BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lap - Tu do - Hanh phic

S6:4489 /QLD-CL Ha Néi, ngay 30 thang 05 nam 2022

V/v cong bé dot 36 Danh sé\cl}
cac cong ty nudc ngoai co thudc
vi pham chat lwong

Kinh gur:
- S0 Y te cac tinh, thanh pho truc thuoc Trung wong.
- Cac cong ty xuat nhap khau thuoc.

Thue hién quy dinh tai Diéu 9 Théng tuw s6 11/2018/TT-BYT ngay 04/5/2018 vé
Viéc cong bo, cap nhat va rut tén trong Danh sach co s& san xuat c6 thube vi pham chat
luong, cin cir két qua gidm sat chat lwong thudc luu hanh va ra soat cac co s& c6 thube
vi pham va cac co s san xuét thude nude ngoai ¢ diéu kién rat tén ra khéi danh sach
phai 14y mAu kiém tra chit luong 100% 16 thu6c nhap khau, Cuc Quén 1y Duoc thong
bao:

1. Céng bd Pot 36 - Danh sach cac cong ty nude ngoai ¢ thude vi pham chét
luong phai thuc hién 14y mau kiém tra chat luong d6i véi 100% 16 thude nhap khiu
(tién kiém); trong do:

a) Cap nhét ngay coéng bd vi pham chét luong va thot han phai kiém tra chét
luong 100% cac 16 thube nhap khau d6i véi 01 Cong ty do tiép tuc ¢ thube vi pham
chat lvong duoc phat hién qua hoat dong hau kiém:

- Industria Farmaceutica Nova Argentia S.p.A - ITALY (Hau kiém).

b)B6 sung 01 Cong ty c¢o thude vi pham chét luong dwoc phat hién qua hoat
d6ng hau kiém:

- PT. Merck Tbk - INDONESIA (Hau kiém).

2. Danh sach cip nhit Dot 36 cac cdéng ty nudc ngoai cé thubc vi pham chat
luong duoc dang tai trén trang thong tin dién tir cia Cuc Quan 1y Duoc - Dia chi:
http://www.dav.gov.vn - Muc: Quan Iy chét luong thude.

3. Cuc Quan ly Duoc dé ngh1 S6 Y té cac tinh, thanh phé truc thudc Trung wong
chi dao cac don vi thanh tra, quan 1y duoc va kiém nghiém thudc thudc S& tién hanh
kiém tra, gidm sat viéc chap hanh cac quy dinh vé kiém tra chat luong thudc nhap
khau luu hanh trén dia ban quéan Iy va x Iy céc td chirc/c4 nhan vi pham theo quy
dinh hién hanh.

Cuc Quén Iy Duoc théng béo dé cac S& Y té biét va thuc hién /.
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Danh sich céng bd cdc CSSX thudc nwére ngoai cé thude vi pham chit lwong

