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ASSOLIN® 1000 mg
Citicoline 1000mg / 4ml

Composition:Each ampoule 4m/ contains:
Citicoline (as Citicoline sodium) ................ 1000 mg
Indications, dosage and other informations:
Refer to package insert for use instructions.
Storage: Store in original pack, in a dry and cool
place, at temperature not exceed 30°C.
Specification: Manufacturer's.

Keep out of reach of children.

Carefully read the package Insert before use.
Manufactured and packaged by:
LABORATORIO ITALIANO BIOCHIMICO
FARMACEUTICO LISAPHARMA S.P.A.

Via Licinio, 11-22036 ERBA (CO), Italy.
Controlled and released by:

IDIFARMA, DESARROLLO FARMACEUTICO, S.L.
Poligono Mocholi, C/ Noain, n°1 de Noain, 31110
(Navarra), Spain.

MA Holder: ASSOPHARMA®

480C Nguyen Thi Thap Street, Tan Quy Ward,
District 7, HCMC, Viet Nam.
www.assopharma.com

Reg. No.:

Importer:
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Rx Prescnplion only

ASSOLIN®1000mg

Citicoline 1000mg / 4ml

Solution for Injection (IV/IM use)" :

Box of 10 ampoules x 4ml
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Please apply sub-label here

RX Prescription-Grly

ASSCLIN®1000mg

Citicoline 1000mg / 4ml

Soludor-for Injection (IV/IIM use)

¢+ Hox éf 10 ampoules x 4ml

ASSOPHARMA®
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Nhan éng
KT: 35 x 25 mm

RX Prescription only

ASSOLIN®1000 mg
Citicoline (sodium) 1000mg / 4ml
Solution for Injection (IV/IM use)

Ampoule 4ml

Manufactured and packaged by:

LISAPHARMA S.PA., Italy

Controlled and released by: IDIFARMA S.L., Spain
Lot

Exp.

N&i dung ghi nhan phu
KT: 68 x 70 mm

Rx Thuéc ban theo don

ASSOLIN®1000mg
Citicolin 1000mg / 4ml
Dung dich tiém (tiém tinh mach/ tiém bap)
Méi éng 4ml chira:
Citicolin (dwéi dang Citicolin natri) ... 1000 mg
Hop 10 ng x 4ml.
Bao quan: Bdo quan trong bao bi gc, noi khé rao, thoang mat, nhiét
d6 khong qua 30°C.
Chi dinh, chéng chi dinh, liéu dung va cac théng tin khac: Xem
trén t& HDSD kém theo.
D& xa tim tay tré em.
Poc ky hwéng dan sir dung treére khi diing.
S6 16, NSX, HD: Xem "Lot, Mfg., Exp." trén bao bi.
Nha san xuit va déng gé6i: LABORATORIO ITALIANO
BIOCHIMICO FARMACEUTICO LISAPHARMA S.P.A.
Via Licinio, 11-22036 ERBA (CO), Y.
Nha xuét xwéng: IDIFARMA, DESARROLLO FARMACEUTICO, S.L.
Poligono Mocholi, C/ Noain, n°1 de Noain, 31110 (Navarra),
Tay Ban Nha.
Chu sé& hiru SDK: ASSOPHARMA®
480C Nguyén Thi Thap, P.Tan Quy, Q.7, TP.HCM, Viét Nam.
SBbK:
NNK:




Rx
ASSOLIN® 1000 mg

DPoc kf t¢ huéng dan sir dung trude khi dung vi co

nhiing thong tin quan trong cho ban.

- Hay giir to huéng dan st dung nay. C6 thé ban s&
can doc lai.

- Dé xa tdm nhin va tam tay tré em. Doc k¥ huéng
dan sir dung trudce khi dung.

~ Thuc nay chi ding theo don thudc.

- Néu can thém thong tin xin héi ¥ kién bac si hodc
duoc si.

- Thubc nay chi ké don cho riéng ban. Khong dua
thudc cho ngudi khac st dung vi ¢6 thé gay nguy
hiém cho ho mic dau ngudi dé c6 triéu ching
bénh gidng ban.

- Thong bao ngay cho bac si hodc dugc si nhing tac
dung khong mong mudn gap phai khi st dung
thudc, bao gdm ca nhiing tac dung khong mong
mudn khong dugc liét ké trong to hudng dan sir
dung nay.

1.Thanh phén cong thirc thude:

Thanh phan hoat chat: Citicolin (dang mubi natri)

1000 mg/4 ml

Thanh phan td dwoc: Nube cat pha tiém, acid

hydrochloric (dé diéu chinh pH)

2.Dang bao ché:

Dung dich tiém (tiém tinh mach/tiém bap).

M6 ta: Dung dich trong sudt, khong mau, khong cé

phan tir la.

