BO GIAO THONG VAN TAI CONG HOA XA HOQI CHU NGHIAVIETNAM
CUCYTE Doc lap - Tw do - Hanh phic

$6: /81 /CYT-NVYD&TTBYT Ha Néi, ngay 02, thdng 3 nam 2015
V/v cbng b6 céc cong ty nudc ngoai cé
thuoc vi pham chat lugng (Dot 9)

Kinh gtri: - Cac Bénh vién, Ph(‘,)ng khédm da khoa GTVT;
- Céac Trung tdm Y t€ chuyén nganh GTVT.

Ngay 13/02/2015, Cuc Quén Iy Duoc - BO Y té ¢6 Céng van sb 3746/QLD-
CL thong bao céac ndi dung sau:

1. Cong bd Danh sach cac cong ty nude ngoai c6 thube vi pham chét lugng
(Pot 9).

2. Cép nhét ngay vi pham chat luong ddi vo6i1 03 cong ty do tiép tuc c6 thude
v1 pham chét luong duge phét hién qua céng tac tién kiém:

- Cong ty Aegen Bioteck Pharma Private Limited, India;

- Cdng ty Eurolife Healthcare Pvt.Ltd. India;

- Medico Remedies Pvt. Ltd. India.

3. Rut ra khéi Danh sach 02 cong ty do di thuc hién ldy mau kiém tra chat
luong 100% 16 nhéap khau va khong c¢6 16 nao vi pham chét lugng dép ung quy dinh
tai khoan 3, Cong van s6 3256/QLD-CL ngay 05/3/2014 ctia Cuc Quan ly Duoc:

- Cdng ty Brawn Laboratories Ltd., India;

- Cong ty BTO Phamr Co. Ltd., Korea.

, Pé dam béo chét luong thube phuc vu cho céng tac kham, chita bénh, CucyY
t€ GTVT yéu cau cac don vi:

1. Théng béao théng tin trén trong toan don vi (Chi tiét tai Coéng vin
3746/QLD-CL).

2. Danh séach c4p nhat cac cong ty nudc ngoai cé thude vi pham chit lwong
dot 9 dugc dang tai trén trang thong tin dién t¢ cua Cuc Y t& GTVT
http://cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va hudéng dén nghiép vu y
te.

Cuc thong béo de cac don vi biét va thyc hién./, syr

Noi nhén: CUC TRUONG

- Nhu trén;
-Luu: VI, NVYD & TTBYT.
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Thyc hién quy dinh tai c6ng van sb 13719/QLD-CL ngay 23 thang 08 ndm
2013 cta Cuc Quan ly Dugc vé viée kiém tra chit lwong thubc nhap khiu va
coéng vin sé 3256/QLD-CL ngay 05 thang 03 nim 2014 cia Cuc Quan ly Dugc
vé viéc huéng din bd sung viéc kiém tra chét lugng thudc nhap khiu theo tinh
thin céng van sb 13719/QLD-CL, Cuc Quén 1y Duoc thong bio:

1. Céng bb dot 9 Danh sach cac cong ty nudc ngoai co thudc vi pham chét

lwong phai thyc hién 14y mAu kiém tra chit lugng d6i véi 100% 16 thudc nhép
khau (tién kiém).

a) Cap nhét ngay cong b6 vi pham chét lugng dbi véi 03 Cong ty do tiép -
tuc cé thudc vi pham chét luong dugc phat hién qua hoat dong tién kiém:

- Aegen Bioteck Pharma Private Limited, India (Tién kiém);

- Eurolife Healthcare Pvt. Ltd. India (Tién kiém);

- Medico Remedies Pvt. Ltd. India (Tién kiém).

b) Ngoai ra, rit khéi Danh sach 02 Céng ty do da thuc hién ldy méau kiém
tra chét lugng 100% 16 nhép khéau va khong c6 16 thudc nao vi pham chét lugng
dap ung quy dinh tai khoan 3, Cong van so 3256/QLD-CL ngay 05 thang 03
nam 2014 cua Cyc Quan ly Duoc:

- Céng ty Brawn Laboratories Ltd., India;

- Céng ty BTO Pharm Co. Ltd., Korea.

2. Danh séch cap nhat dot 9 cdc cong ty nudc ngoai c6 thube vi pham chét
luong duogc dang tai trén trang thong tin diél} tr ciia Cug Quén ly Dugc - Dia
chi: http://www.dav.gov.vn - Muc: Quan ly chat lugng thudc.

