https://trungtamthuoc.com/

| c:\
| e, 1
{ “‘“\

Labelin‘; sample

&

A5

& Prescription only

Citicoline Injection
250 mg/ml
CITYSAAM

For L.V. Injection

’ﬁm&;" :

BO Y TE
CUC QUAN LY DUGC

100% size

DA PHE DUYET
Lan dduM#/ﬁﬁf.?ﬁ/f‘é

r
l



https://trungtamthuoc.com/

CITYSAAM

Héop 05 dng x 2mi

R(- Thudc ban theo don

Citicoline Injection 250 mg/m! - Thudc tiém Citicoline 250 mg/ml

CITYSAAM

Solution for L.V injection - Dung dich tiém tinh mach

Comgosition: Each ampou'e cantains Thinh phin: M& dng chdra
Cilicokne sodwm equivalen! i Cihcaling natrn luamg ueng vari
Crhcohne E0amg Citicatine 500mg

Water far injection as ?mi Nuwéc pha kém wd 2l

Indications, dosage & administration, Chi dinh, by dang, eich ding,

CITYSAAM
CITYSAAM

conlraindications, warnings and chéng chi djnh, thin rong va

other informations: che thang tin khie:

Aefer 1o enciesed leane! Xem b fueong aln st dung kém meo
Storage: Store bekew 30'C, i dey and Bio quin: Bio qudn dudi 30°C, & non

ool place Protect fram direcl sunbght Khé mat Tranh dnh sang

Specification: In-figuse Thtu chuln: Nha san xubt

Read the Ieatiet carelully before use Bgc k§ huding dln_ﬂ'.' dyng trudrc khi ding
Do not exceed recommaended dozage Khéng ding qud Hew ehi dinh

Keep out of reach of children B4 xa thm tay tré em

Manufactured in India byl San xudt 131 An B4 beri:
\ 3 SAMRUDH PHARMACEUTICALS PVT. LTD
Y Piotno J-174 J-168, J- 16811, MIDC
QR - dmeiyyyy bt Tarapus Boisar, Thane 401506
N STy Yy Maharashira Stale

Visa NoJ SBIK

iy

CITYSAAM

For IV Injection 2ml

Composition: Each ampoule contans
Cicoline sodium equivalent lo Citcoline 500mg
Indications, dosage & administration,

contraindications, warnings and other informations: é
Refer to enclosed leafiel £
Storage: Store below 30°C. in dry and cool piace E
Protect fiom direct sunlight 8
Manutacturerd in Inda oy .
SAMRUDH PHARMACEUTICALS PVT LTD ? a3
Piotno J-174, J-168. J-168M, MIDC. Tarapur Boisar, 5 g

Thane 401506, Maharashira Stale

200% actual size
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R Thudic bin theo dom : ;
DPOC KT HUONG DAN STTDUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOIY KIEN 8AC ST bE
XA TAM TAY TRE EM.

CITYSAAM
[Thlllsé tiém eiticolin 250 mg/m1)
THANH PHAN: Cho mdi | mL
anrchd‘:: Citicoline natri tromg (mg vai Citicoline 250 mg
T dergre: Metyl paraben, propyl paraben, natri metabisulphit, dinatr EDTA, msée et pha tidm.

DANG BAO CHE: Thude tiém bip hodc tiém finh mach

CHI BINH
CITICOLINE INJECTION 250 mgfml dugc chi dinh khi:
1. Rdi loan tri gide do chiin thuong ving ddu hoge phiu thudt ndo
2. Ting cuimg phue hdi chi rén ciia bénh nhén lié nira ngudi do ngdp méu ndo,
3. Bidu tri két hep voi thude lift pho gizo cdm trong truimg hop bénh parkinson, trong trudmg hop un dic bigt nghiém
trong:
)m'% hién phan ong bit kol nghigm wong khi didu i véi L-DOPA
Truimg hop khé dung L-DOPA do phiu thudt viing bung hodic hidn chimg,
- Trubmg hop khéng hifu qui khi ding L-DOPA
4. Li¢u phap két hop vai thude Ge chd protease
= Wigm tuy cip
- Dot edp cia vidm tuy man i difn
- Widm tuy cip sau phdu thuit

