BO YTE CONG HOA XA HOl CHU NGHIA VIET NAM
CUC QUAN LY buocC Doc lap - Tu do - Hanh phuc

S&0l0tyO/QLD-DK Ha Noi, ngay®/j thang “Qnam 2018
VIV cong bo danh muc nguyen lieu
lam thuoc dugc nhap khau khong
phai thuc hien viec cap phep nhap
khau cua thuoc trong nuoc
da dugc cap SDK

Kinh gui: Cac ca sa dang ky, san xuat thuoc trong nuac.

Can cu Luat dugc so 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can cu ket qua tham dinh ho so thay doi, bo sung doi voi thuoc san xuat trong nuoc
da dugc cap so dang ky luu hanh;

Theo de nghi cua cong ty tai van thu so van thu so 584/CV-RVN de ngay
03/10/2018 cua Cong ty Roussel Viet Nam; van thu so 305/CTD de ngay 12/10/2018, van
thu so 298/CTD de ngay 04/10/2018 va van thu so 292/CTD de ngay 27/9/2018 cua Cong
ty co phan dugc pham Cuu Long; van thu de ngay 20/9/2018 cua Cong ty TNHH Reliv
Pharma; van thu so 1482/2018/CV-CPC1HN de ngay 24/8/2018 va van thu so
1595/2018/CV-CPC1HN db ngay 10/9/2018 cua Cong ty C6 pMn Dugc phdm CPC1 Ha
Noi; van thu so 32/MD-DK ngay 31/8/2018 cua Cong ty co phan dugc pham Minh Dan;
van thu so 1360/PMP de ngay 25/9/2018 cua Cong Ty Co Phan PYMEPHARCO; van thu
so 950/DK-DHT ngay 17/9/2018 cua Cong ty Co phan Dugc pham Ha Tay; van thu so
1453/CV-2018/SVP dh ngay 18/9/2018 cua Cong ty 'CPDP SaVi; van thu s6
307/2018/CV-STA dBngay 27/9/2018 va s6 322/2018/CV-STA tib ngay 09/10/2018 cua
Cong ty TNHH Lien Doanh STADA-VIET NAM; van thu s6 742/DHG-RA db ngay
11/10/2018 cua Cong ty co phan Dugc Hau Giang; van thu so 878/CV-DNP de ngay
11/10/2018 cua Cong ty co phan dugc Danapha;

Cue Quan ly Dugc thong bao:

Cong bo Danh muc nguyen lieu lam thuoc de san xuat thuoc theo ho so dang ky
thuoc da co giay dang ky luu hanh thuoc tai Viet Nam dugc nhap khau khong phai thuc
hien viec cap phep nhap khau theo danh muc dinh kem.

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.

Cue Quan ly Dugc thong bao de cac cong ty san xuat biet va thuc hien.

Noi nhcin: TRUONG

. Nhu-tren;
- CT. Vu Tuan Cuong (de blc); G DANG KY THUOC

- Tong Cue Hai Quan;
- Website Cue QLD;
- Luu: VT, DK (Chi).


http://www.dav.gov.vn

DANH MUC

NGUYEN LIEU LAM THUOC LA DUGC CHAT, TA DUGC, BAN THANH PHAm THUOC BE SAn XUAt THUOC THEO HO SO DANG KY THUOC.
DA CO GIAY DANG KY LUG HANH THUOC TAI VIET NAM DUGC NHAP KHAU KHONG PHAI THITC HIEN VIEC CAP PHEP NHAP KHAU
cua Cue Quan ly Duoc)

STT

Ten thuoc

Coltramyl 4mg

Nang Gelatin rong
size 3

ViroefEM

Piroxicam-BFS

Piroxicam-BFS

Phenhalal

Phenhalal

BFS-Hyoscin

BFS-Hyoscin

So giay dang ky
liru hanh thuoc

VD-22638-15

VD-23523-15

QLBB -548-16

VD-28883-18

VD-28883-18

VD-27484-17

VD-27484-17

VD-22024-14

VD-22024-14

(Dinh kem Cong van so: JljffidO

Ngay h<k hieu

lire cua giay
dang ky liru
hanh

26/05/2020

17/12/2020

24/09/2019

22/02/2023

22/02/2023

22/06/2022

22/06/2022

12/08/2019

12/08/2019

Ten co so san xuat
thuoc

Cong ty Roussel
Viet Nam

Cong ty c6 phan duoc
pham Ciru Long

Cong ty Co phan Dugc
pham Trung uong 2

Cong ty Co phan Dugc
pham CPC1 Ha Noi

Cong ty Co phan Dugc
pham CPC1 Ha Noi

Cong ty Cong phan
Dugc pham CPC 1 Ha
Noi

Cong ty Cong phan
Dugc pham CPC1 Ha
Noi
Cong ty Cong phan
Dugc pham CPC1 Ha
Noi
Cong ty Cong phan
Dugc pham CPC 1 Ha
Noi

