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 68
( Theo cong van s6 /QLD-CL ngay 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 |Natco Pharma Pharma division Unit IV, [71433/12-7- « |National Organization VPDD Ml Cong ty dé nghi b sung dang bao ché vién nén bao phim, tuy nhién:
Limited Kothur, Mahaboob Nagar (2018 § for Medicines (EOF), Pharma Private |- Gidy chirng nhan cla India viét theo tiéng India, chwa duoc dich cong chirng tiéng
District, Telangana, o |Greece Limited tai Tp. |Anh hodc tiéng Viét.
509228, India % HCM - CPP clia Anh: thu6c duoc sdn xudt tai Division V, khéng phai Division IV.
2 |DEVA Holding A.S. [Cerkezkdy Organize Sanayi[TR/GMP/20 Turkish Medicines and |Cong ty CPDP Theo thdng tin ctia USFDA, cong ty khdng dap rng GMP, cac sdn pham bj thu hoi trén
Bolgesi, Karaagac 18/211 Medical Devices Agency |Duy Tan thi trvdng MY. Yéu cau Cong ty gidi trinh. Tam thoi Cuc Quan ly Dwoc rut khoi danh
Mahallesi., Atatiirk (TMMDA) sach dot 62.
Caddesi. No. 32
TR-59510 Kapakli/
Tekirdag x
Turkey (céch ghi khéc: ]
Cerkezkdy Organize Sanayi g
Bolgesi, Karaagac Mah., 4
Atatiirk Cad. No. 32
TR-59510 Kapakli/
Tekirdag
Turkey)
3 |Sun Industrial Area 3, A.B. NL/H Health Care Inspectorate |SUN Céng ty cung cdp bdo cdo thanh tra cia Co quan quan ly Ha Lan va Gidy phép lvu
Pharmaceutical Road, Dewas, Madhya 19/2009632 o |- Pharmaceutical Affairs [Pharmaceutical [hanh cla san pham vién bao phim dé b6 sung vao pham vi chirng nhan.
Industries Limited [Pradesh, 455001, India § and Medical Technology, |Industries Ltd.  |Tuy nhién, trong ndi dung béo cdo thanh tra khéng dé cap dén vién nén bao phim,
~  |Netherlands gidy phép lwu hanh cla san phdm vién nén bao phim 13 do An Do cap. Do d6 khéng
3 c6 co s& dé xac dinh vién nén bao phim thudc pham vi d3 dwoc Co quan quan ly Ha
© Lan chirng nhan. Khéng dap (ng.
4 |Biocon Limited Special Economic Zone, 23939 Health Products VPDD APC Co quan quan ly dugec Ireland cdp GCN GMP cé chit ky. Tuy nhién, Gidy chirng nhan
Plot No.s 2, 3,4 & 5, Phase Regulatory Authority Pharmaceuticals [nép kém ho so chi 1a ban in tir Eudra, chwa cé ky xac nhan cla co quan quan ly cap,
IV, Bommasandra - Jigani 9 [(HPRA), Ireland and Chemical hop phap hoa lanh sy tai An Do. Khéng dap rng quy dinh vé cong chirng, chirng thyc
Link Road, Bommasandra 8 Ltd tai Tp. HCM [cua Viét Nam.
Post, Bangalore, 560 099, 5 Yéu cau cung cip ban chirng thuc do co quan cé thdm quyén tai nudc cap xac nhan
India S tinh phép ly cla gidy chirng nhan.
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5 |Glaxo Wellcome [Avda. De Extremadura, 3. (3167/16 Co quan thdm quyén Tay|VPPD Co s& da duoc cong bd Dot 47, STT 71.

S.A Poligono Industrial Ban Nha Glaxosmithkline |Céc sdn pham thuéc Seretide Evohaler DC 25/50mcg , Seretide Evohaler DC
Allenduero, 09400-Aranda Pte Ltd. Tai TP |25/125mcg, Seretide Evohaler DC 25/250mcg cong ty dé nghi cong bé thudc dang
de Duero. (Burgos), Spain. HCM bao ché thudc phun mu dang hdn dich da dwoc cong bo theo day chuyén san xuat,
(* Cach ghi khac: Avda. De © khdng cong b8 san pham bé sung.

Extremadura no 3, 09400 §

Aranda de Duero. =

(Burgos), Spain; Avenida %

De Extremadura 3, Aranda -

de Duero, Burgos, E-

09400, Spain)

6 |Cosdsanxudtlo |Kantstrasse 2, D-33700 DE_NW_02_| r [Coquanthdm quyén VPDD Merck Tai thoi diém ndp ho so, Gidy chirng nhan clia co s& xuat xwdng Merck KGaA cong bé
bot: Baxter Halle, Germany GMP_2017_ 8 Pulrc Export GmbH Pot 56 STT 72 hét hiéu lyc, khong ti€n hanh céng bé.
Oncology GmbH 1001 5
«

