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 66
( Theo cong van s6 12667 /QLD-CL ngay 25/07/2019 cta 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 |Medochemie Ltd |2 Michael Erakleous MEDO05/201 Pharmaceutical Services -|Medochemie Gidy chirng nhan chi la ban in Eudra c¢6 déng dau cha Cong ty, chuva dwoc hop phap
(Factory AZ) Street, Agios Athanassios |9/001 9 [Ministry of Health, Limited héa lanh sy va cdng chirng. Yéu ciu ndp ban Gidy chirtng nhan GMP da dugc chirng
Industrial Area, Agios 8 Cyprus thuc hop phap hda lanh sy theo quy dinh.
Athanassios, Limassol, 5
4101, Cyprus N
2 [Medochemie Ltd (48 lapetou Street, Agios [MED03/201 o |Pharmaceutical Services [Medochemie Céng ty ndp GCN s6 MED03/2018/001 c&p ngay 29/01/2018 (GCN chi 14 ban in Eudra,
(Factory B) - Oral |Athanassios Industrial 8/001 § Ministry of Health, Limited chua dugc hgp phap héa lanh sy va cong chirng theo quy dinh).
Facility Area, 4101 Agios = |Cyprus
Athanassios, Limassol, g
Cyprus ~
3 |THE ACME DHULIVITA, DHAMRAI,  [UK GMP o  |Medicines and Coéngty TNHH  [Gidy chirng nhan GMP chi 1a ban in Eudra, chwa dugc hop phép héa l3nh sy va cong
LABORATORIES DHAKA, 1350, Bangladesh (44338 Insp § Healthcare Products Duogc pham DO|chirng theo quy dinh.
LIMITED GMP S |Regulatory Agency HA
44338/1186 % (MHRA), United
8716-0002 Kingdom
4 |Octapharma Otto-Reuter-StraBe 3, DE_ST_01_G|  [Coquanthdm quyén Coéngty TNHH |Co sé& d3 cong bd Dot 54 STT 91, han dén 10-06-2019, pham vi "* Thuéc sinh hoc: ché
Dessau GmbH 06847, Dessau-RoBlau, MP_2018 0 § blc Binh Viét Dirc pham mau".
Germany 045 = Tuy nhién ndi dung chirng nhan chi bao gdm hoat déng soi cdm quan, déng goi th&
§ cap va kiém tra chat lvgng, khdng phai 13 toan bd qua trinh san xuat. Khéng dap ng.
5 |LekS.A ul. Podlipie 16, 95-010 IWZ).405.43. ®© Chief Pharmaceutical VPDD Novartis  [P3 duwoc cong b6 Dot 65 stt 29. Khong cong bé lai
(Co s& san xuat) [Strykdw, Poland 2018.MG.2 8 Inspector (Singapore) Pte
§ Ltd tai Tp. HN
=t
Lek S.A ul. Domaniewska 50c, 02- [IWPS. o |Main Pharmaceutical
(Co sd déng gbi, [672 Warsawa, Poland 405.4.2019.E| 3 |Inspector
Xuat xudng) R.1 §
WTC/0095_ | =
01_01/7 e
6 |Labesfal - Zona Industrial do Lajedo, |F010/S1/MH © Portugal National Cong ty Khéng cdng bé lai do d3 dwoc cong bé dot 53. San pham Piperracillin/ Tazobactam
Laboratorios Santiago de /001/2015 8 Authority of Medicines |[Fresenius Kabi [Kabi 4g/0,5g ndm trong pham vi san xuat clia day chuyé&n nén ciing khéng céng bé.
Almiro, S.A Besteiros,3465-157, 8 [and Health Products
Portugal g
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7 |Emcure Plot No. P-1 & P-2 IT-BT Health Canada Céng ty Emcure [Tai liéu trong hd so cong bé 1a cong vin théng bdo cla Co quan thadm quyén Canada
Pharmaceuticals [Park Phase Il MIDC, Pharmaceuticals |vé viéc thanh tra GMP ngay 14-17/6/2016, khéng phai 1a Gidy chirng nhan GMP.
