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(D LEKPHARM
R, Thuée ké don

Citicoline

TIKOLEK

Dung dich tiém tinh mach va tlem bap 500mg/4ml

Mbi éng chira:

Hoat chét: Citicoline (citicoline natri) 500 mg
T4 duve: Natri hydroxide hodc hydrochloric —_—
acid, nudc cit pha tiém vira dl 4ml. ]

Quy cach: Hip 5 6ng x 4mi

Chi dinh, cach ding, chéng chi dinh va
cac théng tin khac: xem trong t& huéng
dén si¥ dyng thudc kém theo,

' Co sé san xudt: Joint Limited Liability Company

“Lekpharm” I

| Dia chi dang ky: 223141, Minsk Region, Logoysk, |
| Minskaya str., 2a, room 301, Cong hda Belarus i
| Dia chi san xuét: 223141, Minsk Region, Logoysk, |

| Minskaya str., 2a/4, Cong hoa Belarus

Xudt xir: Cong hoa Belarus
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Barcode EAN-13:

Printouts does not
provide accurate colors.

CMYK
+ Pantone
B Process Blue C

481 - Republic of Belarus

2608 - JLLC “Lekpharm”

00610 - TIKOLEK, Injection 125 mg/ml in 4 ml ampoule in multiples Ne5x2,
carton pack
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Citicoline

TIKOLEK

Dung dich tiém tinh mach va tiém bap 500mg/4m|

Mbi éng chira:

Hoat chét: Citicoline (citicoline natri) 500 mg
Té duge: Natri hydroxide hodc hydrochloric .
acid, nudc cit pha tiém vira di 4ml. ]
Quy céach: Hop 10 6ng x 4mi

Chi djnh, cach dang, chéng chi dinh va
cac thong tin khac: xem trong t& hudng
dn st dyng thubc kém theo.

Xuél x(r: Céng hoa Belarus

| Cers& san xudt: Joint Limited Liability Company

“Lekpharm”

| Bia chi dang ky: 223141, Minsk Region, Logoysk,
| Minskaya str., 2a, room 301, Cong hoa Belarus

| Dia chi san xuét: 223141, Minsk Region, Logoysk,
Mmskaya str.. 2a/4, Cong haa Belarus
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2608 - JLLC “Lekpharm”

00610 - TIKOLEK, Injection 125 mg/ml in 4 ml ampoule in multiples Ne5x2,
carton pack
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MODEL OF GRAPHIC DESIGN PACKAGING OF DRUG

TIKOLEK
(label 44,7 x 28 mm)

'TIKOLEK

| Citicoline {citicoline natri) 500mg / 4ml
! Dung dich tiém tinh mach va tiém bap {IM / IV)
|
| NSX: JLLC «Lekpharms
| 2a, Minskaya str., Logoysk, 223141,

e | Conghéa 5.
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B Black
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™ TIKOLEK

5
Citicolin natri 500mg/4ml

\

/’1' lre em
Doc ky hudng dan sir dung truée khi dim g

Thong bdo ngay cho bdc sV hodc duoce sp nhitng phan iimg ¢é hai 84p phai khi sir dung thuéc.

Thanh phan cong thire thube

Moi ong chua:

Thanh phan dwoe chdr: Citicolin (dudi dang citicolin natri) 500mg

(W\Qu W\E
me\\r\
\

Thanh phan G dicoe: Natri hydroxid hodc acid hydrocloric, nuge cit pha tiém

Dang bao ché

< "?,
A4 ‘NNH

Dung dich tiém tinh mach va tiém bap.

Cam quan

Dung dich khéng mau hodc hoi vang.

pH = 7.2+0.1

Chi dinh

Giai doan cép cua chdn thuong so ndo kem roi loan tri gide & nguoi lom.
Cich dung, li¢u ding

Liéu luong trung binh 500 — 750 mg trong 24 gio.

Thuoe duge dung qua duong tiém bap hodc tiém truyén tinh mach. Tuy nhién, duong tiém

truy¢n tinh mach duoc wu ticn su dung hon so v duong tiem bap.

Trong truong hop tiém tinh mach. tc do tiém phai cham (3-5 phut tay thude liéu).
Trong truomg hop truyén tinh mach, toc do truyén phai tir 40 — 60 giot/phat.

Tre em: Kinh nghi¢m dung thudc trén tré em van con han ché.

Bénh nhan suy giam chive nang than: Khong can diéu chinh lidu dé; vGi bénh nhan suy giam

chire nang than.

Bénh nhan suy giam chire nang gan: Khong can diéu chinh lidy doi voi bénh nhan suy giam
chire nang gan.

Chéng chi dinh

- Qua man véi thanh phan cua thude.

- Ire em vathanh thiéu nicn duai 18 (woi (do thiéu s6 licu lam sang day du).

