BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUYC bic lip - 'l'v do - Hanh phuc
So: 344 QLD CL Ha Néi, ngay 44 thang odndm 2019
V/v cong bé dot 27 Danh séch

cic cdng ty nwde ngodi ¢6 thuoc
vi pham chat luong

Kinh gui:
- S& Y té cac tinh, thanh phd truc thudc Trung vong.
- Céc cdng ty xuét nhip khiu thudc.

Thyc hién qui dinh tai Diéu 9 Théng tu sé 11/2018/TT-BYT ngay
04/5/2018 vé viéc cdng bd, cép nhét va rut tén trong Danh sach co ¢ san xufit
¢é thude vi pham chat luong, Cyc Quan ly Dugc thong bao nhur sau:

1. Céng bd Pyt 27 - Danh sach cac cdng ty nudc ngoai c6 thubc vi pham
chat lugng phéi thuc hién ldy mau kiém tra chét hegng déi véi 100% 16 thube
nhép khiu (tién kiém); trong do:

a) Rut tén cua 03 cong ty ra khoi Danh sach cac cong ty nudc ngoai ¢b
thudc vi pham chit lugng do d4 thyc hién 1y mau kiém tra chét lugng 100% 16
nhdp khéu va khéng c6 16 thudc niao vi pham chit lugng, dap Gng quy dinh tai
Khoan 2 Pidu 9 Théng tu sé 11/2018/TT-BYT ngay 04/5/2018:

- Gracure Pharmaceutical Ltd. - INDIA;
- XL Laboratories Pvt., Ltd. - INDIA;
- Efroze Chemical Industries (Ivt) Ltd, - PAKISTAN.

b) Bé sung 03 Cong ty c6 thubc vi pham chét hrong phat hién duge qua
hoat ddéng hau kiém:

- S.C.Arena Group S.A. —ROMANIA;
- Bal Pharma Ltd. — INDIA;
- Yuyu INC. - KOREA.

2. Danh sach cip nhit Dot 27 cac cong ty nudc ngoai c6 thude vi pham chét
lugng duge déing tai trén trang thdng tin dién tr cia Cyc Quan ly Dugc - Dia
chi: http:/iwww.dav.gov.vn - Muc: Quan ly chat huong thude.

3. Cuc Quan Iy Dugc d& nghi S& Y té céc tinh, thanh phd tryc thude Trung
wong chi dao cac don vi thanh tra, quéan Iy duge va kiem nghi€m thudce thude S¢
tién hanh kidm tra, giam sdt viéc chip hanh céc quy dinh vé kiém tra chét lugng
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thudc nhap khiu luu hanh trén dja ban quan 1y va xir 1y céc t8 chirc/ca nhan vi
phiam theo quy dinls hién Liduls.

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

Noi nhén: KT CUC TRUONG

o trén; -BHO CUC TRUONG

- Cuc tnrfmg Vii Tuén Cudmg (dé bic); - “a ,»___\ .

- Vién Kiém nghiém thudc TW, Vnén Kiém Ay S 3b§ \
nghiém thubc Tp. HCM (dé phéi hop); I LA \Y X\

- CucY te B$ Cong an, Cuc Quén Y - Bd Quéc phong, £ o -;",:. -, gu_}m/
Cuc Y t€ GTVT - B GTVT (dé phéi hop); AR 7 /8 i

- Phong Thanh tra D&MP, Website - Cuc QLD; c:;\‘i:" % / \, ,,,

- Luru: VT, CL(XH). \\u"
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Danh sdch cong bd cac CSSX thudec nwére ngoal c6 thude vi pham chit lwrgng
phai 14y miu ki€m tra chit lwgng 100% 6 thudc nhip khiu
Theo CV 13719/QLD-CL ngay 23/8/2013 va 3256/QLD-CL ngdy 05/3/2014

