CONG HOA XA HQI CHU NGHIA VIET NAM

/OfUEN Li' DUQC Pic lip - Ty do - Hgnh phiic
355 IQLD-CL Hi Ngi, ngay ) thang .J nam 2014

Viv: Céng Jﬁ-Danhaﬂchciccﬁngwnuﬂc
ngol cé thuée vi pham chit lrgng (Dot 5)

Kinh givi: S& Y t& cac tinh, thanh phé trye thude Trung wong

Thyc hién cic quy dinh tai cong van sb 13719/QLD-CL ngiy 23/8/2013
otta Cye Quén Iy Duge vé viée kidm tra chit lugng thube nhip khéu va cong vin
s8 3256/QLD-CL ngay 05/3/2014 ciia Cyc Quién ly Dugc vé viéc hudng dgn bd
sung viéc kiém tra chét lwgng thudc nh§p khiu theo tinh thén céng vin b
13719/QLD-CL; Cyc Quan Iy Duge théng bao:

1.Céng bé Danh sich céc c&ng by nwdc ngodi cod thuéc vi pham chét
hegng (Dot 5) phai thyc hién 14y mau kiém tra chit lwgng déi véi 100% 16 thudc
nh&p khéu (tién kidm):

a} B4 sung thém 05 cing ty ¢é thubc vi pham chét lugng phét hién dugc
qua cong téc hiu kiém:
- Cbéng ty Brawn Laboratories Ltd., India;
Cbng ty Intas Pharmaceuticals Ltd., India;
Céng ty Saga Laboratories, India;
C8ng ty Alpha Pharm. Co. Ltd., Korea;
Cong ty ADH Health Products Inc., USA.

b) Cép nhit ngay cdng bd vi pham chit hrgng d6i voi 9 cong ty do tiép
tl,u_:céﬂluécviphamchétluqngdwcphﬁthiénquahoatd@ngtiénkiémvih&u
kiém:

- Cbng ty Eurolife Healthcare Pvt. Ltd., India (tién kiém);

- Cong ty Flamingo Pharmeeuticals Ltd., India (tidn kiém);

- Céng ty Medico Remedies Pvt. Ltd., India (tién kiém);

- Céng ty XL Laboratoires Pvt., Ltd., India (tién ki€m);

- (Céng ty Penta Labs Pvt Ltd., India (tién kiém & hau kifm);

- Céng ty Marksans Pharma Ltd., India (ti#n kiém & hju kiém);
- Céng ty Celogen Pharma Pvt. Ltd., India (hiu kiém);

- Céng ty Union Korea Pharm Co. Ltd., Korea (hiu kiém);

- Cong ty Getz Pharma Pvt. Limited., Pakistan (hau kiém).

c¢) Rat khéi Danh séch 05 cmlgtydﬁtlmchlmlaymauhémtrachét
lugng 100% 16 nhﬁp khiu va khong co 16 thubc ndo vi pham chfit hrong (dap
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Umg quy dinh tai khoan 3, Céng vén sb 3256/QLD-CL ngay 05/3/2014 ciia Cuc
Quan Iy Duge):

- Céng ty Global Pharm Healthcare Pvt., Ltd., India;
- Cong ty Hyrio Laboratories Pvt., Ltd., India;

- Cong ty Dong Sung Pharm. Co. Ltd., Korea;

- Cong ty Hankook Korus Pharm Co, Ltd., Korea;

- Cong ty Young IL Pharm. Co. Ltd, Korea.

2.Danh séch cdp nhét cic cdng ty nudc ngoai ¢o thubc vi pham chét
luong tir dot 1 dén dot 5 dugc ding tai trén trang thong tin dlen tir cia Cyc Quan
1y Dugc - Pia chi: http://www.dav.gov.vn - Muc: Quan ly chét lugng thuéc.

3. Cuc Quan ly Du-qrc d& nghi S& Y té c4c tinh thanh phé truc thude Trung
uong chi dao céc don vi thanh tra, quan ly dugc va kiém nghle;m thude thuoc S&
tién hanh kjem tra, gidm sat viéc chdp hanh cac quy dinh vé kiém tra chét lm;mg
thuéc nhap khéu Iru hanh trén dja ban quan 1y va xir 1y céc t6 chirc/ca nhﬁn vi
pham theo quy dinh hién hanh.

