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CONTROLE BRAILLE:
ASSOLIN 500m9
Citicoline 500m9/4ml
Solution for lnjection
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ASSOPHARMAO BoxlNhin hQp Ampoulel Nhin 6ng

Item Number: Size: 102 x87 x72mm Size: 35 x 25 mm

Date: 21 / 06 r 20tG
Vercion: Visa
Artworker: THUY

I Pantone7626C

Pantone 427 C

I Pantone273lC

I Pantone7626C

Pantone 427 C gdno

C,)

Eoo
lt)
@ Etz

a
a
a
a

oooo
olllV

https://nhathuocngocanh.com/



Nhin 6ng
KT: 35 x 25 mm

Rr E.dba- -{y

ASSOL!NoS00 m9
CilEline (sodium) 50omg / 4ml

Soluton for lnFcton (Vnt use)
Ampoule 4ml

ffid?.dqdb,
l.Wsr.E,
ffid ffi brmAiUa.L,Sp&

NQi dung ghi nhdn phu

Rx Thu6c b6n tr6o don

ASSOL|No500mg
Cilicolin Sllhrg I{ml

Dung dlgh ffim (lilirn frrh mfrhl dAn Oipl
M6i 6ng.trnl dm:
Citicolin (dutri dang Citholin nabi)..-..,-.....--...........-............... 500 mg
HOp lO 6f,g r aml.
Bio quln: Bir quin uong b6o bi g6c, rui kh6 do, ttK6ng m6t, nhiet
d0 kh6ng qu6 30'C.
Chl d!nh, ch6ng chl d!nh, dlu dnng va cac $6ng tin kh{c: Xem
tr6n td HDSD kdm theo.
Dl ra dm tay tri em.

NSX, HD: Xem 'Lot, frts., E)e-'ben bao bi.
Nha san ruAt vt O6ng glrt llAOR TOIUO IIAUANO
BIOCHIMICO FARIACEUTICO 1ISAPTIARTA S.PA.
Via Licinio, I t-ZZOeO enae 1CO1, Y.
Nhn xuikxr*ng: IDIFARIA DES RRq.l-OFAmACEUnCO, S.L
Poligono MocfEli, C/ Ncin, nl de NGin, 31110 (Navarra),

Tay Ban Nha.
Chi ad hftr SDK: ASSOPIIARIA'
48oC Nguygn Thi ThAp, P.Tan Ouy, Q.7, TP.HCM, ViA Nam.
SOK:
NNK:
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Rx

ASSOLIN'5OO ,,g
Dpc kl td hmimg din sft dltng tru6c khi ding vi ci
nhirng thdng tin quan trpng cho bgn.
- Hdy gifr to hudng d6n sri dpng ndy. C6 thC ban sE

cdn tlgc lai.
- D6 xa tAm nhin vA tim tay tr6 em. Doc k! hucmg

d6n sri dgng truoc khi dtng.
- Thuoc ndy chi dtrng theo <lon thu6c.

- N6u cin th6m th6ng tin xin h6i f kitin b6c sI ho[c
dugc si.

- Thuric ndy chi kC don cho ri€ng b4n. Khdng dua

thu6c cho nguoi kh6c sri dpng vi c6 th6 gdy nguy
hi6m cho h9 m[c diu ngudi d6 c6 tri€u chimg
bQnh gi6ng bpn.

- Th6ng b6o ngay cho b6c si hoflc dugc si rrtrirng

t5c dgng kh6ng mong mu5n gap ph6i khi st clung

thu6c, bao gdm c6 nhfrng t6c dpng kh6ng mong

mu6n kh6ng tlugc liet kC trong td hu6ng d6n sri

dr,rng ndy.

l.Thirnh phin cOng thfc thuSc:
Thdnh phdn hoqt chdt:

tvtSi 6ng 4 mlch&a: Citicolin (dang mutii natri) 500

mg

Thdnh phdn fi droc: Nuoc c6t pha ti6m, acid

hydrochloric 1de AiCu chinh pH)

2.D4ng bio ch6:

Dung dlch ti6m (ti€m tinh mach/tidm bip).
Md ta: Dung dich trong su6t, kh6ng c6 phin tfr la.

