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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Rx
GALAGI 4

Thuée ban theo don
Poc ki hwémg din sir dung trude khi diung H

Dé xa tAm tay tré em

Théng bdo ngay cho bic s§ hodic dwge sy nhirng tic dung khong mong mudn gip phai khi sir
dung thube

Khong ding thudc qu4 thoi han sir dung ghi trén nhin

Thanh phén: Cong thirc cho 1 vién:

A O SRR 000t o e N R AN F RSB RRS H R 4 mg .
(duéi dang Galantamin hydrobromid..........cccoooeieiiiriccnenene 5,13 mg) E
Ta duge vd... R csvenenia 1 VICH '

(DC. Lactose chalc1 phosphat khan Natrl starch glycolat Crospovidon, Colloidal silicon
dioxid, Talc, Magnesi stearat).

Mo ta san phﬁm: Vién nén tron, mau tréng, mot mét tron, mot mat ¢6 vach ngang, duomg kinh 6,5 mm.
Quy cach déng goi: Hop 6 vi x 10 vién nén.

Thudc dung cho bénh gi:
Thubc nay chira galantamin dung diéu tri chimg sa st tri tué tir nhe dén trung binh trong bén
Alzheimer.

Nén dung thubc nay nhw thé nao va liéu lwgng:

Ciach ding: Udng thudc ngay 2 lan, tot nhat la vao céc bira an sang va toi.

Liéu dung:

Thude ding cho ngudi lém.

Ludn luén dung thude ding nhu bac sy da hudng din. Khong nén udng thude véi sé lugng nhiéu
hon hodc it hon hodc 1au hon so véi liéu chi dinh.

D6i véi ngudi cao tudi, ngudi suy gan, ngudi suy thin, ngudi chuyén hoa kém qua enzym
CYP2D6 bac sy sé chi dinh liéu phu hop.

Khoéng ding thude nay cho tré em vi chua xac dinh duogc lidu an toan cé hiéu qua.

Khi nao khong nén dung thudc nay:
Khéng dung thudce nay néu ban:
- Mén cam véi galantamin hodc véi bt cir thanh phén nao clia thude.
- Suy gan nang.
- Suy than nang (d¢ thanh thai creatinin dudi 9 ml/phut).
Téc dung khong mong muén (ADR):

Gidng nhu tat ca cac loai thuoc thudc nay co thé giy ra téc dung phu, nhung nhiéu nguoi khong
¢6 hodc it phan (g phu. Mot sb tac dung khong mong mubn c6 thé gap nhu sau:

Rat thuong gap, ADR > 10/100
Réi loan tiéu héa : Budn nén, non.
Thuong gap, ADR > 1/100
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| R&i loan tiéu hoa: Dau bung, tiéu chay, kho tiéu, khé chiu & bung.

Réi loan chuyén hoa va dinh dudng: Giam sy thém an.

Réi loan tam than: Ao giac, tram cam.

Réi loan hé than kinh: Ngét, chong mat, run, dau dau, budn ngu, ngu lim.

Réi loan nhip tim: Nhip tim cham.

R6i loan mach mau: Cao huyét ap.

Réi loan co xuong va mo lién két: Co that co.

R&i loan tong quat: Mét méi, suy nhuoc, kho chiu. ﬂ’b
Khac: Giam can, nga.

Néu ban gap bat ky tac dung phu nao ké ca nhimg tic dung phu chua liét ké nhu trén (ban c6 thé
tham khao mot so tac dung phu it gap, hlem gap ¢ muc Téc dung khong mong mudn phan
Huéng dan sir dung thude cho can b y té trong cung t& huéng dan sir dung thube nay), nhat 1a
¢6 nhimg déu hi¢u cua phan tmg di img nhu phéat ban da, sung mat, mdi, ludi hodc hong hodc
kho tha, khé nubt phai thong bao ngay cho bac sy dé kip thoi xir tri.

