BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1dp - Ty do - Hanh phiic
$6;4 F$9QLD-CL Ha Ngi, ngay A0 thang .§. nam 2013

V/v dinh chi luu hanh
thude khdng dat tiéu chudn chit lugng

Kinh guri: ) )
- S¢ Y té céc linh, thanh phé tryc thude Trung uong
- Cong ty C5 phén Armephaco.

- Can cir cac quy dinh vé quén ly dugc hién hanh cia Vit Nam. .

- Cén clr cong viin s6 251/VKNT-KHTH ngay 28/8/2013 cia Vién Kiém
nghiém thudc Tp. H6 Chi Minh gii kém phiéu kiém nghigm sé 0369/VKN-K'12013
ngdy 28/8/2013 cia Vién Kiém nghiém thudc thanh phé H& Chi Minh vé thudc vién
nang Femicap (Cefadroxil 500 mg), S8 16: 41921203, HD: 02/09/2016, SPK: VN-
5400-10, do Cdng ty Hanall Pharmaceutical Co. Ltd., Korea san xuét, Céng ty Ccé
phidn Armephaco nhédp khdu. Miu thuéc do Trung tdm Kiém nghiém Thudc, My phém,
Thuc phdm Tp. HS Chi Minh ldy tai Cong ty ci phan Dugc phdm quén 10, L6 C10,
Cira hang sé 44, 134/1 T6 Hién Thanh, Phudmg 15, Quén 10, Tp. HO Chi Minh. Thudc
khéng dat tiéu chun chét lugng vé cac chi tiéu dé déng déu khdi lugng, dinh lugng va
dd hoa tan. '

Cuc Quan ly dugc thong bao:

1. Dinh chi leu hanh trén toan quéc thudce vién nang Femicap (Cefadroxil 500 mg),
L6 sb: 41921203, HD: 02/09/2016, SPK: VN-5400-10, do Cong ty Hanall
Pharmaceutical Co. Ltd., Korea san xuit, Cong ty C6 phin Armephaco nhap khau.

2. Cong ty Cb phin Armephaco phdi hop v6i nha cung cép, phai:

+ Gui thong béo thu hdi t6i nhitng noi phin phéi, sit dyng thuéc vién nang
Femicap (Cefadroxil 500 mg), L sé: 41921203, HD: 02/09/2016, SPK: VN-5400-
10, do Céng ty Hanall Pharmaceutical Co. Ltd., Korea san xuft va tién hanh thu hdi
toan bd 1 thude khdng dat tiéu chuin chit lugng néu trén.

+ Guri béo cdo thu hdi, hd so thu hdi thube khong dat tiéu chuan chat lugng
theo quy dinh Thong tw 50 09/2010/TT-BYT ngay 28/4/2010 cua By Y t€ hudng dén
viéc quan 1y chét lugng thudc vé Cuc Quén ly duge trude ngay 10/10/2013.

3. S¢ Y té cac tinh, thanh phé tryc thudc Trung vong, Y té cac nganh théng béo cho
céic co s& kinh doanh, sir dung thudc thu hdi 16 thuéc khdng dat tiéu chuan chit lugng
néu trén; kiém tra va gidm st cdc don vj thye hién thong bdo ndy; xir ly nhitng don vj
vi pham theo quy dinh hién hanh; bo céo v& Cuc Quén ly dugc va cic co quan chirc
ndng c6 lién quan.

4. S& Y t& thanh phd Ha Nbi, S& Y 1é thanh phb H3 Chi Minh kiém tra, xit 1y cdc don
vi vi pham theo quy dinh hi¢n hanh./.
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