BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
So: ;5446 /QLD-CL Ha N¢i, ngay (4 thang £ nam 2018

V/v cong bd dot 26 Danh sach
céc cong ty nude ngoai c6 thude
vi pham chat lugng

Kinh gui:
- S& Y té cac tinh, thanh phd truc thudc Trung wong.
- Cédc cong ty xuét nhap khau thude.

Thuc hién qui dinh tai Diéu 9 Thong tu so 11/2018/TT-BYT ngay
04/5/2018 ¢ua BO Y té vé cong bo cap nhat va rut tén co s¢ san xuat ¢o tén trong
Danh sach co sé san xuat €6 thuoc vi pham chat lugng, Cuc Quan ly Dugc thong
béo:

1. Cong bd Pot 26 - Danh sich cac cong ty nudc ngoai ¢é thude vi pham
chat lugng phai thuc hién lay mau kiém tra chat lugng do61 véi 100% 16 thuoc
nhap khau (tién kiém); trong do:

a) Cap nhat ngay céng bd vi pham chat luong va thoi han phai kiém tra
chat lugng 100% cac 16 thuoc nhap khau doi véi 01 Cong ty do tiep tuc co thuode
vi pham chat lugng dugc phat hién qua hoat dong tién kiém:

- Dae Hwa Pharmaceutical Co., Ltd. - KOREA (Tién kiém). _

b) Ruat tén cua 05 cong ty ra khoi Danh sach cac cong ty nudc ngoai co
thudc vi pham chat lugng do da thuc hién lay mau kiém tra chat lugng 100% 16
nhap khau va khong c6 16 thudc nao vi pham chat luong, dép tmg quy dinh tai
Khoan 2 Diéu 9 Thong tu s6 11/2018/TT-BYT ngay 04/5/2018:

- Brawn Laboratories Ltd. - INDIA;
Inventia Healthcare Pvt.Ltd. - INDIA;
Synmedic Laboratories - INDIA;
Hankook Korus Pharm Co., Ltd. - KOREA.
Nectar Lifesciences Limited — INDIA

¢) BS sung 02 Céng ty c6 thube vi pham chat lugng phét hién duge qua
hoat dong tién kiém va hau kiém:

- Aurobindo Pharma Ltd. - INDIA (Tién kiém);
- Raptakos, Brett & Co., Ltd. - INDIA (Hau kiém).

2. Danh sach cap nhat Dot 26 cac cong ty nude ngoai co thudc vi pham chat
lugng dugce dang tai trén trang thong tin dién tir cia Cuc Quan ly Dugc - dia chi:
http://’www.dav.gov.vn - Muc: Quan ly chat lugng thuoc.
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3. Cuc Quan ly Duge d& nghi S& Y té cic tinh, thanh phé truc thudc Trung
uong chi dao cac don vi thanh tra, quan ly dugc va kiém nghiém thude thudc So
tién hanh kiém tra, gidm sat viéc chip hanh cac quy dinh vé kiém tra chat lugng
thuéc nhap khau luu hanh trén dia ban quan 1y va xir 1y cac td chtrc/cé nhan vi
pham theo quy dinh hién hanh.

Cuc Quan ly Dugc thong bao dé cac S6Y té biét va thuc hién./.

KT. CUC TRUONG
CUC TRUONG

Noi nhan:

- Nhu trén;

- Cyc trudng Vii Tuan Cudng (dé b/c);

- Vién Kiém nghiém thuéc TW, Vién Kiém
nghiém thuée Tp. HCM (dé phéi hop);

- CucYté-Bo Cong an, Cuc Quan Y - Bo Qubc phong,
Cuc Y té GTVT - B6 GTVT (dé phdi hop);

- Phong Thanh tra D&MP, Website - Cuc QLD;

- Luu: VT, CL(XH).
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Danh sach cong bé cac CSSX thudc nwéc ngoai cé thudc vi pham chit lwgng

phai 14y mau kiém tra chit lwgng 100% 16 thuéc nhap khau
Theo CV 13719/QLD-CL ngay 23/8/2013 va 3256/QLD-CL ngay 05/3/2014
Pt 26: Cap nhat dén ngay 26/07/2018