Nén tranh ding nhitng thubc hodc thye pham gi khi dang sir dung thudc nay:

Trude khi ding thude nay, cho béc sy cua ban biét tat ca céc loai thudce khac ma ban dang dung
hoéc da dung trong thoi gian gan nhat, bao gdm ca thude ké don va khong ké don, thudc tir dugce
liéu hodc thuc pham chirc nang, dic biét la:

- Donepezil hodc rivastigmin (diéu tri bénh Alzheimer).

- Thubc chéng viém khong steroid (NSAIDs) (nhu ibuprofen) tang nguy co chay mau tiéu hoa.

- Céc thube d'iéu tri bénh tim hodc cao huyét 4p (nhu digoxin, amiodaron, cac chét trc ché beta
hoéc cac chat chen kénh calci).

- Paroxetin, fluoxetin, fluvoxamin, amitriptylin (thudc chong tram cam).

- Cimetidin (thuc chira dau da day).

- Erythromycin (thude khang sinh).

- Ketoconazol (thudc khang ndm).

Danh sach nay khong déy du céc loai thudce khac ¢ thé tuong tac véi galantamin. Hay cho bac
sy ctia ban biét vé tét ca céac loai thudc ban dang sir dung. Dimg dung mét thubc méi ma khong
nodi voi bac sy cua ban.

Cin lam gi khi mdt lan quén khong dung thudc:
Udng liéu bi quén ngay lic nhd ra. Néu liéu d6 gan voi 1an dung thude tlep theo, bo qua liéu bi
quén va tiép tuc udng thudc theo dung thoi gian qui dinh. Khong dung 2 liéu cuing luc.

Can bio quin thudc nay nhw thé nao:
Dé ¢ nhiét d6 dudi 30°C, tranh 4m va 4nh sang.

Nhirng du hiéu va triéu chimg khi dung thudc qua liéu:
Biéu hién qué liéu galantamin tuong tu nhu biéu hién qua liéu cac thude kich thich cholinergic
khéc. Thuoc tac dong trén than kinh trung wong, hé phé giao cam va than kinh - co véi céc triéu
ching nhu: Buén’ nén, nén, co ‘thét dudng tiéu hoéa, tiéu chéy. tang tiét dich (chay nudc mat,
nude mii, tang tiet nude bot, md héi), nhip tim cham, tut huyét ap, co giat, liét co hoac co cing
co, suy ho hap va co thé gay tir vong.

Cén phai lam gi khi dung thube qua liéu khuyén cao:
Goi cho béc s§ clia ban hodc dén ngay co s¢ y té gan nhat.

Nhirng diéu cén than trong khi dung thudc nay:
Cic tinh trang can thin trong:
Trude khi dung thude nay, ban hiy cho bac sy biét néu ban c6 bét ky tinh trang nao dudi dy:
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- Néu ban bi sa sut tri tué hodc suy giam kha nang tinh than khong phai do bénh Alzheimer gay ra.

- Phu nir du dinh c6 thai, dang c6 thai hoac cho con bu.

- C6 van dé vé gan hodc than.

- C6 bat kjf véan @ vé tim mach (nhu dau that nguc, con dau tim, suy tim, nhip tim cham hoéc
khong déu).

- Réi loan dién giai (vi du giam hodac tang kali huyét).

- Cb tién sir loét da day. '

- Pau bung cép tinh. m'/ﬁ

- Réi loan hé than kinh (nhu bénh dong kinh hozc bénh Parkinson).

- Bénh dudng ho hép hodc nhiém trung giy can trd hd hép (nhu hen, bénh phdi tic nghén, hoac
viém phoi).

- Néu gén day ban di c6 mot phau thudt & rudt hodc bang quang.

- Néu ban gap kho khan khi di tiéu.

- Néu ban sdp dwoc phiu thuit hodc gy té.

- Néu ban khong dung nap duong lactose hodc mot s loai duong khéc (vi thanh phan ta duge
ctia thudc nay c6 lactose c6 thé gay bat lgi cho ban).

Trong thoi gian dung galantamin c6 thé lam ban giam can. Bac s§ s& kiém tra cdn n3ng ctia ban

thudng xuyén trong khi ban dung thudc nay.

