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MAU TO HUGNG DAN sU DUNG THUGC
(MAT TRUGC)

1. TENTHUSC:

" SECOLUIN

2.CACDAUHIEULUU Y VA KHUYEN GAO KHIDUNG THUGC:

DEXATAMTAY TREEM

DOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG

THUGC NAY CHIDUNG THEO BON THUGC

3. THANH PHAN CONG THUC THUGG:

Méi éng 8mldung dich tidém chira:

Thanh phén hoat chat

Citicalin (duw&idang citicelin natri) 1,09

Thanh phén t4 dugc:

Dinatriedetat, natri metabisulfil, nude cat phatiém vira di 8,0ml.

4. DANG BAO CHE: Dung dichtiém trong sudt. khéng mau.

5.CHIDINH:

Giai doan cp cia chén thuong so ndo kémrdiloan trigiac & ngudilén.

8. CACH DUNG VA LIEU DUNG:

Lidu lwgng: Ligu lugng trung binh 500-750 mg trong 24 gidy.

Cach ding: Thubc duge ding qua dudng tiém bap hoic tiém truyén tinh mach, Tuy
nglen. dudng tiém truyén tinh mach dugc vu tién siv dung hon so véi dudng tligm
bap.

Trong trudng hop fiém tinh mach, e dé tiém phai cham (3-5 phat thy thude ligu).
Trong trudng hop truyén tinh mach, tée dé truyén phai tir 40-60 giot/phut.

7.CHONG CHIP|NH:

Quéa man vdiciticolin hay véi batky thanh phdn ndo clathude

Tang truong luché thdnkinh dbigiao cam. )

8. CANH BAO VA THAN TRONG KHIDUNG THUOC:

Trong cac thanh phan cla thude ¢b chira natri nén ¢én theo ddi chat ché ¢ nhirng
bénhnhan kiém soat viée an kiéng natri.

Trong trudng hop chay mau ndi so xudt hign At ngdlva dai dang, lidu khuyén céo
khéng vurotqua 1000 mg mdi ngay va cAntiuyén v6i6e dé rdtcham (30 glot/phit).

9. SUDUNG THUOC CHO PHU NI CO THAI VA CHO GON BU:

Céac nghién clru trén déng vatkhéng cho théy tac dong b hai tryc tidp hay gidn tiép
adi voi thai ky, sy phat tri2n clia phoi thailido thai, qua tinh sinh con hodc phattridn
sausinh. Khdng cé di di lidu vé vide st dung citicolin & phu niy mang thai.

Hién nay, khuyén cao chi nén ding thude theo chi dinh nghiém ngat trong thoi ky
mang thai, dZc biét 13 trong ba thang dau va trong thdi ky cho con b

10. ANH HUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chura ¢6 bang chirng vé anh huding coa thube [én kha nang 14i xe, van hanh may
maog,

11. TUONG TAC, TUONG KY cUATHUGC:

Tuong tac chia thubde

Khong dugc st dung Citicolin déng théi véi cac thude chira Meclophenoxat (hofic
Centrophenoxin).

Citicolin Iam tang tac dung clia Levodopa.

Twong ky ciia thudc

Do khéng ¢ cac nghién ciru vé tinh twong ky cia thude, kndng trgn 13n thube ndy vai
cacthudc khac )

12. TAC DUNG KHONG MONG MUON CUATHUOC (ADR) )
Khong co nghién clru an toan nao duge thye hién khi tiém tinh mach hodc tiémbap.
Trong mot nghién ciru quan sat véi 4191 bénh nhan bj 4t quy: do thidu mau cuc by
cép tinh (tudi trung binh 1a 67 tudi), tdc dung phy duge quan satthdy & 0,73% sau khi
dling duding udngciticolin. Céc tac dung phu phd bién nhétlién quan @én hé than kinh
va duding tiéu hoa.

ftgdp, 1/1000<ADR<1/100:

Railoan hé thankinh: cadm gide (& ligt.

