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HUONG DAN SU DUNG THUOC CHO ‘nE.L :

1. Tén thudc: ZIDOTEX do) a", NG TY A\
2. Khuyén cio: 5 'I[-?i' ol PHAR 1 i
“Doc ky hudémg din st dung trude khi ding” "\ Ui FHAM = J

“Pé xa tim tay tré em” HA TAY
“Thong bao ngay cho bic s§ hodc dugce s nhimg tic dung khéng Mﬂ;uﬂn % phai khi
sir dung thude”,
“Thudc nay chi diing theo don clia bac s3”
3. Thanh phén, ham hreng: M&i 1ml dung dich uéng chira:
Citicolin natri tuong Gng vdi citicolin 100mg
Ta dugce vira da 1 ml
(Té dwoe gom: Natri citrat, acid citric, sucralose, sorbitol 70%, tinh ddu cam, ethanol
96%, nipasol, nipagin, tartrazin, niroc tinh khz'ét).
4. Mé ta san phdm: Ché phidm Iéng, trong, sdnh, mau vang, mui thom, vi ngot.
5. Quy cach dong goi:
Hop 1 lo x S0m! dung dich udng, kém theo & hudng dan st dung thudc bén trong hop.
6. Thude diing cho bénh gi?
+ Bénh nhén roi loan mach mau ndo.
' Bénh nhan xo vira dong mach nao.
+ Bénh nhan ton thirong ndo, bi bénh phu ndo, sau phau thudt nio.
+ Piéu tri rdi loan nhan thirc & nguoi cao tudi.
7. Nén diing thude nay nhuw thé nao va liéu lugng?
Cdch dimg: Pha lodng liéu cin ding pha lodng véi 20ml nudc dun s6i dé ngudi, udng
trong hodc gilra cac bita &n.
Liéw iwong:
Ngudi 1on: 100-200 mg (1-2 ml), hai hodc ba lin mdt ngay.
Tré em: 100 mg (1 ml), hai hoac ba l4n mot ngay.
Thoi gian didu trj va liéu tbi da phu thuoc vio triéu chiing 1am sang.
8. Khi nao khéng nén dung thube nay?
Chéng chi dinh cho cac bénh nhin qua man cam vdi citicolin va bat cir thanh phan khéc
ctia thudc.
Bénh tai bién mach mau nio co do xuft huyét.
9. Tac dung khong mong muon (ADR):
Nhur tt ca cac thude khac, citicolin ¢6 thé gy ra cdc tac dung khong mong mudn, tuy
nhién, khong phai ai cling gap phai.
Téc dung khéng mong mudn thudmg hiém gép va thoang qua bao gom:
- Roi loan tiéu héa: Budn nén, nén, chin in, rdi loan thuong vi, tiéu chay.
- Mat: Chitng nhin d6i.
- Tim mach: Chirng do bung thay ddi huyét ap thodng qua, cam gidc khoé chiu.
- H¢ than kinh: Mét ngd, hiém khi thdy dau ddu, chong mit, budn non, kich thich, co giat.
- Gan: Bat thudng trong xét nghiém chirc nang gan, déi khi taing GOT, GPT c¢é thé xay ra.
- Qua maén: Néu thdy trigu ching phat ban xdy ra nén ngimg ding thuoc
- SHc: Hiém khi xay ra séc, néu thiy ha huyét 4p, tirc nguc, khé the nén ngimg diing thude
va diéu tri bing céc thude thich hop.
10. Nén tranh diing nhirng thube hode thye pham gi khi dang sir dung thude nay?
Hay viét mét danh sach nhimg thudc ban dang diing (bao gom thudc duroc ké dom, khang
ké don va thuc pham chirc ndng) va cho bac sy hodc durge si cta ban xem. Khéng dugc tu



hittps!/trangtamefice eomy

y ding thudc, ngung hoic thay doi liéu lugng cia thubc ma khong c6 su cho phép cia bic
s¥.

- Khéng duge s dung citicolin ddng thdi vai cdc thudc chita meclophexonat hodc
centrophenoxin.

- Do citicolin lam ting hiéu luc cia levodopa nén can than trong khi phdi hop véi 2 loai
thude nay.

