BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pac lap — Ty do —~ Hanh phic
Sé: 4@ 1QLD-CL Hi N6, ngivyy! thing nim 2013

V/v: dinh chi hru hanh thuc -
khéng dat tiéu chuén chit lugng
Kinh giri:
-SoYté céc tinh, thanh phé tryc thuéc Trung wong;
- Cong ty C phin Tap doan Dugc phdm & Thuong mai SOHACO
(86 5 Lang Ha, Phuong Thanh Cong, Qudn Ba Pinh, Ha N6i)

- - Cén cif vilo cc qui ché dirge hién hanh ciia Viét Nam.

- Cin cir cdng van sb 724/VKNTTW-KH dé ngay 12/08/2013 cta Vién kiém nghi¢ém
thuéc Trung wong gii kém phiéu kiém nthém sb 431354 ngay 06/08/2013 vé thudc
CEEX-100 (Celecoxib capsules 100mg), S6 16: CX 1006, NSX: 14/11/2011, HD:
13/05/2014, SBK VN-2827-07 do Cﬁng ty Syncom Formulations (India) Ltd. sin xuat,
Cdng Cé phan Tap doan Dugc phim & Thwong mai SOHACO nhgp khdu. Miu thudc
duge lay tgu Cong ty TNHH Trung Thanh Nam (Quay 203, tang 2, HAPUMEDICENTER,
50 1 Nguyen Huy Tudng, Thanh Xuén, Ha Ngi). Miu thuoc khong dat tidu chuin chit
Iugng vé chi tiéu d4 hoa tan.

Cuc quéan ly Dugc théng bao:

1. Pinh chi luu hanh todn quéc thudc CEEX-100 (Celecoxib capsules 100mg), $6 16: CX
1006, NSX: 14/11/2011, HD: 13/05/2014, SDK: VN-2827-07 do Cong ty Syncom
Formulations (India) Ltd. sén xutt, Céng ty C6 phan Tap doan Dugc phm & Thuong mai
SOHACO nhip khiu.

2. Cong ty Cb phin Tap doan Dugc phdm & Thuong mai SOHACO phdi hgp véi nha
cung cip phai:

+ Guri thong bao thu hdi t6i nhimg noi phan phéi, sir dung thubc CEEX-100 (Celecoxib
capsules 100mg), S6 16: CX 1006, NSX: 14/11/2011, HD: 13/05/2014, SDK: VN-2827-07
do Céng ty Syncom Formulations (India) Ltd. sén xuét, Céng ty Co phén Tép doan Duqc
phém & Thuong mai SOHACO nhép khéu va thu hdi toan bd 16 thude khong dat tiéu chuin
chét lrgng néu trén.

+ Guri béo cdo thu hdi, hd so thu hdi thube khong dat tiéu chuﬁn chét lugng theo quy dmh
tai 'Ihong r so 09/2010/TT-BYT ngay 28/4/2010 cia Bb Y té hudéng din viéc quan Iy chit
lugng thudc v& Cuc quan 1y Dugc trude ngay 25/09/2013.

3. S& Y té céc tinh, thanh phd tryc thugc Trung vong, Y té céc ngé.nh thdng béo cho céic
co s kinth doanh, sir dyng thudc thu hdi 16 thudc khong dat chit qung néu trén, kiém tra vi
gidm s4t cac don vj thyc hién thong bdo nay; xir ly nhitng don vi vi pham theo quy dinh hién
hanh; béo céo vé Cuc quan 1y duge va cic co quan chire ning c6 lién quan.

4. S§Y té thanh phd Ha Noi kiém tra, xi Iy cdc don vi vi pham theo quy dinh hién hémh

Noi nbén

- Nhu trén;

- Thanh tra B§ Y té (4é phéi hop);

- VKN thudc TW, VKN thubc Tp. HCM;

Cuc Quﬁn Y - B4 Quéc phong;

CucY té - Bo Coéng An;

Cuc Y té GTVT- B3 GTVT;

Céng ty TNHH Trung Thanh Nam (Quéy 203, thng 2,

HAPUMEDICENTER, s6 1 Nguyén Huy Tué'ng, Thanh

Xuéin, Ha N§i) (8 thuc hién);

" - Phong QLKD Dugc, Phdng PKT, Phong PC & HN, Phong
QLTT-QC thudc - Cyc Quan Iy duge;

- Websife Cyc QLD; Tap chi Dugc - MP;

- Luu: VT, CL (02 ban).
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