Dot 27: C3p nhat dén ngdy 31/12/2018

sGLAN vi PHAM NGAY TINH TRANG
T |  NUGC CONG TY SAN XUAT Tign kiém Hu Kiém Tangodng | cApNHAT CAp NHAT
Moc3 | Mic2 | MicS | Moc2 | MGe3 | Mac2 Dot 27
1 | BANGLADESH |Reman Drug Laboratories Ltd. 1 1 15-03-2017 Tir Aot truée
2 CHINA CSPC Zhangnuo Pharmaceutical Co, Ltd, 1 1 25-03-2014 Tir dot truéc
3 CHINA Kunming Pharmaceutical Corp. 1 1 20-05-2018 Tir dgt truée
4 iINDIA AC] Pharma Pvt, Ltd. 1 1 23-08-2013 T dort trude
S INDIA Ahlcon Parenterals (India) Ltd, 1 1 27-11-2015 Tir dot trude
6 INDIA Alkem Laboratories Ltd. India 1 1 15-12-2017 Tir dot trude
7 INDIA All Serve Healthcare Pvt., Ltd. 1 1 07-07-2016 T dot rude
8 INDIA Altomega Drugs Pvt Ltd. 27-11-2015 Tir dot trwdc
9 INDIA AMN Life Science Pvt, Ltd. 3 2 3 ) 09-11-2016 Tir dot trude
10 INDIA Aurobindo Pharma Ltd. 1 1 26-07-2018 Tl dot trude
1 INDIA Bal Pharma Lid. 1 31-12-2018 Bé sung
12 (NDtA Chemfar Organics (P) Ltd. 1 3 1 3 22-09-2014 Tir dot tywére
13 INDIA Clesstra Healthcare Pvt, L td 1 1 23 08 2013 Tir dot trudc
14 INDIA Elegant Drugs Pvt, Ltd. 1 1 1 1 15-08-2015 Tix dot trudre
15 INDIA Buro Healthcare 1 1 25-10-2013 Tir dot trubc
16 INDIA Fine Pharmachem 1 1 23-08-2013 Tir dot truée
17 INDIA Globela Pharma Pvt, Led. 1 1 26-11-2014 Tl dot trude
10 INDIA Lelkar Phigiina Ltd, 1 1 25-10-2013 T dot rwée
19 INDIA Lyka labs limited, india 1 1 20-05-2018 Tix dot trude
20 INDIA Mediwin Pharmaceuticals 1 1 15-12-2017 Tir dot trude
21 INDIA  |Prayash Healthcare Pvt Ltd, 1 1 09-11-2016 Tir dot trude
22|  INDIA  |Maiden Pharmaceuticals Lid. 1 1 | 23082013 | Tudetmwse
i INDUA Marksans Pharma Ltd 4 1 1 2 3 3 07 08 2014 Tir Aot rréve
24 INDIA MedEx Laboratories 1 2 1 2 27-05-2014 Tir dot trude
25 INDIA Medico Remedies Pvt., Ltd. 3 1 2 4 2 07-07-2016 Tir dot truie
26 INDIA Minimed Laboratories Pvt, Ltd. 1 S 2 6 2 19-06-2015 Tir dot trude
