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 67
( Theo cong van s6 14934/QLD-CL ngay 29/08/2019 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ‘ A A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |[Celltrion Inc. 20, Academy-ro 51 beon- |04/17/1126 ~ |European Medicines Coéngty TNHH  |Cdng ty ndp Gidy chirng nhan CPP s6 04/17/112620 ngay 11/09/2017 do EMA cap va
gil, Yeonsu-gu, Incheon, |20 § Agency (EMA) DP Viét Phap da duwoc cong bb tam 03 thang tai Dot 54. Tuy nhién cong ty da khdng b6 sung dugc
22014, Republic of Korea > Gidy chirng nhan GMP hay bién ban kiém tra nén d3 bi rut tai Dot 58. Nay, cong ty lai
o " ¢ ¢
= ndp lai gidy chirng nhan CPP trén va da qud 2 nam tur ngay cap, vi vay khong tién
- hanh cong bé.

2 |Novartis Pharma |Novartis Pharma DE_BW 01_| . |Coquanthdm quyén VPDD Novartis  [Cong ty dé nghi cong b6 Gidy chirng nhan DE_BW_01_GMP_2019_0033. Tuy nhién,
Produktions Produktions GmbH GMP_2017_ § bulrc (Singapore) Pte |trong ho so céng ty ndp Gidy chirng nhan cii DE_BW_01_GMP_2017_0022 d3 dwoc
GmbH Oflinger Str. (hoac 0022 g Ltd tai Ha Noi coéng bé dot 52.

Oflinggerstrasse) 44, >
79664 Wehr, Germany. ©

3 [Sai Mirra Plot No. 288 & 299, Sidco [339/16 o |National Pharmaceutical |Cong ty Sai Gidy chirng nhan GMP d3 hét hiéu luc, cac tai liéu bé sung khéng chirng minh duoc
Innopharm Pvt. Esate, Ambattur, 600098 § Regulatory Agency, Mirra pham vi chirng nhan. Khong dat.

Ltd. Chennai, India o |Ministry of Health, Innopharm
o
< |Malaysia
o

4 [Vetter Pharma-  |Eisenbahnstr. (hodc DE_BW_01_ © |Coquan thdm quyén VPDD Novartis |Cong ty d& nghi gia han hiéu luc dén 31/12/2019 va ndp kém thu xdc nhan cta Co
Fertigung GmbH & |Eisenbahnstrasse) 2-4 GMP_2016_ 8 blc Pharma Services [quan quan ly Birc vé viéc Gidy GMP van con hiéu lwc khi chua bj rat hodc thay thé
Co.Kg 88085 Langenargen, 0077 5 AG bang gidy mdi.

Germany g Khéng chdp nhan.

5 |Hikma Estrada do Rio da M6, n.2 |FO06/S1/MH © National Authority of Céngty TNHH  |Ban sao Gidy chirng nhdn GMP ndp kém hé so chua dugce sao cdng chirng, hop phap

Farmacéutica 8, 8-A e 8-B - Fervenga, /001/2018 8 Medicines and Health DP va hda chat |héa lanh su theo quy dinh.
(Portugal), S.A. Terrugem SNT, 2705-906, N [Products, I.P, Portugal Nam Linh
Portugal §

6 |Dr. Reddy's Survey No. 47, Bachupally |014/2019/G State Administration of [VPDD Dr. P3 dugc cong bs Dot 66, STT 84. Khong cong b6 lai.

Laboratories Ltd. [Village, Bachupally MP 9 [Ukraine on Medicinal Reddy's
Mandal, Medchal 8 Products (SAUMP) Laboratories Ltd.
Malkajgiri District, 3 tai Tp. HCM
Telangana, India g

7 |XL Laboratories E-1223, Phase | Extn. OGYEI/3394 o National Institute of XL Laboratories |Céng ty b8 sung CPP do An D6 cip va MA clia VN d& nghi b8 sung pham vi vién nén