Co s& san xuat Veerweg 12, 8121 AA, NL/H Health Care Inspectorate

dung moi: Abbott |Olst, Netherlands 19/2010100 9 |- Pharmaceutical Affairs

Biologicals B.V 8 and Medical Technology,

g Netherlands
]

Co s& xudt xudng: |Frankfurter StraBe 250 DE_HE_01_ o [Co quan thdm quyén

Merck KGaA 64293 Darmstadt, GMP_2019_ 8 blc
Germany) 0053 -y

=
(@]
7 |Cosdsanxudtlo |Aquitaine Pharm 2018/HPF/F « |French National Agency |VPDD Merck Tai thoi diém ndp ho so, Gidy chirng nhan clia co s& xuat xwdng Merck KGaA cdng bs
bot: Pierre Fabre [International, Avenue du [R/186 § for Medicine and Health |Export GmbH Pot 56 STT 72 hét hiéu lyc, khong tién hanh céng bé.

Medicament Béarn, 64320 IDRON, o |Products Safety (ANSM)

Production France %

Co s& sdn xuat Veerweg 12, 8121 AA, NL/H Health Care Inspectorate

6ng dung moi: Olst, Netherlands 19/2010100 9 |- Pharmaceutical Affairs

Abbott Biologicals 8 and Medical Technology,

B.V % Netherlands

o
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Co s& xuat xwdng: |Frankfurter StraBe 250 DE_HE_01_ o |Coquan thdm quyén
Merck KGaA 64293 Darmstadt, GMP_2019_ Q [buc
Germany 0053 5
=
o
8 |Adamed Pharma [ul. Szkolna 33, Ksawerdw, [IWZJ.405.11 w |Main Pharmaceutical Adamed Pharma |Gidy chirng nhan GMP cho sdn xuat thudc cho muc dich nghién ctru. Khéng dap tng.
S.A. 95-054, Poland 5.2018.ER.2 § Inspectorate (MPI), S.A.
WTC/0258_ § Poland
01_01/225 E
9 |Sanofi Winthrop 180 rue Jean Jaures, 017906 @ |Chambre de Commerce |Sanofi Aventis Gidy CPP d3 dugc ndp Pot 63 STT 69 dé cong bs tam 3 thang, sau dé khéng b6 sung
Industrie 94700 Maisons-Alfort 8 et d'Industrie de Region [Singapore Pte, |Gidy chirng nhan GMP theo yéu cu va bj rat. Cong ty ndp lai cung CPP, khdng dap
Cedex, France 5 Paris lle-de-France Ltd ng.
N
10 [Sanofi Winthrop [180 rue Jean Jaurés, 017907 « Chambre de Commerce |Sanofi Aventis |Gidy CPP d3 dugc ndp Dot 63 STT 69 dé cong bs tam 3 thang, sau d6 khong bé sung
Industrie 94700 Maisons-Alfort 8 et d'Industrie de Region |Singapore Pte, |Gidy chirng nhan GMP theo yéu ciu va bi rat. Cong ty ndp lai cung CPP, khdng dap
Cedex, France § Paris lle-de-France Ltd ng.
N
11 [Replek Farm Ltd. [Kozle 188, Skopje, 1000, |409-8/2016- w |Agency for Medicinal Céngty TNHH  |Co sé va Gidy chirng nhan d3 cdng bd Dot 56 STT 41 tai nhdm 2.
Skopje Macedonia, The Former |12 § Products and Medical dwoc phdm Lién [Viéc cdng ty d& nghi cong bd co s& theo nhédm 1 13 khdng phu hgp theo Théng tu
Yugoslav Republic of T |Devices of the Republic |Hgp 11/2016/TT-BYT va Théng tu 15/2019/TT-BYT.
Macedonia % of Slovenia (JAZMP) Khéng tién hanh diéu chinh.
12 [LABORATORIOS [Avda. Miralcampo, 7, Pol. |ES/085HVI/1 o |Asency for Medicines Exeltis P3 cdng bd stt 50 dot 67, khéng cong bé lai
LICONSA, S.A. Ind. Miralcampo, 9 § and Health Products Healthcare S.L.
Azuqueca de Henares, o [(AEMPS), Spain
19200 Guadalajara, Spain §
13 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- 127141 National Organization Tada Co s& san xuat d3 dwoc cdng bd dot 67 stt 51. Thudc dé nghi cdng bd thudc pham vi
(Co s sdn xuat) |Lamia, Schimatari Viotias, for Medicines (EOF), Pharmaceuticals |GCN nay, khéng cong bé lai.
32009, Greece ®  [Greece
(* Cach viét khéc: 61st km 8
Nat. Rd. Athens-Lamia, S
Sximatari Viotias, 32009, <
Greece)
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14 (B.Braun StraPe 134212 DE-HE-01- o |Coquan thdm quyén B.Braun Medical |Gidy chirthg nhan GMP khéng dwoc HPHLS theo quy dinh, khong dap (ng.