LIEU LUQNG VA CACHDUNG P R i S i
I Trubmg hop rdi Toan tri gidc do chin thirong ving diu hogie phdu thudt ndo: lidu thudng diing cho ngudi lon 13
100-500 my citicoline 1 dén 2 lin/ngay, bing cdch truyén tinh mach nho giot, tiém bap hode tiém Tnh mach. Lidu

duwrge didu chinh theo tudi hode thé trang bénh nhin,

2. Truimg hop iét nia ngudi do ngdp man ndo: i

Thardmg, tiém tinh mach 1000 mg citicolineg, 1 Iﬁn.’ng‘n_',-, frong 4 tedn lién tiép, hoae 250 mg citicoline ti¢m tinh mach, 1 / ("

f
lin /ngiy, trong 4 tudn Jién tiép. LY
3. Trubmg hop bénh parkinson: thubng ding 500 mg citicoline tidgm tinh mach, | W/ ngiy, cing vii thude liét phi /
giao cam. Khi tie dfng didu trj dat thi da sau 3-4 nulin, ngung ding Citicoline va chi ding thuée thude liét di giao cam.

Trong tnedmg hop viém toy: thuing ding liéu 1000 mg Citicoline tiém tinh mach wrong 2 win lign tiép, két hop véi chin
iic ché protease.

CHONG CHI DINH: "
Bénh nhin ting treong luc ¢bi giae cam, hé thin kinh, ¥

THAN TRONG VA LUU ¥ KHI SUDIUNG

Bénh ahan réi logn nhin thic ning, cdp, tién rién do chvin thuong du va phia thult alio, nén sir dung Citicoline két hop
w&i chm miu v thude [am giam dp luc ni so, hode didu 1 gidm nkid co thé, _ |
Khéng duge ding két hop voi thude ¢b chira centrophenoxine. Trutmg hep xudt huyét ndi so kéo dai, khing dang lidu
citicoline qua 1000 mg moi ngdy. .

SU DING KHI MANG THAT VA CHO CON BU
Khéng e6 di dit ligw an todn khi s dung thude tiém Citicoline 250 mg/ml cho phy nit mang thai. Chi s dyng citicoline
cho phu nir mang thai vi cho con b khi ki fch virgn nguy cor tiém nang.

TAC BONG LEN KHA NANG LAI XE VA VAN HANH MAY: Khdng dit dit lidu kba dyng

TUDNG TAC THUOC ) > )
Citicoline lam ting tidm luc cta L-dopa cd thé lam ting dap img khing parkinson dbi voi thude khi ding ddng this.
Ngodi ra, khiing ¢é cde tromg tic khic duge bisr,

TAC DUNG PHY

C6 it dir Tligu vé tdc dyng phy cia thudc tigm Citicoline 250 mg/mi, Vii tic dung phu ciia citicoline gdm tang nhift 49 co
thé, bdn chén, va kho ngd néu dimg thude vio budi 1di. Tricu chimg cia cée phin ing phu cia Citicoline ¢ thé nhidu
hodc it dwge dung nap hon va néu trd ndng cé thé didu tri toan thin, bao gdm mét ngi do kich thich, nhire diu, tiéu chay,
huyét 4p cao hoje thap, budn ndn, nhin mb, dau ngye, vh cac triéu chimg Khae,

Phin tng di img ahu phit ban, ban 46, hode ngir, simg, mat hode tay, midng, hong, tie ngye hode kho thi. Think theang
Citicoline gy uic ddng kich thich 46i giao cim, clng nhu tic ddng ha ap thodng qua.