Private Limited (Ghatal), RIICO Industrial [1-6/2018 8 Pharmacy and Nutrition |[Pvt. Ltd bao phim. Khong dong v diéu chinh. D& nghj bd sung bang chirng vé viéc nha san
Area, Bhiwadi, 301019, = |(OGYEIl), Hungary xuat cé thubc vién nén bao phim Iwu hanh tai cdc nuwdc PICs/EU.
o
S~
India Y
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TEN CO’ SO’ SAN : GIAY CH. | NGAY - DN DE NGHI p R S
STT ~ DIA CHI ~ ~ CO’' QUAN CAP A ~ LY DO KHONG PAT YEU CAU
XUAT : NHAN CAP Q CONG BO -
8 |[ltalfarmaco S.P.A |Viale Fulvio Testi, 330- IT/88/H/201 @ Italian Medicines Agency |VPDD Co s& va Gidy chirng nhan da duoc cong bd dot 66 STT 95. Khéng cong bé lai.
20126 Milano (M), Italy |9 8 (AIFA) LifePharma S.P.A
Sy tai Tp HCM
S~
(o)
o
9 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- 88489 National Organization Céngty TNHH  |Dung dich tiém Amikan thudc pham vi chirng nhan clia céng ty Anfarm Hellas duoc
Lamia, Schimatari Viotias, for Medicines (EOF), Thuong mai céng b tai dot nay. Khong tién hanh cong bé tirng sdn pham cu thé.
32009, Greece ®  [Greece dwgc my phdm
(* Cach viét khac: 61st km 8 Nam Phuong
Nat. Rd. Athens-Lamia, 3
Schimatari Viotias, 32009, S
Greece)
10 [Cilag AG Hochstrasse 201, 8200 18-0790 @ |Swissmedic, Swiss VPBD Janssen- |Céng ty bé sung CPP dé nghij b6 sung dang bao ché "bot pha dung dich dam dic dé
Schaffhausen, Switzerland 8 Agency for Therapeutic |Cilag Ltd. pha dung dich truyén'. Khéng déng y do CPP khéng thé hién dang bao ché nay dugc
S [Products san xuat toan bo tai co sé Cilag AG 8200 Schaffhausen, Switzerland
S~
=t
11 |[Octapharma OberlaaerstralRe 235, 1100|INS-480018- o Federal Office for Safety |Congty CP DP  [Gidy chirng nhan GMP d3 dwoc cong b6 Dot 66, STT 1. Khdng cong bé lai.
Pharmazeutika Wien, Austria 0072-001 8 in Health Care, Austria |[TW CPC1
Produktionsges.m. (21/40) -y
S~
b.H ]
12 [Pfizer Ireland CSSX: Grange Castle, European Medicines Pfizer (Thailand) |H6 so ndp Gidy chirng nhdn GMP clia co s& san xuat d3 dwoc cdng b6 Dot 51 STT 21.
Pharmaceuticals |[Business Park, Clondalkin, Agency Limited Khéng tién hanh cdng bé lai.
(Co s& san xuat) [Dublin 22, Ireland
Wyeth CSDG: New Lane, Havant,
Pharmaceuticals, [Hampshire P09 2NG,
(Co s& déng gbi) |United Kingdom
13 [Fresenius Kabi Estermannstrafe 17, 4020 (INS-480019- ~ |Austrian Federal Office |Fresenius Kabi |Cuc QLD khdng tién hanh cong b6 tirng cdng doan san xuat (déng gdi thir cap).
Austria GmbH Linz, Austria 0065-001 8 for Safety in Health Care |Viét Nam
(7/15) S |(BASG)
S~
~
o
14 |Mitim S.R.L Via Cacciamali, 34-38- IT/68/H/201 a Italian Medicines Agency |VPDD Stragen Gidy GMP d3 dugc cong bd Dot 66, STT 46.
25125 Brescia (BS), Italia |9 8 (AIFA) Pharma SA Thuy |Khéng céng bé lai.
py Sitai Tp. HCM
S~
(o)
(o]
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
15 |MSD International |Pridco Industrial Park, BE/GMP/20 Federal Agency for VPDD Merck P3 dwoc cong b6 Dot 66, STT 67. Khdng tién hanh cdng bé lai.

GmbH (Puerto State Road 183, PO box 17/015 Medicines and Health Sharp & Dohme
Rico Branch) LLC [2011, Las Piedras, Puerto ~ [Products (FAMHP), (Asia) Ltd. Tai
(Co s& sdn xuat Rico, PR 00771-2011 8 Belgium Viét Nam
ban thanh phdm) |(hodc Las Piedras, Puerto §

Rico 00711-Puerto Rico), N

USA
MSD International |70 Tuas West Drive, UK GMP MHRA - United Kingdom
GmbH (Singapore |Singapore, 638414 (hodac |39349 Insp
Branch) (Co s& san|SG-638414), Singapore GMP
xuat ban thanh 39349/3258 5
ph&m cém 67-0007 ]
ezetimibe va cm E
atorvastatin) Q
Merck Sharp & Waarderweg 39, Haarlem, [NL/H Health Care Inspectorate
Dohme B.V 2031 BN, (hodc 2031 BN |[17/2002429 ® |- Pharmaceutical Affairs
(Co sd déng gbi) |Haarlem), Netherlands 8 and Medical Technology,

§ Netherlands
=

16 |Aesica North Road Medicines and AbbVie Céng ty dé nghi diéu chinh tir dang "Dung dich hit Sevorane" thanh "Dugc chat 1dng
Queenborough Queenborough, ME 11 Healthcare Products Biopharmaceutic|nguyén chat dung dé hit". Tuy nhién, do Céng ty cong b8 theo CPP nén dang bao ché
Limited 5EL, United Kingdom Regulatory Agency als GmbH duogc ghi theo dang CPP d3 cung cap, khdng tién hanh diéu chinh.

(MHRA), United
Kingdom
17 |Cipla Ltd Plot No 9 & 10 Pharma FDA Cipla Ltd Tai liéu cung cap 1a thu xac nhan cda US-FDA, khéng phai Gidy chirng nhan GMP,
zone, Phase Il Sector Il CPP. D& nghj cung cap Gidy chirng nhan CPP san pham thé hién dat tiéu chuin US C-
Indore Special Economic GMP.
Zone, Pithampur District
Dhar, Madhya Pradesh,
India
Danh sach co s& Khdng dat Trang3/3 Dot 67