Hidm géip, 1/10000<ADR<1/1000:

Réiloan chuyén hoa va dinh duding: ha duding huyét,

Réiloan hé than kinh: nhic déu, cAmgidcngiaran, nhdi mau nao téi phat,

Trén mat: chay nudcmat.

H&mach mau tidu ra mau, viém mach nédo.

Rdiloan ho hap, 16ng ngyc va trung thal kho tho,

Réiloan tiéu hda: xuat huyéttiéu hoa, tiéu chay, khd chjud bung.

Réiloan da va mo dudida; phétban.

Rébiloan chung: 61, énlanh.

Xétnghiém: kiemtrachlc nanggan bt thudng, slcan.

Chén thuong, ngd dée va cac bién chirng thi thuat: tho4tvindo,

Tén sb khéng xéc dinh; 02 cb bdo cao vé hién lugng kich thich cé hdi phuc

I'nf:sng bao ngay cho béc sy nhiing tc dyng khéng mong mubn gip phai khi s dung
thuce.

13. QUALIEUVA CACHXUTRI:

Khdng cé di ligu vé strdung thudc qué lidu, khdng diing qué liéu chidinh cia thude
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MAU T3 HUGNG DAN SU DUNG THUBC
(MAT SAU)

& PHAN -
THUONG MAI

14, DAC TINHDUQC LUC HQC:

Nhémdugely: Cacchitkich thich than kinh va bd ndo khac.

MaATC: NDEBX08

Citicolin 12 mdt coenzym cdn thiét d& tdng ho'p phosphatidylcholin - mét thanh phin
clia mang t& bao bj pha v& trong bénh thidu mau cyc bg. Sy thoaj hoa dién ra théng
qua cacphospholipase, va cacacid béo ty do, cac gbe tw do va céc dan xuét claacid
arachidonic dugc hinh thanh, pha hiy tinh toan ven cia mang & bao. Do mang té
béo thiéu chire nang, Nat va Ca+ tran vao & bao va dan dén chétté bao.

Coché hoat ddng chinh xac cla citicolin vin chira duge lam rd hoan todn: ba co ché
sau dugicgid dinh dbi véi hoat déng clia clticolin & bénh nhan détquy:

+ Slrachiramang té baothan kinh thong qua 1ang tdng hop phosphalidylcholin.

+ Sira chiva cac 18 bao than kinh cholinergic bj ton thugng théng qua tang téng hop
acetylchalin

+ Gidm cac acid béo ty do phét sinh trén cac té bao thin kinh bj dnh hudng sau dot

quy.

Citicolin kich heat qué trinh sinh téng hep phosphatidylcholin, giup én dinh mang té
bao ¢ thé bj pha hiy va kich thieh vige sira chiva mang. Citicolin cling déng vai ro 14
lién chét clia acetylcholin. Nao st dyng cholin chiyéu & tdng hop acetylcholin, didu
ndy cé thé han ché sé lugng cé sén de tng hop phosphatidylcholin, Kni nhu cau vé
acetylcholin tang hoae di tri cholin giam, cac phospholipid sé bj dj hda bdi mang té
bao than kinh dé bo sung cholin. Sy hép thu citicolin ngoai sinh sau do co thé hd trg
va duy tri tinh toanven ve cAu tric va chircnang clia mang t& baothan kinh.

Hon nira, ngudi ta thdy rang citicolin lam gidm gidi phong cée acid béo ty do trong
diéu kién thiéu oxy va ngan nglra sy tién trién cta té bao tdn thuong sau khi thidu
maucychd.

Ngoai ra, cilicolin déng vai 1o 1a chal trung gian trong qua trinh téng hop
sphingomyelin, mdt thanh phan phosphalipid khde cla mang & bao thin kinh.
Citicolin phyc héi mire sphingomylin sau thiéu mau cuc b.

