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V/v cac ho so de nghj danh gia co so- 
san xuat nude ngoai dap ung GMP 

can bo sung giai trinh (Dot 01)

CQNG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Tu* do - Hanh phuc

Ha Noi, ngay^o thdng j  0 nam 2018

Kinh gui:

Can cu’ Nghi dinh 54/2017/ND-CP ngay 08 thang 5 nam 2017 cua Chinh
r r \

phu quy dinh chi tiet mot so dieu va bien phap thi hanh Luat Dirge;
Cue Quan ly Dugc thong bao:
1. Cong bo Danh sach co so san xuat thuoc, nguyen lieu lam thuoc tai 

nuoc ngoai can bo sung, giai trinh viec dap ung Thirc hanh tot san xuat thuoc 
(Dot 01) dinh kem cong van nay.

2. Cac doanh nghiep can cu noi dung can bo sung, giai trinh tai Danh sach 
de gui cong van bo sung va giai trinh ve Cue Quan ly Dugc.

3. Danh sach dugc dang tai tren trang thong tin dien tu cua Cue Quan ly 
Dugc - Dia chi: http:// dav.gov.vn - Muc Dang ky thuoc.

Cue Quan ly Dugc thong bao de cac doanh nghiep biet va thuc hien./.

Noi nh(in:
-  Nhu' tren;
- Cue truong Vu Tuan Cu'dng (de b/c);
- Website Cue Quan ly Duoc; ^
- Luu: VT, CL.

CUC TRUONG 
TRUONG

yen Tat fiat

http://_dav.gov.vn




BO  Y  TE
CUC QUAN LY Dl/QC

CONG HOA XA HOI CHU NGHIA VIET NAM• • •

Doc lap - Tir do - Hanh phuc

Ha Noi, ngay 2 0 thangjonam  2018

DANH SACH c Ac  CO SO SAN XUAt  THUOC, NGUYEN LIEU l Am  THUOC TAI N U 6 c  NGOAl 
c An  BO SUNG, G lAl TRiNH VIEC DAP LrNG THUC HANH TOT SAN XUAt  - DOT 1

T f Co• so* s a n x u a t
: ■ ■

Oja ch i ccr so’ san 

x u a t
GCN N gay cap

:;A:
N gay h e t han C o-quan  cap

' .. .

D oanh  n gh ie p  d'e 

ngh j cong  bo
,|A. J V .A’ 1
N oi d u n g  can bo sung, g ia i t r in h

' . . . .  . : :

1
N ob ilus  Ent, 

Tom asz Kozluk

ul. Zegrzynska 

22A, 05 -110  

Jab lonna, Poland

G EF-IW - 

4 0 0 /0 167_
01_0 1 /0 4 /

186/15

12/02/2015 11/09/2018
M a in  P harm aceu tica l 

In spe c to ra te , Poland

Cong ty  CP th u o c  ung 

th ir  Benovas

Danh m uc san pham  san xu a t ta i nha 

m ay co bao gom  th u o c  chong  ung 

th ir ,  tu y  nh ien  GCN GM P ch ira  bao 

gom  pham  vi nay. Oe nghi g ia i tr in h

2

H aupt pharm a 

Am areg  G m bH - 

D ire

D o n au s ta u fe r 

S trabe  378, 

93055 

R egensburg, 

G e rm anv

DE_BY_05

_G M O _20

17_0024

14/02/2017 1 2 /0 7 /2 0 1 9 C Q T ham  quyen  Ourc
Cong ty  CP th u o c  ung 

th u 1 Benovas

Giay ch irng  nhan GM P chua d iro c  

HPHLS th e o  q uy  d in h . De nghi bo 

sung

3
Baxte r O nco logy 

Gm bH

KantstraBe 2, 

33790

H a lle /W e s tfa le n ,

G erm an

DE_NW _0 

2_G M P_2 

017_1001

2 3 /0 5 /2 0 1 7 1 8 /0 1 /2 0 2 0 C Q Tham  quyen  O irc
B axte r H ea lthca re  

(Asia) p te .L td

Danh m uc th u o c  da dang ky 

(Endoxan 200m g, 500m g (th u o c  b o t 

pha tie m ); H oloxan  ( th u o c  b o t pha 

t ie m ); tro n g  khi GCN GM P ch ira  ghi 

ro co pham  vi th u o c  bo t. De nghi gia i 

tr in h



4

CSSX: Fam ar 

A.V.E A lim os 

P lant 63, AG. 

D im itr io u  S tr 

CSXX:

P harm athen  SA

CSSX: Ag iou  

D im itr io u  63, 

A lim os A ttik i, 

17456, Greece 

CSXX:

D ervenak ion  6, 

Pallin i A tt ik i, 

15351 G reece

CSSX: 

7 0 0 0 2 /4 -8  

2017 

CSXX: 

ch ira  co

CSSX:

1 2 /9 /2 0 1 7

CSSX:

2 2 /6 /2 0 1 7 ; 

CSXX: ch ira  co

N ationa l 

O rgan iza tion  fo r  

M ed ic ines

CTTNHH DP V ie t 

Phap

De nghi bo sung:

+ G iay ch irng  nhan GM P cua Ca so’ 

xu a t x ird n g ;

+ Ho so  to n g  th e  nha m ay cua Ca sa 

xu a t x iro ’ng va ca  sd  san xua t

5 Q Pharm a AB

Agneslundsvagen

27,

M a lm o ,21215, 

Sweden

6.2.1-

2017-

061519

2 1 /0 6 /2 0 1 8 2 3 /1 1 /2 0 2 0
M ed ica l P roducts 

Agency - Sw eden

VPDD Ferring 

P harm aceu tica l Ltd.

