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HUGNG DAN SU DUNG THUOC - POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
Rx-THUOC BAN THEO BON

NEDARYL 4
THANH PHAN: M3i vién nén bao phim chira:

 (neomg img véi 5,2 mg Galantamin hydrobromid)
Té duge (Lactose monohydrat, Pregelatinised starch, Tinh bot mi, Povidon K30,
Microcrystalline cellulose 102, Sodium starch glycolat, Magnesi stearat, Colloidal
silicon dioxyd, HPMC 606, HPMC 615, Maltodextrin, Talc, Polyethylen glycol
6000, Titan dioxyd) vira du. 1 vién
DUGC LUC HOC:
Galantamin la chit (tc ché acetylcholinesterase ¢é tinh chit canh tranh va hoi phuc duge.
Galantamin gin thun nghich va lim bdt hogt acetylcholinesterase, do dé wre ché thiy phin
acetylcholin, lam tang ndng 4 acetylcholin i sinap cholinergic. Ngoai ra thude con lam ting
hoat tinh ¢tia acetylcholin trén thy thé nicotinic. S thiéu hyt acetylcholin & v6 nito, nhin trim va
hii mé duge coi la mt trong nhimg dic diém sinh 1y bénh som cua bénh Alzheimer. Chat khing
cholinesterase nhu galantamin lam ting ham lugng acetylcholin nén giim dién tién cia bénh.
Téc dung cla galantamin ¢6 thé giam khi bénh tién trién vé chi con it noron tict acetylcholin con

hoat déng.
DUGIC PONG HOC:
Galantamin hip thu nhanh vi hodn todn. Sinh kha dung cta thude ding duing khodng

90%. Thirc &n khong tic ddng dén dién tich dudi duimg cong (AUC) nhung ndng &) 10i da
(Cmax) gidm khodng 25% va thai gian dat néng d§ dinh (Tmax) bi chim khodng 1.5 gitr. Thude
dat duge ndng 4 dinh sau khi uong 1 gidr.

Galantamin lién két véi protein huyét wong khodng 18%. Thé tich phin bd trung binh cia thude
14175 lit.

Galantamin chuyén héa ¢ gan thong qua ¢ytochrom P450 vi lién hop glucuronic.
Khodng 20% galantamin thii triz qua thin dudi dang khong di trong vong 24 gitr & ngudi chire
nang thin binh thuémg. khoang 20-25% do thanh thii toan bj huyét tuomg 1a 300ml/phit. Nira
doi cua galantamin 14 5-7 gid.

Dbi voi ngudi suy gan vira: Sau khi udng 1 liéu galantamin, d§ thanh thai galantamin bj giam
khodng 25% so véi ngudi binh thuimg.

Dbi véri ngudi suy thin: Sau mét liéu duy nhdt 8mg, AUC tang khoang 37% & nguii suy thin
vira va 67% & ngudi suy than niing s0 Vi ngudi binh thuong.

Dbi voi ngudi cao wdi: Nong 45 galantamin cao hon so véi ngudi khoe manh 30-40%,

CHI DINH:

Galantamin duge ding diéu trj chimg sa sit tri tué tir nhe dén trung binh trong b¢nh Alzheimer
LIEU LUQNG VA CACH DUNG: 1




https://vnras.com/drug/

Galantamin duoc ding qua dudmg udng, ngay 2 lin, 16t nhit 1 vdo cac bira in sang va toi.

Nguedi lim:

Liéu khéi diu: 4 mg/lan, ngay 2 lin trong 4 twin, Néu thuc dung nap tot, tang liéu lén 8 mg/lan,
ngay 2 Ian, duy tri trong it nhit 4 tn. Sau d6 tiry theo dip img va sy dung nap thude ciia nguwir
bénh ma tang lidu lén 12 mg/lin, ngay 2 lin. Dang liéu cao 16 mg/lin, ngiy 2 lin, hi¢u qua dieu
tri khong ting va dung ngp thude giam.

Néu qua trinh didu trj bi gidn doan tir vii ngdy trr Kn thi cin bit diu didu i lai véi mie lidu
thip nhét roi tang din 10i mire liéu 16i uu.