Cic khuyen cdo dung thudc cho phu nir ¢6 thai va cho con bu:

Néu ban du dinh c6 thai, dang cé thai hodc cho con ba: Phai tham khao y kién béc s¥.

Tac dong cua thubc dén kha ning li xe va vin hanh miy méc:

Galantamin c6 thé gdy chong mit, mét méi, nga ga vi vy anh huong dén kha nang 14i xe va véan |

hanh may moéc.
Khi nao cin tham vén bdc sy, dwge sy:
Phu nit du dinh c6 thai, dang c6 thai hodc cho con bu.
Treé em.
C6 van dé vé gan.
C6 vén dé vé than.
C6 vén dé vé tim mach.
C6 vén dé vé tiéu hoa.
C6 van dé vé tiét niéu.
C6 van de vé than kinh,
C6 van dé vé ho hép.
Dang sur dung loai thudc khéc, bao gdm ca thubc ké don va khong ké don, thude tir duge lidu
hodc thuc pham chirc nang.
Néu cin thém théng tin xin hoi y kién bac s§ hodc dugc s§.

Han dung ciia thude: 36 thang ké tir ngay san xuat.

Cong ty CP Duye pham Agimexpharm
e 27 Ng m._n Thai Hoe. P My Binh, TP. Long Xuyén, An Giang

Sun it i Chi nhinh C ong ty CP Durge pham Agimexpharm - Nhi miy san xuit Duge phim Agimexpharm
AGIMEXPHARM
GMP-WHO Duémg Vi Trong Phung. Khom Thanh An, P M§ Thai, TP. Long Xuyén, An Giang
Tel: 0296 3837300 Fax: 0296 3857301

Ngay xem xét sira ddi, cip nhat lai ndi dung hwéng dan sir dung thube: .../.../...
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

Céc dic tinh duoe lwe hoe, duge dong hoc: (]H
Céc dac tinh dll’Q’c lue hoe:
Galantamin 1a chat trc ché acetylcholinesterase c6 tinh chat canh tranh va hdi phuc. Galantamin
gan thuén nghich va 1am bét hoat acetylcholinesterase, do d6 uc ché thily phan acetylcholin, 1am
tang néng do acetylcholin tai synap cholinergic. Ngoai ra, thudc con lam tang hoat tinh cua
acetylcholin trén thu thé nicotinic. Su thiéu hut acetylcholin & vé néo, nhan tram va hai ma dugc
coi la mot trong nhiing dac diém sinh 1y bénh sém cta bénh Alzheimer, gdy sa sut tri tué va suy
giam nhén thirc. Chat khéng cholinesterase nhu galantamin lam tang ham lugng acetylcholin nén
lam giam dién bién cua bénh. Téac dung cua galantamin c6 thé giam khi qua trinh bénh tién trién
va chi con it noron tiét acetylcholin con hoat dong.

Cac déic tinh dmp’c dong hoc:

Galantamin hip thu nhanh va hoan toan. Sinh kha dung cta thudc khi ding qua dudng uong
khoang 90%. Thirc dn khong tac dong dén dién tich dudi duong cong (AUC) nhung nong do toi
da (Cmax) giam khoang 25% va thoi gian dat nong d6 dinh (Tmax) bi chdm khoang 1,5 gio.
Thude dat dugc néng do dinh sau khi uéng 1 gid.

Galantamin lién két véi protein huyét twong thap, khoang 18%. Nong do thudc trong ndo cao gap
2 - 3 lan trong huyét tuong.

Galantamin chuyén hoa & gan thong qua cytochrom P450 (chu yéu do isoenzym CYP2D6 va
CYP3A4) va lién hop glucuronic.

Ntra doi thai trir cua galantamin la 7 - 8 gio. Sau 7 ngay phén 1ém lidu udng duge tim thdy trong
nude tiéu, khoang 6% duoc tim thdy trong phén, khoang 20 - 30% liéu dao thai qua nude tiéu &
dang khong bién doi.