Canh bio va thin trong khi dung thuée

Trong truong hop chay mau ndi so xudt hién dot ngodt va dai dang, lidu khuyén cdo khong
vuot qua 1000 mg moi ngay va cin truyén voi the do truyén rat cham (30 giot/ phut).
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Khi tiém bap citicolin. nén than trong dé khong lam anh huong dén mo, day than kinh. Chj
nén tiém bap khi cin thiét va can han ché tdi thiéu. Dac biét, tranh tiém [ap lai & cuing mot Vi
tri. Can than trong dé tranh tiém tai cac vi tri doc theo day than kinh. Trong truong hop dau
dir doi hoac chay mau khi chich kim tiém, can rat kim ngay va tiém vao mot vj tri khac.

Khi dung thudc dudng tinh mach. nén dua thude vao wr tr (tr 3 dén s phut, tuy theo lidy
dung). Doi voi truyén nude nho giot vao tinh mach, to¢ do truyén nén dung 40-60 giot moj

phut. Khi xuét huyét noi so kéo dai: khong dung qua 1000 mg/ngay va phai truyén tinh mach
that cham (30 giot/phut).

Trong giai doan cap tinh cua nhdi mau ndo. nén dung citicolin két hop véi thude chong huyét
khoi va thude giam ap luc ndi so hodc diéu tri ha than nhiét.

Dung dich thudc ¢6 thé dung duong tiém tinh mach hoac tiém bap mot licu duy nhat hogc
chia nhicu liéu dé su dung. Thuoc nén duge dung ngay sau khi mo nap lo. Phan du trong lo
nén duoce bo di sau mdi lin dung thudc.

Phu nir ¢6 thai

Khong co day du di li¢u v& an toan cua viée su dung thude trong thoi ki mang thai. Khong
dugc dung thude trong thoi ki mang thai trir khj that su can thiét. Chi ké don thude khi loi ich
dicu tri cho ngudi me Ion hon nguy co tiém an doi vai thai nhi.

Phu nir cho con by

NEu can thiét phai sur dung thude trong thoi Ky c¢ho con bu, nén ngung cho con bu sira me vi

hi¢n nay van chua ¢é diy licu ve vice citicolin bai tiét trong stra me.
Anh huwong dén kha niang lii xe hodic vin hanh maiy moc

Trong mot s6 truong hop, mot sé phan ung khong mong mudn déi voi h¢ thong than kinh
trung uong c6 thé anh huong dén kha nang lai xe va s dung may moc. Khong nén 14i xe hoac
van hanh may moc sau khi dung thudc.

Twong tic, twong Ky, cua thuée
Citicolin lam tang cuong hiéu qua cua L.-dihydroxyphenylalanine (L-DOPA).

Khong nén dung thuée dong thoi vé6i cac chit centrophenoxin va cac thude khac cé chtra

meclofenoxat.

Thude tuong thich véi cdc dung dich truyén NaCl 0.9% va dung dich glucose dang truong vo

khuan.

Khong ¢ twong ky dac biét nao duoc phat hién,

Tic dung khong mong mudn

Da c¢o bao cdo vé hi¢n tuong kich thich co hdj phuc.

Phan tmg bat lgi thuong rat hiém xay ra (<1/10 000). bao 26m cdc truong hop duoce bdo cao
riéng I¢.

- R6i loan tam théin: ao giac.

- Roiloan hé than kinh: nhic dau, chong mat.

- Roi loan mach mau: tang huy¢t ap, ha huyét ap.

o
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= Roiloan dieong ticu héa: budn non, ndn mura. tiéy chay.
= Roiloan da va réi loan dici da: do bing, noi may day, phat ban, ngua.
= Roiloan hé ho hép, cac co quan o ngue va roi loan trung thar: khé tho.

- Cderoiloan chung licn quan den vi1ri dimg thuée: séi. sung tay. Co nhitng tac dung cuc
bo tai chd tiém.

Quit licu va bién phip xif tri

Khong co dir ligu vé sir dung thude qua liéu, khong dung qua liéu chi dinh cua thude.
Dic tinh dwgc luce hoe

Nhém dwge Iy: Thubde kich thich than kinh va cdc thude kich thich tam than khac
Ma ATC: NO6BX06

Citicolin 1a mot phan tur hiiy co phire tap hoat ddng nhu mot chat trung gian trong qua trinh
16ng hop cac phospholipid mang ¢ bao thin kinh. Citicolin con duoc £0i 1a CDP-choline
hoac cytidine diphosphate choline (cytidine 5'-diphosphocholine). CDP-choline thude nhom
cac phan wr sinh hoc trong cac h¢ IhC’mg song £oi la nucleotide ¢o vaj tro quan trong trong qua
trinh trao doi chét 1é bao. Citicolin kich thich su sinh tong hop cac phospholipids cac mang té
bao than kinh. giup cai thién chire nang mang té bao, bao 26m hoat dong cua bom trao doj jon
va thu thé. Do kha ning 6n dinh mang citicolin thac day su ti hap thu cua tinh trang phu nio.
Vi chén thuong so nio. citicolin lam giam thoi gian hon mé sau chin thuong va mue do tram
trong cua cdce tri¢u chimg thin kinh, ngoai trir viée citicolin lam giam thoi gian hoj phuc.