SO LAN VI PHAM

) e TINH TRANG
TT NUoC CONG TY SAN XUAT Tién kiém Hau kiém Tong cong CAP NHAT CAP NHAT
Mtc3 | Mixc 2 | Mirc3 | Mirc2 | Mirc 3 | Mirc 2 Dot 26
1 BANGLADESH [Reman Drug Laboratories Ltd. 1 1 15-03-2017 Tl dot truée
2 CHINA CSPC Zhongnuo Pharmaceutical Co., Ltd. 1 1 25-03-2014 Tl dot truée
3 CHINA Kunming Pharmaceutical Corp. 1 1 20-05-2018 T dot trudc
4 INDIA ACI Pharma Pvt., Ltd. 1 1 23-08-2013 T dot trwdc
5 INDIA Ahlcon Parenterals (India) Ltd. 1 1 27-11-2015 T dot trudc
6 INDIA Alkem Laboratories Ltd. India 1 1 15-12-2017 Tu dot trudce
7 INDIA All Serve Healthcare Pvt., Ltd. 1 1 07-07-2016 T dot trwdrc
8 INDIA Altomega Drugs Pvt. Ltd. 1 1 27-11-2015 Tl dot truée
9 INDIA AMN Life Science Pvt,, Ltd. 3 3 2 5 09-11-2016 Tw dot trudce
10 INDIA Aurobindo Pharma Ltd. 26-07-2018 B sung
11 INDIA Chemfar Organics (P) Ltd. 1 3 1 3 22-09-2014 Tir dot trudc
12 INDIA Clesstra Healthcare Pvt,, Ltd. 1 1 23-08-2013 Tuw dot trudce
13 INDIA Elegant Drugs Pvt,, Ltd. 1 1 1 1 15-08-2015 Tl dot truée
14 INDIA Euro Healthcare 1 1 25-10-2013 Tir dot trudc
15 INDIA Fine Pharmachem 1 1 23-08-2013 Tir dot trudc
16 INDIA Globela Pharma Pvt., Ltd. 1 1 26-11-2014 Tw dot trudce
17 INDIA Gracure Pharmaceutical Ltd. 2 2 15-12-2017 Tir dot trudc
18 INDIA Lekar Pharma Ltd. 1 1 25-10-2013 Tir dot trudc
19 INDIA Lyka labs limited, India 1 1 20-05-2018 Tir dot trudc
20 INDIA Mediwin Pharmaceuticals 1 1 15-12-2017 Tir dot trudc
21 INDIA Nectar Lifesciences Limited India 1 1 30-09-2017 Tir dot trudc
22 INDIA Prayash Healthcare Pvt Ltd., 1 1 09-11-2016 Tir dot trudc
23 INDIA Maiden Pharmaceuticals Ltd. 1 1 23-08-2013 Tir dot trudc
24 INDIA Marksans Pharma Ltd. 4 1 1 2 5 3 07-08-2014 T dot truéc
25 INDIA MedEx Laboratories 1 2 1 2 27-05-2014 T dot trudc
26 INDIA Medico Remedies Pvt,, Ltd. 3 1 2 4 2 07-07-2016 Twr dot trwde
27 INDIA Minimed Laboratories Pvt., Ltd. 1 5 2 6 2 19-06-2015 Twr dot trwde
