
PHU LUC 2: DANH SACH HO SO DE NGHI CONG BO CO SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP
BO SUNG GlAl TRINH

Dot 63
( Theo cong van so 2578/QLD-CL ngay 06/03/2019 cua Cue Quan ly Duox)

STT TEN CO SO SAN 
XUAT DIA CHI GIAY CH. 

NHAN
ngAy
CAP CO QUAN CAP DN D E  NGHI 

CONG BO
NOI DUNG CAN BO  SUNG G lA l T R IN H

1 M erck  Sharp  & 
D ohm e Lim ited

M erck  Sharp  & D ohm e 
Lim ited , Shotton  Lane, 
C ram ling ton , N E23 3JU , 
U n ited Kingdom

UK M IA  25 
Insp
G M P /IM P
25/4061-
0028 04

/1
2/

20
18

M ed ic ines and 
H ea lthcare  P roducts 
R egu lato ry  Agency 
(M H R A ), U nited 
Kingdom

VPDD M erck  
Sharp  & D ohm e 
(A sia) Ltd tai 
V ie t Nam

G iay  chung  nhan d u o c  in t u  Eud ra , khong d u o c  hop phap hoa lanh su  va cong 
chung  theo  quy d in h . Yeu c'au cung cap ban d u o c  hop phap hoa lanh s u  va cong 
chung  theo  quy d inh .

2 M erck  Sharp  & 
D ohm e Lim ited 
(San xu a t)

Shotton  Lane, 
C ram ling ton , N E23 3JU , 
U n ited Kingdom

UK M IA  25 
Insp
G M P /IM P
25/4061-
0028 04

/1
2/

20
18

M ed ic ines and 
H ea lthcare  P roducts 
R egu lato ry  Agency 
(M H R A ), U nited 
Kingdom

VPDD M erck  
Sharp  & D ohm e 
(A sia ) Ltd tai 
V ie t Nam

G iay  CN G M P c a  s a  san xu a t la ban in t u  EU D RA , chua  d u o c  cong chung , hop phap 
hoa lanh su . Yeu c'au Cong ty  bo sung G iay  CN G M P d u o c  chung  th u c  th eo  quy d inh .

M erck  Sharp  & 
D ohm e B .V (D ong 
goi)

W aa rd e rw e g , 39 , 2031 
BN, H aarlem , The  
N etherland

NL/H
1 7 /2 0 0 2 42 9

16
/0

2/
20

18 N ational A gency fo r 
Drug and Food Contro l 
Indonesia  (NADFC)

3 M erck  Sharp  & 
D ohm e Lim ited 
(San xu a t)

Shotton  Lane, 
C ram lington , 
N o rth u m b erlan d , NE23 
3 JU , U n ited Kingdom .

UK M IA  25 
Insp
G M P /IM P
25/4061-
0028 04

/1
2/

20
18

M ed ic ines and 
H ea lthcare  P roducts 
R egu lato ry  Agency 
(M H R A ), U nited 
Kingdom

VPDD M erck  
Sharp  & D ohm e 
(A sia ) Ltd tai 
V ie t Nam

G iay  CN G M P c a  s a  san xu a t la ban in t u  EU D RA , ch u a  d u o c  cong chung , hop phap 
hoa lanh su . Yeu c'au Cong ty  bo sung G iay  CN G M P d u o c  chung  th u c  th eo  quy d inh .

PT. M erck  Sharp  
D ohm e Pharrm a 
Tb k  (Dong goi)

Jl. Raya Pand aan  Km 48 , 
P asu ru an , Jaw a  T im u r, 
Indonesia

05 4 1/C P O B /
A /II/1 8

21
/0

2/
20

18 N ational A gency fo r 
Drug and Food Contro l 
Indonesia  (NADFC)

4 S .M . Fa rm aceu tic i 
S .R .L .
(C a  s a  san xu a t)

Zona In d u stria le  - 85050  
T ITO  (PZ), Ita ly

IT/113-
1/H /2017

06
/0

9/
20

17 Ita lian  M ed ic ines 
Agency (A IFA )

Cong ty  TNHH 
Binh V ie t D u c

Cuc Q uan ly D u o c tam  cong bo ta i danh sach c a  s a  san xu a t th u o c  d a t tieu  chuan 
P IC/S-G M P, EU -G M P. T ro n g  vong 3 thang  ke t u  ngay cong bo, de nghi cong ty  cung 
cap ban GCN c a  s a  xu a t xu d n g  da d u o c  ch u n g  th u c  day du th eo  quy d in h . Neu qua 
th d i han tre n , Cuc Q uan ly D u o c se ru t c a  s a  san xu a t khoi danh sach .

D e ltam ed ica 
Gm bH 
(C a  s a  xu a t 
x u a n g )

E rnst-W agner-W eg  1-5, 
7 2 766  R eutlingen , 
G erm an y

D E _ B W _ 0 1 _
G M P _2 0 1 9 _
0006

14
/0

1/
20

19 C a  quan tham  quyen 
D ue (Baden- 
W u rttem b erg )
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5 CSL B ehring  Gm bH CSL B ehring  Gm bH 
Em il-von-Behring-Strasse  
(hoac : S t ra fe )  76 
35041 M arburg  G erm an y

D E _H E _0 1 _
G M P _2 0 1 8 _
0147

26
/1

1/
20

18

C a  quan tham  quyen 
D d c

VPDD Unico 
A lliance  C o ., Ltd 
tai Tp . HCM

Ho s a  gom 2 G iay  CN G M P cua 2 c a  s a  san xu a t khac nhau va d o o c  cap ta i 2 ngay 
khac nh au ; khong ro tinh  tran g  d o o c  chd ng  th o c  hop phap hoa lanh so  cua to ng  
giay. Yeu cau cung cap ban chfnh hop phap hoa lanh so  de doi ch ieu .

