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Thu hoi giay dang ky luu hanh thuéc khang
sinh Zinnat Suspension tai Viét Nam
15:08 09/07/2022

Do vi pham chat lugng méc do 2 nén mdi day Cuc Qudan ly Dugc da cé quyét
dinh thu hoi Gidy dang ky luu hanh thudéc tai Viét Nam doi véi thudc khang sinh
Zinnat Suspension.

Cu thé, theo Cuc Quan ly Dugc, ly do thu héi Gidy dang ky luu hanh thuéc tai
Viét Nam doi véi thuéc khang sinh Zinnat Suspension, S6 GDKLH: VN-20513-17
do cong ty GlaxoSmithKline Pte., Ltd., dia chi: 23 Rochester Park, Singapore
139234, Singapore dang ky; Nha san xuat: Glaxo Operations UK Limited, dia
chi: Harmire Road, Barnard Castle, County Durham, DL12 8DT, United
Kingdom la cé 2 16 vi pham chat lugng mic d6 2.

Cuc Quén ly Dugc cling yéu cau codng ty dang ky, nha sdn xuat thuéc Zinnat
Suspension, S6 GDKLH: VN-20513-17 néu trén phai phoi hgp véi nha nhap khau,
nha phan phéi thudc thuc hién viéc thu hoéi toan bd thudc trén va bdo cdo két
qud thu hoi vé Cuc Quan ly Dugc theo dung quy dinh.
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Thudc khang sinh Zinnat Suspension bi thu hoi gidy phép do vi pham
quy dinh.




Trudc do, ngay 09/05 Cuc Quan ly Dugc cé cong van s6 3534/QLD-CL théng béo
dén S3 Y té cac tinh, thanh phd vé viéc thu héi thudc vi pham muic dé 2 cac 16
thuéc khang sinh com pha hén dich uéng Zinnat Suspension 125mg (Cefuroxim
axetil 125 mg). Théng bdo nay dong thoi dugc gii dén VPDD GlaxoSmithKline
Pte Ltd tai TP HCM; Céng ty TNHH Zuellig Pharma Viét Nam.

Trong dé, Cuc Quan ly Dugc thong bao thu héi toan quéc cac 16 thuéc Cém pha
hén dich uéng Zinnat Suspension 125 mg (Cefuroxim axetil 125 mg), S6
GDKLH: VN-20513-17, S6 16: 7S6A, HD: 13/11/2022 va So6 16: 2P7N, HD:
16/07/2022 do Cong ty Glaxo Operations UK Limited (Anh) san xuét, Céng ty
GlaxoSmithKline Pte., Ltd. (Singapore) dang ky, Cong ty TNHH Zuellig Pharma
Viét Nam nhéap khau.

Thong bédo nay dugc dua ra can c vao cac quy dinh vé quan ly dugc hién hanh
cla Viét Nam va can c Van ban cua VPBD GlaxoSmithKline Pte Ltd tai TP HCM
vé viéc bdo cdo thu hoi thudc theo hinh thic tu nguyén do mau thuéc khong
dat tiéu chuan chat lugng vé chi tiéu Cam quan, D6 am, Tap chat lién quan -
tuong ing vi pham muc do 2.

Thudc com pha Zinnat Suspension 125 mg la khang sinh thudéc nhém thudc tri
ky sinh trung, chéng nhiém khuén, khang virus, khang nam dugc chi dinh cho
nhing trudng hop: Nhiém khudn & duong h6 hap trén va dudi ké ca cac nhiém
khudn nang nhu viém phé quan va viém tai gitra; nhiém khuén hé tiét niéu sinh
duc; nhiém khudn bé mat da va cac céu tric ciia mdé mém.
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