Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM
cuc QUAN Iy duoc Poc 1ap - Tu do - Hanh phuc

/QLD-bK Ha N6i, ngaythangt J nam 2020
V/v dinh chinh thdéng tin trong Quyét
dinh cap gidy BDKLH, Coéng van duy tri
hiéu lyc gidy BKLH

Kinh giti:  Céac co s& dang ky co6 thudc duwgc dinh chinh.

Cuc Quan ly Duoc nhan dwoc cong van cla cac cong ty dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cdp gidy dang ky lwu hanh thudc
va Cong van vé viéc duy tri hiéu luc gidy dang ky lvu hanh thuéc ctia Cuc Quan
ly Duoc.

Can ctr ho so dang ky thudc lvu tai Cuc Quan ly Dwoc, Cuc Quéan ly Dugc
thdong bao dinh chinh mét sé ndi dung trong cac Quyét dinh cdp gidy dang ky luwu
hanh va Cong van duy tri hiéu lyc gidy dang ky lvu hanh d6i véi cac thudc tai cac
danh muc cu thé nhw sau:

1. Danh muc céc thudc duoc dinh chinh thdng tin trong Quyét dinh cap gidy
dang ky Iwvu hanh (Phu luc I kém theo Cong van nay).

2. Danh muc céac thuéc dwgc dinh chinh théng tin trong cong van duy tri
hiéu luc gidy dang ky lwu hanh (Phu luc Il kém theo Cong van nay).

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

Noi nhan: KT. CUC TRUONG

- Nhu trén; O CUC TRUONG

- Bi thw BCS bang BYT (dé b/c);

- Thir trudng Truong Qudc Cudng (d€ b/c);

- Cuc trudng Vi Tudn Cuong (dé b/c);

- Cuc Quan Y- B6 Qudc Phong; Cu Y té- Bo Cong An;

Cuc Y té Giao thdng van tai- B6 GTVT;

- BYT: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bo;
- SYT céc tinh, TP trwc thudc TU;

- C4c bénh vién, Vién cé givong bénh tryc thudc Bo Y té;

- B4o hiém X4& hoi Viét Nam;

- Téng cuc Hai quan - B& Tai chinh;

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

- Téng cong ty dwgc Viét Nam;

- Céc cong ty XNK duwgc pham;

- Cuc QLD: P.QLKDD; P.QLCLT; P.PCTTra; Website Cuc;
- Luu: VT, BKT (04 ban).

yén Thanh Lam



Bod YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
Phu luc I

DANH MUC 11 THUOC Bugc DINH CHINH THONG TIN
TRONG QUYET DINH CAP GIAY BANG KY Luwu HANH

(Kem theo cdng van sb /QLD-BK ngay™y / 0il /2020 cua Cuc Quan ly Dugrc)
A . A . ex , SO Nga No6i dun A e e
STT Tén thudc Cong ty S6 dang k > 92y ~olaung
dang ky gKy Quyétdinh  Quyét dinh  dinh chinh Thong tin da ghi
_ _ Ham lvong  Khong cé
I Albuminar 25 unico Alliance )\ 13414.11  230/0D-OLD  12/7/2011 ,
Co., Ltd. Quy céach .
. . Chai 50ml
dong goi
Co s& déng
A. Menarini goi va xudt  Khong co
2 Benalapril 5 Singapore Pte.  VN-22048-19  437/QD-QLD  24/7/2019 X49N9
Ltd.
Piachinha Glienicker Weg 125,
san xuat 12489 Berlin- Germany
M®&i 250ml chira: L-
isoleucin 720mg; L-
leucin 817,5mg; L-lysin
hydroclorid 902,5mg;
Chiamin-S Siu Guan Chem Hoat chat-  L-methionin 720mg; L-

threonin 480mg; L-
tryptophan 240mg; L-
valin 720mg; L-arginin
hydroclorid 750mg; L-
histidin hydroclorid.

Injection nd. Co., Ltd. ham lwgng

Thoéng tin dinh chinh
25%
Hop 1 chai 50ml

Co s6 déng goéi va xuat
xwéng: Berlin Chemie
AG, d/c: Glienicker
Weg 125, 12489 Berlin-7
Germany

Tempelhoier Weg
12347 Berlin- Germany

Mbi 250ml chira: L-
isoleucin 720mg; L-
leucin 817,5mg; L-lysin
hydroclorid 902,5mg;
L-methionin 720mg; L-
phenylalanin 480mg; L-
threonin 480mg; L-
tryptophan 240mg; L-
valin 720mg; L-arginin
hydroclorid 750mg; L-
histidin hydroclorid.



