BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc lip - Tr do - Hanh phiic
8$6: 53 /QLD-CL Hé Néi, ngay U8 thang 4 nim 2018
V/v cong bd dot 28 Danh sich

céc cong ty nude ngodi cb thude
vi pham chét lugng

Kinh gtri: |
- 8& Y 1€ céc tinh, thanh phd tryc thugc Trung vong.
- Céc'cong ty xuit nhap khéu thudc.

Thyc hién qui, dinh’ tai Pidu 9 Théng tu sé 11/2018/TT-BYT ngay
04/5/2018 vé viéc cong b, cap nhét va rit tén trong Danh séch co s& san xuét
¢6 thudc vi pham chit lugng, phong QLCL thudc di ra soat cc co s& cb thubc
vi pham va cic co s& sin xuit thudc nudc ngoai du didu kién rit tén ra khoi
danh sich phai 14y miu kiém tra chit luong 100% 16 thudc nhép khiu, Cuc
Quaén 1y Dugc théng bio:

1. Céng bd Pot 28 - Danh sich cc cdng ty nude ngoai c¢b thudc vi pham
chét lugng phai thue hién 14y mau kidm tra chit lugng d6i véi 100% 16 thube
nhap khiu (tién kiém); trong d6:

a) Rut tén clia 02 cong ty ra khoi Danh sich cédc cdng ty nudc ngoai ¢
thudc vi pham chét lwong do d4 thuc hién 14y mau kidm tra chit lugng 100% 16
nhap khiu va khéng c6 16 thudc nao vi pham chét lwong, d4p tmg quy dinh tai
Khoan 2 Piéu 9 Théng tu s§ 11/2018/TT-BYT ngay 04/5/2018:

- Alkem Laboratories Ltd. India - INDIA;
- Aurobindo Pharma Ltd. - INDIA.

b) Bb sung 03 Céng ty c6 thuc vi pham chit lugng phét hién dugc qua
hoat ddng hau kiém:

- Medopharm Private Limited - INDIA (Hau kiém);
- Crown Pharm. Co Ltd - KOREA (Hau kiém);
- Polfarmex S.A - POLAND (H4u kiém).

2. Danh séch cép nhéat Dot 28 céc cdng ty nude ngoai c¢é thudce vi pham chit
luong dugc ding tai trén trang thong tin dién tr cia Cuc Quan ly Duge - Dia
chi: http:/fwww.dav.gov.vin - Muc: Quén ly chit luong thube.

3. Cuc Quén ly Dugc d& nghi S& Y t& c4c tinh, thanh phd tryc thudc Trung
uong chi dao céc don vi thanh tra, quan Iy duge va kiém nghiém thudc thude S&
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tién hanh kiém tra, gidm sét viéc chdp hanh céc quy dinh v& kiém tra chat lugng
thudc nhap khu lwu hanh trén dja ban quén 1y va xir Iy céc td chiic/c4 nhan vi
pham theo quy dinh hién hanh.

Cuc Quan Iy Dugc théng béo dé céc S¢ Y 1& biét va thuce hién./.

Noi nhin: KT. CUC TRUONG

- Nhu trén;

- Cyc trudng Vii Tudn Cudng (48 bic);

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

- Cyc Y té - By Céng an, Cuc Quén Y - B4 Quéc phéng, |

Cuc Y t§ GTVT - B§ GTVT (48 phéi hop);
- Phong Thanh tra D&MP, Website - Cuc QLD;
- Lwu: VT, CL(XH).
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Danh séch cOng b8 cic CSSX thudc nwére ngoai o6 thudc vi pham chit lweng
phil 1y miu kiém tra ch4t lwgng 100% 16 thudc nhép khfu

Theo CV 13719/QLD-CL ngdy 23/8/2013 va 3256/QLD-CL ngdy 05/3/2014
Dqt 28: C4p nhat dén nga\y 04/04/2019
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htzan o | Mirc3 | Micz | - -

