BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc 1ap - Tw do - Hanh phic

Sé: 17 464 /QLD-DK Ha Ni, ngay 5 thing ¢ nam 2018

V/v cong bd danh muc nguyén liéu
dugc chat 1am thube khong phai thuc
hién cép phép nhap khau cua thude
trong nudc di duoc cip SPK

Kinh gui: Cac co s dang ky, san xuat thude trong nudc.

Cin ctr Luat dugc sd 105/2016/QH13 ngay 06/4/2016;

Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cin ctr cac hd so thay ddi, bd sung thube trong nudce da cé gidy ding ky luu
hanh da dugc Cuc Quan Iy Dugc phé duyét ndi dung thay doi, bo sung;

Theo dé nghi cong bd nguyén liu tai van thu s 301/VDP ngay 21/08/2018
ctia Cong ty CP dugc phdm trung wong Vidipha; Vin thu s6 843/VPC-CV ngay
28/08/2018 ctia Cong ty cd phan dugc pham Vinh Phiic; Vin thu s6 235/2018/DKT-
DN ngay 29/08/2018 va van thu sd 249/2018/DKT-DN ngay 07/09/2018 cua Cong
ty co phan dugc pham Imexpharm; Vin thu s6 668/DHG-RA ngay 04/09/2018 va
van thu s6 640/DHG-RA ngay 22/08/2018 cua Cong ty CP duoc Hau Giang; Van thu
50 132/2018/0OPV-DK ngay 27/08/2018 ctia Cong ty C6 phan Dugc pham OPV; Van
thu s6 1460/CV/DPKH ngay 28/08/2018 cua Cong ty CP dugc pham Khanh Hoa;
Vin thu s6 0918-173/DAV-RA ngay 06/09/2018 ctia Cong ty cd phan Fresenius Kabi
Viét Nam;

Cuc Quan ly Dugc thong bao:

Cong bb Danh muc nguyén li€u dugc chat 1am thudc dé san xuét thudc theo
hé so dang ky thube da c6 gidy dang ky luu hanh thubc tai Viét Nam duoc nhap khau
khong phai thure hién cdp phép nhap khau theo Danh muyc dinh kém cong vin nay.

Danh muc nguyén liéu lam thuc duoc cong bd néu trén ding tai trén trang
thong tin dién tir cua Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan Iy Duoc thong bao dé cac cong ty san xut biét va thuc hién.

Not nhdn: TUQ. CUC TRUONG
- Nhu trén; . 2 F.
- CT. Vii Tuin Cuong (dé b/c); PHO TRUOD Q\I:IG DANG KY THUOC

- Tong Cuc Hai Quan (dé phéi hop);
- Website Cuc QLD; —
-L-u: VT, BK (Bi).


http://www.dav.gov.vn

DANH MUC
NGUYEN LIEU DUQC CHAT DE SAN XUAT THUOC THEO HO SO PANG KY THUOC PA
CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM DUQC NHAP KHAU

KHONG PHAI THU'C HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh keém theo céng van sé'/' 7964 /QLD-DK ngay -7 thang ¢ nam 2018 cua Cuc Quan Iy Duoc)

Ngay hét

ST 5 £ SO, gldy d‘ang hidu luc ctia | Tén co s& san xuét Tén nguyén liéu "Eleu chuan’ Tén co so san Dia chi co s& san xuét T?n nugc
Tén thudc ky luu hanh o e ) £ s £ chat lugng cta 2 == - san xuat
T £ gidy dang ky thudc lam thudc o xuat nguyén li¢u nguyén liéu o en
thude g nguyén liéu nguyén liéu
luu hanh
Chi nhéanh cong ty SY NO. 10/B,
. . (1) ’ . c0 phan dugc pham 3 ; Rakshit Drugs Gaddapotharam Village,
1. | Diacerein 50mg VD-21915-14 | 18/12/2019 trimg wong Vidipha Diacerein EP 8.0 Priveats Littitted Tiinaram Nanidal, Medsk INDIA
tai Binh Duong Distric. A.P, India
c?)hlhzhagﬂgs n%zgn Ebeifang K No. 1 Xianyao road
2. | Prednisolon 5Smg® | VD-21916-14 | 18/12/2019 phatt p Prednisolone BP 2014 Pharmaceutical St i CHINA
trung wong Vidipha Xianju, Zhejiang, China
o= Co., Ltd.
tai Binh Duong
Cbng ty ¢b phan .
: ; 2 Methylergometrine Teva Czech Ostravska 29/305, 747 70 Czech
3) = = 2
3. | Vingomin VD-24908-16 | 15/07/2021 duoc }13)111121111::1 Vinh el USP 38 Industries S.R.O e S Resiihlic
- Dia chi trén COA:
Branch Site Sisseln: CH-
2 itk o 4334 Sisseln, Switzerland
4. | Synerbone @ VD-26862-17 | 22/06/2022 | Congty CPDP gy Do EP 9.0 DSM Nuritional | ™ g, pi ren GMP: | Switzerland
Imexpharm (Cholecalciferol) Products Ltd. S
Zweigniederlassung Werk
Sisseln, Hauptstrasse 4,
4334 Sisseln, Switzerland
. Angiu Lu'an No 35, Weixu North Road,
5 FrrapeiepmhEoluiz VD-26169-17 06/02/2022 Glig &y CROE Paracetamol BP 2016 Pharmaceutical Angiu City, Shandong China
®) Imexpharm . ;
Co., Ltd. Province, China.

