
B 0 Y TE C0NG HOA XA H 0I CHU NGHI A VIET NAM
CUC QUAN LY DUOC Doc lap - Tu do - Hanh phuc

S&olOtyO/QLD-DK Ha Noi, ngay^/j thang ^Qnam 2018
V/v 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

r r

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 d<B ngay 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:
-  Nhu- tren;
- CT. Vu Tuan Cuong (de b/c);
- Tong Cue Hai Quan;
- Website Cue QLD;
- Luu: VT, DK (Chi).

TRUONG
G DANG KY THUOC

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 GlAY DANG KY LUG HANH THUOC TAI VIET NAM DUGC NHAP KHAU KHONG PHAl THlTC HIEN VIEC CAP PHEP NHAP KHAU
(Dinh kcm Cong van so: JljffidO ..... /QLD-DK ngay iJ.J.C.1 tic . cua Cue Quan ly Duoc)

ST T T en  thuoc
So giay  dang  ky 
liru hanh thuoc

N gay h<k hieu 
lire cua giay 
dang  ky liru 

hanh

T en co  so  san xuat 
thuoc

T en nguyen lieu lam 
thuoc

T C C L  cua 
nguyen 

lieu

T en  co  so  san xudt 
nguyen lieu

B ia  chi co  so  san xuat nguyen lieu
T en n u a c  san 
xuat nguyen 

lieu

1 C oltram yl 4m g V D -22638-15 26/05 /2020
C ong ty R oussel 

V ie t N am
T hioco lch icoside

E P  8.7 
(Ph .E ur)

Indena S .P .A

T ru so  chinh: V iale O rtles 12, 20139  
M ilano, Italy; N ha  m ay san xuat: 

V ia D on M inzoni 6, 20090  Settala, 
M ilano, Italy

Italy

2
N ang  G ela tin  rong 

size 3
V D -23523-15 17/12/2020

C ong  ty  c6  phan d u o c  
pham  Ciru L ong

G elatin N SX
G elita  Sw eden AB B ox 502, SE -264  23 , K lippan, 

Sw eden
Sw eden

3 V iro e f  EM Q L B B  -548-16 24/09 /2019
C ong ty Co phan D u g c  

pham  T rung  uo n g  2
T enofov ir d isoproxil 

fum arate
N S X

H etero  Labs L im ited  
(U nit- IX )

P lo t N o .2 , H etero  In franstructure  
L td, -SEZ, N . N arasapu ram  V illage, 
N akkapally  M andal, V iskhapatnam  
D istric t- 531081, A ndhra  P radesh, 

India.

India

4 P irox icam -B FS V D -28883-18 22/02 /2023
C ong ty  C o phan  D u g c  

pham  CPC1 H a N oi
P iroxicam U S P 3 9

S handong  Fangm ing 
P harm aceutica l G roup 

C o., Ltd

Fangm ing part o f  H uanghe R oad, 
D ongm ing C ounty , Shandong  

P rov ince, C hina
C hina

5 P irox icam -B FS V D -28883-18 22/02 /2023
C ong  ty  C o phan D ugc 

pham  CPC1 H a N oi
P iroxicam B P 2014 A pex  H ealthcare  Ltd.

4710 , G .I.D .C . E state, A nkleshw ar 
City, B haruch  D ist, G u jara t S tate, 

India
India

6 Phenhalal V D -27484-17 22 /06 /2022
C ong ty  C ong  phan 

D u g c  pham  C PC  1 H a 
N oi

L evocetiriz ine
(L evocetiriz ine

d ihydroch lo ride)

U SP  38, 
IP 2010, 

N SX

C hem pro  Pharm a Pvt. 
L td

P lo t N o. J-76 , M .I.D .C . T arapur, 
B oisar, T hane 401 506 M aharash tra 

State, Ind ia
India

7 Phenhalal V D -27484-17 22 /06 /2022
C ong  ty  C ong phan 

D ugc  pham  CPC1 H a 
N oi

L evocetiriz ine
(L evocetiriz ine

d ihydroch lo ride)

