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S6: 2961 /QLD-CL Ha Noi, ngay 29 thang 08 nam 2024
V/v céng bd Danh sach

cac cong ty nuge ngoai co thude
vi pham chat luong (Dot 39)
Kinh gﬁi: 4 /( /4 2 \ /( ~
- S6 Y t€ céc tinh, thanh phé truc thudc Trung wong.
- Cac cong ty xuat nhap khau thudc.

Thuc hién quy dinh tai Diéu 9 Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 vé
viéc cong bo, cap nhat va rat tén trong Danh sach co sd san xuét co thude vi pham chét
lugng, can cu két qua gidm sat chét lugong thudc luu hanh va ra soat cic co sé ¢6 thude vi
pham va céc co so san xuét thude nude ngoai di diéu kién rat tén ra khoi danh sach phai
14y mau kiém tra chét luong 100% 16 thudc nhap khau, Cuc Quan 1y Duoc thong bao:

1. Cong bd Danh sach cac cong ty nudc ngoai c¢é thudc vi pham chat luong phai
thire hién 1dy mau kiém tra chat luong ddi vai 100% 16 thude nhap khau (tién kiém) (Dot
39); trong d6: B sung 03 Cong ty co thude vi pham chat luong phét hién dugc qua hoat
dong hau kiém:

- Lark Laboratories (India) Ltd (India) (Hau kiém).
- Kausikh Therapeutics (P) Ltd (India) (Hau kiém).
- Windlas Biotech Private Limited (India) (Hau kiém).

2. Danh sich cap nhat cac cong ty nudc ngoai cé thude vi pham chat lugng (Pot 39)
dugc dang tai trén trang thong tin dién tor cia Cuc Quan ly Dugc - Dia chi:
http://www.dav.gov.vn - Muc: Quan 1y chat lugng thude.

3. Cyc Quan ly Dugc dé nghi S6'Y té céac tinh, thanh phé truc thuoc Trung vong chi
dao cac don vi thanh tra, quan ly dugc va kiém nghiém thudc thudc S¢ tién hanh kiém
tra, giam sat viéc chap hanh cac quy dinh vé kiém tra chat lwvong thudc nhap khau luu
hanh trén dia ban quan 1y va xt 1y cac t6 chirc/ca nhan vi pham theo quy dinh hién hanh.

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

Noi uhgn KT. CUC TRUONG
- Nhu trén; A A
- Cuc truong Vii Tuén Cudng (dé b/c); —?EO CUC TRUONG

- Vién Kiém nghiém thuéc TW, Vién Kiém

nghiém | thubc Tp. HCM (dé phéi hop);
- CucY té - Bo Cong an, Cuc Quan'Y - B9 Qudc phong,
Cuc Y t& GTVT - B6 GTVT (dé phéi hop);
- Phong Phép ché-Thanh tra, Van phong Cuc, Website - CU.C\, 2\
QLD:; \\ |
- Luu: VT, CL. \‘
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Danh sach cong bb cac CSSX thubc nudc ngoai cé thubc vi pham chét lugng

phai l4y mau ki&ém tra chat lugng 100% 16 thubc nhap khdu
Pt 39: Cap nhat dé&n ngay 23/08/2024

