
BO Y T E
CUC QUAN LY DUOC

CONG HOA XA HOI CHU NGHI A VIET NAM 
Doc lap - Tir do - Hanh phuc

/Q L D -D K  Ha Noi, ngay r^^thang nam 20l8

V/v cong bo danh muc nguyen lieu 
dugc chat lam thuoc khong phai thuc 
hien cap phep nhap khau cua thuoc 

trong nude da dugc cap SDK

K in h  gui: C ac  co  so d ang  ky , san  x u a t th u o c  tro n g  n u o c .

C an  c u  L u at d u g c  so 1 0 5 /2 0 1 6 /Q H 13 n g ay  06 /4 /2016 ;

C an  c u  N g h i d in h  5 4 /2 0 17/N D -C P n g ay  08 /5 /2 0 1 7 ;

C an  c u  cac ho  so  th ay  do i, bo  sung  th u o c  tro n g  n u o c  d a  co g iay  d an g  ky  luu  
hanh  da  d u g c  C ue Q u an  ly  D u g c  phe  duyet no i dung  th ay  do i, bo  sung;

T heo  de  n gh i co n g  bo  n g u y en  lieu  tai van  th u  1026 /C V -D K /D M C  ngay  
11/09/2018 v a  v an  th u  s6 1025 /C V -D K /D M C  n g a y  11 /09 /2018  cu a  C ong  ty  c6 phdn 
xuat nhap  k h au  y  te D o m esco ; V an  th u  so 2 6 1 /1 8 /C V -U S P  n g ay  06 /09 /2 0 1 8  cua 
C ong  ty  co p h an  U S P h a rm a  U S A ; V an  th u  so 2 0 0 /T T r-L D  n g ay  10 /09/2018 cua 
C ong  ty  lien  doan h  M ey er -B P C ,

C ue Q u an  ly  D u g c  th o n g  bao:

C ong  bo  D an h  m u c  n g u y en  lieu  d u g c  chat lam  th u o c  de  san  x u a t thu o c  theo  
ho so  dang  k y  thu o c  d a  co g iay  dang  ky lu u  h an h  thu o c  ta i V ie t N a m  d u g c  nhap  khau  
khong  ph a i th u c  h ien  cap  p h ep  nhap  k h au  theo  D an h  m uc d in h  k em  co n g  van  nay.

D an h  m uc n g u y en  lieu  lam  thu o c  d u g c  cong  bo  n eu  tren  d an g  tai tren  trang  
thong  tin  d ien  tu  cua  C ue Q u an  ly  D u g c  tai d ia  chi: w w w .d av .g o v .v n .

C ue Q u an  ly  D u g c  th o n g  bao  de cac cong  ty  san  x u a t b ie t v a  th u c  h ien .

No'i nhan:
-  Nhir tren;
- CT. Vu Tuan Cudng (de b/c);
- Tong Cue Hai Quan (de phoi hop);
- Website Cue QLD; ^
- L-u: VT, DK (Bi).

TR U O N G
G DANG KY THUOC

http://www.dav.gov.vn


DANH MUC
NGUYEN LIEU DlTOC CHAT DE SAN XU AT THUOC THEO HO SO DANG KY THUOC DA 

CO GlAY DANG KY LUU HANH THUOC TAI VIET NAM Dl/OC NHAP KHAu  
KHONG PHAl THlTC HIEN VIEC CAP PHEP NHAP KHAu

(Ban hanh kem theo cong van s o : j / Q L D - D K  ngay J^lhangjJ nam 2018 cua Cue Qudn ly Duo'c)

ST
T Ten thuoc

So giay dang 
ky lira hanh 

thuoc

Ngay het 
hieu luc cua 
giay dang ky 

lira hanh

Ten co sa san xuat 
thuoc

Ten nguyen lieu 
lam thuoc

Tieu chuan 
chat lugng cua 

nguyen lieu

Ten co so san 
xuat nguyen lieu

Bia chi co so san xuat 
nguyen lieu

Ten nude 
san xuat 

nguyen lieu

1. Moxacin 250 mg ( i ) VD-20067-13 08/11/2018
Cong ty Co phan 
Xuat nhap khau Y 

te DOMESCO

Amoxicillin
trihydrate BP 2017

The United 
Laboratories 

(Inner Mongolia) 
Co., Ltd

Bayannaoer Economy & 
Technology Park, Inner 
Mongolia-015000, 
P.R.China.

