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

86:3090 /QLD-BK Ha Noi, ngay pq thdang o2 ndm 2018
V/v cong bd danh muc nguyén liéu
dugc chat lam thudc khong phai thuc
hién cip phép nhap khiu cia thudce
trong nudc di duoc cip SPK.

Kinh gui: Cac co s¢ dang ky, san xuat thudc trong nudec.

Cin ctr Luat duoc sé 105/2016/QH13 ngay 06/4/2016;
Céan ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Céin ctr cong viin sb 22483/QLD-DK ngay 29/12/2017 clia Cuc Quén 1y Duge vé
viéc bo sung co s& san xuat dugc chat, cap nhat tiéu chuan chat lugng dugc chat;
Cin cir cong vin sb 22481/QLD-DK ngay 29/12/2017 cia Cuc Quan ly Dugc ve

viéc thay doi tén thubc, bd sung co sé san xudt dugc chit, cap nhat tidu chuan chat
lrong dugc chat;

Can cir cong van s6 21413/QLD-PK ngay 18/12/2017 ctia Cuc Quan 1y Dugc vé
vi¢c thay doi tén, dia chi co so san xuat dugc chat;

Cin ¢t cong vin sb 22480/QLD-DBK ngay 29/12/2017 cia Cyc Quan ly Dugc vé
viéc cdp nhat dia chi co s& san xuét dugc chat, cdp nhat tidu chuan chat lwong duoc
chét;

Cin ctr cong vin s6 10154/QLD-PK ngay 17/07/2017 cia Cuc Quan Iy Duoc vé
viéc thay ddi tiéu chuan chat lufcmg dugc chat; cong van sb 22106/QLD-DK ngay
26/12/2017 cua Cuc Quén 1y Dugc vé viée thay ddi tén nha san xuat dugc chét;

Cin cit cong van sb 17913/QLD-DK ngay 03/11/2017 cua Cuc Quan ly Dugc vé
viéc thay dbi co s& san xuit duge chit Paracetamol, ti€u chuan duoc chét, ta dugc, cap
nhat lai tén, dia chi co s& san xudt dugc chét Phenylephrin hydroclorid va
Chlorpheniramin maleat;

Cin ctr cong vin s 20281/QLD- DK ngay 01/12/2017 cua Cyc Quan ly Dugc vé
viéc thay doi tén, dia chi co s¢ san xuét dugc chét, cap nhat tiéu chuan dugc chat, ta
duoc;

Can cr cong vin sb 20141/QLD-bK ngay 01/12/2017 cua Cyc Quén Iy Duoc vé
viéc thay déi co s& san xuét duge chét;

Can cir cong van 56,21527/QL,D—DK ngay 19/12/2017 cta Cuc Quan ly Dugc vé
viéc thay doi co s¢ san xuat dugc chat;

Cuc Quan 1y Dugc thong bao:

Cong bd Danh muc nguycn liéu dugc chat 1am thude dé san xuat thude theo ho
so dang ky thudc da co gidy dang ky luu hanh thudc tai Viét Nam duoc phép nhap
khau khong yéu cau phai co gidy phép nhap khiu theo Danh muc dinh kém cong van
nay.



Danh myc nguyén liéu lam thubc dugc cong bd néu trén ding tai trén trang
thong tin dién tir ciia Cuc Quan 1y Dugc tai dia chi: www.dav.gov.vn.

Cuc Quén Iy Duoc thong bao dé cac cong ty san xuat biét va thyc hién.

Noi nhan: TUQ CyC’ TRUONG

- Nhu trén; 5 . .
- TT. Truong Quéc Cudng (dé bic); TRUONG P ?ANG KY THUOC/

- Téng Cuc Hai Quan (dé phdi hop);
- Cac Pho Cuc truong (dé blc);

- Website Cuc QLD; —

- Luu: VT, DK (Bi).
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DANH MUC NGUYEN LIEU DUQC CHAT LAM THUOC PUQC PHEP NHAP KHAU KHONG YEU CAU PHAI CO GIAY PHEP
NHAP KHAU DE SAN XUAT THEO HO SO PANG KY THUOC TRONG NUGC
PA PUQC CAP SO PANG KY LUU HANH TAI VIET NAM

/OLD-PK ngay 09 thangoy nam 2018 cua Cuc Quan ly Duoc)