27 INDIA Miracle Labs (P) Ltd. 1 1 15-03-2017 Tir dot truée
28 INDIA Nestor Pharmaceuticals Ltd. 1 2 1 3 1 26-11-2014 Tir dot trudre
29 INDIA Ovoracan Lahoratoires Pvt, Ltd 2 2 23-08-2013 | Tidetuuwde
30 INDIA Pragya Life sciences Pvt. Ltd, 1 1 07-07-2016 T dot truée
31 INDIA Raptakos, Brett & Co., Ltd. 1 1 26-07-2018 Tir dot vrwéc
32 INDIA Replica Remedies 1 1 27-11-2015 Tir dot truée
33 INDIA Stallion Laboratories Pvt. Ltd 1 1 20-05-2018 Tir dot trudrc
34 INDIA Swyzer Laboratories Ltd. 1 1 23-08-2013 Tir dot truwire
35 INDIA Syncom Formulations (india) Ltd. 1 8 3 4 4 12 09-11-2016 Tir dot trwdre
36 INDIA U Square Lifescience Pvt., Ltd, 1 1 19-06-2015 Tir do trude
37 iNDIA Vintanova Pliatina PvLLid 1 1 09-11-2016 ir dot trudre
an INDIA West-Coast Pharmaceutical Works Ltd. 1 1 19 06 2015 Tir dot trudre
39 INDIA Yeva Therapeutics Pvt,, Ltd. 2 2 25-10-2013 Tir dot trude
40 INDIA Zee Laboratories 1 1 09-11-2016 T dot truée
41 INDIA Zim Laboratories Ltd,, India 1 1 20-05-2018 Tu dot trude
42 KOREA Dae Hwa Pharmaceutical Co.,, Ltd. 1 1 1 1 26-97-2018 Tir dot trwde
43 KOREA Yuyu INC. 1 1 31-12-2018 Bé sung
44 PAKISTAN  |Navegal Laboratories 1 1 23-08-2013 Tir dot trudc
45 PAKISTAN  (Pacific Pharmaceuticals Ltd, 1 1 25-03-2014 Tir det truére
46 ROMANIA  15.CAvena Group S.A. 1 1 31-12-2018 B3 sung
47 RUSSIA Sintez Joint Stock Company 1 1 23-08-2013 Tir dot trude
48 UsA ADH Health Products lnc. 1 1 07-08-2014 Tir dot tewde
49 USA Robinson Pharma Inc. 1 2 1 2 27-05-2014 Tir don trude
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S LAN VI PHAM NGAY TINH TRANG
NUéC CONG T SAN XUAT Tign kiém Hiu ldém TongcOng | cApNBAT CAP NHAT
Mirc3 | Mic2 | Mie3 | Mic2 [ Mirc3 | Mikc2 Dot 27
Bao gbm: 49 congty/ 8 qudcgia Trong d6: 46 cBng ty van tiép tuc cong ba tlr dot trwée
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0 c6ng ty 43 cip nhat ngay vi pham so véi dot cdng b truée

