PHU LUC 1: DANH SACH HO SO DE NGHI CONG BO CO SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG DAT YEU CAU
Dot 63
(Theo cong van so 2578/QLD-CL ngay 06/03/2019 cua Cue Quan ly Duox)

STT TEN €O SO SAN DIA CHI GIAY CH. ngAy CO QUAN CAP DN DE NGHI LY DO KHONG DAT YEU CAU
XUAT NHAN CAP CONG BO
1 Idol Ilac Dolum Davutpasa Cad. TR/GMP/20 @ Turkish Medicines and Cong ty CP Giay CN GMP duoc cap tren ca sa danh gia ngay 07/02/2017. Tai thdi diem nay, Ca
Sanayi ve Ticaret Cebealibey sok. No:20 18/183 Q Medical Devices Agency Duoc pham quan quan ly Duoc Turkey chua duoc chap nhan la thanh vien cua PIC/S.
A.S Topkapi-Zeytinburnu, § (TMMDA) Minh Ky
Istanbul, Turkey E
2 Orion Joensuunkatu 7, Salo, FI- 2256/06.08. o Finnish Medicines VPDD Novartis  Giay chung nhan chi bao gom cac hoat dong bao quan va dong goi thu cap. Khong
Corporation 24100, Finland 00.04/2018 S Agency, Inspectorate Pharma Services dat
(hoac Orion Oyj § AG
hoac Orion S
pharma) o
3 Lupin Limited Unit 1, 198-202 New Ind. Lupin Limited Tai lieu nop kem ho sa la 1trang trong bao cao thanh tra cua US-FDA, khong phai la
Area No.2, Dist Raisen, Giay chung nhan GMP hoac CPP. Khong dap ung quy dinh ve tai lieu de cong bo.
Mandideep, 462046, India
4 BCWORLD 872-23, Yeojunam-ro, 2018-D1- @ Gyeongin Regional Pharmaunity Giay chung nhan cho ca sa BCWorld nop kem ho sa khong phai Giay chung nhan
PHARM CO., LTD  Ganam-eup, Yeoju-si, 2629 Q Commissioner Food and Co., Ltd GMP, khong co han hieu luc. Giay chung nhan CPP cho san pham Creao duoc cap tu
Gyeonggi-do, Korea 2015-D1- g Drug Administration, 23/12/2015, da qua 3 nam so vdi thdi diem hien tai. Khong dap ung yeu cau.
3440 3 Korea
5 Bioton S.A. Macierzysz, ul. Poznanska 872/18; @ Main Pharmaceutical Chi nhanh cong Da cong bo ca sa san xuat, khong cong bo lai theo san pham.
12, 05-850 Ozarow 873/18,; Q Inspectorate (MPI), ty co phan duoc
Mazowiecki, Poland 871/18; § Poland pham Nam Ha
870/18 S
6 GAP AE/ GAP SA 46, Agissilaou str., Agios 94836/28- @ National Organization Cong ty co phan Cong ty nop bo sung 1 tai lieu (National Annex) trong do pham vi san xuat chi tiet
Dimitrios Attiki, 17341, 11-2017 Q for Medicines (EOF), BT Viet Nam han GCN GMP da duoc cong bo. Tuy nhien khong ro Annex nay la phu luc cua tai
Greece § Greece lieu phap ly nao, cap cho ca sa nao. Yeu cau cung cap tai lieu phap ly va ho sa day
<
< du ma Phu luc nay dinh kem.
7 LTS Lohmann Lohmannst. 2, 56626 DE_RP_01_G o Ca quan tham quyen Van phong dai Da cong bo dot 62 stt 91. Khong cong bo lai
Therapie - Andernach, Germany MP- 3 Due dien
Systeme AG 2018_0005 S Mundipharma
g pharmaceuticals
o

Pte Lte
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TEN CO"SO"SAN GIAY CH. ngAy DN DE NGHI

STT DIA CHI CO QUAN cAp LY DO KHONG DAT YEU CAU
XUAt NHAN cAp CONG BO
8 AstraZeneca AB PET Nexium/Losec, 6.2.1-2018- Swedish Medical VPDD Khong dieu chinh pham vi cong bo "Thuoc khong vo trung: Vien nang cong, vi hat,
(Ca sa san xuat) Gartunavagen, Sodertalje, 004246 o Products Agency (MPA) AstraZeneca vien nen" do chua co bang chdng toan bo cac thuoc san xuat tai PET Nexium/Losec

15185, Sweden) (Cach ghi S Singapore Pte. duoc dong goi tai PET Packaging.