U SP  38, 
N SX

H unan Jiud ian  
Pharm aceu tica l Co., 

L td

H unan L iuyang B io -P harm aceu tica l 
Park, C hina

C hina

8 B FS-H yoscin V D -22024-14 12/08/2019
C ong  ty C ong phan 

D ugc  pham  CPC1 H a 
N oi

H yoscine bu ty lbrom ide
B P  2016, 

EP 8.0
A lkalo ids Pvt L td

25/3 , G und lapocham pally , R anga 
R eddy D istrict, T elangana -500100 

IN D IA .
India

9 B FS-H yoscin V D -22024-14 12/08/2019
C ong  ty C ong phan 

D u g c  pham  C PC  1 H a 
N oi

H yoscine bu ty lbrom ide EP 8.0
A lchem  In ternational 

P rivate  L im ited

25/2 , M ain  M athura road , V illage 
K aili, B a llabgarh , D istric t- 
Faridabad , H aryana (India)

India



10 B FS-H yoscin V D -22024-14 12/08/2019

C ong ty  C ong phan 

D uoc pham  CPC1 H a 
N oi

H yoscine bu ty lb rom ide
B P 2016 , 

EP 8.0
V ital L aboratories Pvt. 

Ltd.

P lo t N o. 1710 P hase-III, G .I.D .C  
E state, V A P I - 3 9 6  195, D i s t -  
V A L SA D , G u jara t S tate, India

India

11
B FS-H yoscin  
40m g/ 2 ml

V D -26769-17 22 /06 /2022
C ong ty  C ong phan 

D uoc  pham  CPC1 H a 
N oi

H yoscine bu ty lb rom ide
BP 2016 , 

EP 8.0
A lkalo ids Pvt Ltd

25/3 , G undlapocham pally , R anga 
R eddy D istric t, T elangana -500100 

IN D IA .
India

12
B FS-H yoscin  
40m g/ 2 ml

V D -26769-17 22 /06 /2022
C ong  ty  C ong phan 

D uoc pham  CPC1 H a 
N oi

H yoscine bu ty lb rom ide EP 8.0
A lchem  International 

P rivate L im ited

25/2 , M ain M athura road , V illage 
K aili, B allabgarh , D istric t- 
F aridabad , H aryana (India)

India

13
B FS-H yoscin  
40m g/ 2 ml

V D -26769-17 22 /06 /2022
C ong ty C ong phan 

D u o c  pham  CPC1 H a 
N oi

H yoscine bu ty lb rom ide
B P 2016 , 

EP 8.0
V ital L aborato ries Pvt. 

Ltd.

P lo t N o. 1710 P hase-III, G .I.D .C  
E state, V A PI -  396 195, D ist -  
V A L SA D , G ujara t S tate, India

India

14
A m oxicilin
250m g/5m l

V D -18309-13 05/02 /2019
C ong  ty co phan duoc 

pham  M inh D an
A m oxic illin  trihydra te B P 2015

D SM  S inochem  
P harm aceutica ls Ind ia  

Pvt. Ltd

B hai M ohan  S ingh N agar, T oansa, 
D istt. N aw  anshahr, P unjab  144 533 

India
India

15
M idagentin
250/31 ,25

V D -22488-15 26 /05 /2020
C ong  ty  co  phan duoc 

pham  M inh D an

A m oxic illin  trihydrate B P  2015
D SM  Sinochem  

P harm aceutica ls India 
Pvt. L td

B hai M ohan  S ingh N agar, T oansa, 
D istt. N aw  anshahr, P unjab  144 533 

India
India

P otassium  clavu lanate  
w ith avicel (1 :1)

EP 8.0

C K D  B io C orporation
368 , 3-ga, C hungjeong-ro , 

Seodaeum  -  gu, Seoul, K orea
K orea

S inopharm  W eiq ida 
P harm aceutical Co., 

Ltd

E conom ic &  T echno log ical 
D eve lopm ent Z one, F irst M edical 

Z one, D atong, Shanxi, C hina
C hina

18 P ym etphage-500 V D -30710-18 05/07 /2023 C ong T y C o Phan 
P Y M E P H A R C O

M etform in
hydoch lo ride E P  7.0 V istin  P harm a A S

F ikk jebakke, S tu ttlidalen  4, N O - 
3766  Sannidal N orw ay

19
Pym etphage_850 V D -30709-18 05/07 /2023

C ong  T y C o Phdn 
P Y M E P H A R C O

M etform in
hydoch lo ride E P  7.0 V istin  Pharm a AS

F ikk jebakke, S tu ttlidalen  4, N O - 
3766 Sannidal N orw ay

20 T rineu lion V D -20329-13 27 /12 /2018 C ong T y C 6 Phan 
P Y M E P H A R C O C yanocobalam ine E P 8.0 Sanofi C him ie

