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 57
( Theo cong van s6 11566/QLD-CL ngay 21/6/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Fresenius Kabi 6 rue du Rempart, 2018/HPF/F @ French National Agency |Cbngty CP Gidy chirng nhan khéng dugc hop phap hda l3nh su hodc cdng chirng tai Phap.
France Louviers, 27400, France R/099 8 for Medicine and Health |Fresenius Kabi
§ Products Safety (ANSM) |Bidiphar
S
2 |DrReddy's Survey No. 47, Bachupally |086/2016/S o |State Administration of |VPDD Dr Gidy chirng nhan d3 hét hiéu lyc tai thoi diém hién tai. Dé nghj cdng ty cung cap Gidy
Laboratories Ltd  [Village, Qutubullapur AUMP/GMP § Ukraine on Medicinal Reddy's chirng nhan GMP con hiéu lyc.
Mandal, Ranga Reddy N |product Laboratories Ltd
District, Telangana, India §
3 |Zaklady ul. Pelplinska 19, 83-200 [IWZJ.405.24. Main Pharmaceutical Céngty TNHH  |D3 céng bd dot 56 STT 26, khéng cong bé lai
Farmaceutyczne |[Starogard Gdanski, Poland [2018.MG.1. % lInspectorate (MPI), dau tv phap
Polpharma S.A WTC/0105_ 8 Poland trién Hung
(Pharmaceutical 02_04/39 § Thanh
Works Polpharma 3
S.A)
4 [GlaxoSmithKline [Strada Provinciale Asolana [IT/299- L |ltalian Medicines Agency [VPDD Janssen-
manufacturing N.90 (loc. San Polo) - 2/H/2016 8 (AIFA) Cilag Ltd. Khéng ddng y gidi trinh cla Cong ty. Dé nghi cung cip Gidy chirng nhdn GMP cla co
S.P.A. 43056 Torrile (PR), Italia S s& sdn xuat, xuat xwdng tli dung moi cé céng chirng va hgp phép hda lanh sy,
(Co s& san xuat) s
Laboratoire Zone Artisanale Errobi, HPF/FR/167/ ~ |National Agency for the
Renaudin 64250 Itxassou, France 2017 § Safety of Medicine and
(Co s& san xuat, S |Health Products (ANSM),
xuat xudng tai % France
dung moéi) ~
Lusomedicamenta |Estrada Consiglieri F021/S1/MH National Authority of
Sociedade Técnica |Pedroso, no. 69-B, Queluz |/003/2017 Medicines and Health
Farmacéutica, S.A |de Baixo, 2730-055 ~ [Products (INFARMED),
(Co s& ddéng goi Barcarena, Portugal 8 Portugal
thr cap va xuat g
xuwdng bd kit) Q
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
5 |Vetter Pharma- Eisenbahnstr. 2-4, 88085 |DE_BW_01_ Co quan thdm quyén VPDD Novartis DA cong bé dot 52 STT 67
Fertigung Langenargen, Germany. (GMP_2016- o |Plc tai Tp. HCM Khéng cong bd lai
GmbH&Co. KG (Cach ghi khéc: 0077 §
Eisenbahnstrasse 2-4, N
88085 Langenargen, S
Germany) e
6 |Aurobindo Sy. Number 329/39 & 336/2017/C- State Service of Ukraine [COngty Tai lieu Cong ty ndp khdng phdi GCN GMP theo mau do Ukraina cap. Cuc QLD khéng
Pharma Limited  [329/47, Chitkul Village, 730 ~ |on Medicines and Drugs |[Aurobindo chap nhan viéc thira nhan cta Ukraina d&i vdi két qua kiém tra clia co quan nuéc
(Unit VI, Blocks D |Pantancheru Mandal, 8 Control (SMDC) Pharma Limited |khdac. D& nghi cung cdp GCN GMP do Ukraina cap trén co s& kiém tra danh gia thyc t&
and E) Medak District, Telangana 5 GMP hodc GCN GMP do Phan Lan cdp
State, 502307, India S
7 |Les Laboratoires (905 route de Saran, Gidy, (HPF/FR/66/2| _ |EMA European VPDD Cuc QLD chi cong b8 cac day chuyén san xuat, dang bao ché theo dung néi dung gidy
Servier Industrie - |45520, France 016 § Medicines Agency Laboratoires chirng nhan GMP. Cuc khéng céng b8 b sung théng tin theo co ché tac dung. Vién
Gidy o Servier nén bao dudng da bao gdm tat ca céc dang vién bao dudng kéo dai, giadi phdng
% chém...Do‘dé, Ifhéng céng bd dang bao ché "vién nén bao duwong gidi phong cham"
theo yéu cau cua cong ty.
Danh sach co s& Khdng dat Trang2/2 Dot 57