28 INDIA Miracle Labs (P) Ltd. 1 1 15-03-2017 T dot trudc
29 INDIA Nestor Pharmaceuticals Ltd. 1 2 1 3 1 26-11-2014 T dot trudc
30 INDIA Overseas Laboratoires Pvt., Ltd. 2 2 23-08-2013 Twr dot trwde
31 INDIA Pragya Life sciences Pvt. Ltd. 1 1 07-07-2016 Tir dot trudre
32 INDIA Raptakos, Brett & Co., Ltd. 1 1 26-07-2018 B& sung
33 INDIA Replica Remedies 1 1 27-11-2015 Twr dot trwde
34 INDIA Stallion Laboratories Pvt. Ltd 1 1 20-05-2018 T dot truéc
35 INDIA Swyzer Laboratories Ltd. 1 1 23-08-2013 T dot truéc
36 INDIA Syncom Formulations (India) Ltd. 1 8 3 4 4 12 09-11-2016 Tu dot trudc
37 INDIA U Square Lifescience Pvt,, Ltd. 1 1 19-06-2015 T dot trwde
38 INDIA Vintanova Pharma Pvt Ltd 1 1 09-11-2016 Twr dot trwde
39 INDIA West-Coast Pharmaceutical Works Ltd. 1 1 19-06-2015 Twr dot trwde
40 INDIA XL Laboratories Pvt,, Ltd. 1 2 7 1 9 30-09-2017 Twr dot trwde
41 INDIA Yeva Therapeutics Pvt,, Ltd. 2 2 25-10-2013 Twr dot trwde
42 INDIA Zee Laboratories 1 1 09-11-2016 Tu dot trudc
43 INDIA Zim Laboratories Ltd., India 1 1 20-05-2018 T dot trwde
44 KOREA Dae Hwa Pharmaceutical Co., Ltd. 1 1 26-07-2018 Cap nhat ngay VP
45 PAKISTAN  [Efroze Chemical Industries (Pvt) Ltd, 1 1 15-12-2017 Tur dot truére
46 PAKISTAN  [Navegal Laboratories 1 1 23-08-2013 Tir dot trudre
47 PAKISTAN Pacific Pharmaceuticals Ltd. 25-03-2014 Tu dot trudc
48 RUSSIA Sintez Joint Stock Company 1 1 23-08-2013 Tir dot trudre
49 USA ADH Health Products Inc. 1 1 07-08-2014 T dot trwde
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SO LAN VI PHAM NGAY TINH TRANG
TT NuoC CONG TY SAN XUAT Tien kiém Hau kiém Téngcong | CAp NHAT CAP NHAT
Mirc 3 | Mirc2 | Mtrc 3 | Mirc 2 | Mikc 3 | Mikc 2 ] ) Dot 26
50 USA Robinson Pharma Inc. 1 2 1 2 27-05-2014 Tu dot trudc
Bao gom: 50 congty/ 7 qudcgia Trong do: 47 cbng ty van tiép tuc cong bé tir dot trwdc