3. Cuc Quan ly Duoc dé nghi S& Y té cac tinh, thanh phb truc thugc Trung
uong chi dao cac don vi thanh tra, quan ly dugc va kiém nghiém thudc thudc S&
tién hanh kiém tra, gidm sat viéc chap hanh céc quy dinh v& klem tra chit luong

thuéc nhdp khau luu hanh trén dia ban quan ly va xir Iy céc té chirc/ca nhan vi
pham theo quy dinh hién hanh.



Cuc Quéan ly Dugc théng bio dé cac S& Y té biét va thuc hién./.

Noi nhin: KT CUC TRUONG

- Nhu trén; N

- CT. Truong Quéc Cucmg (dé blc);

- Vién Kiém nghlem thuéc TW, Vién Kiém
nghiém | thuéc Tp. HCM (dé phédi hop);

-CucY te B$ Cong an, Cuc Quan Y - B Quéc phong,
Cuc Y t¢ GTVT - B6 GTVT (dé phéi hop);-

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

- Luu: VT, CL.




Danh sich cong bd cic CSSX thube nuéc ngoai ¢6 thude vi pham chit lrong
phai ldy miu kiém tra chét lwgng 100% 16 thudc nhap khiu

Theo CV 13719/QLD-CL, 23/08/2013 va 3256/QLD-CL, 05/03/2014

Pot 9 : Cip nhit dén ngay 13/02/2015

SO LAN VI PHAM . TiNH TRANG
TT NUGC CONG TY SAN XUAT Tién kidm Hau kiém Téng cfng CA]\II’GP?I-:(AT CAP NHAT
Mic3 | Mac2 | Mac3 | Mic2 | Mire3 | Mic2 Dot 9
1 BANGLADESH (General Pharmaccuticals Ltd. 1 1 25-10-2013 Tu dot triege
2 BANGLADESH [Navana Pharmaceuticals Ltd. 1 1 26-11-2014 T dot trede
3 CANADA Apotex Inc. 1 1 1 1 25-03-2014 T dot trude
4 CHINA CSPC Zhongnuo Pharmaceutical Co. Ltd. 1 1 25-03-2014 T dot trude
5 INDIA ACT Pharma Pvt. Ltd. 1 1 23-08-2013 Tir dot trude
6 INDIA Aegen Bioteck Pharma Private Limited 1 1 1 1 13-02-2015 Cap nhat ngay VP
i INDIA Akums Drugs & Pharmaceuticals Ltd. 1 1 22-09-2014 Tir dot trudce
8 INDIA AMN Life Science Pvt. Ltd. 3 2 2 2 5 31-12-2014 Tir dot trude
9 INDIA Axon Drugs Pvt. Ltd. 3 3 23-08-2013 Tir dot trude
10 INDIA Celogen Pharma Pvt. Ltd. 1 1 1 1 2 07-08-2014 Tir dot trude
1 INDIA Chemfar Organics (P) Ltd. 1 3 1 3 22-09-2014 Tir dot trudge
12 INDIA Clesstra Healthcare Pvt. Ltd. 1 1 23-08-2013 Tt dot trude
13 INDIA Cooper Pharma Ltd. 2 2 23-08-2013 Tir dot trude
14 INDIA Cure Medicines (I) Pvt. Ltd. 4 1 5 26-11-2014 Tur dot trude
15 INDIA Euro Healthcare 1 1 25-10-2013 T dot trade
16 INDIA Eurolife Healthcare Pvt. Ltd. 7 1 2 9 1 13-02-2015 Cép nhét ngay VP
17 INDIA Fine Pharmachem 1 1 23-08-2013 Tir dgt truede
18 INDIA Flamingo Pharmceuticals Ltd. 2 2 3 1 5 3 26-11-2014 Tir dot trude
19 INDIA Globela Pharma Pvt. Ltd. 1 1 26-11-2014 Tir dgt trude
20 INDIA Health Care Formulations Pvt. Ltd. 1 1 22-09-2014 Tir dot trude
21 INDIA Hyrio Laboratories Pvt, Lid. 1 1 26-11-2014 T dot trude
22 INDIA Intas Pharmaceuticals Ltd. l 1 07-08-2014 Tir dot trudc
23 INDIA Kausikh Therapeutics (p) Ltd. 2 2 27-05-2014 Tir dot trude
24 INDIA Lekar Pharma Litd. 1 1 25-10-2013 Tir dot trude
25 INDIA Maiden Pharmaceuticals Limited i 1 23-08-2013 Tir dot trede
26 INDIA Marksans Pharma Litd. l 1 1 2 2 3 07-08-2014 Tu dot trude
27 INDIA MedEx Laboratories l 2 1 2 27-05-2014 Tir dot trude
28 INDIA Medico Remedies Pvt. Ltd. 3 1 1 4 1 13.02-2015 Cép nhit ngay VP
29 INDIA Mediwin Pharmaceuticals 1 1 23-08-2013 T dot trude
30 INDIA Medley Pharmaceuticals Ltd. 1 1 2 2 2 27-05-2014 Tir dot trude
31 INDIA Minimed Laboratories Pvt. Ltd. 1 5 1 6 1 26-11-2014 Tu dot trude
32 INDIA Miracle Labs (P) Ltd. 2 1 2 1 22-09-2014 Tir dot truwde
33 INDIA Nestor Pharmaceuticals Ltd. 1 2 2 3 2 26-11-2014 Tu dot trwoc
34 INDIA Overseas Laboratoires Pvt. Ltd. 2 2 23-08-2013 Tur dot trude
35 INDIA Penta Labs Pvt. Ltd. 1 1 1 1 2 07-08-2014 Tir dot trwde
36 INDIA Raptakos, Brett & Co. Ltd. 1 1 2 27-05-2014 Tir dot trude
37 INDIA Saga Laboratories 1 1 1 1 07-08-2014 Tir dot trude
38 INDIA Samrudh Pharmaceuticals Pvt. Ltd. 1 1 22-09-2014 Tir dot trude
39 INDIA Sance Laboratories Private Limited | 1 25-03-2014 Tur dot trude
40 INDIA Santa Pharma Generix Pvt. Ltd. 1 1 2 27-05-2014 Tir dot trude
41 INDIA Strides Arcolab Limited 2 2 23-08-2013 T dot trude
42 INDIA Swyzer Laboratories Ltd. 1 1 23-08-2013 Tir dot trude
43 INDIA Syncom Formulations (India) Ltd. 1 4 1 1 5 22-09-2014 T dot trude
44 INDIA Umedica Laboratories Pvt. Ltd. 1 3 1 4 1 27-05-2014 Tir dot trudc
45 INDIA XL Laboratories Pvt. Ltd. 1 1 6 1 7 07-08-2014 Tir dot trrde
46 INDIA Yeva Therapeutics Pvt. Ltd. 2 2 25-10-2013 Tu dot trudc
47 INDIA Zee Laboratoires 2 2 25-10-2013 Tir dot trude
48 KOREA Alpha Pharm. Co. Ltd. 1 1 07-08-2014 Tir dot trude
49 KOREA Dae Han New Pharm Co. Ltd. 1 1 1 2 1 27-05-2014 Tt dot trude

