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NOI DUNG HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén thudc: Nivalin 5mg tablets
2. Cac chu khuyén ciao
Doc kj huong dan sir dung thuée trude khi dung
Dé xa tam tay tré em
Théng bdo ngay cho bdc sy hodc duoc st nhitng tdc dung khéng mong muon gap phdi khi sie
dung thuéc
Thudc bdn theo don
3.Thanh phén, ham lwong cia thude: MJi vién chira:

Galantamin hydrobromid 5 mg
Td duwoc: Lactose monohydrat, bot mi, talc, magnesi stearat, cellulose microcrystallin, calci
hydrogen phosphat dihydrat
4. Mo ta san phadm: Vién nén tron mau tring
5. Quy cach déng goi: Hop 1 vi x 20 vién
6. Thudc dung cho bénh gi?

- Nivalin dugc dung dé diéu tri chimg sa sat tri tué tir nhe dén trung binh trong bénh
Alzheimer
7. Nén ding thudc nay nhw thé nao va liéu lugng?

Liéu hang ngay 1 vién/lan x 2 lan/ngay, tdt nhét 14 vio cic bita dn sang va tdi. Duy
tri trong 4 tuan, sau do lidu c6 thé tang 1én 2 vién/lan x 2 1an/ngay. Liéu ting tiy thudc vao
d4p tmg ciia timg bénh nhan. Tang liéu chi khi c¢6 chi dinh ctia béc si.

Déi véi nguwoi suy gan mirc dp trung binh: Khong nén ding vuot qud 3 vién/ngay. Khong
dung cho nguoi suy gan ning

Doi véi bénh nhan suy thin mirc dp trung binh: Khong nén ding vuot qua 3 vién/ngay.
Khong dung cho bénh nhéan suy thin ning

Thoi gian diéu tri:

Thoi gian diéu tri thay dbi trong pham vi rong tir vai tudn tdi vai nam tiy thudc vao
tinh trang bénh va su dung nap ctia bénh nhan. Trong truong hop cé tic dung phu xuét hién
nén giam liéu hodc nglmg diéu tri voi Nivalin trong 2-3 ngay va sau d6 bét dau lai véi lidu
thdp hon. Néu ngimng diéu tri Nivalin trong thoi gian dai, khi bit diu diéu tri lai nén bat dau
tir lidu thdp nhat sau d6 ting dan dé dat liéu duy tri tdi uu.

Nén tham khao y kién bac s néu da dimg diéu tri véi Nivalin trong thdi gian dai.
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8. Khi nao khéng nén diing thudc nay?

Man cam véi bat ki thanh phan nao cta thude

Suy gan ning (diém child- Pugh > 9)

Suy thin nidng (d0 thanh thai creatinin dugi 9ml/phut)

Khéng dung cho tré em vi chua xdc dinh dugc liéu an toan ¢ hiéu qua.

Bénh nhan déng thoi suy giam nhiéu chtrc nang gan va than
9. Tac dung khéng mong mudn

Thuong gap, ADR>1/100

Budn non, nén, tiéu chay, chan an, sut can, dau bung, kho tiéu.

It gap, 1/1000<ADR<1/100

Tim mach: Nhip tim chdm, ha huyét ap tu thé, suy tim, bléc nhi thét, hdi hop, rung
nhi, khoang QT kéo dai, bléc nhanh, nhip nhi nhanh, ngét.

Tiéu hoa: Kho tiéu, viém da day — rudt, chidy mau tiéu hoa, khé nudt, tang tiét nuée
bot, nic.

Than kinh trung vong: Chéng mat, mét mai, nhirc dau, run, giat co, co giat, tram
cam, mat ngu, ngi ga, 14 14n, hoi ching loan than.

Tiét ni¢u: Tiéu tién khong kiém ché duoc, tiéu tién nhidu 1an, di tidu dém, dai mau,
viém dudng tiét niéu, bi tiéu tién, soi than.

Chuyén héa: Tang dudng huyét, ting phosphatase kiém.

Khac: Thiéu mau, chay mau, ban dd, chay mau cam, giam tiéu cau, viém miii.

