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Ry Prescription only medicine
Box of 3 blisters x 10 film-coated tablets

Galantamine 8 mg
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TO HUONG DAN SU DUNG THUOC

Rx Thude bdn theo dom

Vién nén bao phim SaVi Galantamin 8

THANH PHAN
- Galantamin (dang HBr) ..............cccooeiiiiiinn . 8,0 mg
- Tadugeviradd ............. v 1 vién

(Lactose  monohydrat, “n-r."crac;ysrai.’-'i;-e- *cellulose 102,
crospovidone CL, colloidal silicon dioxide, magnesi steara,
hypromellose 606, polyethylene glycol 6000, titan dioxide, talc)

DANG BAO CHE: Vién nén bao phim

DUQC LYC HQC

Galantamin la chét (¢ ché acetylcholinesterase co tinh chét canh
tranh va hoi phuc duge. Galantamin gin thudn nghich va lam bit
hoat agetyichniinesterase, do do trc ché thiy phan acetylcholin, lam
tang nong dd acetylcholin tai sinap cholinergic. Ngoai ra, thubc con
lam ting hoat tinh ciia acetylcholin trén thy thé nicotinic. Sy thiéu
hut acetylcholin & vé nfo, nhin trdm (nucleus olivarus) va ving ndo
chan hai ma duge coi 14 mét trong nhimg ddc diém sinh Iy bénh sém
ciia bénh Alzheimer, gdy sa sit tri tué va suy gidm nhan thire. Chét
khang cholinesterase nhu galantamin lim ting ham lugng
acetylcholin nén lam giam din bién cia bénh. Tic dung ca
galantamin c6 thé giam khi qua trinh bénh tién trién va chi con it
neuron tiét acetylcholin cén hoat dgng.

DUQC DONG HOQC:

Galantamin hép thu nhanh va hoan todn. Sinh kha dung cua thude khi
ding qua dudmg ubng khoang 90%. Sinh kha dung ciia vién nén ciing
gidng sinh kha dung ciia dung dich ubng.

Thire &n khéng tic dong dén dign tich dudi dudmg cong (AUC)
nhung ndng d t6i da (Cpus) gidm khodng 25% va théi gian dat nong
3 dinh (Tyy) bi chdm khoang 1,5 git. Thude dat ndng dd dinh sau
khi ubng 1 gio. )

Galantamin lién két v&i protein huyét tuong thip, khoang 18%.

Thé tich phdn bd trung binh cia thude 12 175 lit.

Galantamin chuyén hoa & gan thong qua cytochrom Paso (chil yéu do
isoenzym 2D6 va 3A4) va lién hop glucuronic.

Khoiing 20% galantamin thai trir qua thin dugi dang khéng ddi trong
vong 24 gitr & ngudi cé chic ndng thin binh thudmg (biéu thi do
thanh thai thin 65ml/phat), khoang 20 — 25% do thanh thi toan b
huyét twong 12 300 mI/phat. Théri gian ban thai cia galantamin 14 5 —
7 gidv.

Suy gan

O ngwdi suy gan vir, sau khi ubng mét liéu galantamin, do thanh
thai galantamin bj giam khodng 25% so v&i ngudi binh thutmg.

Suy thdn : .

Sau mot lidu duy nhit 8mg, AUC ting khoang 37% & ngudi suy
thin vira va 67% & ngudi suy thin ndng so vai ngudi binh thudng,

Ngedi cao tugi :

Néng do galantamin cao hom so véi ngudi khoe manh 30 - 40%.

CHi PINH DIEU TRI
Chi dinh diéu tri chimg sa sat tri tué tir nhe dén trung binh trong bénh
Alzheimer.

LIEU LUQONG VA CACH DUNG
Thudc ndy chi ding theo si ké don ciia bic s7

Cich diing: . o
Thudc ding dudng udng, ngay 2 lan, t6t nhét vilo cac bira in sang va
tdi: dam bio udng nudc ddy di trong qué trinh diéu trj.