Sir dung thin trong trén nguoi suy gan hodic suy thin nh¢ dén vira, licu khéng duge vugt qua 16
mg/ngy. Néu suy gan ndng hojc suy thin nang (43 thanh thai dudi 9ml/phut) khong khuyén cdo
dung.

Déi véi ngudi suy gan mirc dd trung binh: Khi diu ding 4 mg/lin, ngay mot kin trong it nhit
mt tudn. Sau d6 cd thé ting liéu 1én thi da 8 mg/lin, ngdy 2 lin.

Tré em:

Khéng nén ding cho tré em vi chua xéc dinh duge liéu an toan c6 hi¢u qué.

CHONG CHI DINH:

Min cam véi thude.

Suy gan ning. §
Suy thin nang (Do thanh thii creatinin dudi 9 ml/phit).

THAN TRONG:

Trén hé tim mach: Thube gdy chdm nhip tim, bldc nhi-thdt can djc bigt thin trong voi ngudi
logn nhip trén thit vii nguoi dang ding cic thube lim chdm nhip tim. Téc dung khéng mong
mudn trén tim mach ¢in thin trong véi bét ki ddi tugng néo.

Trén hé tiéu héa: Thude lam ting tiét dich vi, cin thin trong trén d6i tugng o6 nguy co cao nhu
tidn sir loét da diy-td tring, ngubi dang ding thubc chdng viém khong steroid (NSAIDs).

Trén hé tide nidu: Do tic dong trén hé cholinergic nén thude ¢6 thé gay bi tiéu tién.

Trén hé thdn kinh: Thubc ¢6 khi ning lim wing nguy co co gidt, ddng kinh thir phit do Kich
thich hé cholinergic.

Trén hé hé hdp: Thube giy tac ddng trén hé cholinergic nén phai cin trong Abi vii ngudi o tién
sir bénh hen hodic bénh phdi tic nghén man tinh,

Thin trong khi ding galantamin cho nguin suy gan hoje suy thin tlr nbg dén trung binh.

Cin thin trong khi gdy mé ding thude succinylcholin va cac thuc chen thin kinh co khic &
nguds dang ding galantamin vi thude nay c6 thé lam ting téc dyng cua thudc gdy gidn co.
B‘csTkhuyéncéonénlheodbivﬁdinhgiéthubmmyénhiéuqtﬁdiéuuic&uhu&.nhillé
trong 3 thang diu.

PHU NU7 CO THAI VA CHO CON BU:

Chua c6 nghién ¢l trén ngudi mang thai. Nghién cira trén ddng vit cho thiy galantamin lim
chim qud trinh phit trién cla bio thai va dong vit méi sinh. Can thin trong khi ding cho nguiri
mang thai.

Chua xic dinh duge galantamin ¢6 qua sifa me hay khong. Tuy
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thude d6i véi phu nir thii kv cho con bi hode khi ding galantamin khéng nén cho con bi me.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thube ¢o thé giy chong mit, nhirc déu, vi viy khong nén sir dung thube cho nguri dang 14i xe
va van hanh may moéc.

TAC DUNG KHONG MONG MUON (ADR):

Thuomg gap, ADR > 1/100

Budn ndn, ndn, tiéu chay, chén n, syt cin, dau bung, khé tidu.

It gap, 171000 < ADR < 1/100

Tim mach: Nhip tim chim, ha huyé p t thé, suy tim, bléc nhi thit. i hop, rung nhi, khoing
QT kéo dii, blée nhanh, nhip nhi nhanh, ngit.

Tiéu héa: Kho tiéu, viém dg diy - rudt, chdy mau tiéu hoa, kho nudt, ting tiét nude bot, ndc.
Thin kinh trung wong: Chng mét, mét moi, nhire diu, run, gijt co, co giat, trim cam, mét ngo,
ngi ga, 1 lin, hdi chimg loan thin.

Tiét niéu: Tiéu tién khong kiém ché duge, tidu tign nhiéu lin, di tiéu dém, dii miu, viém duimg
tiét niu, bi tiéu ti¢n, s6i than.

Chuyén héa: Tang duomg huyét, ting phosphatase kiém.

Khéc: Thiéu méu, chdy méu, ban d6, chiy mau cam, giam tiéu cdu, viém mii.

Hiém gdp, ADR < 1/1000 da/

Thube khang cholinergic: D1 khang voi tie dung cla galantamin.