Hiém gap, ADR<1/1000

Thung thuc quan.
Huwéng din cach xir tri ADR

Céc tac dung khong mong mudn trén dudng tiéu hoa (ndn, budn nén, tiéu chay, chan
an, sut can) thudong gap nhét va ting theo lidu dung. Dé giam bét céc tac dung khéng mong .ﬁ
mubn nay, nén ding galantamin véo bira an, dung thudc chbng nén, udng di nude
10. Nén tranh dung nhirng thuéc hojic thye phim gi khi dang sir dung thuéc nay?

Khi gdy mé: galantamin hiép dong tic dung v6i cic thude gidn co kiéu
succinylcholin dung trong phau thuat.

Thude khéng cholinergic: Péi khang véi tac dung cuia galantamin.

Thube kich thich cholinergic (chdt cha véan cholinergic hodc chit wc ché

cholinergic): Hiép dong tac dung khi ding ddng thoi.

e
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Thube chéng viém khéng steroid (NSAIDs): Galantamin gay ting tiét dich duong
tiéu hoa ciia NSAIDs, tang nguy co chay méu tiéu hoa.

Céc thudc 1am cham nhip tim nhu digoxin va cdc chét e ché beta: C6 kha nang xay
ra tuong tac vdi galantamin.

Twong tdc dwoc dong hoc:

Céac thube cam ung hoac uc ché cytochrom Pysp ¢6 thé lam thay doi chuyén hoa
galantamin, gdy tuong tac dugc dong hoc.

Cimetidin, paroxetin: Lam tang dién tich duéi duong cong ndng do- thoi gian cia
galantamin.

Amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh thai galantamin.

11. Cén lam gi khi mét lin quén khéng diung thudc?

Khong nén ding mot liéu gap doi dé bu cho lidu da quén.

Khi mot 1an quén khong dung thubc thi nén dung lidu d6 ngay khi ban nhé ra. Tuy
nhién, néu gin véi thoi diém uéng liéu ké tiép thi ban nén bo qua liéu di quén va tiép tuc
dung theo liéu trinh binh thuong.

12. Cén bio quan thudc nay nhu thé nao?

Trong bao bi kin, & nhiét do dudi 30°C, dé noi khé rdo, tranh anh sdng
13. Nhirng ddu hiéu va triéu chirng khi dung thudc qua liéu:

Bubn non, ndn, co thit dudng tiéu hoa, tiéu chay, ting tiét dich (chdy nude mit, nude
mili, ting tiét nuge bot, mod hoéi), nhip tim cham, tut huyét ap, co giat, li¢t co, hodc co cling
co, suy ho hap va co thé gay t vong.

14. Can phai lam gi khi dung thudc qua liéu khuyén cdo

Giai doc dic hidu bang thube khang cholinergic nhu dung atropin tiém tinh mach bét
ddu tir 0,5 dén 1,0 mg, cho dén khi c6 dap tng. Ddng thdi sir dung cac bién phap diéu tri hd
trg ngd doc chung. Chua biét galantamin cing céc chét chuyén héa cé bi loai bo bing thim
phan khéong (thdm phan mang bung, thin nhén tao)

15. Nhirng diéu cén théin trong khi dung thuéc nay
15.1 Thin trong chung:
Ciing nhu cic thudc kich thich hé cholinergic khéc, cin st dung than trong

galantamin trén cac doi tuong sau:

/U/LPO/ |
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Trén hé tim mach: Thubc gy chdm nhip tim, bléc nhi thit nén cin ddc biét than
trong doi véi ngudi ¢6 loan nhip trén thit va nguoi dang dung céc thudc lam chdm nhip tim.
Tac dung khong mong mudn trén tim mach cén than trong vdi bat ky dbi trong nao.

Trén hé tiéu héa: Thudc lam ting tiét dich vi, can sir dung than trong trén cac di
tugng ¢6 nguy co cao nhu nguoi ¢ tién sir loét da day — ta trang, nguoi dang ding thube
chéng viém khong steroid (NSAIDs).

Trén hé tiét niéu: Do tac dong trén h¢ cholinergic nén thudc c6 thé gay bi tidu tién.

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

Trén hé hé hdp: Thube gdy tac dong trén hé¢ cholinergic nén phai than trong déi voi
ngudi c6 tién st bénh hen hoic bénh phdi tic ngh&n man tinh.