Liéu heong :
* Nguoi lém )
Liéu khoi ddu : 8 mg/ngay trong 4 tuan.
Litu duy trl : Néu thudc dung nap tdt, tang lidu 1én 16 mg (2 vién) /
ngdy, ngay 2 lin, duy tri trong it nhét 4 tudn, Sau d6 tuy theo dap img
vi dung nap thudc cia ngudi bgnh ma tang liéu lén 12 mg/lén, ngdy
2 lan, Ding liéu cao 16 mg/lan, ngdy 2 lan, higu qua diéu trji khong
ting va dung nap thude giam, o
Néu qué trinh didu trj gidn doan tir vai ngdy & 1én thi cdn bit diu
dibu tri lai véi mirc lidu thép nht rdi ting ddn dén murc lidu tdi wu,
* Nguoi suy gan hodc suy than ti nhe dén viea ; st dung thin trong,
lifu khdng dugc vuet qua 16 mg/ngdy.
% Nguoi suy gan mirc d trung binh : khoi diu ding 4 mg/lin, ngay 1
an trong it nhét 1 tudn, sau d6 co thé tang dén liéu lén dén thi da 8
mg/lin, ngay 2 lan

* Nguwdi suy gan ndng hodc suy than ndng (do thanh thai creatinin
du6i 9 ml/phit) : khuyén cdo khong nén dung.

*Tréem .

Khong nén ding cho tré em vi chua xéc dinh duroc liéu an todn co
higu qua.

CHONG CHI PINH

- Min cam vdi thubc,

- Suy gan ning.
- Suy thén nang (43 thanh thai creatinin dudi 9 ml/phi).

CANH BAO VA THAN TRONG KHI SU DUNG

Ciing nhu céc thube kich thich cholinergic khéc, cn sit dung thin
trong vién SaVi Galantamin 8 cho céc doi tugng sau:

- Trén hé tim mach: . ) .
Thubc gy cham nhip tim, bldc nhi-thét nén cén dic biét thin trong dbi
véi ngudi cé loan nhip trén that va ngudi dang ding cac thude lam
chém nhip tim. Téc dung khdng mong mudn trén tim mach cén thin
trong véi bt ky ddi tugng ndo.

- Trén hé tiéu hoa :
Thubc 1am ting tiét dich vi, cin sir dung thén trong Urén cac dbi tuong
¢6 nguy co cao nhur ngudi co tién sir loét da day-14 trang, nguti dang
diing thubc chéng viém khong steroid (NSAID).

- Trén hg tiét nigu: ; ) .
Do téc dong trén hé cholinergic nén thudc c6 the gy bi tiéu tién,

- Trén hé thdn kinh :
Thude c6 kha ning lam ting nguy co co gidt, dong kinh thir phat do
kich thich hé cholinergic.

- Trén hé hé hdp:
Thubc giy tic dong trén hé cholinergic nén phai than trong ddi véi
ngudi 6 tién sir bénh hen hodic bénh phéi tic nghen man tinh.
Thén trong khi ding SaVi Galantamin 8 cho ngudi suy gan hodc suy
thén tir nhe dén trung binh.
Cén thin trong khi gy mé ding thubc suceinylcholin va cic thu{}c
chen thén kinh co khéc & ngudi dang diing SaVi Galantamin 8 vi thudc
ndy ¢6 thé lam ting tac dyng ciia thubc gdy gin co.

TUONG TAC THUOC

- Tuwong tde duge liee hoc: .
Khi gdy mé : SaVi Galantamin 8 hi¢p dong téc dung véi cac thuée
gidin co kidu succinylcholin ding trong phiu thuat.
* V6i thudc khdng cholinergic -
Pbi khang véi tic dung cua SaVi Galantamin §.
* Voi thudc kich thich cholinergic (chit chi vin cholinergic holc
chit irc ché cholinesterase) :
Higp ddng tac dung khi ding déng thoi.
* Véi thuée chong viém khong steroid (NSAID)
SaVi Galantamin 8 gdy ting tiét dich duémg tiéu hod, higp dbng téc
dung khéng mong mudn trén hé tiéu hod cta NSAID, ting nguy co
chay mau tiéu hod.
* V5i cde thude lam chdm nhip tim nhw digoxin va cdc chdt ire ché
beta .
C6 kha niing xay ra tuong tac vii SaVi Galantamin 8.

- Tuong tdc dwoc dgng hoc )
* Vi cac thubc cam (g hofic (e ché cytocrom Pysy c6 thé lam thay
dbi chuyén hoa galantamin, gly twong tac duge dong hoc.
* V@i cimetidin, paroxetin: Lam ting sinh kha dung ctia galantamin,
* Vi erythromycin, ketoconazel: Lam ting dién tich dudi dudng
cong nong do - thei gian ciia galantamin,
* Vi amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh
thi galantamin.