Citicolin lam tang mue do chi y va y thire va 6 tac dung hiéu qua trong chimg mat tri nho.
cung nhu cac rdj loan nhan thire va than kKinh lién quan dén thiéuy mau ndo. Cac diu hi¢n sinh
hoc cua hé dan truyén than kinh cholinergic duoe xem 1a thiéu hut khi ¢6 su thodi hoa cic no-
ron than kinh cholinergic, nhu bénh Alzheimer. Citicolin caj thién chire nang nhan thue trong
bénh Alzheimer bang cach tham gia nhu mot tién than cua acetylcholine. Cung cép choline dé
ong hop acetylcholine. chét co thé lam han ché luong choline sin ¢ dé san xuat
phosphatidylcholine.

Citicolin cing da duoce danh gia nhu Ia mot licu phap cho bénh nhan dot quy. Ba co ché duoc
gia dinh: (1) sua chira mang té bao than kinh thong qua tang tong hop phosphatidylcholine
tang Ién: (2) stra chiva cac té bao than kinh cholinergic bi hu hong thong qua tang cuong san
Xuat acetylcholine va (3) Giam luong axit béo tu do tich tu & vi trf tén thuong than kinh do

dot quy gay ra.

Citicolin bao v¢ cac no-ron than kinh cholinergic khoi co ché tw phan huy. mot quy trinh
trong do cac phospholipid mang tu phan huy dé tong hop acetylcholine. Diéu nay xay ra khi
ngudn cung cdp choline bi can kiét, doi hoi su hy sinh cua phospholipids mang dé duy tri su
dan truyén than kinh. La mdt ngudn ngoai sinh cua choline dé san Xudt acetylcholine,
Citicolin - lam  giam SUtu phan huy cua cace phospholipid mang (dac biét 13
phosphatidylcholine) va ngan ngira sur chét cua 1é bao than kinh.

Duge dong hoc

Hdp thu Thude duoc hap thu t6t qua duong tiém tinh mach va tiém bap.
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Chuyén héa Citicolin sau khi duoc tiém tinh mach va tiem bap, duoc chuyén hoa trong gan dé
tao ra choline va cytidine. Sau khi tiém citicolin, ham luong choline trong huyét tuong tang
dang ké. Sau khi tiém bap 1000mg citicolin, 11611g dd dinh cua choline trong huyét thanh tang
cao trong 0,4 gio, tir 11 pmol/l (co ban) Ién tGi 25 pmol/l.

Phdn bo Citicolin duoce phan bd phan lon trong cau tric nio voi su phan bd nhanh cac phan
doan choline cua cac phospholipid cau tric va cac phan phan doan cytidin - mot cytidin
nucleotid va cac axit nucleic. Citicolin xam nhap vao nio va tich cuce tich hop vao cac té bao.
(¢ bao chét va cdc ty thé, tao thanh mot phin cua céc phospholipid céu truc.

Thai trir Khoang 12% liéu dung citicolin duoc bai tiét khoj co thé dudi dang khi tho CO»,
dudi 3% thai qua nude tidu va phan. Viée bai tiét citicolin qua nude tiéu ¢é thé chia thanh hai
giai doan: giai doan dau. kéo dai khoang 36 gio, trong do toe do baj tiét giam nhanh, va giai
doan thr hai, trong do t6¢ do bai tiét giam cham hon rat nhiéu. Viée chia thanh 2 giai doan
thai trir tuvong tur cung duoc quan sat thiy & co ché thai trir qua khi tho CO,, toe do thai trur
giam nhanh sau khoang 15 gior va sau do giam cham hon rat nhidu. Thoi gian ban thai qua co
ché thai trir qua CO> la 56 gio, qua nudc tiéu 1a 72 gio.

Quy cich dong goi

Hop 5 dng hoac 10 ong. mdi ong chira 4ml dung dich thude
Bao quan: Bao quan ¢ nhi¢t do dudi 30 C. tranh 4nh sang
Han ding: 24 thang ké (i ngay san xuat

Ti¢u chuan chat lwong: Ticu chuin CO SO

Co so san xuat

Joint Limited Liability Company “Lekpharm™

~

Dia chi dang ky: 223141, Minsk Region, Logoisk, Minskaya str., 2a, room 301, Cong hoa

Belarus

Dia chi san xuat: 223141, Minsk Region, Logoisk, Minskaya str., 2a/4, Cong hoa Belarus
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