BATICOLIN

Thudc ban theo don
Pé xa tim tay clia tré em
Poc ky huéng dan st dung truéc khi dung
Théng bao ngay cho bac si hodc dugc si nhitng tac dung khéng mong muén gép phai khi s&t dung thudc

PHAN I. HUGNG DAN S DUNG THUGC CHO NGUO1 BENH

1. Thanh phén, ham lugng ctia thuéc:
Méi vién nén bao phim chiza:
Citicolin natri tuong duong Citicolin .......ceceueeresennrenenns 500 mg
Ta dugc: Lactose monohydrat, Microcrystalline cellulose (Avicel) 102,
Natri lauryl sulfat, Povidon (PVP) K30, Talc, Colloidal silicone dioxyd (Aerosil) 200,
Primellose, Magnesi stearat, Ethylene glycol and vinyl alcohol graft copolymer,
Polyethylene glycol (PEG) 6000, Titan dioxyd. o

2. M6 ta san pham: Vién nén dai bao phim mau trdng, mat tron mit cé
ky hiéu PD.

3. Quy cach déng géi:
Vi 10 vién, hop 2 vi, hdp 3 vi, hop 6 viva hop 10 vi.
Chai 30 vién, Chai 60 vién va Chai 100 vién

4. Thudc dung cho bénh gi?
Bé&nh mach mau nao nhu thi€u mau cuc bd do con dét quy, tai bién, citicolin
tang cudng phuc héi y thic va khic phuc thiéu nang van dong.
Chan thuong so nao, phau thudt nao, phi ndo: Trén thi nghiém 1am sang,
citicolin tang cudng phuc héi hon mé sau chan thuong va héi phuc khé ning
di lai, dat dugc két qua phuc hdi chiic ndng cudi cling tét hon va giam
thoi gian ndm vién.
R&i loan nhén thic, sa sut tri tué, suy gidm tri nhé do nhiéu nguyén nhan
khac nhau: Tudi gia, bénh nhan Alzheimer, ngudi lao déng tri 6¢, hoc sinh

thang diém dénh gia sy nhan thic va lam cham su tién trién cGia bénh Alzheimer.
Két hop vdi cac thude khang cholinergic trong diéu tri Parkinson.

5. Nén duing thudc nay nhu thé nao va liéu lugng?
Cdch ding:
Dung dudng udng. USng sau bita an.
Liéu ding:
Ngudi I6n: Bi thuong & dau: Udng 1 vién, ngay 1 - 2 lan. USng lién tuc 4 tuan.
Néu triéu chiing ¢6 cdi thién, c6 thé tiép tuc diing thudc trong 4 - 8 tudn nifa.
Parkinson: USng 1 vién/ngay. Nén dung phdi hop vdi cac thude khang cholinergic.
Sau 3 - 4 tuan, ngung dung citicolin chi dung thuéc khang cholinergic.
Réi loan mach méu ndo: Udng 2 vién/ngay trong 4 tudn. Néu cac triéu chiing
€6 cdi thién, c6 thé tiép tuc dung thudc 4 - 8 tudn nia.
Thiéu mau cuc bd do dét quy: 500 - 2000 mg citicolin méi ngay bit dau
trong vong 24 gid sau dot quy.

6. Khi nao khong nén dung thuécnay?
Chéng chi dinh cho cac bénh nhan qua man cam vdi citicolin va véi bét cur
thanh phan khac cta thudc.
Chéng chi dinh cho cac bénh nhan tang truong luc phé giao cam.
Phu nir ¢4 thai va cho con bu
Tré so sinh va tré nho

7.Tac dung khéng mong muén:
Trong mét sd trudng hop ¢6 réi loan nhe & 8ng tiéu héa (budn ndn, ndn,
r6i loan thugng vi, tiéu chay), mét mai, nhiic dau, chéng mét, kich déng.
Thinh thodng cé thé gap ha huyét 4p k&m nhip tim cham hoic nhip tim nhanh.
Rdt hiém gap, ADR < 1/10 000
R&i loan hé than kinh: Nhic dau, chéng mat
R6i loan mach mau: Cao huyét ép, ha huyét 4p
Réi loan da va céu tric dudi da: Dé biing mit, néi mé day, phat ban,
ban xudt huyét

