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HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

R GALAGI 8

Thudc bén theo don
Doc ki hwéng dan sir dung trwde khi dung :
Dé xa tim tay tré em {

Th(“)‘ng bio ngay cho bac sy hodc dwge sy nhimg tic dung khéng mong mudn gip phai khi sir dung
thuoc

Khéng dung thudc qua thoi han sir dung ghi trén nhan

Thanh phén: Cong thic cho 1 vién:

CORBAIERIRIINL  ccsnscxcnmmsommemansssabasnsessonsisminsvsmssheinve s sovsisns sssenans 8 mg
(dudi dang Galantamin hydrobromid...........cccoeveevevievnnene. 10,26 mg)
Ta duge vd.......ccoeenenen. verereerneeenreeenn ) VIEDL

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

Mo ti san pham: Vién nén tron, mau tring, mot mat tron, mot mét c6 vach ngang, duong kinh 6,5 mm.
Quy cach dong goi: Hop 6 vi x 10 vién nén.

Thude ding cho bénh gi:
Piéu trj chung sa sit tri tué tir nhe dén trung binh trong bénh Alzheimer.

Nén diing thudc nay nhw thé nao va liéu lwong:

Cich dung: Udng thude ngay 2 lan, tot nhat 1a vao cac bira an sang va tdi.

Liéu ding:

- Ngwoi lon: —
Liéu khai dau: 4 mg/lan x 2 1an/ ngay, udng lién tuc trong 4 tuan. '
Néu thube dung nap tot, tang liéu Ién 8 mg/lan x 2 1an/ ngay, duy tri trong it nhat 4 tuan.

Sau do6 tuy theo dap (ng va su dung nap thudc ctia bénh nhan ma tang liéu 1én 12 mg/lan x 2 lan/ ngay.
Ding liéu cao 16 mg/lan x 2 1an/ ngay, hiéu qué diéu trj khong ting va dung nap thudc giam.

Néu qua trinh ’diéu tri bi gidn doan tir 3 ngay tr¢ 1én thi can bit dau diéu tri lai véi mic liéu thap nhat
roi tang dan dén mirc liéu toi vu. F o

- Doi véi nguoi suy gan, suy than:

Sir dung than trong trén ngudi suy gan hodc suy than nhe dén vira, lidu khong duge vuot qua 16
mg/ngay.

Néu suy gan nang hodc suy than ning (d6 thanh thai dudi 9 ml/phat) khong khuyén céo ding.

D4i voi ngudi suy gan mire d¢ trung binh: Khoi dau dung 4 mg/lan, ngay 1 lan trong it nhat mot tuan,
sau do co thé tang dan lieu 1én den toi da 8 mg/lan, ngay 2 lan.

- Treem:

Khéng nén dung cho tré em vi chua xac dinh duge liéu an toan c6 hiéu qua.
Khi nao khong nén dung thudc nay:

Man cam véi galantamin hodc véi bat ctr thanh phan nao cua thude.

Suy gan nang.

Suy than nang (d6 thanh thai creatinin dudi 9 ml/phut).

Tré em.




https://trungtamthuoc.com/

Téc dung khong mong muon (ADR):

- Rat thuomg gap, ADR > 10/100
Tiéu héa : Budn nén, nén, tiéu chay.

- Thuwong gap, ADR > 1/100
Budn ndn, non, tiéu chay, chan an, sut can, dau bung, kho tiéu.

- Trgap, 1/1000 < ADR < 1/100
Tim mach: Nhip tim cham, ha huyét ap tu thé, suy tim, bléc nhf thét, hoi hop, rung nhi, khoang QT
kéo dai, bloc nhanh, nhip nhi nhanh, ngat.
Tiéu héa: Kho tiéu, viém da day rudt, chay mau tiéu hoa, kho nudt, tang tiét nude bot, nac.
Than kinh trung wvong: Chéng mat, mét méi, nhire dau, run, giat co, co giat, trdm cam, mét ngu, ngi
ga, 1t 1an, hoi ching loan than.
Tiét niéu: Tiéu tién khong kim duoc, tiéu tién nhiéu lan, di tiéu dém, dai mau, viém duong tiét niéu, bi tiéu

tién, soi than. |
Chuyén hoéa: Tang duong huyét, tang phosphatase kiém. ( lyZ.
Khéc: Thiéu mau, chay mau, ban do, chay mau cam, giam tiéu cau, viém mdi.