R ue de V erdun  B P 80125 , 76410 
S ain t-A ub in -les-E lbeu f F rance

21 T rineuron V D -24454-16 23/03/2021
C ong T y  C o Phan 
P Y M E P H A R C O C yanocobalam ine U SP  38 Sanofi C him ie

R ue de V erdun  B P80125 , 76410 
S ain t-A ub in -les-E lbeu f F rance

22 Phentin il V D -22603-15 26 /05 /2020
C ong T y C o Phan 
P Y M E P H A R C O Phenytoin U SP  32 K atw ijk  C hem ie B .V . S n ijderstraa t 6, 2222  B A  K atw ijk

T he
N etherlands

23 C aflaam til V D -20987-14 12/06/2019 C ong T y C o Phan 
P Y M E P H A R C O D iclofenac sodium EP 9.0 O lon S.p.A .

H ead  office: S trada R ivo ltana km.
6 /7 , 20090  R odano (M I) 

M anufactu ring  p lant: V ia B. C ellini, 
20 , 20090  S egrate (M I) Italy

24
D iclofenac

T ab lets
V D -23208-15 09/09 /2020 C ong T y C o Phan 

PY M E PH A R C O D iclofenac sodium E P 9.0 O lon S.p.A .

H ead office: S trada R ivoltana km.
6 /7 , 20090  R odano (M I) 

M anufactu ring  plant: V ia B. C ellini, 
20, 20090  Segrate (M I) Italy



25 Panalgan V D -30333-18 05/07 /2023
C ong ty co phan d ugc 

pham  C uu  L ong
Paracetam ol U SP 38 G ranules Ind ia  L im ited

V an phong: 2nd F loor, 3rd  B lock, 
M y H om e H ub, M adhapur, 

H yderabad , India.
N ha may: H .N o.6-5  &  6-11, T em ple 

R oad, B onthapally  (V ), 
G um m adidala  (M ), Sangareddy 

D istric t-502  313, T elangana State, 
India

India

26 Panalgan V D -30332-18 05/07 /2023
C ong ty  co phan  d ugc 

pham  C uu  L ong
P aracetam ol U SP 38 G ranules Ind ia  L im ited

V an phong: 2nd  F loor, 3 rd  B lock, 
M y H om e H ub, M adhapur, 

H yderabad , India.
N h a  may: H .N o.6-5  &  6-11, T em ple 

R oad, B on thapally  (V ), 
G um m adidala  (M ), S angareddy 

D istric t-502  313, T elangana State, 
India

India

27 C eplorvpc 500 V D -29712-18 27/03 /2023
C ong ty  co phan  d ugc 

pham  C uu  L ong
C efaclo r m onohydrat U SP 34

D SM  Sinochem  
Pharm aceu tica ls (Z ibo) 

C o .,L td

N o. 1033, M u L ong Shan R oad, 
H igh & N ew  T ech. Industrial 

D evelopm ent Z one, Z ibo  Shandong, 
C hina

C hina

28 T ritelets V D -26836-17 22 /06 /2022
C ong ty co  phan d ugc 

pham  H a T ay
T riflusal E P  8.0 IN IST  ST  C o,. L td

500, S innae-ro , G eum w ang-eup, 
E um seong-gun , C hungcheongbuk- 

do, R epublic o f  K orea
K orea

29 K itaro V D -26251-17 06 /02 /2022 C ong ty C P D P  SaV i Spiram ycin E P  8.0
T O P F O N D  

P H A R M A C E U T IC A L  
C O ., LT D .