Limited (OSD and [Hinjwadi, Pune Limited
Potent Maharashtra, India
Injectables)
8 |Natco Pharma Pharma division Unit IV, [71433/12-7- « |National Organization VPDD Ml Co s& va Gidy chirng nhan da céng bd dot 64 STT 76, khéng cong bé lai.
Limited Kothur, Mahaboob Nagar (2018 § for Medicines (EOF), Pharma Private
District, Telangana, o |Greece tai Tp HCM
509228, India S
(@]
9 [Medochemie Ltd (48 lapetou Street, Agios |[MED03/201 o |Pharmaceutical Services |Medochemie Ban GMP cung cip kém ho so la ban photocopy c6 dong dau cong ty, khdng dat phap
(Factory B) Athanassios Industrial 8/002 § Ministry of Health, Ltd. ly.
Area, 4101 Agios % |Cyprus Yéu ciu cung cap badn GMP géc hodc ban cong chirng dugc hop phap hda lanh su
Athanassios, Limassol, g theo quy dinh
Cyprus -
10 |IDT Biologika Am Pharmapark, 06861  [DE_ST_01_G| « [Co quan tham quyén Cong ty CP XNK |Gidy CN GMP Lyomark hét han tai thdi diém tiép nhan hd so, khéng céng bé.
GmbH Dessau -RoBlau, Germany [MP_2018 0 8 Dlrc (Sachsen-Anhalt) Y t€ Thai An
(Co s6 san xuét 031 S
dung méi') g
BAG health Care |Amtsgerichtsstrae 1-5, [DE_HE_01_ © |Coquan thdm quyén
GmbH 35423 Lich, Germany GMP_2016_ 8 Plrc
(Co sé san xuét 0048 X |(Regierungsprasidium
thuéc bét) g Darmstadt)
Lyomark Pharma [Keltenring 17, 82041 DE_BY_04_G| v |Coquan thdm quyén
GmbH Oberhaching, Germany MP_2016_0 8 Burc (Regierung von
(Co sé xudt 078 8 [Oberbayern)
xwéng ) E
11 |Sandoz llac Sanayi |inénii Mahallesi, DE_ST 01 G Co quan thdm quyén VPDD Novartis  [Ban GMP ndp kém hd so chwa hop phap hda Idnh su chi déng dau treo cla Van
Ve Ticaret A.S Gebze Plastikciler MP_2019 0 9  [bac Singapore Pte  [phong dai dién, chwa dat phap ly.
Organize Sanayi Bolgesi 024 8 Ltd tai Tp. HCM |Yéu cau cung cdp ban GMP duoc hgp phap hda lanh sy dung quy dinh
Atatirk, Bulvari 9. Cadde §
No.2, 41400 Gebze- S
Kocaeli, Turkey
12 [Healthcare Gazariapara, Rajendrapur, |M052/18 « |National Pharmaceutical [Congty TNHH  [Cong ty chua b6 sung bao cdo thanh tra (phan hanh chinh va két luan) hoic gidy
Pharmaceuticals |[Gazipur-1703, Bangladesh § Regulatory Agency TMDP Déng chirng nhan CPP cla co quan cip chirng nhan GMP (Malaysia). Céng ty nép MA cla
Limited ~ |(NPRA), Ministry of Phuong Viét Nam va CPP do Bangladesh c&p. Chua ddp (rng yéu cau. Khéng bé sung dang
E Health, Malaysia bao phim.
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13 |Eisai European Knowlege UK MIA Medicines and VPDD Eisai D3 cong bd Dot 64, STT 7. Cong ty d& nghi bé sung pham vi cong bd déng géi thir cap
Manufacturing Centre, Mosquito Way, 32301 Insp 9 [Healthcare Products (ThailLand) va chirng nhan 16, kiém nghiém vi sinh. Day khéng phai hoat déng san xuat toan bd
Limited Hatfied, AL10 9SN, United [GMP/GDP/I 8 Regulatory Agency Marketing Co, |day chuyén. Khéng diéu chinh.