- Hiém gap, ADR < 1/1000
Thing thuc quan.

Nén tranh ding nhimg thuéc hodc thye phim gi khi dang sir dung thude nay:

- Tuong tac duge luc hoc:
Khi gdy mé: Galantamin hiép ddng tac dung véi cac thude gian co kiéu succinylcholin dung trong
phau thuat.
Thude khang cholinergic: D6i khang véi tac dung cua galantamin.
Thude kich thich cholinergic (chét chii vén cholinergic hodc chét irc ché cholinesterase): Hiép dong tac
dung khi dung dong thoi.
Thubc chdng viém khong steroid (NSAIDs): Galantamin gdy tang tiét dich dudng tiéu hoa, hiép dong
tac dung khéng mong muon trén hé tiéu hoa vai NSAIDs, ting nguy co chay mau tiéu hoa.
Cac thu6e lam cham nhip tim nhu digoxin va cac chat trc ché beta: C6 kha nang xay ra tuong tac voi
galantamin.

- Tuong tdac dwoc dong hoc:
Céc thube cam (g hodc trc ché cytochrom Pyso ¢6 thé 1am thay déi chuyén héa galantamin, gy tuong
tac duge dong hoc.
Cimetidin, paroxetin: Lam tang sinh kha dung cua galantamin.
Erythromycin, ketoconazol: Lam tang dién tich dudi dudng cong ndng do - thdi gian cia galantamin.
Amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh thai galantamin.

Cin lam gi khi mjt 1an quén khong ding thude:
Udng liéu bi quén ngay lic nhé ra. Néu liéu d6 gan voi lan ding thuéc tiép theo, bo qua Iiéu_ bi quén va
tiep tuc uong thude theo dung thoi gian qui dinh. Khéng dung 2 lieu cung lic. Khong thay doi lieu hoac
ngung thuoc.

Cén bdo quén thube nay nhwr thé nao:
Dé & nhiét do dudi 30°C, tranh 4m va 4nh séng.

Nhirng déu hiéu va triéu chirng khi dung thudc qua liéu:
Biéu hién qué liéu galantamin tuong tu nhu biéu hién qua liéu cac thudc kich thich cholinergic khac.
Thudc téc dong trén than kinh trung uvong, hé phé giao cam va than kinh - co véi céc triéu chirng nhu:
Buon nén, nén, co that duong tiéu hoa, tiéu chay, ting tiét dich (chay nuéc mit, nude mii, tang tiét nude

bot, mo hai), nhip tim cham, tut huyét ap, co giat, liét co hoac co cimg co, suy ho hép va ¢ thé gay tur
vong.
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Can phai lam gi khi dung thudc qua lidu khuyén cdo:
Goi cho bac sy ctia ban hodc dén ngay co so y té gan nhat.
Nhirng diéu can than trong khi ding thue nay: ”/D
Cic tinh trang can thin trong:
Ciing nhu cac thude kich thich hé cholinergic khac, can sir dung thén trong galantamin trén cac déi tuong
sau:

- Trén hé tim mach: Thudc gay cham nhip tim, bléc nhi - that nén can dac biét than trong d6i véi nguoi
¢6 loan nhip trén that va nguoi dang dung cac thude 1am cham nhip tim. Tac dung khéng mong muén
trén tim mach can thén trong vai bt ky doi tlrcmg nao.

- Trén hé tiéu hoa: Thuoc lam tang tiét dich vi, can sir dung than trong trén cac d6i tuong c6 nguy co
cao nhu ngudi cb tién sir loét da day - ta trang, ngudi dang dung thude chéng viém khong steroid
(NSAIDs).

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

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

- Trén hé ho hap Thube gdy tac dong trén hé cholinergic nén phai than trong d6i véi ngudi ¢ tién sir
bénh hen hoic bénh phéi tic nghén man tinh.

Than trong khi dung galantamin cho nglr0‘1 suy gan hodc suy than tir nhe dén trung binh.

