BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lip — Ty do — Hanh phiec
$é: ..4921/QLD - CL Ha Ngi, ngay H thdang 4 ndm 2013
Viv: dinh chi Ivu hanh thudc -

khéng dgt tiéu chudn chét lugng
Kinh guri:

- S&Y té cac tinh, thanh phd tryc thude Trung uong;
- Céng ty cb phin XNK y té Viét Nam (Vimedimex Viét Nam)
(138 Giang V3, Tp. Ha Ngi);
- Cong ty C6 phin Thuong mai Dugc phim Ha Lan.
( S6 37HI khu do thi méi Yén Hoa, Yén Hoa, Cau Gidy, Tp. Ha N¢i)

- Ciin cir vao cac qui ché dugc hién hanh cta Viét Nam.

- Cin c cong van sb6 322/VKNT-KHTH dé ngay 11/10/2013 cua Vién kiém
nghiém thudc Tp. H3 Chi Minh giri kém phiéu kiém nghiém sb 0431/VKN-KT2013
ngdy 11/10/2013 vé thubc Vién nang NESMOX - 250 (Amoxicillin BP), S6 16: ASCO-
11, HD: 16/11/2014, SPK: VN-12331-11 do Cong ty Nestor Pharmaceuticals Limited
India sin xuft, Céng ty Vimedimex Viét Nam nhip khéu, Céng ty Cb phin Thuong
mai Dugc pham Ha Lan uy thac nhip khdu. Méu thudc dugc lay tai Cong ty TNHH DP
Van Thanh (28 Thuy Xudng, p. Phuong Son, thanh phé Nha Trang, tinh Khanh Hoa).
Miu thudc khong dat tiéu chudn chét lugng vé chi tiéu dinh lugng.

Cyc Quan ly Dugc thdng bdo:
1. Pinh chi hwvu hanh toan quéc thudc Vién nang NESMOX - 250 (Amoxicillin BP), S6
lo: ASCO-11, HD: 16/11/2014, SPK: VN-12331-11 do Codng ty Nestor
Pharmaceuticals Limited India sin xuat, Cong ty Vimedimex Vig¢t Nam nhdp khéu,
Céng ty Cé phan Thuong mai Duge phdm Ha Lan uy théc nhap khiu.
2. Céng ty Vimedimex Viét Nam, Cong ty C6 phan Thuong mai Dugc phdm Ha Lan
phoi hgp véi nha cung cép phai:

+ Giri théng béo thu hdi t6i nhilng noi phin phdi, sir dung thuéc Vién nang
NESMOX - 250 (Amoxicillin BP), $6 16: ASCO-11, HD: 16/11/2014, SPK: VN-
12331-11 do Céng ty Nestor Pharmaceuticals Limited India sin xuét va thu hdi toan bd
16 thude khdng dat tiéu chuén chit lugng néu trén.

+ Giri bdo cdo thu hdi, hd so thu hdi thudc khéng dat tiéu chudn chit luong theo quy

dinh tai Théng tu s6 09/2010/TT-BYT ngay 28/4/2010 clia B§ Y té huéng din viéc
quén ly chat lugng thudc vé Cuc Quan Iy Duge trude ngay 22/11/2013.
3. S& Y té céc tinh, thanh phéd tryc thugc Trung wong, Y té cac nganh thng béo cho cac
co s& kinh doanh, sir dung thudc thu hdi 16 thubc khéng dat chét lugng néu trén, kiém
tra va gidm sit cdc don vi thuc hi¢n théng bdo ndy; xir ly nhitng don vi vi pham theo
quy dinh hién hanh; bio cdo vé Cuc Quén Iy dugc va céc co quan chirc ning ¢6 lién
quan.
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4.S& Y té Tp. Ha Nbi, S¢ Y té tinh Khanh Hoa kiém tra, xir ly cdc don vj vi pham theo
quy dinh hién hanh.
5. Céng van nay thay thé cho cong vin s 17910/QLD-CL ctia Cyc Quan lf( dugc ngay
25/10/2013.

Cuc Quan 1y duge xin thOng bédo dé cdc ST Y 1€ va c4c don vi lién quan biét.

N;wh nh&n KT CUC TRUOGNG
r trén;
- Thanh tra B§ Y té (42 phéi hop); TRUONG
- VKN thudc TW, VKN thuéc Tp. HCM;
- Cuc Quén Y - B4 Quéc phong;
- Cuc Y té - Bo Cong An;
- Cuc Y t¢ GTVT-B3 GTVT;
- Céng ty C3 phin Y - Dugc phdm Vimedimex (246
Cbng Quynh, Phudmg Pham Ngil L3o, Quén 1, Tp. . QUL®
HCM) (dé biét); ~Nguyen Viét Hiung
- Céng ty TNHH DP Van Thanh (28 Thity Xuéng, p.
Phuong Son, tp. Nha Trang, tinh Khéanh Hoa) (dé
thye hién);
- Phéng QLKD Dugc, Phong PKT, Phong Thanh tra
Dugc & MP, Phong Quan ly Gid thuéc Phong
QLTT-QC thubc - Cuc Quan Iy duec;
- Website Cyc QLD; Tap chi Dugc - MP;
- Lwu: VT, CL (02 ban).
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