Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phc
36- | D-CL Ha Noi, ngay (H thang g/i nam 2019
V/v dinh chf It hanh ¥hu6c Ibucine 400

khéng dat tiéu chuan chat lvong

Kinh gui:
- S6' Y té cac tinh, thanh phd trwc thudc Trung wong;
- Cong ty TNHH duwgc phdm USA - NIC (uwsA - NIC Pharma)
(B/c: L6 11D, duong ¢, KCN Tan Tao, Quan Binh Tan, TP.HO
ChiMmnh).

Can cl* vao cac qui ché dugc hién hanh clia Viét Nam.

Can ctr Cong van s6 518/VKNT-KHTH ngay 09/10/2019 gii kém phiéu
kifm nghiém s6 0664/VKN-KT2019 ngay 09/10/2019 va cbng van so
548/VNKT-KHTH ngay 22/10/2019 gGi kem phiéu kiém nghiém so0
0664A/VKN-KT2019 ngay 22/10/2019 cua Vién kiém nghiém thudc Tp. HO
Chi Minh vé thu6c vién nén bao phim Ibucine 400 (Ibuprofen 400mg), SPK:
VD-25569-16, s6 16: 906019, NSX: 20/06/2019, HD: 20/06/2022 do Cbng ty
TNHH dugc phdm USA - NIC (USA - NIC Pharma) san xuat. Mau thudc do
Trung tdm Kiém nghiém thudc, m§y phdm, thwc pham Tp. HCM lay tai Cong ty
TNHH san xuat kinh doanh dwgc phdm Dam San. Mau thudc khong dat tiéu
chuan chat lvgng vé chi tiéu Do hoa tan, tap chat lién quan (vi pham mic do 3).

Cuc Quan ly Duoc théng bao:

1. Thu héi toan qudc thudc vién nén bao phim Ibucine 400 (lbuprofen
400mg), SBK: VD-25569-16, s6 106: 906019, NSX: 20/06/2019, HD:
20/06/2022 do Cong ty TNHH duwoc phdm U'SA - NIC san xuat.

2. Cong ty TNHH dugc phdm USA - NIC phdi hop nha phan phéi thudc,
phai:

+ Trong thoi han 48h ké tir ngay ky Cong van nay, gti thong bao thu hoi
t¢i cac co s& ban budn, ban I8, st dung thudc vién nén bao phim Ibucine 400
(Ibuprofen 400mg), SPK: VD-25569-16, s6 16: 906019, NSX: 20/06/2019, HD:
20/06/2022 do Cong ty TNHH dwgc pham U'SA - NIC san xuét va tién hanh thu
hoi toan bd 16 thudc khong dat tiéu chuan chéat lvgng néu trén.

+ GUi bao cao thu hoi vé Cuc Quan ly Duoc trong vong 18 ngay ké tlr ngay
ky Cong van nay, ho so thu hoi bao gém s6 lwgng san xuét, s lwgng phan phdi,
ngay san xudt, s6 luong thu hdi, cac bang chirng vé viéc thuc hién thu hdi tai cac
co s& ban budn, ban 1&, st dung dd mua thudc theo quy dinh tai Thong tw so
11/2018/TT-BYT ngay 04/05/2018 clia Bd Y té€ quy dinh vé chat lugng thudc,
nguyén liéu lam thudc.



3. S¢ Y té cac tinh thanh pho truc thudc Trung wong, Y té cac nganh thong
bao cho cac co s& kinh doanh, st dung thudc thu hdi 16 thuéc khéng dat chat
lvgng néu trén, kiém tra va giam sat cac don vi thuc hién thdng bao nay; xtr ly
nhirng don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Duoc
va Cac co quan chtrc nang cd lién quan.

4.S¢ Y t€ Tp. HO Chi Minh kiém tra va giam sat Cong ty TNHH duwoc
pham USA - NIC thuc hién viéc thu hoi va xt ly thudc bi thu hdi theo quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thwc hién /.

Noi nhan: KT. CUC TRUONG

- Nhu trén; : >
- Cuc trwdng Vi Tudn Cuong (dé b/c); PHO CUC TRUONG

- VKN thudc TU, VKN thuéc Tp. HCM;

- Cuc Quan Y - Bd quoc phong ;

- Cuc Y té - B6 Cong an;

- Cuc Y t€ GTVT - B0 GTVT,;

- Céc phong BDKT, QLKDD, Phap ché-Thanh tra, Website
- Cuc QLD;

- Cong ty TNHH san xuét kinh doanh dugc phdm Dam San
(Blc: L6 E23-22, 134/1, T6 Hién Thanh, Phudng 15,
Quan 10, Tp. HO Chi Minh) (dé thwc hién);

- Lwu: VT, CL (PT).