Cuc Quéan ly Dugc thong bao @& cac S& Y té biét va thyrc hién./.

Noi nhan:

- Nhu trén;

- CT. Truong Quoc Cudmg (dé bic);

- Vién Kiém nghiém thubc TW, Vién Kiém
nghiém thuéc Tp. HCM (dé ph61 hop);

-CucY té B6 Céng an, Cyc Quén Y - B$ Qubc phong,
Cuc Y té GTVT - B4 GTVT (dé phéi hep);

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

- Luu: VT, CL.
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Danh siich cip nhit (Dot 5) cic cong ty nirée ngoai ¢6 thudc vi pham chit hrong

(Tinh tir ngay 01/01/2011 dén ngay 07/8/2014)

(Theo cong véin sé 13719/QLD-CL ngéy 23/8/2013 va 3256/QLD-CL ngay 05/3/2014)

$6 lin

Nurdre sin : Mire 46 vi
STT xukt Cong ty sin xuit vi pham phom Ngay ¢ong b cip nhit
1 |Australia |Sandoz - Australia 1 3 25/03/2014
2 |Bangladesh {General Pharmaceuticals Ltd, Bangladesh 1 2 25/10/2013
Globe Pharmaceuticals Ltd - Bangladesh 1 3 25/10/2013
1 14n mic 46 3
3 |Canada Apotex Inc., Canada 2 1 1in mirc 85 2 25/03/2014
4 |China CSPC Zhongnuo Pharmaceutical Co. Lid. 1 2 25/03/2014
5 Holden Medical Ltd.Cyprus , | llnmicds3 23/08/2013
Cyprus olcen 1 1n mirc 45 2
6 |France Famar Lyon - France 2 3 25/10/2013
7 |India ACI Pharma Pvt., Ltd., India 1 2 23/08/2013
Aegen Bioteck Pharma Private Limited India 1 2 25/03/2014
. . . 2 lan mirc 46 3
AMN Life Science Pvt Ltd - India 4 2 1An mie 66 2 25/10/2013
Amtec Health Care Pvt. Lid. - India 1 2 23/08/2013
ATOZ Pharmaceuticals Pvt. Ltd. India 2 3 23/08/2013
2 14n mirc 45 2
Axon Drugs Pvt.Ltd.,-India 3 1 14n dinh chi 23/08/2013
mit hang
Brawn Laboratories Ltd., India 1 1 ldn mirc 46 3 07/08/2014
. 2 14n mic 4% 2
Celogen Pharma Pvt., Ltd. India 3 1 10 mirc do 3 07/08/2014
. . 1 14n mic 6 3
Chemfar Organics (P) Ltd., India 3 2 Tn mirc d6 2 25/10/2013
Chethana Drugs & Chemicals (P) Ltd., India 1 2 23/08/2013
Clesstra Healthcare Pvt Lid - India 1 3 23/08/2013
Cooper Pharma - India 2 3 23/08/2013
.. N . 1 14n mifc 4 2
Cure Medicines (India) Pvt, Ltd. India 2 1 13n mirc 40 3 27/05/2014
Euro Healthcare - India 1 3 25/10/2013
Eurolife Healthcare Pvt. Ltd., India 4 3 07/08/2014
Fine Pharmachem, India 1 3 23/08/2013
. . . 3 lan mire 46 3
Flamingo Pharmceuticals Lid., India 5 2 1o mirc 46 2 05/08/2014
Gracure PharmaceuticalsLtd., India 1 2 25/10/2013
Intas Pharmaceuticals Ltd, India 1 2 07/08/2014
Kausikh Therapeutics (p) Lid. India 2 2 1an mirc d6 2 27/05/2014
Lekar Pharma Ltd, India 1 3 25/10/2013
. . 2 1an mirc 46 2
M/s MedEx Laboratories, India 3 1 13n mirc 46 3 27/05/2014
.. . . 1 lan mire 46 3
M/s Mm:me_d Laboratories Pvt. Ltd, India 2 1 lin mitc 45 2 23/08/2013
Maiden Pharmaceuticals Limited - India 1 2 23:'08:'2013
Marck Biosciences Ltd., India 2 2 1an mic 4% 3 27/05/2014
. 2 lan mirc 66 3
Marksans Pharma Ltd, India 4 3 1in mirc 49 2 07/08/2014
. . . 3 lan myrc 66 3
Medico Remedies Pvt. Ltd, India 4 1 180 mirc 6 2 07/08/2014
Mediwin Pharmaceuticals 1 : 2 23/08/2013
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2 lan mire 46 3