Trang2/4

1 cong ty da cip nhit ngdy vi pham so véi dgt cong bé truée

2 cdng ty da bd sung so v&i dot cong bé trude




Cac CSSX thudc nwéc ngoai da rut khoi danh sach vi pham

Dot 26: Cap nhat dén ngay 26/07/2018

i . . R L NGAY XET RUT KHOI DANH SACH
TT NUOC CONG TY SAN XUAT THO'I GIAN GIAM SAT TIEN KIEM CAP NHAT — -
; 5 Thoi gian Han Rut
1 AUSTRIA Sandoz T 25/03/2014 dén 22/09/2014 25-03-2014 6 thang 25-09-2014 bot6
2 BANGLADESH |General Pharmaceuticals Ltd. T 25/10/2013 dén 15/07/2015 25-10-2013 12 thang 25-10-2014 bot 12
3 BANGLADESH |Globe Pharmaceuticals Ltd. T 25/10/2013 dén 22/09/2014 25-10-2013 6 thang 25-04-2014 bot6
4 BANGLADESH |Globe Pharmaceuticals Ltd. Tir 19/06/2015 dén 09/11/2016 19-06-2015 12 thang 19-06-2016 Pot 19
5 BANGLADESH |Navana Pharmaceuticals Ltd. T 26/11/2014 dén 30/09/2017 26-11-2014 12 thang 26-11-2015 bot 23
6 CANADA Apotex Inc. T 25/03/2014 dén 20/05/2018 25-03-2014 12 thang 25-03-2015 bot 25
7 CYPRUS Holden Medical Ltd. T 23/08/2013 dén 26/11/2014 23-08-2013 12 thang 23-08-2014 bot7
8 FRANCE Famar Lyon T 25/10/2013 dén 26/11/2014 25-10-2013 12 thang 25-10-2014 Pot7
9 FRANCE Pfizer PGM T 23/08/2013 dén 27/05/2014 23-08-2013 6 thang 23-02-2014 bot 4
10 GERMANY Denk Pharma GmbH. & Co. KG. T 23/08/2013 dén 27/05/2014 23-08-2013 6 thang 23-02-2014 bot 4
11 INDIA Aegen Bioteck Pharma Pvt,, Ltd. T 25/03/2014 dén 12/12/2016 15-07-2015 6 thang 15-01-2016 bot 20
12 INDIA Akums Drugs & Pharmaceuticals Ltd. T 22/09/2014 dén 04/05/2015 22-09-2014 6 thang 22-03-2015 Pot 10
13 INDIA Amtec Health Care Pvt,, Ltd. T 23/08/2013 dén 26/11/2014 23-08-2013 12 thang 23-08-2014 bot7
14 INDIA ATOZ Pharmaceuticals Pvt, Ltd. T 23/08/2013 dén 22/09/2014 23-08-2013 12 thang 23-08-2014 bot6
15 INDIA Aurobindo Pharma Ltd. Twr 09/11/2016 dén 15/12/2017 09-11-2016 12 thang 09-11-2017 bot 24
16 INDIA Axon Drugs Pvt,, Ltd. T 23/08/2013 dé€n 07/01/2016 23-08-2013 12 thang 23-08-2014 bot 16
17 INDIA Brawn Laboratories Ltd. Twr 07/08/2014 dén 13/02/2015 07-08-2014 6 thang 07-02-2015 bot9
18 INDIA Brawn Laboratories Ltd. T 09/11/2016 dén 30/05/2017 09-11-2016 6 thang 09-05-2017 bot 22
19 INDIA Brawn Laboratories Ltd. Twr 30/09/2017 dén 26/07/2018 30-09-2017 6 thang 30-03-2018 bot 26
20 INDIA Celogen Pharma Pvt,, Ltd. T 27/05/2014 dén 27/11/2015 07-08-2014 12 thang 07-08-2015 bot 15
21 INDIA Chethana Drugs & Chemicals (P) Ltd. T 23/08/2013 dén 22/09/2014 23-08-2013 12 thang 23-08-2014 bot6
22 INDIA Cooper Pharma T 23/08/2013 dén 20/10/2015 23-08-2013 12 thang 23-08-2014 bot 14
23 INDIA Cure Medicines (India) Pvt, Ltd. T 27/05/2014 dén 04/03/2016 26-11-2014 6 thang 26-05-2015 bot 17
24 INDIA Eurolife Healthcare Pvt., Ltd. T 25/10/2013 dén 07/07/2016 04-05-2015 12 thang 04-05-2016 bot 18
25 INDIA Flamingo Pharmceuticals Ltd. T 23/08/2013 dén 07/07/2016 26-11-2014 12 thang 26-11-2015 bot 18