Phu luc layout nha xudng khong 
phai bang tieng Anh, chua ro rang; 
(appendix 6.2 -6 .19 )

SMF khong co danh muc thiet bi san 
xuat, kiem nghiem. khong ghi ro kliu 
vu'c san xuat thuoc chua hormone la 
toa nha nao (chi ghi ro toa nha 
rieng).

6 Fam ar Ita lia  S.P.A

Via Z am b e le tti,25 - 

20021 Baranzate 

(M l), Ita ly

CSSX:
IT/265-

l/H/2016
CSDG:

CSSX:

3 1 /1 0 /2 0 1 6

CSSX:

0 6 /0 5 /2 0 1 9
A IFA -lta ly

CTTNHH D ira c  pham  

Lamda

Thieu GCN GM P cua CS dong  goi va 

SMF cua CSSX, CS dong  goi (do i vd i 

CSSX: cong ty  chi nop ho sa  m o ta 

qua tr in h  san xu a t va bao cao tham  

d in h  quy  tr in h  san xu a t cua san 

pham ). De nghi bo sung.

7
B ionext Pharm a 

Pvt., Ltd

P lo t No.C-373, 

T.T.C In du s tria l 

Area, Pawane, 

Navi M u m b a i 

400705, 

M aharash tra  , 

India

NEW-

W H O -

GM P-

CERT/KD/

5 2 5 2 6 /2 0

1 7 /1 1 /2 0

662

0 7 /1 1 /2 0 1 7 0 8 /9 /2 0 1 9 .
FDA M aharash tra , 

India

Cong ty  CPDP 

Genova

Chira co Bao cao kiem  tra  GMP cua 

d o t  k iem  tra  gan nha t;

Lay o u t cua to a n  nha m ay, cac khu 

vu c  san xua t, cac vung cap sach, 

chenh ap, kho bao quan va kiem  

ngh iem  ch ira  ro rang. De nghj bo 

sung.



8

N ovartis  Saglik, 

Gida Ve Tarim  

U ru n le ri San. Ve 

Tic. A.S.

Y eniseh ir 

M aha lles i Ih lara 

Vadisi Sokak No. 

2, Pendik, 

Is tanbu l, TR 

34912 , T urkey

UK GMP 

21635 

Insp GMP 

3 0 9 3 7 /3 4  

0421- 

0006

1 2 /6 /2 0 1 7 , 2 5 /1 /2 0 2 0 MHRA, UK
VPDD N ova rtis  

Pharm a Services AG

Chira co Bao cao kiem  tra  GM P cua 

d o t  k iem  tra  g'an nha t;

S a  d'o nha xu’o’ng qua nho, ch ira  th e  

h ien ro ro ch irc  nang cua t irn g  khu 

v irc  san xua t, d ircrng di chuyen  cua 

nhan v ien .

Chira co danh m uc cac th u o c  da 

dang k y / d ir  d in h  dang ky ta i V ie t 

Nam . De nghi bo sung.

9

M ilan

Labora to ries  

(Ind ia) Pvt. Ltd

P lo t Nos. 

2 5 ,36 ,63 ,64 ,65 ,6  

7 & 87  Jaw ahar Co- 

Op In du s tria l 

Estate Ltd, 

K am othe , Raigad 

410209  

M aharash tra  

S tate , India

NEW-
W H O -

G M P -

CERT/KD
/5 47 79 /2 0
17/11/193

43

2 3 /05 /2017 2 2 /0 5 /2 0 1 9
FDA M a h a rash tra , 

India

M ila n  Labo ra to ries  

(Ind ia) Pvt. Ltd

Chira co sa  do  to n g  th e  nha m ay va 

nha x iro ’ng.B ien ban kiem  tra  cua Ccr 

quan quan ly ch i co phan danh m uc 

cac to n  ta i, ch ira  co phan hanh ch inh  

va ke t luan. De nghi bo sung 

CSSX co 2 GCN G M P do An do  cap, 

cung so GCN va ngay cap n h irn g  

khac pham  vi. De nghi gia i tr in h .

10
G lenm ark

Pharm aceutica ls

L im ited

P lo t N o .2, Phase- 

11, Pharm a Zone 

Indo re  Special 

E conom ic Zone 

P ith am p u r, D ist, 

D har (M .P .), 

P incode 454  775, 

India

G C N  s6 
06/2012

16/02/2017 15/02/2019
FDA M adhya  

Pradesh, India

VPDD Cong ty  

G lenm ark  

P harm aceutica ls  

L im ited  ta i V ie t Nam

Thieu Bien ban kiem  tra  GM P g'an 

n ha t cua CQ quan ly

DON VI BE XUAT LANH BAO CUC PHE BUYET



V