M Thay d6i co s san xuét dugc chét, tiéu chuin chat luong dugc chit theo cdng vin ) 3641/QLD-DK ngdy 27/03/2017 cua Cuc Quan 1y Dugc
@ Thay dbi tén co s& san xuét thudc, co s& san xuit duoc chat, tiéu chuén chét luong duge chit theq cong vin sb 11852/QLD-PK ngay 10/08/2017 cta Cuc Quan ly Dugc

@ Thay dbi co s& san xudt dugc chat tiéu chuén chit lvong duoc chat theo £6ng van s0 l8§457’Q
@ Piéu chinh dia chi co 56 san xuét duogc chét, cip nhat tiéu chuén chit lug
©) B4 sung co s& san xuét dwgc chit theo cong vin s6 16348/QLD-PK ngay
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DK ngay 10/11/2017 ctia Cyc Quan ly Dugc
d sojthong thay ddi nho chi yéu cau thong bao, mi hd s0:2323/TDTN, ngay 09/07/2018
deQan 1y Duge
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o Fiiyme 0Old Lansdowne Road,
6. | Alphachymotrypsine |y, 5595715 | 19/09/2020 | $On8 1 c0 phan . il USP 32 Laboratories Philippi, Copetowtl, | oo o Aica
dugc pham OPV chymotrypsin Western Cape, 7785,
(PTY) Ltd .
South Africa
o Bl Old Lansdowne Road,
7, | Opetrypsin 4200 USP | yry 5168514 | 19/09/2020 | $Om81Y cOphan Chysatypsin USP 32 Laboratories Sl Caye Towty, | g o Ao
©) dugc pham OPV Western Cape, 7785,
(PTY) Ltd 4
South Africa.
Cong ty cd phén Baoji Tianxin Caijiapo Economic And
Duoc Hau Giang - Phearmacetivs Technical Development
8. | PoncifDHG VD-25558-16 | 05/09/2021 Chi nhédnh nha may Acid mefenamic BP 2015 Zone, Qishan County, China
dugc pham DHG Co., Ltd. Shaanxi Province, 722405
tai Hau Giang. China.
Cong ty cb phin
Duogc Hau Giang - 8801 Capital Boulevard
9. | HAPACOL 80 ® VD-20561-14 | 04/03/2019 | Chi nhanh nha méy Paracetamol EP 8.0 SpecGx LLC Raleigh, NC 27616 -3116, USA
dugc pham DHG USA.
tai Hau Giang.
L. Survey No. 10,
Cong Ty C6 Phan ’ < Gaddapotharam village,
10.| Fefasdin 60 © VD-26174-17 | 06/02/2022 | Dugc PhimKhanh | [ oxofenadin USP 35 W Jinnaram Mandal, India
; hydroclorid Organics Limited ;
Hoa Sangareddy Dist.- 502
319, Telangana, India.
. . Cong ty ¢b phan ; .
Magnesi sulfate Kabi ? Eissh Magnesi sulfat Macco Zahradni 1938/46¢, 792 01 Czech
L 15% (9 V-SR-S | MUBRAUL Fresenull\?aI;abl st heptahydrat S Organiques, s.r.o. | Bruntal, Czech Republic Republic

© Pjéu chinh tén cia co s& san xudt duoc chat theo hd so thong thay d6i nho chi yéu cau thong bao, ma hd so: 2550/TDTN, ngay 26/07/2018;
™ Thay déi tén co s& san xuat thudc, co s& san xuat duge chat, tiéu chun chat luong dugc chat theo cong van s6 6925/QLD-PK ngay 16/04/2018 va cong vin s6 11399/QLD-PK ngay
19/06/2018 cua Cuc Quan ly Dugc
® Thay d6i tén co s& san xuét thudc theo cong vin $6 6925//QLD-DK ngay 16/04/2018 ctia Cuc Quén ly Duoc; thay dbi tén co s& san xudt duoc chit theo hd so thong thay ddi nho chi
yéu cau thdng bdo, ma hé so: 2559/T DTN, ngay 26/07/2018;
© Thay d6i cach ghi dia chi €O sO san xuét dwoc chét theo cong vén s6 15802/QLD-PK ngay 10/08/218 ctia Cuc Quan 1y Duoc;
(19 Thay ddi tén co s& san xudt thudc theo cong vin s6 14017/QLD-PK ngay 23/07/2018 cta Cuc Quan 1y Duoc; Thay ddi co so san xudt duoc chét, tiéu chuén duoc chét theo cong vin sb
16856/QLD-DK ngay 31/08/2018 ciua Cuc Quan ly Duoc.
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