- Khéng uéng rugu va db udng cé con khi dang dl‘mg thude.
11. Can fam gi khi mot lan quén khong dung thuoc? -
Bé sung liéu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn cach vow@ﬁ. k.

ngin thi bo qua liéu da quén va tiép tuc lich dung thude. Khong duFﬂ"i'f‘-F FLI’HP f-- W b
cho liéu da quén. K3l coeuin

12. Can bao quin thudc nay nhw thé nao? ol oUOC PHf\M !

Gitr thude trong hop kin, ngoai tAm voi clia tré em. el H" T_fl.lr ; ﬂ"
Bao quan thube noi kho, nhiét do duoi 30°C. “‘1} — i

13. Nhirng ddu hiéu va triéu chirng khi diing thude qua liéu? St

Citicolin ¢ doc tinh thip trén ngudi. Trong mot nghién ciru chéo, ¢ d6i chimg gia duge
trong thoi gian ngin. 12 nguéi tinh nguyén khoe manh uéng citicolin vé&i liéu 600 mg,
1000 mg hay gid dugc hang ngay trong 5 ngay lién tiép. Prau dau thoang qua xay ra trén 4
ngudi dung liéu 600 mg, 5 ngudi ding liéu 1000 mg va | ngudi ding gia dege. Khong ¢d
nhirng thay d6i va bat thuomg duge quan sat thiy vé huyét hoc, thit nghiém sinh héa lam
sang va than kinh,
14. Can phai iam gi khi dung thude qua liéu khuyen cao?
Trong trudmg hop qua liéu, ngimg st dung thudc. Lién lac véi béc sy hodc dugc si cua ban
néu ban ding thudc nhiéu hon liéu khuyén cdo trong hudéng din nay hodc nhiéu hon liéu
theo don cua bac s¥.
15. Nhirng diéu can thén trong khi dung thude nay?
- Khéng nén uéng rrou va cic do uéng ¢6 cdn khi dang ding citicolin,

- Citicolin c6 thé gay chimg ha huyét ap va trong truong hop cén thiét tac dung ha huyét ap
¢o thé durge didu trj v&i corticosteroid hodc cac thude cudmg giao cam.
- Khi xuat huyét néi so kéo dai: Khong ding qua 1000 mg citicolin/ngay va dung dang bao
ché truyén tinh mach (phai truyen tinh mach that chdm).
- Trong tinh trang bénh ly cip tinh va dang cdp clru, nén dung citicglin ke; hop Vol cdc
thudc lam giam ap lyc ndi s¢ hodc thudc ha than nhiét. Néu tiép tuc b1”‘ mau ndo, tranh
ding liéu cao citicolin (> 500 mg), vi ¢6 thé 1am tang thém luu luong ?gg?; ndo. Néu cin,
c6 thé diing citicolin liéu thp (100 - 500 mg, 2 - 3 lan/ngay).
- Sir dung cho phu nir ¢6 thai va cho con bit:
Hién nay van chua cé nhitng nghién ciru dﬁ) du va kiém soat tdt vé sir dung citicolin trong
thai ki va phu nir cho con bu. Citicolin chi dugc sir dung trong thai ki mang thai khi lgi ich
16m hon nguy co déi véi bao thai. Phai thin trong trong thoi ki cho con bit vi hién nay van
chua biét citicolin ¢6 dugc bai liét vao sira hay khong,
- St dung thude cho tré so sinh va tré nhé:
D6 an todn khi dung citicolin cho tré so sinh va tré nhé chua dugc xédc dinh. Khong nén chi
dinh citicolin cho tré so sinh va tré nho.
- Tac dong cla thube khi ldi xe va van hinh may mac:
Thube ¢6 thé gay choang vang, ha huyét ap, chong mit, dau diu nén cin thdn trong khi
dung cho ngudi [ai xe va vén hanh mdy mdc.
16. Khi nio can tham v.m bac sy, duge sy?
Khi cin thém thdng tin vé thube.
Khi thdy ¢6 nhitng tac dung khéng mong mudn gap phai khi sur dung thudc.
Khi diing thuéc ma thay triéu ching cia bénh khong thuyén giam.



Ritfps!rangtamtiiec coml

17. Han ding ciz thudc:
- Han dung: 24 thang ké tur ngay san xudt. Khéng dugc ding thudc da qua han ding.

* Liru y: Khi thiy nhdn thuéc in sb 16 SX, HD mo...hay ¢é cac biéu hién nghi ng khac
phai dem thude t&i héi lai noi ban hogc noi san xuat theo dia chi trong don.