“Thing bde eho bic 57 nhimg tic dung khdng mong mudn gdp phii ki sie dpng thude”
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DUQC LC HOC
- Cytidine 5"-diphosphocholine, con goi lin CDP-cheline hojic citicoling, 13 mit chit trung gian quan trong trong qud frinh
tdng hop cac phospholipid chu tric ming € blo, dic bidt 1 trong qua trink sinh téng hop phosphatidyl choline. CDP-
choline kich hoat sinh téng hop cic lipid edu trie ming 1€ bao thin kinh, lim ting sy o ddi chit cia nio vi
cac hoat ding ndo vé cic mirc 49 din muyén thin kinh. Do d6, thye nghiém ¢himg minh ring COP Choline 1am ting
nbag 44 noradrenalin vi dopamin trong thin kinh trung wong. Do cic hoat tinh duge 1§ ela mink, CDP-choline cb tc
dung bao v¢ thin kinh trong tinh hudng cGa tinh trang thidu oxy v thigu miu cye b, cling nhue cal thign vide hoc tip va
hiéu ning b nha treng md hinh ddng vl nghién ciu 1o hoa nie.
« Ngodi ra, nguii 1 ¢3 chimg minh ring CDP-choline khii phye hoat ding cita ATPase ty thé va cia kénh Na - /K -
ATPase trén ming 1€ bao, (rc ché sy hogt héa phospholipase A; vé ting tde sy tii hip thu cia khu vue bi phi & ndo trong
md hinh thye nghiém khic nhau. CDP-choline 1 mdt Joai thude an twdn, kidm tra dde tinh cho thiy, né khing cé inh
hwromg nghiém trong trén hé thing cholinergic va nd duge dung nap hoan todn. Nhimg dic didm duec Iy, két hop vai co
ché hoat ding cua CDP-choline cho thdy ring thude nay co thé phit hop cho vide didu trj bénh mach mdu no, chin
thuemg diu e cie rdi loan mire dd nghidm trong khic nhau i rdi loan nhin thire voi c3n nguydn khic nhau, -
< Trong cac nghién cin thye hién diéu tri trén bénh nhin chin thuong dbu, CDP-choline ddy nhanh phyc héi t tinh
trang hon mé sau chin thieng va hdi phue khi nng di bd, dat dvoc ket qua chite nang thire 1ot hem va giam thi gian
nam vign cia nhimg bénh nhin ndy, thém vio 80 thude cbn cdi thién rdi loan nhin thire va trl nhé thuomg thiy saw mt
chidn thuemg ddu (misc nghiém mong thip hom) va 1ao thanh cac rdi fogn duge goi 1 hdi chimg sau chén ding. Trong
vige didu irj cic bénh ahin bi binh mach mau na0 cap tinh cuda thé thitu miu cuc bd, COP-choline ting cudng su phyc
i cia ¥ thire va thin kinh vin dgng, dat duoe mét két qua cudi cing tdt hom vi 1o didu kién phuc hdi chire ning cia
nhimg bénh nhin niy.
- Mt chi dinh quan trong khic che CDP-choline 18 didu i suy giam nhin thite do wéi gia, mi nd din 1wi cie bénh thodi
héa (ching han nhu bénh Alzheimer) vi bénh mach miu nde man tinh. O nhimg bénh nhin thidu mau cue b ndo min
tinh, CDP-choline giip ¢ai thién diém s wrén thang danh gid nhin thixe; trong khi & nhiing bénh nhin by mdt tri nhé do
1ubi gid eda mii Alzheimer, no J:m chim sél,r |ié;“u'iﬁn eﬁm ¢ e
« Cite lgn ich v thitn kinh ngi tiét, diéu phda micn djch ¢ co ché ihdn Kinh v ¢dc higudmg sinhly thin kinh dd duge
STTUme L CDP-choline eling 43 duge :ﬁ#g minh ﬁ"olo'_hi‘éu qua ding dudi dang phdi hap wong digu trj bénh Parkinson,
Khong cé tdc dung phu nghiém trong di duoc tim thiy trong bdt k3 cia nhém bénh nhin duoe di!u trf bang CDP-
choline, chimg to sir an todn trong didu trj cia thube. _,r{"{:;'

PUGC BONG HOC

- Citicoline ding duimg udng duge hip thu gdn nhu hoan wan, va sinh kha dung xdp xi dudmg tiém tinh mach.