6 Stada VN Jo in t 
V e n tu re  Co. Ltd

No. 4 0 , Tu Do A ven u e , 
V ie tnam  - S ingapore , 
Industria l Park , Thu an  An, 
Binh Duong Prov ince , 
V ie tnam

108-0968

18
/1

0/
20

17

M in is try  o f H ealth  and 
W e lfa re , R epub lic  o f 
China (Ta iw an )

Cong ty  TNHH 
Lien doanh 
Stada - V ie t Nam

Cong ty  nop kem  th eo  th o  giai tr in h  ngay 3 0 /7 /2 0 1 8 : v ien  nen co bao gom vien  nen 
bao phim  va v ien  nen sui bot; hon dich co bao gom  dung d ich ; tu y  nhien ta i lieu 
khong d o o c  hop phap hoa lanh s o  va cong chd ng  th eo  quy d inh .

7 A n fa rm  H ellas S .A . 62nd km Nat. Rd . A thens- 
Lam a, S ch im ata ri V io tias , 
3 2 009 , G reece  
(*  Cach v ie t khac: 61st km 
Nat. Rd . A thens-Lam a, 
S x im ata ri V io tia s , 32009 , 
G reece )

40189/12-5-
2016

13
/0

6/
20

16

N ational O rgan ization  
fo r M ed ic ines (EO F), 
G reece

Tada Pharm a D o t 62 , Cuc QLD co yeu cau Cong ty  cung cap bao cao thanh  tra  de lam  ro cac dang 
bao che de nghi bo sung . D o t nay , Cong ty  giai tr in h  do bao cao thanh  tra  la ta i lieu 
bf m at cua nha m ay nen chi cung cap t ro c  tiep  cho Cuc Q uan ly D o o c.
De nghi cong ty  lien he vd i nha san xu a t va go i bao cao thanh  tra  td i dia chi m ail sau 
day  cua Cuc Q uan ly D o o c : q uan lych atlu o n g th u o c .q ld @ m o h .g o v .vn

8 N ovartis
Fa rm aceu tica , SA

Ronda de Santa M aria , 
158 , 0 8 2 10  B arb era  Del 
V a lle s  (B a rce lo n a ), Spain

N C F/1851/0
01/C A T

19
/1

0/
20

18 M in is try  o f H ealth  o f 
G o ve rn m e n t o f 
C a ta lo n ia , Spain

VPDD N ovartis 
Pharm a Serv ices 
AG

De nghi cung cap bao cao thanh  tra  (phan hanh chfnh va ket luan) hoac giay chd ng  
nhan CPP cua c a  quan cap chd ng  nhan G M P va M A do Cuc Q uan ly D o o c VN cap the 
hien ro cac dang bao che cu th e  cua "dang bao che ran khac" trong  pham  vi d o o c 
chd ng  nhan .

9 Lainco , SA Poligon Ind ustria l Can 
Ja rd i, Avgda. B ize t, 8-12, 
08191  RUBI (B a rce lo n a ), 
Spain

N C F/1854/0
01/C A T

21
/1

1/
20

18 M in is try  o f H ealth  o f 
G o ve rn m e n t o f 
C a ta lo n ia , Spain

Cong ty  cpdp 
M inh Ky

De nghi cung cap bao cao thanh  tra  G M P hoac CPP cua san pham  va M A ta i V ie t Nam 
de lam  ro dang bao che "cac dang bao che ran khac".

10 R e liance  life 
sc iences p riva te  
lim ited (p la n t 6 )

D h irub ha i A m ban i Life 
sc ience  ce n tre  (DALC) 
T h a n e  Be lap u r road 
rab a le  Navi M um b ai IN- 
400 70 1  India

UK G M P 
4 1 4 32  Insp 
G M P
4 1 4 3 2 /6 6 1 8
812-0004 22

/0
1/

20
18

M ed ic ines and 
H ea lthcare  Products 
Regu lato ry  A gency 
(M H R A ), U nited 
Kingdom

VPDD G len m ark  
P h arm aceu tica ls  
Ltd

G iay  chd ng  nhan G M P in to  m ang Eud ra , khong d o o c  chd ng  th o c . D e nghi bo sung 
GCN G M P do c a  quan co tham  quy'en cua EU hoac Anh xac  nhan va d o o c  chdng 
th o c  th eo  quy d inh .

11 S o fa rim ex  - 
Ind ustria  Q uim ica 
e Fa rm aceu tica , 
S.A

A v. Das In d u stria s  - A lto  
do C o larid e , C acem , 27 3 5 ­
213 , Portugal.

F027/S1/M H
/0 0 1 /2 0 1 8

13
/0

7/
20

18

N ational A u th o rity  o f 
M ed ic ines and H ealth  
P roducts (IN FA R M ED ), 
Portugal

Harbin
Pharm aceutica l 
G roup  C o ., Ltd 
G en e ra l Pharm .