Huéng dan cach xu tri ADR:
Néu xdy ra céc tdc dung khdng mong mudn nhu trén thi phai ngung
thudc ngay.
Théng bdo cho bdc si nhitng tdc dung khéng mong muén gdp phdi khi
st dung thuéc.
8. Nén tranh dung nhiing thuéc hodc thuc pham gi khi dang si dung
thuéc nay ?
Thudc lam tang tac dung cta levodopa khi dung chung.
Tranh diing cling véi meclofenoxat, centrofenoxin.
4-hydroxyantipyrin lam ting dang ké néng 6 mé dén huyét tudng cda
citicolin & nao va gan.
9. Can lam gi khi méot 1an quén khéng dung thudc?
Néu ban quén khéng dung thudc thi hay bé qua liéu bj quén va dung liéu
ké ti€p. Khong nén gap doiliéu dung.
10. Can bio quan thudc nay nhu thé nao?
Nai kho, nhiét d6 dudi 30°C, tranh anh sang.
11. Nhitng d4u hiéu va triéu chimg khi dung thudc qua liéu:
Dén nay chua cé bao cao gi vé qua liéu.
12. Can phai lam gi khi dung thudc qua liéu khuyén cdo?
Trong trudng hop udng qua liéu nghiém trong (do cd y hodc vo y) thi can
diéu tri triéu ching.

———— o thivabénhxaviiamach maundo mantinh. Citicelin-€3i thién diém s8 trén——— 13. Nhitng-diéu can than trong khi diing thudc nay:

Khéng nén st dung cho phu nit mang thai (dac biét trong 3 thang dau ctia
thai ky) trir khi c6 chi dinh tuyét déi.
Citicolin khong lam ha huyét ap kéo dai nén khong thé thay thé dugc cac
thudc chdng tang huyét ap. Sau chan thuong, sau phau thuat, nén phéi hop
cdm mau gidm &p luc ndi so. Chua rd dnh hudng do tich lay thudc trong
co thé hoic do nghién thudc.
Téac d6ng cha thudc khi lai xe va van hanh may méc:
BATICOLIN khéng dnh hudng dén kha ning l4i xe va van hanh mady méc.
Su dung cho phu nit ¢é thai va cho con bu:
Hién nay van chua c6 nhiing nghién clu ddy da va kiém soat tét vé viéc
st dung citicolin trong thai ki va phu nit cho con bu. Citicolin chi dugc sif dung
trong thdi ki mang thai khi lgi ich 1én hon nguy co d8i véi bao thai. Khéng
st dung thudc trong thai ki cho con bu vi hién nay van chua biét citicolin
c6 dugc bai tiét vao sra hay khong.

14. Khi nao can tham van bac si, dugc si ?
Trong trudng hgp qua liéu hodc gap tac dung khong mong mudn.
Khi dang dung thuéc khac hodc moét loai thuc pham.

15. Han diing ctia thudc: 36 thang ké tir ngay san xuat

16.Tén/biéu tugng cia nha sdn xuit/nha nhap khau /cha s& hitu gidy

phép diang ky san phdm:

CONG TY C6 PHAN SX - TM DUGC PHAM DONG NAM
L6 2A, Budng 1A - KCN Tan Tao, P. Tan Tao A, Q. Binh Tan - TP. HCM
DT: (028) 3754.1748, (028) 3754.1749 ; FAX: (028) 3754.1750

