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solution for injection 1 ml

galantamine hydrobromide

Composition: 1ml solution contains:

Galantamine hydrobromide 5mg

Excipients: sodium chloride, water for injections.
Indications, Dose and administration, Contra-indication,
Side-effects, Drug interaction: Please see the insert paper
Storage: Store in the original package in order to protect from light.
Store below 25°C. Do not freeze.

Shelf life: 05 years.

Specification: In house.

READ THE PACKAGE LEAFLET BEFORE USE

KEEP OUT OF THE REACH AND SIGHT OF CHILDREN
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Doc ky hudng din sir dung truée khi diung
Dé xa tim tay tré em

NIVALIN

[Thanbphé{] : Mdi éng tiém chira

Galantamine hydrobromide Smg
Td dwge: Sodium Chloride, Water for injection
[Cée dic tinh duge lue hoc]

Galantamin 1a chit e ché acetylcholinesterase cé tinh chat canh tranh va hdi phuc
duge. Galantamin gén thuan nghich va lam bét hoat acetylcholinesterase. do do6 (rc ché thuy
phén acetylcholin, lam tang ndng do acetylcholin tai synap cholinergic. Ngoai ra thude con
lam ting hoat tinh cta acetylcholin trén thu thé nicotinic.

[Cac dic tinh dugc dng hoc]

Galantamine dugc hap thu nhanh chéng sau khi tiém dudi da. Nong dé dinh sau khi
tiém dudi da & 1iéu 10mg dat duoc sau 2 gid.

Galantamine lién két it véi protein. Thude dé dang qua hang rao mau ndo va duge
tim thiy & cac md trong nio.

Galantamine chuyén héa & gan nho cytochrom P450 (CYP3A4 va CYP3D6).
Galantamine chuyén hoa sinh hoc cham va ¢6 khoang 5-6% chét khéng co hoat tinh dugc
tao thanh nho loai methyl. San phim chuym hoa gom apigalantamine. galantaminone va
nmgalantamme duge tim thay trong huyét tuong va nudc tiéu.

Thoi gian ban thai khoang 5 gio. Thai trir tir trung tdm nhanh hon so vol ngoai vi.
Galantamine dugce thai trir chu yéu qua dich loc cdu than. Do thanh thai ¢ than cua
galantamine 1a 1,4 ml/phat/kg. Khi tiém duoi da, galantamine khong chuyén hoa va cac chat
chuyén héa duoc thai trir qua nuwdc tiéu. Khong lién hop o gan va thai trir qua mat thap tur
0,2 + 0,1% trong 24 gi. Cac dit liéu nghién ctru 1dm sang cho thay, galantamine thai trir
thap hon & bénh nhan c6 d6 thanh thai creatinine giam.

[Chi dinh] '
Thén kinh ‘

- Bénh thén kinh ngoai vi c6 lién quan dén céc rdi loan van dong (viém nhiéu ré than
kinh, bénh than kinh r&, viém day than kinh, viém da day than kinh)
- Dung trong diéu tri liét vén dong sau khi bi bénh tuy song (sau khi méc bénh nhicu
khuén lam viém tiy séng, v1em cot song, teo co xwong song)
- Nivalin diéu trj tinh trang mét kha nang van dong sau khi dot quy, liét ndo ¢ tré em.
- Ngoai ra con duoc dung diéu tri cac bénh nhu yéu co. loan dudng co.
Trong gAy mé va phéu thuat:
- Nivalin 1am mat tac dung cua nhimg thude chen khong khu cuc than kinh co va diéu
tri liét rudt va bang quang sau phiu thuét.
Vit Iy tri lieu
- Didu tri cac tén thuong hé than kinh ngoai vi, chimg dai ddm vao ban dém
Giai doc
- Nivalin ding dé giai dgc atropine va cac chat tuong tu atropine.
[Liéu ding va cich sir dung]
Nivalin ding theo su giam sat clia bac si. Liéu luong va thoi gian diéu tri phu thude
vao muc d§ ndng va loai bénh.
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_Nivalin dugc ding bang duong tiém dudi da, tiém bap hodc tiém tinh mach.
Tzong didu tri bg\m't than kinh
gzrm AR 1y N A\
| Lleu ban\i’éh thuong 1a 2.5mg. Liéu co thé duoc tang dan dé dat dugc tac dung toi wu
|. ductc X4¢ dinh béi li)ac sT. Liéu don 16n nhét dung cho ngudi 16n 1a 10mg va liéu téi da hang
mgayrla‘ 20mg, _el-'ﬂa/ 2-3 liéu bang nhau,
Trc’ om. <>
heu-elé‘m dudi da & tré em do béc si xac dinh, phu thude vao do tudi va cin nang.
Trong gdy mé, p!mu thudt va giai djc
Nivalin tiém tinh mach voi liéu 10- -20mg hang ngay. Trong diéu tri liét rudt va bang
quang sau khi phau thuét, Nivalin dung 2-3 1an/ngay, liéu dung do bac s chi dinh.
Tré em
Liéu tiém tinh mach & tré em phu thude vao can nang va do tudi.
Trong vat Iy tri lidu
Trong vat Iy tri liéu, Nivalin dwoc ding qua iontophoresis voi liu 2.5-5mg (voi dong
dién 1-2mA) trong 10 phut voi khoang thoi gian 10-15 ngay.
[Chong chi dinh]
Man cam véi bét ki thanh phan nao ctia thude
Hen phe quan (kho tho)
Nhip tim chadm hoic réi loan dan truyen tim mach (block nhi that)
Bénh thiéu méu co tim cuc bo (suy yéu kha nang cung cap méau cho co tim) hodc suy
tim ndng (suy giam chirc nang tim)
Bénh dong kinh
Bénh tang van dong bt thuong