Tam  cong bo 30 ngay. Yeu cau , trong  th d i han 30 ngay, Cong ty  cung cap ban chfnh 
HPHLS de doi ch ieu . Neu khong cung cap se ru t cong bo.
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12 V uab  Pharm a a .s V ltavska  53 , 252 63 
Roztoky, Czech

suk ls251187
/2 0 1 6

01
/0

3/
20

17 S ta te  In stitu te  fo r Drug 
C ontro l (SU KL), Czech 
Repub lic

Cong ty  CP XNK 
Y te  Tha i An

* C hua d ieu  ch inh th eo  de nghi. Yeu cau Cong ty  cung cap ta i lieu chd ng  m inh san 
pham  d'e nghi di'eu ch inh  d u o c  san xu a t theo  cong nghe th u o c bot dong kho.

13 Novo N ord isk A/S Novo A lle , B ag sv^ rd , 
2880 , D enm ark  
(*  Cach ghi khac:
Novo A lle , B ag sv^ rd , DK- 
2880 , D enm ark)

DK H
00 0 96 5 1 8

30
/0

1/
20

18

D an ish H ealth  and 
M ed icines A u th o rity

Novo N ord isk 
A/S

De nghi cung cap bao cao thanh  tra  (phan hanh ch inh va ket luan) hoac giay chd ng  
nhan CPP cua c a  quan cap chd ng  nhan G M P va M A do Cuc Q uan ly D u o c VN cap the 
hien ro cac dang bao che cu th e  cua "dang bao che dich long th e  tfch nho" th eo  de 
nghi dfnh ch inh  cua Cong ty

14 N .V . O rganon M o len straa t 110 , OSS, 
5342C C , N etherland s 
Cach ghi khac: 
M o len straa t 110 , 5342  CC 
Oss, N etherland s 
hoac: K lo o ste rstraa t 6, 
5349  AB Oss, N etherland s

NL/H
16/1010471

26
/0

3/
20

17

H ealth  Care 
In sp ecto ra te  - 
P h arm aceu tica l A ffa irs  
and M edical
Techno lo g y, N etherland s

VPDD M erck  
Sharp  & D ohm e 
(A sia) Ltd . Tai 
V ie t Nam

Bo sung g iay chd ng  nhan G M P da hop phap hoa lanh s o  cho c a  s a  dong goi.

Synergy  Health 
Ede B .V .

S o eve re in s traa t 2, ETTEN - 
LEU R, 4879N N , 
N etherland s

NL/H
1 7 /1 0 1 4 95 0
B

14
/0

4/
20

17

H ealth  Care 
In sp ecto ra te  - 
P h arm aceu tica l A ffa irs  
and M edical
Techno lo g y, N etherland s

15 H etero  Labs 
L im ited , U n it III

22-110 Industria l 
D eve lo p m ent A rea , 
Jeed im e tla , H yderab ad , 
T e lan g an a , India 500  055

109-1137

11
/1

2/
20

18

M in is try  o f H ealth  and 
W e lfa re , R epub lic  o f 
China (Ta iw an )

Cong ty  H etero  
Labs Ltd

Van ban ve  tlnh  tran g  cua c a  s a  san xu a t kem  theo  ho s a  khong co ch o  ky, khong co 
dau cua Bo Y te  T a iw a n . Yeu cau cung cap van  ban sao to  ban goc d u o c  chd ng  th o c  
hop phap hoa lanh s o  theo  quy d in h , va d u o c  dich co cong chdng .

16 Ex ir
Pharm aceu tica l Co

2nd Km o f Ring road , 
Bo ro u je rd , 6 9 189  , Iran

665 /9 3 4 17

02
/0

1/
20

19 Iran ian  Food and Drug 
A d m in istra tio n  (IFD A)

Cong ty  CP Y 
D u o c LS

Cach ghi chd ng  nhan khong ro th u o c ch d a  C epha losporin  gom  cac dang bao che nao 
(thuo c bot, th u o c  bot pha tiem ) hay toan  bo cac dang bao che . D e nghi cung cap Bao 
cao thanh  tra  (phan hanh ch inh va phan ket luan va Ho s a  tong th e  (SM F) de lam  ro

17 Upsa Sas 979  A ven u e  des P yren ees , 
Le Passage , 4 7 5 2 0 , France

2018/H P F/F
R/157

13
/0

6/
20

18 F rench  N ational Agency 
fo r M ed ic ine  and Health 
P roducts S a fe ty  (AN SM )

Cong ty  TNHH 
DKSH V ie t Nam

Day chuyen  v ien  nen sui bot khong th u o c pham  vi chd ng  nhan G M P da cong bo. De 
nghi giai tr ln h  va cung cap bao cao thanh  tra  de chd ng  m inh dang bao che thuoc 
vien  nen sui bot th u o c  pham  vi da chd ng  nhan .

