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

6285/ /QLD-DK Ha Noi, ngay g% thdng 0.2 ndm 2018
V/v cong bé danh muc nguyén liéu
dugc chét 1am thudc khong phai thuc
hién cap phép nhap khau ciia thudc
trong nude da duge cép SPK.

Kinh gui: Cac co sd dang ky, san xuat thuoc trong nudc.

Cin cur Luat duoc s6 105/2016/QH13 ngay 06/4/2016;
———— (Cin ctr Nghj dinh 54/2017/ND-CP ngay 08/5/2017;

Can cu cong van so 1243/QLD-DK ngay 19/01/2018 cua Cuc Quan ly Dugc vé
viéc thay doi co s& san xuat duoc chét, tiéu chuén chat lwgng duoc chét;

Cin ¢t cong van sd 22426/QLD-DK ngay 29/12/2017 cua Cyc Quan Iy Dugc vé
viéc thay déi co s& san xuat duge chat, tiéu chuan chit luong dugc chat;

Cén ctr cong van so 271/QLD-BK ngay 09/01/2018 cua Cuc Qudn Iy Duoc vé
viéc thay doi co s& san xuét duge chat, tiéu chuan chit lugng duoc chat;

Cin ¢ cong van sd 22504/QLD-DK ngay 29/12/2017 cta Cyc Quan ly Duoc vé
viéc thay doi co s& san xudt duge chit, tiéu chuan chét lwvong duoc chat;

Can cur cong van so 1736/QLD-DK ngay 24/01/2018 cua Cyc Quan ly Dugc vé
viée bd sung co s& san xuit dugc chat, thay déi tiéu chuan chat lugng duoc chat;

Cén ctr cong van so 215/QLD-BK ngay 09/01/2018 cua Cuc Quan 1y Duogc vé fg
viéc thay d6i co so san xuét duoc chat;

Céan cir cong van so 345/QLD-DK ngay 10/01/2018 cua Cuc Quan Iy Duoc vé \x\

viéc thay ddi co s¢ san xudt dugc chét, cap nhat tiéu chuan dugc chat;
Cuc Quan 1y Dugc thong bao:

Cong bd Danh muc nguyén liéu dugc chat 1am thuéc dé san xudt thude theo hd
so dang ky thude da co glay dang ky luu hanh thudc tai Viét Nam duoc phép nhép
khéu khong yéu cau phai c¢6 gidy phép nhap khau theo Danh myc dinh kém cong van
nay.

Danh muc nguyén liéu lam thubc duoc céng bd néu trén ding tai trén trang
thong tin dién t&r cia Cuc Quan 1y Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc thong bao dé cac cong ty san xuat biét va thuc hién.

Noi nhén: ] TUQ CUC TRUONG

- Nhu trén;

- TT. Truong Qubc Cudng (de b/c);
- Téng Cuc Hai Quan (de phéi hop):;
- Cac Pho Cuc trudng (dé blc);

- Website Cuc QLD;

- Luu: VT, DK (Bi).

'm"



DANH MUC NGUYEN LIEU DUQC CHAT LAM THUOC PUQC PHEP NHAP KHAU KHONG YEU CAU PHAI CO GIAY PHEF
NHAP KHAU CUA THUOC TRONG NUOC PA PUQC CAP SO PANG KY LUU HANH TAI VIET NAM

(Ban hanh kém theo cong van sé:

L 95/ /OLD-DK ngay pf thang(.0 nam 2018 cua Cuc Quan ly Dugc)