S LAN VI PHAM . TINH TRANG
™ Nu6C CONG TY SAN XUAT Tién kiém Hau kidm Téng cong CA'\F"?\IAI-T AT CAP NHAT
M&rc3 | Mc2 | Mic3 | Mirc2 | M&c3 | Mic2 Bot 39
1 BANGLADESH [Reman Drug Laboratories Ltd. 1 1 15-03-2017 T dot trude
2 CHINA CSPC Zhongnuo Pharmaceutical Co., Ltd. 1 1 25-03-2014 T dot trudc
3 HAN QUOC  |Samnam Pharmaceutical Co., Ltd. 1 1 18-01-2023 T dot trude
4 INDIA ACI Pharma Pvt., Ltd. 1 1 23-08-2013 T dot trudc
5 INDIA All Serve Healthcare Pvt., Ltd. 1 1 07-07-2016 T dot trudc
6 INDIA Altomega Drugs Pvt. Ltd. 1 1 27-11-2015 T dot trude
7 INDIA AMN Life Science Pvt., Ltd. 3 3 2 3 5 09-11-2016 T dot trudc
8 INDIA Chemfar Organics (P) Ltd. 1 3 1 3 22-09-2014 T dot trudc
9 INDIA Clesstra Healthcare Pvt., Ltd. 1 1 23-08-2013 T dot trudc
10 INDIA Elegant Drugs Pvt., Ltd. 1 1 1 1 15-08-2015 T dot trude
11 INDIA Euro Healthcare 1 1 25-10-2013 T dot trude
12 INDIA Fine Pharmachem 1 1 23-08-2013 T dot trude
13 INDIA Kausikh Therapeutics (P) Ltd. 1 1 23-08-2024 bot 39
14 INDIA Lark Laboratories (India) Ltd 1 1 23-08-2024 bot 39
15 INDIA Lekar Pharma Ltd. 1 1 25-10-2013 T dot trude
16 INDIA Mediwin Pharmaceuticals 1 1 15-12-2017 T dot trude
17 INDIA Prayash Healthcare Pvt Ltd., 1 1 09-11-2016 T dot trude
18 INDIA Maiden Pharmaceuticals Ltd. 1 1 23-08-2013 T dot trude
19 INDIA Marksans Pharma Ltd. 4 1 1 2 5 3 07-08-2014 T dot trude
20 INDIA MedEx Laboratories 1 2 1 2 27-05-2014 T dot trude
21 INDIA Medico Remedies Pvt., Ltd. 3 1 2 4 2 07-07-2016 T dot trudc
22 INDIA Minimed Laboratories Pvt., Ltd. 1 5 2 6 2 19-06-2015 T dot trudc
23 INDIA Miracle Labs (P) Ltd. 1 1 15-03-2017 TU dot trude
24 INDIA Nestor Pharmaceuticals Ltd. 1 2 1 3 1 26-11-2014 TU dot trude
25 INDIA Overseas Laboratoires Pvt., Ltd. 2 2 23-08-2013 T dot trudc
26 INDIA Pragya Life sciences Pvt. Ltd. 1 1 07-07-2016 TU dot trude
27 INDIA Replica Remedies 1 1 27-11-2015 TU dot trude
28 INDIA Stallion Laboratories Pvt. Ltd 1 1 18-01-2023 TU dot trude
29 INDIA Swyzer Laboratories Ltd. 1 1 23-08-2013 TU dot trude
30 INDIA Syncom Formulations (India) Ltd. 1 8 3 4 4 12 09-11-2016 TU dot trude
31 INDIA U Square Lifescience Pvt., Ltd. 1 1 19-06-2015 T dot trude
32 INDIA Vintanova Pharma Pvt Ltd 1 1 09-11-2016 T dot trude
33 INDIA West-Coast Pharmaceutical Works Ltd. 1 1 19-06-2015 T dot trude
34 INDIA Windlas Biotech Private Limited 1 1 23-08-2024 bot 39
35 INDIA Yeva Therapeutics Pvt., Ltd. 2 2 25-10-2013 TU dot trude
36 INDIA Zee Laboratories 1 1 09-11-2016 TU dot trude
37 INDONESIA  [PT. Merck Thk 2 2 13-05-2022 TU dot trude
38 ITALY Industria Farmaceutica Nova Argentia S.p.A 2 2 13-05-2022 TU dot trude
39 KOREA Crown Pharm. Co Ltd 1 1 04-04-2019 TU dot trude
40 KOREA Yuyu INC. 1 1 31-12-2018 TU dot trude
41 PAKISTAN  [Genome Pharmaceutical (Pvt) Ltd 1 1 08-11-2022 TU dot trude
42 PAKISTAN  [Navegal Laboratories 1 1 23-08-2013 TU dot trude
43 PAKISTAN  |Pacific Pharmaceuticals Ltd. 1 1 25-03-2014 TU dot trude
44 RUSSIA Sintez Joint Stock Company 1 1 23-08-2013 TU dot trude
45 USA ADH Health Products Inc. 1 1 07-08-2014 TU dot trude
Bao gém: 46 cong ty/10 qudc gia Trong dé: 43 cong ty van tiép tuc cong bd tir dot trudc