17. Ngay xem xét stra d8i, cap nhat lai néi dung t& huéng dén sit
dung thudc:




PHAN I1. HUGONG DAN S DUNG THUGC CHO CAN BO Y TE
1. Dugc luc hoc:
Citicolin (ma ATC : NO6BX06) la chat trung gian sinh hoc cla sy tdng hop
cac lipid, 1 tién chat cla sy tdng hop lecithin, ma lecithin (4 mét trong nhing
thanh phan chi yéu cdia mang t€ bao va chia cic bao quan. Vai trd cla lecithin
trong sy téi tao té bao cho thdy dung citicolin ¢6 tac dung dugc ly Ién hé
than kinh trung uong, bao vé hé than kinh trung uong chéng nhiéu chat
ddc hai (thiu oxy, cdc dung méi hitu cg doc véi than kinh..). Da thdy c6
sy tuang quan gilfa sy t8n hai clia ndo voi cac réi loan chiic nang than kinh
va su thiéu hut phospholipid & nhimg vung bj bénh. Sy tai tao phospholipid
ddi héi sy sat nhap cua cholin va phosphatidylcholin, 1a qua trinh can
thuyc hién qua citicolin. Vi vy dung citicolin diéu tri cac rdi loan chuic nang
than kinh khi tui cao {(choang véang, dau nlra dau, mét méi, mat ngu, gidm
sUt tri nhé, gidm thé lyc, réi loan tu thé va céc réi loan chiic ning giao tiép
xa héi), tén hai ndo sau phau thuat va cac hién tugng huyét khdi mach
mau néo.
. Dugc d6ng hoc:
Citicolin hap thu tét sau khi uéng, sinh kha dung tuyét d6i clia thudc xap xi 99%.
Thudc chuyén héa & gan thanh dang cholin ty do. Gan c6 kha nang téng hop
lecithin tif cholin va tai tng hop citicolin tir cytidin va cholin.
Bdi vi rdt kho xac dinh dugc néng dé citicolin trong huyét tuong, nén
trong cac thir nghiém chi xac dinh néng dd cholin ty do hodc téng kha nang
phéng xa cia huyét tuang trong gisi han mét lugng tuong duang citicolin.
Néng dé cholin trong huyét tuong ting l1én dang ké sau khi udng. Trén
phd buc xa thu dugc sau khi udng citicolin 300mg th3y xuét hién hai dinh
néng dd tuang duong citicolin. Dinh tha nhit xudt hién xap xi sau 1 git
duing thudc (1,5 mcg/ml), c6 18 lién quan vai hdn hop citicolin chua chuyén
héa va san phdm chuyén héa cta né (cholin va cytidin diphosphat). Dinh
th( hai xuét hién sau 24 gig dung thudc (3 mcg/ml), va c6 thé day la
nguyén nhan lam cham hap thu thudc va tiép tuc tich lay chuyén hoa
thudc sau khodng thdi gian nay. Cholin thu dugc tu citicolin qua hang rao
mau nao, ¢6 I& 1a ngudn nguyén liéu dé tdng hap acetylcholin va lecithin
(phosphatidylcholin). Mét lugng 16n citicolin & dang két hgp trong cadc mé
va/hodc dugc st dung trong cac con dudng sinh téng hgp, thodi hoa, bac gém
sy téng hop lecithin/lipid mang té bao.
Mét lugng nhé thudc dugc dao thai qua nudc tiéu (2-3%) va phén (it han 1%).
C6 xp x1 12% thudc dugc thai tris nhu carbondioxyd hé hdp. Thai gian
bén thai clia citicolin 13 3,5 gi& (néng dd dinh d4u tién) va 125 gid (néng dod
dinh thu hai).
. Chidinh:
Bénh mach méu ndo nhu thi€u mau cuc bd do can dot quy, tai bién, citicolin
tang cuding phuc héi y thic va khic phuc thiéu ning van dong.
Chan thuong so nao, phau thuat nao, phu nao: Trén thit nghiém lam sang,
citicolin ting cudng phuc héi hén mé sau chdn thuong va héi phuc kha nang
di lai, dat duoc két qua phuc héi chitc nang cudi ciing t8t hon va giam
thai gian nam vién.
Ré&i loan nhan th, sa sut tri tug, suy gidm tri nhd do nhiéu nguyén nhan
khac nhau: Tudi gia, bénh nhan Alzheimer, ngudi lao ddng tri 6c, hoc sinh
on thi va bénh xo vita mach mau ndo man tinh. Citicolin cdi thién diém sé trén
thang diém danh gia su nhan thiic va lam cham su tién trién clia bénh Alzheimer.
Két hop vdi cac thubc khang cholinergic trong diéu tri Parkinson.
4.Chéng chi dinh:
Chéng chi dinh cho cac bénh nhan qua man cdm vdi citicolin va vdi bat ci
thanh phan khac cia thuéc.
Chéng chi dinh cho cdc bénh nhén tang truong luc pho giao cam.
Phu nir ¢6 thai va cho con bu
Tré so sinh va tré nhé
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5. Cach diing va liéu dung:
Cdch ding:
Diing dudng udng. USng sau bira an.
Liéu ding:
Ngudi 1dn: Bi thuong & dau: Udng 1 vién, ngay 1 - 2 18n. Ung lién tuc 4 tuan.
Néu triéu ching ¢ cai thién, c6 thé tiép tuc dung thudc trong 4 - 8 tudn nifa.
Parkinson: USng 1 vién/ngay. Nén duing phdi hap véi cac thudc khang cholinergic.
Sau 3 - 4 tuén, ngung dung citicolin chi duing thudc khang cholinergic.
R6i loan mach mau nao: Udng 2 vién/ngay trong 4 tuan. Néu cac triéu chiing
6 cdi thién, ¢6 thé tiép tuc dung thudc 4 - 8 tudn nita.
Thiéu mau cuc bd do dét quy: 500 - 2000 mg citicolin mdi ngay bit dau
trong vong 24 gid sau dot quy.