Danh sach ca sa phai Giai trlnh Trang 3 / 8 Dot 63



STT TEN CO" SO" SAN 
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DIA CHI GIAY CH. 
NHAN

ngAy
cAp

CO QUAN CAP DN D E  NGHI 
CONG BO

NOI DUNG CAN BO  SUNG G lA l T R IN H

18 Farm a Lyon (hoac 
Farm a Lyon - 
Sa in t G en is  Laval)

29  A ven u e  C harles de 
G au lle , Sa in t G en is Laval, 
6 9 230 , F ran ce  (hoac 29 
A ven u e  C harles de G au lle , 
6 9 230  Sa in t G en is  Laval, 
France)

CPP:
022643
022642

16
/1

0/
20

18

D ep artm en t fo r 
Fac ilita tio n s  Foreign 
T rad e

Cong ty  Sanofi 
A ven tis
S ingapore P te ., 
Ltd

G iay  chung  nhan CPP khong ghi th o i han co hieu lo c . Cuc Q uan ly D u o c  tam  cong bo 
tai danh sach c a  s a  san xu a t th u o c  d a t tieu  chuan P IC/S-G M P, EU -G M P. T rong  vong 3 
thang  ke t u  ngay cong bo, de nghi cong ty  cung cap cac ta i lieu lam  can c u  de xac  
d inh th o i han co hieu lo c  cua GCN nay (n h u  G iay  chung  nhan G M P / Bien ban kiem  
tra  (phan hanh chfnh va ket luan) co th e  hien ngay k iem  tra  G M P ta i c a  s a  san xu at 
san pham  de nghi cong bo). Neu qua th o i han tre n , Cuc Q uan ly D u o c  se ru t c a  s a  
san xu a t khoi danh sach

19 Sano fi W in th ro p  
In d u strie

180 Rue Jean  Jau res  
94702  M aisons-A lfo rt 
Cedex, F ran ce .

CPP:
017907
017 90 6

24
/0

5/
20

18

C ham bre  de C om m erce 
et d 'In d u strie  de Region 
Paris Ile-de-France

VPDD Sanofi 
A ven tis
S ingapore P td ., 
Ltd

G iay  chung  nhan CPP khong ghi th o i han co hieu lo c . Cuc Q uan ly D u o c  tam  cong bo 
ta i danh sach c a  s a  san xu a t th u o c  d a t tieu  chuan P IC/S-G M P, EU -G M P. T rong  vong 3 
thang  ke t u  ngay cong bo, de nghi cong ty  cung cap cac ta i lieu lam  can c u  de xac  
d inh th o i han co hieu lo c  cua GCN nay (n h u  G iay  chung  nhan G M P / Bien ban kiem  
tra  (ph'an hanh chfnh va ket luan) co th e  hien ngay k iem  tra  G M P ta i c a  s a  san xu at 
san pham  de nghi cong bo). Neu qua th o i han tre n , Cuc Q uan ly D u o c  se ru t c a  s a  
san xu a t khoi danh sach

20 Sano fi S .P .A V ia le  E u ro p a , 11-21040 
Origgio (V A ), Italia

C PP/2017/2
421

09
/1

0/
20

17

Ita lian  M ed ic ines 
Agency (A IFA )

Cty Sanofi 
A ven tis
S ingapore P te ., 
Ltd

G iay  chung  nhan CPP khong ghi th o i han co hieu lo c . Cuc Q uan ly D u o c  tam  cong bo 
ta i danh sach c a  s a  san xu a t th u o c  d a t tieu  chuan P IC/S-G M P, EU -G M P. T rong  vong 3 
thang  ke t u  ngay cong bo, de nghi cong ty  cung cap cac ta i lieu lam  can c u  de xac  
d inh th o i han co hieu lo c  cua GCN nay (n h u  G iay  chung  nhan G M P / Bien ban kiem  
tra  (ph'an hanh chfnh va ket luan) co th e  hien ngay k iem  tra  G M P ta i c a  s a  san xu at 
san pham  de nghi cong bo). Neu qua th o i han tre n , Cuc Q uan ly D u o c  se ru t c a  s a  
san xu a t khoi danh sach

21 M ylan
Lab o rato ries
Lim ited

Plot No 11, 12& 13, Indore 
Specia l Eco n o m ic  Zone , 
Pharm a Zone, Phase II, 
Secto r III, P itham pur- 
4 5 4 7 7 5 , D is. D har, 
M adhya P rad esh , India

108-1320
(PM F-I0281 )

14
/0

7/
20

16

M in is try  o f H ealth  and 
W e lfa re , R epub lic  o f 
China (Ta iw an )

M ylan
Lab o rato ries  Ltd

Qua tra  cu u  tren  cong thong tin  d ien  t u  FDA T a iw a n : T a i Regulation ngay 8 /8 /20 1 3 , 
Di'eu 5, can c u  ket qua danh gia G M P , Bo Y te  T a iw an  cap van  ban thong bao chap 
thuan  ve  tfnh tran g  dap ung  G M P cho c a  s a , trong  do co cac thong tin  ve  te n , dia 
chi, dang bao che , cac han che (neu co), th o i han hieu lo c  va m ot so thong tin  ve  v iec 
ca th u o c  da d u o c  chap nhan n hung  chua  cung cap cho th i tru o n g  T a iw a n . Ta i lieu 
d inh kem  ho s a  gom ca ban T ieng  T ru n g  Q uoc va Ban dich cong ch u n g  tieng  Anh . 
Chap nhan ta i lieu nay de cong bo.
Yeu cau cung cap Bao cao thanh  tra  G M P de cong bo’ th eo  dang bao che .

