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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

1 |Micro Labs 92 Sipcot Industrial UK GMP Medicines and Micro Labs Coéng ty dé nghi bd sung pham vi chirng nhan: "Vién nang cirng, vién nén'" thanh

Limited (Facility |Complex, Hosur Tamil 22481 Insp Healthcare Products Limited "Vién nang cltng, vién nén, vién nén bao phim, vién nén bao tan trong ruét".
MLO3) Nadu IN-635 126, India GMP S [Regulatory Agency Yéu cau Cong ty cung cdp bdo cdo thanh tra (phan hanh chinh va két luan) va MA luu
22481/1173 8 (MHRA), United hanh tai Anh d&i v&i dang bao ché vién nén bao phim.
7 -0003 g Kingdom Vién nén bao tan trong rudt da nam trong dang bao ché vién nén bao phim, vi vay
X khong cdng b6 riéng dang bao ché vién nén bao tan trong rudt.

2 |Baxter Healthcare |2 Woodlands Ind Park D Health Sciences VPDD Baxter Céng ty cung cap gidy phép san xuat, khéng cé tén, chit ky chirc danh cla ngudi cé
SA, Singapore Street 2 Singapore 737778 Authority, Singapore Healthcare SA  [thdm quyén, khéng cé dau xac nhan clia HSA. Yéu cau Cong ty cung cap gidy chirng
Branch nhan c6 dau xac nhan cda HSA.

3 [Kleva S.A. Parnithos Ave. 189, 56418/12-7-| &  |Competent authority of |Congty TNHH D& nghi cung cdp CPP, MA hodc bién ban kiém tra (phan hanh chinh va két luan) hoic

Acharnai Attiki, 13675, 14 8 Greece Dugc pham Site Master File day d0 theo mau cia WHO/PICs/EU thé hién rd cac dang bao ché cu
Greece b Nhat Anh thé clia "dang bao ché ran khac" trong pham vi duoc chirng nhan.
B}

4 |Taiho 224-15 Aza-ebisuno, 5524 »n  |[Ministry of Health, Coéngty TNHH  |Cdng ty cung cip Thong bédo két qua thanh tra cé diu xac nhan. Tuy nhién tai liéu nay
Pharmaceutical Hiraishi, Kawauchi-cho, § Labour and Welfare MTV Vimedimex |[chua dwoc HPHLS va cdng chirng hop phap, vi vay khéng dat vé tinh phép ly. Dé nghij
Co., Ltd Tokushima-shi, ~  |(MHLW), Japan Binh Duong cung cip ban cé day du tinh phap ly.

Tokushima Plant |Tokushima, 771-0194, §
Japan ~

5 |Glaxo Operations [Harmire Road, Barnard UK MIA 4 Medicines and VPDD Glaxo Cong ty cung cap SMF dé lam rd dang bao ché ran khéac va pham vi lién quan dén san

UK Ltd Trading as [Castle, Durham, DL12 8DT, [Insp S [Healthcare Products Smith Kline Pte [xuAt Cephalosporin.
Glaxo Wellcome |United Kingdom GMP/IMP 8 Regulatory Agency Ltd tai Tp. HCM |Tuy nhién, viéc kiém tra c6 dugc thyc hién tai toan nha K (san xuat Cephalosporin)
Operations 4/3848-0028 E (MHRA), United nhung gidy chirng nhan khéng xac nhan cho pham vi Cephalosporin. Dé nghj cung
S |Kingdom cdp bdo cdo thanh tra GMP (hanh chinh va két ludn) dé chirng minh viéc san xuat san
pham Cephalosporin dap (rng GMP.

6 |Hospira Plot NOS: B3-B4, B5 (part |UK GMP Medicines and VPDD Pfizer Pé nghi cung cdp MA, CPP clia Anh cdp cho san phadm Iwu hanh tai Anh ho&c bién ban
Healthcare India |of), B6 (Part of), B11-B18, |36736 Insp < |Healthcare Products (Thailand) Ltd.  [kiém tra (phan hanh chinh va két luan) thé hién r& cdc dang bao ché cu thé cia "dang
Private Limited Sipcot Industrial Park, GMP § Regulatory Agency tai Viét Nam bao ché ran khac" trong pham vi dugc chirng nhan.

Irungattukottai, 36736/1707 o |(MHRA), United
Spiperumbudur, Tamil 035-0003 % Kingdom
Nadu, IN-602 105, India -
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7 |Guerbet 16-24 rue Jean Chaptal, 15/06/0055 French National Agency |Cdng ty Hyphens|Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
93600 Aulnay-sous-Bois, « |for Medicine and Health (Pharma pte Ltd (tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
France § Products Safety (ANSM) théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
S dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
S tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
e san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.
8 |Guerbet 16-24 rue Jean Chaptal, 15/06/0054 French National Agency |Cdng ty Hyphens|Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
93600 Aulnay-sous-Bois, « |for Medicine and Health (Pharma pte Ltd (tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
France § Products Safety (ANSM) théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
S dinh thoi han cé hiéu lyc ctia 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
e san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sach.
9 |Recipharm Mariefredsvagen 35, 5.9.1-2016- Medical Products Agency|Cong ty TNHH  [D& nghi cung cap Site Master File day dd theo m3u clia PIC/s hodc bién ban kiém tra
Stréangnéas AB Strdangnas, 64541, Sweden |030896 o |(MPA), Sweden Zuellig Pharma |(phan hanh chinh va két ludn) hodc CPP va MA lwu hanh tai Viét Nam thé hién r cac
§ dang bao ché& cu thé clia "sdn pham chira penicillin" trong pham vi dwoc chirng nhan.
g
N
10 [Micro Labs 16 Veerasandra Industrial (UK GMP Medicines and Micro Labs Cong ty da duwoc cong bé STT 9, Dot 32. Cong ty ndp SMF d@ nghi bs sung ndi dung
Limited Area Anekal Taluk 22481 Insp ., |Healthcare Products Limited thu6c chira penicillin. Tuy nhién, Gidy chirng nhan cia Anh khéng d@ cp tdi viéc san
Bangalore Karnataka IN-  [GMP § Regulatory Agency - xuat thudc penicillin, viéc kiém tra va cip Gidy chirng nhan cia Anh d&i v&i co s& san
560 100. India 22481/3669 % |United Kingdom xust tai An D8 khong trén toan bd cac day chuyén san xuit tai co s&. Dé nghi céng ty
76-0004 g cung cap bién ban kiém tra clia Anh dé& cdp GCN GMP trén (phan chinh va két luan),
- hodc MA va CPP clia Anh c&p cho sdn pham chira penicillin duwgc phép Ivu hanh tai
Anh.
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