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

§6:/ 506~ /QLD-DK Ha Noi, ngay ¢ thang 7 nam 2018
V/v cong b danh muc nguyén li¢u '
dugce chat lam thube khong phai thyc
hién cap phép nhap khau ctia thude
trong nudc da duoc cip SPK.

Kinh gtri: Cac co s¢ dang ky, san xuat thubc trong nudc.

Can ctt Luét duge sé 105/2016/QH13 ngay 06/4/2016;
Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cén o cac hd so thay dbi, bd sung thude trong nude da co gidy dang ky luu
hanh da dugc Cuc Quan ly Dugc phé duyét ndi1 dung thay ddi, b sung;

Theo dé nghi cong bd nguyén liu tai vin thu s6 95/2018/OPV-DK ngay
27/06/2018, van thu sd 74/2018/OPV-DK ngay 07/05/2018 va van thu 56
88/2018/OPV-BK ngay 12/06/2018 cua Cong ty co phan dugc OPV; Vin thu )
120618/NC-DKT ngay 19/06/2018 ctia Cong ty CP dugc TW Mediplantex; Van thu
s6 192/2018/CV/BVP ngay 02/07/2018, van thu sb 191/2018/CV/BVP ngay
02/07/2018 va van thu s6 193/2018/CV/BVP ngay 03/07/2018 cua Cong ty c¢d phan
BV Pharma,

Cuc Quan ly Duoc thong bao:

Cong bd Danh muc nguyén liéu dugc chét 1am thubc dé san xuét thubc theo hd
so ding ky thube da co gidy dang ky Iuu hanh thude tai Viét Nam dugc nhap khau
khong phai thyc hién cip phép nhap khau theo Danh muc dinh kém cdng van nay.

Danh muc nguyén liéu lam thudc duge cong bd néu trén dang tai trén trang
thong tin dién tir ciia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Dugc thong bao dé céc cong ty san xuét biét va thuc hién.

Ng}' nhén: TUQ. CUC TRUONG

- Nhu trén;

- CT. Vii Tun Cudng (de b/e); PHO TRU ONG PHONG
- Téng Cuc Hai Quan (dé phéi hop);
- Website Cuc QLD; il

- Luu: VT, DK (Bi).




DANH MUC

'NGUYEN LIEU DUQC CHAT DE SAN XUAT THUOC THEO HO SO PANG KY THUOC DA
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 kém theo cong van so%g()@,{/QLD-BK ngay so thang ;umm 2018 cua Cuc Quan ly Duoc)

SH gidy dang b.j &y hct' . =3 z . e Tiéu chuin " . : S .. Tén nudce san
ST . £ . . hiéu luc cua | Tén co sé san xuat Tén nguyén liéu p : Tén co s& san xuat Dia chi co s san z .
Tén thuoc ky luu hanh T : £ : z chat luong cua e P = xuat nguyen
E z giay dang ky thudc lam thuoc il nguyén liéu xudt nguyén liéu ‘d
thuoc fine Ktk nguyén liéu liéu
Jiangkou
N g Losartan kali Zhejiang Tianyu Development Zone,
1. | Sartanpo VD,f‘[‘}?()S- 12/06/2019 ((j:lfncg tyh ; rﬁ %I?‘I} (Losartan USP 37 Pharmaceutical Co., | Huangyan, Taizhou China
ocp potassium) Ltd. city, Zhejiang
Province, China
g g0 oy Village-Masulkhana,
2. | Delopedil @ VD-21335- | 10812019 | SOMEWCOPRAR | pyogioratadine EP 8.0 Morepea Parwanoo, Dist. India
14 duoc pham OPV Laboratories Ltd. X
Solan [H.P.] India.
Village-Masulkhana,
3. | Deslotid @ VD-21336- | 1)0gpg19 | COngty cd phan Desloratadine EP 8.0 oo Parwanoo, Distt. India
14 dugc pham OPV Laboratories Ltd. ;
Solan [H.P.] India.
o Sichuan Xieli Pharmaceutical
Ursocholic-OPV VD-21341- Cong ty 0 phan Ursodeoxycholic : Industrial Park, .
4, 150 @ 14 12/08/2019 dige phim OPV i EP 6.0 Pharma(ftudtlcal Co., Pengzhou, Sichuan, China
i China.
Xiangtan Village,
. P Zhejiang Haisen Liushi Street,
5. | Opesuma ® RO | simamiie | DUEYLE s Sucralfate USP38 | pharmaceutical Co., | Dongyang City, China
oER Ltd Zhejiang Province,
China

O Thay dbi co s& san xuat dugc chét, cap nhit tidu chuan chét lugng dugc chét theo cong vin $6 10599/QLD-DK ngay 07/06/2018 ctia Cuc Quan 1y Dugc;
@ Thay d6i co so san xuat dugc chit theo cong vin so 10552/QLD-DK ngay 07/06/2018 cia Cuc Quan ly Duoc;
B B sung co s& san xuat dugc chét theo cong vin so 10646/QLD-DK ngay 08/06/2018 ctia Cuc Quan ly Duogc;
) Thay doi co s& san xuat dugc chit theo cong vin so 10601/QLD-DK ngay 07/06/2018 cta Cuc Quan ly Duoc;
® Thay d6i co s& sdn xuét duge chit theo cong vin s6 10546/QLD-DK ngay 07/06/2018 cia Cuc Quan ly Dugc;
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Ngiy hét

ST Té £ SC: - d‘ang hiéu lyc chia | Tén co so san xuat | Tén nguyén liéu T:eu chuan‘ Tén co s& san xudt Dia chi co s¢ sdn TéI} e S.én
T én thudc ky luu hanh £ dine kY thud lam thud chat luong cua an 1ia p an Jia Xuat nguyén
Sk gl?y ﬁ;gh y uoc am thudc P nguyén li¢u xuat nguyén liéu lidu
uru han i ¥
Plot No. 409, Phase-
IV, GI.D.C.
; ” H ; 7 !
Clotrimazol USP 35 Aeyon LabSPVL | ngustrial Estate, India.
’ Naroda, Ahedabad —
382 330, India.
13.| Gentizone (2 VD272 1 ogr9n0z0 | 08 COphan Yatai Justaware e
BV Pharma Gentamycin sulfat BP 2014 Pharmaceutical, Co., s -t China
Ltd city, Shangdong
province, China
Via Pavia, 1-27027
thi?;l}?&a;:n BP 2014 Farmabios SAS Gropello Cairoli Italy

(PV), Ttaly

13 Thay ddi co s& san xuit dugc chit Clotrimazol, cap nhat tiéu chudn chit lugng dugc cht theo cong vian sb 6164/QLD-PK ngay 06/04/2018 cta Cuc Quan ly Dugc
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