N o. 1199 J iao tong  R oad (W est), 
Y icheng  D istric t, Z hum adian , H enan 

P rovince
C hina

30
A lbendazol 

STA D A  400 m g
V D -25032-16 15/07/2021

C ong ty  T N H H  Lien 
D oanh

S T A D A -V IE T  N A M
A lbendazo l U SP 39

S equent S cien tific 
L im ited

B -32 /G -2 /G -3 , M ID C , M ahad-402 
309, D ist: R aigad

India

31
A lbendazol S tada 

200  m g
V D -26554-17 06 /02 /2022

C hi nhanh C ong  ty 
T N H H  L ien D oanh 

S tada-V iet N am
A lbendazol U SP 39

Sequen t S cien tific 
L im ited

B -32 /G -2 /G -3 , M ID C , M ahad-402  
309, D ist: R aigad

India

32
M agne-B 6

STA D A
V D -23355-15 09 /09 /2020

C hi nhanh cong  ty 
T N H H  L ien D oanh 

ST A D A -V IE T  N A M
M agnesium  lactate E P  9.0

B em ardy  S .A .S  (Isa ltis)
12, rou te  de T ours - 18100 

T H E N IO U X
France

D r. Paul L ohm ann 
G m bH  K G

H auptstrasse  2 , D -3 1860 E m m erthal G erm any

33
A cety lcystein  

STA D A  200  m g
V D -22667-15 26 /05 /2020

C hi nhanh cong  ty 
T N H H  Lien D oanh 

ST A D A -V IE T  N A M
A cety lcysteine EP 7.0

F .I.S  F abbrica  Italiana 
S intetici S .p.A

V ia  D ovaro , snc - 36045 L onigo - 
V icenza

Italy



34 N A C  200 e ff V D -22674-15 26/05 /2020
C hi nhanh C ong ty 
T N H H  Lien D oanh 

S T A D A -V IE T  N A M
A cety lcysteine EP 7.0

F .I.S  F abbrica Italiana 
S intetici S .p.A

V ia D ovaro , snc - 36045 L onigo - 
V icenza

Italy

35
N A C -ST A D A

200
V D -23357-15 09/09 /2020

C ong  ty T N H H  Lien 
D oanh S T A D A -V IE T  

N A M
A cety lcysteine EP 7.0

F .I.S  F abbrica Italiana 
S intetici S .p.A

V ia D ovaro , snc - 36045 L onigo  - 
V icenza

Italy

36 S tacytine 200 V D -20374-13 27/12 /2018
Chi nhanh cong  ty 

T N H H  Lien D oanh 
S T A D A -V IE T  N A M

A cety lcysteine EP 8.0
F .I.S  F abbrica Italiana 

S intetici S .p.A
V ia D ovaro , snc - 36045 L onigo  - 

V icenza
Italy

37 Stacytine 600 V D -23979-15 17/12/2020
C hi nhanh cong  ty 

T N H H  Lien D oanh 
S T A D A -V IE T  N A M

A cety lcysteine E P  7.0
F .I.S  F abbrica Italiana 

S intetici S .p.A
V ia D ovaro , snc - 36045 L onigo - 

V icenza
Italy

38 T hio ridaz in  50 m g V D -18681-13 01/04 /2019
C ong ty  co phan  dugc 

D anapha
T hio ridaz in  hydroclorid U SP  32

D ism an C arbogen  
A m cis L td

Survey N o .47 , Paiki Sub P lo t N o .l ,  
V illage L odariyal, T aluka  Sanand, 

A hm edabad , G ujara t, India
India

39 F am otid in  40 V D -22367-15 09 /02/2020

C ong  ty  C P  D u g c  H au 
G iang- C hi nhanh nha 
m ay d u g c  pham  D H G  

tai H au G iang

Fam otid in U SP  37
SM S L ifesc iences Ind ia  

L im ited

U nit-I, Sy N o. 180/2, K azipalli (V ), 
Jinnaram  (M ), S angareddy  D istric t, 

