BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
 860749/QLD-CL Ha Ngi, ngay (4 thing F=—ndim 2013

V/v dinh chi luu hanh

thubc khong dat tiéu chufin chét hugng

- KT2013 ngay 19/6/2013 vé thudc vién nén bao tan trong rudt Diclofocal (Diclofenac

Kinh gfri‘: - 8&Y té c4c tinh, thanh phd truc thudc Trung wong;
- Cang ty Cb phin Y Duge phdm Vimedimex Tp.HCM.

- Ciin cir céc quy dinh vé quan 1y dugc hién hanh cia Viét Nam.
- Cin ¢t cdng vin s0 152/VKNT-KHTH dé ngdy 19/6/2013 cva Vién Kiém
nghiém thubc thinh phd Ho Chi Minh giri kém phiéu kiém nghiém sé 0161/VKN-

Tablets B.P. 50mg) $6 16: B620, HD: 19/06/2016, SDK: VN-5689-10, do Cong ty XL

Laboratories Pvt, Ltd., India san xuét. Mau thuéc dugc léy tai Cong ty Cé phé"ln Dugc
- VTYT Quang Nam (222 Huynh Thdc Khang, Tam Ky, Quang Nam). Thudc khdng dat-

tiéu chuén chét lugng vé chi tidu dinh lwong va tap chét lién quan theo BP 2010.

Cuc Quén ly dugc thong béo:

1. Pinh ¢hi Iuu hanh trén toan quoc thudc vién nén bao tan trong rudt Diclofocal
(Diclofenac Tablets B.P. 50mg) L6 s6: B620, HD: 19/06/2016, SBK VN-5689-10, do
Cong ty XL Laboratories Pvt, Ltd., India sén xuat Cong ty Cb phin Y Dugc phim
Vimedimex Tp.HCM nhép khéu.

2 Cc‘)ng ty CP Y Durgc phdm Vimedimex Tp.HCM phdi hop véi nha cung cép, phz’u
+ Gri thong bao thu hdi t6i nhimg noi phin phéi, sir dung thudc vién nén bao tan

'trong rudt Diclofocal (Diclofenac Tablets B.P. 50mg) L6 s6: B620, HD: 19/06/2016,

SPK: VN-5689-10, do Cong ty XL Laboratories Pvt, Ltd., India san xuét va tién hanh
thu hdi toan bj 16 thubc khong dat tiéu chuln chit lugng néu trén.

+ Giri bdo céo thu hdi, bd so thu hdi thube khong dat ticu chuan chit lugmg theo

quy dinh Théng tu sb 09/2010/TT-BYT ngay 28/4/2010 ctia B Y t€ huéng din viéc

quan ly chﬁt lugng thube vé& Cuc Quan Iy duge truée ngdy 10/8/2013.

3. 86 Y té c4c tinh, thanh phé trye thuge Trung wong, Y té céc nganh thong b4o cho
chc co s& kinh doanh, sit dung thudc thu hai 16 thude khong dat tiéu chudn chit luqmg
néu trén; kidm tra va giam st cac don vi thyc hién thong béo nay; xir ly nhimg don vi
vi pham theo quy dinh hién hanh; bio c4o v& Cyc Quén ly dugc va céc co quan chirc
ndng ¢6 1ién quan.

4. 8¢ Y té thanh phd H6 Chi Minh, S& Y té tinh Quang Nam kiém tra, xit Iy c4c don vi
vi pham theo quy dinh hi¢n hanh./.

Noi nhgn: - KT CUC TRUONG
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Nhir trén;

Thanh tra B Y té (4& phéi hop);

VKN thudc TW, VKN thuéc Tp.HCM;

Cuc Quén y - B4 Qudc phong;

Cuc Y té - B Cong an;

Cuc Yt GTVT - B§ GTVT;

Céng ty Cb phin Duge VTYT Quing Nam

(222 Huynh Thic Khéng, Tam Ky, Quang Nam) (dé thuc hién);
Website Cyc Quén ly dugc;

P.DKT, P.QLKDD, P.QLTT&QC,Tap chi D&MP-Cyc QLD;
Luu: VT, CL.




