PHU LUC 2: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
BO SUNG GIAI TRINH

bot 35

( Theo cong van sé6 23938/QLD-CL ngay 29/12/2015 ctia Cuc Quan ly Dworc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI R SO " <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |Medinova AG Eggbuhlstrasse 14, 8050(15-1522 Swissmedic, Agency for [Congty TNHH [Gidy chirng nhan GMP khdng cé théng tin vé dang bao ché
Zurich, Switzerland L2 |Therapeutic Products DKSH Viét Nam |cu thé.
8 D& nghi cung cap Site Master File theo mau cta PIC/s ho3c
5 bién ban kiém tra (phan hanh chinh va két luén) thé hién rd
R cdc dang bao ché cu thé trong pham vi duwoc chirng nhan.
2 |FaesFarma,S.A |C/Maximo Aguirre, 14,|ES/187HVI/1 Spanish Agency of Drugs |Céng ty TNHH GCN GMP dinh kém chua dugc HPHLS. D8 nghi ndp ban d3
Lejona 48940 (Vizcaya),|5 L2 |and Health Products Thuong mai dugc HPHLS theo quy dinh (va cung cap Site Master File
Espana 8 Nam Péng theo mau cla PIC/s hodc bién ban kiém tra (phan hanh
E chinh va két luan) hodc CPP va MA tai Viét Nam thé hién
Q rd cac dang bao ché& cu thé trong pham vi duwoc chirng
nhan (thudc udng dang ran)
3 |Novartis Ronda de Santa Maria, NCF/1535/0 v |Ministry of Health of VPDD Norvatis [H6 so dat yéu cau, nhém 1. Riéng Thudc khdng vé tring
Farmaceutica, SA |158 08210 Barbera Del 01/CAT 8 Government of Pharma Services [dang bao ché ran khac dé nghi cung cap tai liéu chirng
Valles (Barcelona), Spain 8 |Catalonia, Spain AG minh cac dang ban ran cu thé khéac san xuat theo EU-GMP
§ tai nha may
4 [Farmar Lyon 29 avenue Charles de 15/08/0090 National Agency for the |CT TNHH Sanofi |Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lyc. Cuc
Gaulle 69230 Saint-Genis Safety of Medicine and |Aventis Viét Quan ly Dugc tam cong bd tai danh sich co sé& san xuat
Laval, France Health Products (ANSM), [Nam thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
» |France thang ké tir ngay cdng bd, dé nghij cong ty cung cap cac tai
§ liéu lam can c& dé xac dinh thoi han ¢ hiéu lyc clia GCN
& nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan
§ hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai

co s& san xuat san pham dé nghi cong bé). N&u qua thoi
han trén, Cuc Quan ly Dugc s rut co s&@ san xuat khoi danh
sach.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - w 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
5 |Sopharma AD - 16 lliensko Shosse Str., BG/GMP/20 < Bulgarian Drug Agency |Congty TNHH |Ching chi d3 xac nhan trén EUDRA.
Lyophilised Sofia 1220, Bulgaria 14/057 8 MTV Dugc Tuy nhién, tén cong ty trén EUDRA la "SOPHARMA PLC -
Products E pham TU2 LYOPHILISED PRODUCTS". Yéu cau giai trinh vé sy sai khac.
3
6 |Laboratorio Via Dante Alighieri, 71- IT/292- Italian Medicines Agency |CT Laboratorio |Cong ty da dwoc cong bd tai dot 26. Pia chi GMP d3 cong
Farmaceutico C.T |[18038 San Remo (IM), 2/H/2014 S [(AIFA) Farrmaceutico |b& va gidy CPP trung nhau. Tuy nhién dia chi trén MA c6 sy
S.R.L Italy 8 sai khac. D& nghi cong ty lam thd tuc thay déi dia chi co s&
5 san xuat ddi véi sé dang ky thudc, hodc chirng minh van
S phong céng ty chi cé duy nhat 01 dia chi nha mdy san xuat.
7 |B.Braun Avitum |B.Braun Avitum AG DE_NI_04_G Co quan thdm quyén VPDD B.Braun |Cdng ty ndp kém thu xdc nhan cta B.Braun vé viéc théng
AG Werk Glandorf [Kattenvenner Str.32 49219|MP_2015 0 L2 |Dlrc (Staatliches nhat tén B.Braun Avitum AG Werk Glandorf va B.Braun
Glandorf, Germany 002 8 Gewerbeaufsichtsamt Avitum AG. Tuy nhién, khéng chap nhan thuv xac nhan cla
5 Oldenburg Inspektorat co s& san xuat, dé nghj cung cip thu xac nhan cda co quan
S [oldenburg) quan ly duoc.
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