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“

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
SEKAF

Pé xa tAm tay tré em
Poc ki hwéng din sir dung truéc khi ding
Théng bao ngay cho bac sy hoac dwoc sy nhirng tac dung khéng mong muén khi sir dung thuac

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOl BENH

1. Thanh phan

MJdi vién nén bao phim chua:

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

Ta duoc: Cellulose vi tinh thé M101, natri starch glycolat, povidon, silicon dioxyd, magnesi
stearat, crospovidon, HPMC EB8, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dadu.

2. M ta san pham: Vién nén dai, bao phim mau tring, mot mat c6 dap logo #, mat kia c6 dap
gach ngang.

3. Quy cach dong goi: Hop 2 vi (PVC - Nhém) x 10 vién.

4. Thudc dung cho bénh gi?

SEKAF chtra hoat chat 1 citicolin, thudc nhom thudc kich than va hudng tri khac. Thude dugc
dung trong dleu tri:

- Céc van dé vé tri nh¢ do tudi tac.

- Phuc hdi dot quy.

5. Nén dung thudc nay nhw thé nio va liéu lwong?

Luén dung thudc chinh xac nhu huéng dan caa bac sy hoidc duge sy. Néu ban chua rd, hiy hoi
lai cho chac chin.

Lidu dang:

Liéu thudng dung 1a 500 mg citicolin/ ngay.

Cach dung:

Thude duoc dung bang duong udng.

6. Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Man cam véi citicolin hodc bat ky thanh phan cta thudc.
Ban bi ting truong luc co ctia hé than kinh ddi giao cam.
Ban dang mang thai hodc dang cho con bt.

7. Tac dung khéng mong mudn

Nhu cac thude khéc, citicolin c6 thé gay tac dung khdng mong mudn, nhung khéng phai ai cling
gap phai.

Tiéu hoa: Dau bung, tiéu chay.

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

Thudc c6 thé cé tac dung khdng mong mueon khéc, théng bao cho bac sy nhing tac dung khong
mong mudn gap phdi khi si dung thuac.

8. Nén tranh dung nhirng thudc hoic thue ph:;m gi khi dang s dung thudc nay?

Thong bao cho bac sy hodc duoc sy cua ban vé tat ca cac loai thubc ma ban dang sir dung, bao
gom ca cac thudc ké don hodc khong ké don, céc vitamin hodc thuéc tir duoc liéu.

Thoéng béo cho bac sy hodc dioc sy néu ban dang sir dung cac thusc sau:

Meclophenoxat: Khéng dung citicolin néu ban dang dung meclophenoxat.
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9. ’C?ln lam gi khi mot lﬁn quén khong diung thuoc? o
Néu ban quén dung thuoc, bo qua liéu da quén, dung lieu ticp theo nhu binh thuong. Khong
dung gap dai lieu dé bu lai cho lieu da quén.

10. Can béao quan thudc nay nhw thé nao?

Giir thubc trong bao bi g6c caa nha san xuat, day kin.

Dé thude noi kho réo, tranh anh sang, nhi¢t d6 khong qua 30°C, va ngoai tam véi caa tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

11. Nhirng d4u hiéu va tri¢u chirng khi dung thuég qua licu : ;
Dung thuoc chinh xac nhu huéng dan ctia bac s§. Neu ban ding qua liéu hogc tré em nuot phai
thuoc, lién hé ngay vai bac sy va trung tdm y té gan nhat.

12. Can phai 1am gi khi dung thudc qua liéu kKhuyén céo?

Ngung dung thubc va lién lac ngay véi bac sy hoac trung tamy té gan nhat.

Mang theo vién thudc ciing véi bao bi dé bac sy biét ban da udng thudc gi va c6 bién phép xu ly
Kip thoi.

13. Nhirng diéu cﬁnrth@n trong khi dung thudc nay L

Trudc khi dung thuoc nay, théng bao cho bac sy néu ban dang cé cdac van dé vé sirc khoe sau
da

Né):l ban bi xuat huyét noi so: Liéu cao citicolin c6 thé 1am ting dong mau ndo trong trudng hop
Xuat huyet noi so dai dang.

Thudc c6 chira polysorbat 80 c6 thé gay di tng va dau thau dau c6 thé gay budn non, non, dau
bung, tiéu chay.

Dung thugc cho tré em

Chua c6 thong tin vé sir dung thudc cho tré em.

Phu n&r mang thai hogc cho con bu

Chua c6 di thong tin dang tin cay vé an toan khi sir dung citicolin cho phu nir mang thai hozc
cho con bud. Khong sir dung thuéc néu ban dang mang thai hoic cho con bu.

Lai xe va vgn hanh may méc

Chua c6 thong tin vé anh hudng cta thude 1én kha nang 14i xe hodc van hanh may méc.

14. Khi nao cin tham van bac sy, duoc s§?

Can lién lac ngay véi bac sy hoac trung tam y té gan nhit khi dung thubc qua lidu chi dinh.
Thong thudng, bao gio cling phai hoi ¥ kién bac sy hoidc dugc sy trude luc dung bat ky thude
nao khi mang thai hoac cho con bu.

Thong bao ngay cho bac sy hoic dugc sy nhitng tac dung khdng mong mudn gap phai khi sir
dung thudc.

Néu can thém thong tin xin hoi y kién bac sy hoac duoc sy.

15. Han dung ciia thudc: 36 thang ké tir ngay san xuit.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. DUQC LUC HQC

Ma ATC: N06BX06.

Nhém duge Iy: Thude kich than va hudng tri khéc.