phai ldy mau kiém tra chat lweng 100% 16 thudc nhip khau

Dot 36: Cap nhat dén ngay 13/05/2022

- SO LAN VI PHAM o Til!H TRANG

TT NUoC CONG TY SAN XUAT Tien kigm Hau kiém Téng coéng CAP NHAT CAP NHAT
Mirc3 | Mirc2 | Mikbc 3 | Mikc 2 | Miakc 3 | Mikc 2 Pot 36
1 BANGLADESH |Reman Drug Laboratories Lid. 1 1 15-03-2017 Tir dot trirde
2 CHINA CSPC Zhongnuo Pharmaceutical Co., Ltd. 1 1 25-03-2014 Tir dot trirée
3 CHINA Kunming Pharmaceutical Corp. 1 1 20-05-2018 Tir dot trurée
4 INDIA ACI Pharma Pvt,, Ltd. 1 1 23-08-2013 Tir dot trirée
5 INDIA All Serve Healthcare Pvt., Ltd. 1 1 07-07-2016 Tir dot trirée
[ INDIA Altomega Drugs Pvt. Lid. 1 1 27-11-2015 Tir dot trirée
7 INDIA AMN Life Science Pvt., Ltd. 3 3 2 3 5 09-11-2016 Tir dot trirée
8 INDIA Chemfar Organics (F) Ltd. 1 3 1 3 22-09-2014 Tir dot trirée
9 INDIA Clesstra Healthcare Pvt., Ltd. 1 1 23-08-2013 Tir dot trirée
10 INDIA Elegant Drugs Pvt., Ltd. 1 1 1 1 15-08-2015 Tir dot trirde
11 INDIA Euro Healthcare 1 1 25-10-2013 Tir dot trirée
12 INDIA Fine Pharmachem 1 1 23-08-2013 Tir dot trurde
13 INDIA Lekar Pharma Ltd. 1 1 25-10-2013 Tir dot trirée
14 INDIA Mediwin Pharmaceuticals 1 1 15-12-2017 Tir dot trirde
15 INDIA Pray ash Healthcare Pvt Ltd,, 1 1 09-11-2016 Tir dot trirée
16 INDIA Maiden Pharm aceuticals Ltd. 1 1 23-08-2013 Tir dot trudc
17 INDIA Marksans Pharma Ltd. 4 1 1 2 5 3 07-08-2014 Tir dot trirée
18 INDIA MedEx Laboratories 1 2 1 2 27-05-2014 Tir dot trirde
19 INDIA Medico Remedies Pvt., Ltd. 3 1 2 4 2 07-07-2016 Tir dot trirée
20 INDIA Minimed Laboratories Pvt, Ltd. 1 5 2 6 2 19-06-2015 Tir dot trudc
21 INDIA Miracle Labs (P) Ltd. 1 1 15-03-2017 Tir dot trude
22 INDIA Nestor Pharmaceuticals Ltd. 1 2 1 3 1 26-11-2014 Tir dot trirde
23 INDIA Overseas Laboratoires Pvt., Ltd. 2 2 23-082013 Tir dot trirée
24 INDIA Pragya Life sciences Pvt. Ltd. 1 1 07-07-2016 Tir dot trrée
25 INDIA Replica Remedies 1 1 27-11-2015 Tir dot trirée
26 INDIA RPG Life Sciences Limited India 12-11-2018 Tir dot trirde
27 INDIA Swyzer Laboratories Ltd. 1 1 23-08-2013 Tir dot trirée
28 INDIA Syncom Formulations (India) Ltd. 1 8 3 4 4 12 09-11-2016 Tir dot trrée
29 INDIA U Square Lifescience Pvt., Ltd 1 1 19-06-2015 Tir dot trirée
30 INDIA Vintanova Pharma Pvt Ltd 1 1 09-11-2016 Tir dot trirée
31 INDIA West-Coast Pharmaceutical Works Ltd. 1 1 19-06-2015 Tir dot trirée
32 INDIA Yeva Therapeutics Pvt,, Ltd 2 2 25-10-2013 Tir dot trrée
33 INDIA Zee Laboratories 1 1 09-11-2016 Tir dot trirée
34 INDONESIA  |PT. Merck Thk 2 2 13-05-2022 Bé sung
35 ITALY Industria Farmaceutica Nova Argentia Sp.A 2 2 13-05-2022 Cdp nhét ngay VP
36 ITALY :?;?::1‘::“;‘:“122‘:‘“:;? 1 1 23-08-2021 Tir dot trwée
37 KOREA Crown Pharm. Co Ltd 1 1 04-04-2019 Tir dot trirde
38 KOREA Young IL Pharm. Co., Ltd 1 1 06-01-2020 Tir dot trirée
39 KOREA Yuyu INC. 1 1 31-12-2018 Tir dot trrde
40 PAKISTAN |Navegal Laboratories 1 1 23-08-2013 Tir dot trirée
41 PAKISTAN  |Pacific Pharmaceuticals Ltd. 1 1 25-03-2014 Tir dot trirée
42 RUSSIA Sintez Joint Stock Company 1 1 23-08-2013 Tir dot trirée
43 THAILAND |RX. Manufacturing Co,, Ltd. 1 1 31-10-2019 Tir dot trrée
44 UsA ADH Health Products Inc. 1 1 07-08-2014 Tir dot trirée
45 UsA Robinson Pharma Inc. 1 2 1 2 27-05-2014 Tir dot trirée
Bao gom: 45 congty / 10 quoc gia Trong do: 43 céngty van ti&p tuc céng bé tir dot trwde
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1 eéngty dd cdp nhit ngay vi pham so véi dot cong bé truniee
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