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533 5| = ASSOLIN® 1000 mg
-Mq 3 % ;" g‘ Citicoline 1000mg / 4ml
g ~ 3 -] = Compasition:Each ampoule 4mi contains:
6 e | N o Citicoline (as Citicoline sodium) ... 1000 mg
3 o Indications, dosage and other informations:
3 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.
(4] 3 Manufactured and packaged by:
T O g - LABORATORIO ITALIANO BIOCHIMICO
g8 || 8 FARMACEUTICO LISAPHARMA S.P.A.
g 8 @ = Via Licinio, 11-22036 ERBA (CO), Italy.
> 3 x ) Controlled and released by:
® @ ) = IDIFARMA, DESARROLLO FARMACEUTICO, S.L.
A8 o = Poligono Mocholi, C/ Noain, n*1 de Noain, 31110
-~ o~ 3 E (Navarra), Spain.
o™ |3 |5 MA Holder: ASSOPHARMA®
o G 480C Nguyen Thi Thap Street, Tan Quy Ward,
= District 7, HCMC, Viet Nam.
w www.assopharma.com
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Rx Prescoplion anly

ASSOLIN®1000mg

Citicoline 1000mg / 4ml

Solution for Injection (IV/IM use)

Box of 10 ampoules x 4ml
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Nhin éng
KT: 35 x 25 mm

Rx Prescripson caly

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

Ampoule 4ml

Manufactured and packaged by:

USAPHARMA S.P.A,, italy

Controlled and relessed by: IIFARMA 5.1, Spain
Lat

Exp.

Néi dung ghi nhan phu
KT: 68 x 70 mm

Rx Thuéc ban theo dom

ASSOLIN®1000mg
Citicolin 1000mg / 4ml

Dung dich tiém (tiém inh mach/ tiém bap)
M8i dng 4mi chira:
Citicolin (duwi dang Citicolin natri) ...
Hép 10 6ng x 4ml.
Bao quan: Bao quan trong bao bi gdc, noi khé rao, thoang mat, nhiét
dd khéng qua 30°C.
Chi dinh, chéng chi dinh, lidu diing va cic théng tin khac: Xem
trén t& HDSD kém theo
Pé xa tAm tay tré em.
Poc ki hwéng dan sir dung trirére khi ding.
S0 16, NSX, HD: Xem “Lot, Mfg., Exp." trén bao bi.
Nha san xuit va déng g6i: LABORATORIO ITALIANO
BIOCHIMICO FARMACEUTICO LISAPHARMA S.P.A.
Via Licinio, 11-22036 ERBA. (CO), Y. .
Nha xuét xwéong: IDIFARMA, DESARROLLO FARMACEUTICO, S.L.
Paligono Mocholi, C/ Noain, n*1 de Noain, 31110 (Navarra),
Tay Ban Nha.
Chu s& hiru SDK: ASSOPHARMA®
480C Nguyé&n Thi Thap, P.Tan Quy, Q.7, TP.HCM, Viét Nam.
SPK:
NNK:

... 1000 mg
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Rx
ASSOLIN® 1000 mg

Doc kj 16 hiéng dan sir dung trude khi ding vi o

nhiing théong tin quan trong cho ban.

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

- Pé xa tAm nhin va tam tay tré em. Doc ky huéng
dan sir dung trude khi dang.

- Thubc nay chi ding theo don thude.

- Néu cin thém thong tin xin hoi ¥ kién béc sT hodc
duoc si.

- Thubc nay chi ké don cho riéng ban. Khong dua
thudc cho ngudi khéc str dung vi ¢o thé giy nguy
hiém cho ho mic dau ngudi dé ¢d triéu chimg
bénh giéng ban.

- Thong bao ngay cho bac si hodc dugc si nhirng tac
dung khdéng mong muén gip phai khi s dung
thudc, bao gébm ca nhirng tic dung khéng mong
mudn khong duogc liét ké trong t& hudng dan sir
dung nay.

1. Thanh phén c6ng thirc thude:

Thanh phan hoat chat. Citicolin (dang mudi natri)

1000 mg/4 ml

Thanh phdn td dwge: Nude cat pha tiém, acid

hydrochloric (dé diéu chinh pH)

2.Dang bao ché:

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

M6 ta: Dung dich trong sudt, khong mau, khong c6

phan tir la.

