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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 13/11/2017, Cue Quan 1y duoc - Bo Y t~ c6 Cong van s5
18584/QLD-CL v€ viec cap nhat thong tin duoc 1y d5i voi thuoc chua
1evonorgestre1 su dung trong tranh thai khan c~p. NOi dung cu th€ cua Cong van
tren duoc dang tai tren trang thong tin dien tir cua Cue Y t~ GTVT - Dia chi:
http://ha.mt.gov.vn -Muc: Thong tin thuoc,

Cue Y t~ GTVT thong bao d€ cac 0011 vi biet va thuc hien.'. u~
Noi nluin:
- Nhu tren (Qua website Cue Y t~ GTVT);
- LUll: VT, NVYD&TTBYT.
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V/v c~pnh~t thong tin duoc Iy doi
voi thuoc chua levonorgestrel su
dung trong tranh thai khan c~p

CQNG HOA XA HQI CHU NGHIA VI~T NAM
DQcl~p - Tl! do - H~nh phuc

tta N9i, ngay A3 thang A;j ndm 2017
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Kinh giri: es. I1Y<3 .
Sa Y tS cac tinh, thanh ph6 tnrc thucc ~..,...,..,~"""",...-----___'

- Cac benh vien, vien co giuong benh tnrc thuoc BQY ts;
- Cac co sa dang ky luu hanh thu6c tai Viet Nam.

Ngay 07/12/2016, Co quan Quan ly Duoc pham va San pham y tS Anh
(MHRA) da phe duyet viec c~p nh~t thong tin vS tirong tac cua cac thuoc chua
levonorgestrel d@tranh thai kh~n d.p voi cac ch§.t gay cam irng enzym CYP3A4
nhu: d~n ch§.t barbiturat, phenytoin, carbamazepin, St. John's Wort, rifampicin,
ritonavir, rifabutin va griseofulvin vao to' huang d~n su dung, Khi sir dung d6ng
thai levonorgestrel voi cac thu6c cam ling enzym CYP3A4, nong dQ
levonorgestrel trong huyet nrong co thS giam khoang 50%. Vi vay, nrong tac nay
co th@lam giam hi~u qua cua thu6c tranh thai va gay mang thai ngoai y mu6n.
D6ng thai, vi~c phoi nhi@mv6i mQt s6 thu6c cam ling enzym trong qua trinh
mang thai lam tang nguy co di t~t thai nhi. Do do, cac ph\l nil c~n dung bi~n phap
tranh thai khk c§.pkhi da dung thu6c cam ung enzym trong yang 4 tu~n truac do
nen can nh~c su d\lng li~u phap tranh thai khong chua hormon (vi d\l d~t yang
tranh thai trong tu cung) ho~c u6ng liSu g§.pdoi levonorgestrel tiI 1500 microgam
len 3000 microgam trong yang 72 gia sau khi giao hQ'Pkhong an toano

TiSp theo Cong van s6 4040IQLD-TT ngay 30/3/2017 cua C\lC Quan ly
DuQ'c vS vi~c cung c§.p cac thong tin lien quan dSn tinh an toan cua thu6c tranh
thai kh~n c§.p chua levonorgestrel va can cu vao kSt lu~n cua HQi d6ng Tu v§.n
c§.pgi§.y dang ky luu hanh thu6c, nguyen li~u lam thu6c - BQ Y tS, d@dam bao
m\lc tieu su d\lng thu6c hQ'Ply, an toan va hi~u qua, C\lCQuan ly DuQ'cyeu c~u:

I. SO' Y t~ cac tinh, thanh phB tn.rc thuQc trung U'O'ngva cac B~nh vi~n,
Vi~n co giU'rrng b~nh tr,!c thuQc Bi) Y t~:

TiSp tvc thong bao cho cac co sa kham chua b~nh, cac dan vi kinh doanh
duQ'cph~m tren dja ban cac thong tin lien quan dSn khuySn cao cua MHRA da
neu tC;liCong van s6 4040IQLD-TT ngay 30/3/2017 cua C\lCQuan ly DuQ'cva n9i
dung huang d~n theo Ph\ll\lc cong van nay; d6ng thai tang cUOngth\l'c hi~n vi~c
theo d5i tac d\lng khong mong mU6n cua thu6c trong qua trinh su d\lng va luu
hanh; gui bao cao ADR (niu co) vS Trung tam Qu6c gia vS thong tin thu6c va



thea d5i phan irng co hai cua thu6c (13-15 is Thanh Tong, Ha N(Ji) hoac Trung
tam khu VlJCvS thong tin thuoc va thea doi phan irng co hai cua thuoc TP. H6 Chi
Minh (201B Nguyen Chi Thanh, Quan 5, TP. H6 Chi Minh).

II. Cac CO' sO'dang ky hru hanh thuBc tai Vi~t Nam:
1. DBi vOi cac thuBc chua IevonorgestreI da dUQ'c c§p phep hru hanh

tren th] truirng:
1.1. Trang vong 03 thang k8 tir ngay ky cong van nay, yeu c~u co So' dang

ky thuec thirc hien viec c~p nhat, b6 sung thong tin trong muc /iJu dung va each
dung, tuong tdc thu6c tren nhan, to' huang dfin sir dung thuoc cac nQi dung thea
Phu luc dinh kern cong van nay.