Bénh nhan chuyén hoéd kém qua enzym CYP2D6:

Khoang 7% dan sb binh thuomg c6 bién thé di truyén lam giam hoat dong cua isozym CYP2D6.
Nhimg ngudi nay dugce goi la nguoi chuyen hoa kém. Sau khi ubng mét liéu duy nhét 4 mg hoac
8 mg galantamin, nhitng ngudi chuyén hoa kém qua CYP2D6 cho thdy Cmax tuong ty va ting
35% AUCx cua dang galantamin khong bién ddi so v&i nhitng ngudi chuyén hoa rong.

Viéc diéu chinh lleg lwong khong can thiét & nhimg bénh nhan duoc xac dinh la ngudi chuyén
héa kém vi liéu thudc duge xac dinh riéng cho timg bénh nhan dé co thé dung nap.
Suy gan: O nguoi suy gan vira, sau khi udng 1 liéu galantamin, do thanh thai galantamin bi giam
khoang 25% so v&i ngudi binh thudng.
Suy thédn: Sau 1 liéu duy nhit 8 mg, AUC tang khoang 37% & ngudi suy than vira va 67% &
nguoi suy than nang so vai ngudi binh thuong.
Ngudi cao tudi: Nong do galantamin trong huyét trong cao hon so véi ngudi khoé manh 30 - 40%.
Chi dinh, liéu dung, cich dung, chng chi dinh:
Chi dinh:
Diéu tri chimg sa sit tri tué tir nhe dén trung binh trong bénh Alzheimer.
Liéu dung:
- Nguoi lon:
Liéu khoi dau: 4 mg/lan x 2 lan/ ngay, udng lién tuc trong 4 tuan.
Néu thudc dung nap tdt, tang liéu 1én 8 mg/lf:’in x 2 lan/ ngay, duy tri trong it nhét 4 tuan.

Sau d6 tuy theo dap tmg va sy dung nap thudc ciia bénh nhan ma tang liéu 1én 12 mg/lan x 2
lan/ ngay.
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Dung liéu cao 16 mg/lan x 2 1an/ ngay, hiéu qua diéu tri khﬁng téng va dung nap thudc giam.
Néu qua trinh diéu tri bi gian doan tr 3 ngay trg 1én thi can bét dau diéu trj lai voi mic liéu
thap nhét r6i tang dan dén murc lidu tdi wu.

- Déi véi nguedi suy gan, suy than:

Str dung thén trong trén ngudi suy gan hoac suy than nhe dén vira, liéu khong duge vuot qua

16 mg/ngay.

Néu suy gan niing hodc suy than ning (d thanh thai dudi 9 ml/phut) khong khuyén cao ding.

Pbi vm nguoi suy gan muc do trung binh: Kh(n dau dung -4 mg/lan ngay 1 lan trong it nhat

mdt tudn, sau d6 c6 thé ting dan liéu 1én dén téi da 8 mg/lan, ngay 2 lan.

- Tréem:

Khong nén dung cho tré em vi chua xac dinh duge liéu an toan ¢ hiéu qua. ,.
Cich dung: Udng thudc ngay 2 lan, t6t nhét la vao cac bira an sang va t6i. l]fls
Chéng chi dinh:

M3n cam véi galantamin hodc v6i bat cir thanh phan nao cia thude.

Suy gan nang.

Suy thén nang (d¢ thanh thai creatinin dudi 9 ml/phat).

Cic trwomg hop than trong khi ding thude:

Céc tinh trang can thin trong:

Cung nhu cac thudc kich thich hé cholinergic khac, can sir dung than trong galantamin trén cic

do6i tugng sau:

- Trén hé tim mach: Thude giy cham nhip tim, bldc nhi - that nén can déc biét than trong dbi
vGi nguoi co loan nhip trén that va _nguoi dang dung cac thuoc lam cham nhip tim. Tac dung
khong mong mudn trén tim mach can théan trong Vcn bat ky ddi tugng nao.

