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Rxmuéc BAN THEO BON

Citicolin (dwﬁ dang Citicolin natri) 500 mg
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Ngay SX :
Han ding :

CHI BINH /LIEU DUNG / CACH DUNG / CHENG CHI SBK

DINH / THAN TRONG & CAC THONG TIN KNAC: —
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CONG TY TNNH DUGC PHAM BAT VI PHU
NGi khd rdo, trdnh dnh sdng, nhigt & khdng qud 30°C L6 M7A, Budng D17, Khu CN ui.y‘ Phudc 1, Phudng

TIEU CHUAN CHAT LUGNG: Tidu chufin nha sdn xudt Thdi Héa, Thi xa B&n Cat, Tinh Binh Duang, Vit Nam e ——
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CARERULLY READ THE PACKAGE INSERT STORAGE:

BEFORE USE In dry place, protected from light, below 30°C
| COMPOSITION: Each fitm coated tablet contains: SPECIFICATION:

Citicoline (as Citicoling sodium) .............. 500 mg In-house standard

[STTT ST I S———————— L "1 —

DOSAGE & 1 rd byt
& DAVI PHARM CO., LTD
OTHER INFORMATION: Lot M7A, D17 St, My Phuoc 1 Ind. Park, Thoi Hoa
Refer to the package insert for use instructions Ward, Ben Cat Town, Binh Duong Provigeesyiiles R
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5 AR B e son  TO HUGNG DAN SU7 DUNG THUOC
X TNHH

Vién nén bao phim

SEKAF

Dé xa tim tay tré em
E Doc ky huéng din sir dung truéc khi ding
Théng bio ngay cho bic sy hojc dugc sy nhirng t4c dung khong mong mudn khi sir dung thuéc

PHAN 1. HUONG DAN ST’ DUNG THUOC CHO NGUOT BENH

1. Thanh phin

Mbi vién nén bao phim chta:

Citicolin (duéi dang Citicolin natri) ............... 500 mg

Téa dugc: Cellulose vi tink thé Ml 01, natri starch glycolat, povidon, silicon dioxyd, magnesi
Stearat, crospovidon, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80, déu thiy dau.

2. M t4 sin phim
Vién nén dai, bao phim mau tring, mot mét ¢6 ddp logo & » mat kia c¢6 dap gach ngang.

3. Quy cich déng goi
Hép 2 vi (PVC - Nhém) x 10 vién.

4. Thuéc diing cho bénh gi?
SEKAF chira hoat chét 1a citicolin, thuc nhém thudc kich than va huéng tri khac. Thuée dugce
dung trong diéu tri:
- Céc van dé v& tri nhg do tudi tac.
- Phuc hdi dot quy.
S. Nén dung thuéc nay nhw thé nao va lidu lwrgng?
Luén dung thudc chinh x4c nhu huéng din cua bac sy hodc duoc sy. Néu ban chua rg, hay hoi
lai cho chac chin.
Lic“%u dung:
Li€u thudng dung 1a 500 mg citicolin/ ngay.
Cécl} dung: . '
Thuoce duge dung bing dudng udng. /
9

6. Khi nao khong nén dung thuée nay?

Khoéng nén dung thuée nay néu ban:

- Man cam véi citicolin hoiic bét ky thanh phan cua thudc.
- Ban bi tang truong lyc co ctia hé thin kinh ddi giao cam.
- Ban dang mang thai hoéc dang cho con bu.

7. Tdc dung khéng mong mudn

Nhu c4c thube khéc, citicolin c6 thé gdy tac dung khéng mong muén, nhung khong phai ai cling
gap phai.

Tiéu héa: Pau bung, tigu chay.

Mach mau: Ha huyét ap, nhip tim nhanh, nhip tim chim.,

Thuéc ¢é thé c6 tic dung khong mong muén khdc, thong bdo cho bdc sy nhitng tdc dung khong
mong muén 84p phai khi sir dung thuéc.

8. Nén tranh dung nhitng thudc hoic thwe phim gi khi dang si dung thuéc nay?

Thong bao cho bac sy hodc dugc sy cua ban vé tit ca cac loai thuéc ma ban dang sir dung, bao
gdm ca cac thude ké don hoic khong ké don, c4c vitamin hoic thuéc tr duge liéu.

Théng bdo cho bdc sy hodc diroc sV néu ban dang si dung cdc thuéc sau.




Meclophenoxét:‘ Khéng ding citicolin néu ban dang dung meclophenoxat.