3.Chi ilinh
Giai clopn c6p cria ch6n thuong sg n6o kdm r5i lo4n

tri gi6c 6 nguoi l6n.

a.Liilu dtng, cdch dirng
Liiu ding: Nguo'i l6'n: Li€u lugng trung binh 500 -

750 mg trong 24 gid.

Ngtrdi gld: kh6ng cAn didu chinh li6u.

Trd em: tlQ an tohn vd hieu qui cria thu6c dirng cho

tre em chua dugc chfng minh, chi dtng thu6c cho

trd em khi lqi fch <liAu trl cao hcrn nguy co g6y hpi.

Cdch dilng:

- Thu6c tlugc dtng qua dulng ti6m bip hoflc ti€m

truy6n tinh m4ch. Tuy nhi6n, duong ti6m truyAn

tinh m4ch dugc uu ti€n st dgng hon so v6i cluong

ti6m bip. Trong truong ho.p ti€m tinh m4ch, t6c d0

ti€m phAi chflm (3-5 phirt tty thuQc li6u). Trong

trudng hqp truydn tinh mqch, tdc d0 truydn ph6i tir
40 - 60 gieVphrit).

- N6u qudn dirng m6t lidiu, benh nh6n n6n dtrng 1i6u

t6 ti6p nhu binh thucrng. Khdng n6n dtng li6u g6p

d6i v6i y nghi bt cho li€u tl6 qu6n.

- N6u mui5n ngung dirng citicolin, n6n tham khio j

kit5n b6c si. Kh6ng n6n tg y ngmg clidu tri md
khdng c6 f ki6n cia br{c si.

- Thudc <luoc d6ng g6i cho m6t lAn dtng. Dung
dich ph6i tlugc dtng ngay sau khi mo'lo thu6c. Loai
bo t6t c6 c5c thu6c con lai sau khi sir dpng. Kh6ng;. --co yeu cdu cl{c bi€t v6 xir lli thu6c sau khi sri dqng.
s.Chiing chi ttinh

- Qud min v6i citicolin hodc v6i U6t tcy tnanfr
phAn ndo cria thu6c.

- Tdng truong lUc h€ thin kinh ph6 giao cim v6i
c5c triQu chting nghi6m trgng nhu tut huy6t 6p

ndng, cl6 mO hdi, nhip tim nhanh vd ng6t xiu.
6.Cinh b6o vir thfn trgng khi dtng thuSc
Trong trudng hqp chdy m6u nQi sg xu6t hiQn tIQt

ngQt vd dai ding, liAu khuy6n crio kh6ng vuot qu6

1000 mg m5i ngdy vd cin truyAn v6i t5c dQ truy€n
r6t cham (30 giq/phrit).

7. Sfr dgng thuiic cho phg nfr c6 thai vir cho con
bri

Phy nic cd thai
c6 dt li6u vO sft dgng thu6c tr€n phu nu co

thai. Chi n€n dung thudc n6u lgi ich vuol tr6i so

nguy co

Phy nir cho con brt

Chua bi6t citicolin natri vA c5c ch6t chuy6n h6a cua

n6 c6 duoc bdi ti6t viro sta mg hay kh6ng, do tl6
khOng th€ loai tru nguy co gdy h4i cho tre scy sinh

vA tr6 bfi me.

NIts

Cdn nh6c giira lqi ich cria trd khi bir m9 vd lgi ich

cria mg khi duqc diAu tri dC quytit dinh n€n cho tr6

ngung bf m9 hay m9 ngung dirng thu6c ndy.

