
./

/
I/)~ C,h; qui utmJ

otA).Loq

BOYTE
cue QUAN LV mroc
S6:A25~!> /QLD-DK

VIv c~'pnh?t th~ng tin huang d§n su
dung d6i voi thuoc chira citicolin dung

duong tiem

eQNG HOA xA HQI CHU NGHIA VI~T NAM
DQc l~p - Tl! do - H:p1h phuc

Ha N¢i, ngaY.A3 cluing A~ nam2017

Kfnh giri:

- Sa Y tS cac tinh, thanh ph6 true thuoc trung uong;
- Cac benh vien, vien co giuong benh true thuoc BQ Y tS;
- Cac cong ty dang ky, san xu~t thuoc hru hanh tai Viet Nam.

B~ thong nhat'v€ chi dinh ciing nhu huang dfu1 sir dung cua thuoc chira
citicolin dung duong tiem, din cir kSt Iufm cua HQi d6ng Tu v~n cap giay dang ky
hru hanh thuoc, nguyen lieu lam thuoc - BQ Y tS; nham dam bao muc tieu su dung
thuoc h91>ly, an toan va hieu qua, C\lC Quan ly Duoc thong bao nhu sau:

I. So' Y t~ cac tinh, thanh phB true thuQc trung uong va cac B~nh vi~n,
Vi~n co giueng b~nh try'c thuQc BQY t~;

Thong bao cho cac co sa kham chua benh, cac don vi kinh doanh duoc
pham tren dia ban thong tin v@viec c~p nhat thong tin huang d~n sir dung d6i v61
thuoc chira citicolin dung duong tiem; d6ng thai tang cuong thuc hien viec theo
d5i tac dung khong mong muon cua thuoc trong qua trinh sir dung va hru hanh;
gui bao cao ADR (n~u co) v@Trung tam QU6c gia v@thong tin thusc va theo d5i
phan trng co hai cua thuoc (13-15 Le Thanh Tong, Ha N9i) hoac Trung tam khu
V\IC v@thong tin thuoc va theo doi phan irng co hai cua thuoc TP. H6 Chi Minh
(201B Nguyen Chi Thanh, Quan 5, TP. H6 Chi Minh),

II. Cac co' Sf)' Gang ky luu hanh thu8c t~i Vi~t Nam:
" ,

1. Doi voi cdc thutc chu« citicolin dung au'ifng tiem ail aU'f/c cap phep
luu hanh tren thi truong

1.1. Trong vong 03 thang k~ tir ngay ky cong van nay, yeu c~u co sa dang
ky thuoc thuc hien viec c~p nhat, b6 sung thong tin trong muc Chi dinh, us«
dung va cdch dung, Cdnh. btio va th{in trong, Tdc dung khong mong muon tren
nhan, ta huang d~n str dung thu6c cac nQi dung theo Phu luc dinh kern cong van
nay.

1.2. Hinh tlnrc c~p nhat: CO' sa dang ky thuoc thuc hien viec tv c~p nhat
theo quy dinh Khoan 4 Di@u 9 Thong t1186 44/20 14/TT-BYT ngay 25/1112014 cua
BQy t~ quy dinh viec dang ky thuoc,

2. Dti v&i cac h& so' dang ky (huGe chira citicolin dung oU'o'ug Hem
dang chir xet duy~t t~i eye Quan If DlfQ'C:



Cue Quan 1y Duoc chi xern xet trinh HQi d6ng ill vfu1 c~p s6 dang ky sau
khi ca sa dang ky thuoc nQP tai lieu c~p nhat, b6 sung n9i dung muc Chi dinh,
Li~u dung va each dung, Canh bao va than trong, Tac dung khong rnong muon
theo Phu luc dinh kern cong van nay vao cac phan co lien quan cua h6 sa va duoc
tham dinh dat yeu c~u.

Cue Quan ly Duoc thong bao dS cac don vi biSt va thuc hien ./.
No'i nhiin: KT. cue TRUONG

- Nh~ tren; 6 cue TRUONG
- BT. Nguyen Thi Kim Ti~n (d~ b/c); •
- TT. Truong Quoc Cuong (dS b/c);
- Cac Fh6 C\lC tnrong C\lC QLD;
- C¥c QLKCB, Thanh tra BYT (dS ph6i hop); (";\ '~., c . i:",., /0
- Tong C\lC Hai quan - Bl) TC; , , ,c0\ .~~~i~O
- C\lC Quan Y - BQP; C\lC Y te - BCA; C\lC Y te ~ Q

Giao Thong van tai - Be) GTVT;
- BHXH Vi~t Nam;
- I6ng cong ty Duoc Viet Nam - Cong ty c6 phan;
- Trung tam Dr & ADR Quoc gia;
- Bl) man Duoc ly Truong DB Y Ha Noi;
- Cac chuyen gia tham dinh h6 sa dang ky thuoc;
- Phong QLKDD, Phong QLTTQC (d6 thuc hien);
- Website Cue QLD; IC DuQ'c&MP;
- Luu VI, DKT (LA).
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Cac nQi dung thay d6i1 b6 sung uBi vOi thuBe chtra eitieolin dung uu'cyng tiem
(Dinh kern theo cong van s6AtJf3IQLD-DK ngaYAj!A/fM1!ua Cue Quem If DU(J'c)

[B6i voi t~t ca cac thuoc chira citicolin dung duong tiem, thong tin tren nhan thuoc
va to huang d~n sir dung yeu c~u thay d6i nQi dung cac muc Chi dinh, Li~u dung
va each dung theo dung cac thong tin duoc cung c~p duoi day va yeu c~u sua d6i
(b6 sung hoac chinh sua) noi dung cac muc Canh bao va than trong, Tac dung
khong mong muon dS pharr anh d~y du cac thong tin cung c~p duoi day]

1. Chi iI/nh
Giai dean c~p cua chan thuong SQ nao kern r6i loan tri giac a nguoi Ian.

2. ui« dung va each dung
Lieu hrong trung binh 500 - 750 mg trong 24 gio.
Thu5c duoc dung qua duong tiem b~p hoac tiem truyen tinh mach. Tuy nhien,
duong tiem truyen tinh mach diroc Uti tien su dung hon so voi duong tiem bap.
Trong tnrong hop tiem tinh mach, t6c dQ tiem phai cham (3-5 phut my thuoc lieu).
Trang tnrong hop truyen tinh mach, t5c oQ truyen phai tir 40 - 60 giot/phut.

3. Ciinh bdo va th~n trong
[...]
Trang tnrong hop chay mau nQi SQ xuAt hien 09t ngot va dai d~ng, li~u khuyen cao
khong virot qua 1000 mg m6i ngay va c~ truyen voi t6c oQ truyen rAt cham (30
giot/phut).
[...]

4. Tac dung khiing mong muan
[...]
Ba co baa cao v@hien tuong kich thich c6 h6i phuc.
[...]
./.


