PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
bot 35

( Theo céng van s6 23938/QLD-CL ngay 29/12/2015 cta Cuc Quan ly Dworc)

29/09/2014

TEN CO’' SO’ SAN . GIAY CH. | NGAY e DN PE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
1 |Cadila 1389, Trasad Road, Dholka Cadila Tai liéu dinh kém khéng phai GCN GMP, khéng dap
Pharmaceuticals |- 387 810, Ahmedabad, Pharmaceuticals |&rng yéu cau.
Limited Guijarat, India Limited
2 |Zeiss Plot No. 72, EPIO, Phase-l, Zeiss Chua c6 gidy chirng nhan GMP (chi c6 xac nhan d3
Pharmaceuticals |Jharmajri, Baddi, Distt. Pharmaceuticals |dwoc co quan quan ly Duoc Ukraine kiém tra GMP tir
Pvt Ltd Solan, Himachal Pradesh, Pvt Ltd ngay 20-23/08/2015 (Gidy chirng nhan cii s6
India 065/2013/SAUMP/GMP c6 hiéu lyc dén 23/02/2015
thé hién gidy phép san xuat theo from 26A va 28A |a
nha may loan-license)
3 |R-Pharm Germany |R-Pharm Germany GmbH |DE_BY_04_G Co quan tham quyén VPDD Pfizer Tai gidy chirng nhan, phan restriction c¢é ndi dung ghi
GmbH Heinrich-Mack-Str. 35 MP_2014_0 bulc (Thailand) chu cho dang bao ché "vién nang clirng, vién nén'
89257 lllertissen, Germany|094 khong bao gdbm ddng gdi cap 2, vi vdy khdng la toan

b6 cac cong doan san xuat thanh pham cudi cung. Cuc
Quan ly Dugc khéng tién hanh cong b6 dang bao ché
nay.
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