- Trén hé tiéu héa: Thude lam tang tiét dich vi, can sir dung than trong trén cac ddi tuong co
nguy co cao nhu ngudi co tién sir loét da day - ta trang, nguoi dang dung thudc chéng viém
khong steroid (NSAIDs).

- Trén hé tiét niéu: Do tac dong trén hé cholinergic nén thudc c6 thé gy bi tiéu tién.

- Trén hé than kinh: Thude c6 kha nang 1am ting nguy co co giat, dong kinh thir phat do kich
thich hé cholinergic.

- Trén hé ho hdp: Thubc gy tac dong trén hé cholinergic nén phai than trong dbi v6i ngudi ¢6
tién sir bénh hen hodc bénh phoi tac nghén man tinh.

- Phan urng trén da nghiém trong:

Céc phan (g trén da nghiém trong (hoi chimg Stevens-Johnson va hoi chimg ngoai ban mun

mu toan than cap tinh) dugc bdo cdo ¢ nhimg bénh nhan dung galantamin. Can thong béo cho

bénh nhan vé cac dau hiéu phan (g da nghiém trong va bénh nhén nén ngung dung thude
ngay khi vira xuét hién phat ban trén da.

- Kiém sodt can ndng:

Bénh nhdn bi bénh Alzheimer giam cén. Diéu tri véi chit e ché cholinesterase, bao gdm

galantamin, ¢ lién quan dén giam can & nhimg bénh nhén nay. Trong qua trinh diéu tri, nén

kiém so4t cin ning cta bénh nhén.

- Can thiép phau thudt:

Galantamin, mdt chét tac dung giéng cholin, c¢6 thé 1am ting tac dung cua thuéc gay gian co

succinylcholin trong khi gdy mé, dac biét la trong truong hop thiéu hut men

pseudocholinesterase. Cén than trong khi gy mé dung thue succinylcholin va cac thudc chen
than kinh co khac & nguoi dang dung galantamin.

- Than trong khi dung galantamin cho ngudi suy gan hodc suy than tir nhe dén trung binh.

Trang 5/7

NE 2 LY

¥

\

-,.. e .
e 1/
Zas



https://trungtamthuoc.com/

- Thanh phan ta duge cua thudc nay co lactose: Khong nén dung thudc nay cho bénh nhan cé
vén dé di truyén hiém gap vé khong dung nap galactose, thieu enzym Lapp lactase hogc kém
hap thu glucose-galactose.

Ciéc khuyén cdo dung thudc cho phu nir ¢6 thai va cho con bu: H

Thoi ky ¢6 thai: '

Chua c6 nghién ciru trén nguoi ¢ thai vi vay can thén trong khi dung cho ngudi ¢6 thai.

Thoi ky cho con bu:

Chua x4c dinh dugc galantamin c6 qua sita me hay khong. Tuy nhién, khong chi dinh dung

thude d6i voi phu nir thei ky cho con ba hodc khi dung galantamin khong nén cho con bu me.

Téc dong cia thube dén kha niing l4i xe va vin hanh may méc:

Galantamin c6 thé gdy chong mit, mét moi, nga ga vi viy anh huong dén kha nang li xe va van

hanh may méc.

Twong tic ciia thudc véi cac thude khic va cdc loai twong tac khac:

- Twong tdc dugc luc hoc:

Khi géy mé: Galantamin hiép ddng tac dung véi cac thudc gidn co kiéu succinylcholin dung
trong phau thuét.

Thubc khang cholinergic: Déi khang véi tac dung cua galantamin.

Thuéc kich thich cholinergic (chat chu vén cholinergic hoac chét wc ché cholinesterase): Hiép
dong tac dung khi dung dong thoi.

Thuf')c‘ch(”mg viém khong steroid (NSAIDs): Galantamin gay tang tiét dich dudng tiéu hoa,
hiép dong tac dung khong mong muén trén hé tiéu héa véi NSAIDs, tang nguy co chay mau
tiéu hoa.

Céc thude 1am cham nhip tim nhu digoxin va céc chét rc ché beta: C6 kha ning xay ra tuong
tac vai galantamin.