26 INDIA Gelnova Laboratories (India) Pvt. Ltd. Tw 07/07/2016 dén 20/05/2018 07-07-2016 6 thang 07-01-2017 bot 25
27 INDIA Global Pharm Healthcare Pvt,, Ltd. Tl 25/10/2013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 Pot 5
28 INDIA Gracure Pharmaceuticals Ltd. Tw 25/10/2013 dén 26/11/2014 25-10-2013 12 thang 25-10-2014 Dot 7
29 INDIA Health Care Formulations Pvt,, Ltd. T 22/09/2014 dén 30/05/2017 15-07-2015 6 thang 15-01-2016 Dbot 22
30 INDIA Hyrio Laboratories Pvt., Ltd. T 25/10/2013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 bot5
31 INDIA Hyrio Laboratories Pvt., Ltd. Tl 26/11/2014 dén 15/07/2015 26-11-2014 6 thang 26-05-2015 Pot 12
32 INDIA Intas Pharmaceuticals Ltd. T 07/08/2014 dén 15/03/2017 07-08-2014 12 thang 07-08-2015 bot21
33 INDIA Inventia Healthcare Pvt.Ltd. India T 15/12/2017 dén 26/07/2018 15-12-2017 6 thang 15-06-2018 DPot 26
34 INDIA Kausikh Therapeutics (P) Ltd. T 27/05/2014 dén 15/07/2015 27-05-2014 12 thang 27-05-2015 bot12
35 INDIA Macleods Pharmaceulticals Ltd. Tir09/11/2016 dén 30/05/2017 09-11-2016 6 thang 09-05-2017 bot 22
36 INDIA Marck Biosciences Ltd. T 23/08/2013 dén 22/09/2014 23-08-2013 6 thang 23-02-2014 bot6
37 INDIA Mediwin Pharmaceuticals Tir 23/08/2013 dén 15/07/2015 23-08-2013 12 thang 23-08-2014 Pot 12
38 INDIA Medley Pharmaceuticals Ltd. T 23/08/2013 dén 20/10/2015 27-05-2014 12 thang 27-05-2015 bot 14
39 INDIA Mepro Pharmaceuticals Pvt. Ltd. Tw 07/07/2016 dén 30/09/2017 07-07-2016 6 thang 07-01-2017 bot 23
40 INDIA Miracle labs (P) Ltd. T 23/08/2013 dén 07/07/2016 19-06-2015 6 thang 19-12-2015 bot 18
41 INDIA Penta Labs Pvt,, Ltd. Tir 25/03/2014 dén 20/10/2015 07-08-2014 12 thang 07-08-2015 Pot 14
42 INDIA Raptakos, Brett & Co., Ltd. T 25/10/2013 dén 04/05/2015 27-05-2014 6 thang 27-11-2014 bot 10
43 INDIA Saga Laboratories T 07/08/2014 dén 15/08/2015 07-08-2014 12 thang 07-08-2015 bot 13
44 INDIA Samrudh Pharmaceuticals Pvt,, Ltd. T 22/09/2014 dén 04/05/2015 22-09-2014 6 thang 22-03-2015 bot 10
45 INDIA Sance Laboratories Pvt., Ltd. Tir 25/03/2014 dén 04/05/2015 25-03-2014 12 thang 25-03-2015 Pot 10
46 INDIA Santa Pharma Generix Pvt,, Ltd. T 23/08/2013 dén 15/08/2015 27-05-2014 6 thang 27-11-2014 bot13
47 INDIA Strides Arcolab Ltd. Tir23/08/2013 dén 12/12/2016 23-08-2013 12 thang 23-08-2014 Pot 20
48 INDIA Sun Pharmaceutical Industries Ltd. T 04/05/2015 dén 07/07/2016 04-05-2015 12 thang 04-05-2016 Pot 18
49 INDIA Synmedic Laboratories Twr30/09/2017 dén 26/07/2018 30-09-2017 6 thang 30-03-2018 Pot 26
50 INDIA Umedica Laboratories Pvt., Ltd. T 23/08/2013 dén 09/11/2016 27-05-2014 12 thang 27-05-2015 bot 19
51 INDIA Unique Pharmaceutical Labs. T 25/10/2013 dén 26/11/2014 25-10-2013 12 thang 25-10-2014 bot7
52 INDIA Windlas Biotech Ltd. T 23/08/2013 dén 26/11/2014 23-08-2013 6 thang 23-02-2014 bot7
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XET RUT KHOI DANH SACH