/QLD-DK ngay

Ten nguyen lieu lam
thuoc

Thiocolchicoside

Gelatin

Tenofovir disoproxil
fumarate

Piroxicam

Piroxicam

Levocetirizine
(Levocetirizine
dihydrochloride)
Levocetirizine
(Levocetirizine
dihydrochloride)

Hyoscine butylbromide

Hyoscine butylbromide

1J.J.C.1tic.

TCCL cua
nguyen
lieu

EP 8.7
(Ph.Eur)

NSX

NSX

USP39

BP 2014

USP 38,
IP 2010,
NSX

USP 38,
NSX

BP 2016,
EP 8.0

EP 8.0

Ten co so san xudt
nguyen lieu

Indena S.P.A

Gelita Sweden AB

Hetero Labs Limited
(Unit- 1X)

Shandong Fangming
Pharmaceutical Group
Co., Ltd

Apex Healthcare Ltd.

Chempro Pharma Pvt.
Ltd

Hunan Jiudian
Pharmaceutical Co.,
Ltd

Alkaloids Pvt Ltd

Alchem International
Private Limited

Bia chi co so san xuat nguyen lieu

Tru so chinh: Viale Ortles 12, 20139

Milano, Italy; Nha may san xuat:
Via Don Minzoni 6, 20090 Settala,
Milano, Italy

Box 502, SE-264 23, Klippan,
Sweden

Plot No.2, Hetero Infranstructure
Ltd, -SEZ, N. Narasapuram Village,
Nakkapally Mandal, Viskhapatnam
District- 531081, Andhra Pradesh,

India.

Fangming part of Huanghe Road,
Dongming County, Shandong
Province, China
4710, G.1.D.C. Estate, Ankleshwar
City, Bharuch Dist, Gujarat State,
India

Plot No. J-76, M.I.D.C. Tarapur,
Boisar, Thane 401 506 Maharashtra
State, India

Hunan Liuyang Bio-Pharmaceutical
Park, China

25/3, Gundlapochampally, Ranga
Reddy District, Telangana -500100
INDIA.

25/2, Main Mathura road, Village
Kaili, Ballabgarh, District-
Faridabad, Haryana (India)

Ten nuac san
xuat nguyen

lieu

Italy

Sweden

India

China

India

India

China

India

India



10

11

12

13

14

15

18

19

20

21

22

23

24

BFS-Hyoscin

BFS-Hyoscin
40mg/ 2 ml

BFS-Hyoscin
40mg/ 2 ml

BFS-Hyoscin
40mg/ 2 ml

Amoxicilin
250mg/5ml

Midagentin
250/31,25

Pymetphage-500

Pymetphage_850

Trineulion

Trineuron

Phentinil

Caflaamtil

Diclofenac
Tablets

VD-22024-14

VD-26769-17

VD-26769-17

VD-26769-17

VD-18309-13

VD-22488-15

VD-30710-18

VD-30709-18

VD-20329-13

VD-24454-16

VD-22603-15

VD-20987-14

VD-23208-15

12/08/2019

22/06/2022

22/06/2022

22/06/2022

05/02/2019

26/05/2020

05/07/2023

05/07/2023

27/12/2018

23/03/2021

26/05/2020

12/06/2019

09/09/2020

Cong ty Cong phan
Duoc pham CPC1 Ha
Noi

Cong ty Cong phan
Duoc pham CPC1 Ha
Noi

Cong ty Cong phan
Duoc pham CPC1 Ha
Noi

Cong ty Cong phan
Duoc pham CPC1 Ha
Noi

Cong ty co phan duoc
pham Minh Dan

Cong ty co phan duoc
pham Minh Dan

Cong Ty Co Phan
PYMEPHARCO

Cong Ty Co Phdn
PYMEPHARCO

Cong Ty C6 Phan
PYMEPHARCO
Cong Ty Co Phan
PYMEPHARCO
Cong Ty Co Phan
PYMEPHARCO

Cong Ty Co Phan
PYMEPHARCO

Cong Ty Co Phan
PYMEPHARCO

Hyoscine butylbromide

Hyoscine butylbromide

Hyoscine butylbromide

Hyoscine butylbromide

Amoxicillin trihydrate

Amoxicillin trihydrate

Potassium clavulanate
with avicel (1:1)