CHINA

2. Cefuking * (2) VD-26031-16 15/11/2021 Cong ty TNHH US 
Pharma USA Cefuroxim axetil USP38

Covalent 
Laboratories 

Private Limited

Survey No. 374, Gundla 
Machanoor Village, 

Hathnoor Mandal, Medak 
Dist-502 296, Telangana, 

India

India

EP 8.0
Zhuhai United 

Laboratories Co., 
Ltd

3. Ampicillin 500mg (3) VD-24980-16 15/07/2021
Cong ty Co phan 
Xuat nhap khau Y 

tl DOMESCO

Ampicillin
trihydrate
compacted

No. 2428, Anji Road, 
Sanzao Town, Jinwan 
District, Zhuhai, 
Guangdong - 519040, 
P.R. China.

EP 8.0
DSM Sinochem 
Pharmaceuticals 

India Pvt. Ltd

Bhai Mohan Singh Nagar, 
Toansa, Distt. SBS Nagar 
(Nawanshahr), Punjab 144 
533, India.
Hoac: Bhai Mohan Singh 
Nagar, Toansa - 144 533, 
Punjab, India.__________

CHINA

INDIA

Omeprazol 20 mg (4) VD-20348-13 27/12/2018
Cong ty Co phan 
Xuat nhap khau Y 

te DOMESCO

Omeprazole pellets 
8,5 % w/w

(Omeprazol pelltets)^
NSX

Sainor
Laboratories Pvt. 

Ltd.

Plot No.31, Phase V, IDA, 
Jeedimetla, Hyderabad- 
500 055, Telangana, India.

INDIA

\ o l

0) Bo sung so san xuat dugc chat theo cong van so 16743//QLD-DK ngay 30/08/2018 cua Cue Quan 1̂  Pj^gc
(2) Binh chinh lai tdn nuoc san xuat nguyen lieu  ̂  ̂ ^
O) Bieu chinh dia chi co so san xu4t dugc chdt theo h6 so thay doi nho chi can thong bao, ma tig^mham 1916/TDTN ngay 13/06/2018
(4) Thay d6i ten va each ghi dia chi ca so san xuat duac chat theo ho so thay doi nho chi can thong bdo, ma tidp nhan: 3013/TDTN ngay 15/08/2018
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ST
T Ten thuoc

So giay dang 
ky luu hanh 

thuoc

Ngay het 
hieu luc cua 
giay dang ky 

luu hanh

Ten co so san xuat 
thuoc

Ten nguyen lieu 
lam thuoc

Tieu chuan 
chat lugng cua 

nguyen lieu

Ten co so san 
xuat nguyen lieu

Dia chi co so san xuat 
nguyen lieu

Ten nuoc 
san xuat 

nguyen lieu

5. Zinmax-Domesco 
500 mg(5) 6 VD-25433-16 05/09/2021

Cong ty Co phan 
Xuat nhap khau Y 

te DOMESCO
Cefuroxime axetil USP37

Covalent 
Laboratories 

Private Limited

Survey No. 374, Gundla 
Machanoor Village, 
Hathnoor Mandal, 
Sangareddy Dist- 502 296. 
Telangana -  India.
Hoac: Sy.No.374, Gundla 
Machanoor Village, 
Hathnoor Mandal, 
Sangareddy District - 
502296 Telangana State, 
India.

INDIA

6. Allopurinol 300 mg
(6) VD-30011-18 27/03/2023

Cong ty Co phan 
Xuat nhap khau Y 

ti DOMESCO
Allopurinol USP35

Yixing City 
Xingyu

Pharmaceutical 
Co., Ltd

FangQiao Town, YiXing 
City, JiangSu, China CHINA

7. LOSARTAN 25 (7) VD-22635-15 26/05/2020
CONG TY LIEN 

DOANH MEYER- 
BPC

Losartan Potassium USP37
Similax

Laboratories
Limited

12/A, Phase-Ill, IDA, 
Jeedimetla, Hyderabad- 

500 055, India
India

8. LOSARTAN 50 (8) VD-22634-15 26/05/2020
CONG TY LIEN 

DOANH MHYER- 
BPC

Losartan Potassium USP37
Similax

Laboratories
Limited

12/A, Phase-III, IDA, 
Jeedimetla, Hyderabad- 

500 055, India
India

(5) Thay d6i each ghi dia chi co so san xuSt dugc chat theo ho so thay doi nho chi can thong bao, ma tiep nhan: 3012/TDTN ngay 15/08/2018
(6) Thay d6i ten va each ghi dia chi co so san xuat duoc chat theo ho so thay doi nho chi can thong bao, ma tiep nhan: 2421/TBTN ngay 13/07/2018
(7) Bo sung nha san xuat dugc chat theo cong van so 3856/QLD-BK ngay 29/03/2017 cua Cue Quan ly Dugc;
(8) Bo sung nha san xuat dugc chat theo cong van so 3857/QLD-DK ngay 29/03/2017 cua Cue Quan ly Dugc;

2