Kingdom MP § (MHRA), United Ltd tai Tp. HCM
32301/7262 8 |Kingdom
19-0008
14 |[Laboratoires ZA des Boutries rue HPF/FR/221/ ~ French National Agency |Congty TNHH [P3 cong b6 dot 58 STT 29 cing GCN GMP. Khéng céng bé lai
Grimberg SA Vermont, Conflans Sainte |2017 8 for Medicine and Health [duwgc pham
Honorine Cedex, 78704 ®  [Products Safety (ANSM) [Nh&t Anh
France a
15 |Aurobindo Sy. No. 329/39 & 329/47, |000085/06.0 Finnish Medicines Aurobindo Khéng diéu chinh, d& nghi cung cap béo cdo thanh tra cla Finland dé giai trinh vé
Pharma Ltd Unit  [Chitkul Village, Patancheru|8.02.00/201 % |Agency (FIMEA) Pharma Limited |dang vién nén bao phim.
VI, Blocks D and E |Mandal, Medak District 6 8
Telangana State, 502307, §
India 3
16 |Lek Verovskova ulica 57, 1526 (401-25/2017; w |Agency for Medicinal VPBD Sandoz tai |Tai liéu ndp bé sung dé gidi trinh thém théng tin d3 cdng bé. Khdng cong bé lai.
Pharmaceuticals [Ljubljana, Slovenia 5 § Products and Medical Tp. HCM
dd S |Devices of the Republic
(Co s& san xuéat) % of Slovenia (JAZMP)
Lek Trimlini 2D, Lendava, 401-8/2018- Agency for Medicinal
Pharmaceuticals ]9220, Slovenia 4 o Products and Medical
dd § Devices of the Republic
(Co s& déng goi X |of Slovenia (JAZMP)
cap 1, dong goi g
cap 2 va xuat «
xuwdng)
17 [Siegfried Hameln [Langes Feld 13, 31789 DE_NI_02_G @ |Coquan thdm quyén Van phong dai  [P3 cong b6 Dot 63 STT 25, Cong ty ndp GCN GMP cii kém theo CPP cho co s& déng
GmbH Hameln, Germany MP_2018 0 8 birc dién Merck g6i khdng phai GCN GMP clia CSPG, CPP khdng ghi thdi han. Khéng cong bé lai.
(Co s& sdn xuét) 013 b=y Sharp & Dohme
§ (Asia) Ltd. tai
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N.V. Organon Molenstraat 110, OSS, NL/H Health Care Inspectorate Viet Nam
(Co sd déng gbi, [5342CC, Netherlands 16/1010471 - Pharmaceutical Affairs
Xuat xudng) (* Cach ghi khac: C ~ |and Medical Technology,
Molenstraat 110, 5342 CC 8 Netherlands
Oss, Netherlands g
hodc: Kloosterstraat 6, <
5349 AB Oss, Netherlands)
18 [Tarchomin 2, A. Fleminga Str., 03-176 [IWZJ.405.16. Main Pharmaceutical Coéngty CP DP  |Pham vi chirng nhan khéng bao gdbm toan bd qua trinh san xuat (chi cé giai doan
Pharmaceutical Warsaw, Poland 2019.KKW.1 Inspector, Poland Trung wong déng géi va kiém tra chat luvong).
Works "Polfa" S.A |(Cach ghi khac: ul. A. WTC/0196_ CPC1
(Tén Ba Lan: Fleminga 2, 03-176 02_07/29 9
Tarchominskie Warszawa, Poland) 8
Zaklady S
S~
Farmaceutyczne 3
"Polfa" Spolka
Akcyjna)
19 [Catalent France |74 rue Principale, Céngty TNHH  |D3 duoc cdng bd Dot 52, STT 21, trong d6 cé dang bao ché vién nang mém.
Beinheim SA Beinheim, 67930, France TM dugc Thudn [Dang bao ché vién nang mém dat 4m dao thudc pham vi bao ché d3 cong b6. Khdng
Gia c6ng b8 bé sung.
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