UBND TiNH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc 1ap - Tu do - Hanh phic

S6: A426 /SYT-QLD Thanh Hoa, ngay 3p) thdang 6 ndm 2018

V/v dinh chi huu hanh thube
khéng dat tiéu chuan chat lugng.

Kinh gti: Cac co so kinh doanh, st dung thude trong tinh.

Can cur cac quy dinh vé quan ly duge hién hanh cta Viét Nam;

Cin ct Cong van sé 9877/QLD-CL ngay 31/5/2018, Cong vin sb
11244/QLD-CL ngay 14/6/2018 cia Cuc Quan ly Duoc - BO Y té dbi véi cac

thuoc sau:

- Thudc vién nang ciung Neopeptine (Alpha amylase 100mg; Papain
100mg; Simethicone 30mg), SBK: VN-17152-13, Lo SX: R17072, NSX:
20/11/2017, HD: 19/11/2019 do Cong ty Raptakos, Brett &Co., Ltd. (India) san
xuit. Thudc khong dat tiéu chuan chit luong vé chi tiéu Ham luong Alpha

amylase.

- Thude bot dong kho pha tiém Vintrypsine (Alpha chymotrypsin 5000
don vi USP), SDK: VD-25833-16, L6 SX lo bot dong kho: 030118, NSX:
04/01/2018, HD: 04/01/2021; L6 SX lo dung moi: 010118, NSX: 02/01/2018,
HD: 02/01/2022 do Céng ty c¢6 phan duoc phdm Vinh Phuc san xuit. Thude
khéng dat tiéu chuan chét luong vé chi tiéu ndi ddc td vi khudn déi véi lo dung
moi.

S& Y té thong béo:

1. Pinh chi luu hanh va thu hdi cac 16 thude sau:

- Thudc vién nang cing Neopeptine (Alpha amylase 100mg; Papain
100mg; Simethicone 30mg), SPK: VN-17152-13, L6 SX: R17072, NSX:
20/11/2017, HD: 19/11/2019 do Céng ty Raptakos, Brett &Co., Ltd. (India) san

xuit. Cong ty cd phan dugc pham Bén Tre nhap khau;

1002



- Thubc bot dong kho pha tiém Vintrypsine (Alpha chymotrypsin 5000
don vi USP), SBK: VD-25833-16, L6 SX lo bdt dong kho: 030118, NSX:
04/01/2018, HD: 04/01/2021; L6 SX lo dung moi: 010118, NSX: 02/01/2018,
HD: 02/01/2022 do Cong ty ¢6 phan dugc phdm Vinh Phiic san xut.

2. Céc co s kinh doanh, str dung thudc trén toan tinh khén truong thu hdi

16 thude bi dinh chi luu hanh néu trén (néu cd) va tra lai cho co s¢ cung tng;

3. Phong Quan ly Dugc, cac phong ban chiic ning cia S¢ Y té, phong Y
té huyén, thi, thanh phé c6 trach nhiém kiém tra, giam sat viéc thuc hién thong
béo nay; xur ly nhitng don vi, ca nhan vi pham theo quy dinh hién hanh./="

Noi nhin:

- Nhu trén;
- Luu: VT, QLD.
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