BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do - Hanh phiic

SO/b? 26 IQLD-PK Ha Néi, ngay 09 thang # nam 2018
V/v cong bo danh muc nguyén li¢u
dugc chat 1am thudc khong phai thuc
hién cip phép nhap khau cua thudc
trong nudc da duge cap SPK.

Kinh gtri: Céc co s¢ dang ky, san xuat thudc trong nudc.

Cin ctr Luat duoc s6 105/2016/QH13 ngay 06/4/2016;
~ Can cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can cir cac hd so thay déi, bd sung thudc trong nude da co gidy ding ky luu
hanh di duoc Cuc Quan 1y Dugc phé duyét ndi dung thay doi, bo sung;

Theo dé nghi cong bd nguyén liéu tai vin thu s6 498/DKT-TRA dé ngay
12/06/2018 va van thu s6 444/DKT-TRA dé ngay 28/05/2018 cua Céng ty CP
Traphaco; van thu sb 31/2018/Cv ngay 06/06/2018 cua Cong ty CP duoc pham
Boston Viét Nam; Vian thu sé 228/2018/DKT-PN ngay 12/06/2018 va van thu so
227/2018/DKT-DN ngay 12/06/2018 caa Cong ty CP duoc phiam Imexpharm; Vin
thu s6 0618-108/DAV-RA dé ngay 13/06/2018 cia Cong ty CP Fresenius Kabi
Bidiphar,

Cuc Quan 1y Dugc thong bao:

Cong bb Danh muc nguyén li¢u duge chit 1am thudc dé san xuét thudc theo hd
so diang ky thude da co giay dang ky luu hanh thudc tai Viét Nam duoc nhap khau:
khéng phai thuc hién cip phép nhap khau theo Danh muc dinh kém cong van nay.

Danh muc nguyén liéu 1am thuéc duoc cong bd néu trén ding tai trén trang
thong tin dién tir cia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc thong bao dé cac cong ty san xuat biét va thuc hién.

N,‘\’}; nhan: TUQ. CUC TRUONG
u trén; A TR O—P’ I a
-CT. Vi Tuin Cudng (de blc); PHO U ; G PHP NG

- Tong Cuc Hai Quan (dé phm hop);
- Website Cuc QLD; -
- Luu: VT, BK (Bi).



https://tailieuluat.com/cong-van-12926-qld-kd-cuc-quan-ly-duoc-vb3459.html

DANH MUC

NGUYEN LIEU DUQC CHAT DE SAN XUAT THUOC THEO HO SO DANG KY THUOC PA

CO GIAY DANG KY LUU HANH THUOC TAI VIET NAM DUQC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kém theo cong van 56712 9% JOLD-PK ngay 9. thang 7 nam 2018 cia Cuc Quan Iy Diegc)
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thuoe nguyén liu liéu
luru hanh
Omeprazol enteric SAINOR Plot - No 31, Phase -
VD-30008- Cong ty TNHH Laboratoires PVT V, IDA, Jeedimetla, .
]
1. | DAFRAZOL 8 27/03/2023 Traphaco Himg Yén coa:ed pellets NSX Ltd, Unit 11 - P} Hyderabad, India
8.5% wiw el
Division Telangana State
Jiangsu Yunyang 8 Yinxing Road
. Group Economic g
o I useat Pharmaceutical Development Zone, Gliins
Co.,lud Danyang, Jiangsu '
Zhejiang Xianju No.5, Chuancheng
. VD-23893- Cong ty TNHH Betamethason Xianle South Road, Xianju, "
@ "
2:/ Teamson s 171212020 | 4 haco Hung Yén | dipropionat usk38 Pharmaceutical Zhejiang 317300 Chuzie
Co.,Ltd ¥ China
s .o No.1, Yanfu Road
Gentamicin (dudi N iy s .
bl Yantai Justaware Zhifu district, Yantai, .
dag Geatemicin)| | BE2044 Pharceutical Co.Ltd | Shandong Province, ook
sulfat) PR
Angiu Lu'an No.35 Weixu North
Paracetamol USP 38 Pharmaceutical Co., Road, Angiu, China
Ltd. Shandong, China
3 PARALMAX VD-21248- 12/08/2019 Cong ty CPDP Unit - V, Plot No. L
" | EXTRA @ 14 Boston Viét Nam PR STN - 28/29, MIDC Area,
Caffeine BP 2014 A et | Tarapur, Tal Palghar, India
e Dist. Thane — 401506
Maharashtra, India.

() Thay déi tén, diéu chinh cich ghi dja chi cia co so san xuit d
@ Pinh chinh lai tén thudc da duge cong bd nguyén lidu tpi cong
™ Thay ddi tén thudc theo cdng viin s6 16778/QLD-PK ngiy 29/09/201
ngay 08/06/2018 cia Cuc Quan ly Dugc:

g ky thay ddi chi yéu ciu théng bao, md hd so tiép nhin: 1401/TDTN ngiy 07/05/2018;
K ngay 07/05/2018 cua Cuc Quin ly Dugc;

e Quin 1Y Duge; thay ddi co s& san xudt duge chit Paracetamol va Cafein tai cong vin sé 10653/QLD-DK
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4. | Ceftizoxim 2g ¥

VD-26844-
17

22/06/2022

Chi nhanh 3 - Cong
ty CPDP Imexpharm

Ceftizoxime
sodium

USP 40

Kyongbo
Pharmaceutical Co.,
Lid.

- Dia chi trén GMP:
174, Sirok-ro, Asan-
si, Chungcheongnam-
do, Republic of
Korea,

- Dia chi trén phiéu
kiém nghiém:

® 4F,
ChongKunDang
Bldg., 8, Chungjecong
- Ro, Scodaemun-
Gu, Seoul, 03742,
Korea.

® 174, Sirok-ro,
Asan-si,
Chungcheongnam-
do, 31501, Korea.

Korea

Chlorpheniramin
5. | 4mg®

VD-24211-
16

23/03/2021

Cong ty CPDP
Imexpharm

Chlorpheniramine
maleate

BP 2013

Supriya Lifescience
Ltd.

A 5/2, Lote
Parshuram Industrial
Area, M.LLD.C, Tal. -
Khed, Dist-Ratnagiri
415722,
Maharashtra, India.

India

Gentamicin Kabi
40mg/ml

VD-22590-
15

26/05/2020

Cong ty C6 phin
Fresenius Kabi
Bidiphar

Gentamicin
sulfate

EP 8.0

Fuan Pharmaceutical
Group Yantai
Justaware
Pharmaceutical Co.,
Lid.

No.1 Yanfu road,
Zhifu District,
Yantai, China

China

@ B sung co sr san xudt dwoc chit theo cong vin 50 10132/QLD-BK ngay 05/06/2018 cua Cuc Quén ly Duge.
' Cip nhip lai dia chi co s¢ sin xudt dugc chit, thay d6i tiéu chudn duge chit tai cong vin s6 10617/QLD-DK ngiy 07/06/2018 cita Cuc Quan Iy Diroc;
 Thay @61 tiéu chuiin chit lugmg dugc chit theo cdng viin sb 10852/QLD-DK ngay 011/06/2018 cia Cyc Quan Iy Duge; thay ddi tén co sir sin xudt duge chit theo hd so ding ky thay dbi
chi yéu ciu thdng bio, mi hé so tiép nhin: 2645/ TDTN ngay 30/10/2017
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