BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUGC Péc lap - Tw do - Hanh phuc
/QLD-bK Ha Noi, ngay£)/, thang y(jnam 2019
V/v dinh chinh théng tin trong Quyét
dinh cép gidy BDKLH, Céng van duy tri
hiéu lyc gidy DKLH

Kinh gi:
- S& Y té cac tinh, thanh ph6 truc thudc Trung vong;
- Céc co s& dang ky c6 thude dugc dinh chinh.

Cuc Quan ly Dwoc nhan duoc cong van cla cac cong ty dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy dang ky Iwvu hanh thuéc
va Cong van vé viéc duy tri hiéu luc gidy dang ky lvu hanh thu6c ctia Cuc Quéan
ly Duoc.

Can ct hod so dang ky thu6c lvu tai Cuc Quan ly Dugc, Cuc Quan ly Duoc
thdng bao dinh chinh mot s6 ndi dung trong cac Quyét dinh cap gidy dang ky luu
hanh va Céng van duy tri hiéu lvc gidy dang ky luvu hanh ddi véi cac thudce tai cac
danh muc cu thé nhuv sau:

1. Danh muc céc thudéc duoc dinh chinh théng tin trong Quyét dinh cap gidy
dang ky lvu hanh (Phu luc I kem theo Céng van nay).

2. Danh muc céc thudc duoc dinh chinh théng tin trong cong van duy tri
hiéu lyvc gidy dang ky Iwu hanh (Phu luc Il kem theo Cdng van nay).

Cuc Quan ly Duogc thong bao dé cac don vi biét va thuc hién./.

TVoY nhan: KT. CUC TRUONG

- Nhuw trén;

- B treong Nguyén Thi Kim Tién (dé b/c);

- Thit tredng Trwong Quéc Cuong (dé b/c);

- Cuc trwdng Vi Tudn Cuong (dé b/c);

- Cuc Quén Y- B Qudc Phong; Cu Y té- Bd Cong An;

- Cuc Y té€ Giao thong van tai- B GTVT;

- Vu Phap ché, Cuc Quan Iy Y, Dugc co truyén, Cuc Quan ly
Kham chira bénh- B0 Y t€, Thanh tra Bo Y t€;

- C4c bénh vién, Vién c6 giwvong bénh triec thuée BO Y t€;

- Bao hiém Xa hoi Viét Nam;

- Téng cuc Hai quan - BO Tai chinh;

- Vién KN thuéc TU; Vién KN thuéc TP. HCM;

- Tong cong ty duoc Viét Nam;

- Céac cong ty XNK duoc pham;

- Website Cuc QLD, Tap chi Duvgc & MY phdm - Cuc QLD;
- Lwu: VT, BKT(10 ban).



STT

BO YTE

CUC QUAN LY DuQcC

Tén thudc

Benalapril 5

P-Hist 16

Bisoprolol
5mg

Irvell 150mg

Acido
Tranexamico
Bioindustria
L. I.LM

Cong ty
dang ky

A. Menarini
Singapore Pte.
Ltd.- Singapore

Céng ty TNHH
MTV duoc
pham Viét Tin-
Viét Nam

Novartis
(Singapore) Pte
Ltd- Singapore

PT. Novell
Pharmaceuticals
Laboratories-
Indonesia

Céng ty TNHH
duwoc Tam bPan-
Viét Nam

Phu luc |

CONG HOA XA HOI CHU NGHTA VIET NAM
Péc lap - Tw do - Hanh phuc

DANH MUC 06 THUOC Bwoc DINH CHINH THONG TIN
TRONG QUYET BINH CAP GIAY DANG KY Lwu HANH

(Kém theo cong van s6 /| 7~ /QLD-BK ngay

S6 dang ky

VN-22048-19

VN-22126-19

VN-22178-19

VN-22188-19

VN-20980-18

So
Quyét dinh

437/QD-QLD

437/QD-QLD

437/QD-QLD

437/QD-QLD

173/QD-QLD

Ngay
Quyét dinh

24/7/2019

24/7/2019

24/7/2019

24/7/2019

27/3/2018

/ yo /2019 ctia Cuc Quan ly Duoc)

Noi dung
dinh chinh

Co s@& dobng

goéi va xuét
Xuwéng
Pia chi nha
san xuat

Tén nha san
Xuat

Co s& doéng
géi  va xuét
xuwdng

Pia chi cbng
ty dang ky

Dang bao ché

Thong tin da
ghi

Chuwaco

Glienicker Weg
125 12489
Berlin- Germany

M/s Windlas
Biotech Limited

Chua cé

JI.  Wanaherang
No. 35, Tlajung
Udik, Gunung
Putri, Bogor
16962- Indonesia

Dung dich tiém
truyén tinh mach
va udng

Théng tin dinh chinh

Co s& dong goi va xuét
xwéng: Berlin Chemie AG,
dia chi: Glienicker Weg 125,
12489 Berlin, Germany.

Tempelhoier Weg 83, 12347
Berlin- Germany

M/s Windlas Biotech Private
Limited

Co s& dong goéi va xuat
xwéng: Lek S.A, dia chi:
50C, Domaniewska Street,
02-672 Warsaw, Poland

JI. Pos Pengumben Raya No.
8 Sukabumi Selatan, Kebon
Jeruk, Jakarta Barat 11560-
Indonesia

Dung dich tiém tinh mach
hodc udng



STT

Tén thudc

Fentanyl
B.Braun
0.5mg/10ml

Jardiance
Duo

Cong ty
dang ky

B.Braun
Medical Indu-
stries Sdn. Bhd.-
Malaysia

Boehringer
Ingelheim
Intemational
GmbH-
Germany

S6 dang ky

5O
Quyét dinh

VN-21366-18  748/QD-QLD

VN3-188-19

436/QD-QLD

Ngay
Quyét dinh

29/10/2018

24/7/2019

Noi dung
dinh chinh
Hoat chat
chinh-  Ham
lvgng

Hoat chat
chinh-  Ham
lvgng

Thoéng tin da
ghi

Fentanyl  (duoi
dang fentanyl
citrate) 50mcg

Moi vién chta:
“Metiormin HC1
1000mg; Empa-
gliflozin 5mg”

Théng tin dinh chinh

Fentanyl (du¢i dang fentanyl
citrate) 50mcg/mil

Moi vién chira:
“Empagliflozin 5mg;
Metiormin hydroclorid
I000mg”

KT. CUC TRUONG



BO YTE CONG HOA XA HQI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Ty do - Hanh phuc

Phu fuc Il
DANH MUC 01 THUOC DUOC DINH CHINH THONG TIN

TRONG CONG VAN DUY TRI HIEU Luc GIAY PANG KY Lwu HANH
(Kem theo Céng van s6yl2-0"2 /QLD-BK ngay{K( //0 /2019 cta Cuc Quan ly Dugc)

. " Ccong ty Py , £ ~a = Ngay Céng Noi dung N S N s .
TT Tén thubc dang ky S6 dang ky S0 Cbng van VAN dinh chinh Théng tin dd ghi  Théng tin dinh chinh
Cadila
L Zyrova 20 Healthcare VN-15259-12 9437/QDL-bK 17/6/2019 S6 dang ky VN-14493-12 VN-15259-12
Ltd.- India

KT. CUC TRUONG



