Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUOQOC Poc 1ap - Tw do —Hanh phuc

sO: /QLD-bK Ha Noi, ngay /42- thang 2—nam 2018
VIv cong bd danh muc nguyén liéu
lam thudc phai phai kiém soat ddc biét
dé san xuat thudc theo ho so dang ky
thudc da co gidy dang ky lvu hanh tai
Viét Nam phai thuc hién cép phép
nhap khau - Bot 163

Kinh gri: Cac co s ding ky, san xuat thudc trong nuéc.

Can cr Luat dwoc s6 105/2016/Q1113 ngay 06/4/2016;

Can ct Nghi dinh 54/2017/NB-CP ngay 08/5/2017 quy dinh chi tiét mot s
diéu va bién phap thi hanh Luat Duoc;

Can ct Nghi dinh s0 155/2018/ND-CP ngay 12/11/2018 stra doi, b0 sung
mot s6 quy dinh lién quan dén diéu kién dau tv kinh doanh thudc pham vi quan ly
nha nwéc clia BO Y té;

Cuc Quan ly Duoc théng bao:

Cong bd 02 danh muc nguyén liéu lam thudc phai kiém soat dac biét dé san
xuét thudc theo hd so dang ky thubc da cé gidy dang ky lwu hanh tai Viét Nam
phai thuc hién cdp phcp nhap khau - Bot 163 (02 Danh muc dinh kem).

Danh muc nguyén liéu lam thu6c phai phai kiém soat dac biét dwgc cong bd
néu trén dang tai trén trang thdng tin dién t& cia Cuc Quan ly Duwoc tai dia chi:
www.dav.gov.vn.

Cuc Quan ly Duwoc thong bao dé cac cong ty san xuat biét va thwc hién./.

Noi nhan: TRUONG

- Nhu trén; G DANG KY THUOC

- CT. Vu Tuan Cuong (dé bl/e);

- Téng Cuc Hai Quan (dé phdi hop);
- Phong QLKDD;

- Website Cuc QLD ;»

- Luu: VT, DKT (QH).

Nguyén Thi Thu Thuay


http://www.dav.gov.vn

DANH MUC 1: NGUYEN LIEU LAM THUOC PHAI KIEM SOAT DAC BEET DE SAN XUAT
THEO HO SO PANG KY THUOC PA CcO GIAY PANG KY LUU HANH TAI VIET NAM
PHAI THUC HIEN CAP PHEP NHAP KHAU -BPOT 163

Dinh kem cbng van sb /IQLD-bK ng-2-  thang 42- nam 2018
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STT S6 gidy dang ky l_il:,;u dl‘gri Clli?/ Tén nguvén liéu lam IJ(;?]U cct‘#;ag (;]haét] Tén @sd’s3 At an Ji Tenﬂtnuo’c >an
iru hanh thuoc g y\ y a thu6c duoc cong bo g " gny en £J50°san xuat hguyen lied xua nguyen
lun hanh thudc lieu lieu
1 VD-31415-18 08/10/2023 Anastrozol USP36 Chemagis Israel
2 VD-31215-18 08/10/2023 Ofloxacin EP 8 Quimica Sintetica S.A. Spain
Levofloxacin Shaoxing Hantai .
- - . . h
3 VD-31074-18 08/10/2023 hemihydrate TCES Pharmaceutical Co., Ltd China

Danh muc nay bao goém 03 khoan./.



DANH MUC 2: NGUYEN LIEU LAM THUOC PHAI KIEM SOAT BPAC BIET BE SAN XUAT
THEO HO SO BDANG KY THUOC PA CO GIAY DANG KY LUU HANH TAI VIET NAM
PHAI THWC HIEN CAP PHEP NHAP KHAU - DQT 163

Dinh kém céng van s6 12j08 /QLD-bK ngay thang 32- nam 2018
Hiéu lwc cia  Tén nguyén liéu TiEuchusn nugsgén
STT SO gla‘y dang [<y gidy ding ky  1am thudc duoc cflat Iu’cyrlg Tén co scAy sa_rl xuat  Bia chi a*s0 s.zim xuat nguyén UL
Iu hanh thudc . , R , cua nguyén nguvén liéu liu N
lvu hanh thudc cong bo lidu nguyeén
' ligu
Survev No. 10,
. i Gaddapotharam Village,
T dol i .
1 VD-31216-18  08/102023 rzmh‘iori o EPT I\_/i'r:]“if: dkSha Organics i naram Mandal, Medak ~ India
y Dist - 502 319, Telangana,
India
Codeine Avda. Ventalomar, 1,
2 VD-31236-18 08/10/2023 phosphate EP 7.0 Alcaliber S.A.. Spain  Poligono Indusirial, 45007  Spain
hemihydrate il 7 U Toledo, Spain

Danh muc nay bao gém 02 khoan./.





