BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lip — Tw do — Hanh phic

sé:AbAT/QLD - CL e . 3
V/v: dinh chi luw hanh thude Ha Néi, ngay\g Orhang 6 nam 2015

khong dat tiéu chun chit lugng

Kinh giti: - S& Y té Tp. Ha Néi;
- S& Y té Tp. Hd Chi Minh;
- Cong ty TNHH MTV Dugc phim Trung uong 2.
- Can ctr vao céc qui ché duoc hién hanh cia Viét Nam;

- Can cur cong vén s6 345/VKNTTW-KH _ngay 12/06/2015 cua Vién
Kiém nghiém thuoc  Trung wong guri kem phiéu kiém nghiém sé 45GT 40 ngay
12/06/2015 vé thubc vién nén Cefpodoxime Proxetil Tablets USP 100mg,
SPK: VN-14818-12, sé 16: XC 4010, NSX: 03/01/2014, HD: 02/01/2017 do
Céng ty Syncom Formulations (India) Ltd - An Db san Xuét; Cong ty TNHH
MTV Dugc phim Trung uvong 2 nhap khiu. Miu thudc duoc ldy tai Nha thude
Viét Hung, Kios 07 — CT4A khu dd thi Xa La, phl.wng Phuc La, quén Ha
Déng, Tp. Ha N¢i. Thudc khéng dat tiéu chuin chit lugng vé chi tiéu d6 4m
theo tidu chuén co sé.

Cuc Quan ly dugc théng bao:

1. Pinh chi luu hanh thubc vién nén Cefpodoxime Proxetil Tablets USP
100mg, SPK: VN-14818-12, so 15: XC 4010, NSX: 03/01/2014, HD:
02/01/2017 do Céng ty Syncom Formulations (India} Ltd - An D¢ san xuat;
Céng ty TNHH MTV Dugc phim Trung vong 2 nhap khiu.

2. Coéng ty TNHH MTV Dugc phim Trung wong 2 phdi hgp véi nha cung
cép phai:

+ Trong thdi gian 05 ngay gui théng bao thu héi t&i cac co s& ban budn,
ban lé, sir dung thudc vién nén Cefpodoxime Proxetil Tablets USP 100mg,
SDK: VN-14818-12, s 16: XC 4010, NSX: 103/01/2014, HD: 02/01/2017 do
Cong ty Syncom Formulations (India) Ltd - An D§ san xuat; Céng ty TNHH
MTV Dugc phim Trun uong 2 nhép khéu va tién hanh thu hi toan bg 16
thudc khéng dat tidu chug.n chét lugng néu trén.

+ GUi bdo cdo thu héi vé Cuc Quan ly Duge trude ngay 23/7/2015, ho so
thu hdi bao gom s6 lugng nhép khau, ngdy nhdp khéu, sé lugng thu hdi, cic
bing chimg v& viéc thyc hién thu hdi tai cic co s& ban budn, ban 1€, s dung
thudc d3 mua thudc theo quy dinh tai Thong tr sb 09/2010/TT-BYT ngay
28/4/2010 ciia B§ Y t& hudng din viée quan 1y chét lwgng thuée.

3.84 Y té Tp. Ha N61, S& Y té Tp. H6 Chi Minh kiém tra thong béo cho
céc ca s& kinh doanh, st dung thuéc thu hdi 16 thude khéng dat chét luong néu
trén, kiém tra va gidm sét cic don vi thuc hién théng bao nay; xir ly nhimg don
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vi vi pham theo quy dinh hién hanh; béo cdo vé Cuc Quan ly Dugc va cac co
quan chirc nang ¢6 lién quan./.

Noi nhin:

- Nhu trén;

- VKN thubc TW, VKN thuéc Tp. HCM;

- Céc phong: DKT, QLKD Dugc, Thanh tra Dugc MP, Tap chi
Dugc MP; website Cuc QLD;

- Noi ldy miu (dé thyc hién);

- Luu: VT, CL (TA).
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