3.Chi dinh

Giai doan cép ctia chan thuong so ndo kém roi loan

tri gidc & nguoi 1on

4.Liéu ding, cich dung

Liéu ding: Liéu lugng trung binh 500 - 750 mg

trong 24 gio.(MOH)

Nguoi gia: khong can diéu chinh licu.

Tré em: dd an toan va hiéu qua cua thude dung cho

tré em chua duoc chimg minh, chi dung thude cho

tré em khi loi ich diéu tri cao hon nguy co gay hai.

Cach dung:

- Thubc duoc dung qua dudng tiém bép hodc tiém

truyén tinh mach. Tuy nhién, duong tiém truyén tinh

mach duoc uu tién st dung hon so voi duong tiém
bép. Trong truong hop tiém tinh mach, tbe do tiém
phai cham (3-5 phut tuy thudc liéu). Trong trudng

hop truyén tinh mach, tde do truyén phai tu 40 — 60

giot/phut).

- Néu quén dung mot liéu, bénh nhan nén dung lidu

ké tiép nhu binh thuong. Khong nén dung lidu gap

d6i v6i y nght bu cho liéu da quén.
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- Néu mudn ngung dung citicolin, nén tham khao y
kién béc si. Khong nén tu y ngung diéu tri ma khong
c6 ¥ kién ctia bac si.

- Thube dugc déng goi cho mot lan dung. Dung dich
phai dugc dung ngay sau khi mé& lo thude. Loai bod
tit ca cac thude con lai sau khi st dung. Khong ¢6
yéu cau dic biét vé xir 1y thude sau khi sir dung.
5.Chéng chi dinh

- Qua man véi citicolin hodc véi bét ky thanh phan
nao cua thudc.

- Tang truong luc hé than kinh phé giao cam voi
cac triéu ching nghiém trong nhu tut huyét ap
nang, dd mod hoéi, nhip tim nhanh va ngat xiu.

6.Canh bao va than trong khi dung thube

Trong truong hop chay mau ndi so xuat hién dot

ngdt va dai dang, lidu khuyén cao khong vuot qua

1000 mg mdi ngay va can truyén voi tdc do truyén

rat cham (30 giot/phut).

7. Sw dung thudc cho phu nit ¢6 thai va cho con
bu

Phu nit co thai

Khong c¢o6 dir ligu veé st dung thude trén phu nir co6

thai. Chi nén dung thudc néu loi ich vuot trdi so véi-—

nguy co.
Phu nit cho con bu
Chua biét citicolin natri va cac chit chuyén hoa cua

I

n6 c6 dugc bai tiét vao sita me hay khéng,~do do:

khong thé loai trir nguy co gay hai cho tré so smh va.

tré ba me.

Can nhic gitta loi ich cla tré khi ba me va loi 1ch '

ctia me khi duoc diéu tri dé quyet dinh nén cho tré

ngung bl me hay me ngung ding thudc nay.

8. Anh hudng cia thudc trén kha ning 1i xe va
van hanh may méc

Chua c6 bang chiing vé anh hudng clia thude Ién kha

nang lai xe, vin hanh may moc.

9. Tuwong tac, twong ky cia thude

Tuwong tac thuoc

Citicolin lam tang tac dung cua céac thudc chua L-
Dopa.

Khoéng duge dung chung citicolin véi cac thude co
chira centrophenoxin hodc meclofenoxat.

Tuong ky:
Do khong c6 céc nghién ctru vé tinh tuong ky cua

thudc, khéng trén 1an thude nay véi cac thude khac.

10. Tac dung khéng mong mudn ciia thuoc

Néu c6 bét ky tac dung khong mong mudn nao xay
ra khi dang dung thubc nay, bao gdbm ca nhiing téc
dung khong duoc liét ké dudi day, phai thong bao
ngay cho béc sT hodc duoc si hodc béo cao cac phan
ang c6 hai cia thudc vé Trung tam Théng tin thude
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va Theo doi phan g ¢6 hai cta thudc.

Di ¢6 bdo cdo vé hién twgng kich thich ¢6 hoi
phue

Céc céac dung khong mong mudn gom:

- Rdt hiém gap (<1/10000):

Réi loan tam thin: Ao giac.

Réi loan hé than kinh: Nhirc dau, chéng mit.

Réi loan mach mau: Tang huyét 4p dong mach, ha
huyét ap dong mach.

R&i loan ho hip, 16ng nguc va trung that: Kho tho.
Réi loan da day-rudt: Budn nén, noén 6i, tiéu chay
khong thudng xuyén.

R&i loan da va m6 dudi da: Man do, may day, phat
ban, ndi ban xuit huyét.

Céc rdi loan chung: On lanh, phu né.

