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MODEL OF GRAPHIC DESIGN PACKAGING OF DRUG
TIKOLEK
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Citicolin natri
3 Dung dich tiém tinh mach va tiém bip 1000mg /4ml
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o CMYK
= Thanh phin céng thive thude: M&i dng chia: + Pantone
ot Hogt chét: Citicalin (citicolin natri) 1000mg .
~ Thanh phan 4 diroc: Natri hydroxid hodc - Process Violet C
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- Co s& 5an xuat: Joint Limited Liability Company “Lekpharm” h
Dia chi dang ky doanh nghigp: 223141, Minsk Region,
Logoisk, Minskaya str., 2a, room 301, Cong haa Belarus
Dia chl co' s& san xuat: 223141, Minsk Region, Logoisk,
Minskaya str., 2a/4, Cong hoa Belarus |
Xudt xiF: Cang hda Belarus E
S g1zegsloostiol | ——
Barcode EAN-13: |

481 - Republic of Belarus

25608 - JLLC “Lekpharm”

00611 - TIKOLEK, Injection 250 mg/ml in 4 ml ampoule in multiples Ne5x1,
carton pack
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I{xThui‘}c ban theo don

TKOLEK

Citiolin natri

Dung dijch tiém tinh mach va tiém bap 1000mg/4mil CMYK
Thanh phan céng thirc thuéc: Méi éng chira: ' ey Pantone

Hoat chét: Citicolin (citicolin natri) 1000mg
B Process Violet C

AFTOMIL

Thanh phén ta duge: Natri hydroxid hodc
hydrochloric acid, nude cit pha tiém

vira di 4ml. .

Qui cach: Hop 10 ong x 4 ml dung dich
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Co s& san xuat: Joint Limited Liability Company “Lekpharm® \
Dija chi déng ky doanh nghigp: 223141, Minsk Region, Logoisk,
Minskaya str., 2a, room 301, Céng hda Belarus
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Barcode EAN-13:

481 - Republic of Belarus

2608 - JLLC “Lekpharm”

00612 - TIKOLEK, Injection 250 mg/ml in 4 ml ampoule in multiples Ne5x2,
carton pack
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™ TIKOLEK
Citicolin natri 1000mg/4ml

Dé xa tam tay tre em.

Doc kv huedng dan sie dung tricde khi dimg.

THANH PHAN CONG THU'C THUOC:

Mdi éng chira:

Thanh phan duge cht: Citicolin (dudi dang citicolin natri) 1000 mg

Thanh phan té dirge: Natri hydroxid hodc hydrochloric acid, nudc cét pha tiém
DANG BAO CHE VA HAM LUQNG

Dung dich tiém tinh mach va tiém bép. Dung dich khong mau hodc hoi vang.
CHI DINH

Diéu tri cc rdi loan vé tri nhé va hanh vi lién quan dén:

- Tai bién mach médu ndo 1a su gidn doan cung cap mau cho ndo do cuc mau dong
hodc do v& mach mdu, trong giai doan cip tinh va ban cép.

- Chén thuong so ndo do va dap.
H{ tro diéu tri hoi chung Parkinson.
LIEU LUQNG VA CACH DUNG

Dai voi dicu tri cac réi loan vé tri nhd va hanh vi, liéu thong thuong la 500 - 2000
mg/ngay, tly vao tinh trang bénh nhan:

- Thubc duge dung qua dudng tiém bip hodc tiém truyén tinh mach. Tuy nhién,
dudng tiém truyén tinh mach duge wu tién sir dung hon so vé&i duong tiém bip.
- Trong truong hop tiém tinh mach, tdc do tiém phai chdm (3-5 phut tuy thudc
lidu).
- Trong truomg hop truyén tinh mach, tdc do truyén phai tir 40 — 60 giot/phut.
Déi voi benh nhan Parkinson, st dung liéu 500-1000 mg/ngay bang cach tiém bip.
tiém truyén tinh mach chdm. Mot liéu trinh nén kéo dai 3-4 tudn, voi khoang céch hop
ly gifta cac li¢u trinh.
Bénh nhan suy giam chirc ning thdn: Khong can diéu chinh liéu déi v6i bénh nhan suy
giam chirc nang than.
Bénh nhan suy giam chire ning gan: Khong can diéu chinh lidu déi véi bénh nhan suy
giam chuc nang gan.
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CHONG CHI PINH
- Qua man vai thanh phan cua thude. Tang truong luc hé than kinh déi giao cam.

