
PHU LUC 1: DANH SACH HO SO DE NGHI CONG BO CO SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP
KHONG DAT YEU CAU

Dot 63
( Theo cong van so 2578/QLD-CL ngay 06/03/2019 cua Cue Quan ly Duox)
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1 Idol Ilac D olum  
S an a y i ve  T ica re t 
A .S

D avu tp asa  Cad. 
C e b e a lib e y  sok. N o:20  
T o p k a p i-Ze y tin b u rn u , 
Istan b u l, T u rk e y

T R /G M P /2 0
18/183

17
/0

8/
20

18 T u rk ish  M ed ic in es and 
M ed ica l D e vices A g e n cy  
(TM M D A )

C o n g  ty  CP 
D u o c  pham  
M inh Ky

G iay CN G M P  d u o c  cap tren  c a  s a  d a n h  gia n ga y 0 7 /0 2 /2 0 1 7 . Ta i th d i d iem  nay, C a  
q uan q uan ly D u o c  T u rk e y  c h u a  d u o c  ch ap  nhan la th an h  v ien  cua P IC/S.

2 O rio n
C o rp o ra tio n  
(h o a c  O rio n  Oyj 
h o a c O rion  
p h a rm a )

Jo e n su u n k a tu  7, Sa lo , FI- 
24100 , F in la n d

22 5 6 /0 6 .0 8 .
0 0 .0 4 /2 0 1 8

27
/0

3/
20

18

F inn ish  M ed ic in es 
A ge n cy , In sp e cto ra te

V P D D  N o vartis  
P h arm a  S e rv ice s  
A G

G iay c h u n g  nhan chi bao gom  cac hoat d o n g  bao q uan va d o n g  go i t h u  cap. K h o n g  
dat

3 Lupin  Lim ited U nit 1, 198-202  N ew  Ind. 
A re a  N o.2, D ist R aisen, 
M an d id e e p , 4 6 2 0 4 6 , India

Lupin  L im ited Ta i lieu nop kem  ho s a  la 1 tra n g  tro n g  bao cao th an h  tra cua U S-FD A , kh o n g  phai la 
G iay  c h u n g  nhan G M P  h o a c CPP. K h o n g  d a p  u n g  q u y d inh  ve  tai lieu d e  co n g  bo.

4 B C W O R LD  
PH A R M  CO ., LTD

872-23 , Y e o ju n a m -ro , 
G a n am -e u p , Ye o ju -s i, 
G ye o n g g i-d o , Korea

2 0 1 8 -D 1 -
2629
2 0 1 5 -D 1 -
3440 14

/1
1/

20
18 G ye o n g in  Regional 

C o m m issio n e r Food and 
D ru g A d m in istra tio n , 
Korea

P h a rm a u n ity  
Co., Ltd

G iay c h u n g  nhan cho c a  s a  B C W orld  nop kem  ho s a  kh o n g  phai G iay  c h u n g  nhan 
G M P, kh o n g  co han hieu lu c. G iay  c h u n g  nhan CPP  cho san pham  C re ao  d u o c  cap t u  
2 3 /1 2 /2 0 1 5 , da qua 3 nam  so v d i th d i d iem  hien tai. K h o n g  d a p  u n g  yeu  cau.

5 B ioton  S .A . M acierzysz , ul. P o zn an ska  
12, 0 5 -8 5 0  O za ro w  
M azo w ie ck i, Poland

8 7 2 /1 8 ;
8 7 3 /1 8 ;
8 7 1 /1 8 ;
8 7 0 /1 8 12

/0
4/

20
18 M ain  P h arm a ce u tica l 

In sp e cto ra te  (M PI), 
P o land

Chi nhan h  co n g  
ty  co phan d u o c  
pham  N am  Ha

Da co n g  bo c a  s a  san xu a t, kh o n g  co n g  bo lai th eo  san pham .

6 G A P  A E /  G A P  SA 46, A g iss ila o u  str., A g io s  
D im itrio s A ttik i, 17341, 
G ree ce

9 4 8 3 6 /2 8 -
11-2017

06
/0

2/
20

18 N atio n al O rga n izatio n  
fo r  M ed ic in es (EO F), 
G ree ce

C o n g  ty  co phan 
BT V ie t Nam

C o n g  ty nop bo su n g  1 tai lieu (N atio n a l A n n e x) tro n g  d o  p ham  vi san x u a t ch i tiet 
h a n  G CN  G M P  da d u o c  co n g  bo. T u y  n h ien  kh o n g  ro A n n e x  nay la phu luc cua tai 
lieu ph ap  ly nao, cap ch o  c a  s a  nao. Yeu  cau cu n g  cap  tai lieu p hap ly va ho s a  d a y 
du ma Phu luc nay d in h  kem .