. . 1 14n mirc 46 2
Medley Pharmaceuticals Lid, India 4 1 in dinh chi 27/05/2014
mat hing
Minimed Laboratories Pvt Ltd.- India 4 4 1an mic 3 27/05/2014
. . I 1an mirc 45 2
Miracle Labs (P) Ltd., India 2 1 1An mirc &3 27/05/2014
. .. . 2 14n mirc 45 2 o
Nestor Pharmaceuticals Limited India 3 I 1n mirc d8 3 27/05/2014
Overseas Laboratoires Pvt., Ltd India 2 2 23/08/2013
Penta Labs Pvt Ltd. India 4 2 ldn mikc 65 3 07/08/2014
) 2 14n mirc 43 2
Raptakos, Brett&Co.Ltd, India 2 2 14n mic dp 3 27/05/2014
. . 1 14n mic d5 3
Saga Laboratories, India 2 1 1An mirc 452 07/08/2014
Sance Laboratories Private Limited - India 1 2 25/03/2014
Santa Pharma Generix Pvt, Ltd., India 2 2 l4n mifc 46 3 27/05/2014
Sirides Arcolab Limited India 2 2 23/08/2013
Swyzer Laboratories Ltd.-India 1 i 2 23/08/2013
. ; 1 1in mirc 46 2
Syncom Formulations (India) Ltd. 2 1 1An mirc 53 27/05/2014
. . . 4 14n marc 46 3
Umedica Laboratories Pvt. Ltd., India 5 1 1An mirc & 62 27/05/2014
E:ﬁltque Pharmaceutical Labs. - India san 1 2 25/10/2013
Windlas Biotech Limited India 1 3 23/08/2013
6 14n mirc 45 2
- . - ] lén ditlh chi Pt By . WL YL O |
XL Laboratoires PVL, Ltd, [ndia 3 mit héng U IUBI LU 1 &
1 14n mirc 49 3
Yeva Therapeutics Pvt.,, Ltd-India 2 s 25102013
. Zee Laboratoires, India 2 3 25/16:2013
8 lIndonesia |PT Kalbe Farma Tbk. Indonesia 1 Z 25/10/2013
9 |Korea Alpha Pharm. Co. Ltd., Korea 1 p 07/08/2014
BTO Pharm Co., Ltd Korea 1 3 Z5/03/2014
Dae Han New Pharm Co, Ltd, Korea 3 2 Ién mc dp 3 27/05/2014
1 1an mitc 4§ 2
Daehwa Pharmaceuticals, Korea 1 3 23/08/2013
Deawoo Pharm Co., Lid - Kor=a 1 2 23/08/2013
Hanall Pharmaceutical Co.: Ltd, Korea 1 2 25/10/2013
Samchundang Pharm. Co. Ltd. Korea 1 3 25/03/2014
Union Korea Pharm Co. Ltd., Korea 4 | 2lanmicds2 07/08/2014
s 2 14n mirc 46 3
10 |Pakistan |CCL Pharmaceuticals (Pvt) Ltd. - Pakistan 2 2 25/03/2014
(Getz pharma, Pakistan 2 3 07/08/2014
Navegal Laboratories Pakistan 1 3 23/08/2013
Pacific Pharmaceuticals Ltd., Pakistan 1 2 25/03/2014
11 |Philippines |Amherst Laboratories, Inc, Philippines 1 3 23/08/2013
12 |Russia Sintez Joint Stock Company, Russia 1 2 23/08/2013
. 2 14n mic dp 2
13 |USA Robinson Pharma Inc.,USA 3 1 In mic 45 3 27/05/2014
ADH Health Products Inc., USA 1 2 07/08/2014

(Téng cpng: 71 cong ty thupc 13 qubc gia)
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