- Tre em va thanh thi¢u nién dudi 18 tudi (do thi€u s6 liéu 1am sang day du).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khi tiém bip citicolin. nén than trong dé khong lam anh huong dén mo, day than kinh.
Chi nén tiém bép khi can thiét va can han ché t6i thiéu. Dic biét, tranh tiém lap lai o
cting mot vi tri. Can than trong dé tranh tiém tai cac vi tri doc theo diy than kinh.
Trong truong hop dau dir doi hodc chay mau khi chich kim tiém. can rut kim ngay va
tiém vao mot vi tri khac.

Khi dung thudc duong tinh mach, nén dua thudc vao tir tir (tr 3 dén 5 phut, tay theo
liu dung). D4i véi truyén nude nho giot vao tinh mach. tée do truyén nén 1a 40-60
giot mdi phut. Khi xuat huyét noi so kéo dai: khong dung qua 1000 mg/ngay va phai
truyén tinh mach that cham (30 giot/phut).

Trong giai doan cép tinh ctia nhdi mau nio, nén dung citicolin két hop voi thude chéng
huyét khéi va thude giam ap luc noi so hoidc diéu tri ha than nhiét.

Dung dich thude ¢6 thé dung duong tiém tinh mach hodc tiém bap mét liéu duy nhét
hodc chia nhicu licu dé sir dung. Thuoc nén duge dung ngay sau khi mé ndp lo. Phan
du trong lo nén dugc bo di sau moi lan dung thude.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢6 thai

Khéng c6 day du dir liéu vé an toan cua viéc s dung thude trong thoi ki mang thai.
Khong dugc dung thude trong thoi ki mang thai trir khi that sy can thiét. Chi ké don
thude khi loi ich diéu tri cho nguoi me 16n hon nguy co tiém an ddi véi thai nhi.

Phu nir cho con bi

Néu can thit phai st dung thudc trong thoi ky cho con bu, nén ngung cho con bu sita
me vi hién nay van chua c6 di liéu vé viéc citicolin bai tiét trong sira me.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:
Trong mdt s6 truong hop, mot sb phan ung khong mong mudn ddi voi hé théng than
kinh trung uong c6 thé anh huong dén kha nang lai xe va str dung may méc. Khong
nén lai xe hodc van hanh may mdc sau khi dung thude.

TUONG TAC, TUONG KY CUA THUOC

Citicolin lam téng tac dung cua L-dihydroxyphenylalanine (L-DOPA).

Khong nén dung thude dong thoi véi cac chat centrophenoxin va cac thude khéc cé
chtra meclofenoxat.

Thude tuong thich voi cac dung dich truyén NaCl 0,9% va dung dich glucose ding
truong vo khuan.

Khoéng ¢6 tuong ki dic biét nao dugc phat hién.
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TAC DUNG KHONG MONG MUON

Phan (g bat lgi thuong rat hiém xay ra (<1/10 000). bao gém cac truong hop duoc
bdo céo riéng le.

- Réi loan tam than: 4o giac.

- Réi loan hé than kinh: nhtc dau. chdéng mat.

- Réi logn mach mdu: tang huyét ap, ha huyét ap.

- Réi loan dwong tiéu héa: budn non, nén mura, tiéu chay.

- Réi loan da va réi loan dwéi da: d6 bimg. ndi may day. phat ban. ngua.
- Réi loan hé ho hép, cdc co quan ¢ nguee va roi loan trung that: khé tho.

- Cdc roi logn chung lién quan dén vi tri dimg thuoc: sot, sung tay. Cé nhimg tac
dung cuc bd tai cho tiém.

ba ¢6 bao cdo ve hién tuong kich thich ¢6 hoi phuc.

Thong bao ngay cho bdc st hodc duwoc sT nhitng phan img ¢6 hai gdp phai khi sir dung
thuoc.

QUA LIEU VA BIEN PHAP XU TRi

Khong ¢6 dit ligu vé sir dung thude qua liéu, khong dung qua liéu chi dinh cua thude.

DUQC LUC HOC

Nhém duge Iy: Thude hudng thin — cac thude kich thich thin kinh va céc thude kich
thich tim than khac

Ma ATC: NO6BX06

Citicolin la mdt phan tir hiru co phtrc tap hoat dong nhu mot chét trung gian trong qua
trinh téng hop céc phospholipid mang té bao than kinh. Citicolin con dugc goi 1a CDP-
choline hodc cytidine diphosphate choline (cytidine 5'-diphosphocholine). CDP-
choline thudc nhém cac phan tir sinh hoc trong cac co thé séng goi la nucleotide ¢6 vai
trd quan trong trong qua trinh trao doi chét té bao. Citicolin kich thich su sinh tong
hop céc phospholipids cdc mang té bao than kinh, gitp cai thién chirc ning mang té
bao, bao gdm hoat dong ctia bom trao ddi ion va thu thé. Do kha ning 6n dinh mang
citicolin thiic ddy su tai hap thu cta tinh trang phu ndo. Véi chan thuong so ndo.
citicolin lam giam thoi gian hon mé sau chin thuong va muc do trdm trong cua céc
triéu chimg than kinh, ngoai trir viéc citicolin lam giam thoi gian hdi phuc.