1.2. Hinh thirc c~p nhat: CO So' dang ky thuoc thirc hien viec tv c~p nhat
thea quy dinh Khaan 4 DiSu 9 Thong tir s6 44/2014/TT-BYT ngay 25/11/2014
cua BQY tS quy dinh viec dang ky thuoc.

2. D8i vOi cac hB sO'dang ky thuBc chua IevonorgestreI dang chO'xet
duy~t t~i C\lC Quan Iy DuQ'c:

C\lC Quan ly DuQ'c chi xem xet trinh HQi d6ng Tu v~n c~p gi~y dang ky
luu hanh thu6c, nguyen li~u lam thu6c - BQY tS sau khi co So' dang ky thu6c nQp
tai li~u c~p nh~t, b6 sung nQi dung m\lc liSu dung va cach dung, tuang tac thu6c
thea Ph\l l\lc dinh kem cong van nay vaa cac ph~n co lien quan cua h6 so va duQ'C
th~m dinh dl;ltyeu c~u.

C\lCQmln ly DuQ'cthong bao dS cac dan vi biSt va thlJc hi~n .I.
No'i I1h~l1: KT. evc TRUONG

- Nhutren; , UC TRUONG
- BT. NguySn Thi Kim Ti~n (dS b/c); .,. •
- TT. Truong Qu6c Cucmg (dS b/c);
- Cac Ph6 C\lC truong C\lCQLD;
- C\lCQLKCB, Thanh tra BYT (dS ph6i hQ'p);
- T6ng C\lCHai quan - B(>TC;
- C\lC Quan Y ,.- BQP; C\lC Y t~ - BCA; C\lC Y t~
Giao Thong v~n tai - B(>GTVT;/
- BHXH Vi~t Nam;
- T6ng cong ty DuQ'c Vi~t Nam - Cong ty c6 phAn;
- Trung tam Dr & ADR Qu6c gia;
- B(>mon DuQ'c ly - Truong BH Y Hi N(>i;
- Cac chuyen gia thAm dinh h6 sa dang ky thu6c;
- PhOng QLKDD, PhOng QLTTQC (dS th\l'c hi~n);
- Website C\lCQLD; TC DUQ'c&MP;
- Luu VT, BKT (LA).
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Cac nQi dung thay dBil bB sung d8i v6'i thudc chua levonorgestrel
(Dinh kern thea cong van s6fereo/QLD-DK ngaYA31)1/~~tCI;lC Quem If;Duoc)

[B6i voi t~t ca cac thuoc chua levonorgestrel co chi dinh tranh thai kh~n c~p,
thong tin tren nhan thuoc va ta huang dftn su dung hien co phai duoc sua d6i (b6
sung hoac chinh sua) d@phan anh cac thong tin duoc cung c~p diroi day]
[ ... J
LiJu dung va each dung
[ ... J
Phu nu khi da: dung thuoc cam irng enzym trong vong 4 tu~n tnroc do c~n sir
dung bien phap tranh thai kh~n c~p la bien phap tranh thai khong chua hormon,
vi du d~t vong tranh thai trong nr cung. B6i voi phu nu khong thS hoac khong s~n
sang d~t vong tranh thai trong tir cung co th@uong liSu g~p doi levonorgestrel
(nghia la 3000 microgam trong vong 72 gio sau khi giao hQ'Pkhong an toan)
(xem phan Tirong tac thuoc).

TlfO'ngtac thu8c
[ ... J
Chuy@nhoa cua levonorgestrel tang len khi su d\lllg d6ng thai levonorgestrel v6i
cac thu6c gay cam lIng enzym gan, h~u hSt la thu6c gay cam ung enzym
CYP3A4. D6ng thai su d\lng efavirenz v6i levonorgestrel lam giam n6ng d(>
levonorgestrel trong huySt tuang khoang 50%.
Cac thu6c khac nghi nga co kha nang lam giam n6ng d(>levonorgestrel tuang tv
trong huySt tuang g6m cac dftn ch~t barbiturat (bao g6m ca primidon), phenytoin,
carbamazepin, cac thu6c co ngu6n g6c duQ'c li~u co Hypericum perfaratum (St.
John's Wort), rifampicin, ritonavir, rifabutin va griseofulvin. Ph\l nu khi da:dung
thu6c cam ung enzym trong vong 4 tu~n truac do, c~n su d\lng bi~n phap tranh
thai kh~n c~p la bi~n phap tranh thai khong chua hormon (vi d\l d~t vong tranh
thai trong tu cung). D6i v6i ph\l nu khong th@ho~c khong s~n sang d~t vong
tranh thai trong tu cung, co th@u6ng liSu g~p doi levonorgestrel (nghia la 3000
microgam trong vong 72 gia sau khi giao hQ'Pkhong an toan). Tuy nhien, vi~c
ph6i hQ'PliSu g~p doi levonorgestrel va ch~t cam ung enzym chua duQ'c nghien
coo d~y duo
[ ... J
.I.