9. Can lam gi khi mét 1in quén khong dung thudc?
Néu ban quén dung thubc, bo qua lidu da quén, ding liéu tiép theo nhu binh thuong. Khong
dung gép dbi liéu dé bu lai cho liéu da quén.

10. Cin bio quan thudc nay nhw thé nao?

Giit thudc trong bao bi gbc clia nha san xuit, day kin.

Pé thube noi kho rdo, tranh anh sang, nhiét d§ khong qua 30°C, va ngoai tam vé6i cua tré em.
Khéng sir dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

11. Nhirng diu hiéu va tri¢u chirng khi dung thudc qua liéu
Dung thudc chinh xac nhu huéng dan cua bac D7 Néu ban ding qué liéu hodc tré em nubt phai
thudc, lién hé ngay véi bac s§ va trung tm y t& gin nhét.

12. Cin phii lam gi khi diang thuéc qua liéu khuyén cdo?

Ngung ding thudc va lién lac ngay v6i béac s§ hodc trung tdm y té gan nhét.

Mang theo vién thudc ciing véi bao bi dé bac s§ biét ban da udng thudc gi va c6 bién phép xir Ly
kip thoi.

13. Nhitng diéu cin thin trong khi dung thudc nay

Truéc khi ding thudc nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sirc khde sau
day:

Néu ban bi xuit huyét ndi so: Liéu cao citicolin c6 thé lam tang dong mau nio trong truong hop
xudt huyét ndi so dai dang.

Thubc c6 chira polysorbat 80 c6 thé gay di ing va dau thau dau c6 thé gay budn ndn, nén, dau
bung, ti€u chay.

Diing thubc cho tré em

Chuwa c6 thong tin vé str dung thudc cho tré em.

Phu nit mang thai hodc cho con bu

Chua c6 du thong tin dang tin cdy vé an toan khi sir dung citicolin cho phu nir mang thai hoic
cho con bu. Khdng sir dung thudc néu ban dang mang thai hodc cho con bu.

Ladi xe va vdn hanh mdy mdc

Chua c6 thong tin vé anh hudng cua thude 1én kha ning 14i xe hogc van hanh may méc.

14. Khi nao cin tham van bic sy, dwge s§?

Cén lién lac ngay véi bac s§ hodc trung tim y té gn nhét khi dung thubc qua liéu chi dinh.
Théng thuomg, bao gid ciing phai hoi ¥ kién bac sy hodc duge s§ trudce lic dung bat ky thube
nao khi mang thai hoéc cho con bu.

Théng bao ngay cho bac s§ hodc dugc s§ nhitng tdic dung khong mong mudn gap phai khi str
dung thudc.

Néu can thém théng tin xin héi y kién bac s§ hoic dugc s§.

15. Han dung ciaa thudc: 36 thang ké tir ngy san xuét.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC

Ma ATC: N0O6BX06.

Nhém duwge ly: Thudce kich thin va huéng tri khéc.

Citicolin hay con goi la Citidil-diphosphat cholin (CDPC), 1a chét trung gian sinh hoc cua su

2
A

tong hop céc lipid va 1a tién chat cta su tdng hop lecithin, ma lecithin 12 mot trong nhitg thanh
phan chu yéu cua mang té bao va ciia céc bao quan. Vai trd cua lecithin trong su tai tao té bao
cho thdy dung CDPC s& tao céc tac dung dugc Iy 1én hé thin kinh trung uong, bao vé than kinh
trung wong chong nhiéu chét dc hai (thiéu oxy, cac dung méi hitu co doc véi thin kinh. . ). ba
thdy c6 tuong quan giita sy t6n hai ctia ndo véi cac réi loan chirc ning than kinh va sy thiéu hut
phospholipid & nhitng vang bi bénh. Sy tai tao phospholipid doi hoi sy sép nhap cua cholin vao
phosphatidylcholin, 1a qua trinh c4n thuc hién qua CDPC. Nhiéu kinh nghiém nghién ciru da
chimg minh la trong khi ding cholin s& lam ting su chuyén hoa cua chit nay thanh acetylcholin,
tao nén céc trang thai cholinergic, thi néu st dung liéu cao CDPC ciing khong tao ra nhitng thay
ddi tuong tu, ké ca mot ty 1€ 16n vao phosphatidylcholin ndio & ving bi bénh. Nhitng dir liéu
trong thuc nghiém nay gitip cho sir dung SEKAF diéu trj cac réi loan chirc nang thin kinh khi
tudi cao (choang véng, dau nira ddu, mét méi, mat ngu, giam st tri nhé, giam thé luc, réi loan
tu thé va cac rdi loan chirc nang giao tiép xa hoi), tdn hai nio sau phiu thuit va sau cac hién
tuong huyét khdi mach nao.