S& gidy din Ngay hét Tiéu chuin Tén nuéc
: 5 £ ) SIAY CANS | pigu lue cita Tén co so' san Tén nguyén chét lirgng Tén co so san Dia chi co s& sin xuit nguyén | sin xuat
STT Tén thuoc ky lwu hanh o £ £ A £ 2 = £ A 1% 2
thube gidy ding xuat thuoe liéu lam thuoc | cua nguyén | xuat nguyén liéu liéu nguyén
ky luu hanh liéu liéu
Céng ty G4 phin Phamacoutical | No- 58 Changxiroad
Ceretrop 40000 | VD-20457-14 | 04/03/2019 By LOP Piracetam EP 8.0 Jingdezhen city, Jiangxi China
Dugc phim OPV Co. Ltd. : :
1 Province, P.R. China
Cong ty TNHH o : Shandong Xianhe | Xianhe Town, Hekou Country,
: : ; Tiéu chuin 7 : .
Hamett @ VD-20555-14 04/03/2019 | MTV Duoc pham | Diosmectite T Pharmaceutical Dongying, Shandong, P.R. China
7 DHG Co., Ltd. China, 257231
Cong ty co phan Losartan Zhejiang Huahai Chiisaai: Dinias: Tanhs
Losartan ) VD-22912-15 | 09/09/2020 | dwoc pham Khanh | potassium USP38 | Pharmaceutical |, ... 22 0‘11 6 China China
3. Hoa (Losartan kali) Co., Ltd. e #
Cong ty co phan eriRos Chempro Pharma 568, Chirabazar, Pushpawati
Alendronat ® | VD-22169-15 | 09/02/2020 | dugc pham Khanh | - i BP 2013 Privatg Limitod | BldgNo. 1, 1% Floor, Marine India
4. Hoa " | Lines, Mumbai — 400002, India
Céng ty c0 phan ; Plot No. 74/A, J.N. Pharmacity,
dugc pham Khanh {Ei)iiT;eaclbs POVAE | i Village, Parawada (M), India
Hoa Fekofonadiiie Visakhapatnam — 531019, India
Fefasdin 60 © | VD-26174-17 | 06/02/2022 Hiadrochloids USP 39 Survey No. 10, Gaddapotharam
Virupaksha village, Jinnaram Mandal, India
Organics Limited | Medak dist. 502 319, Andhra
3 Pradesh, India
Cong ty co phan APHC Industrial Estate, .D.A,
. . dugc pham Me Di —E USP 35 Dr.Reddys Pydibhimavaram, Ranasthalam .
(6) & : / ¢ : ; g Fiv ‘
Nizastric VD-22927-15 | 09/09/2020 Sun Nizatidin Laboratories Ltd. | Mandal, Srikakulam District, India
6. Andhra Pradesh, India -532 409
Cong ty co phan Smilax Plot No 12A Phase 111, .D.A,
Mitriptin VD-22924-15 | 09/09/2020 dugce phim Me Di Sumfimptan USP 38 Lgbqratones Jecd:mct_la, Hyderabad -500 India
Sun succinat Limited 055, India
i
Ghi chu: g < -4

(1). Thay di co s& san xudt duge chat, tiéu chuan chit Irong dug G gt tal cong vﬁrr {

»

1243/QLD-PK ngay 19/01/2018ctia Cuc Quan 1y Dugc;




\}

(2). ‘Thay ddi co s& san xuit duoc chat, cd 16 san xuét, tiéu chuin dugc chit, ta duoc, thanh phdm tai cong vin s6 22426/QLD-PK ngay 29/12/2017 cia Cuc Quan 1y
Dugc;

(3). Thay ddi co sé san xuat duoc chit, tiéu chuin chét luong duoc chét tai cong vin 90 271/QLD-DPK ngay 09/01/2018 cua Cuc Quan ly Duoc;

(4). Thay d6i co so san xuat duogc chit, tiéu chuan chét luong duoc chit tai cong van 50 22504/QLD-DK ngay 29/12/2017 cua Cuc Quan ly Dugc;

(5). Bo sung co sg san xuat dugc chat, thay doi tiéu Chuan chat lugng dugc chat tai cong vin s6 1736/QLD-DK ngay 24/01/2018 ctia Cuc Quén ]y Dugrc;

(6). Thay ddi co s¢ san xuat duoc chit tai cong van s6 215/QLD-PK ngay 09/01/2018 cua Cuc Quan 1y Dugc;

(7). Thay déi co s& san xuat duoc chét, cap nhat tiéu chuin dugc chat tai cong van s6 345/QLD-DK ngay 10/01/2018 ciia Cuc Quan 1y Dugc;



