B YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY Durgc Poc 1ap - Ty do - Hanh phuc
b O - N\ - - ~> \ - > ~ w
sO:/~ /QLD-CL Ha Noi, Tigay” j thangyA nam 2019
V/v cac hd so gidi trinh co s& san xudt
thudc dat tidu chuén PIC/S-GMP va
EU-GMP khong dat yéu cau

Thuc bién quy dinh tai khodn 2 Biéu 48 Thong tv 15/2019/TT-BYT ngay
11/07/2019 clia BO Y t€ quy dinh viéc dau thau thudbc tai cac co s& y té cong lap
vé viéc duy tri danh sach co s& san xuat thudc dat tiéu chuan P1C/S-GMP, EU-
GMP, Cuc Quan ly Duwgc da tién hanh tham dinh cac hd so giai trinh co s san
Xuat thuoc dat tiéu chuan P1C/S-GMP, EU-GMP.

Cuc Quan ly Dugc thdng bao cho cac doanh nghiep c6 ho so gidi trinh co
s& san xuat thubc dat tiéu chuan PIC/S - GMP va EU - GMP khong dat yéu cau
theo danh sach tai Phu luc 1. Trong danh sach da néu rd ly do ho so khong dat
yéu cau.

Phu luc duoc dang tai trén trang théng tin dién t&r cia Cuc Quan ly Duoc
- Dia chi: http:// dav.gov.vn - Muc Thoéng tin dau thau thudc.
Cuc Quan ly Duogc théng bao dé cac doanh nghiép biét/.

Noi nhan: KT. CUC TRUONG

- Nhu trén; - >
- Cuc trvdng Vi Tudn Cuong (dé b/c); PHO CUC TRUONG

- VVebsite Cuc Quan ly Dugc;
- Lwu: VT, CL.


http://_dav.gov.vn

PHU LUC 1: DANH SACH HO SO’ GIAI TRINH CO’ SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG PAT YEU CAU

( Danh sach dinh kém céng vin sd 19528/QLD-CL ngay 19/11/2019 ctia Cuc Quan ly Dworc)

Limited

Danh sach co s& Khéng dat

Pattana 3 Road, Phraeksa,
Mueang, Samutprakarn
10280, Thailand.

Australia

TEN CO’ SO’ SAN . GIAY CH. | NGAY e DN DE NGHI ; ~ e
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
1 |Biocon Limited Special Economic Zone, 23939 Health Products VPBD APC Tai dot 68, hd so cong ty khéng dat yéu cdu do Céng ty ndp ban in tir Eudra.
Plot No.s 2, 3,4 & 5, Phase Regulatory Authority Pharmaceuticals |Tai ho so b6 sung, cong ty van chua cung cap ban sao Gidy chirng nhan ban c6 chit ky
IV, Bommasandra - Jigani 9 [(HPRA), Ireland and Chemical cla co quan thdm quyén Ireland theo ding quy dinh tai cdng van 20215/QLD-Cl.
Link Road, Bommasandra 8 Ltd tai Tp. HCM
Post, Bangalore, 560 099, §
India S
2 |Nichi-lko 1212, Aza-teramae, Gejo- |244 @ |Japan Ministry of Health, |Céng ty cod Céng ty da cung cap Gidy Notification va bdo cdo thanh tra qua Email. Tuy nhién, 2 tai
Pharmaceutical  [cho, Kasugai-shi, Aichi 8 Labour and Welfare phan duoc liéu déu duwdi dang file word, khéng cé tinh phap ly va bao dam.
Co., Ltd. Aichi Prefecture, Japan S pham Ha Néi
Plant §
3 |Lek Verovs$kova ulica 57, 1526 [450-4/2019- Agency for Medicinal VPDD Novartis |Cong ty chwa cung cap bao cdo thanh tra d& |am rd pham vi chirng nhan bao gdm ca
Pharmaceuticals [Ljubljana, Slovenia 2 Products and Medical  |Singapore Pte  [thuSc khong yéu cau dic biét va thudc cé yéu cau dic biét theo yéu ciu tai Dot 68.
d.d. (Lek d.d) (* Cach ghi khac: o |Devices of the Republic |Ltd tai Tp HCM
Verovskova 57, SI-1526 S |of Slovenia (JAZMP)
Ljubljana, Slovenia %
hodc: Verovskova 57, g
1526 Ljubljana, Slovenia). -
4 |Dragenopharm GollstraBe 1, 84529 DE_BY 04 G Co quan thdm quyén VPDD Céngty |D3 cong bd cach ghi khac theo phién am tiéng Dirc sang chi cai qudc té va viét tat,
Apotheker Pischl |Tittmoning, Germany MP_2017_1 ~ |Plc Woerwag khéng diéu chinh lai.
GmbH (cach ghi khéc: 085 § Pharma GmbH &
Goellstrasse 1, D-84529 ~ Co. KG
Tittmoning, Germany hodc S
Gollstr. 1, 84529 -
Tittmoning, Germany)
5 |Mega Lifesciences |* Plant I: 384 Moo 4, Soi 6,|MI-2014-CL- Therapeutic Goods Mega Céng ty cung cap van ban khdng phai la gidy chirng nhan GMP, khéng cé ngay cép,
Public Company [Bangpoo Industrial Estate, [08932-1 Administration (TGA), Lifesciences khéng cé chit ky hay xdc nhan cla co quan cép; dia chi khdng théng nhat véi gidy

Public Company
Limited
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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
* Plant 1l: 515/1 Moo 4, MI-2014-CL-
Soi 8, Bangpoo Industrial |08939-1
Estate, Pattana 3 Road,
Phraeksa, Mueang,
Samutprakarn 10280,
Thailand.
6 |Vetter Pharma- Eisenbahnstr. 2-4, 88085 |DE_BW_01_ Co quan thdm quyén VPDD Novartis  |Tai liéu ndp |a thw xac nhan cla co quan quan ly Dugc Birc chuwa dwoc hop phép héa,

Fertigung Langenargen, Germany. (GMP_2016- o |Plc tai Tp. HCM khong dat tinh phap ly.

GmbH&Co. KG (Cach ghi khac: 0077 §
Eisenbahnstrasse 2-4, ~
88085 Langenargen, 3
Germany) e

7 |intas Plot numbers 457, 458 & (UK GMP Medicines and Coéngty CP DP  |Cdng ty chua cung cip dugc Gidy chirng nhdn GMP dugc chirng thyc sao y tir ban

Pharmaceuticals [191/218P Sarkhej-Bavla (17543 Insp 9 |Healthcare Products CAT gdc do co quan quan ly Dwgc Anh cap.

Limited India Highway, Matoda, GMP 8 Regulatory Agency
Sanand, Ahmedabad, 17543/9621-| & |(MHRA), United
Gujarat, In-382210, India {0024 [H] ¥ |Kingdom
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