Metformin
hydochloride

Metformin
hydochloride

Cyanocobalamine

Cyanocobalamine

Phenytoin

Diclofenac sodium

Diclofenac sodium

BP 2016,
EP 8.0

BP 2016,
EP 8.0

EP 8.0

BP 2016,
EP 8.0

BP 2015

BP 2015

EP 8.0

EP 7.0

EP 7.0

EP 8.0

USP 38

USP 32

EP 9.0

EP 9.0

Vital Laboratories Pvt.
Ltd.

Alkaloids Pvt Ltd

Alchem International
Private Limited

Vital Laboratories Pvt.

Ltd.

DSM Sinochem
Pharmaceuticals India
Pvt. Ltd

DSM Sinochem
Pharmaceuticals India
Pvt. Ltd

CKD Bio Corporation

Sinopharm Weiqida
Pharmaceutical Co.,
Ltd

Vistin Pharma AS

Vistin Pharma AS

Sanofi Chimie

Sanofi Chimie

Katwijk Chemie B.V.

Olon S.p.A.

Olon S.p.A.

Plot No. 1710 Phase-IIl, G.I.D.C
Estate, VAPI1-396 195, D ist-
VALSAD, Gujarat State, India

25/3, Gundlapochampally, Ranga
Reddy District, Telangana -500100
INDIA.

25/2, Main Mathura road, Village
Kaili, Ballabgarh, District-
Faridabad, Haryana (India)

Plot No. 1710 Phase-Ill, G.I.D.C
Estate, VAPI - 396 195, Dist -
VALSAD, Gujarat State, India

Bhai Mohan Singh Nagar, Toansa,
Distt. Naw anshahr, Punjab 144 533
India
Bhai Mohan Singh Nagar, Toansa,
Distt. Naw anshahr, Punjab 144 533
India
368, 3-ga, Chungjeong-ro,
Seodaeum - gu, Seoul, Korea
Economic & Technological
Development Zone, First Medical
Zone, Datong, Shanxi, China

Fikkjebakke, Stuttlidalen 4, NO-
3766 Sannidal

Fikkjebakke, Stuttlidalen 4, NO-
3766 Sannidal

Rue de Verdun BP80125, 76410
Saint-Aubin-les-Elbeuf

Rue de Verdun BP80125, 76410
Saint-Aubin-les-Elbeuf

Snijderstraat 6, 2222 BA Katwijk
Head office: Strada Rivoltana km.
6/7, 20090 Rodano (M)
Manufacturing plant: Via B. Cellini,
20, 20090 Segrate (M1)

Head office: Strada Rivoltana km.
6/7, 20090 Rodano (M)
Manufacturing plant: Via B. Cellini,
20, 20090 Segrate (M1)

India

India

India

India

India

India

Korea

China

Norway

Norway

France

France
The
Netherlands

Italy

Italy



Van phong: 2nd Floor, 3rd Block,
My Home Hub, Madhapur,
Hyderabad, India.

Cong ty co phan dugc Nha may: H.N0.6-5 & 6-11, Temple

Panalgan VD-30333-18 05/07/2023 Paracetamol USP 38 Granules India Limited India
pham Cuu Long Road, Bonthapally (V),
Gummadidala (M), Sangareddy
District-502 313, Telangana State,
India
Van phong: 2nd Floor, 3rd Block,
My Home Hub, Madhapur,
Hyderabad, India.
Cong ty co phan dugc N Nha may: H.N0.6-5 & 6-11, Temple .
Panalgan VD-30332-18 05/07/2023 gycop g Paracetamol USP 38 Granules India Limited Y P India
pham Cuu Long Road, Bonthapally (V),
Gummadidala (M), Sangareddy
District-502 313, Telangana State,
India
. No.1033, Mu Long Shan Road,
DSM Sinochem . .
Cong ty co phan dugc . . High & New Tech. Industrial .
Ceplorvpc 500 VD-29712-18 27/03/2023 Cefaclor monohydrat USP 34 Pharmaceuticals (Zibo) . China
pham Cuu Long Development Zone, Zibo Shandong,
Co.,Ltd .
China
500, Sinnae-ro, Geumwang-eup,
Cong ty co phan dugc .
Tritelets VD-26836-17 22/06/2022 h Ha T Triflusal EP 8.0 INIST ST Co,. Ltd Eumseong-gun, Chungcheongbuk- Korea
am Ha Ta
P y do, Republic of Korea
TOPFOND No. 1199 Jiaotong Road (West),
Kitaro VD-26251-17 06/02/2022 Cong ty CPDP SaVi Spiramycin EP 8.0 PHARMACEUTICAL Yicheng District, Zhumadian, Henan China
CO., LTD. Province
Congty TNHH Lien L
Albendazol Sequent Scientific B-32/G-2/G-3, MIDC, Mahad-402 .
VD-25032-16 15/07/2021 Doanh Albendazol USP 39 . . . India
STADA 400 mg Limited 309, Dist: Raigad
STADA-VIET NAM
Albendazol Stada Chi nhanh Cong ty Sequent Scientific  B-32/G-2/G-3, MIDC, Mahad-402 _
VD-26554-17 06/02/2022 TNHH Lien Doanh Albendazol USP 39 . . ) India
200 mg . Limited 309, Dist: Raigad
Stada-Viet Nam
B dy SAS (Isaltis) 12, route de Tours - 18100 France
i emar A saltis
Magne-B6 Chi nhanh cong ty y THENIOUX
STADA VD-23355-15 09/09/2020 TNHH Lien Doanh Magnesium lactate EP 9.0