khac: SE-15185 g Ltd tai Tp. HCM

Sodertalje, Sweden) g
o

AstraZeneca AB PET Packaging, 6.2.1-2018- Swedish Medical
(Ca sa dong goi) Gartunavagen, Sodertalje, 030278 ® Products Agency (MPA)
15185, Sweden (Cach ghi 8
khac: SE-15185 3
Sodertalje, Sweden) o
9 Swiss Caps AG Husenstrasse 35, 9533 18-0671 . Swiss Agency for Sanofi Aventis Dot 57 da cong bo. Cong ty bo sung CPP to 2014 va MA san pham Pharmaton de
Kirchberg, Switzerland by Therapeutic Products Singapore Pte.,, cong bo cho san pham Pharmaton, khong duoc san xuat toan bo tai ca sa san xuat
% Ltd de nghi cong bo, chua co GMP cua ca sa dong goi. Tai lieu bo sung khong dap dng
§ yeu cau. Chua di'eu chinh va chua cong bo doi vdi san pham Pharmaton vien nang
- mem.
10 Remedina S.A. 23 Gounari & Areos Str., 70779/2-7- @ National Organization Cong ty CPDP Da cong bo Dot 62 STT 23 vdi cung GCN GMP, khong cong bo lai
Kamatero Attiki, 13451 2018 Q for Medicines (EOF), Ha Noi
Greece § Greece
&
-
11  Inventia F1-F1/1 Additional UK GMP Medicines and Mega Da cong bo Dot 40 STT 4 het han, cong ty de nghi gia han 6 thang nhung trong cong
Healthcare Ambernath MIDC, 40387 Insp © Healthcare Products Lifesciences van bo sung cua MHRA khong co noi dung ghi gia han. Khong dat
Private Limited Ambernath (East) GMP by Regulatory Agency public company
District Thane 40387/4511 § (MHRA), United limited
Maharashtra 564-0004 § Kingdom
In-421 506 ”
India
12 Mega Lifesciences * Plant |: 384 Moo 4, Soi MI-2015-CE- Therapeutic Goods Mega Cong ty de nghi di'‘eu chinh han chdng nhan cua TGA den 26/6/2020 theo GCN GMP
Public Company 6, Bangpoo Industrial 07830-1 Administration (TGA), Lifesciences cua Ddc cong bo Dot 60 STT 12, 13. Khong dong y di‘eu chinh.
Limited Estate, Pattana 3 Road, Australia Public Company
Phraeksa, Mueang, Limited
Samutprakarn 10280, o
Thailand. Y
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TEN CO"SO"SAN
STT
XUAt

13  Labesfal -
Laboratories
Almiro, S.A

14  Getz Pharma (Pvt)

Ltd.

15 Genzyme Limited

Danh sach ca sa Khong dat

DIA CHI

* Plant Il: 515/1 Moo 4,
Soi 8, Bangpoo Industrial
Estate, Pattana 3 Road,
Phraeksa, Mueang,
Samutprakarn 10280,
Thailand.

Zona Industrial do
Lagedo, Santiago de
Besteiros,3465-157,
Portugal

29-30, Sector 27, Korangi
Industrial Area, 74900
Karachi, Pakistan

37 Hollands Road,
Haverhill, CB9 8PU,
United Kingdom (hoac 37
Hollands Road, Haverhill,
Suffolk, CB9 8PU, United
Kingdom)

GIAY CH.
NHAN

F010/S1/MH
/002/2017

M040/18

UK MIA
8596 Insp
GMP/GDP
8596/18052-
0025

ngAy
cAp

in

28/07/2017

14/08/2018

CO QUAN cAp

National Authority of
Medicines and Health
Products (INFARMED),
Portugal

National Pharmaceutical
Control Bureau (NPCB),
Malaysia

Medicines and
Healthcare Products

DN DENGHI
CONG BO

Cong ty co phan
Fresenius Kabi
Viet Nam

VPDD Getz

Pharma Pvt. Ltd.

Cong ty TNHH
Sanofi Aventis

Regulatory Agency Viet Nam
(MHRA), United
Kingdom

Trang 3/3

LY DO KHONG DAT YEU CAU

Khong dong y bo sung thuoc bot dong kho. San xuat thuoc dong kho yeu cau cac

dieu kien ca sa, thiet bi dac thu. Day chuyen san xuat thuoc bot vo trung khong du

dieu kien de san xuat thuoc dong kho. Trong Giay CN GMP, thuoc dong kho la mot

muc rieng.

Giay chdng nhan GMP khong dooc hop phap hoa lanh so theo quy dinh.

Giay GMP kem theo ho sa da dooc cong bo Dot 51, STT 23 va het han ngay
25/8/2018; khong phu hop vdi so giay GMP ghi tren cong van de nghi (UK MIA 8596

Insp GMP 8596/18052-27)
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