22 M ylan
Laborato ries
Lim ited

Plot No 11, 12& 13, Indore 
Sez, Pharm a Zone, Phase 
II, Secto r III, D istric t Dhar, 
P ith am p u r, M adhya 
P rad esh , 4 5 4 7 7 5 , India

O G YE I/4955
2-5/2017

08
/1

0/
20

18

N ational In stitu te  o f 
Ph arm acy  and N utrition  
(O G YEI), H ungary

M ylan
Lab o rato ries  Ltd

G iay  chung  nhan G M P in t u  m ang Eud ra , do c a  quan tham  quyen An Do cong chung  
xa c  nhan , khong dap ung  quy d inh ve  ch u n g  th o c . De nghi bo sung GCN G M P do c a  
quan co tham  quyen cua EU hoac H ungary xac  nhan
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STT TEN CO" SO" SAN 
XUAt

DIA CHI GIAY CH. 
NHAN

ngAy
cAp

CO QUAN cAp
DN D E  NGHI 

CONG BO
NOI DUNG CAN BO  SUNG G lA l T R IN H

23 Sm ithK Iine 
Beecham  Ltd T \A  
Sm ithK Iine 
Beecham  
Pharm aceu tica ls

C la rendon  Road, 
W o rth in g , BN 14 8QH, 
U n ited  Kingdom

UK M IA  
10592 Insp 
G M P
10592/3922-
0034

11
/1

0/
20

18

U n ited  K ingdom 's 
m ed ic ines and 
H ea lthcare  P roducts 
R egu lato ry  Agency 
M HRA

VPDD
G laxo Sm ith K lin e  
Pte Ltd tai Tp . 
HCM

De nghi cung cap ta i lieu giai trlnh  de cong bo "cac dang bao che dang ran khac".

24 Zydus Hospira 
O ncology P riva te  
L im ited

Plo t No. 3, Pharm ez- 
Specia l Eco n o m ic  Zone , 
S a rk h e j B av la  h ighw ay, 
N .H . No. 8A , M atoda, 
Ta luka  Sanand , 
A hm ed abad  In 382213 , 
India

UK G M P 
3 2340  Insp 
G M P
3 2 3 40/4091
99-0006

01
/0

2/
20

17

M ed ic ines and 
H ea lthcare  P roducts 
R egu lato ry  Agency 
(M H R A ), U nited 
Kingdom

VPDD Pfizer 
(Tha iland )

Yeu cau Cong ty  lien he vo i M H RA de d ieu ch inh  lai pham  vi tren  giay chd ng  nhan de 
lam  can cd  cong bo th u o c doc te  bao/klm  te  bao

25 Bushu
Pharm aceu tica ls  
Ltd . M isato  
Facto ry

950 , H iroki, O haza, 
M isato -m ach i, Kodam a- 
gun, Sa itam a-ken , Japan

1 1 23008000
792

06
/0

4/
20

18 M in is try  o f H ealth , 
Labour and W e lfa re  
(M H LW ), Japan

Eisa i (Tha iland ) 
M arketing  Co., 
Ltd

Ta i lieu cong ty  nop la thong bao cua c a  quan quan ly, khong phai GCN G M P . De 
nghi cung cap GCN G M P c a  sd  san xu a t , dong goi, xu a t xu d n g  de d u o c  cong bo.

26 Bushu
Pharm aceu tica ls  
Ltd . M isato  
Facto ry

950 , H iroki, O haza, 
M isato -m ach i, Kodam a- 
gun, Sa itam a-ken , Japan

1 1 23008000
792

06
/0

4/
20

18 M in is try  o f H ealth , 
Labour and W e lfa re  
(M H LW ), Japan

Eisa i (Tha iland ) 
M arketing  Co., 
Ltd

Ta i lieu cong ty  nop la thong bao cua c a  quan quan ly, khong phai GCN G M P . De 
nghi cung cap GCN G M P c a  sd  san xu a t , dong goi, xu a t xu d n g  de d u o c  cong bo.

27 G en fa rm a 
Lab o ra to rio , S .L

A vda . De la C o n stitu tio n , 
198-199 , Polfgono 
Industria l M o nte  Boya l, 
4 5 9 5 0  C asarrub io s del 
M o nte , (To led o ), Spain

20 1 8/0 2 40 7

25
/0

9/
20

18

Agency fo r M ed ic ines 
and H ealth  P roducts 
(A EM P S), Spain

Cong ty  co phan 
d u o c  pham  
T ru n g  u an g  
CPC1

G iay  chd ng  nhan CPP khong ghi th d i han co hieu lo c . Cuc Q uan ly D u o c  tam  cong bo 
ta i danh sach c a  sd  san xu a t th u o c  d a t tieu  chuan P IC/S-G M P, EU -G M P. T rong  vong 3 
thang  ke to  ngay cong bo, de nghi cong ty  cung cap cac ta i lieu lam  can cd  de xac  
d inh th d i han co hieu lo c  cua GCN nay (n h u  G iay  chd ng  nhan G M P / Bien ban kiem  
tra  (phan hanh ch inh  va ket luan) co th e  hien ngay k iem  tra  G M P ta i c a  sd  san xu at 
san pham  de nghi cong bo). Neu qua th d i han tre n , Cuc Q uan ly D u o c  se ru t c a  sd  
san xu a t khoi danh sach .