Thude kich thich cholinergic (chét chii viin cholinergic hofic chit irc ché cholinesterase): Higp
déng téc dung khi ding déng thii.

Thube ching viém khong steroid (NSAIDs): Galantamin gdy ting tiét dich duomg tiéu hoa, hiép
ddng tic dung khing mong mubn trén hé tiéu hoa clia NSAIDs, ting nguy co gly chdy méu tiéu

Thing thyre qudn, ~N
Thing bdo ngay cho Bc si cdc tic dung khing mong mudn gdp phai khi dimg thubc. Ry
HUGONG DAN CACH XU TRI ADR 3
Ciic tac dung khong mong muédn trén duémg tiéu héa (ndn, budn non, tiéu chay. chin an, syt cin) i
thudmg gip nhit vi tang theo libu ding, Dé gidm bét cac the dyng khdng mong mudn niy, nén 4
dimg galantamin vio bira dn, diing thuc chéng non, ubng ¢ nude, P
TUONG TAC THUOC: &
Twomg tdc dwge hee hoc: \’{
Khi gdy mé: Galantamin hiép ddng tic dung véi thube gidin co kidu succinylcholin ding trong
phiu thuit. y
"

hoa.

Ciic thudc lam cham nhip tim nhy digoxin va cac chit (re ché beta: C6 khd nang xay ra twong tic
véi galantamin.

Tiwomg tic awge dong hoc:

Cic thubc cim img hoiic (¢ ché cytochrom P450 ¢6 thé lim thay ddi chuyén hoa galantamin,
gdy twong tac duge dong hoc. ﬂ

Cimetidin, paroxetin: Lam ting sinh kha dung clia galantamin.
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Erythromycin, ketoconazol: Lam tang di¢n tich dudi dudng cong nong do -  thoi gian cia
galantamin.
Amitriptylin, fluoxetin. fluvoxamin, quinidin: Lam gidm thanh thai galantamin.
SU DUNG QUA LIEU
Biéu hién qui lidu cla galantamin tuong ty nhy biéu hién qué lidu cia cdc thude kich thich
cholinergic khic, Thudc tic ddng trén thin kinh trung vong, hé pho giao cam va thin kinh - co
véi céc tri¢u chimg nhi: budn ndn, ndn, co thilt dudng tiéu héa, tiéu chay, ting tiét dich (chay
nude miit, nude mdi, ting tié nude bot, md hoi), nhip tim chim, wt huyét dp, co gidt, liét co
hode co cimg co, suy hé hip va ¢6 thé giy tr vong.
Gidi dic dic higu bing thude khang cholinergic nhur ding atropin tiém tinh mach bét diu tir 0,
én 1,0 mg, cho dén khi ¢6 dép img. Ddng thoi sir dung cic bién phap diéu tr hd g ngd doe
chung. Chura biét galantamin ciing céc chit chuyén hoa c6 bj logi bo béng thim phan hay khing
(tham phin ming bung. thin nhin tzo).
KHUYEN CAO:
- Khng ding thude qua han ghi trén hip, hofic thube cd nghi ngd vé chit lugng cia thude nh:
vién bj ué, bj bién mau.
- Doc k§ huimg din sir dyng thude trude khi ding. Mudn biét thém thong tin, xin hiy héi
Bic si hodic Dugc si.
TRINH BAY VA BAO QUAN:
- Thube ép trong vi 14 vién nén bao phim. hip 1 vi c6 kém theo t& huémg din sir dung.
- Pé thude noi kho thodng, trénh dnh sang, nhiét 46 khong qua 30°C.
DE XA TAM TAY TRE EM.
- Han diing : 36 thang ké tif ngdy sin xuét Tiéu chuan ap dyng : TCCS
Thube dwge sin xudt  ti:
CONG TY CO PHAN DUQC DANAPHA
253 - Diing Si Thanh Khé - TP Di niing
Tel: 0511.3760130  Fax: 0511.3760127 Email: Info@danapha.com
Pién thoai tr vin: 0511.3760131
Vi phin phdi trén toan quéc
Da Ning, ngay thing 4 ndm 2015
ONG GIAM

TUQ CUC TRUONG
P fgxﬁxc PHONG
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