BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Boc lap - Ty do - Hanh phuc

S6iy/E” IQLD-BK Ha N6i, ngayoill thangspi nam 2019
V/v dinh chinh théng tin trong Quyét
dinh cép gidy BKLH

Kinh gui:
- S& Y té cac tinh, thanh phé truc thudc Trung wong;
- Céc co s& dang ky cd thuéc duoc dinh chinh.

Cuc Quan ly Dugc nhan duoc cong van cua cac co s¢ dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy dang ky luu hanh thudc
va Cdng van vé viéc duy tri hiéu lvc gidy dang ky lvu hanh thu6c ctia Cuc Quan
ly Duoc.

Can clr hé so dang ky thudc lvu tai Cuc Quan ly Dugc, Cuc Quan ly Duoc
thdng bao dinh chinh mét s6 ndi dung trong cac Quyét dinh cap gidy dang ky lwu
hanh va Céng van duy tri hiéu lyc gidy dang ky lwu hanh ddi véi cac thudce tai cac
danh muc cu thé nhu sau:

1. Danh muc cac thuéc dwoc dinh chinh théng tin trong Quyét dinh cép gidy
dang ky lwu hanh (Phu iuc I kém theo Cdng véan nay).

2. Danh muc céc thu6c duwgc dinh chinh thdng tin trong céng van duy tri
hiéu luc gidy dang ky lvu hanh (Phu iuc Il kém theo Cong van nay).

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

Noi nhan: KT.CUC TRUONG

-Nhw trén; PHO CUC TRUONG
- B6 trwdng (dé bic);

- TT. Trwong Qudc Cudng (dé b/c);

- CT. Vi Tuén Cuwong (dé blc);

- Cuc Quan y - B6 Qudc phong, Cuc Y té - B Cong an;

- Cuc Y té giao thdng van tai - B6 GTVT,;

- Téng Cuc Hai Quan - B Tai Chinh;

- Bao hiém xa hoi Viét Nam;

- BO Y té: Vu PC; Cuc QLYDCT; Cuc QLKCB; Thanh tra
BoO;

- Vién KN thudc TV, VKN thuéc TP.HCM;

- Tong Cong ty Dugc VN;

- Céc Bénh vién, Vién c6 givong bénh truc thuéc Bo Y té;

- Cuc QLD: p. QLK.DD, P.QLCLT, P.PCTTra, Website;
-Luwu: VT, BKT(V).






TT

4.

BO YTE

CUC QUAN LY DUOC

Tén thuoc

Ginkgo Biloba 40mg

Rossar (NQ: Korea wnited
Pharm.INC. Dia chi: 25-
23,  Nojanggongdan-gil,
Jeondong-Myeon, Sejong-

si, Han Qudc)

Amoxicillin 500mg

Clorpheniramin
4mg

maleat

Phu luc |

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

DANH MUC 06 THUOC Buoc BINH CHINH THONG TIN
TRONG QUYET BINH CAP GIAY BANG KY Luwu HANH

Coéng ty
dang ky

cong ty cb
phan  duoc
pham VCP

Ccong ty co
phan Korea
united Pharm
IntT

cong ty cb
phan Xuat
nhap khau y
t€ Domesco

Cong ty co
phan Xuat
nhap khau y
t€ Domesco

S6 dang ky

VD-32013-19

VD-23814-15

VD-32713-19

VD-32270-19

(Kém theo céng van sd/1550O1  /QLD-PK ngay

S0 Quyét
dinh/ Ngay
Quyét dinh

108/QP-QLD
27/02/2019

662/QD-QLD
17/12/2018

303/QD-QLD
10/05/2019

108/QD-QLD
27/02/2019

//i") /2019 cta Cuc Quén ly Duoc)

NG6i dung
dinh chinh

Tén thubc

Hoat chat,
ham luvong
Dia chi co s¢
san xudt va
dang ky

Hoat chat,
ham luong

Quy cach
dong goi

Hoat chat,
ham luvong

Théng tin da ghi

Gingko Biloba 40mg

Losartan kaki 50mg

S6 2A, Pai 10 tv do, Khu
cbng nghiép Viét Nam-
Singapore, huyén Thuan
An, tinh Binh Duwong
Amoxiccilin (dwéi dang
Amoxicilin trinydrat
compacted) 500mg