3 cong ly 4 bid sung so véi ot congbi Leude




Cac CSSX thudc nwréc ngoai 43 rit khéi danh sich vi pham

Dot 27: C§p nhit dén ngay 31/12/2018

TT|  wvec CONG TY SAN XUAT THOVGIAN GIAM SATTIEN Kaffm | NGAY XET RUT KHOI DANH SACH
CAPNHAT [ 1y, giun Mg [ it
—1 AUSTRIA Sandoz Tir 25/03/2014 6én 22/09/2014 25-03-2014 Gthang 25-09-2014 dpt 6
2 BANGLADPRSIL  |Gorienad Phavenat outicats 1141 e 25/10/2013 d3n 15 /07/201% 4% 10 2014 12 thing 4% 10 2011 Dyt L2
3 | BANGCLADESH |Globe Pharmaceuticals Ltd, Tir25/10/2013 aén 22/09/2014 25-10.2013 | 6théng | 25-04.2014 Dot6
4 BANGLADESH |Globe Pharmaceuticals Ltd. TUr 19/06/201S dén 09/11/2016 19-06-2015 12 thing 19-06-2016 Byt 19
5 BANGLADESH |Navana Pharmacevticals Ltd. Tir26/11/2014 4én 30/09/2017 26-11-2014 12 thing 26-11-201S Bet 23
6 CANADA Apotex Inc. Tir 25/03/2014 4én 20/05/2018 25-03-2014 12 thing 25-03-2015 (Dot 25
7 CYPRUS Holden Medical Ltd. Tir 23/08/2013 a8n 26/11/2014 23-08-2013 12 thing 23-08-2014 I Dyt 7
8 FRANCE Famar Lyon Tir 25/10/2013 4én 26/11/2014 25-10-2013 12 thing 25-10-2014 Bt 7
9 FRANCE Plizer PGM Tir23/08/2013 dén 27/05/2014 23-08-2013 Sthing 23-02-2014 Botd
10 GERMANY Denk Pharma GmbH. & Co. KG. Tir23/08/2013 dén 27/05/2014 23-08-2013 6 thing 23-02-2014 B¢t éd
11 INDIA Aegen Bioteck Pharma Pvt, Ltd. Tir 25/03/2014 dén 1271272016 15-07-2015 6thing 15-01-2016 byt 20
12 INDIA Akums Drugs & Pharmaceuticals Ltd. Ty 22/09/2014 8én 0470572015 22-09-2014 6 thing 22-03-2015 Pt 10
13 INDIA Amtec Health Care Put., Ltd, Tir23/08/2013 dén 26/11/2014 23-08-2013 12 thing 23-08-2014 ‘ Pvt?
14 INDIA ATOZ Pharmaceuticals Pvt, Ltd. Tir23/08/2013 d8n 22/09/2014 23-08-2013 12 thing 23-08-2014 | Dot 6
15 INDIA Aurobindo Pharma Lid, Tir09/11/2016 d&8n 15/12/2017 09-11-2016 12 thang 09-11-2017 | put24
16 INUIA Axon Drugs Pvt, Ltd. Tw 2370872013 dén 07/01/2016 23-08-2013 12 thang 23-08-2014 byt 16
17 INDIA Brawn Laboratories Ld, Tir 0770872014 d&€n 13/02/2015 07-08-2014 6 thing 07-02-2015 bers
18 INDIA Brawn Laboratories Ltd, T 09/11/2016 08n 30/05/2017 | 09-11-2036 | 6thing | 09-05.2017 | D122
19 INDIA Brawn Laboratortes Ltd. Tr307/09/2017 8én 26/07/2018 30-09-2017 6thang 30-03-2018 | Dot 26
20 INDIA Celogen Pharma Pvt, Ltd. Tir27/05/2014 360 27/11/2016 | 07-08-2014 | 12thang | 07-08-2015 : bot1s
23 INLIA Chethara Drugs & Chemicals (M) Ltd. Tor 23/08/2013 dén 22/09/2014 23-08.2013 12thdng | 23-08.2014 ¢  Doté
2z INDIA Cooper Pharma T 23/08/2013 4én 20/10/2015 23-08-2013 12 théng 23-08-2014 | Dot14
23 INDIA Cure Medicines (India) Pvt., Ltd, T 27/05/2014 46n 04/03/2016 | 26-11.2014 | 6thing | 26:05.2015 | Det17
24 INDIA Eurolife Ilcalthcare Py, Ltd. Tir25/10/2013 8én 0776772016 04-05-2015 12 Whdng 04-05-2016 P18
25 INDIA Flamingo Pharmceuticals Ltd. Tir23/08/2013 4€n 07/07/2016 26-11.2014 12thing | 26-11-2015 Dyt 18
