BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Péc lap — Tu do — Hanh phiic
Sé: 14996 /QLD-PK Ha Néi, ngay 17 thdng 09 ndam 2020
V/v dinh chinh thong tin trong

Quyét dinh cap giay BKLH, Cong
van duy tri hiéu huc glay PKLH

Kinh gtri: Céc co s& dang ky co thude duoc dinh chinh.

Cuc Quan ly Duoc nhan duoc céng van cua cac cong ty dang ky thude dé nghi
dinh chinh théng tin trong cac Quyét dinh cap giay dang ky luu hanh thuéc va Cong
van vé viéc duy tri hidu hre giay déng ky luu hanh thuée ctia Cuc Quan ly Duoc.

Czn ct hd so dang ky thuéc Iuu tai Cuc Quan ly Dugc, Cuc Quan ly Duoc
thong bdo dinh chinh mét s6 néi dung trong cdc Quyét dinh cép gidy dang ky hwru hanh
va Coéng van duy tri hiéu huc giay déng ky luu hanh déi véi cac thude tai cdc danh muc
cu thé nhu sau:

1. Danh muc céc thuée duoc dinh chinh thong tin trong Quyét dinh cap giay
dang ky luu hanh (Phu luc I kem theo Cong van nay).

2. Danh muc céc thude duoc dinh chinh théng tin trong céng vin duy tri hiéu
hee giay déng ky luu hanh (Phu luc II kém theo Céng vin nay).

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

Noi nhén: KT. CUC TRUONG
- N trén o HO CUC TRUONG
- Q.Bo truéng BO Y té (dé bic);
- TT. Truong Quéc Cuong (dé blc);
- CT. Vii Tuan Cuong (dé blc);
-CucQuanY - B9 Quf)c phong, CucY té - Bd Cong an;
Cuc Y té GTVT - Bo Giao théng van tai;
- Téng Cuc Hai quan - B¢ Tai chinh;
- BAo hiém X# hoi Viét Nam;
-Bo Y té: VuPC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bo;
- SYT céc tinh, thanh ph6 true thudc Trung wong;
- Vién KN thuéc TU, Vién KN thuéec TP. HCM;
- Téng Cong ty Dugc Viét Nam-Cong ty CP;
- Céac Cong ty XNK dwgc pham;
- Cac Bénh vién & Vién co6 giwdng bénh triee thuéc BYT;
- Cuc QLD: P.QLKDD, P. QLCLT, P. PCTTra, Website Cuc.
-Luw VT, BKT (04b).
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BOYTE

CUC QUAN LY DUGC

(Kém theo cong van sé

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 1ap — Tu do — Hanh phiic

Phu luc I ,.
DANH MUC 14 THUOC PUQC PINH CHINH THONG TIN
TRONG QUYET DINH CAP GIAY PANG KY LUU HANH
14996 /QLD-DK ngay17 /09 /2020 ciia Cuc Quan Iy Duoc)

A £ Ngﬁ P
- q Cong ty e : So Y Néi dun SO SRR B i G q
STT | Tén thuoc ding ky So dang ky Quyét dinh %lllg]:t dinh chl’ngh Théng tin da ghi Thong tin dinh chinh
Caboda Cong ty TNHH N .
I tablets | duoc pham Nam | VN3-214-19 | 651/QD-QLD | 23/10/2019 |  Len thuoe Sabod tahlet abnda fablcc
- 500mg 500mg
500mg Hin
Pfizer Ham luong 40mg 40mg/ml
2 o (Thailand) | " -2248- | 653/0p-QLD | 2371012019
Medrol Limited 19 Quy cich
e . - Hép1 lo Hép 1 lo 1ml
dong got
iy Pharmix VN-22462 Tén thud
2 - . én thuoc -~
3 Ilnﬂ;a;tlon Corporation 19 653/QD-QLD | 23/10/2019 Q-Pem linjjection g | Q-Pem Injection 1g
Lukema Cong ty TNHH VN-22349- H b Montetlukast (dudn Montelukast (dudi
4 | Chewable |duoc phim Nam 5 653/QD-QLD | 23/10/2019 B Gt dang Montelukast dang Montelukast
4mg Hén natri) 4mg natri) 4mg
Plot No. 457, 458, Camp Road, Selaqui,
Accord VN-22273- Piachi Co | Village-Matoda, Bavla Dehradun,
5 | Losartas-HT Healthcare 653/QD-QLD | 23/10/2019 | s san xuit Road, Tal.-Sanand, Uttarakhand, India
. 19 :
Limited Dist.-Ahmedabad-
382210
Zoleronic ) Zoleronic acid Zoledronic acid
acid Cbng ty c6 phan VN-22321 o thsd Fresenius Kabi Fresenius Kabi 4mg/
6 | Fresenius | Fresenius Kabi 19 653/QD-QLD | 23/10/2019 | Ten thuoe 4mg/ Sml Sml
Kabi 4mg/ Viét Nam

