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C0NG  HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - T u do - Hanh phuc

Sc>: i  /QLD DK / / a  n q I ' n g a y  thang ? ndm2019
V/v cong bo danh muc nguyen lieu ' '

lam thuoc phai Idem soat dac biet de 
san xuat thuoc theo ho so dang ky 

thuoc da co giay dang ky luu hanh tai 
Viet Nam dugc nhap khau phai thirc 

hien cap phep nhap kliau

Kinh gui: Cac ca sd dang ky, san xuat thuoc trong nude.

Can cu Luat dugc sd 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu Chmh 
phu quy dinh chi tiet mot so dieu ve bien phap thi hanh Luat dirge; Can cu Nghi 
dinh sd 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua doi mot sd quy dinh 
lien quan den dieu kien dau tu kinh doanh thuoc pham vi quan ly nha nude cua Bo 
Ytd;

Can cu cac ho so thay doi, bo sung thuoc trong nude da co giay dang ley luu 
hanh da dugc Cue Quan ly Dugc phe duyet noi dung thay doi, bo sung;

Theo de nghi cong bo nguyen lieu tai Van thu sd 041/2019/CV/BVP ngay 
26/02/2019 cua cong ty co phan BY Pharma;

Cue Quan ly Dirge thong bao:
r  r 9 9 r

Cong bo danh muc nguyen lieu lam thuoc phai kiem soat dac biet de san xuat 
thuoc theo ho so dang ky thuoc da co giay dang ky luu hanh tai Viet Nam dugc 
nhap khau phai thirc hien cap phep nhap khau theo Danh muc dinh kern cong van 
nay.

Danh muc nguyen lieu lam thuoc dugc cong bo neu tren dang tai tren trang 
thong tin dien tu cua Cue Quan ly Dugc tai dia chi: www.dav.gov.vn.

o r r

Cue Quan ly Dugc thong bao de cac cong ty san xuat biet va thirc hien.
Noi nhan:
-  Nhir tren;
- CT. Vu Tuan Ctrdng (de b/c);
- Tong Cue Hai Quan (de phoi hop);
- Phong Quan ly kinh doanh dugc;
- Website Cue QLD;
- Luu: VT, DK (Bi).

TUQ. CUC TR U O N G  
TR U O N G  PH O NG  DANG  KY THUOC

H uy Hung

http://www.dav.gov.vn


DANH MUC
NGUYEN LIEU LAM THUOC PHAI KIEM SOAT DAC BIET DE SAN XU AT THUOC THEO HO SO DANG KY THUOC 

DA CO GIAY DANG KY LlTU HANH TAI VIET NAM PHAI THlTC HIEN CAP PHEP NHAP KHAU
(Ban hdnh kem theo cong van so: j  ^ zj-yj /QLD-DK ngdy ^cj thang ndm 2019 cua Cue Qudn ly Duo’c)

STT So giay dang ky 
luu hanh thuoc

Hieu luc cua giay 
dang ky luu hanh 

thuoc

Ten nguyen lieu lam 
thuoc duoc cong bo

Tieu chuan chat 
lu’OTig cua nguyen 

lieu
Ten co’ so’ san xuat nguyen 

lieu
Ten nude san xuat 

nguyen lieu

1. QLDB-511-15 17/12/2019 Erlotinib
hydrochloride NSX Shilpa Medicare Limited India

2. QLDB-512-15 17/12/2019 Erlotinib
hydrochloride NSX Shilpa Medicare Limited India

3. QLDB-553-16 02/11/2019 Erlotinib
hydrochloride NSX Shilpa medicare limited India