Hop 10 vi, 20 vi X 10
vién; Chai 100 vién, 300
vién, 500 vién, chai 200
vién

Clorphemiramin maleat
4mg

Thoéng tin dinh chinh

Ginkgo Biloba 40mg

Losartan kali 50mg

S6 2A, Pai 10 tv do, Khu
cobng nghiép Viét Nam -
Singapore, thi x& Thuan
An, tinh Binh Duong
Amoxicillin (duwéi dang
Amoxicillin trinydrat
compacted) 500mg

Hop 10 vi, 20 vi X 10
vién; Chai 100 vién, 300
vién, 500 vién; Hop !
chai 200 vién
Clorpheniramin maleat
4mg



TT

Tén thubc

Pendo-Irbesartan-HCTZ
300mg/12,5mg(SXNQ:
Pendophanii cla cong ty
Pharmascience INC; dia
chi: 6111 Royalmount
Avenue Suite 100,
Montreal, Quebec, Canada,
H4P2T4)

Pendo-ursodiol ¢ 250mg
(SXNQ: Pendopharm cua
cdbng ty Pharmascience
INC; dia chi: 6111
Royalmount Avenue Suite
100, Montreal, Quebec,
Canada, H4P2T4)

Cong ty
dang ky

Céng ty co
phan Xuét
nhap khau y
t€ Domesco

Cong ty co
phan xuat
nhap khau y
t€ Domesco

SO dang ky

VD-32270-19

VD-32270-19

S6 Quyét
dinh/ Ngay
Quyét dinh

108/QD-QLD
27/02/2019

108/QD-QLD
27/02/2019

NOi dung
dinh chinh

Tén thubc

Tén thudc

Thong tin da ghi

Pendo-Irbesartan-HCTZ
300mg/12,5mg(SXNQ:

Pendopharm clia cong ty
Pharmascience INC; dia

chi: 6111 Royalmount
Avenue  Suite 100,
Montreal, Quebac,

Canada, H4P2T4)

Pendo-Ursodiol ¢ 250mg
(SXNQ: Pendopharm cua
cbng ty Pharmascience

INC; dia chi: 6111
Royalmount ~ Avenue
Suite 100, Montreal,
Quebac, Canada,
H4P2T4)

KT. cuc TRUONG

Thong tin dinh chinh

Pendo-Irbesartan-HCTZ
300mg/12,5mg(SXNQ:
Pendopharm clia cong ty
Phannascience INC; dia

chi: 6111 Royalmount
Avenue  Suite 100,
Montreal, Quebec,

Canada, H4P2T4)

Pendo-ursodiol ¢ 250mg
(SXNQ: Pendopharm cla
cbng ty Pharmascience

INC; dia chi: 6111
Royalmount Avenue
Suite 100, Montreal,
Quebec, Canada,
H4P2T4)



BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Tw do - Hanh phc

Phu luc 1l
DANH MUC 01 THUOC Bueoc BINH CHINH THONG TIN
TRONG CONG VAN DUY TRI HIEU Luc GIAY DANG KY Luu HANH

(Kém theo Co6ng van /QLD-bK ngayoPa / /2019 clia Cuc Quan ly Duoc)
A x 2 ax . X 4x . 5 ~A < Ngay Cong NoOi dung A e en Thong tin dinh
TT  Tén thubc Co so' dang ky S6 dang ky S6 Cong van VN dinh chinh Thoéng tin da ghi chinh
Ceftizoxim Corlg ty c0 phan dwgc VD-21699-14  15841/QLD-BK  13/09/2019 Ngay hét hiéu
1. 29 pham VCP luc gidy ding 09/09/2019 19/09/2019
ky luu hanh
KT. CUC TRUONG

ivc TRUONG

Thanh Lam