Citicolin lam tang muc d§ chu y va y thire va c6 tac dung hiéu qua trong chimg mét tri
nhé, ciing nhu cac rdi loan nhan thirc va than kinh lién quan dén thiéu mau nio. Céc
déu hiéu sinh hoc cta hé dan truyén than kinh cholinergic duge xem la thiéu hut khi c6
sur thoai héa cac no-ron than kinh cholinergic, nhu bénh Alzheimer. Citicolin cai thién
chtrc nang nhén thirc trong bénh Alzheimer bing céch tham gia nhu mot tién than cua
acetylcholine. Cung cip choline dé tng hop acetylcholine, chit ¢o thé lam han ché
lugng choline sin c6 dé san xuat phosphatidylcholine.
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Citicolin cling da dugc danh gia nhu la mét liéu phap cho bénh nhéan dot quy. Ba co
ché dugc gia dinh: (1) sta chira mang té bao than kinh thong qua tang tong hop
phosphatidylcholine tang 1én: (2) stra chita cac té bao than kinh cholinergic bi hu hong
théng qua ting cudng san xuit acetylcholine va (3) Giam lugng axit béo tu do tich tu ¢
vi tri ton thuong than kinh do dot quy gay ra.

Citicolin bao vé céc no-ron than kinh cholinergic khoi co ché tu phan huy. mt quy
trinh trong dé cac phospholipid mang tu phan hiy dé tong hop acetylcholine. Diéu nay
xay ra khi nguén cung cap choline bi can kiét, doi hoi su hy sinh cua phospholipids
mang dé duy tri sy dan truyén than kinh. La mot ngudn ngoai sinh cta choline dé san
xuit acetylcholine. Citicolin lam giam sy tu phan huy cua céc phospholipid mang (dic
biét 1a phosphatidylcholine) va ngan ngira su chét cta té bao than kinh.

DUQC DONG HQC
Hdp thu Thude duge hap thu 6t qua dudng tiém tinh mach va tiém bip.

Chuyén héa Citicolin sau khi duge tiém tinh mach va tiém bap. dugc 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, nong do dinh cua
choline trong huyét thanh ting cao trong 0.4 gio, tr 11 umol/l (co ban) Ién téi 25
umol/l.

Phdn bé Citicolin duoc phan bd phan 1én trong ciu tric ndo véi su phan bd nhanh céc
phan doan choline cta céc phospholipid cau tric va cac phén phan doan cytidin - mot
cytidin nucleotid va céc axit nucleic. Citicolin xdm nhép vao ndo va tich cuc tich hop
vio céc té bao, té bao chit va cac ty thé, tao thanh mot phan cua cac phospholipid cdu
truc.

Thai trir Khoang 12% lidu ding citicolin duoc bai tiét khoi co thé dudi dang khi tho
CO,, dudi 3% thai qua nudc tiéu va phan. Viée bai tiét citicolin qua nude tiéu co thé
chia thanh hai giai doan: giai doan dau, kéo dai khoang 36 gio, trong d6 toc do bai tiét
giam nhanh, va giai doan thir hai, trong do6 toc do bai tiét giam cham hon rat nhiéu.
Viéc chia thanh 2 giai doan thai trir tuong tu cling dugc quan sét théy & co ché thai trur
qua khi thg CO,, tdc do thai trir giam nhanh sau khodng 15 gio va sau dé giam cham
hon rat nhiéu. Thoi gian ban thai qua co ché thai trir qua CO, 1a 56 gid. qua nude tiéu
1a 72 gio.

QUY CACH DONG GOI

Hop 5 6ng. mdi dng chira 4ml dung dich thude
Hop 10 éng, mdi dng chira 4ml dung dich thube
BAO QUAN

Bao quan ¢ nhiét do dudi 30°C, tranh 4nh sang
HAN DUNG

24 théng ké tir ngay san xuét
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TIEU CHUAN

Tiéu chuan nha san xuét

CO SO SAN XUAT

Joint Limited Liability Company “Lekpharm™

Dia chi ding ky doanh nghiép: 223141, Minsk Region. Logoisk. Minskaya str.. 2a,
room 301. Cong hoa Belarus

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