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

Cén than trong khi gdy mé dung thudc succinylcholin va cac thube chen than kinh co
khdc & nguoi dang dung galantamin vi thudc nay c6 thé lam ting tac dung cta thudc gay
gidn co.
15.2.8t dung cho phu nit ¢6 thai va cho con bii:

Thoi ky mang thai

Chua c6 nghién ctru trén ngudi mang thai. Nghién ctu trén dong vat cho théy
galantamin lam cham qua trinh phat trién cta bao thai va dong vat méi sinh. Can than trong
khi dung cho ngudi mang thai.

Thoi ky cho con bu

Chua xéc dinh dugc galantamin c6 qua sita me hay khong. Tuy nhién, khong chi dinh
dung thudc ddi véi phu nir thoi ky cho con bi hodc khi ding galantamin khong nén cho con
bl me.
15.3. Anh hwdng ciia thuéc lén kha nang van hanh mdy méc, li tiu xe, ngwdi lim viéc ;”
trén cao va cdc trwong hgp khdc: Than trong khi ding cho nguol van hanh may moc, lai
tau xe, nguoi lam viéc trén cao va cic trudng hop khac vi thude co6 thé gay chdéng mat va
budn ngi
16. Khi nao cin tham vén bac sy, duge si

Khi ¢6 diu hiéu bat thuong thi lién hé voi béac sy hodc duoc si.
17. Han dung ciia thube : 60 thang ké tur ngay san xuat.

km_ét)*
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18. Tén, dia chi, biéu twong (néu c6) ciia co' sé san xut :
SOPHARMA AD
16, Iliensko Shosse Str., 1220 Sofia, Bulgaria
19. Ngay xem xét sira d6i, cAp nhat lai ndi dung hwéong din s dung thude:
NOQI DUNG HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Pic tinh dwgc lwc hoe, dwgc dong hoc
1.1 .Déc tinh dwgec luc hoc

Nhém dwge ly: Chdng sa sut tri tué

Ma ATC: N0O6DA04

Galantamin 1a chit rc ché acetylcholinesterase ¢ tinh chét canh tranh va hdi phuc
dugc. Galantamin gén thudn nghich va lam bét hoat acetylcholinesterase, do do trc ché thay
phan acetylcholin, lam ting ndng dd acetylcholin tai synap cholinergic. Ngoai ra thudce con
lam tidng hoat tinh cta acetylcholin trén thu thé nicotinic. Su thiéu hut acetycholin & vé nio,
nhan trdm va hdi mid dugc coi 1a mot trong nhitng dic diém sinh ly bénh sém cia
Alzheimer, gdy sa sit tri tué va suy giam nhan thtc. Chat khang cholinesterase nhu
galantamin 1am ting ham lugng acetycholin nén lam giam dién bién cua bénh. Téc dung cia
galantamin c6 thé giam khi qua trinh bénh tién trién va chi con it noron tiét acetycholin con
hoat dong.

1.2. Dic tinh dwgc dong hoc:

Galantamin dugc hdp thu nhanh va hoan toan. Sinh kha dung cta thube khi ding qua
duong ubng khoang 90%. Thirc in khong tac dong dén dién tich dudi dudong cong (AUC)
nhung nong do tdi da (Cmax) giam khoang 25% va thoi gian dat duge nong do dinh (Tmax)
bi cham khoang 1,5 gid. Thude dat ndng do dinh sau khi ubng 1 gir

Galantamin lién két véi protein huyét twong thip, khoang 18%. Thé tich phan bd
trung binh ctia thudc 1a 175 lit

Galantamin chuyén hoa & gan théng qua cytochrom P450 (chii yéu do isoenzym 2D6
va 3A4) va lién hop glucuronic.

Khoang 20% galantamin thai trir qua than duéi dang khong déi trong vong 24 gior &
ngudi c6 chirc nang than binh thudng (biéu thi d¢ thanh thai than 65ml/phut), khoang 20-
25% do thanh thai toan bo huyét tuong 1a 300ml/phut. Nira di ciia galantamin 1a 5-7 gio.