Cén than trong khi gay mé dung thude succinylcholin va cac thudc chen than kinh co khac & ngudi dang
diing galantamin vi thudc nay co thé 1am tang tac dung cua thudc gay gian co.

Do thudc c6 chira lactose nén can than trong & bénh nhan co roi loan dung nap galactose.

Cic khuyén cdo dung thudc cho phu nir 6 thai va cho con bi:
Néu du dinh c6 thai, dang c6 thai hodc cho con bu: Phai tham khao y kién béc s¥.

Téc dong ciia thude dén kha ning ldi xe va van hanh may méc:
Galantamin c6 thé gay chdng mat, mét moi, ngi ga vi vy anh hudng dén kha nang lai xe va vén hanh
may moc.

Khi nao can tham van bic sy, dwge sy:
Phu nir du dinh co6 thai, dang c6 thai hoac cho con b.
Tré em.
C6 van dé vé gan.
C6 van dé vé than.
C6 van dé vé tim mach.
C6 van dé vé tiéu hoa.
C6 van dé vé tiét niéu.
C6 vén dé vé than kinh.
C6 vén dé vé ho hap.
Pang sir dung loai thube khac, bao gom cé thude ké don va khong ké don, thude tir duge liéu hodc thuc
pham chuc nang.
Néu can thém thong tin xin hoi y kién bac sy hodc dugc s§.

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

Fong ty CP Durge phim Agimexpharm
27 Nguyén Thai Hoe, P. My Binh, TP. Long Xuyén. An Giang.
San xuit ti: Chi phanh Cong ty CP Durg'c phim Agimexpharm -
Nhi mdiy san xuit Duwge phim Agimexpharm
AGIMEXPHARM Humu;\ i Trong Phung, k Thanh An. P. My Théi, TP. Long Xuyén, An Giang.
GMP-WHO  DT: 076, 3857300 Fax: 0763857301

Ngay xem xét sira dbi, cap nhat lai n§i dung huéng din sir dung thube: .../.../...
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HUGONG DAN SU DUNG THUOC CHO CAN BQ Y TE

Cac dac tinh dwgc lre hoe, duge dong hoc: H

Céc dac tinh dwgce lre hoc:

Galantamin 1a chat irc ché acetylcholinesterase co tinh chat canh tranh va h6i phuc. Galantamin gén thuan
nghich va lam bét hoat acetylcholinesterase, do d6 trc ché thuy phan acetylcholin, lam tang nong do
acetylcholin tai synap cholinergic. Ngoai ra, thube con lam tang hoat tinh cua acetylcholin trén thu thé
nicotinic. Sy thiéu hut acetylcholin & vo nédo, nhan tram va hai ma dugc coi la mot trong nhimg déc diém
sinh ly bénh sém cua bénh Alzheimer, gay sa sit tri tué va suy giam nhan thire. Chat khang cholinesterase
nhu galantamin 1am tang ham lugng acetylcholin nén lam giam dién bién cia bénh. Tac dung cua
galantamin c6 thé giam khi qua trinh bénh tién trién va chi con it noron tiét acetylcholin con hoat dong.
Ciac dac tinh dwge djng hoc:

Galantamin hap thu nhanh va hoan toan. Sinh kha dung ctia thudc khi ding qua duong uéng khoang 90%.
Thirc an khong tac dong dén dién tich dudi dudng cong (AUC) nhung nong d6 ti da (Cmax) giam
khoang 25% va thoi gian dat nong do dinh (Tmax) bj cham khoéng 1,5 gio. Thube dat dugc ndng do dinh
sau khi uéng 1 gio.

Galantamin lién két voi protein huyét tuong thap, khoang 18%. Nong dé thude trong néo cao gap 2 - 3 lan
trong huyét twong.