(Ban hanh kém theo cng van so: 3090
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£ su Ngay het chuan Tén nudc
So gidy ding . 5 ~ - 5 2., 2ia £ a 2 3 £ 3 4 . i £ p X
i £ 5 3 hiéu lyc cia | Tén co so san Tén nguyén liéu chat lwong | Tén co s6' san xuat Dia chi co so' san xuat sdn xuat
STT Tén thuoc ky luu hanh g Y x . £ g IS : e, p
£ gidy dang xuit thuoc lam thuoc cua nguyén liéu nguyén liéu nguyen
thuoc i 2 A s
ky lwu hanh nguyén liéu
li¢u
309 Bangpoo Industrial
Ethambutol Linaria Chemicals Estate, Soi 6C, Sukhumvit
Ethambutol 400 Cong ty CPDP hydroclorid (Thailand) Limited Road, Moo 4, Tumbol ;
1. i ® VD-20750-14 | 12/06/2019 Imexpharm (Ethambutol EP 8.0 Pt Phrakés, Aspgis Thailand
hydrochloride) Muangsamutprakan,
Samutprakan 10280, Thailand.
Ch1A nhanh 3: = Gaplialedn DSM Sinochem No. 1033, Mu Long Shan
Cong ty Co P T— _ road, High & New
2. | OPXIL250@ | VD-18297-13 | 18/01/2018 | phan dugc pham (Ce falein BP 2016 Pharmaceuticals Technology Industrial China
Imexpharm tai (Zibo) Co., Ltd. @ Development Zone, Zibo
monohydrate) e
Binh Duong Shandong, PRC.
Ethambutol Plot No. 124, 123, 123/1, 125
Ethambutol 400 Céng ty CPDP hydroclorid 4 ! P & 09, GIDC Industrial Estate, .
3. mg © VD-23575-15 17/12/2020 Imexpharm (Ethambutol BP 2013 Lupin Ltd. Ankleshwar 393002, Gujarat, India
hydrochloride) India @
UNIT-1, Lingojigudem
DEXIPHARM Cong ty CPDP | Dextromethorphan 2 @ | Divi's Laboratories | Village, Choutuppal Mandal, ;
% 15® pEEeintal | IES0a0 Imexpharm HBr Dok as Limited Nalgonda District, Telangana fndia
— 508 252, India.
ghhi nhénh 3 - Cefotaxivrfl natri FRESENIUS KABI | Piazza Maestri del Lavoro, 7-
5, | Tmetoxim 15 | VD:26846:17 | 22/6i2022 | COnEtYCEDE Herte EP88® | iPSUMSrL® | 20063 Cernusco Sul Naviglo | Italy
Imexpharm tai (Cefotaxime Mil ftal
Binh Duong sodium sterile) i
. , No 35, Weixu North Road,
Az T0-da Angiu City, Shandon
Paracetamol BP 2014 © | Pharmaceutical Co., % 15> PR China
Ltd. © rovince, China
2 i Cong ty CPDP '
(6) g a —
6. SIS VIRZRAWER | Lana Imexpharm Phenylephrin BASF - Dia chi trén phicu kiém
hydrochloride « | PharmaChemikalie nghi¢m: 32419, Minden,
(Phenylephrine L n GmbH & Co. KG Germany Germany
hydrochloride) © - Dia chi trén chimg nhén
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Tiéu
sb sty asn Ngay hét chuin Tén nuéc
STT Tén thud Ky g];m{himhg hiég lwe cia | Tén co s san Tén nguyén liéu chét lwong | Tén co sé sidn xuht Dia chi co 50 san xuht san xudt
et Y thude giay ding xuiét thube lam thudc cua nguyén liéu nguyén li¢u nguyén
ky luu hanh nguvén liéu
liéu
. 3.4 Jiangsu Dahua B-082 New Century City
£ ; Cong ty c0 phin it 2
j1,| Thuschotré | ypy 5473816 | 23/03/2021 | Duoc phim Cineol ppvN Iy | FasmmaccuiiealCo, | Garden, No. 11, Hhaihat Hast; | - o,
em OPC OPC Ltd. . RD., Huaian Jiangsu, China.
Ghi chu:

(1). Bé sung co o san xuit dugc chat, cip nhat tiéu chudn chét luong dugc cht tai cong van 50 22483/QLD-bK ngay 29/12/2017 cua Cuc Quan ly Dugc ;
(2). Thay ddi tén thudc, bé sung co so san xuit duoc chat, cap nhat tiéu chuan chat lugng dugc chit tai cong van s6 22481/QLD-DK ngay 29/12/2017 ciia Cuc Quan ly

Duoc;

(3). Thay ddi tén, dia chi €O G’ san xuét duoc chét tai cong van s6 21413/QLD-BK ngay 18/12/2017 cua Cuc Quan ly Duoc;
(4). Thay d6i co s6 san xuat duoc cht, tiéu chuan chat luong dugc chat tai cong van sd 22504/QLD-DK ngay 29/12/2017 cua Cuc Quan ly Dugc;

(5). Bd sung co sO san xuat duoc chat, thay d6i tiéu chuan chat lugng dugc chit tai cong van s6 1736/QLD-DK ngay 24/01/2018 cta Cuc Quan ly Duoc;
(6). Thay doi co s& san xuét duogc chat Paracetamol, tiéu chuan dugc chat, ta duoc, cip nhit lai tén, dia chi co s san xuit dugc chat Phenylephrin hydroclorid va
Chlorpheniramin maleat tai cong vin so 17913/QLD-DK ngay 03/11/2017 cua Cuc Quan ly Dugc;
(7). Thay dbi tén, dia chi co s¢ san xuit duoc chat, cap nhat tiéu chudn dugc chét, ta duoc theo cong vin s6 20281/QLD-BK ngay 01/12/2017 cta Cuc Quan ly Duoc;
(8). B6 sung dia chi co so san xuét dugc chat theo ho so Notification;
(9). Thay d6i tén co s& san xuat dugc chit theo hd so Notification;
(10). Thay ddi co s& san xuat dugc chit tai cong van s6 20141/QLD-PK ngay 01/12/2017 cua Cuc Quan 1y Dugc;
(11).Thay d6i co s& san xuét dugc chit tai cong van s6 21527/QLD-BK ngay 19/12/2017 ctia Cuc Quan ly Duoc ;