28 G laxo  W e llco m e 
Production

Zl de la P eyen n ie re , 
5 3 100  M ayen n e , France

2018/H P F/F
R/184

10
/0

8/
20

18

N ational A gency fo r the 
S a fe ty  o f M ed ic ine  and 
H ealth  P roducts 
(A N SM ), France

VPDD ta i Tp . 
HCM
G laxo Sm ith K lin e  
Pte Ltd

G iay  CN G M P trong  ho s a  in to  EU D RA , d u o c  HPHLS. T u y  nh ien , ta i th d i d iem  tra 
cd u , khong tlm  d u o c  G iay  CN nay ; chi co G iay  CN G M P so 2 0 1 8/H P F/FR /2 6 3 , cung 
pham  vi chd ng  nhan va ngay thanh  tra  2018-09-04 .
De nghi cung cap thong tin  giai tr ln h  ve  van  de nay.

29 Help A b ee / Help 
S .A .

Ped in i Ioann inon , 
Ioann ina , 4 5 5 0 0 , G ree ce

6 5 6 9 0 / 8-6­
2018

09
/0

7/
20

18 N ational O rgan ization  
fo r M ed ic ines (EO F), 
G reece

Cong ty  TNHH 
d u o c  pham  
Lam da

De nghi cung cap bao cao thanh  tra  (phan hanh ch inh va ket luan) hoac giay chd ng  
nhan CPP cua c a  quan cap chd ng  nhan G M P va M A do Cuc Q uan ly D u o c VN cap the 
hien ro cac dang bao che cu th e  cua "cac dang bao che ran khac" va "th uo c d u o c  
lieu" trong  pham  vi d u o c  chd ng  nhan .
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30 B erlin -C hem ie  AG B erlin -C hem ie  AG 
G lien icke r W eg 125, 
12489  B erlin , G erm an y

D E _B E _0 1 _G
M P _2 0 1 5 _0
034

14
/0

7/
20

15 C a  quan tham  quyen 
D u c

VPDD M enarin i 
S ingapore Pte 
Ltd

* T ro n g  th d i gian ch d  cap chu'ng nhan G M P , de nghi Cong ty  cung cap Bao cao thanh  
tra  G M P va Bao cao khac phuc (neu co ton ta i) de xem  xe t , tiep  tu c  gia han th em  03 
thang .

31 Berlin  C hem ie AG C a  sa  san xu a t : Berlin- 
C hem ie A G , T em p e lh o fe r 
W eg 83 , 12347  B erlin , 
G erm an y

D E _B E _0 1 _G
M P _2 0 1 7 _1
065

20
/1

2/
20

17 C a  quan tham  quy'en 
D u c

VPDD M enarin i 
S ingapore Pte 
Ltd

* T ro n g  th d i gian ch d  cap chu'ng nhan G M P , de nghi Cong ty  cung cap Bao cao thanh  
tra  G M P va Bao cao khac phuc (neu co ton ta i) de xem  xe t , tiep  tu c  gia han th em  03 
thang .

C a  so  dong goi, xu a t 
xu o n g : Berlin -C hem ie  AG , 
G lien icke r W eg 125, 
12489  B e r lin , G erm an y

D E _B E _0 1 _G
M P _2 0 1 7 _1
045

05
/1

0/
20

17

32 E isa i C o ., Ltd . 
K aw ash im a P lant

1, K aw ash im atakehaya- 
m ach i, Kakam igahara-sh i, 
G ifu-ken , Japan

6096

28
/0

2/
20

18

M in is try  o f H ealth , 
Labour and W e lfa re  
(M H LW ), Japan

VPDD ta i Tp . 
HCM Eisai 
(Tha iland ) 
M arketing  Co 
Ltd.

De nghi Cong ty  tiep  tu c  cung cap ta i lieu h u d n g  dan hoac van  ban xac  nhan cua C a  
quan quan ly d u o c  N hat Ban ve  cach ghi Danh m uc th u o c trong  Bao cao thanh  tra 
G M P hoac trong  Thong  bao ket qua thanh  tra  G M P .

33 Pym ep harco  Jo in t 
S tock Com pany

166-170 , Nguyen Hue 
S tree t, T u y  Hoa C ity , Phu 
Yen P ro v in ce , V ie tnam

D E _H E _0 1 _
G M P _2 0 1 8 _
0017

07
/0

2/
20

18
C a  quan tham  quy'en 
D u c

Cong ty  CP 
Pym epharco

* C hua dong y d ieu ch inh pham  vi chu'ng nhan thanh  "khang sinh beta lactam " theo 
de nghi, do tren  G iay  CN G M P , m uc han che va lam  ro da ghi "M uc dfch cua d o t 
thanh  tra : C e ftriaxo n e  EG 1 g /10  m l.. ." .
De nghi Cong ty  cung cap Bao cao Than h  tra  G M P va cac ta i lieu khac de chu'ng m inh 
th u o c ch u a  khang sinh Pen ic llin  th u o c  pham  vi thanh  tra  va dap ung  EU -G M P.