TRUONG HQP CO THAI VA CHO CON BU:
Trudng hop cé thai
Chua c6 nghién ciru trén nguti mang thai. Nghién ciru trén ddng vit
cho thiy galantamin lam chdm qud trinh pht trién ciia bio thai va
dong vt mai sinh. Cén thin trong khi diing cho ngudi mang thai.
Trudmg hop cho con b
Chua xdc dinh dugc galantamin c6 qua sita me hay khong. Tuy
nhién, khéng chi dinh dung thube dbi voi phu nix thovi ky cho con b
hoic khi ding galantamin khdng nén cho con bii me.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY
MOC
Khéng co tac djng

Thong bdo cho Bdc sT nhitng tic dung khong mong mudn
gdp phii khi sit dung thude
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TAC DUNG KHONG MONG MUON (ADR)

Thiong gdp, ADR > 1/100
Bubn non, non, tiéu chay, chan an, sut cin, dau byng, kho tiéu.

It gap, 1/1000 < ADR < 1/100.
- Tim mach: Nhip tim chdm, ha huyét 4p tu thé, suy tim, bléc nhi
thét, hdi hop, rung nhi, khodng QT keéo dai, bléc nhanh, nhip nhi
nhanh, ngét.
- Tiéu hod: Kho tiéu, viém
nuot, ting tiét nude bot, ndc.
- Thén kinh trung wong: Chéng mit, mét moi, nhire déu, run, gidt co,
co gidt, trdm cam, mét ngu, ngd ga, 10 1&n, hoi chimg loan than.
- Tiét niéu: Tiéu tién khong t chu duoc, tiéu tign nhiéu In, di tidu
dém, tié,u ra mau, viém dudmg tiét nigu, bi tiéu tign, soi thin.
- Chuyén hod: Tang dudmg huyét, ting phosphatase kigm.
- Khac: Thiéu mau, chay méu, ban do, chiy mau cam, gidm tidu cu,
viém miii.

Hiém gdp, ADR < 1/1000
Thing thic quan.

da day — rudt, chdy mdu titu hod, kho

in cdch xir trf

Cée tc dyng khong mong mubn trén dudn titu hoa (n6n, budn nén,
tiéu chéy, chan in, syt cin) thutmg gap nhlit va tiing theo liéu ding.
Pé gidm bot cdc tac dung khdng mong mubn ndy, nén ding
galantamin vao bira &n, dung thubc chéng nén, ubng dil nudc.

QUA LIEU

Biéu hién qua liéu galantamin tuong tu nhu bidu hién qué liu cic
thude kich thich cholinergic khac,_'l‘hué»c the dang trén thdn kinh
trung uong, hé pho giao cam va thin kinh — co vai céc trigu chimg
nhur - budn ndn, non, co thit dutmg tiéu hoa, titu chdy, ting tiét dich
(chdy nuoc mét, nuoe mii, ting tiét nude bot, md hoi), nhip tim

chém, tut huyét 4p, co gidt, ligt co hode co clmg co, suy hd hép va co
thé gy tir vong.

Giai doe dic hiéu bing thudc khang cholinergic nhu diing atropin
tiém tinh mach bat déu tir 0,5 dén 1,0mg, cho dén khi co dip (mg.
Péng thoi sir dung céc bign phap didu trj hd tro ngd doc chung. Chua
biét galantamin cing cic chat chuyén hoa co bj logi bo bing thim
phan khong (thim phén mang bung, thén nhan ta0)

pONG GOI
Hop 3 vi-Vil0 vién

BAO QUAN:
Noi kho, nhiét dp khong qué 30°C. Tranh 4nh séng

TIEU CHUAN AP DUNG :
Tiéu chufn co 5.

HAN DUNG :
36 thang ké tir ngdy san xuét.

TRALIE NHIEM TRON VEN

Pé xa tdm tay cia tré em.
Poe gy hicong dén sie dung tricde khi ding.
Néu cdn thém thong tin, xin hdi y kién Bic si.
Sin xuiit tai: .
CTY CO PHAN DUGC PHAM SA VI SaWipharm J1.5.C)
L6 Z.01-02-03a KCN/KCX Tan Thudn, Q.7, TP.HCM
Picn thoai : (84.8) 37700142-143-144
Fax  (84.8) 37700145
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