8. Anh hu&ng cria thu5c tr6n khi ning l6i xe vi
vin hinh m6y m6c:

Chua c6 bing chtrng vA anh huorg cta thu6c l€n
khi ndng 16ixe, v|n hdnh m6y m6c.
g. Tucrng t5c, tucrng lry cfia thuSc
Ttrong tdc thu6c
- Citicolin ldm tdng t6c dgng cfia c6c thu6c chta L-
Dopa.

- Kh6ng <lugc dtng chung citicolin v6i c6c thudc c6

chria centrophenoxin ho{c meclofenoxat.

Tuong lq: Do khdng c6 c6c nghi€n cr?u vA tinh
tuong ky cta thu6c, kh6ng trQn l6n thu6c nhy vdi
c6c thu6c kh6c.

10. Tdc dgng kh6ng mong muSn cfra thlSc
N€u c6 bat b) tdc dpng khdng mong mudn niro xiy
ra khi clang dirng thu6c nhy, bao gtim c6 nhirng tic
dsng khdng tluqc liQt k6 dudi tlAy, ph6i th6ng b6o
ngay cho b6c si ho[c du-o. c si ho{c b5o c6o c6c phin
img c6 h4i cria thu6c vdi Trung t6m Th6ng tin thu5c
vd Theo d6i ph6n img c6 h4i cta thu6c.

Dd cd btio crio vi nign ttglrg kich thich cd hili
phltc
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- Cac cdc dlng khdng mong *uon rA hiim gqp
(<t/10000):
Rtii lo4n tdm thAn: Ao gi6c.

R5i loan he thAn kinh: Nhirc <lAu, ch6ng mdt.

Riii lo4n m4ch m6u: Tdng huy6t 6p dQng m4ch, h4

huy6t ap dQng m4ch.

Rdi loan h6 h6p, l6ng nggc vd trung th6t: Kh6 tho.
Riii loan da ddy-ruQt: Bu6n ndn, n6n 6i, ti6u chiy
kh6ng thuong xuy€n.

ROi lo4n da vir m6 dudi da: Min d6, mdy day,

ban, n6i ban xu6t huytSt.

C6c r5i lo4n chung: 6n lpnh, phtr n6.

I l. Qui fidu vi cfch xfr trf
Qud liiu: kh6ng c6 dir lieu vC sri dgng thu6c qu5

li6u, khdng dtng thudc qu6 li6u chi <linh cua thu6c.

Do dQc t(nh gi6'i h4n cria thu5c, thu6c duo. c dg clorin

khdng gdy nhi6m dQc, ngay cd khi v6 y dung qu6
,. ). -.1Ireu dleu tn.
Cach xb tri khi dilng qud liiu: Trongtrudng hgp v6

f dung qu6 liiru, ti6n hdnh <li6u tri triQu chimg. Tich

cgc theo d6i de c6 bien ph6p xri tri kip thoi.

12. D{c tinh duqc lgc hgc
Nh6m dugc l;f: C6c ch6t kich thich thdn kinh vd b6

ndo kh6c.

Md ATC: N06BX06
Citicolin kich thich sr,r sinh tdng hqp phospholipid

mdng t6 bdo thAn kinh. Kiit qui, citicolin c6i thiQn

chfc nbng mdng, nhu chfc ndng cria c5c bom trao

d6i ion vh c6c thr,r th6, vi€c diAu chinh niy cAn thi6t

cho sg d6n truy6n thin kinh.

Do t6c dpng 6n dinh mdng, citicolin girip tdng t6i

h6p thu khi pht ndo.

Citicolin ngdn ch{n sU ho4t h6a mQt sO

phospholipase (A1, A2, C vd D), vi v4y lim giAm

su hinh thdnh c6c g6c ty do, ngin ngira sg ph5 hty
cria he th5ng mdng t6 beo vd b6o todn hQ th6ng b6o

vQ c6c ch6t chiing oxy h6a, nhu glutathion.

Citicolin b6o toirn c6c dg trfr nlng luqng, ng[n c6n

sg ho4i tu t6 bao vd kich thich sq t6ng hqp

acetylcholin.