0 cong ty d3 cap nhat ngay vi pham so vdi dot cdng bd trude

3 cong ty da bd sung so vdi dot cong bd trudc




DANH SACH CAC THUOC, CAC CO’' SO’ SAN XUAT VI PHAM VE CHAT LUONG THUOC PO'T 33
CUC QUAN LY DUQ'C THONG BAO THU HOI

R ” Hoat chat Noéng . ” S6 16 L, Mtrc Pot
Tén thuoc . Dang bao ché . . s ,, Nwéd'c san A . . . . . - A .
o , do . .. Ngay SX Nha san xuat . Nha nhap khau | do vi Cong van thu h6i | cong | Nam
(So6 dang ky ) . (Ddng goi ) . xuat o
Ham luvgng Han dung pham bo
POT 33 - Ngay cong bd trén Website Cuc QLD: 23/08/2024
Tob in (dudi D dich nhd |S816: 0031022, N
Tobradico obramycin ( . ! ung !S nho oo Cong ty Co phan . 1223/QLD-CL ngay
(VD-19202-13) dang Tobramycin mat NSX: 02/10/2022, buoe Khoa Viét Nam - 2 10/02/2023 33 2023
sulfat) 15mg/5ml (H6p 1lo5ml) |HD:02/10/2024 i
Vié én b S6 16: 010522, NSX: _ N
PymeRoxitil Roxithromycin en ne.n a0 oo Cong ty cO phan N 9358/QLD-CL ngay
phim 18/05/2022, HSD: Viét Nam - 2 33 2023
(VD-28304-17) 150mg . . Pymepharco 08/9/2023
(Vi 10 vién) 18/05/2025
Vién né S616: 83034 NSX: [Céngty cé pha
Paineuron _ yennen ©’o NG ty o pnan N 8895/QLD-CL ngay
Meloxicam 15mg (Hop 3 vix 10 [29/01/2023 HD: duwgc pham Trung Viét Nam - 3 33 2023
(VD-32650-19) a 10/8/2023
vién) 28/01/2026 wong | - Pharbaco
H-inzole Omeprazole BP Vién nang clmg |56 16: HT4-51, NSX: Lark Laboratories Congty cd phan 9058/QLD-CL nga
(VN-18555-14) ZOm (Hop 10vix 10 |18/10/2022, HD: | 044 India Du'ofcg Eé’m za ray | 3 |17/8/2023 = 33| 2023
& vién) 17/10/2024 ep y
Vién nang cling |\ k52638,
Fluconazole Fluconazole 150m (Hép1vix1 NSX: ‘10/10/20'22_ Kausikh Therapeutics india Céng ty c6 phan 3 598/QLD-CL ngay 3 2024
(VN-16474-13) & vién; hop 10 vi x ) " [(P) Ltd. dwoc pham Ha Tay 26/02/2024
. HD: 09/10/2025
1 vién)
Xyl tazoli D dich nhd |S816: 030523, NSX: o s
ylometazolin ' ung dichnho |>0lo Cong ty ¢8 phan 'A 627/QLD-CL ngay
0,05% Xylometazolin 0,05% mdi 19/05/2023, HD: Viét Nam - 2 33 2024

(VD-18682-13)

(H6p 110 10 ml)

19/05/2025

duoc Danapha

28/02/2024

Trang1/2




R ” Hoat chat Néng . ” S6 16 .. Mrc Pot
Tén thuoc . Dang bao ché . . ,\, Nwd'c san A " . . . . - R .
o an i do . L. Ngay SX Nha san xuat . Nha nhap khau | do vi Cong van thu h6i | cong | Nam
(So6 dang ky ) . (Dong goi ) . xuat o
Ham lwogng Han dung pham bo
M&i 6ng 5ml chira: | Dung dich uéng
Calci glucoheptonat | (Hép 02 vix 10 g
o ' gliconept (Hop02vix10 s 15 50352 Nsx:  |Cong ty TNHH duoc .
Calcium-Nic extra 550mg; Acid ong x 5ml; H6p . n 1170/QLD-CL ngay
. . . , . 26/11/2022, HD: pham USA - NIC (USA Viét Nam 0 2 33 2024
(VD-31417-18) Ascorbic (Vitamin C) | 01 vi x 10 6ng x 15/04/2024
N . . ., [26/11/2025 - NIC Pharma)
50mg; Nicotinamid | 10ml; Hop 02 vi
(Vitamin PP) 25mg | x 10 8ng x 10ml)
Vién nén . N 1w
CALCERGY (H6p x10 ho 56 16: WCY22001E Windlas Biotech Cong ty c6 phan 2764/QLD-CL nga
(UN-21821.19) Colchicine 1mg nh'ép i ig NSX: 01/06/2022 | 7" % 0 India XNK Duoc pham 2 | 00/08/2024 gay 33 | 2024
. ,. |HD:31/05/2025 Binh Minh
vién/hop nho)
Vién nén dai bao
Cefaclor 375m phim 5616: 0124 Cong ty ¢6 phan 2825/QLD-CL nga
& Cefaclor (Hop 1vix 10 |NSX: 23/01/24 duoc phdmvasinh | Viét Nam - 2 gay 33 | 2024

(VD-14047-11)

vién nén dai bao
phim)

HD: 23/01/27

hocy té

17/08/2024

Trang2/2