1 | BANGLADESH [Reman Drug l.aboratorles Lhd. 1 1 15-03-2017

2 CHINA CSPC Zhongnuo Pharmaceutical Co,, Ltd. 1 1 25-03-2014

3 CHINA Kunming Pharmaceutical Corp. 1 1 20-05-2018

4 INDIA ACI Pharma Pvt, Ltd. 1 1 23-08-2013

5 INDIA Ahlcon Parenterals (India) Ltd. 1 1 27-11-2015

6 INDIA All Serve Healthcare Pvt, Ltd. 1 1 07-07-2016

7 INDIA Altomega Drugs Pvt. Ltd. 1 27-11-2015

8 INDIA AMN Life Science Pvt, Ltd. 3 3 3 09-11-2016

9 INDIA Bal Pharma Ltd. 31-12-2018

10 INDIA Chemfar Organics (P) Ltd. 1 1 22-09-2014

1 INDIA Clesstra Bealthcare Pvt, Ltd. 1 1 23-08-2013

12 INDIA Elegant Drugs Pvt, Ltd. 1 1 1 1 15-08-2015

13 INDIA Euro Healthcare 1 1 25-10-2013

14 INDIA Fine Pharmachem 1 1 23-08-2013

15 INDIA Globela Pharma Pvt, Ltd. 1 1 26-11-2014

16 INDIA Lekar Pharma Ltd. 1 1 25-10-2013

17 INDIA Lyka labs limited, India 1 1 20-05-2018

18 INDIA Mediwin Pharmaceuticals 1 1 15-12-2017

19 INDIA Medopharm 1 1 04-04-2019

20 INDIA Prayash Healthcare Pvt Ltd, 1 1 09-11-2016

21 INDIA Maiden Pharmaceuticals Ltd. 1 1 23-08-2013

22 INDIA Marksans Pharma Ltd. 4 1 1 2 S 3 07-08-2014

23 INDIA  |MedEx Laboratories 1 2 1 2 | 27052014 | * mae’g Xa
24 INDIA Medico Remedies Pvt, Ltd. 3 2 4 2 07-07-2016 Y&'dqt Q'mfg ,
25 INDIA Minimed Laboratories Pvt,, Ltd. 1 2 6 2 19-06-2015 "fzrrﬁgg(@c Il
26 INDIA  |Miracle Labs (P) Ltd. 1 1 | 15032017 | T EAenrtey>
27 INDIA  |Nestor Pharmaceuticals Ltd. 1 2 1 3 1 | 26112014 | b doktiusd
28 INDIA Overseas Laboratoires Pvt, Ltd, 2 2 23-08-2013 Tir dot truéc
29 INDIA Pragya Life sciences Pvt. Ltd. 1 1 07-07-2016 Tr dot truée
30 INDIA Raptakos, Brett & Co,, Ltd. 1 1 26-07-2018 T dot truéc
31 INDIA Replica Remedies 1 1 27-11-2015 Tir dot trwéc
32 INDIA Stallion Laboratories Pvt. Ltd 1 20-05-2018 Tir dot truée
33 INDIA Swyzer Laboratories Ltd. p | 23-08-2013 Tir dottruée
34 INDIA Syncom Formulations (Indfa) Ltd. 1 8 3 4 4 12 09-11-2016 Tir dot truéc
3s INDIA U Square Lifescience Pvt, Ltd. 1 1 19-06-2015 Tir dot truéc
36 INDIA Vintanova Pharma Pvt Ltd 1 1 09-11-2016 Tix dot trude
37 INDIA West-Coast Pharmaceutical Works Ltd. 19-06-2015 Tir dot truée
38 INDIA Yeva Therapeutics Pvt, Ltd. 2 2 25-10-2013 Tir dot trude
39 INDIA Zee Laboratories 1 1 09-11-2016 Tu dot truéce
40 INDIA Zim Laboratories Ltd., Indja 1 1 20-05-2018 Tir dot truée
41 KOREA Céng ty Crown Pharm. Co Ltd 1 1 04-04-2019 B8 sung

42 KOREA Dae Hwa Pharmaceutical Co,, Ltd. 1 1 1 1 26-07-2018 Tir dot truée
43 KOREA Yuyu INC. 1 ) 1 31-12-2018 Tix dot truéc
44 PAKISTAN  [Navegal Laboratories 1 1 . 23-08-2013 Tir dot truwéc
45 PAKISTAN  |Pacific Pharmaceuticals Ltd. 1 1 25-03-2014 Tir dot trréc
46 POLAND Polfarmex S.A 1 1 04-04-2019 Bé sung |
47 ROMANIA  |S.C.Arena Group S.A. 1 1 31-12-2018 T dot ruée |
48 -iUSSlA Sintez Joint Stock Company 1 1 23-08-2013 Tir dot truéce
49 ljg ADH Heaith Products Inc. S ———| T - 1 1 07-08-2014 T dot trrde
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3 IR maeg,g EEETREE O |55 TPk 28
50 usa Roblnson Pharma Inc. 1 2 1 2 27~05-2014 Tir dot truée
Bao gdm: 50 cbngty/ 9 qufcgla Trong d6: 47 cBngty vin tiép tyc cdng b tir dot trude
0 céng ty 44 cip nhit ngdy vi pham so véi dot c8ng b8 trrée

3 cdngty 42 b8 sung so v&i dot cdng bs truée




