
UBND T1NH HA TINH 
SO Y TE 

8/1.9 /SYT-NVD 
V/v dinh chi kru hanh thu6c khong 

dg fiat' chuAn chAt luvng 

LONG 110A XA HOI CHU NGHiA VIVI' NAM 
Doc lap — Tkr do — I-4nh phtic  

Ha Tinh, ngay /1.; thong 11 neim 2017 

Kinh giri: 

- Cac don vi kham chira Nnh; 
- Phong Y t6 cac huyn, thi xa, thanh ph8; 
- Trung tam Y t6 du phong cac huy0, thi xa, thanh ph8; 
- Cac Cong ty dugc trong tinh. 

Can cir C6ng van s8 17158/QLD-CL ngay 20 thong 10 nam 2017 cila Cuc 
Quan ly &roc - 138 Y t6 ve viec dinh chi km hanh thu8c khong dot tieu chuan chat 
*mg, 

Sa Y t6 thong bao: 

Dinh chi luu hanh thuL vien nen bao phim Olecin-500 (Levoflaxacin 
500mg), SDK: VN-11490-10, S6 18: TE-5399, HD: 05/11/2018 va So 18: TE-5401, 
HD: 06/11/2018; do Cong ty Gracure Pharmaceutical Ltd. (India) san xudt. I4 do: 
02 18 thu8c tren khong duoc nha san xuat ki6m tra chi tieu tap chat lien quan theo 
dimg 118 so da. clang 14; rieng thu6c c6 S8 18 TE-5399 khong dot tieu chuan ve chi 
tieu Dinh tinh bang g6c quay cue va Khoi luting trung binh vien. 

D6' dam bao an toan cho ngu6i sir dung, Si yeu cau: 

- Cac don vi kham china Nnh thong bao r8ng rai cho can h8 vier' chirc cac 
khoa phong, 138 phan biet va kiem tra trong kho thuoc cua don vi, thu hoi 02 18 
thu8c vien nen bao phim Olecin-500 (Levoflaxacin 500mg) neu tren; 

- Phong Y to cac huyen, thi xa, thanh pho thong bao cac nha thu8c to nhan 
va cac co so hanh nghe y to nhan tren dia ban bi& d thu h8i 02 18 thu6c vien nen 
bao phim Olecin-500 neu tren; 

- Trung tam Y t6 du phong cac huyen, thi xa, thanh ph8 thong bao cho cac 
Tram y to xa, phueyng, thi tran tren dia ban biet de thu hoi 02 18 thuoc vien nen bao 
phim Olecin-500 neu tren; 

- Cac Cong ty &roc thong bao cho cac chi nhanh, quay thu8c, dai ly trong he 
th6ng phan phoi cua minh va kiem tra trong kho thutic cua don vi, thu h8i 02 18 
thuoc vien nen bao phim Olecin-500 neu teen; 



- Cac don vi kinh doanh, sir citing thu6c n6u c6 02 18 thucic vier' nen bao 
phim Olecin-500 neu teen phai khan twang thu hOi, bao cao thu hili Ve PhOng 
Nghiep vu dugc - Si Y to truck ngay 10/12/2017 (Bao cao thu 114 ho so thu h6i 
thu8c khong d4t tieu chuan chit lugng theo quy dinh Thong to s6 09/2010/TT-BYT 
ngay 28/4/2010 cilaB8 Y to hugng dan viec quan V/ chat lugng thu8c)./.z_ 

Noi nhein: 
- Nhu tren; 
- Trung tam KN DP - MP; 
- Website So Y t6; 
- Luu: VT, NVD. 
Girl van ban giAy va din tCr. IA*, 

 

Tran Thai San 
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