BOYTE CONG HOA HQI XA CHU NGHIA VIET NAM
CyC QUAN LY DUQC Pic lip - T do - Hanh phiie

$6: A 304 4/QLD-CL Ha Ngi, ngéy 84 thdng F- ndm 2014
Vv dinh chi hru thube khing
dat tifw chufn chit hrong
Kinh giri: - S& Y té cdic tinh, thanh phé tryc thude Trung wong;
- Cong ty cb phin dugce ligu TW 2.

- Céin cit vao cic quy dinh v& quén 1¥ duge hién hanh cia Viét Nam,

- Can cfr chng vin sé S49/VENTTW-KH d& ngay 25/07/2014 cia Vién Kiém
nghiém thudc TW giri kém phifu kiém nghiém s 441502 ngay 24/07/2014 vé thube
Markime 50 DS (Cefpodoxime proxetil for oral suspension), SPK: VN-5503-10, sb la:
4152001, ngay SX: 29/5/2012, HD: 28/5/2015 do Cdng ty Marksans Pharma Ltd, India
sin xuft, Céng ty CP dugc liéu TW 2 nhip khdu. Miu thubc do Vién I{lém nghiém thubc
TW ldy 1gi Cong ty TNHH duge phim Tén Bie Minh [Quiy 101, tﬂﬂg 1, Trung tim
phin phdi duge phim va trang thiét bj y 8 Hapu Medicenter, sé 1 Nguyén Huy Tufmg
Thanh Xuén, Ha N6i). Thudc khong dat tiéu chudn chét lugng vé chi tiéu tinh chit va
dinh hegng.

Cyc Quin ¥ Dugc théng bdo:
I. Dinh chi luu hinh todn quic thudc Markime 50 DS (Cefpodoxime proxetil for oral
suspension), SBK: VN-5503-10, s 16: 4152001, ngiay SX: 29/5/2012, HD: 28/5/2015 do
Céng ty Marksans Pharma Ltd, India sin xudt, Céng ty CP dwgc liéu TW 2 nhéip khéu,
2. Céng ty CP dwgc lidu TW 2 phdi hop véi nha cung céip va phén phdi, phai:

+ Trong théri gian 05 ngdy gl théng bdo thu hdi t&i céc co sé bén budn, bin 1&, sir
dyng thude Markime 50 DS (Cefpodoxime proxetil for oral suspension), SPK: VN-5503-
.10, 8 18: 4152001, ngay SX: 29/5/2012, HD: 28/5/2015 do Céng ty Marksans Pharma
Ltd, India sin xudt va tién hanh thu hdi todn b 16 thube khdng dat tiéu chudn chit lugng
néu trén,

+ Giii bio céo thu hdi v& Cyc Quin Iy Durge trede ngdy 29/08/2014, hé so thu hbi

bao gbm s6 lrgng nhip khiu, ngay nhip khiu, sé lugng thu hdi, cic bang chimg vé vigc
thyre hién thu hoi tai cdc co s& ban budn, bén 1&, sit dung 48 mua thude theo quy dinh tai
Thing tr s 09/2010/TT-BYT ngay 28/4/2010 cia B Y té hudng din vige quan Iy chit
hrgng thudc.
3. 8& Y t8 cdc tinh, thinh phé tnre thudc TW, Y té cic nganh théng bio cho céc co sér
kinh doanh, sit dung thudc thu héi 16 thudc khéng dat chit lugng néu trén, kiém tra va
gidm sét cde dom vj thye hign théng bdo ndy; xir 1y nhitng don ¥j vi pham theo quy dinh
hién hanh; bio cdo vé Cyc Quén Iy Duge v céc co quan chirc ning ¢6 lién quan.

Cuc Quén 1y Duge théng bédo d€ cdc don vi biét va thue hién./,

Noi nhiin: TRUONG
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