0 INLIA Gelnova Laboratorles (Indfay Pvi Lid TweQ7/02 7016 Gn 2070572018 02072016 6thing -0t - 2017 Pyt 24
27 INDIA Global Pharm Healthcare Pvt., Ltd. Tir25/10/2013 4&n 07/08/2014 25-10-2013 6thing 25-04-2014 fat 5
8 INDIA Gracure Pharmaceutical Lad. Tir15/12/2017 4én 31/12/2018 15-12-2017 O théng 15-12-2017 Bt 27
29 INDIA Gracure Pharmaceuticals Ltd. Tir25/10/2013 dén 26/11/2014 25-10-2013 12 thing 25-10-2014 |  Pore?
30 INDIA Health Care Formulatioss Pvt, Ld, Ta 22/09/2014 821 30/05/2017 | 19-07-2015 | Olhfug | 18-00-2016 , Ot 22
3 INDIA Hyrio Laboratories Pvt, Ltd. Tir25/10/2013 4én 07/08/2014 25-10-2013 6théng 25-04-2014 ' BorS
32 INDIA Hyriv Labuialorles Pvl, Ltd. Tir26/11/2014 dén 1570772015 26-11-2014 6thing 26-05-2015  botle
32 INDIA Intas Pharmaceuticals Ltd. Tir 07/08/2014 dén 1570372017 07-08-2014 12 thing 07-08-201S ' Put 21
34 INDIA Inventia Healthcare Pyt Lid. India Tir 1571272017 dén 26/07/2018 15-12-2017 6 thing 15-06-2018 D126
35 INDIA Kausikh Therapeutics (P) Ltd. Tir 27/05/2014 8€n 15/07 /2015 27-05-2014 12théng | 27-05-2015 P12
36 INDIA Macleods Pharmaceuniticals Ltd. Tir 09/11/2016 8én 3070572017 09-11-2016 6 thing 09-05-2017 Dot 22
37 INDIA Nectar Lifesciences Limited tndia Tir 30/09/2017 dén 26/07 /2018 30-09-2017 6théng | 30-03-2018 Dot 26
38 INDIA Marck Biosciences Ltd. Tir 23/08/2013 dén 22/09/2014 23-08-2013 6thing . 23-02-2014 botée
39 INDIA Mediwin Pharmaceuticals Tir 23/08/2013 dén 15/07/2015 23-08-20313 12 thing 23-08-2014 Poti2
40 INDIA Medley Pharmaceuticals Ltd, T 23/08/2013 840 20/30/2015 | 27-05-2014 | 12thing | 27-05-2015 | Doti4
41 INDIA Mepro Pharmaceuticals Pvt. Lid, Tir 07/07 /2016 &€n 30/09/2017 07-07-2016 6thing 07-01-2017 Byt 23
42 INDIA Miracle labs (P) Ltd. Tir 23/08/2013 dén 07707/2016 19-06-2015 6 théng 19-12-2015 b 18
43 INDIA Penta Labs Pvt, Ltd. Tir 25/03/2014 Gén 2071072015 ¢7-08-2014 12 thing 07-08-2015 bBot 14
44 INDIA Raptakos, Brett & Co,, Ltd. T 25/10/2013 8€n 0470572015 27-05-2014 6 thing 27-11-2014 Dot 10
45 INDIA Saga Laboratories Tir 07/08/2014 0&n 15/08/2015 07-08-2014 12 thing 07-08-2015 Dot 13
46 INDIA Samrudh Pharmaceuticals Pvt, Ltd. Tir 22/09/2014 dén 04/05/2015 22-09-2014 6 thang 22-03-2015 D 10
47 INDIA Sance Lahoratories Pvt,, Ltd. Tir25/03/2014 dén 0470572015 25-03-2014 12 théng 25-03-2015 Byt 10
48 INDIA Santa Pharma Generix Pvt., Ltd. Tir 23/08/2013 dén 15/08/2015 27-05-2014 6 thang 27-11-2014 Dot 13
49 INDIA Strides Arcolab Ltd. Tir 2370872013 dén 12/12/2016 23-08-2013 12 thang 23-08-2014 . _D«,vl 20
50 INDIA Sun Pharmaceutical Industries Ltd, T 04/05/2015 4én 07/07/2016 04-05-2015 12 thang 04-05-2016 . P18
51 INDIA Synmedic Laboratories Tir 30/09/2017 d&n 26/07/2018 30-09-2017 & thing 30-03-2018 bot 26
52 INDIA Umedica Laboratories Pvt., Ltd. T 237/08/2013 4€n 09/11/2016 27-05-2014 12thing | 27-05.2015 P12
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Trang4 /4