18. Tén, dia chi, bleu tugng ciia nha san xuat: _,“.,_ T

Tén co s¢ san xuit : CONG TY CO PHAN DUQC PHAM HA T L= )

bia chi: T dan phé s6 4 - La Khé - Ha Dong - TP. Ha Noi If 7 CUNG Ty N2 |
DT: 04.33522204  FAX:04.33522203 ';=' G0 PHAN '-_|
DT: 0433824685 FAX: 04.33829054 {#\ oUL PHAM Ju
Hotline: 0433 522525 \CHA TRY / ;?_,r

Biéu twgng: “x_’j_‘:__;;-’

DUT

HATAPHAR rd

Mnaom;l:miu & TAY

19. Ngay xem xét stra d6i, cap nhat lai ngi dﬁiig«hwug dan sir dung thudc:

Ngay ....... thang ........ ndm.......... |
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Tén thude: ZIDOTEX

2. Thanh phan: Mdi [ml dung dich uéng chira: e
Citicolin natri tuong ing vdi citicolin 100mg {H \ ;‘:-’--‘- .";-.-f-;h
Fa duge vira do [ ml .{f cone TY N !
(Té diwoc gbm: Natri citrat, acid citric, sucralose, sorbitol 70%|['7b1hn§a Ppé‘gﬁz k?rqanol
96%, nipasol, nipagin, tartrazin, niegc tinh khiét). ‘:- o\ HA T sy _‘J
3. Dang bao ché: Dung dich udng. Lo I__'___
4. Dic tinh duge lye hoe, duge dong hoc: s T

- Dwege liec hoc:

Citicolin la mot chit hiru co phirc tap ¢6 chic ndng nhu mot chét trung gian trong sinh
téng hop phospholipid mang té bao. Citicolin con dugc goi 1a CDP — cholin hay cytidin
diphosphat cholin (cytidin 5' — diphosphocholin). Citicolin thugc nhém nhitng phan ur sinh
hoc trong nhimg hé théng séng dugc goi la nucleotid dong vai trd quan trong trong chuyén
héa té bao.

Citicolin 13 tién chét cda phosphatidylcholin. Nio sir dung cholin uu tién cho tong hop
acetylcholin. gigi han lugng cholin diing trong san xuat phosphatidylcholin. Khi nhu céu
ve acetylcholin ting hay chelin dy trir trong ndo thap, phospholipid trong mang té bao thin
kinh ¢6 thé dugc chuyén hoa de cung cép cholin cén thiét. Chinh vi viy, citicolin ngoai
sinh gitp duy tri tinh toan ven vé céu tric va chic ndng cia mang té bao than kinh.
Citicolin gitp phuc hdi mang te bao thin kinh théng qua ting tong hop
phosphatidylcholin, phuc héi nhing té bao than kinh hé cholinergic thong qua san xuat
acetylcholin, giam acid béo tir do tai vi trf tdn thurong than kinh dm\got quy.gdy ra.

Ngoai phosphatidyicholin, citicolin ciing 12 chat trung gian trong tdnh bop sphingomyelin,
mét théanh phan phospholipid khac cla mang & bao than kinh. Citicolin gitip phue hdi mirc
sphingomyelin sau thiéu mau cuc bd.

Citicolin ciing phuc hdi mic cardiolipin, mét thanh phan phospholipid trong mang ti thé,
gitip duy tri chirc ning ti thé.

Citicolin chéng lai sy lang dong beta — amyloid, mét protein gy doc than kinh duge cho 13
c6 vai trd trong sinh ly bénh Alzheimer. Tén thuong dic trung trong bénh Alzheimer la sy
hinh thinh méang b4m va dam rdi trong nfo. Mirc do rdi loan chirc ning nhén thirc va thoai
héa than kinh trong bénh Alzheimer ty 1& thusn véi sy tich tu beta — amyloid.