Trang1/2




SO LAN VI PHAM . TiNH TRANG
TT NUGC CONG TY SAN XUAT Tién kiém Hau kidm Tongcpng | . AI‘I‘,GI:‘J - CAP NHAT
Mic3 | Mirc2 | Miac3 | Mirc2 | Mwe3 | Mirc 2 bot 9
50 KOREA Dachwa Pharmaccuticals 1 1 26-11-2014 Tir dot trude
51 KOREA Hanbul Pharm. Co., Ltd. 1 1 22-09-2014 Tu dot trudge
52 KOREA Samchundang Pharm. Co., Ltd. 1 1 25-03-2014 Tir dot trude
53 KOREA Union Korea Pharm Co. Ltd. i 1 1 2 2 3 26-11-2014 Tt dot trudc
54 PAKISTAN CCL Pharmaccuticals (Pvt) Ltd. 2 2 25-03-2014 Tu dot trude
55 PAKISTAN Getz Pharma 2 2 07-08-2014 Tir dot trudc
56 PAKISTAN  |Navegal Laboratories 1 1 23-08-2013 Tu dot trurde
57 PAKISTAN Pacific Pharmaceuticals Ltd. 1 1 25-03-2014 Tir dot trude
58 PHILIPPINES |Ambherst Laboratories, Inc. 1 1 23-08-2013 Tur dot truede
59 RUSSIA Sintez Joint Stock Company 1 1 23-08-2013 Tir dot trudce
60 USA Robinson Pharma, Inc. 1 2 1 2 27-05-2014 Tur dot trude
61 USA ADH Health Products Inc. 1 1 07-08-2014 T dot trude
Bao gom: 61 congty/ 9 quc gia Trong dé: 58  congty van tiép tuc cong bd tir dot trwde

Trang2/2

3 cong ty da cap nhat ngay vi pham so véi dgt cong bé trrde

0 cong ty di b sung so vdi dot cong bé trude
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