. NGAY XET RUT KHOI DANK SACH

TT NUEC CONG TY SAN XUAT THO GIAN GIAM SAT TIEN KIEM CAPNHAT | Traim -

5 gian Han | Rt
53 INDIA Unique Pharmaceutical Labs. Tir 25/10/2013 dén 26/11/2014 | 25-10-2013 | 12thang | 25-10-2014 Dot 7
54 INDIA Windlas Biotech Ltd. Ti23/08/2013 46n 26/11/2014 | 23-08-2013 | 6théng | 23-02-2004 |  Bur7
59 INDIA XL Laboratories Pvt, Ltd. Ti23/08/2013 dén31/12/2018 | 30-09-2017 | 12théng | 30.09-2018 | By127
s6 |  INDIA Zee Laboratorles Tir25/10/2013 4én 15/08/2015 | 25-10.2013 | 12théng | 2510-2014 | Dyt 13
57 INDIA Zim Laboratories Ltd. T 04/05/2015 34én 0971172016 | 19-06-201S | 12¢thdng | 19-06-2016 | Der19
S8 | INDONESIA  |PT Kalbe Farma Tbk. Tir25/10/2013 4€n 3171272014 | 25-10-2013 | 12¢théng | 25-10-2014 utB
59 KOREA Alpha Pharm, Co., Ltd. T 07/08/2014 8n 04/03/2016 | 07-08-2014 | 12thang | 07-08-2015 | Dpt17
60 KOREA BTO Pharm Co,, Ltd. T 25/03/2014 460 13/02/2015 | 25-03-2014 | 6thing | 25-09-2014 B0t 9
61 KOREA Chunggei Pharm, Co., Led, T¥19/06/2015 860 04/03/2016 | 19-06-2015 | 6théng | 19-12.2005  Dot17
62 KOREA Crown pharm Co., Ltd. Tir 04/05/2015 36n 07/07/2016 | 04-05-2015 | 12tndng | 04-05-2016 Pyt 18
63 KOREA Dae Han New Pharm Co., Ltd, T¥23/08/2013 86n09/11/2016 | 27-05-2014 | 6thing | 27-13-2014  Dpr19
64 KOREA Dachwa Pharmaceuticals Tir 23/08/2013 dén 22/09/2014 | 23-08-2013 | 6théng | 23-02-2014 Dyt 6
65 KOREA Daehwa Pharmaceuticals Tir26/11/2014 8n 19/06/201S | 26-11-2014 | 6thang | 26.05-2015 Dot 13
66 KOREA Daewao Pharm. Co., Ltd. Tir23/08/2013 0én 22/09/2014 | 23-08-2013 | 12thing | 23-08-2014 | D6
67 KOREA Dongsung pharm. Co,, Ltd. Tir 25/10/2013 4én 07/08/2014 | 25-10-2013 | 6théng | 25-04-2014 |  DetS
68 KOREA Hanall Pharmaceutical Co,, Ltd, T 2571072013 480 26/11/2014 | 25-10-2013 | 12thang | 25-10-2014 Bot?
69 KOREA Hanbul Pharm. Co, Ld, Tir 22/09/2014 dén 07/01/2016 | 22-09-2014 | 12thing | 2209-2015 ' Dot16
/0 KUREA Hankock Korus Pharm Co,, Ltd. T 2571072013 dén 07/08/2014 25-10-2013 6 thang 25-04-2014 botS
b2 KOREA Hankook Korus Pharm Co., Ltd. TX30/09/2017 d6n 26/07/2018 | 30-09-2017 | 6thang | 30-03-2018 Dot 26
72 KOREA 1) Dong Pharmaceuticals Co., Ltd. Tir09/1172016 4én 20/05/2018 | 09-11-2016 | 12théng | 09-11-2017  Bw2S
73 KOREA Kovea Ailico Phasm, Co., LWL Tir15708/2015 dén 1571272017 09-11-2016 12 thang 09-11-2017 Pt 24
74 KOREA Kovea Prime Pharm. Co., Ltd. T 23/08/2013 dén 27/05/2014 | 23-08-2013 | 6thing | 23-02-2014 | D4
75 KOREA Samchundang Pharm. Co., Ltd. Tir 25/03/2014 4én 04/05/2015 | 25-03-2014 | 6théng | 25-09-2014 ' Dot 10
76 KOREA Union Korea Pharm Co., Ltd. Tir25/03/2014 480 07/07/2016 | 26-11-2014 | 12thing | 26122015 | Dot18
77 KOREA Young 1L Pharm, Co, Ltd, Tir25/10/2013 48n 07/08/2014 | 25-10-2013 | 6théng | 25-04-2024 | Bots
73 KOREA Voung IL Pharm. Co., Led. Tir07/07/2016 480 15/03/2017 | 07-07-2016 | 6thang | 07-01-2017 | Bet21
79 PAKISTAN  {CCL Pharmaceuticals (Pvt) Ltd. Tir25/03/2014 46n 07/01/2016 | 25-03-2014 | 12théng | 25-03-2005 | Pot16
RO PAKISTAN  [Rfreze Chemicsl Industrics (Pyt) Ltd TY16/1272007 880 1/12/2016 | 16122017 | Othéng | 18127017 | Dy ??
m PAKISTAN  |Getz Pharma Py, Lad. Tir27/05/2014 680 19/06/2015 | 07-06-2014 | Geméng | 07-02-2015 Dot 11
82 PAKISTAN  |Nexus Pharma (Pvt) Ltd Tir09/11/2016 Gén 30/05/2017 | 09-11-2016 | 6théng | 09-05-2017 | D22
83 | PHILIPPINES |Amberst Laboratories Inc. Tir23/08/20134én27/11/2015 | 23-08-2013 | 6théng | 23-02-2014 | ©or15
84 | THAILAND  |Mega Lifesclences Ltd. Tir27/11/2015 4én12/12/2016 | 27-11-2015 | 12thang ' 27-11-2016 | Dot 20

Bao gom: 77 congty / 12 qudcgia




