BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
$é:, j¢£4 ./QLD-CL Ha Néi, ngay 0% thang 04 nam 2014

V/v dinh chi lwu hanh thudc
khéng dat tiéu chuin chit lugng
Kinh gtri:
- 8& Y té c4c tinh, thanh phd truc thu¢c Trung uong
- Cong ty Cé phidn Duge VTYT Dik Lik.

- Cén cir céc quy dinh vé quén ly dugc hién hanh cta Viét Nam.

- Cén cir cdng vin so 354/VKNT-KHTH dé ngay 07/1 172013 cua Vign Kiém
nghiém thubc Tp. Hﬁ Chf Minh giri kém phiéu kiém nghiém sé 0630/VKN-KT2013
ngdy 07/11/2013 vé thudc vién nang Nudinir - 300 (Cefdinir 300mg), S6 1o:
110113001, HD: 10//01/2015, SDK: VN-5196-08, do Cdng ty Sance Laboratories
Private Limited - India san xuét, Céng ty C4 phén Duge VIYT Pik Lik nhap khéu.
Mﬁu thuoc dugc lay tai Cong ty Cb phan Duge VTYT ik Lik. Thubc khong dat tiéu
chuén chat lugng vé chi tiéu khdi lugng trung binh bt thudc trong nang.

Cuc Quén ly dugc thong bao:

1. Dinh chi luu hanh trén toan quédc thudc vién nang Nudinir - 300 (Cefdinir 300mg),
L6 s&: 110113001, HD: 10/01/2015, SPK: VN-5196-08, do Cong ty Sance
Laborawnes Private Limited - India san xuit, Cong ty Cé phén Dugc VTYT Pik Lik
nhép khiu.

2. Cong ty Cb phén Dugc VTYT Pk Lik phéi hop véi nha cung cép, phai:

+ Giri thong bdo thu héi téi n_hf'mg noi phin phdi, st dung thudc vién nang
Nudinir - 300 (Cefdinir 300mg), Lé so: 110113001, HD: 10/01/2015, SDK VN-
5196-08, do Cong ty Sance Laboratories Private Limited - India san xudt va tién hanh
thu hdi toan bo 16 thube khong dat tiéu chudn chét lugng néu trén,

+ Gui bao céo thu hdi, hd so thu hdi thudc khong dat tiéu chu{m chét hrgng
theo quy dinh Théng tu s6 09/2010/TT-BYT ngay 28/4/2010 cia Bo Y té huéng dén
vigéc quan ly chét luong thude vé Cyc Quan ly dugc trude ngay 06/02/2014.

3. S& Y té cdc tinh, thanh phé trgc thuge Trung wong, Y té céc nganh thdng béo cho
cac co s¢ kinh doanh, sir dung thuéc thu hoi 16 thube khong dat tiéu chudn chit lucmg
néu trén; kiém tra va gidm sit cac don vj thye hign thong béo nay; xi ly nhitng don vi
vi pham theo quy dinh hién hanh; bdo cdo vé Cuc Quan ly duge va céc co quan chirc
ning cd lién quan.

4. S& Y té tinh Dk Lik kiém tra, xir Iy cdc don vi vi pham theo quy dinh hién hanh./.

Noi nhin:

Nhu trén;

VKN thude TW, VKN thudc Tp.HCM;

Cyc Quin y - B§ Quéc phéng;

Cyc Y té - B§ Cong an;

Cuc Y€ GTVT - B GTVT;

Website Cyc Quan ly duge;

P.DKT, P.QLKDD, P.TTra Duge-MP, P.QLTT-QCT,
Tap chi Dugc&MP - Cyc QLD;

- Luu: VT, CL.




