BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc

S6: 7554 /QLD-CL Ha Ngi, ngay o1 thang o7 nam 2021
V/v rat khoi danh sach cong ty
nude ngoai ¢6 thude vi pham
chat lugng phai thuc hién iy
mau kiém tra chat luong

Kinh gi:
- Cong ty TNHH TM DP Binh Nguyén
(dia chi: 13C Hé Biéu Chénh, P.12. Q. Phii Nhudn, TP. Ho
Chi Minh);
- Cong ty TNHH TM DP Uc Chau
(dia chi: 74/18 Trwong Quéc Dung, P.10. Q. Phii Nhudn,
TP. Ho Chi Minh,).

Cuc Quan ly Dugc nhan dugc ho so dé nghi rat tén khoi danh sach cac co s&
san xuat co thudc vi pham chat luong phai thyc hién 1ay mau kiém tra chat lugng
d6i vai 100% 16 thude nhap khau dbi voi co sé san xuat R.X. Manufacturing Co.,
Ltd. (Thailand) tai Van ban s6 04.01/21 CV-BN dé ngay 19/01/2021 va 02.05/21
CV-BN dé ngay 07/5/2021 cua Cong ty TNHH TM DP Binh Nguyén; Vin béan s6
11.01/21 CV-UC dé ngay 19/01/2021 va 05.04821 CV-UC d& ngay 07/5/2021 cia
Ccong ty TNHH TM DP Uc Chau va Gidy uy quyén cta co s& san xuat R.X.
Manufacturing Co., Ltd. (Thailand) dé ngay 15/01/2021;

~ Cén cir quy dinh tai Picu 9 Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 va
ket qua giam sat chat luong thudc luu hanh, Cuc Quan 1y Duoc c6 ¥ kién nhu sau:

1. Ngay 25/5/2021, Cuc Quan 1y Dugc da co cong vin s6 6e/QLD-CL vé
viéc xi 1y thudc Vién nén Myomethol (Methocarbamol 500mg), SPK:
VN-17397-13, S6 16: 49U003, NSX: 13/01/2021, HD: 13/01/2024 do Cong ty
R.X. Manufacturing Co., Ltd. (Thailand) san Xuat, Cong ty Co phan Xuat nhap
khau Y t& TP. HCM nhap khau. Mau thuéc do Vién kiém nghiém thudc Trung
wong lay tai Cong ty TNHH Nha thudc 24h.VN (Quay 333, tang 3 - Hapu
Medicenter, S6 1 Nguyen Huy Tuong, Thanh Xuéan, Ha Noi). Mau thudc khong
dat tiéu chuan chét luong vé chi tiéu Tap chat lién quan (vi pham mtc d6 2).

Trong thoi gian cho két qua kiém tra chat luong thude d6i v6i cac mau bd
sung theo cong van 6¢/QLD-CL, Cuc Quan ly Dugc chua xem xet dé nghi cua
Cong ty vé viéc rat tén Céng ty R.X. Manufacturing Co., Ltd. (Thailand) khoi
danh sach cong ty nudc ngoai c6 thude vi pham chit lwong phai thuc hién 14y mau
kiém tra chit luong.

2. Yéu cau Cong ty TNHH TM DP Uc Chau giai trinh vé Phiéu kiém nghiém
s6 018G/21/DP-02 ngay 02/3/2021 ciia Trung tdm kiém nghiém tinh Binh Duong
d6i v6i mau thudc Vién nén Myomethol (Methocarbamol 500mg), SPK:
VN-17397-13, S6 16: 49U003, NSX: 13/01/2021, HD: 13/01/2024 dugc két luan



1a Pat yéu cau chat luong theo Tiéu chuan co s& nhung khong thuc hién kiém tra
chi tiéu "Tap chat lién quan"; trong khi, Vién kiém nghiém thudc Trung wong két
luan mau thude néu trén khong dat tiéu chuin chat luong vé chi tiéu Tap chit lién
quan (vi pham muc dé 2).

Cuc Quan 1y Dugc thong béo dé cac cong ty biét va thuc hién./.

foi nhdn: KT. CUC TRUONG
Nhu trén; A 2

- Cuc trudng Vit Tuan Cudng (dé b/c); P PHO UC TRUONG
- Vién Kiém nghiém thuéc TW, Vién Kiém 7,05~

nghiém thu6e Tp. HCM (dé phéi hop);

- Phong Phap ché-Thanh tra, Website - Cuc QLD;
- Luu: VT, CL(TP).
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