Suy gan: O ngudi suy gan vira, sau khi udng 1 liéu galantamin, do thanh thai

galantamin bi giam khoang 25% so v6i ngudi binh thuong.

/L.ﬂ%/
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Suy than: Sau 1 liu duy nhit 8mg, AUC ting khoang 37% & ngudi suy than vira va
67% & nguoi suy than nang so véi nguoi binh thuong.

Ngudi cao tudi: Ndng do galantamin cao hon so véi nguoi khée manh 30- 40%
2. Cong dung, liéu dung va cach dung, chéng chi dinh
2.1. Cong dung
- Nivalin dugc dung dé diéu tri chimg sa sut tri tué tir nhe dén trung binh trong bénh
Alzheimer
2.2.Liéu diing va cich dung

Liéu hang ngay 1 vién/lan x 2 lan/ngay, tbt nhat 1a vao cac bita in sang va tbi. Duy
tri trong 4 tuin, sau d6 liéu co thé ting 1én 2 vién/lan x 2 lan/ngay. Liéu ting tiy thudc vao
dap tmg ciia ting bénh nhan. Ting lidu chi khi c6 chi dinh cua bac si.
Déi véi ngwoi suy gan mirc dp trung binh: Khong nén dung vuot qué 3 vién/ngay. Khong
dung cho ngudi suy gan nang
Déi véi bénh nhan suy thin micc dp trung binh: Khong nén dung vuot qua 3 vién/ngay.
Khong dung cho bénh nhéan suy thdn nang

Thoi gian diéu tri:

Thoi gian diéu tri thay ddi trong pham vi rong tir vai tuln t6i vai nam tiy thude vao
tinh trang bénh va su dung nap ctia bénh nhan. Trong trudng hop co tac dung phu xuét hién
nén giam liéu hoic ngirng diéu tri véi Nivalin trong 2-3 ngay va sau d6 bat dau lai véi lidu
thép hon. Néu ngimg diéu tri Nivalin trong thoi gian dai, khi bit du didu tri lai nén bit dau
tir liéu thép nhét sau d6 tang dan dé dat liéu duy tri tbi wu.

Nén tham khdo y kién béc si néu da dimg diéu tri véi Nivalin trong thoi gian dai.

2.3. Chong chi dinh

Mién cam véi bat ki thanh phin nao cia thube

Suy gan ning (diém child- Pugh > 9)

Suy thdn ndng (40 thanh théi creatinin dudi 9ml/phut)

Khong dung cho tré em vi chua xac dinh duge liéu an toan c6 hidu qua.

Bénh nhan dong thoi suy giam nhidu chirc ndng gan va than
3. Cic trudng hop thin trong khi ding thude
3.1 Than trong chung:

Ciing nhu cac thudc kich thich hé cholinergic khac, cin sir dung thin trong

galantamin trén cac doi tugng sau:

A

/'&

b= |



https://nhathuocngocanh.com/

Trén hé tim mach: Thube gdy cham nhip tim, bléc nhi thit nén cin dic biét than
trong ddi véi ngudi ¢ loan nhip trén thit va ngudi dang dung cac thude lam cham nhip tim.
Tac dung khong mong mudn trén tim mach can than trong véi bat ky dbi tuong nio.

Trén hé tiéu héa: Thudc lam tang tiét dich vi, cdn sir dung than trong trén cac dbi
trong ¢ 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 gdy bi tiéu tién.

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

Trén hé hé hdp: Thube giy tac dong trén hé cholinergic nén phai than trong ddi vai
nguoi co tién sir bénh hen hodc bénh phéi tic nghé&n man tinh.

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

Can than trong khi gdy mé dung thudc succinylcholin va cac thude chen than kinh co
khac & nguoi dang ding galantamin vi thudc nay c6 thé 1am ting tac dung cia thudc gdy
gian co.

3.2. St dung cho phu nit co thai va cho con bu:
Thoi ky mang thai

Chua c6 nghién ciru trén ngudi mang thai. Nghién ctu trén dong vat cho thdy
galantamin lam cham qua trinh phat trién cua bao thai va dong vat mai sinh. Cén than trong
khi dung cho nguoi mang thai
Thoi ky cho con bu

Chua xac dinh dugc galantamin c6 qua sita me¢ hay khong. Tuy nhién, khong chi dinh
dung thudc dbi véi phu nir thoi ky cho con bu hodc khi ding galantamin khong nén cho con
bl me.