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

Ntra doi thai trir cia galantamin la 7 - 8 gid. Sau 7 ngay phan I6m liéu uéng duge tim thay trong nudc tiéu,
khoang 6% dugc tim thay trong phén, khoang 20 - 30% liéu dao thai qua nudc tiéu & dang khong bién
doi.
Suy gan: O ngudi suy gan vira, sau khi uéng 1 liéu galantamin, do thanh thai galantamin bi giam khoang
25% so voi nguoi binh thuong.
Suy than: Sau 1 liéu duy nhat 8 mg, AUC tang khoang 37% & ngudi suy than vira va 67% & ngudi suy
than nang so vai nguoi binh thuong,
Ngudi cao tudi: Nong do galantamin trong huyét tuong cao hon so véi ngudi khoé manh 30 - 40%
Chi dinh, liéu ding, cach dung, chéng chi dinh:
Chi dinh:
Diéu tri chitng sa sut tri tué tir nhe dén trung binh trong bénh Alzheimer.
Liéu ding:
- Nguoi lon:
Liéu khoi dau: 4 mg/lan x 2 lan/ ngay, udng lién tuc trong 4 tuan.
Néu thuée dung nap tot, tang liéu 1én 8 mg/lan x 2 lan/ ngay, duy tri trong it nhat 4 tun.
Sau d6 tuy theo dap img va sy dung nap thudc ciia bénh nhan ma tang liéu 1én 12 mg/lan x 2 lan/ ngay.

Dung liéu cao 16 mg/lan x 2 1an/ ngay, hiéu qua diéu trj khong tang va dung nap thubc giam.

Neu qua trinh diéu trj b gian doan tir 3 ngay trd lén thi can bét du diéu tri lai véi muc lidu thap nhét
roi tang dan dén muec liéu tdi vu.

- Déi véi ngueoi suy gan, suy than:
Sur dung than trong trén ngudi suy gan hodc suy than nhe dén vira, lidu khong dugc vugt qua 16
mg/ngay.
Néu suy gan nang hodc suy than nang (d6 thanh thai dudi 9 ml/phiit) khong khuyen céo dung

Déi voi nguoi suy gan mirc d6 trung binh: Khai dau dung 4 mg/lan, ngay 1 lan trong it nhat mot tuan,
sau d6 c6 thé tang dan liéu lén dén toi da 8 mg/lan, ngay 2 lan.

- Treem:
Khong nén dung cho tré em vi chua xac dinh duoc liéu an toan c6 hiéu qua.
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Cich ding: Udng thu6c ngay 2 Ian, t6t nhét 12 vao cac bira an sang va téi.

Chong chi dinh:
Maén cam véi galantamin hodc véi bat cir thanh phan nao cua thube.

Suy gan nang
Suy than ning (d6 thanh thai creatinin dudi 9 ml/phut). H
Tré em.

Cic trwdmg hop thin trong khi dung thude:

Cic tinh trang cin thén trong:

Ciing nhu cac thube kich thich hé cholinergic khéc, can sir dung than trong galantamin trén cac déi tuong

sau:

- Trén hé tim mach: Thudc gay chdm nhip tim, bldc nhi - that nén can dic biét than trong ddi voi nguoi
¢6 loan nhip trén that va ngudi dang dung cac thude 1am cham nhip tim. Tac dung khong mong mubn
trén tim mach can than trong voi bat ky dbi tuong nao.

- Trén hé tiéu héa: Thude 1am tang tiét dich vi, can sir dung than trong trén cac doi tugng co6 nguy co
cao nhu ngudi cb tién sir loét da day - ta trang, ngudi dang ding thude chéng viém khong steroid
(NSAIDs).

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

- Trén hé than kinh: Thude c6 kha niang lam ting nguy co co gidt, dong kinh th{r phét do kich thich hg\

cholinergic. \
- Trén hé hé hap: Thube _gdy tac dong trén hé cholinergic nén phai thén trong d6i véi ngudi co tién sur
bénh hen hodc bénh phéi tic nghén man tinh. M

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

Can than trong khi gy mé dung thubc succinylcholin va céc thudc chen than kinh co khac & ngudi dan
dung galantamin vi thuéc nay co thé lam tang tac dung cua thudc gay gian co.

Do thude ¢6 chira lactose nén can than trong & bénh nhan cé rbi loan dung nap galactose.

G{ANG

\7

Cic khuyén cdo dung thudc cho phu nir ¢6 thai va cho con bi:

Thoi ky co thai:

Chura c6 nghién ctru trén ngudi c6 thai vi vay can than trong khi dung cho ngudi ¢6 thai.

Thoi ky cho con bu:

Chua xéc dinh duge galantamin ¢ qua sira me hay khong. Tuy nhién, khong chi dinh dung thuée déi véi
phu nir thoi ky cho con bi hodc khi dung galantamin khong nén cho con bi me.