11. Qua lidu va cach xir tri

Qud liéu: khong co dit liéu vé st dung thube qua
liéu, khong dung thudc qua lidu chi dinh cta thude.
Vi doc tinh gii han cua thude nay, sy nhiém doc
khéng dugc du doan trude, ngay ca khi dung qua
lidu diéu tri do vo y.

Cdch xur tri khi ding qud liéu: Trong trudng hop vo
y dung qua liéu, tién hanh diéu tri triéu chimg. Tich
cuc theo di dé co bién phap xu tri kip thoi.

12. Pac tinh dwoe luc hoc

Nhoém duge ly: Cac chit kich thich thdn kinh va b6
ndo khéac.

Ma ATC: N06BX06

Citicolin kich thich su sinh tong hop phospholipid
mang té bao than kinh. Két qua, citicolin cai thién
chtrc nidng mang, nhu chic nang cta cdc bom trao
ddi ion va céc thu thé, viéc didu chinh nay can thiét
cho su dan truyén than kinh.

Do tic dung én dinh mang, citicolin giup tdng tai
hép thu khi pht ndo.

Citicolin ngdn chan su hoat hoéa mot sb
phospholipase (A1, A2, C va D), vi vy lam gidm su
hinh thanh céc gbc tu do, ngan nglra sy phd huy cua
hé théng mang té bao va bao toan hé théng bao vé
céc chat chdng oxy hoa, nhu glutathion.
Citicolin bao toan cac du trlr ndng lugn
sy hoai tr t& bao va kich thich su téng hop

g, ngan can

acetylcholin.

Citicolin duoc xem nhu mot chit bao vé du phong &
c4c md hinh thiéu méu ndo cuc bd.

Céc nghién ciru 1am sang cho thay citicolin cai thién
chirc nang cta bénh nhan bi dot quy do thiéu méu
cuc bd cip tinh mot cach déng ké, giam sy gia ting
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cac ton thuong do thiéu méau nio cuc bd khi chan
doan bang kiém tra hinh anh than kinh.

Citicolin thac déy su hoi phuc ¢ nhiing bénh nhan
chan thuong so ndo, gitp giam thdi gian va cudng
d6 cua hoi ching sau chan thuong. Citicolin cai
thién mirc d6 nhan thirc, tinh tao va co6 tac dung co
loi déi véi ching hay quén va cac rdi loan vé tinh
céch, than kinh lién quan dén dét quy.

13. Dic tinh dwge dong hoc

Citicolin d& hép thu bang dudng udng, tiém bip hay
tiém tinh mach. Nong d6 cholin trong huyét tuong
tang dang ké sau khi dung theo nhitng dudng nay.
Nhin chung, su hp thu qua dudong udng 1a hoan toan
va sinh kha dung gan nhu tuong tu v6i tiém tinh
mach.

Thubc dugc chuyén héa nhanh thanh cholin va
cytidin & thanh rudt va gan. Citicolin dugc phéan phoi
rong rai dén cac cdu tric ndo. Citicolin dén ndo va
két hop chu dong v6i cac mang ti thé va té bao, tao
thanh nhitng manh phospholipid cAu tric. |

ANy

Chi mét phan nho lidu ding xuét hién trong nudc
tiéu va phan (it hon 3%).

Khoang 12% liéu dung duoc bai tiét theo CO, qua
hoi thé. Thude dao thai qua nude tiéu qua hai giai
doan: giai doan dau, kéo dai khoan 36 gio, trong sudt
thoi gian nay tc do bai tiét giim nhanh, giai doan
thir hai tdc do bai tiét giam cham hon nhiéu. Hai giai
doan nay xay ra tuong tu ddi voi bai tiét qua hoi tho,
tdc dd dao thai giam nhanh trong khoang 15 gid dau,
sau d6 giam cham hon.

14. Quy cach déng goi:
Ong 4ml. Hop 10 bng.
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15. Piéu kién bao quan, han dung, tiéu chuén
chét lwrgng ciia thude

Piéu kién bao quan: Bao quan trong bao bi gbe, noi

kho rao, thoang mat, nhi¢t do khong qua 30°C.

Han dung: 24 thang ké tir ngay san xut

Tiéu chudn chdt heong: tiéu chuan co s

16. Nha san xuit

San xuat va déng goi boi: Laboratorio Italiano
Biochimico Farmaceutico Lisapharma, S.P.A

Via Licinio, 11-22036 Erba (CO), Y

Xudt xwong boi:

Idifarma, Desarrollo Farmaceutico, S.L.

Poligono Mocholi, C/Noain, n°l de Noain, 31110
(Navarra), Tay Ban Nha.

Ngay xem xét sira ddi, cAp nhat lai ndi dung
huwéng din sir dung thuoc o

NgayAJ( thang. .‘9.\7ném 2048
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