7 LTS Lo h m an n  
T h e ra p ie  - 
S yste m e  A G

Lo h m an n st. 2, 5 6626  
A n d e rn a ch , G e rm a n y

D E _R P _0 1 _G
M P-
20 1 8 _ 0 0 0 5

06
/0

2/
20

18

C a  qu an  th am  q u yen  
D u e

Van p h o n g  dai 
dien
M u n d ip h arm a  
p h a rm a ce u tica ls  
Pte Lte

Da co n g  bo d o t  62 stt 91. K h o n g  co n g  bo lai
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8 A stra Z e n e ca  A B 
(C a  s a  san xu a t)

P ET  N e xiu m /Lo sec, 
G a rtu n a va ge n , So d e rta lje , 
15185, S w e d e n ) (Cach  gh i 
khac: SE-1 5 1 8 5  
So d e rta lje , S w e d en )

6 .2 .1 -2 0 1 8 ­
0 0 4 2 4 6

06
/0

9/
20

18

Sw e d ish  M ed ica l 
P ro d u cts  A g e n cy  (M PA )

V PD D
A straZe n e ca  
S in g a p o re  Pte. 
Ltd tai Tp . HCM

K h o n g d ieu  ch in h  pham  vi co n g  bo "T h u o c kh o n g  vo  tru n g: V ien  n a n g  co n g , vi hat, 
vien nen" do c h u a  co b a n g c h d n g  toan  bo cac th u o c  san x u a t tai P ET  N e xiu m /Lo se c  
d u o c  d o n g  go i ta i P ET  P ackag in g .

A stra Z e n e ca  A B  
(C a  s a  d o n g  go i)

P ET  Packag in g , 
G a rtu n a va ge n , So d e rta lje , 
15185, S w e d e n  (C ach  g h i 
kh a c: S E -1 5 1 8 5  
So d e rta lje , S w e d e n )

6 .2 .1 -2 0 1 8 ­
0 3 0 2 7 8

17
/0

9/
20

18

Sw e d ish  M ed ica l 
P ro d u cts  A g e n cy  (M PA )

9 S w iss  C ap s A G H u se n stra sse  35, 9533 
K irch b e rg, S w itze rlan d

18-0671

19
/0

3/
20

18

Sw iss  A g e n cy  for 
T h e ra p e u tic  P ro d u cts

S a n o fi A ve n tis  
S in g a p o re  Pte., 
Ltd

D o t 57 da co n g  bo. C o n g  ty  bo su n g  C P P  t o  20 1 4  va M A  san pham  P h arm a to n  de 
co n g  bo cho san pham  P h arm a to n , kh o n g  d u o c  san x u a t toan  bo tai c a  s a  san xu a t 
d e  ngh i co n g  bo, c h u a  co G M P  cua c a  s a  d o n g  go i. Ta i lieu bo su n g  kh o n g  d a p  d n g  
yeu cau. C h u a  di'eu ch in h  va ch u a  co n g  bo d o i v d i san p ham  P h arm a to n  v ien  nan g 
m em .

10 R em e d in a  S.A. 23 G o u n a ri &  A re o s  Str., 
Ka m atero  A ttik i, 13451 
G reece

7 0 7 7 9 /2 -7 -
2018

13
/0

9/
20

18 N atio n al O rga n izatio n  
fo r M ed ic in es (EO F), 
G reece

C o n g  ty  CP D P  
Ha Noi

Da co n g  bo D o t  62 S TT  23  vd i cu n g  G CN  G M P, kh o n g  co n g  bo lai

11 Inventia  
H ea lth ca re  
P riva te  Lim ited

F1-F1/1  A d d itio n a l 
A m b e rn a th  M ID C, 
A m b e rn a th  (East) 
D istrict T h a n e  
M ah ara sh tra  
In -421 506  
India

U K G M P 
4 0 3 8 7  Insp 
G M P
4 0 3 8 7 /4 5 1 1
56 4 -0 0 0 4

31
/0

3/
20

16

M e d ic in e s and 
H ea lth ca re  Pro d u cts 
R e g u la to ry  A g e n cy  
(M H R A ), U nited 
K in gd o m

