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Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t~ chuyen nganh GTVT;
- Cong ty c6 phan Benh vien GTVT.

Ngay 13111/2017, Cue Quan 1;' duoc - BQ Y t~ c6 Cong van s6
18583/QLD-CL v~ viec c~p nhat thong tin hu6ng dful sir dung d6i voi thuoc
chua citicolin dung duong tiem, NQi dung cu th~ cua Cong van tren ducc dang
tai tren trang thong tin dien tir cua Cue Y t~ GTVT - Dia chi: http://ha.mt.gov.vn
- Muc: Thong tin thuoc,

C\lC Y t~ GTVT thong bao d~ cac dan vi biet va thirc hien.'. U~
NO'i I1h{ll1:
- Nhu tren (Qua website Cue Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.
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CONG HOA XA HOI CHU NGHIA VI~T NAM
DQc I~p - Tl! do - H~nh phuc

na N9i, nga» i1:~IC~TinaA1A~~~rvt~!T
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, -

inh giri:

1 6 -11- 2017

Sc ..... Igl0
- S6 Y tS cac tinh, thanh ph6 true thuoc trung irong:
- Cac benh vien, vien co giuong benh tnrc thuoc BQ Y tS;
- Cac cong ty dang ky, san xu~t thuoc hru hanh tai Viet Nam.

DS thong nh~t vS chi dinh cfing nhtr hirong dftn sir dung cua thuoc chua
citicolin dung duong tiem, can cir kSt luan cua HQi d6ng Tu v~n c~p giay dang ky
hru hanh thuoc, nguyen lieu lam thuoc - BQ Y tS; nham dam bao muc tieu sir dung
thu6c hop ly, an toan va hieu qua, Cue Quan ly Duoc thong bao nhu sau:

I. SO-Y t~ cac tinh, thanh ph8 tn_I'Cthuqc trung uO'ng va cac B~nh vi~n,
Vi~n co giuirng b~nh tn_I'Cthuqc Bq Y t~:

Thong bao cho cac co s6 kham chua b~nh, cac dan vi kinh doanh dugc
ph~m tren dia ban thong tin vS vi~c C?P nh?t thong tin hUOng dftn su dVng d6i v6i
thu6c chua citicolin dung duang tiem; d6ng thai tang cuang th\Xc hi~n vi~c thea
d6i tac d\lng khong mong mu6n cua thu6c trong qua trinh sir dvng va luu hanh;
gui bao cao ADR (nSu co) vS Trung tam Qu6c gia vS thong tin thu6c va thea d6i
phan ung co h~i cua thu6c (13-15 Le Thanh Tong, Ha N9i) ho~c Trung tam khu
V\XCvS thong tin thu6c va thea d6i phcln ung co h~i cua thu6c TP. H6 Chi Minh
(201B NguySn Chi Thanh, Qu?n 5, TP. H6 Chi Minh).

II. Cac cO'sO-dang ky luu hanh thu8c t~i Vi~t Nam:

1. lJ6i vui cac thu6c chua citicolin dung dU'ifng tiem dli dU'(fCcap phep
/U'uhanh tren thi trU'ifng

1.1. Trong yang 03 thang kS til' ngay ky cong van nay, yeu cfiu co s6 dang
ky thu6c th\Xc hi~n vi~c C?P nh?t, b6 sung thong tin trong mvc Chi d/nh, LiJu
dung va cach dung, Ciinh bao va thrw trpng, rac dflng khong mong mu6n tren
nhan, to hUOng dftn su dVng thu6c cac nQi dung thea PhV Ivc dinh kem cong van
nay.

1.2. Hinh thuc C?P nh?t: Co s6 dang ky thu6c th\Xc hi~n vi~c t\X C?P nh?t
thea quy dinh Khoan 4 DiSu 9 Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua
B9 Y tS quy dinh vi~c dang ky thu6c.

2. 1>8i v&i cac h& so' dang ky thu8c chu'a citicolin dung du'O'ng tiem
dang chir xet duy~t t~i C1}.CQmin Iy DUQ'c:



Cue Quan ly Duoc chi xem xet trinh H9i d6ng nr v~n c~p s6 dang ky sau
khi co sa dang ky thuoc n9P tai li~u c~p nhat, b6 sung n9i dung muc Chi dinh,
LiSu dung va each dung, Canh bao va than trong, Tac dung khong mong muon
thea Phu luc dinh kern cong van nay vao cac phsn co lien quan cua h6 sa va duoc
thfim dinh dat yeu cfiu.

Cue Quan ly Diroc thong bao dBcac dan vi bi@tva tlnrc hien .I.
No'i nhijn: KT. eve TRUONG

- Nhu tren; PHD eve TRUONG
- BT. Nguyen Thi Kim Ti~n (d~ b/c);
- TT. Truong Quoc Cirong (d~ b/c);
- Cac Ph6 C\lCtnrong C\lCQLD;
- C\lCQLKCB, Thanh tra BYT (d~ phci hop);
- T6ng C\lCHai quan - Be>TC;
- C\lC Quan Y - BQP; C\lC Y te - BCA; C\lC Y te
Giao Thong van tai - Be>GTVT;"
- BHXH Viet Nam;
- T6ng cong ty Duoc Vi~t Nam - Cong ty c6 phan;
- Trung tam DI & ADR Quoc gia;
- Be>mon Dircc ly - Truong BH Y Hft Ne>i;
- Cac chuyen gia thAm dinh h6 sa dang ky thu6c;
- Phong QLKDD, Phong QLTTQC (d~ th\Ic hi~n);
- Website C\lC QLD; TC DuQ'c&MP;
- Luu VT, BKT (LA).
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PHULUC. .
Cac nQi dung thay dAil bA sung d&ivOi thu&e chua citicolin dung duo-ng tiern

(Dinh kern thea cong van saAgfJ3IQLD-DK ngaY)J/4.{f201]ua CZ;lCQuem If;DU(1c)

[Ddi voi d.t ca cac thudc chua citicolin dung duong tiem, thong tin tren nhan thuoc
va to' huang dfin sir dung yeu cfiu thay d6i noi dung cac muc Chi dinh, Lieu dung
va each dung theo dung cac thong tin duoc cung c~p diroi day va yeu cfiu sua d6i
(b6 sung hoac chinh sua) noi dung cac muc Canh bao va than trong, Tac dung
khong mong muon dS phan anh dfiy du cac thong tin cung c~p duoi day]

1. Chi djnh
Giai doan c~p cua ch~n thirong SQnao kern rdi loan tri giac (1nguoi IOn.

2. us« dung va cdch dung
Lieu hrong trung binh 500 - 750 mg trong 24 gio.
Thudc duoc dung qua duong tiem b~p hoac tiem truyen tinh mach, Tuy nhien,
duong tiem truyen tinh m~ch duQ'c uu tien su dlfng han so v&i duemg tiem b~p.
Trong truemg hqp tiem tinh m~ch, tdc dQtiem phai ch?m (3-5 phut tuy thuQc liSu).
Trong truemg hqp truySn tinh m~ch, tdc dQtruySn phai tu 40 - 60 giQt/phut.

3. Ciinh bao va th~n trpng
[...]
Trong truang hqp chay mau nQi SQxu~t hi~n dQtngQt va dai d~ng, liSu khuy@ncao
khong vuqt qua 1000 mg m6i ngay va cfin truySn v&i tdc dQ truySn r~t ch?m (30
giQtlphut).
[...]

4. Tae d{lng khong mong muan
[...]
Da co bao cao vS hi~n tuqng kich thich co h6i phlfC.
[...]
.I.


