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Pinh chi luu hanh thuéc Cefpodoxime Proxetil
Tablets
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Cuc Quan ly Dugc vlra thong bao dinh chi luu hanh trén toan quéc déi véi Vién
nén Cefpodoxime Proxetil Tablets USP 100mg do khong dat khdng dat tiéu
chu@n chat lugng vé chi tiéu vé dd @m va chi tiéu do hoa tan.

L (¢! Cuc Quan ly Duoc vira théng bao dinh chi luu hanh trén toan quéc
doi véi Vién nén Cefpodoxime Proxetil Tablets USP 100mg do khéng
dat khéng dat tiéu chuan chat luong vé chi tiéu vé dé am va chi tiéu dé
hoa tan.
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khing dot tide chusts chill lingng

Kinh gun
- 54 Y 1€ ciic tinh, thinh phd tryge thuge Trung wong

- Cdng ty Cb phin duge pham Trung wong Codupha

- LUdn ¢ir vao cac qui che duge hign hanh cia Viét Nam;
Cin cir Cong vin so 11617/QLD-CL ngdy 300620035 cda Cuye Cudn Iy

Dhegre ve vige dinh chi lwu hdnh va thu hii thude Vién nén Cefpodoxime Proxeti
Tablets USP 100my (Cefpodoxime Proxetil 100mgh, 56 16: NC2010, NEX
03/01/2014, HD: 02012017, SPK: VN-14818-12 do Ciéng ty Syncom
Formulationg {(Indm) Lud, - India som x',:.:]l, Céng tv THNHH MTY Duoe

I'mung wong 2 (Tén mm i o ong ty Co |'-|'|:i'.| duoe pham Trung vong ( .\-.!':|'-|'..|.
nhip khiu. Ld thube khing dat tidu chuin chat legng vé chi tiéu v dd 4m
- Chn o cac cdng vin cia Vién Kiem nghigm thute Trung vong ve thuog
Cefpodoxime proxetil tablets USP 100mg. SDE: VN-1481B-12 do Cédng ty
Syncom Formulations (India) Lad., India =in xudt, Chng ty TNHH MTV Duge
pham Trung wong 2 (Tén mdi li: Cong ty C6 phin dwge phim Trung wong
Codupha) nhip khau:
= Chng vin 50 0TVVENTTW-KH ngay 06/01/2016 g kém phitu kiém
s0 XC4023; Npay SX
02062014 HD: 0706720017 1o thuoe lay ta1 Chi shanh Dueoce pham huyén
Quang Xwomg, Thanh Hoa (Thi tvan Lua VE, huvén Quang Xuo

nghidm s 46L83 ngay 050172016 wve 16 thuoc

. tinh Thanh

Hoa). Li thude khing dat tiéu chudn chi hegmg vé chi tigu 46 hba tan va ch
tigu dinh lugmg

Cing viin s0 693 VENTTW-KH ngiy 1392016 giri kém phidu kidm

nghifm =0 46Gt4d ngay 0990972006 ve 16 thudbc sd XO4029; Ngiy 5X

04711/2004; HD: 0471 0L2017; 16 thuoe lay 1 Nha thuoe Thign (5S¢ 103 dwimg

phutmg Ngoe Lim, Long Bign, Hi N§i). Lo thuoc khing dat tiéy

chiein chal ve chi tiédu dd hba tan

Cye Quin 1y dure thdng bdo:

E¥inh chi Ivu hanh rén todn qude mil hing thuse Cefpodoxime proxetil
tablets LUUSP 100mg. SDK: VN-14818-12 do Clng ty Syncom Formulations

(India) Lid., India sdn xuit, Cong tv TNHH MTV Duge phim Trung wong 2




Cbéng van dinh chi thuéc Cefpodoxime Proxetil Tablets USP 100mg trén toan
quéc

Can cr vao két qua cac coéng van cua Vién Kiém nghiém thudc Trung uong vé
san pham thuéc Cefpodoxime Proxetil Tablets USP 100mg dugc lay mau kiém
nghiém tai Chi nhadnh Céng ty TNHH MTV Dugc pham huyén Quang Xuong,
Thanh Héa va Nha thuoc Thién (s6 103 dudng Ngoc Lam, Long Bién Ha Noi),
Cuc Quan ly Dugc quyét dinh dinh chi luu hanh toan bd mat hang thudc
Cefpodoxime Proxetil Tables USP 100mg (SPK: VN-14818-12 do Cbng ty
Syncom Formulations (India) Ltd., An D8 sdn xuat, Cong ty TNHH MTV Duoc
pham TW2 - tén méi la Cong ty C6 phan Dugc pham Trung uong Codupha) nhap
khau.

Nguyén nhan dan dén viéc thu hoi la do 16 thuéc khéng dat tiéu chudn chat
lugng vé chi tiéu vé dé am va chi tiéu d6 hoa tan.

Cuc Quan ly Dugc cling yéu cau Coéng ty CP Dugc pham Trung uong Codupha
phoi hop véi nha cung cap va phan phoi phai gii thong bdo thu héi téi cac co sé
ban budn, ban I&, s dung thudc Cefpodoxime Proxetil Tables USP 100mg trong
thdi gian la 5 ngay.

Ngay sau khi cé két qua thu hoi sdn pham trén can phai gi bdo cdo vé Cuc
Quan ly Dugc trudc ngay 21/11/2016, ho so thu hoi bao gom s6 lugng nhap
khau, ngay nhép khau, so lugng ban 1€, s&r dung da mua thudc theo quy dinh
cla B0 Y té hudng dan viéc quan ly chat lugng thudc.

Doi vGi SG Y té cac tinh, thanh pho truc thudc Trung uong, Y té cac nganh, Cuc
yéu cau théng bao cho céc co sa kinh doanh, st dung thudc thu hoi khong dat
chat lugng néu trén, kiém tra va gidm sat cac don vi thuc hién théng bao nay.
Sau doé can phai xtr ly nhirng don vi vi pham theo quy dinh hién hanh va bdo céo
vé Cuc, cac co quan chirc nang cé lién quan.

S3Y té€ TP. HCM, SG Y té TP. Ha NOi, S& Y té tinh Thanh Hda kiém tra, x{ ly cac
don vi vi pham theo quy dinh hién hanh.

Tuan Ngoc