T elangana-502319 , Ind ia
India

40
A m lod ip ine 5 m g 

tab le t
V D -30106-18 27 /03/2023

Chi nhanh  C ong  ty  
T N H H  L ien D oanh 

S T A D A -V IE T  N A M
A m lodip ine besila te E P  8.7 C ip la  L im ited

V irgonagar, O ld  M adras R oad, 
B angalo re-560049

India

41
A m lodip ine 10 

m g tab le t
V D -30105-18 27/03 /2023

Chi nhanh C ong  ty 
T N H H  Lien D oanh 

S T A D A -V IE T  N A M
A m lodip ine besila te E P  8.7 C ip la  L im ited

V irgonagar, O ld  M adras R oad, 
B angalo re-560049

India

42 R abestad  10 V D -23991-15 17/12/2020
C ong  ty T N H H  Lien 

D oanh
S T A D A -V IE T  N A M

R abeprazo le  sodium In-house Lee pharm a L im ited

Survey N o . 1 0 /G - l  , 
G addapo tharam  (V illage), Jinnaram  
(M andal), S angareddy  (D ist.), P in 

code: 502319 , T elangana

India

43 R abestad  20 V D -20543-14 04/03 /2019

Chi nhanh  cong ty 
T N H H

L ien D oanh  STA D A - 
V IE T  N A M

R abeprazo le  sodium In-house Lee P harm a L im ited

Survey N o. 1 0 /G - l  , 
G addapo tharam  (V illage), Jinnaram  

(M andal), S angareddy  (D ist.), P in 
code: 502319 , T elangana.

India

44
Sim eth icon

STA D A
V D -25986-16 15/11/2021

C hi nhanh C ong ty 
T N H H

L ien D oanh STA D A - 
V IE T  N A M

S im eth icone 30%  (D ow  
C om ing  (R ) Q 7-2587 , 

30%  S im ethicone 
E m ulsion  U SP)

U SP  37
D ow  C orn ing  
C orpora tion

H ealthcare  Ind. M ateria ls  Site 
1635 N . G leaner R oad 

H em lock  M I 48626
U SA

45 S pirastad  3 M .I.U V D -30838-18 05/07 /2023
C ong  ty T N H H  Lien 

D oanh
S T A D A -V IE T  N A M

Spiram ycin E P  8.0
T opfond

P harm aceutica l Co., 
Ltd.

N o. 1199, J iao tong  R oad  (W est), 
Y icheng  D istric t, Z hum adian , H enan 

P rov ince, C hina. 463000
C hina

46
T adalafil STA D A  

5 m g
V D -24571-16 23/03/2021

Chi nhanh cong  ty 
T N H H

Lien D oanh STA D A - 
V IE T  N A M

T adalafil EP 7.4
M SN  O rganics Pvt. 

Ltd.

Sy. N o. 224/A , B ib inagar (V illage), 
B ib inagar (M andal), Y adadri 

B huvanagiri (D istric t), T elangana
India



47
T adalafil STA D A  

10 m g
V D -2 1 118-14 12/06/2019

Chi nhanh cong  ty 

T N H H
Lien D oanh STA D A - 

V IE T  N A M

T adalafil In-house
M SN  L aboratories 

P rivate Ltd.

Sy. N o. 224 /A , B ib inagar (V illage), 
B ib inagar (M andal), Y adadri 

B huvanagiri (D istric t), T elangana
India

48
T adalafil STA D A  

20 m g
V D -2 1 119-14 12/06/2019

C ong ty T N H H  Lien 
D oanh

ST A D A -V IE T  N A M
T adalafil In-house

M SN  L aboratories 
P rivate L td.

Sy. N o. 224/A , B ib inagar (V illage), 
B ib inagar (M andal), Y adadri 

B huvanagiri (D istric t), T elangana
India

49 B icim ax V D -26558-17 06 /02 /2022
C hi nhanh cong  ty 

T N H H  L ien D oanh 
ST A D A -V IE T  N A M

V itam in B1
(T hiam ine m onon itra te)

B P 2015
Jiangx in  T ianxin  

P harm aceutica l Co., 
Ltd.

L e ’an jiang  Industrial Z one, L eping, 
Jiangx i, 333300

C hina

V itam in B3 
(N ico tinam ide)

E P  8.6
L onza G uangzhou  

N ansha Ltd.

68, H uangge D adaobei, N ansha  
D istric t G uangzhou  511455 
P eo p le ’s R epublic  o f  China.

C hina

M agnesium  hydrox ide U SP  39
N ik ita  Pharm aceutica l 
S pecialities Pvt. Ltd.

B lock  N o .03 , P lo t N o. 1296, W ard 
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