- Khi 83 hip thu. cytidine vi choline phin bd réng khip co thé, qua hing rio mau nio vi vio hé thin kinh trung vong,
nai ddy thude két hop ¥6i phiin phosphalipid cia ming 1 bio va microsome.

- Citicoline la chat tan trong nude vdi sinh kha dung hon 90%. Cac nghién el duge ddng rén ngudi km khée manh cho
thiy ¢iticoline ubng hip thu nhanh, it hem 1% thai trir qua phin

- Néng d¢ dinh treng huyét nremg <6 2 pha, | dinh ti thin diém | gié sau khi diing thudc, theo sau d6 14 dinh lén thir 2
tai théri didm 24 gidr sau khi ding, Citicoline dirge chuyén héa tai thinh rudt vi gan. $an phim chuyén haa cia citicoline
ngoai sinh i choline va cytindine duge thinh lp do sy thiy phin i thanh ruft. Sau khi hip thu, choline va eyiidine
phin b khip cor thé, vio vdng tulin hoin chung 8¢ tham gia vio con duémg sinh tdng hop, va qua hang rio mau nlo dé
thi thng hop thanh citicoline trong ndo. Cic nghién ciu dugs dhng hoe ding citicoling cd ™C cho thiy sy thal irlr
citicoline xdy ra trong 2 pha, phin dnh 2 pha dat ndng &6 dinh wong huyét thanh, chi yéu qua CO tho ra vi thai qua nude
tidw. Binh ndng &) thude trong huyét thanh ban diu theo sau bing mit canh dbc dimg, sau 4o chdm lai trong ving 4-10
21, Pha thir 2, ndng 49 thude ban diu gidm nhanh 24 gié sau khi dat dink, theo sau 6 T the 38 thii it chdm hon, Thii
aian bdn thii 14 56 2io &8 véi ©O v 71 it khi thii trir qua nwde tidu,

QUA LIEU
Co it d lidu an todn trén nguwdi cia thuds tiém Citicoline 250 mg/ml, Trong mdt nghién citu bit chéo, ddi chimg
duge ngn han, 12 ngudi tinh nguyén khoe manh dang citicoine lidu hing ngay 600 v 1080 mg hodc gia duge trong
ngay lién tiép. Tac dung nhie ddu thodng qua xult hidn & 4 46 teong ding ity 600 mg, v 5 d5i wwomg diing lidu |
mg va | dbi negng ding gid duge. Khdng oo thay dbi hode bit thirimg huyét hoe, két qui xét nghigm sinh hoa lim sisly
hode thin kink v
LDy el lidu dom citicoline tiém 1Tnh mach 4600 mg/kg &g
dic tinh cdp khdng duge cdng bd, citicoline dang “do tage df
ngas;.;{hong <o thay i vé wong hugng, 1 1§ d'éli" 3§u chimg-Hm stn

TUONG KY: Khing 6 twong ky duge bao ean( M e i
BAO QUAN: Bao quin dudi 30°C, noi kho mét, yénh ok sang; L2
HAN DUNG: 24 thang ké tr nghy sin cudt, B 2
QUY CACH DONG GOL: Hip S dngx 2ml. ™o o0

bt vh 4150 mg/kg & chudt cdng. Trong mit nghidn cim
cho chut céng dyre va cdi fidu 2000 me'kg trong 14
o3¢ nhimg thay ddi binh hoc téng thé duge quan
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