- Dirgc dong hoc:

Hap thu:

Citicolin hap thu tdt sau khi uéng, sinh kha dung tuyét déi ciia thudc xdp xi 99%. Nhimg
nghién ciru duge dong hoc trén ngudi khoe manh cho thay citicolin dugc hdp thu nhanh,
dudi 1% khong duge hdp thu va thai tnr qua phan, Béi vi rit kho xac dinh dugce ndng do
citicolin trong huyét tuong nén trong céc thir nghiém chi xae dinh ndng d6 cholin ty do
hodc tong kha ndng phong xa cia huyet twong trong gidi han mdt lugng wong dwong
citicolin. Nong d6 cholin trong huyét tuong ting 1€n dang ké sau khi uong. Trén phd birc
xa thu duge sau khi uong citicolin 300mg thdy xudt hién 2 dinh ndng d6 trong duong
citicolin. Pinh th¢ nhit xuit hi¢n xap xisau |l h dung thube (1,5 meg/ml), c6 1& lién quan
vai hon hop citicolin chua chuyen hoa va san phdm chuyen hoa cva no (cholin va cytidine
diphosphat). Pinh thi hai xuat hién sau 24 h ding thude (3 mcg/ml) va ¢6 thé day la
nguyén nhan lam chim hép thu thudc va tiép tuc tich lu§ chuyén hoa thube sau khoang
thoi gian nay.

Phén bo:

Cholin thu dugc tir citicolin qua hang rao mau nio, cé 1& 12 ngudn nguyén lidu dé tong hop
acetylcholin va lecithin (phosphatidyl cholin). Mdt lugng Iém citicolin & dang két hop

o
1Y

Vo
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trong cac mo va/hodc duge st dung trong cac con dudmg sinh tong hop, thoai hod, bao
gbm sur tdng hop lecithin/ lipid mang té bao.

Chuyén héa:

Citicolin duoc chuyén héa & thanh té bao rudt va gan. San pham phu do citicolin bi thiy
phin & rudt 1a cholin va cytidin. Sau khi hip thu, cholin va cytidin dugc phan bé khap co
thé, di vao hé tudn hoan tham gia vao céc qua trinh sinh téng hop va di qua hang rao mau
ndo dé tai tng hop citicolin trong nio.

Thai trir:

MGt luong nhé thude duge dao thai qua nudc tiéu (2-3%) va phén (it hon1%). Co xdp xi
12% thude dugc thai trir nhur carbondioxid ho hap. Thoi gian ban thai cia citicolin 13 3,5 h
(néng 46 dinh dAu tién) va 125 h (ndng dé dinh thir hai).

5. Quy cach dong goi:

Hop [ lo x 50m! dung dich uéng, kém theo t& huéng dan sir dung thude Q&M@%Jrup

6. Chi dinh, liéu dimng, cich ditng vi chong chi dinh: F s L. %
~-Chi d!nh. .::.-.." . f.'.':..!'.n.'.', TY "...".:}:

+ Bénh nhan rdi loan mach mau nio. (€] EOF g i "'J
+ Bénh nhin xo vira dong mach nio. \ W PR "f.;.
+ Bénh nhan ton thuong ndo, bi bénh phu ndo, sau phiu thudt ndo. 4 . F'!r ""'v
+ Diéu tri rdi loan nhén thire & ngudi cao tudi. xﬁeﬁ ™ f_-f’
- Liéu lirong va chich dang: | ]
Cdch dung: Pha lodng liéu can ding pha lodng v&i 20ml nurdoc dun s61 € ngudi, udng
trong hodc gifta cac bira an.

Lidu lirong:

Newdi Iom: 100-200 mg (1-2 ml), hai hogc ba lan mot ngay.

Tré em: 100 mg (1 ml}, hai hodc ba 1an mét ngay.

Thoi gian diéu tri v liéu t0i da phu thuge vao trigu chimg 14m sang.

- C hong chi dinh: : e
Chéng chi dinh cho cic bénh nhan qua min cam véi citicolin va bat cit th&rr'/ phan khac
ctia thudc, |

Bénh tai bién mach méu nio cé do xuit huyét.

7. Théan trong

- Khong nén udng rugu va cac d6 uong ¢6 ¢bn khi dang dung citicolin.

- Citicolin c6 thé géy chimg ha huyét 4p va trong truong hop cin thiét tic dung ha huyét ap
c6 thé duoc diéu tri voi corticosteroid hosc cac thude cudng giao cam.

- Khi xuat huyét ndi so kéo dai: Khong dung qua 1000 mg citicolin/ngay va dung dang bao
ché truyén tinh mach (phai truyen tinh mach thdt chdm),

- Trong tinh trang bénh ly cap tinh v& dang cdp citu, nén dung citicolin két hop véi cic
thudc 1am giam ap lu¢ ndi so hodc thudc ha than nhiét, Néu ti€p tuc bi chay mdu nio, tranh
diing liéu cao citicolin (> 500 mg), vi ¢6 thé lam tang thém Iuu lugng mau & ndo. Néu cén,
c6 thé dung citicolin li¢u thip (100 — 500 mg, 2 — 3 lan/ngay).