Téc déng cia thudc dén kha ning lii xe va vin hanh may méc:
Galantamin c6 thé gdy chéng mat, mét méi, ngl ga vi vdy anh hudng dén kha nang lai xe va van hanh
may moc.

Twong tac cia thude véi cac thubc khac va cac loai twong tac khac:

- Tuong tdac dwgc luc hoc:
Khi gdy mé: Galantamin hiép ddng tac dung vai cac thudc gian co kiéu succinylcholin dung tron
phau thuat.
Thuéc khang cholinergic: Déi khang véi tac dung cua galantamin.
Thudc kich thich cholinergic (chét chi vén cholinergic hozc chét (rc ché cholinesterase): Hiép dong tac
dung khi dung dong thoi.
Thudc chéng viém khong steroid (NSAIDs): Galantamin gay tang tiét dich duong tiéu hoa, hiép dong
tac dung khong mong mudn trén hé tiéu héa voi NSAIDs, ting nguy co chay mau tiéu hoa.
Cac thude lam cham nhip tim nhu digoxin va cac chét (rc ché beta: C6 kha ning xay ra tuong tac vai
galantamin.
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- Twong tdac dwoc dong hoc:
Céc thude cam g hodc trc ché cytochrom Pysy ¢6 thé lam thay doi chuyén héa galantamin, gy tuong
tac dugc dong hoc.
Cimetidin, paroxetin: Lam tang sinh kha dung cia galantamin.
Erythromycin, ketoconazol: Lam tang dién tich du6i dudng cong ndng dé - thoi gian cua galantamin.
Amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh thai galantamin.

Téc dung khéng mong mudn:
- Rdt thuomg gap, ADR > 10/100 M
Tiéu héa : Budn nén, ndn, tiéu chay.
- Thuong gap, ADR > 1/100
Budn non, non, tiéu chay, chan in, sut can, dau bung, kho tiéu.
- It gap, 1/1000 < ADR < 1/100

Tim mach: Nhip tim cham, ha huyét ap tu thé, suy tim, bldc nhi that, hdi hop, rung nhi, khoang QT
kéo dai, bloc nhanh, nhip nhi nhanh, ngat.

Tiéu hoa: Kho tiéu, viém da day rudt, chay mau tiéu hda, kho nudt, ting tiét nude bot, nac.
Thén kinh trung uong: Chér}g mat, mét moi, nhic dau, run, giat co, co giat, tram cam, mat ngu, ngu
ga, lu lan, hoi ching loan than.
Tiét niéu: Tiéu tién khong kim dugc, tiéu tién nhiéu lan, di tiéu dém, dai mau, viém duong tiét niéu, bi
tiéu tién, soi than.
Chuyén hoa: Tang duong huyét, ting phosphatase kiém.
Khac: Thiéu méau, chay mau, ban do, chay mau cam, giam tiéu cau, viém mii.
- Hiém gap, ADR < 1/1000
Thung thuc quan.
Qua liéu va cach xir tri:
Qua liéu:
Biéu hién qua liéu galantamin twong tu nhu biéu hién qua liéu cac thudc kich thich cholinergic khac.
Thude tic dong trén than kinh trung uvong, hé phé giao cam va than kinh - o V@i cac triéu chimg nhur:
Budn ndn, nén, co that duong tiéu hoa, tiéu chay, tang tiét dich (chay nude mat, nude mili, tang tiét nudc

bot, md héi), nhip tim cham, tut huyét ap, co giat, li¢t co hodc co cirng co, suy ho hap va co thé gy tur
vong.

Cach xir tri:

Giai doc dic hiéu bang thude khang cholinergic nhu dung atropin tiém tinh mach bat dau tir 0,5 dén 1.0
mg, cho dén khi c6 dap tmg. Bong thoi sir dung céc bién phap diéu tri ho tro ngd doc chung. Chua biét
glantamin cung cac chat chuyén hoa c6 bi loai bo bang thim phan khong (thAm phan mang bung, thin
nhén tao).

Fé g giam doc 1L
A0 1y Chit lwgng~

-

TUQ.CUC TRUONG
P TRUGNG PHONG

4é s Mink Ha ung