TT NUoC CONG TY SAN XUAT THO' GIAN GIAM SAT TIENKIEM | . A']\i‘LA}:( AT — -
5 5 Thoi gian Han Rut
53 INDIA Zee Laboratories Tir 25/10/2013 dén 15/08/2015 25-10-2013 | 12thdng | 25-10-2014 Dot 13
54 INDIA Zim Laboratories Ltd. Tir 04/05/2015 dén 09/11/2016 19-06-2015 | 12théng | 19-06-2016 Dot 19
55 INDONESIA | PT Kalbe Farma Tbk. Tir 25/10/2013 dén 31/12/2014 25-10-2013 | 12thdng | 25-10-2014 Dot 8
56 KOREA Alpha Pharm. Co., Ltd. Tir 07/08/2014 dén 04/03/2016 07-08-2014 | 12thdng | 07-08-2015 Dot 17
57 KOREA BTO Pharm Co,, Ltd. Tir 25/03/2014 dén 13/02/2015 25-03-2014 6 thang 25-09-2014 Dot 9
58 KOREA Chunggei Pharm. Co., Ltd. Tir 19/06/2015 dén 04/03/2016 19-06-2015 6 thang 19-12-2015 Dot 17
59 KOREA Crown pharm Co,, Ltd. Tir 04/05/2015 dén 07/07/2016 04-05-2015 | 12thdng | 04-05-2016 Dot 18
60 KOREA Dae Han New Pharm Co.,, Ltd. Tir 23/08/2013 dén 09/11/2016 27-05-2014 6 thang 27-11-2014 Dot 19
61 KOREA Daehwa Pharmaceuticals Tir 23/08/2013 dén 22/09/2014 23-08-2013 6 thang 23-02-2014 Dot 6
62 KOREA Daehwa Pharmaceuticals Tir26/11/2014 dén 19/06/2015 26-11-2014 6 thang 26-05-2015 Dot 11
63 KOREA Daewoo Pharm. Co,, Ltd. Tir 23/08/2013 dén 22/09/2014 23-08-2013 | 12thdng | 23-08-2014 Dot 6
64 KOREA Dongsung pharm. Co., Ltd. Tir 25/10/2013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 Dot 5
65 KOREA Hanall Pharmaceutical Co., Ltd. T 25/10/2013 dén 26/11/2014 25-10-2013 | 12thdng | 25-10-2014 Dot 7
66 KOREA Hanbul Pharm. Co., Ltd. Tir 22/09/2014 dén 07/01/2016 22-09-2014 | 12thdng | 22-09-2015 Dot 16
67 KOREA Hankook Korus Pharm Co., Ltd. Tir 25/10/2013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 Dot 5
68 KOREA Hankook Korus Pharm Co., Ltd. Tir30/09/2017 dén 26/07/2018 30-09-2017 6 thang 30-03-2018 Dot 26
69 KOREA 11 Dong Pharmaceuticals Co., Ltd. Tir 09/11/2016 dén 20/05/2018 09-11-2016 | 12thang | 09-11-2017 Dot 25
70 KOREA Korea Arlico Pharm. Co., Ltd. Tir 15/08/2015 dén 15/12/2017 09-11-2016 | 12thdng | 09-11-2017 Dot 24
71 KOREA Korea Prime Pharm. Co., Ltd. Tir 23/08/2013 dén 27/05/2014 23-08-2013 6 thang 23-02-2014 Dot 4
72 KOREA Samchundang Pharm. Co., Ltd. Tir 25/03/2014 dén 04/05/2015 25-03-2014 6 thang 25-09-2014 Dot 10
73 KOREA Union Korea Pharm Co,, Ltd. Tir 25/03/2014 dén 07/07/2016 26-11-2014 | 12thang | 26-11-2015 Dot 18
74 KOREA Young IL Pharm. Co,, Ltd. Tir 25/10/2013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 Dot 5
75 KOREA Young IL Pharm. Co., Ltd. Tir 07/07/2016 dén 15/03/2017 07-07-2016 6 thang 07-01-2017 Dot 21
76 PAKISTAN  |CCL Pharmaceuticals (Pvt) Ltd. Tir 25/03/2014 dén 07/01/2016 25-03-2014 | 12thdng | 25-03-2015 Dot 16
77 PAKISTAN  |Getz Pharma Pvt, Ltd. Tir 27/05/2014 dén 19/06/2015 07-08-2014 6 thang 07-02-2015 Dot 11
78 PAKISTAN  |Nexus Pharma (Pvt.) Ltd Tir 09/11/2016 dén 30/05/2017 09-11-2016 6 thang 09-05-2017 Dot 22
79 | PHILIPPINES |Amherst Laboratories Inc. Tir 23/08/2013 dén 27/11/2015 23-08-2013 6 thang 23-02-2014 Dot 15
80 THAILAND  |Mega Lifesciences Ltd. Tir27/11/2015 dén 12/12/2016 27-11-2015 | 12thdng | 27-11-2016 Dot 20
Bao gom: 73 congty / 12 qudcgia
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