34 B ax te r O ncology 
Gm bH

B axte r O nco logy Gm bH
Kantstra^ e 2
3 3 790  H a lle / W e stfa len ,
G erm an y
(*C ach  ghi khac:
K an tstrasse  2
D-33790 Halle , G erm an y)

CPP:
2 0 1 7 /1 /1 2 2 ;
2 0 1 7 /1 /1 2 3 ;
2 0 1 7/1 /1 2 0 .

r->x—io(N
(N x—i

o

C a  quan tham  quy'en 
D u c

VPDD ta i Tp . 
HCM B axte r 
H ealthcare  
(A sia) P te . Ltd .

T ren  G iay  G M P , pham  vi chu'ng nhan So lids and Im p lan ts  chi bao gom hoat dong 
Kiem  nghiem  va xu a t xu o n g ; khong phai toan  bo quy trln h  san xu a t . Do vay , tam  th d i 
cong bo 3 thang  th eo  CPP.
Yeu cau Cong ty  cung cap ta i lieu chu'ng m inh san pham  de nghi cong bo d u o c  san 
xu a t theo  quy trln h  cong nghe cua th u o c dong kho de cong bo th d i han hieu lo c  theo  
G iay  CN G M P .

35 P harm avis io n  
San . V e  T ic . A .S .

D avu tp a ja  Ceddesi 
N o :145 , Top kap i Istanbu l, 
3 4 010 , T u rke y

T R /G M P /2 0
18/203

25
/0

9/
20

18 T u rk ish  M ed ic ines and 
M ed ical D evices Agency 
(TM M D A )

Cong ty  TNHH 
M TV  DP A ltus

De nghi cung cap bao cao thanh  tra  (phan hanh ch inh va ket luan) hoac giay chu'ng 
nhan CPP cua c a  quan cap chu'ng nhan G M P va M A do Cuc Q uan ly D u o c VN cap the 
hien ro cac dang bao che cu th e  cua "th uo c san xu a t vo trung  khac" trong  pham  vi 
d u o c  chu'ng nhan .
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36 Sano fi-A ven tis
D eutsch land
Gm bH

In d u striep ark  H ochst 
(hoac H oechst)- 
B ru n in g strab e  50  (hoac 
B ru n in g strasse ), H500, 
H590, H 600 , H785, H790, 
6 5 926  (hoac D -65926) 
F ra n k fu rt am  M ain  (hoac 
F ra n k fu rt am  M ain 
A llem ag ne), G erm an y .

D E _H E _0 1 _
G M P _2 0 1 8 _
0093

12
/0

7/
20

18

C a  quan tham  quyen 
D d c

VPDD Sanofi- 
A ven tis  
S ingapore Pte . 
Ltd. T a i Tp . HCM

De nghi cung cap bao cao thanh  tra  (phan hanh chfnh va ket luan) hoac giay chd ng  
nhan CPP cua c a  quan cap chd ng  nhan G M P va M A do Cuc Q uan ly D u o c VN cap the 
hien ro cac dang bao che cu th e  cua "dang bao che ran khac" trong  pham  vi d u o c  
chd ng  nhan .

37 M u nd ip h arm a
Pharm aceu tica ls
Ltd.

13 O the llo s, Dhali 
Industria l A rea , N icosia , 
C yp rus, 2540 , Cyprus

M U N 01/201
8/001

08
/0

5/
20

18

P h a rm aceu tica l Se rv ices  
- M in is try  o f H ealth , 
Cyprus

VPDD
M u nd ip h arm a 
Pharm aceu tica ls  
Pte Ltd. T a i Tp . 
HCM

Pham  vi chd ng  nhan khong bao gom kiem  tra  chat lu o n g  theo  m au G iay  chd ng  nhan 
G M P cua EU . De nghi Cong ty giai tr ln h  va cung cap bang chd ng  kem  theo .

38 R e liance  life 
sc iences P riva te  
L im ited (P lan t 6)

D h irub ha i A m ban i Life 
sc ience  ce n tre  (DALC), 
T h a n e , Be lap u r road , 
R aba le , Navi M um bai, 
M ah a ra sh tra , IN -400701, 
India

UK G M P 
4 1 4 32  Insp 
G M P
4 1 4 3 2 /6 6 1 8
812-0004 22

/0
1/

20
18

M ed ic ines and 
H ea lthcare  P roducts 
Regu lato ry  Agency 
(M H R A ), U nited 
Kingdom

VPDD MI 
Pharm a P riva te  
L im ited tai 
Tp .H CM

De nghi cung cap bao cao thanh  tra  (ph'an hanh chfnh va ket luan) hoac giay chd ng  
nhan CPP cua c a  quan cap chd ng  nhan G M P va M A do Cuc Q uan ly D u o c VN cap the 
hien ro dang bao che "V ien  nen bao phim " trong  pham  vi d u o c  chd ng  nhan .

39 G laxo Sm ithK line  
m anu factu rin g  
S .P .A . (C a  sa  san 
xu a t)

S trad a  P ro v in c ia le  
A so lana N .90 (loc . San 
Polo) - 4 3 0 5 6  T o rrile  (PR ), 
Italia

IT/299-
2/H /2 0 1 6

01
/1

2/
20

16 Ita lian  M ed ic ines 
Agency (A IFA )

VPDD Janssen- 
Cilag Ltd .

De nghi bo sung GCN G M P cua c a  s a  san xu a t.

