh
an toan ciing nhu hiéu qua cua thudc.

Cach dung:

Tt nhat nén udng thudc trong bira an hodc sau bita dn véi mot cde nude.

5. CHONG CHI PINH:

Qué man véi betahistin hozc bat ky thanh phan nao cua thuéc.
U tay thuong than.

Dung d6ng thoi cac thude khang histamin.

Phu nir ¢6 thai va cho con bu.

Loét da day - t& trang hoac cd tién sir loét da day - ta trang.
Tré em dudi 18 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Dung than trong cho ngudi loét dudng tiéu hoa hoac cé tien sir loét duong tiéu hoa do doi khi
xay ra khé tiéu & bénh nhan sir dung betahistin.

Dung than trong cho nguoi bi hen suyén do cé thé gy co that phé quan.

Bénh nhan bi hen suyén (do khong dung nap trén 1am sang da duoc ghi nhan ¢ mot sb bénh
nhan) va c6 tién st loét da day can duoc theo ddi can than trong SUOt qua trinh diéu tri.

Than trong khi st dung betahistin cho bénh nhan bi may day, ndi man hoic viém mii di ¢tng, do
thudc c6 thé lam tram trong thém cac triéu chiing nay.

Betahistin khong dwoc chi dinh dé diéu tri cac bénh sau: Con chong mat lanh tinh, chong mat
lién quan dén bénh vé hé than kinh trung wong.

Pé xa tim tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu niz mang thai:

Thong tin vé viéc ding thudc cho phy nit mang thai con han ché. Nghién ciru trén dong vat vé
tac dong cua thudc 1én thai ky, su phat trlen cua ph0|/ thai, sy sinh dé va phat trién sau sinh la
chua ddy du. Nguy co trén ngudi chua r5. Tot nhat, tranh st dung betahistin trong thoi ky mang
thai.

Phy néz cho con ba:

Chua 1 thudc c6 phan bé vao sira & nguoi hay khong. Chua c6 nghién ctru trén dong vat Vé su
bai tiét betahistin vao sita. Khong khuyén céo dung thudc cho phu nit dang cho con bu.

ANH HUONG CUA THUOC POI VOI CONG VIEC (ngwoi van hanh may méc, dang lai
tau xe, ngwoi lam viée trén cao va cac trwong hop khac):

Chuang chéng mit, U tai hodc mat thinh luc gy ra boi hoi chung Méniére c6 thé anh huong dén
kha ning 14i xe va van hanh may madc. Tuy nhién, céc nghién ciu 1am sang cho thay betahistin
khéng c6 anh huong hoic anh huong khong dang ké dén kha ning 1ai xe va van hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Chua c6 nghién ctru tuong tac in vivo nao dugc thyc hi¢n. Dya trén cac dir ligu in vitro, kha
nang tc ché cytochrom P450 in vivo gan nhu khong xay ra.
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Dit liéu in vitro cho thay cac thubc irc ché monoamin oxidase (MAO), ké ca MAO-B (vi du:
Selegilin), c6 kha nang rc ché sy chuyén héa betahistin. Do d6 can than trong khi sir dung dong
thoi betahistin véi cac thude e ché MAO (ké ca chon loc MAO-B).

Do betahistin 12 mét chit twong ty histamin, vé Iy thuyét cd thé c6 su di khang giita betahistin
va céc chat khang histamin. Tuy nhién, chua c6 nhiing twong tac nhu vy dugc bao céo.

D3 c¢6 bao cdo tuong tac gitra betahistin véi ethanol va dugc pham cd chira pyrimethamin -
dapson, hoic betahistin vai salbutamol.

Betahistin 13 mot cht twong tu histamin, dung dong thoi cac chat ddi khang Hi c6 thé lam giam
tac dung cua nhau.

8. TAC DUNG KHONG MONG MUON:

Betahistin thuong dung nap t6t va tac dung khdng mong mudn di duogc bao cao twong ddi it.
Tén suét cua cac tac dung khdng mong muén dudi day 1a duoc woc tinh do hau hét cac dir liéu
thich hop_ dé tinh toan tan suit gap phai la khong c6 san. Ngoai ra, ty 1¢ cac tac dung khong
mong mudn lién quan betahistin hydroclorid cé thé thay doi tay theo chi dinh.

Dit liéu tir cAc nghién ciru 1am sang da dugc dung dé xac dinh tan suat cua cac tac dung khong
mong muén tir rat thuong gap dén it gap. Cac tan suat ding cho tat ca cac tac dung khong mong
muon khac (nghia 1a xay ra < 1/1.000) chu yéu dugc xac dinh bang dir liéu sau khi thuoc dugc
dura ra thi truong, va tham khdo ty 1& béo co thay vi tan suat thyc té.

Céc tac dung khéng mong muén dudi day dugc Sap Xép theo tan suat [Rdt thwong gdp (ADR >
1/10); Thwong gap (1/100 < ADR < 1/10); It gap (1/1.000 < ADR < 1/100; Hiém gap
(1/10.000 < ADR < 1/1.000); Rdt hiém gédp (ADR < 1/10.000); Chira ré tan sudt (Tan sut
khong thé udc tinh dugc tir cac dir liéu hién co; duoc béo cdo sau khi thubc duoc dua ra thi
truong va trong céc tai liéu khoa hoc)].

Mau va hé bach huyét:

Hiém gap: Giam tiéu cau.

Mién dich:

Chua rd tan suat: Phan &ng qua man nhu phan tng phan vé.

Hé than kinh

Thuong gap: Nhuc dau.

Hiém gap: Budn ngu.

Tiéu hda:

Rat thuong gap: Kho mi¢ng, tiéu chay.

Thudng gap: Buon ndn va kho tiéu.

Chua 5 tan suat: Khé chiu da day nhe (nhu nén, dau da day - rugt, dau bung, day bung). Nhing
tac dung nay co thé duoc giai quyét bang cach dung thudc trong bita an hoac giam liéu.

Da va mé dudi da:

Chua rd tan suat: Ban da, phan tng qua man & da va mé dudi da, nhat 1a phd né do than kinh va
mach mau, may day, phat ban, ngtra.

Toan than va noi dung thudc:

Hiém gap: Mét moi.

Xét nghiém:

Rat hiém gap: Tang transaminase.

Thudc ¢ thé gdy ra cdc tac dung khdng mong muon khdc. Can theo doi chat che va khuyén cdo
bénh nhan théng bdo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi sir dung thuoc.

9. QUA LIEU VA XU TRIi:

Triéu ching: Vai trudng hop qué lidu da dugc béo cdo. Mot sé bénh nhan cé triéu ching nhe
dén vira véi lidu 1én dén 640 mg (budn ndn, buon ngu, dau bung). Céc triéu ching khac cua qua
liéu betahistin 1a non, kho tiéu, méat diéu hoa va co giat. Bién chiing nghiém trong hon (nhu co
giat, cac bién chiing vé phdi hoic tim) di duge bao cdo trong cac trudng hop qua liéu cd y cua
betahistin dac biét khi cng qua liéu véi cac thube khéc.

Xur tri: Khong c6 thude gidi doc dac hiu. Khuyén cdo slc rira da day va diéu tri triéu ching
trong vong 1 gio sau khi uéng qua liéu.
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10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qué liéu chi dinh.
Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét do khong qua 30°C.
Han ding cia thudc: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

12. NGAY XEM XET SUA DPOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC:
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