- Str dung cho phu nir ¢6 thai va cho con bu:

Hién nay van chwa c6 nhimg nghién cru day du va kiém soat tdt vé sir dung citicolin trong
thai ki va phy nit cho con bi. Citicolin chi duge sir dung trong thoi ki mang thai khi lgi ich
lén hon nguy co doi voi bao thai. Phéi thdn trong trong thoi ki cho con bl vi hién nay van
chura biét citicolin c6 duoc bai tiét vao sira hay khéng.

- Sir dung thube cho tré so sinh v tré nhé:

D an toan khi ding citicolin cho tré so sinh va tré nhd chua duge xédc dinh. Khéng nén chi
dinh citicolin cho tré so sinh va tré nhd.

- Tac dong cia thude khi lai xe va vin hanh may moc:

Thubdc cé thé ghy chodng vang, ha huyét ap, chong mat, dau ddu nén can thin trong khi
dung cho ngudi lai xe va vin hanh may moc.
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8. Twong tac thube:

- Khong duge st dung citicolin dong thoi voi cac thude chira meclophexonat hodc
centrophenoxin.

- Do citicolin lam tang hiéu lyc cia levodopa nén cin thin trong khi phdi hop véi 2 loai

thube nay. W T

- Khéng udng ruou va db udng co con khi dang diing thudc. S 8. >
9. Tac dung khéng meng mudn cia thude (ADR): {7 GONG TY \
Tac dung khdng mong mudn thuéng hiém g8p va thodng qua bao bisin: Sch::;qM ]]

- Réi loan tiéu hoa: Budn nén, ndn, chan in, roi loan thuong vi, tu&:
- Mit: Chimg nhin déi. HA TAY /
- Tim mach: Chung d6 bung thay déi huyét ap thoang qua, cam glacr?ﬂaﬁ, ___j
- Hé thén kinh: M4t nga, hiém khi thiy dau diu, chéng mat, budn nén, kich thich, co giét.
- Gan: Bat thuong trong xét nghi¢m chirc ning gan, déi khi ting GOT, GPT ¢ thé xay ra.
- Qua min: Neu thiy tri¢u chimg phat ban xay ra nén ngirng dung thude.
- Séc: Hiém khi xay ra séc, néu thay ha huyét dp, tire ngire, khé the nén ngimg dung thude
va diéu tri bang cac thude thich hop.
10. Qua lifu va cach xi tri:
- Qud liéu: Citicolin cé doc tinh thap trén ngudi. Trong mét nghién ciu chéo, ¢ dbi
ching gia duge trong thoi gian ngin, 12 ngudi tinh nguyén khde manh uong citicolin voi
liéu 600 mg. 1000 mg hay gia dugc hang ngay trong 5 ngay lién tiép. Pau dau thoang qua
xdy ra trén 4 ngudi ding liéu 600 mg, 5 ngudi dung lieu 1000 mg va I ngudi dung gia
duge. Khong c6 nhitng thay dbi va bét thudmg duge Quan sat thay vé huyét hoc, thi
nghiém sinh hoa lam sang va than kinh, W\,
- Cdch xir tri: Ngimng sir dung thudc va diéu tri triéu ching neu can,
11. Khuyén cdo: Khong ¢6 bao céo. /
12. Diéu kién bdo quidn va han ding:
- Bao quan: Noi khd, nhiét d6 dudi 30°C
- Hyn ding: 24 thang ké tir ngay san xudt. Khéng duge ding thuée da qu4a han dung.
* Lirw - Khi thay nhan thude in s8 16 SX, HD ma...hay ¢6 cac biéu hién nghi ngd khic
phai dem thudc toi hdi lai noi ban hoéc noi san xuat theo dia chi trong dom. \
13. Tén, dia chi clia co s& san xuat:
Tén co's¢ sin xuat : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T4 dan phd sb 4 - La Khé - Ha Pong - TP. Ha Néi
DT: 04.33522204 FAX:04.33522203
DT: 04.33824685 FAX:04.33829054
Hotline: 0433 522525
14. Ngay xem xét sira ddi, cAp nhit lai ndi dung hrdmg dﬂn;u thude:
Nedy...... thang........ ndm...........
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