3.Chi dinh

Giai doan cip clia chan thuong so ndo kém r6i loan

tri gidc 0 nguoi 1on

4.Liéu ding, cich dung

Liéu ding: Liéu lugng trung binh 500 - 750 mg

trong 24 gio.(MOH)

Nguoi gia: khong cin diéu chinh liéu.

Tré em. d6 an toan va hiéu qua cua thudc ding cho

tré em chua duoc chimg minh, chi ding thude cho

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

Cach dung:

- Thube duoc ding qua duong tiém bap hodc tiém

truyén tinh mach. Tuy nhién, duong tiém truyén tinh

mach duoc uu tién st dung hon so voi duong ti€m
bap. Trong truong hop tiém tinh mach, tdc d6 tiém
phdi cham (3-5 phit tuy thudc lidu). Trong truomg

hop truyén tinh mach, toc do truyén phai tir 40 — 60

giot/phut).

- Néu quén ding mot liéu, bénh nhan nén dung licu

ké tiép nhu binh thudong. Khong nén ding lidu gp

d6i véi y nghi bl cho liéu da quén.

- Néu mudn ngung dung citicolin, nén tham khao y
kién bac si. Khong nén tu y ngung diéu tri ma khong
c6 y kién ciia bac si.

- Thube duoc déng goi cho mot lan dung. Dung dich
phai dugc dung ngay sau khi mo lo thude. Loai bo
tAt ca céc thudc con lai sau khi st dung. Khong c6
yéu clu dic biét vé xtr ly thude sau khi st dung.
5.Chdng chi dinh

- Qué& méan véi citicolin hodc véi bat ky thanh phéan
ndo ciia thude.

- Tang truong lyc hé than kinh phé giao cam voi
cac triéu ching ngﬁiém trong nhu tut huyét &p
nang, dd md hot, nhip tim nhanh va ngét Xiu,

6.Canh bdo va thin trong khi diing thude

Trong trudng hop chay mau noi so xuat hién dot
ngdt va dai ding, lidu khuyén cao khong vuot quéa
1000 mg mdi ngay va cin truyén véi toe do truyén

rat cham (30 giot/pht). 1

7. Sir dung thudc cho phu nir ¢6 thai va cho con
bu

Phu nit co thai

Khéng ¢6 dir liéu vé str dung thudc trén phu nir ¢

thai. Chi nén dung thu6c néu lgi ich vuot trdi so voi—™

nguy co.

Phu nit cho con bu
Chua biét citicolin natri va cac chit chuyén hoa ciia

|
i

né cé duge bai tiét vao sita me hay khongdo do:

khong thé loai trir nguy co gay hai cho tré so smh m" h

tré bu me.

Can nhic giita lgi ich cia tré khi bi me va lgi 1ch '

ctia me khi duoc didu tri dé quyet dinh nén cho treé
ngung b me hay me ngung ding thudc nay.
8. Anh huong ciia thubc trén kha ning lai xe va

van hanh may méc
Chua c6 bang chiing vé anh hudng clia thude 1én kha

nang lai xe, van hanh may moc.

9. Tuwong tac, twong ky cia thube

Tuong tac thuoc
Citicolin lam tang tac dung cua cac thudc chira L-

Dopa.

Khong duoc dung chung citicolin véi céc thude cé
chira centrophenoxin hoac meclofenoxat.

Tuong ky:

Do khong ¢6 cac nghién ctru vé tinh tuong Ky cla
thude, khong tron 1an thude nay véi cac thube khéc.
10. Tac dung khong mong mubn cia thuoc

Néu c6 bat ky tac clung khong mong mudn nao xay
ra khi dang dung thudc nay, bao gém ca nhiing tac
dung khong dugc liét ké dudi day, phai thong bdo
ngay cho bdc si hodc duoc sT hodc bao cdo cac phan
trng ¢d hai cua thudc vé Trung tAm Théng tin thude
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va Theo doi phan (ng ¢6 hai ctia thude.
Da ¢6 bao cdo vé hién twgng kich thich c6 hdi

phuc
Céc cac dung khéng mong mudn gom:
- Rdt hiém gap (<1/10000):
Réi loan tam than: Ao giac.
R&i loan hé than kinh: Nhire dau, chéng mat.
Réi loan mach mau: Tang huyét 4p dong mach, ha
huyét ap dong mach.
R&i loan ho hap, 1ong nguc va trung that: Kho thd.
Réi loan da day-rugt: Budn non, nén 6i, tiéu chay
khéng thuong xuyén.
Réi loan da va mé dudi da: Man do, may day, phat
ban, ndi ban XUt huyét‘
Céc réi loan chung: On lanh, phii né.