STADA-VIET NAM
Dr. Paul Lohmann

Hauptstrasse 2, D-31860 Emmerthal Germany
GmbH KG

Chi nhanh cong t . .
Acetylcystein . gy . F.1.S Fabbrica Italiana  Via Dovaro, snc - 36045 Lonigo -
VD-22667-15 26/05/2020 TNHH Lien Doanh Acetylcysteine EP 7.0 ) o ) Italy
STADA 200 mg Sintetici S.p.A Vicenza
STADA-VIET NAM
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NAC 200 eff

NAC-STADA
200

Stacytine 200

Stacytine 600

Thioridazin 50 mg

Famotidin 40
Amlodipine 5 mg
tablet
Amlodipine 10

mg tablet

Rabestad 10

Rabestad 20

Simethicon
STADA

Spirastad 3 M.1.U

Tadalafil STADA
5 mg

VD-22674-15

VD-23357-15

VD-20374-13

VD-23979-15

VD-18681-13

VD-22367-15

VD-30106-18

VD-30105-18

VD-23991-15

VD-20543-14

VD-25986-16

VD-30838-18

VD-24571-16

26/05/2020

09/09/2020

27/12/2018

17/12/2020

01/04/2019

09/02/2020

27/03/2023

27/03/2023

17/12/2020

04/03/2019

15/11/2021

05/07/2023

23/03/2021

Chi nhanh Cong ty
TNHH Lien Doanh
STADA-VIET NAM
Cong ty TNHH Lien
Doanh STADA-VIET
NAM

Chi nhanh cong ty
TNHH Lien Doanh
STADA-VIET NAM
Chi nhanh cong ty
TNHH Lien Doanh
STADA-VIET NAM

Cong ty co phan dugc
Danapha

Cong ty CP Dugc Hau
Giang- Chi nhanh nha
may dugc pham DHG
tai Hau Giang
Chi nhanh Cong ty
TNHH Lien Doanh
STADA-VIET NAM
Chi nhanh Cong ty
TNHH Lien Doanh
STADA-VIET NAM

Cong ty TNHH Lien
Doanh
STADA-VIET NAM

Chi nhanh cong ty
TNHH
Lien Doanh STADA-
VIET NAM
Chi nhanh Cong ty
TNHH
Lien Doanh STADA-
VIET NAM
Cong ty TNHH Lien
Doanh
STADA-VIET NAM
Chi nhanh cong ty
TNHH
Lien Doanh STADA-
VIET NAM

Acetylcysteine

Acetylcysteine

Acetylcysteine

Acetylcysteine

Thioridazin hydroclorid

Famotidin

Amlodipine besilate

Amlodipine besilate

Rabeprazole sodium

Rabeprazole sodium

Simethicone 30% (Dow
Coming (R) Q7-2587,
30% Simethicone
Emulsion USP)

Spiramycin

Tadalafil

EP 7.0

EP 7.0

EP 8.0

EP 7.0

USP 32

USP 37

EP 8.7

EP 8.7

In-house

In-house

USP 37

EP 8.0

EP 7.4

F.I.S Fabbrica Italiana
Sintetici S.p.A

F.1.S Fabbrica ltaliana
Sintetici S.p.A

F.1.S Fabbrica Italiana
Sintetici S.p.A

F.I.S Fabbrica lItaliana
Sintetici S.p.A

Disman Carbogen
Amcis Ltd

SMS Lifesciences India

Limited

Cipla Limited

Cipla Limited

Lee pharma Limited

Lee Pharma Limited

Dow Corning
Corporation

Topfond
Pharmaceutical Co.,
Ltd.