Citicolin hay con goi la Citidil-diphosphat cholin (CDPC), 1a chat trung gian sinh hoc cia sy
tong hop céc lipid va la tlen chit cua su tong hop lecithin, ma lecithin 1a mot trong nhiing thanh
phan chu yéu ciia mang té bao va cia cac bao quan. Vai trd cia lecithin trong su tai tao té bao
cho thay dung CDPC s€ tao cac tac dung dugce 1y 1€n hé than kinh trung uong, bao vé than kinh
trung uong chdng nhiéu chat doc hai (thiéu 0Xy, cac dung moi hitu co doc véi than kinh.. .). ba
thdy co tuong quan gnra su ton hai ctia ndo v6i cac rdi loan chirc ning than kinh va sy thiéu hut
phospholipid ¢ nhiing vung bi bénh. Sy tai tao phospholipid doi héi sy sap nhép cua cholin vao
phosphatidylcholin, 13 qua trinh can thyc hién qua CDPC. Nhiéu kinh nghiém nghién ctru da
chimg minh Ia trong khi dung cholin s€ lam tang sy chuyén héa cua chat nay thanh acetylcholin,
tao nén céc trang thai cholinergic, thi néu sir dung liéu cao CDPC cung khong tao ra nhiing thay
d6i twong tu, ké ca mot ty 1¢ 16n vao phosphatidylcholin ndo ¢ vung bi bénh. Nhitng dir liéu
trong thuc nghi¢ém nay gitp cho str dung SEKAF diéu tri cac réi loan chirc nang than kinh khi
tudi cao (choang vang, dau nira dau, mét moi, mat ngu giam sat tri nhé, giam thé luc, rdi loan
tu thé va cac rdi loan chirc ning giao tiép xa hoi), ton hai ndo sau phiu thuat va sau cac hién
twrong huyét khdi mach nao.

2. DUQC PONG HQC

Hap thu: ;
Citicolin tan trong nude, sinh kha dung > 90%. O nguoi 16n khoe manh, citicolin duge hap thu
nhanh khi dung duong udng. Nong do dinh trong huyét twong dat duoc qua hai giai doan, giai
doan dau ¢ thoi diém 1 gi0 sau khi ubng va giai doan sau, 16n hon, dat duoc 24 gid sau khi uéng.
Chuyén héa va phan. bo:

Citicolin duoc chuyén hoa & thanh rudt va gan. San pham phu cta qua trinh thuy phan citicolin
ngoai sinh & thanh rudt la cholin va cytidin. Sau khi hap thu, cholin va cytidin dugc phan b
khap co thé, di vao vong tuan hoan dé tham gia vao nhi€u con duong sinh tong hop khac nhau
va vuot qua hang rao mau ndo dé tai tong hop trd lai thanh citicolin trong ndo.

Thai true:

Nghién ctru duge dong hoc st dung ddng vi 1C cho thay citicolin thai trur chu yéu qua CO2 ho
hap va nudc tiéu, qua 2 giai doan, twong ty nhu 2 g1a1 doan ctia ndng do dinh trong huyét twong.
Nong d6 giam manh sau khi dat nong d¢ dinh glal doan dau, sau d6 cham lai trong 4 - 10 gio
tiép theo. Nong do glam tuong tu sau khi dat nong do dinh g1a1 doan sau va sau do toc do thai
trir cham hon. Thoi gian ban thai qua dudng ho hap 1a 56 gid va qua nude tiéu 1a 71 gio.

3. CHI PINH ‘ , ‘
Citicolin dugc dung trong dicu tri cac roi loan mach mau ndo (bao gom dot quy thoang qua),
Parkinson va chan thuong dau.

4. LIEU DUNG - CACH DUNG

Liéu diing

Liéu thuong dung 14 500 mg citicolin/ ngay.
Cach dung:

Thude duoc dung bang duong udng.

5. CHONG CHI PINH

M3n cam véi citicolin hodc vé6i bat ky thanh phan nao cua thude.
Bénh nhén ting truong luc co cia hé than kinh dbi giao cam.
Phu nir ¢6 thai va cho con bu.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Liéu cao citicolin c6 thé 1am tdng dong méu ndo trong truong hop xuat huyét noi so dai dang.
Khoéng khuyén cao str dung thude cho tré em.
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Pé xa tam tay tré em

Thudc c6 chira polysorbat 80 c6 thé gay di ¢ng va dau thau dau c6 thé gay budn non, nén, dau
bung, tiéu chay.

Sw dl_mg cho phu nir ¢6 thai va cho con bu:

Chua c6 du thong tin déng tin cay vé an toan khi sir dung citicolin cho phu nir mang thai hozc
cho con bu. Khong khuyen cao sur dung thudc cho nhimng déi tuong nay

Anh hwéng caa thude ddi véi cong viée (ngwoi van hanh may méc, ngwoi dang lai tau xe,
ngudi lam vie trén cao va cac truong h(rp khéc)

Chua c6 thong tin vé anh hudng ctia thudce 1én kha nang 1i xe hodc van hanh may méc.

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

Khong st dung chung véi ché pham c6 chtra meclophenoxat hogc centrofenoxin.

Do thuoc lam tiang hiéu lyc cua levodopa, nén can than trong khi phoi hop 2 thuoc nay.

8. TAC DUNG KHONG MONG MUON

Tiéu hoa: Pau bung, tiéu chay.

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

Thuéc cé thé gdy ra cdc tac dung khong mong muon khac, khuyén bénh nhan théng bdo cdc tac
dung khéng mong muoén gdp phdi khi ding thudc.

9. QUA LIEU VA CAC‘H XU TRI
Chua c6 thong tin qua lieu citicolin, tuy nhién nén khuyén bénh nhan hei loi khuyén cua bac sy
hoac déen trung tdm y té néu c6 nghi ngo qua lieu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khdng ding qua liéu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phudong Théi Hoa, Thi xa Bén Céat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 25/09/2017
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