Bénh gan hoic thin nang. %
[Thén trong]

Neu ban bi héi ching yéu & nit xoang (rdi loan sy hinh thanh xung dién ¢ tim) hoac
cac ri loan dan truyén & tim.

Str dung nhitng thude lam cham nhip tim (digoxin, chen beta)

Néu da timg c6 ndng do kali cao hoac thip trong mau.

Bi bénh Parkinson (run, cing, mét masklike, cur dong chdm va 1€ chan. dang di kho
khan)

Bi bénh phdi cap hodc man tinh (bénh phoi tac nghén man tinh-COPD)

Bénh nhén suy than nhe hodc bi tiéu tién; gin diy phau thuat tuyén tién liét hodc
bang quang, gy mé phau thuat.

Nhitng truong hop bi giam c¢an trong qua trinh diéu tri Nivalin thi cin phai theo doi
can nang.

Sit dung cho phu nir co thai va cho con bii:

Nén hoi y kién béc s trude khi sir dung. Hién chura ¢6 nghién ciru vé tinh an toan cua
Nivalin khi dung cho phu nit co thai va cho con bu nén khéng nén su dung cho cac doi
tuong nay.

Anh hwing dén kha ning ldi xe va van hanh mdy méc.

Nivalin c6 thé 1a nguyén nhan gay réi loan thi giac, chéng mit va budn ngu vi vay
anh huong dén kha ning lai xe va van hanh may méc.
[Tac dung khong mong mudn|

Cung giong nhu nhitng thube khac, Nivalin ¢6 thé gdy ra tac dung phu nhung khéng
phai tAt ca nhirmg ngudi dung déu bi.
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/J}L'u@lin c6 thé lam cham hodc rdi loan nhip tim (danh 11'6]1L nguc). dau tic o ving
npn,_buo' 06n, di ngoai, soi bung, dau bung. Thinh thoang c6 biéu hién tang hoac giam
. {t;rct,ap Mot\v | tri¢u chimg khac nhu: co ddng tir, ting tiét nudc bot va moé hoi, tang u.ha\
II: nurde miui, mro‘cmﬁt va dich phé quan, budn ngu, co cimg co, hoa mat, dau dau, tho gip
k véfhoﬁc thé kho. r*4"0t vai truomg hop bj mat cam giac dn ngon va giam can da dugc mo ta.
an lmg,di Lr):;g g0m: ngura, phat ban da, ndi mé day co thé xay ra ¢ mot vai benh nhan.
Phén ung quﬁ’ ﬁﬁn nhu mét y thuc da quan sat o truomg hop rleng biét.
= Néu can thém théong tin xin hoi y kién bdc sy
Tho"ng bdo cho bdc sy nhirng tac dung khong mong muédn gdp phdi khi sii dung thuic
[Tuwong tac thudc] , , '

Can phai hoi y kién bac si néu ban dang dung hoac vua dung nhimg thuoce khac nhur:
thude diéu tri chirng loan nhip tim hoac huyét 4p cao (quinidine, digoxin, chen beta nhu
atenolol, propranolol); khang sinh (gentamicin, amikacin, erythromycin): thude chéng tram
cam (paroxetine, fluoxetine); ketoconazol (diéu tri nhiém trung nam); ritonavir (dicu tr1
AIDS)

[Qua liéu va xir tri]

Hién chua ghi nhén truong hop nao bi qua liéu Nivalin ké tir khi thude nay dugc su
dung dudi su giam sat cua bac si. Tuy nhién, néu ban nghi ban di dung qua nhiéu thi nén
thong béo cho bac si cia ban. Néu cin thém thong tin vé san phim xin hay hoi y kién cua
bac si.

[Pwdng dung]

Tiém bip, tiém dudi da, tiém tinh mach
[Dang bao ché]

Dung djch tiém
[Dong goi]

Hop 10 6ng 1ml
[Han dung]

05 nam ké tir ngay san xuét
[Bdo quin]

Bao quan trong bao bi kin tranh anh sang. Dé duéi 25"C. Khong dé dong lanh.

Khong str dung khi da qua han su dung ghi trén nhan
[Tiéu chuén|

Nha san xuat

Nha sén xuat %
SOPHARMA PLC /
16. [liensko Shosse Street. 12
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