BOYTE CONG HOA XA HOI CHU NGHITA VIET NAM
cuc QUAN LY DUQC Baoc 1ap - Ty do - Hanh phtc

S6: 55 "é/QLD-bK Ha Ndi, ngay 16 thang li nam 2019
V/v cong bd danh muc nguyén liéu
san xudt thudc theo ho so dang ky
thu6c da co gidy dang ky lwu hanh
tai Viét Nam duoc nhap khau khong
phai thuc hién cap phép nhap khau
(Bot 164 va Dot 164 tiép theo)

Kinh glri: Cac co s¢ dang ky, san xuat thubc trong nuéc.

Can ct Luat duoc s6 105/2016/QH13 ngay 06/4/2016;
Can c* Nghi dinh 54/2017/ND-CP ngay 08/5/2017;
Can ctr Nghi dinh 155/2018/NB-CP ngay 12/11/2018;
Cuc Quén ly Duoc théng bao:

Cong bd Danh muc nguyén liéu san xuat thudc theo ho so dang ky thudc da
c6 gidy dang ky lvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién cap
phép nhap khau theo danh muc dinh kém (Dot 164 va Dot 164 tiép theo).

Danh muc nguyén liéu lam thu6c dwoc cong bd néu trén dang tai trén trang
thong tin dién tl cia Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc thong bao dé cac cong ty san xudt biét va thwc hién.

Noi nhan: TUQ. CUC TRUONG
- Nhu trén;

- CT. Vii Tuan Cuong (dé bic);

- Tong Cuc Hai Quan (dé phéi hop);

- Website Cuc QLD;

-Luwu: VT, BKT(V).

Hung


http://www.dav.gov.vn

DANH MUC NGUYEN LIEU SAN XUAT THUOC THEO HO so BANG KY THUOC PA CO GIAY BDANG KY Luwu HANH TAI VIET NAM
PUQC NHAP KHAU KHONG PHAI THwC HIEN CAP PHEP NHAP KHAU (BQT 164 va Dot 164 tiép theo)
Binh kém coéng vin s6 551 E /QLD-BK ngay

STT

S0 gidy dang ky
lvu hanh thu6c

VD-31704-19

VD-31704-19

VD-31705-19

VD-31706-19

Hét hiéu luc gidy
dang ky luvu hanh
thudc

27/02/2024

27/02/2024

27/02/2024

27/02/2024

Tén nguyén liéu lam thudc
dwoc cong bo

Ampicillin sodium (sterile)

Ampicillin sodium (sterile)

Cefamandol nafate

Cefamandol nafate

Tiéu chuan

chét lugng

cla nguyén
liéu

EP 9.0+ TC
NSX

EP 9.0+ TC
NSX

EP 8.0

EP8.0

thang nam 2019.

Tén CO' s& s&n xuat nguyén liéu

Sterile India Pvt. Ltd.

Zhuhai United Laboratories Co., Ltd.

China uvnion Chempharma (Suzhou) Co., Ltd

China wnion Chempharma (Suzhou) Co., Ltd

Tén nuoc san
XUat nguyén
liéu

India

China

China

China



VD-31707-19

VD-31708-19

VD-31709-19

VD-31710-19

VD-31711-19

27/C2/2024

27/02/2024

27/02/2024

27/02/2024

27/02/2024

Cefamandol nafate

Cefoperazone sodium
(sterile)

Cefoperazone sodium
(sterile)

Cefoperazone sodium
(sterile)

Amoxicillin sodium and
Clavulanate potassium

EP8.0

USP 40

U'SP 40

U'SP 40

In house

China Union Chempharma (Suzhou) Co., Ltd

Nectar Lifesciences Limited

Nectar Lifesciences Limited

Nectar Liiesciences Limited

Zhuhai urited Laboratories Co., Ltd

China

India

India

India

China



10

11

12

13

14

VD-31712-19

VD-31712-19

VD-31712-19

VD-31713-19

VD-31713-19

27/02/2024

27/02/2024

27/02/2024

27/02/2024

27/02/2024

Cephalexin monohydrate
compacted

Cephalexin monohydrate
compacted

Cephalexin monohydrate
compacted

Cephalexin monohydrate
compacted

Cephalexin monohydrate
compacted

BP 2016

BP 2016

BP 2016

BP 2016

BP 2016

ACS DOBFAR S.P.A

DSM Sinochem Pharmaceuticals spain S.A.

DSM Sinochem Pharmaceuticals (Zibo) Co., Ltd

ACS DOBFAR S.P.A

DSM Sinochem Pharmaceuticals Spain S.A.

Italy

spain

China

Italy

spain



15

16

17

18

VD-31713-19

VD-31714-19

VD-31714-19

VD-31715-19

27/02/2024

27/02/2024

27/02/2024

27/02/2024

Cephalexin monohydrate
compacted

Amoxicillin trihydrate
powder

Potassium clavulanate with
Syloid (1:1)

Amoxicillin trihydrate
compacted

BP 2016

EP9.0

EP 8.0 hoac
EP 9.0

EP 9.0

DSM Sinochem Pharmaceuticals (Zibo) Co., Ltd

DSM Sinochen Pharmaceuticals India Private
Limited

Lek Phamaceuticals d.d

DSM Sinochem Pharmaceuticals India Private
Limited

China

India

Slovenia

India



19

20

21

22

VD-31715-19

VD-31716-19

VD-31716-19

VD-31717-19

27/02/2024

27/C2/2024

27/02/2024

27/02/2024

Potassium ciavulanate with  EP 8.0 hoac Lek Pharmaceuticals d.d.