MSN Organics Pvt.
Ltd.

Via Dovaro, snc - 36045 Lonigo -
Vicenza

Via Dovaro, snc - 36045 Lonigo -
Vicenza

Via Dovaro, snc - 36045 Lonigo -
Vicenza

Via Dovaro, snc - 36045 Lonigo -
Vicenza

Survey No0.47, Paiki Sub Plot No.l,
Village Lodariyal, Taluka Sanand,
Ahmedabad, Gujarat, India

Unit-1, Sy No. 180/2, Kazipalli (V),
Jinnaram (M), Sangareddy District,
Telangana-502319, India

Virgonagar, Old Madras Road,
Bangalore-560049

Virgonagar, Old Madras Road,
Bangalore-560049

Survey No. 10/G -1 ,
Gaddapotharam (Village), Jinnaram
(Mandal), Sangareddy (Dist.), Pin
code: 502319, Telangana
Survey No. 10/G -1 ,
Gaddapotharam (Village), Jinnaram
(Mandal), Sangareddy (Dist.), Pin
code: 502319, Telangana.

Healthcare Ind. Materials Site
1635 N. Gleaner Road
Hemlock M1 48626

No. 1199, Jiaotong Road (West),
Yicheng District, Zhumadian, Henan
Province, China. 463000

Sy. No. 224/A, Bibinagar (Village),
Bibinagar (Mandal), Yadadri
Bhuvanagiri (District), Telangana

Italy

Italy

Italy

Italy

India

India

India

India

India

India

USA

China

India



Tadalafil STADA
10 mg

Tadalafil STADA

48

20 mg
49 Bicimax
50 Kidviton
51 Rabestad 20

VD-21118-14

VD-21119-14

VD-26558-17

VD-22006-14

VD-20543-14

12/06/2019

12/06/2019

06/02/2022

08/12/2019

04/03/2019

Chi nhanh cong ty
TNHH
Lien Doanh STADA-
VIET NAM

Cong ty TNHH Lien
Doanh
STADA-VIET NAM

Chi nhanh cong ty
TNHH Lien Doanh
STADA-VIET NAM

Chi nhanh cong ty
TNHH Lien Doanh
STADA-VIET NAM

Chi nhanh cong ty
TNHH Lien Doanh
STADA-VIET NAM

Tadalafil

Tadalafil

Vitamin Bl
(Thiamine mononitrate)

Vitamin B3
(Nicotinamide)

Magnesium hydroxide

Vitamin D3
(Cholecalciferol)

Vitamin E
(Alpha tocopheryl
acetat)

Nicotinamide

Rabeprazole sodium

In-house

In-house

BP 2015

EP 8.6

USP 39

EP 8.0

EP 8.0

EP 8.6

NSX

MSN Laboratories
Private Ltd.

MSN Laboratories
Private Ltd.

Jiangxin Tianxin
Pharmaceutical Co.,
Ltd.

Lonza Guangzhou
Nansha Ltd.

Nikita Pharmaceutical
Specialities Pvt. Ltd.

Meek KgaA

BASF South East Asia

Pte Ltd.

Amsal chem

Lee Pharma Limited

Sy. No. 224/A, Bibinagar (Village),
Bibinagar (Mandal), Yadadri
Bhuvanagiri (District), Telangana

Sy. No. 224/A, Bibinagar (Village),
Bibinagar (Mandal), Yadadri
Bhuvanagiri (District), Telangana

Le’anjiang Industrial Zone, Leping,
Jiangxi, 333300

68, Huangge Dadaobei, Nansha
District Guangzhou 511455
People’s Republic of China.

Block No.03, Plot No. 1296, Ward

No0.03, Mouza —Waddhamana,

TAH. Hingna Amravati Road,

NAGPUR-440023, Dist-NAGPUR

Padge Road, Beeston NG9 2JR
Nottingham

Carl - Bosch- Str.38
67056 Ludwigshafen

A-l, 401, 402 G.I.D.C. Ankleshwar

10/G-l, Gaddapotharam Village,
Jinnaram Mandal, Medak Dist, Pin
code: 502319, Andhra Pradesh.

India

India

China

China

India

UK

Germary

India

India