Melsungen AG Melsungen, Germany GMP-2016- § bulc Industries
(Cach ghi khac: Carl - 0067 o Sdn.Bhd
o
Braun - StraPe 1, 34212 =
Melsungen, Germany) «
15 [XL Laboratories E-1223, Phase | Extn. OGYEI/3394 o National Institute of XL Laboratories |Bao cdo thanh tra chua duogc dich cong chirng, chua ¢é dd bang chirng vé viéc cong
Private Limited (Ghatal), RIICO Industrial [1-6/2018 8 Pharmacy and Nutrition |[Pvt. Ltd ty 6 san xuat thudc bao phim. D& nghi bd sung bing chirng vé viéc nha san xuat cé
Area, Bhiwadi, 301019, = |(OGYEI), Hungary san xuat thudc vién nén bao phim dugc lwu hanh tai cdc nwdce PICs va EU.
India g
16 |Baxter Healthcare |2 Woodlands Ind Park D |M00190 % |Health Sciences VPDD Baxter Cong ty cung cap ban Accreditation clia Nhat Ban, khéng phai gidy chirng nhan GMP.
SA, Singapore Street 2 Singapore 737778 8 Authority, Singapore Healthcare
Branch S (Asia) Pte Ltd tai
) Tp. HCM
17 |Octapharma Otto-Reuter-StraBe 3, DE_ST 01 G| <« [Coquan thdm quyén Céngty CPDP  |Gidy chirng nhan GMP pham vi chi cé déng géi cap 2, khéng phai toan bd quy trinh
Dessau GmbH 06847, Dessau-RoBlau, MP_2018 0 Q |btc TW CPC1 san xuat.
Germany 045 E
=
(@]
18 [Anfarm Hellas S.A. [61st km Nat. Rd. Athens- |62713/23-4- National Organization Céngty TNHH  |D3a duoc cdng bd Dot 67 STT 35, khdng cdng bé lai.
Lamia, Schimatari Viotias, (2019 for Medicines (EOF), TM Duwgc MP
32009, Greece 9 |Greece Nam Phuong
(* Cach viét khéc: 61st km ]
Nat. Rd. Athens-Lamia, 5
Sximatari Viotias, 32009, p
Greece)
19 [Famar Italia S.P.A |Via Zambeletti, 25 1-20021 |IT/93/H/201 @ Italian Medicines Agency |Cong ty TNHH  [Gidy chirng nhan CPP khdng ghi thdi han hiéu luc, @3 duoc cdp qua 24 thang. Gidy
(Co s sdn xuat) |Baranzate di Bollate - 9 8 (AIFA) dwoc phdm GMP chua duwoc cdng chirng hop phap héa lanh sy, chuwa day dd tinh phép ly. Khdng
Milano, Italia. 3 Lamda ddap wng.
=
N
Lamp San Via della Pace, 25/A I- IT/72/H/201 o
Prospero S.P.A 41030 San Prospero - 9 §
(Co s& ddng gdi so|Modena, Italia. g
cap va thir cap) >
o
20 |Pharmatis Zone d'Activités Estn® 1, |HPF/FR/102/[ ~  |French National Agency |Congty TNHH H6 so d3 duoc cong bd Dot 63 STT 91, khong tién hanh cong bé lai
ESTREES SAINT DENIS, 2017 8 for Medicine and Health [DP Nhat Anh
60190, France S |Products Safety (ANSM)
&
i
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21 [Synmosa No. 6, kuang Yeh 1st Rd, 4913 Department of Health, |CAngty TNHH [H6 so da dugc cdng bd Dot 65 STT 57, khdng tién hanh cong bé lai.
Biopharma Zhongxing village, Hu-Kuo Taiwan, R.0.C thuong mai -
Corporation, Hsiang, Hsin Chu Hsien, dich vu Tén
Synmosa Plant Taiwan, R.0.C 9 Nguyén Vinh
(No. 6, kuang Yeh 1st 8
Road, Hu-Kuo Hsiang, Hsin- §
Chu Ind. Park, Hsin Chu -
Hsien, Taiwan, R.0.C)
22 |Schering-Plough |Industriepark 30, Heist-op-|00000204- Belgian Federal Agency |VPDD Merck Pot 67 STT 84 d3 tam céng b6 trong 3 thang va yéu cau cong by b6 sung tai liéu 1am
Labo NV den-Berg, 2220, Belgium |06-19 o for Medicines and Sharp&Dohme |cin cir d€ x4c dinh thdi han cé hiéu lwc cdia GCN nay (nhu Gidy chirng nhan GMP/
§ Heallth Products (Asia) Ltd tai VN [Bién ban kiém tra (phan hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai co
S |(AFMPS) s& san xuat sdn pham dé nghi cong bé.
§ Dot nay cong ty cung cap gidy GMP s6 BE/GMP/2018/125 cap ngay 17/1/2019, tuy

nhién pham vi chirng nhan cla gidy GMP nay chi cé thudc khéng vo trung. Khéng dap
ng.

Danh sach co s& Khdng dat

Trang5/5

bot 68