3.3 Anh hwéng ciia thuoc lén kha ning van hanh mdy méc, ldi tau xe, nguwoi lam viéc
trén cao va cdc truong hop khdc: Théan trong khi dung cho nguoi van hanh may mdc, lai
tau xe, ngudi 1am viéc trén cao va cac trudng hop khac vi thude c¢6 thé giy chong mat, budn
ngu

4. Twong tac ciia thudc véi cac thude khac va cac loai twong tac khac:

Tuong tdc duoc luc hoc:

/1‘0( . ’
e )
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Khi gdy mé: galantamin hiép ddéng tic dung véi cic thubc gidn co kiéu
succinylcholin dung trong phéu thuét.

Thudc khang cholinergic: Péi khang véi tac dung cta galantamin.

Thubc kich thich cholinergic (ch4t chi van cholinergic hodc chdt tc ché
cholinergic): Hiép dong tac dung khi diing dong thoi.

Thubc chdng viém khong steroid (NSAIDs): Galantamin gay tang tiét dich duong
tiéu hoa ciia NSAIDs, ting nguy co chay mau tiéu hoa.

Céc thude lam chdm nhip tim nhu digoxin va cac chét trc ché beta: C6 kha ning xay
ra twrong tac véi galantamin.

Tuwong tdc duwoc dong hoc:

Céc thudc cam tng hodc e ché cytochrom Pysp ¢6 thé 1am thay ddi chuyén hoa
galantamin, gay tuong tac dugc dong hoc.

Cimetidin, paroxetin: Lam ting dién tich dudi duong cong ndng do- thoi gian cua
galantamin.

Amitriptylin, fluoxetin, fluvoxamin, quinidin: Lam giam thanh thai galantamin.
5. Téc dung khong mong mudn:

Thuong gdp, ADR>1/100

Budn nén, non, tiéu chay, chan an, sut cén, dau bung, khé tiéu.

It gap, 1/1000<ADR<1/100

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

Tiéu hoéa: Khé tiéu, viém da day — rudt, chay mau tiéu héa, kho nubt, ting tiét nude
bot, néc.

Thén kinh trung uvong: Chong mat, mét moi, nhirc déu, run, giat co, co giat, tram
cam, mét ngi, ngl ga, 1a 1dn, hoi chung loan thin.

Tiét nidu: Tiéu tién khong kiém ché dugc, tiéu tién nhidu 1an, di tiéu dém, dai mau,
viém duong tiét niéu, bi tiéu tién, s6i than.

Chuyén hoa: Ting dudng huyét, ting phosphatase kiém.

Khéc: Thiéu mau, chdy mau, ban dd, chdy mau cam, giam tiéu cau, viém miii.

Hiém gdap, ADR<1/1000

Thung thyc quan.
Hwéng din cich xir tri ADR

/L./lm/
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Céc tac dung khong mong muén trén dudng tiéu hoa (ndn, budn ndn, tiéu chay, chan
an, sut can) thuong gdp nhat va ting theo lidu dung. Dé giam boét cac tic dung khong mong
mudn nay, nén ding galantamin vao bita an, dung thudc chdng nén, ubng di nude
6. Qua liéu va xir tri:

Buon nén, ndn, co that dudng tiéu hoa, tiéu chay, tang tiét dich (chay nuée mét, nudc
miii, ting tiét nude bot, md hoi), nhip tim cham, tut huyét ap, co giat, liét co, hodc co cling
co, suy ho hap va c6 thé gy tr vong.

Giai doc ddc hiéu bang thude khang cholinergic nhu dung atropin tiém tinh mach bét
dau tir 0,5 dén 1,0 mg, cho dén khi ¢6 dap tmg. Dong thoi sir dung cac bién phap diéu tri hd
trg ngd doc chung. Chura biét galantamin cung cac chét chuyén héa c6 bi loai bé bing thim
phan khong (thim phan mang bung, than nhan tao)

7. Cac dau hiéu can luru y va khuyeén cdo: Khong co6

st

e

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Ghi Vin Hank,

o