Sml




Ngay

STT | Tén thude oy Sé ding ky 56 Quyst | Noldumg | 4y Gndaghi | Thong timdinh chinh
dang ky : Quyeét dinh dinh dinh chinh
Quy céch Hépllo,4lo,51o, | Hopllo, 4lo, 1010
dong go1 101ox Sml x 5 ml
) Korea United : . ]
7 Ketaviran Pharm. Tnc VN3-199-19 | 437/Qb-QLD | 24/7/2019 Hoat chat Entercavir 0,5mg Entecavir 0,5mg
. Korea United ‘ 3 .
8 Ketaviran S VN3-200-19 | 437/Qb-QLD | 24/7/2019 Hoat chat Entercavir Img Entecavir 1mg
Village- Vasana- Village- Vasana-
Otsuka . . Chacharwadi, tal- Chacharwadi, Tal-
9 Bioci Pharmaceutical | VN-22184- 437/QP-QLD | 24/7/2019 Dlz;iu C(_’ Sanand, Sanand,
oy India Private 19 o 6 ding ky Ahmedabad, Ahmedabad,
Limited Gujarad Gujarat, India, 382
213.
o Novartis : Amoxicilin (dud Amoxicilin (dudi
10 A”;‘S’g‘:l‘”‘“ (Singapore) Pte VN‘%‘ 80- | 437/Qp-QLD | 247772019 | Hoat chat dang amoxxicilin dang amoxicilin
& Ltd trihydrat) 250mg trihydrat) 250mg
Cosdsan | Egis Pharmaceuticals Egis Phanne?ce?.mca]s
£ Private Limited
xuat PLC
Company
s 9900 Kormend, 9900 Kérmend, Mdtyds
Pia chi Co 5 G
S p Matyas kiraly u. 65- | kirdly ut 65., Hungary
. s0 san xuat
Egis VN-21853- Hungary
11 Milurit Pharmaceuticals 164/Qb-QLD | 20/03/2019 o . ; Egis Pharmaceuticals
19 Cosd diang | Egis Pharmaceuticals . i
PLC ; Private Limited
ky PLC
Company
1106 Budapest, 1106 Budapest,
Pia chi Co Kereszturi ut 30-38- Keresztiri it 30-38.,
so dang ky Hungary Hungary




Ngay

Py Cong ty SES S6 2 Néi dung TR el e o
STT | Tén thuoc déing ky So dang ky Quyét dinh (')jl:g]:t dinh chinh Théng tin da ghi Théng tin dinh chinh
] Cholecalciferol 10 Cholecalciferol 10
. 2 oA meg meg
C":i‘f;g Cr‘l’éi:‘a“ ——— Hoat ol | (d6i dang vitamin D3 | (duci dang vitamin D3
12 Geotonik Tr P or 8 173/Qb-QLD | 27/3/2018 ' 1.0 MUI/g) tuong 1.0 MIU/g) twong
S A duong vitamin D3 400 | duong vitamin D3 400
Codupha
LU. LU.
Cong ty TNHH : Tenofovir disoprosil Tenofovir disoproxil
13 Stemvir Dugc pham VNﬁ 2];23?- 411/Qb-QLD | 04/7/2018 LR fumarat 300mg fumarat 300mg
Vietsun
Qinice. A b Chinoin Chinoin
No-Spa v VN-18876- Co sd san Pharmaceutical & Pharmaceutical and
L forte DI pore Eess 15 HIQYRED | SaE e Xuat Chemical Works Chemical Works

Ltd.

Private Co. Ltd

Private Co. Ltd.

KT. CUC TRUONG
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CUC QUAN LY DUGC

BOYTE

(Kém theo Céng vin s6

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap — Tu do — Hanh phic

Phy luc II
DANH MUC 03 THUOC PUQC PINH CHINH THONG TIN

TRONG CONG VAN DUY TRi HIEU LUC GIAY PANG KY LUU HANH
14996 /OLD-DK ngay17 /09 /2020 ctia Cuec Quan ly Duorc)

a £ o o . e . P Ngay Cong Néi dung Théng tin da Théng tin dinh
Tén thuoc | Cong ty dang ky | So ding ky | So Céng van vin dinh chinh ghi chinh
Egis Egis Egis
Piracetam- Pharmaceuticals | VN-16482- Tén cong ty . Pharmaceuticals
Egis Private Limited 13 196/QLD-BK. | 10/01/2020 | = gy gy~ | Pharmaceuticals | proie 1 imited
C Public Ltd., Co
ompany Company
Cong ty cb phan Cong ty c6 ) -
2 N 3 Céng ty ding . B .
dugc pham va | VN-18629- | 10830/QLD- phan dugc SR Cong ty dang ky
kv thist biCAT |15 PK 2020 | imvathiée | X gfl‘ ‘?‘l’"c thay ddi
bi CAT v
Cong ty cb phan Cong ty c6 . =
2 X 1 Coéng ty dang . " :
duge pham  va | VN-18555- 10830/QLD- phan duoc i Céng ty ddng ky
Hnzole  pidinicAT |14 PK 177712020 | Sham va thige | XY 48 duoc thay déi
bi CAT et

KT, CUC TRUONG
_PHO CUC TRUONG
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