M ega
Lifesc ie n ces 
p u b lic  co m p a n y 
lim ited

Da co n g  bo D o t  4 0  S TT  4  het han, co n g  ty  d e  ngh i gia han 6 th a n g  n h u n g  tro n g  co n g  
van  bo su n g  cua M H R A  kh o n g  co noi d u n g  gh i gia han. K h o n g  dat

12 M ega Lifesc ie n ces 
P u b lic  C o m p a n y 
Lim ited

* P la n t I: 384  M oo 4, Soi 
6, B a n gp o o  In d u stria l 
Estate, P attana 3 Road, 
P h rae ksa , M u ean g, 
S a m u tp ra k a rn  10280, 
Th a ila n d .

M I-2 0 1 5 -C E -
07830-1

<X> 
x—I 
O

T h e ra p e u tic  G oo d s 
A d m in istra tio n  (TG A ), 
A u stra lia

M ega
Lifesc ie n ces 
P u b lic  C o m p a n y 
Lim ited

C o n g  ty  d e  nghi di'eu ch in h  han c h d n g  nhan cua T G A  den 2 6 /6 /2 0 2 0  th eo  G CN  G M P 
cua D d c  co n g  bo D o t  60 S TT  12, 13. K h o n g  d o n g  y di'eu ch in h.
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* P la n t II: 515/1 M oo 4, 
So i 8, B a n gp o o  In d u stria l 
E sta te , P attana 3 R o a d , 
P h rae ksa , M u ean g, 
S a m u tp ra k a rn  10280, 
Th a ila n d .

c?T
o

in
x—i

13 Lab e sfa l - 
La b o ra to rie s  
A lm iro , S .A

Zon a  In d u stria l do 
Lage d o, S a n tia g o  de 
B e ste iro s,3 4 6 5 -1 5 7 , 
Portugal

F 010/S1/M H
/0 0 2 /2 0 1 7

28
/0

7/
20

17 N atio n al A u th o rity  o f 
M ed ic in es and H ealth  
P ro d u cts  (IN F A R M ED ), 
P ortugal

C o n g  ty  co phan 
Fre se n iu s Kabi 
V ie t Nam

K h o n g d o n g  y bo su n g  th u o c  bot d o n g  kho. San  xu a t th u o c  d o n g  kho yeu  cau cac 
d ieu  kien c a  s a , th ie t bi d a c  thu. D a y ch u ye n  san x u a t th u o c  bot vo  tru n g  kh o n g  du 
d ieu  kien d e  san x u a t th u o c  d o n g  kho. T ro n g  G iay  CN G M P, th u o c  d o n g  kho la m ot 
m uc rieng.

14 G e tz P harm a (Pvt) 
Ltd.

29-30, S e cto r 27, Ko ran gi 
In d u stria l A rea , 7 4900  
Karach i, P akistan

M 0 4 0 /1 8

14
/0

8/
20

18 N atio n al P h arm a ce u tica l 
C o n tro l B ureau (N PC B ), 
M alaysia

V P D D  G etz 
P h arm a Pvt. Ltd.

G iay  c h d n g  nhan G M P  kh o n g  d o o c  h o p  phap hoa lanh s o  th eo  q u y  d inh.

15 G e n zym e  Lim ited 37 H o llan d s Road, 
H averh ill, C B 9  8PU , 
U nited  K in gd o m  (h o a c  37 
H o llan d s R oad, H averh ill, 
S u ffo lk , C B 9  8PU , U nited 
K in gd o m )

U K M IA 
859 6  Insp 
G M P /G D P  
8 5 9 6 /1 8 0 5 2 - 
0025

M ed ic in es and 
H ea lth ca re  Pro d u cts 
R e g u lato ry  A g e n cy  
(M H R A ), U nited 
K in gd o m

C o n g  ty TN H H  
S a n o fi A ven tis  
V ie t Nam

G iay G M P  kem  th e o  ho s a  da d o o c  co n g  bo D o t  51, S TT  23 va het han ngay 
2 5 /8 /2 0 1 8 ; kh o n g  phu h o p  v d i so g ia y  G M P  gh i tren  co n g  van  d e  nghi (U K M IA  8596  
Insp G M P  8 5 9 6 /1 8 0 5 2 -2 7 )
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