Lab o rato ire  
Renaud in  (C a  s a  
san xu a t , xu a t 
x u a n g  tu i dung 
m oi)

Zone A rtisan a le  E rro b i, 
Itxasso u , 6 4 2 50 , France

2018/H P F/F
R /137

24
/0

5/
20

18

N ational A gency fo r the 
Sa fe ty  o f M ed ic ine  and 
H ealth  P roducts 
(A N SM ), France

Lusom ed icam enta
Sociedad e

Tecn ica
Fa rm aceu tica , S .A  
(C a  s a  dong goi 
th d  cap va xu a t 
x u a n g  bo kit)

Estrada Consig lieri 
Ped roso , no. 69-B , Q ueluz 
de Ba ixo , 2730-055 
B a rca re n a , Portugal

F021/S1/M H
/0 0 3 /2 0 1 7

20
/0

9/
20

17
22

/6
/2

02
0

N ational A u th o rity  o f 
M ed ic ines and H ealth  
P roducts (IN FA R M ED ), 
Portugal
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40 Chong Kun Dang
P h arm aceu tica l
Corp

797-48 M anghyang-ro , 
Seonggeo-eup, Seobuk- 
gu, C heonan-si, 
Chungcheongnam -do , 
R epub lic  o f Korea

2019-G1-
0067

15
/0

1/
20

19

D ae jeon Regional O ffice 
o f Food & Drug Safe ty , 
Korea

VPDD Chong 
Kun Dang 
P h arm aceu tica l 
Corp tai Tp . 
HCM

D ay khong phai la ho s a  bo sung . Cong ty  ch a a  nop phi th eo  quy d inh .

41 P fize r B io tech  
C o rp o ra tio n , 
H sinchu  P lan t

N o .290-1 , Chung Lun 
V illage, H sinfeng, 
H sinchu, 3 0 442 , Ta iw an  
(R .O .C )

4721

20
/1

1/
20

18

M in is try  o f H ealth  and 
W e lfa re , R epub lic  o f 
China (Ta iw an )

Pfizer
(Tha iland )
Lim ited
R ep resen ta tive
O ffice

Yeu cau cong ty  cung cap ta i lieu lien quan de lam  ro dang bao che th u o c san xu a t 
vo trung  ch d a khang sinh nhom  Pen ic illine  de cong bo th eo  de nghi.

42 Facta
Fa rm aceu tic i
S .P .A .

N ucleo  In d u str ia le  S. A tto  
(loc. S . N ICO LO ' A 
TO RD IN O ) - 6 4100  
T e ram o  (T E ), Italia

IT /1 4 2 /H /2 0
18

06
/1

1/
20

18 A IFA  Ita lian  M ed ic ines 
Agency

Rotexm ed ia
Gm bH
A rzn e im itte lw e r
k

Th u o c dong kho va bot pha tiem  chd a C epha , Penem  chi th o c  hien dong goi s a  cap . 
Yeu cau cong ty  cung cap ta i lieu lien quan den hoat dong tren  de cong bo th eo  de 
nghi.

43 L indopharm
Gm bH

Lindopharm  Gm bH 
N eustrasse  82  40721  
H ilden , G e rm an y

D E _N W _0 3 _
G M P _2 0 1 8 _
0026

10
/0

8/
20

18 C a  quan tham  quyen 
D d c

Cong ty  TNHH 
Blnh V ie t D d c

Cong ty  nop G iay  xac  nhan cua c a  quan quan ly ngay 2 9 /1 0 /2 0 1 8  ve  v ie c  ch d  cap 
chd ng  nhan sau khi d o t kiem  tra  ngay 2 4 -2 5/1 0 /2 0 1 8 . T h d i han x in  xa c  nhan den 
nay da d o o c  4  thang . D e nghi bo sung giay chd ng  nhan G M P m d i de cong bo.

44 Eli L illy  and 
C om pany (C a  s a  
san xu a t)

Lilly Techno log y C en te r ., 
Ind ianap o lis , Ind iana 
4 6 2 8 5 , USA.

0 4 /1 6 /1 0 4 4
02
05

/1
2/

20
16

Eu ropean  M ed icines 
Agency

VPDD Daiichi 
Sankyo
(Th a ilan d ) Ltd.

G iay  chd ng  nhan CPP do c a  quan quan ly D o o c Chau Au cap , khong ghi th d i han co 
hieu lo c . Cuc Q uan ly D o o c tam  cong bo ta i danh sach c a  s a  san xu a t th u o c  da t tieu  
chuan P IC /S-G M P, EU -G M P. T rong  vong 3 thang  ke td  ngay cong bo, de nghi cong ty 
cung cap cac ta i lieu lam  can cd  de xa c  d inh th d i han co hieu lo c  cua GCN nay (n h o  
G iay  chd ng  nhan G M P / Bien ban kiem  tra  (phan hanh chfnh va ket luan) co th e  hien 
ngay k iem  tra  G M P tai c a  s a  san xu a t san pham  de nghi cong bo). Neu qua th d i han 
tre n , Cuc Q uan ly D o o c se ru t c a  s a  san xu a t khoi danh sach .

L illy , S .A . (C a  s a  
dong goi va xu a t 
x u a n g )

A vda . de la Industria  30, 
2 8 108  A lcobendas, 
M adrid , Spain
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