BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phic

S6: 6040 /QLD-CL Ha Néi, ngay 08 thang 07 ndm 2022
V/v mau CEFUROXIM 500mg gia

Kinh gii: S& Y té c4c tinh, thanh phb truc thudc Trung wong

Can ctr vao cac quy dinh vée quan ly duoc hién hanh cua Viét Nam;

Can ¢t Van thu s6 1271/SYT-NVD ngay 15/6/2022 ctia S& Y té tinh Ha Giang
kém vin thu s6 33/CV-TTKN ngay 14/6/2022 ctia Trung tim kiém nghiém Ha Giang
va phiéu kiém nghiém s6 255/KNHG béo cdo vé mau san pham trén nhin ghi: Vién
nén bao phim CEFUROXIM 500mg, SBK: VD-31978-19, 16 SX: 3490621, NSX:
010621, HD: 010624 co s& san xuit ghi trén nhin: Chi nhanh céng ty ¢6 phan duoc
phdm Trung wong Vidipha Binh Duong. Mau do Trung tim kiém nghiém Ha Giang
14y tai Quay thu6c Son Nhan (DS. Pham Thi Thanh Nhan) — X3 T4n Quang, huyén
Bic Quang, tinh Ha Giang. MAu khong dat tiéu chudn chit lwong vé cac chi tiéu Pinh
tinh, Pinh lwong (Khéng ¢ hoat chat);

Cin ct Vin thu s6 326/VKNT-KHTH ngay 24/6/2022 cia Vién Kiém nghiém
thudc TP.HCM kém phiéu kiém nghiém s6 0015/VKN-LTT2022 béo céo vé miu san
phAm trén nhin ghi: Vién nén bao phim CEFUROXIM 500mg, SPK: VD-31978-19,
16 SX: 5241121, NSX: 301121, HD: 301124, trén nhin ghi co s san xuat: Chi nhanh
cong ty ¢d phan duoc pham Trung uong Vldlpha Binh Duong. Mau do Trung tam
kiém nghlem thudc, m§ phim, thuc pham Tién Giang lay tai Quay thubc s6 28 — S6
993/2 4p Tan Pht, x3 Tan Huong, Chau Thanh, tinh Tién Giang. MAu khong dat tiéu
chuan chat luong vé cac chi tiéu Pinh tinh, Pinh lvong (Khong co hoat chét);

Cian ct Cong vin s6 138/TTKN-HCTH ngay 29/06/2022 ctia Trung tim Kiém
nghiém Thudc, m§ pham, thuc pham Tién Giang bio c4o vé mau sdn phim trén nhin
ghi: Vién nén bao phim CEFUROXIM 500mg, SPK: VD-31978-19, 16 SX: 5241121,
NSX: 301121, HD: 301124 néu trén,

Cian ctr Cong vin s6 35/TTKN-TCKHTC ngay 23/06/2022 ctia Trung tAm kiém
nghiém Ha Giang gti kém mAiu san phim trén nh3n ghi Vién nén bao phim
CEFUROXIM 500mg néu trén,

Cin ¢l cac van thu: s6 309/BC-VDP ngay 24/6/2022; sb 321 va 322/BC-VDP
ngay 01/7/2022; sb 325/VDP ngay 05/7/2022 ctia Cong ty C6 phan Duoc phim Trung
wong Vidipha bao cdo tinh hinh san xuét, phan phoi 16 thudc Vién nén CEFUROXIM
500mg gt kém mAu thubc Vién nén bao phim CEFUROXIM 500mg, SPK: VD-
31978-19, 16 SX: 5241121, NSX: 301121, HD: 301124; 16 SX: 3490621, NSX:
010621, HD: 010624 16 SX: 3340422, NSX: 190422, HD: 190425 va mét s6 tai lidu
lién quan;

Sau khi d6i chiéu mAu thubc Vién nén bao phim CEFUROXIM 500mg do Céng
ty Vidipha san xuét véi mau san pham trén nhin ghi Vién nén bao phim CEFUROXIM
500mg do Trung tAm kiém nghiém Ha Giang cung cap c6 dau hiéu khac nhau khong
10 rang, chi phan biét dugc khi dé canh nhau:



Sau khi thng nhat véi Cong ty C6 phan Duoc pham Trung wong Vidipha, dé
dam bao an toan cho nguoi stt dung, Cuc Quan ly Duoc thong bao:

1. Thu héi toan quéc 02 16 thudc trén nh3n ghi: “Vién nén bao phim
CEFUROXIM 500mg, SPK: VD-31978-19:

- L6 SX: 5241121, NSX: 301121, HD: 301124

- Lo SX: 3490621, NSX: 010621, HD: 010624

- Chi nhénh c6ng ty ¢b phan duoc phim Trung wong Vidipha Binh Duong”.

2. Chi nhanh cong ty ¢b phan duoc phim Trung wong Vidipha Binh Duong phai:

- Trong thoi han 24h ké tir ngay ky Céng vin nay, gii thong bao t6i cac co s
ban budn, ban 1&, st dung thudc vé viée thu hdi 02 16 thude trén nhin ghi “Vién nén
bao phim CEFUROXIM 500mg, SPK: VD-31978-19, 16 SX: 5241121, NSX:
301121, HD: 301124 va 16 SX: 3490621, NSX: 010621, HD: 010624, Chi nhanh céng
ty ¢6 phan duwoc phim Trung wong Vidipha Binh Duong” va tién hanh thu hoi toan
bd 16 thude néu trén.

- G bao cdo thu hdi vé Cuc Quén Iy Duoc trong vong 18 ngay ké tir ngay ky
Cong vin nay, hd so thu hoi bao gdm sb lwong san xuit, ngay san xuét, s6 luong thu
hoi, cac bing ching vé viéc thuc hién thu hdi tai cac co s& ban budn, ban 18, st dung
d3 mua thudc theo quy dinh tai Thong tu s6 11/2018/TT-BYT ngay 04/05/2018 cla
B6 Y té quy dinh vé chat luong thubc, nguyén liéu lam thube.

3. Pé nghi S& Y té cac tinh, thanh phb truc thuéc Trung uong, i i te cac nganh

- Thong bao cho cac co s& kinh doanh, ngu'ou st dung thubc vé viéc thu hot,
khong tlep tuc sir dung, tra lai cho don vi cung cap dbi véi 02 16 thude néu trén:

- Cbéng bb thong tin vé quyét dinh thu hdi 02 16 thube trén trén Trang théng tin
dién tir cua So;

- Kiém tra va giam sat cac don vi thuc hién thong bao nay; bao cao vé Cuc
Quan ly Duogc va cac co quan chirc nang co6 lién quan.

4. 8& Y té Tinh Binh Duong kiém tra va gidm sat Chi nhanh cong ty c6 phan
dwoc pham Trung wong Vidipha Binh Duong thuc hién viée thu hoi va xi Iy thude bi
thu hoi theo quy dinh.

Cuc Quéan Iy Duoc théng bao dé cac don vi biét va thuc hién /.

N;}'f nhdn: KT. CUC TRUONG
- Nhu trén; A 5

- Thit treong P6 Xuan Tuyén (dé b/c); PHO CUC TRUONG
- Cuc treong Vi Tuan Cuong (dé b/c);

- Thanh tra B4 (dé p/h);

- VKN thuée TW, VKN thudc Tp. H6 Chi Minh;

- Cuc Quan Y - Bé qudc phong;

- Cuc Y té - Bo Cong an;

- Cuc Y té Giao thong van tai - Bo GTVT;

- Trung tam kiém nghiém Ha Glang (dé phon hop);

- Trung tam Kiém nghlem Thude, my pham, thue pham
Tién Giang (dé phéi hop);

- Chi nhanh céng ty ¢6 phan dwroc pham Trung wong
Vidipha Binh Duong (dé phéi hop);

- Cuc QLD: PCTTr, QLKD, PKT, website Cuc;

- Luu: VT, CL(NH).
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