- Twong tdc duoc dong hoc:

Céc thube cam tmg hodc trc ché cytochrom Pyso ¢6 thé lam thay doi chuyén héa galantamin,
gay tuong tac duge dong hoc.
Cimetidin, paroxetin: Lam tang sinh kha dung cua galantamin.
Erythromycin, ketoconazol: Lam tang dién tich duéi dudng cong nong do - thoi gian cua
galantamin.
Amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh thai galantamin.

Téc dung khong mong mubn:

Rat thuong gap, ADR > 10/100

R&i loan tiéu héa: Budn nén, non.

Thuong gap, ADR > 1/100

R&i loan tiéu héa: Pau bung, tiéu chay, kho tiéu, khé chiu & bung.

R&i loan chuyén hoa va dinh dudmg: Giam sy thém an.

Réi loan tAm than: Ao gi4c, trdm cam.

R(':ii loan hé than kinh: Ngét. chéng mat, run, dau dau, budn ngu, ngu lim.

R6i loan nhip tim: Nhip tim cham.

R6i loan mach mau: Cao huyét ap.

Réi loan co xwong va mo lién két: Co thét co.

R&i loan tdng quat: Mét méi, suy nhuoe, khé chiu.

Khac: Giam céan, nga.

It gap, 1/1000 < ADR < 1/100
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R3i loan hé mien dich: Qua man cam.
R&i loan nhip tim: Ngoai tim thu thét trén, bldc nhi thét d 1, nhip xoang cham, danh tréng nguc.
Réi loan mach méau: Ha huyét ap.
Réi loan tiéu héa: Nén oe.
Réi loan chuyén héa va dinh dudng: Mét nude.
R&i loan tam than: Ao gidc thi giac, 4o gi4c thinh gidc. H
R&i loan hé than kinh: Rbi loan cam giac, loan vi giac, ngu lim, co giat.
R6i loan mit: TAm nhin mé.
Réi loan tai va mé cung: U tai.
Réi loan da va mé dudi da: Tang tiét md hoi.
Réi loan co xuong va mo lién két: Nhuoc co.
Xét nghiém: Tang men gan.
Rfﬁi loan tiét piéu: Tiéu tién khong kim duoc, tiéu tién nhiéu lan, di tiéu dém, dai mau, viém duong
tiét ni€u, bi tieu tién, soi than.
Réi loan chuyén héa: Tang duong huyét, ting phosphatase kiém.
Khéc: Thiéu méu, chay méau, ban do, chay mau cam, giam tiéu cau, viém mii.
Hiém gap, ADR < 1/1000
Thung thuc quan.
Réi loan nhip tim: Bléc nhi that hoan toan.
R6i loan mat: Viém gan.
Rbi loan da va m6 dudi da: Hoi chimg Stevens-Johnson va hdi chimg ngoai ban mun mu toan
than cap tinh, hong ban da dang.
Qua lidu va cach xir tri:
Qua liéu:
Biéu hién qua liéu galantamin tuong tu nhu biéu hién qué lidu cac thudc kich thich cholinergic
khéac. Thude tac _dong trén than kinh trung wong, hé phé giao cam va Lhan kinh - co véi céc triéu
chimg nhu: Buon non, ndn, co that dudmg tiéu hoa, tiéu chay, tang tiét dich (chay nudc mat,
nude mii, tang tiét nude bot, md hoi), nhip tim cham, tut huyét 4p, co giat, liét co hodc co cimg
ca, suy hd hap va c6 thé gay tir vong.
Cach xir tri:
Giai dgc dac hiéu béng thubc khang cholinergic nhu dung atropin tiém tinh mach bét dau tir 0,5
dén 1,0 mg, cho dén khi c6 dép tmg. Bong thoi sir dung cac bién phap diéu tri hd trg ngd doc
chung. Chua biét galantamin cing cac chat chuyén hod c6 bi loai bo bing thdm phéan khong
(thAm ph4n mang bung, thin nhan tao).
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