STT

10

Tén thudc

Chloramphenicol
Sodium Succinate
for iryection BP

Clarithromycin
tablets BP/U'SP

Cratsuca
Suspension
“Standard”

Etomidate Lipuro

Nalidixic acid
tablets BP/U'SP

Thu6c phun mu
dung hit Duolin
(Khéng c6 CFC)

Vv.c.s Injection

Coéng ty
dang ky

Brawn
Laboratories
Ltd.

Brawn
Laboratories
Ltd.

Standard Chem.
& Pharm. Co.,
Ltd.

B. Braun
Medical
Industrie
Bhd.

Brawn
Laboratories
Ltd.

Cipla Ltd.

Cong ty c6 phan
tap doan duogc
pham & thuwong
mai Sohaco

Sdn.

S6 dang ky

VN-22234-19

VN-22300-19

VN-22473-19

VN-10697-10

VN-22236-19

VN-20669-17

VN-22245-19

sO
Quyét dinh

651/QD-QLD

653/QD-QLD

653/QD-QLD

241/QD-QLD

651/QD-QLD

412/QD-QLD

653/QD-QLD

Ngay
Quyét dinh

23/10/2019

23/10/2019

23/10/2019

20/8/2010

23/10/2019

19/9/2017

23/10/2019

Noi dung
dinh chinh

Tiéu chuan

Hoat chét-
ham lvgng

Nha san
Xuat

Quy céach
dong goi

Tiéu chuin

Hoat chat-
ham lwvgng

Quy céch
déng goi

Tiéu chuén

Théng tin da ghi

H20 345mg; Glycin

I00mg; D-sorbitol
12,59

BP2015

Clarithromyin 250mg

2nd Plant, Standard
Chem. & Pharm. Co,,
Ltd., 2nd Plant

Ong thay tinh 10ml

BP2015

Mbi  litu xit chta:
Salbutamol (du¢i dang
Salbutamol sulphat)
100mcg;  Ipratropium
bromid 20mg

Hop 1 lo Iml

USP37

Théng tin dinh chinh
H20 345mg; Glycin

1117,5mg; D-sorbitol
12,59

BP2018

Clarithromycin 250mg

2nd Plant, Standard
Chem. & Pharm. Co.,
Ltd.

Hop 10 6ng thly tinh
10ml

BP2018

Mbi  lieu xit chta:
Salbutamol (dwéi dang
Salbutamol sulphat)
100mcg;  Ipratropium
bromid 20mcg

Hép 10 lo Iml

USP41



S6 Ngay Noi dung

A ~ Cﬁng ty ~ o , a “ ~ - ~ - s s
STT Tén thubc dang ky S6 dang ky Quyétdinh  Quyétdinh dinh chinh Thoéng tin da ghi Thoéng tin dinh chinh
. Cong ty c6 phan R R P R o
Wida D5 (5% N i i ) Coéng ty Coéng ty c6 phén dugc Cbng ty c6 phan duwoc
Dextrose BP) dout’gjk‘;hgﬁv VN-21710-19  164/QD-QLD  20/3/2019 4 ko pham Otsuka OPV pham Otsuka Viét Nam

KT. CUC TRUONG



CUC QUAN LY DUOC

TT  Tén thudc

1. Allerba-10

Lipoiundin
2. MCT/LCT
10%

Lipoiimdin

3. MCT/LCT
20%

4, Nurich-25

BO YTE

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

Phu luc 11

DAI\1H ML_JC} 04 THU@Q E)uA’Q’C DINH CKHI'NI-VI TH@I\JG TIN .
TRONG CONG VAN DUY TRI HIEU Lwc GIAY BDANG KY LU U HANH
(Kem theo Coéngvan s&6/Q L. D-B>K ngay/iy / oz /2020 cta Cuc Quan ly Duoc)

Cong ty dang ky

APC
Pharmaceuticals &
Chemical Ltd

B.Braun Medical
Industries Sdn. Bhd

B.Braun Medical
Industries Sdn. Bhd

APC
Pharmaceuticals &
Chemical Limited

S0 dang ky

VN-18137-14

VN-16130-13

VN-16131-13

VN-18138-14

S6 Cong van

12869/QLD- bK

18886/QLD-bK

18885/QLD-bK

12869/QLD- PK

Ngay Cong
van

30/7/2019

06/11/2019

06/11/2019

30/7/2019

NOi dung
dinh chinh

So dang ky

Tén thudc

Tén thudc

S6 dang ky

Thoéng tin dinh

Théng tin da ghi chinh

VN-18138-14 VN-18137-14

Lipoiimdin Lipofundin  MCT/LCT
MCT/LCT 10% E  10%

Lipofundin Lipoiundin  MCT/LCT
MCT/LCT 20% E  20%

VN-18137-14 VN-18138-14

CUC TRUONG
TRUONG