2.DUQC PONG HQC

Hip thu:

Citicolin tan trong nuéc, sinh kha dung > 90%. O ngudi 16m khoe manh, citicolin dwgc hp thu
nhanh khi dung duong ubng. Nong d dinh trong huyét trong dat duoc qua hai giai doan, giai
doan dau & thoi diém 1 gio sau khi uéng va giai doan sau, 16n hon, dat duoc 24 gi¢ sau khi uéng.
Chuyén héa va phan bé:

Citicolin dugc chuyén héa & thanh rudt va gan. San phdm phu cua qua trinh thiy phén citicolin
ngoai sinh & thanh rudt 1a cholin va cytidin. Sau khi hap thu, cholin va cytidin dugc phan bé
khép co thé, di vao vong tudn hoan dé tham gia vao nhiéu con dudng sinh tong hop khac nhau
va vuot qua hang rdo méau nio dé tai tdng hop tré lai thanh citicolin trong néo.

Thai tru:

Nghién ciru duoc dong hoc sir dung ddng vi “C cho thdy citicolin thai trir chii yéu qua CO; hé
hip va nudc tiéu, qua 2 giai doan, tuong tu nhu 2 giai doan ctia ndng d6 dinh trong huyét twong.
Néng do giam manh sau khi dat n6ng do dinh giai doan dau, sau dé chim lai trong 4 - 10 gio
tiép theo. Nong do giam tuong tu sau khi dat nong d dinh giai doan sau va sau d6 tdc do thai
trir chdm hon. Thoi gian béan thai qua dudng hé hap la 56 gios va qua nudéc tidu 1a 71 gio.

3. CHI PINH \ ’ ‘
Citicolin dugc dung trong dieu tri cdc r6i loan mach mau néo (bao gom dot quy thoang qua),
Parkinson va chan thuong dau.

4. LIEU DUNG - CACH DUNG

Li¢u dung

Li€u thuong dung la 500 mg citicolin/ ngay.

Cach dung: i )

Thuéc duoc dung bang dudng udng. 1{,’/

5. CHONG CHI PINH ,
Man cam véi citicolin hogc v&i bat ky thanh phin nao cua thube.
Bénh nhan ting truong luc co cua hé than kinh dbi giao cam.
Phu nir ¢6 thai va cho con bu.

Trang 3/4




6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Liéu cao citicolin ¢ thé lam tang dong méu ndo trong truong hop Xuét huyét n6i so dai dang.
Khong khuyen c4o sir dung thudc cho tré em.

Pé xa tAm tay tré em

Thudc c6 chira polysorbat 80 c6 thé gdy di tmg va dau thau dau c6 thé gdy budn ndn, ndn, dau
bung, ti€u chay.-

St dung cho phu nir ¢6 thai va cho con bu:

Chua c6 du thong tin dang tin cy vé an toan khi str dung citicolin cho phu nir mang thai hogc
cho con bu. Khéong khuyen cao su dung thude cho nhung ddi twong nay.

Anh hwéng ciia thube ddi véi cong viéc (ngudi vin hanh may méc, nguoi dang lai tau xe,
ngudi lam viéce trén cao va cic treong hep khic)

Chura c6 thong tin vé anh hudng cua thude 1én kha nang lai xe hodc van hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Khéng sir dung chung véi ché phim c6 chia meclophenoxat hogc centrofenoxin.

Do thuéc lam ting hiéu lyc cua levodopa, nén can than trong khi phdi hop 2 thude nay.

8. TAC DUNG KHONG MONG MUON

Ti€u hoa: Dau bung, ti€u chay.

Mach méau: Ha huyét 4p, nhip tim nhanh, nhip tim chém.

Thubc c6 thé gdy ra cdc tdc dung khong mong mudn khdc, khuyén bénh nhén thong bao cdc tac
dung khong mong mudn gap phdi khi dimg thuéc.

9. QUA LIEU VA CACH XU TRIi
Chua c6 thong tin quéa lleu citicolin, tuy nhién nén khuyén bénh nhan hai 161 khuyén cua bac
hodc dén trung tdm y té néu c6 nghi ngd qua liéu. 2

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qué lidu chg
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD) ,

L6 M7A, Budng D17, Khu CN My Phuée 1, Phudng Théi Hoa, Thi xa Bén Cét, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

12. NGAY XEM XET SUA POI, CAP NHAT LAI NOLDUNG HUONG DAN SU DUNG
THUOC
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