avicel (1:1) EP9.0
§

Amoxicillin trihydrate EP 9.0 DSM Sinochern Pharmaceuticals India Private

compacted Limited
Potassium ciavulanate with EP8.0 LEK Pharmaceuticals d.d.

avicel(1:1)

Amoxicillin trihydrate EP9.0 Deretil S.A.
compacted

Slovenia

India

Slovenia

spain



23

24

25

26

VD-31717-19

VD-31717-19

VD-31718-19

VD-31718-19

27/C2/2024

27/C2/2024

27/02/2024

27/02/2024

Amoxicillin trihydrate EP 9.0
compacted

Potassium clavulanate with  EP 8.0 hoac

avicel (1:1) EP9.0
Amoxicillin trihydrate EP 9.0
powder
Potassium clavulanate with EP8.0
Syioid (1:1)

DSM Sinochem Pharmaceuticals India Private
Limited

LEK Pharmaceuticals d.d.

DSM Sinochem Pharmaceuticals India Private
Limited

Lek Pharmaceuticals

India

Slovenia

India

Slovenia



Ti

28

29

30

VD-31719-19

VD-31719-19

VD-31720-19

VD-31720-19

27/02/2024

27/02/2024

27/02/2024

27/02/2024

Amoxicillin trihydrate EP 9.0
compacted

Potassium clavulanate with  EP 8.0 hoac

avicel(1:1) EP 9.0

Amoxicillin trihydrate EP 9.0
compacted

Potassium clavulanate with EP 8.0
avicel (1:1)

PSM Sinochem Pharmaceuticals India Private
Limited

Lek Pharmaceuticals d.d.

DSM Sinochem Pharmaceuticals India Private
Limited

LEK Pharmaceuticals d.d.

India

Slovenia

India

Slovenia



31

32

33

34

VD-31721-19

VD-31722-19

VD-31723-19

VD-31724-19

27/02/2024

27/02/2024

27/92/2024

27/02/2024

Sultamicillin tosilate
dihydrate

Oxacillin sodium
monohydrate BP
(Compacted)

Oxacillin sodium
monohydrate BP
(Compacted)

Amoxicillin trihydrate
compacted

EP 9.0

BP 2017

BP 2017

EP 9.0

Aurobindo Pharma Limited

Penam Laboratories Ltd.

Penam Laboratories Ltd.

DSM Sinochem Pharmaceuticals India Private
Limited

India

India

India

Indiia



35

36

37

38

39

40

VD-31725-19

VD-31726-19

VD-31727-19

VD-31728-19

VD-32519-19

VD-32519-19

27/02/2024

27/02/2024

27/02/2024

27/02/2024

20/03/2024

20/03/2024

Amoxicillin trihydrate
powder

Calcium carbonate, light,
precipitated
Lansoprazole delayed-release
pellets 8.5% w/w

Paracetamol

Amoxicillin trihydrate
powder

Potassium clavulanate with
Syloid(l:l)

EP 9.0

EP8.0

In house

BP 2016

EP 9.0

EP8.0

DSM Sinochem Pharmaceuticals India Private
Limited

Dr.Paul Lohmann GmbH KG
Zen Biotech Pvt. Ltd.
Angiu Lu’an Pharmaceutical Co., Ltd.

DSM Sinochem Pharmaceuticals India Private
Limited

Lek Pharmaceuticals d.d

2

India

Germany
India
China

India

Slovenia



41

42

43

44

45

46

VD-32520-19

VD-32520-19

VD-32580-19

VD-32580-19

VD-32559-19

VD-32581-19

20/03/2024

20/03/2024

20/3/2024

20/3/2024

20/3/2024

20/3/2024

Amoxicillin trihydrate
powder

Potassium clavulanate with
Syloid (1:1)

Nystatin

Neomycin sulfate

Prednison

Clotrimazole

EP 9.0

EP 8.0

U'SP38

EP8.0

USP40

U'SP38

DSM Sinochem Pharmaceuticals India Private
Limited

Lek Pharmaceuticals d.d

VUAB Pharma a.s

Sichuan Long March Pharmaceutical Co.,Ltd

HENAN LIHUA PHARMACEUTICAL co., LTD

Changzhou Yabang Pharmaceutical, Co.., Ltd

India

Slovenia

Czech
Republic

China

China

China



47

48

49

50

51

52

93

54

55

VD-32582-19

VD-32582-19

VD-32583-19

VD-32583-19

VD-32576- 19

VD-32576- 19

VD-32576- 19

VD-32598-19

VD-32547-19

2C/3/2024

2C/3/2024

20/3/2024

20/3/2024

20/03/24

20/03/24

20/03/24

20/3/2024

20/3/2024

Neomycin suifate

Nystatin

Methocarbamol

Paracetamol

Sét fumarat

Acid folic

Vitamin B12

Rosuvastatin calci

Povidon iod 5% (KI/kI)

USP39

EP8

U'SP39

U'SP39

BP2016

USP38

USP38

TCCS

U'SP38

Sichuan Long March Pharmaceutical Co., Ltd

VUAB Pharma a.s.

i

Gennex Laboratories Limited

Angiu Lu’an Pharmaceutical Co.,Ltd

SALVI CHEMICALINDUSTRIES LTD

XINEA PHARMACEUTICAL CO.,LTD

NORTH CHINA PHARMACEUTICAL VICTOR

CO.,LTD

MSN Laboratories Pvt. Ltd

ISP (Singapore) Pte. Ltd

China

Czech

India

China

India

China

China

India

USA





