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S6: 2 3 	/SYT-NVD 
V/v cap nhat thong tin dugc 1j,  cl8i vai 

thu8c chira levonorgestrel sir dung 
trong tranh thai khan cap 

Kinh girl: 

Ha Tinh, ngay,2i thong 11 nom 2017 

- Cac don vi kham chila benh; 
- Trung tam y to du pheng cac huyen, thi xa, thanh pha ; 
- Phong Y to cac huyen, thi xa, thanh pho; 
- Cac Cong ty dugc trong tinh. 

Can cir COng van s6 18584/QLD-TT ngay 13 thong 11 nom 2017 dm Cijc 
Quan 1y dugc - B6 Y to ve viec cap nhat thong tin dugc ly doi vai thuoc chira 
levonorgestrel sir citing trong tranh thai khan cap. 

Ngay 07/12/2016, Ca quan Quan 151 Dugc phAm va San phAm y to Anh 
(MHRA) da phe duyet viec cap nhat thong tin ve tuang tac cua cac thuoc china 
levonorgestrel de tranh thai khan cap vai cac chat gay cam ung enzym CYP3A4 
nhu: don chat barbiturat, phenytoin, carbamazepin, St. John'sWort, rifampicin, 
ritonavir, rifabutin va griseofulvin vao to huang dan sir dung. Khi sir citing clang 
tiled levonorgestrel vai cac thuoc cam ung enzym CYP3A4, nong c16 levonorgestrel 
trong huyet twang có the giam 50%. Vi vay, tucmg tac nay co,  the lam giam hieu 
qua ciia thuoc tranh thai va gay mang thai ngoai muon. Dong died, viec phai 
nhiem vai mot s8 thu6c cam frng enzym trong qua trinh mang thai lam tang nguy 
ca di tat thai nhi. Do do, cac phi nil can dung bien phap tranh thai khan cap khi da 
dung thuoc cam ung enzym trong yang 4 tuan truck do nen can nhac sir dung lieu 
phap tranh thai khong chira hormon (vi du dot \Tong tranh thai trong tir cung) hoc 
uong lieu gap doi levonorgestrel tir 1500 microgam len 3000microgam trong yang 
72 gier sau khi giao hgp khong an toan. 

De dam boo sir citing thu6c an toan, hgp 15/, So. Y to sao giri Phij hie "Cac not 
dung thay doi/b6 sung dOi vai thuoc chfra levonorgestrel" va yeu cau: 

- Cac clan vi kham chila benh thong boo ii)ng rai cho can b6 vier' chirc cac 
khoa phong, 130 phan biet thong tin dugc 1)% doi vai thu6c chira levonorgestrel sir 
dung trong tranh thai khan cap; 

- Trung tam Y to du phOng cac huyen, thi xa, thanh pH; thong bac, cho cac 
tram y to xa, phuong, thi tran teen dia ban biet thong tin dugc 1)",  doi vai thu6c neu 
tren; 

- PhOng Y to cac huyen, thi xa, thanh ph('') thong bao cho cac nha thu6c tu 
nhan va cac ca so hanh nghe y tu nhan tren dia ban biet thong tin dugc 1)% doi vai 
thuoc neu tren; 



- Cac Cong ty dugc thong bao cho cac chi nhanh, quay thu6c, dai ly trong he 
thong phan ph8i cua minh Net th8ng tin dugc 13",  doi voi thuoc neu tren; 

- Cac don vi kinh doanh, sir citing thu6c tang men thtrc hien viec theo dOi 
tac Ong kh6ng mong muon cua thuoc trong qua trinh sir citing va km hanh.,  Girl 
bao cao ADR (neu co) dm thuoc ve:,  Trung tam quoc gia ye Thong tin thuoc,va 
Theo dai cac phan irng c6 h4i 	thuoc (13-15 Le Thanh Tong, Quart Hoar' Kiem, 
Ha N6i) va Phong Nghiep vu dugc - So Y te./ 

Nal nhein: 
- Nhu tren; 
- Website Sie Y te; 
- 	VT,P.NVD. 
Girl van ban giay va dien tir. IA4.- 
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PHU LUC 

Cie n(ii dung thay 	sung 	thuOc chum levonorgestrel 
(Dinh kern then tong van sthk..TVQLD-DK ngay,(31,e2gaz Cyc Quail ly Duor) 

[Doi voi tat ca cac thuac china levonorgestrel c6 chi dinh tranh thai khan cap, 
thong tin teen nhan thuac va to hirong an sir dpng hien co phal dugc sira doi (bO 
sung hoc chinh sira) de phan anh cac thong tin dugc cung cap dugi day] 

[• •] 
Lieu dung va cach dung 

[.] 
Phu nu khi da dimg thuac cam img enzym trong yang 4 tuan tru6c dO can sir 
dung bien phap tranh thai khan cap la bien phap tranh thai khong china hormon, 
vi du at vong tranh thai trong tir cung. Doi voi phi nix khOng the ho4c khong s&n 
sang at vong tranh thai trong tir cung cc') the uong lieu gap doi levonorgestrel 
(nghia la 3000 microgam trong -yang 72 gia sau khi giao hop khong an toan) 
(xem phan Tuang tac thuac). 

Twang tat thuloc 

[..-] 
Chuyen boa cua levonorgestrel tang len khi sir dung dang thoi levonorgestrel vgi 
cac thuoc gay cam *ng cnzym gall, hau het la thuL gay cam tang ,enLyni 
CYP3A4. Dong thoi sir dung efavirenz 	levonorgestrel lam giam nag dO 
levonorgestrel trong huyet tuang khoang 50%. 
Cac thuoc khac nghi nger co kha nang lam giam nOng do levonorgestrel tuang tir 
trong huyet tuang gam cac dan chat barbiturat (bao gam ca primidon), phenytoin, 
carbamazepin, cac thu'ac CO nguan gac dugc lieu CO Hypericum perfbratum (St. 
John's Wort), rifampicin, ritonavir, rifabutin va griseofulvin. Phu nix khi da dung 
thuac cam *rig enzym trong vong 4 tuan tuft do, can sir dung bien phap tranh 
thai khan cap la bien phap tranh thai khong china hormon (vi du at yang tranh 
thai trong tir cung). Doi WA, php nu khong the ho-ac khong san sang at yang 
tranh thai trong tir cung, co the uang lieu gap doi levonorgestrel (nghia la 3000 
microgam trong yang 72 gier sau khi giao hop khong an toan). Tuy nhien, visc 
ph& hop lieu gap doi levonorgestrel va chat cam irng enzym chua dugc nghien 
ciru day 

[..-] 
./. 
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