6. Thén trong khi duing thuéc:
Khéng nén strdung cho phu nif mang thai (dc biét trong 3 thang dau cda
thai ky) tris khi ¢é chi dinh tuyét déi.
Citicolin khong lam ha huyét ép kéo dai nén khong thé thay thé duoc cac
thudc chéng tang huyét ap. Sau chdn thuong, sau phiu thuat, nén phéi hop
cdm mau gidm &p luc ndi so. Chua rd dnh hudng do tich iy thudc trong
co thé hodc do nghién thudc.
Tac d6ng ciia thudc khi 1ai xe va vin hanh may méc:
BATICOLIN khéng anh hudng dén kha nang l4i xe va van hanh may mdc.
S dung cho phu nit ¢é thai va cho con bii:
Hién nay van chua c6 nhiing nghién cdu ddy du va kiém soat tdt vé viéc
st dung citicolin trong thai ki va phu nit cho con bu. Citicolin chi dugc st dung
trong thdi ki mang thai khi lgi ich [dn hon nguy co d8i véi bao thai. Khong
st dung thudc trong thoi ki cho con bu vi hién nay van chua biét citicolin
c6 dugc bai tiét vao sira hay khéng.

7. Tuong tac thudc:
Thudc lam tang tac dung cuta levodopa khi dung chung.
Tranh dung cling véi meclofenoxat, centrofenoxin.
4-hydroxyantipyrin lam tang dang ké néng dé mé dén huyét tuong cta
citicolin & nao va gan.

8. Tac dung khéng mong muén :

Trong mét s& trudng hop c6 r8i loan nhe & 8ng tiéu hoa (budn nén, ndN,
r8i loan thugng vi, tiéu chay), mét méi, nhuc dau, chéng mat, kich dong.
Thinh thodng c6 thé gap ha huyét 4p kém nhip tim cham hodc nhip tim nhanh.
Rdit hiém gdip, ADR < 1/10 000

R&i loan hé than kinh: Nhitc dau, chéng mat

R&i loan mach mau: Cao huyét ap, ha huyét ap

R6i loan da va cdu trac dudi da: Do bing mat, néi mé day, phat ban,
ban xuat huyét

Huéng din cach xd tri ADR:

Béc si can theo déi ngudi bénh thuéng xuyén khi xay ra nhimg déu hiéu
cua rdi loan & 8ng tiéu hda, ha huyét ap kém nhip tim cham hoac nhip tim
nhanh. Théng bao cho ngudi bénh theo déi’sat nhiing dau hiéu dé. Néu
xay ra thi phai ngiing thudc.

9. Qua liéu va cach x{r tri :

Dén nay chua ¢6 bao cdo gi vé qua liéu. Trong trudng hop udng qua liéu
nghiém trong (do ¢ y hoac vé y) thi can diéu tri triéu ching.
10. Cac d&u hiéu can luu y va khuyén cédo :