Qua lidu va cach xir tri
Qua liéu: khong co dit liéu vé sir dung thudc qua
liéu, khdng ding thude qui liéu chi dinh cta thudc.
V&i doc tinh gidi han cua thube nay, su nhiém doc
khong dugc dy doan trude, ngay ca khi ding qua
lidu diéu tri do vo y.
Cdch xir tri khi ding qud liéu: Trong truong hop vo
¢ ding qué lidu, tién hanh diéu tri triéu chimg. Tich
cuc theo ddi dé c6 bién phap xir tri kip thoi.
12. Dic tinh duge luc hoc
Nhom duge ly: Cac chét kich thich than kinh va b
nao khac.
Ma ATC: N06BX06
Citicolin kich thich sy sinh téng hop phospholipid
mang té bao than kinh. Két qua, citicolin cai thién
chirc ning mang, nhu chic nang cua cac bom trao
ddi ion va cac thu thé, viéc diéu chinh nay can thiét
cho su din truyén than kinh.
Do tac dung 6n dinh mang, citicolin giup téng tai
hap thu khi pht néo.
Citicolin chin su hoat hoa
phospholipase (Al, A2, C va D), vi vay lam giam sy
hinh thanh cac gbe tu do, ngdn nglra sy phé huy cua

ngan mot s

hé théng mang t& bao va bao toan hé thong bao vé
céc chat chdng oxy héa, nhu glutathion.
Citicolin bao toan cac du trit nang luong
su hoai tir t& bao va kich thich sy tong hop
acetylcholin.

, ngin can

Citicolin dugc xem nhu mot chat bao vé du phong ¢
c4c m6 hinh thiéu mau ndo cuc bd.

Cac nghién ctru lam sang cho thay citicolin cai thién
chirc néng ctia bénh nhan bi dot quy do thiéu mau
cuc b cap tinh mot cach dang ké, giam sy gia ting

ye—

cac ton thuong do thiéu mau ndo cyc bd khi chan
doan bang kiém tra hinh anh than kinh.

Citicolin thic day su hoi phuc & nhitng bénh nhan
chéan thuong so ndo, gitip giam thdi gian va cuong
d6 cha hoi chimg sau chan thuong. Citicolin cai
thién muc dd nhin thie, tinh tdo va cd tac dung co
loi d6i voi chimg hay quén va cac rdi loan vé tinh
c4ch, than kinh lién quan dén dot quy.

13. Dic tinh duge dong hoc

Citicolin d& hap thu bang duong udng, tiém bap hay
tiém tinh mach. Nong do cholin trong huyét tuong
tang dang ké sau khi dung theo nhiing dudng nay.
Nhin chung, su hip thu qua duong udng la hoan toan
va sinh kha dung gin nhu tuong tu véi tiém tinh
mach.

Thubc duge chuyén hoa nhanh thanh cholin va
cytidin & thanh ruét va gan. Citicolin dugc phan phéi
rong rai dén cac cAu tric ndo. Citicolin dén ndo va

két hop chi dong véi cac mang ti thé va té bao, tao (

thanh nhirng manh phospholipid céu tric.

Chi mdt phin nhé liéu dung xuét hién trong nudc
tiéu va phan (it hon 3%).

Khoang 12% liéu dung duge bai tiét theo CO, qua
hoi thd. Thude dao thai qua nude tiéu qua hai giai
doan: giai doan dau, kéo dai khoan 36 gio, trong sudt
thoi gian nay toc do bai tiét giam nhanh, giai doan
thtr hai téc do bai tiét giam cham hon nhiéu. Hai giai

doan nay xay ra tuong tu dbi voi bai tiét qua hoi tho,

toc do dao thai giam nhanh trong khoang 15 gio dau,

sau do giam cham hon.

14. Quy cach déng goi:

Ong 4ml. Hop 10 6ng.

15. Diéu kién bio quan, han ding, tiéu chuéin
chat lwgng ciaa thube

Diéu kién bao quan: Bao quan trong bao bi gde, noi

kho réo, thoang mat, nhiét d khong qua 30°C.

Han ding: 24 thang ké tir ngay san Xuét

Tiéu chudn chat heong: tiéu chuan co s&

16. Nha san xuit

San xuat va dong 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.

Ngiy xem xét sira doi, cip nhat lai ndi dung
hwéng din sir dung thuoc ..
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