Citicolin 1am tang ndng dé cla cardiolipin, mét thanh phan phospholipid trong mang
ty thé. Corehé co ban van chua duge hidu ddy 4, nhung dir liéu cho thdy citicolin e
ché sy thiiy phan clia enzym cardiolipin béi phospholipase A2. Cac nghién cou da
chi ra rdng citicolin (re ché sy gidi phéng acid arachidonic, chat nay déng vaitrd I3 co
chatl phospholipase A2. Sv tai twdi mau sau thidu mau cuc bd 1am thiy phan
phospholipid va gidm ty |& acid arachidonic tir phosphatidylcholin. Sau khi sir dung
citicolin, 1y 18 acid arachidonic dugc khoi phuc, cho thay s tc ché hoat hoa cia
phospholipaseA2.

Cilicolin cing cho thay co ché apoptatic, ca lign quan dén thidu mau cue b hodc cac
qua trinh thoai héa lh!n kinh, va tng curdng co ché kha bién thain kinh. Citicolin can
thiép vao qua trinh apoplosis théng qua ting tdng hop phosphatidylcholin, cAn thidt
dé san xudt sphingomyelin vé ceramid. .

Trong mét nghién clru durge lye hoe véi 7 ngudi da chira rang citicolin cd &l lue déc
biét vi céc ving ndo lién quan dén tri nhé va binh thuéng hoa luu lrgng mau gidm
& nhing ving nay.

Cac nghién clru da chi ra rang citicolin co tac dong tich cue dén bénh tang nhan p,
bénh thodi hoa thdn kinh. Té bao hach trong véng mac bi pha hiy theo mét qua trinh
tuong ty nhu co ché apoptolic, va ngudi ta cho rang cytidin va cholin duge van
chuy&n vao té bao hach va cé téc dung bdo vé thén kinh théng qua viéc tang tdng
herp phosphatidylchalin.

15, DAC TINH DUGC BONG HOC:

Hép thu, phan bd, chuyén hda

Sau khi vao corthé, citicolin dugc hap thuva nhanh chong bj thiy phén & ruét thanh
cholin va cytidin. Cholin va cylidin duge phan b khap ca thé, cytidin duge chuyén
thanh uridin & nguwdi. Sinh kha dung Ién hon 90% sau khitiém tinh mach va udng.
Néng dd dinh trong huyét trong xdy ra theo hai pha sau khodng 1 giér hodc 24 gi&
sau khi ding thudc. Chelin va uridin dugc van chuyén qua hang rao mau nao vao
ndo va tham gia vao vigéctao thanh phospholipid cla mang té bao va microsom.
Thaitrr

Sir thai triv x3y ra trang hai giaidoan, chi yéu baitiét theo CO, qua hoi thér, nudre tidu
va phan, duge thé hién & ndng do citicolin trong huyét tvong. Sau khi dat ndng do
dinh 1dn du trong huyét twong, citicolin bai tiét nhanh; sau do, treng 4-10 gitr tidp
theo, tbe do dao thai cham. Trong giai dogn thai iy thi hai, sav 24 giér dat dinh, tée
dd baitiét nhanh chéng; sau do toc df gidm cham hon. Thoi glan ban thai qua GO, la
56 gi&rva qua nudc idula 71 gioy

16.QUY CACHDONG GOI: Hop 10 éng thudc tiém Secolin, )

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA

THUGC:

Didu kién bdo quan: Noikho, nhiét dd dudi 30°C, trénh anh sang.
Han ding: 24 thang ké tir ngay san xut

Tiéu chuanchétlwgng ciathude: TCCS.

18, TEN, D|ACHICUA CO SO SAN XUAT:

Co s& san xuét:

CONG TY O PHAN DUUC PHAV TRUNG UONG 2
L6 27, khu céng nghiép Quang Minh, thi tran
Quang Minh, huyén Mé Linh, thanh phé Ha Noi

DT: 024.39716291 FAX: 024.35251484