Citicolin dugc xem nhu mQt ch6t b6o vQ dp phdng o

cdc m6 hinh thi6u m5u n6o cuc bQ.

C6c nghiOn criu ldm shng cho th6y citicolin cei thiQn

chftc ning cria bQnh nhdn bi ttQt quy do thi6u m6u

cuc b0 c5p tinh mQt c6ch tl5ng k6, gi6m sg gia tdng

c5c t6n thuong do thi6u m6u ndo cuc b0 khi chAn

tto6n bing ki6m tra hinh 6nh thAn

Citicolin thric ddy sU hOi phr,rc o .hirng b6nh nh6n

ch6n thuong sg ndo, girip gi6m thd'i gian vd cud'ng

d0 cta hQi chrmg sau ch6n thucrng. Citicolin cii
thiQn mric ilQ nhdn thric, tinh tiio vd co tdc dpng c6

lo.'i d6i v6i chung hay qu6n vh c6c ri5i loqn vd tinh
c6ch, thdn kinh li6n quan d6n dQt quy.

13. D{c tinh dugc tlQng hgc
Citicolin dC hAp thu bdng clucrng udng, ti€m bap hay

ti€m tinh mpch. Ndng dQ cholin trong huyi5t tuong
t6ng cl6ng ki-l sau khi dung theo nhirng dulng ndy.

Nhin chung, sp h6p thu qua <luong u6ng ld hodn

todn vh sinh khA dr;ng gAn nhu tucrng tu v6i ti6m
tinh mpch.

Thudc <tugc chuy6n h6a nhanh thdnh cholin vd

cytidin d thenh ruQt vd gan. Citicolin cluoc ph6n
. a, ^ -. ,.1phoi rQng rdi <l6n cdc c6u trirc n6o. Citicolin cl6n ndo

vA ktit hqp cht clQng v6i c6c mhng ti th6 vd t6 biro,

tgo thdnh nhfrng m6nh phospholipid c6u trirc.

Chi mOt phin nh6 li6u dung xuAt hiQn trong nu6c

ti6u vd ph6n (it hon3%).
Kho6ng 12% li€u ding duoc bdi ti6t theo CO2 qua

hoi tho. Thutic ddo thii qua nu6c tii5u qua hai giai

cloqn: giai do4n dAu, k6o ddi kho6n 36 gid, trong

su6t tho'i gian ndy t6c d0 bdi ti6t gi6m nhanh, giai

tlopn thri hai ttic d9 bei titit gi6m chfm hcrn nhi6u.

Hai giai do4n ndy xiry ra tucrng tu d6i v6i bii titit
qua hoi thd, t6c dO ddo thii gi6m nhanh trong

khoing 15 gio dAu, sau <t6 giim chQm hon. ';..,

14. Quy cich d6ng g6i: 6ng aml. HQp 10 6ng. lr'.
15. Di6u kiQn bio quin, h4n dirng, ti6u chu6n..;r

cn6t tuqxg cta thu5c .':

- Diiu ki€n bdi qudn: B6o qu6n trong bao bi gd", .'
noi kh6 16o, tho6ng m6t, nhiQt dQ kh6ng.qu6 30oC. '
- Hgn dilng: 24 th6ngk6 tir ngdy s.6n xu6t

- Ti€u chudn chdt lrqng: ti€u chudn co sd

16. Nhi sin xu6t
- San xudt vd dong g6i bdi:

Laboratorio Italiano Biochimico Farmaceutico

Lisapharma, S.P.A

Via Licinio, ll-22036 Erba (CO), Y
- Xudt xu&ng boi:
Idifarma, Desarrollo Farmaceutico, S.L.

Poligono Mocholi, CA.loain, nol de Noain, 31110

(Navarra), Tdy Ban Nha.

Ngiy xem x6t sira a6i, c4p nh$t l4i nQi dung

hudng ddn sfr dgng thuiic:
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