2\ Ky bdi: Cuc Quan
"\ 1y Dugc
| Co quan: By Y té

¥g vk BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
T CycC QUAN LY DUQC Doc 1ap — Tw do — Hanh phiic
Sb6: 408 /QDP-QLD Ha Noi, ngay 19 thdng 06 nam 2024
QUYET PINH

Veé viéc sira ddi thong tin thudc trong Danh muc thudc c6 chirng minh twong
dwong sinh hoc kém theo cac Quyét dinh cong bo Danh muc thuoc ¢6 chimg
minh twong dwong sinh hoc cia Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia BY Y té;

’ Can cir Thong tw s6 08/2022/TT: -BYT ngay 05/9/2022 cua B truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,
Can cir Quyét dinh s6 1969/0P- BYT ngay 26/04/2023 cua Bo truong Bo

Y té quy dinh chirc nang, nhi¢m vu, quyén han va co cdu t6 chire ciia Cuc Quan
ly dwoc thuoc Bo Y té;

Theo dé nghi ciia Truwdng phong Dang ky thuéc, Cuc Quan Iy Duorc.
QUYET PINH:

Piéu 1. Stra d6i mot sd thong tin thude trong Danh muyc thude co chimg
minh tuong dwong sinh hoc ban hanh kém theo cac Quyét dinh cong bd Danh
muc thudc co chirng minh tuong duong sinh hoc cua Cuc Quan 1y Duoc (Phu luc
kém theo Quyét dinh nay).

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam doc So' Y té; Giam dbc bénh vién, vién ¢ givong bénh truc
thuéc BO Y té; Giam dbc co sé san xuat thude co thude duoc cong bd tai Biéu 1
va Thu truéng cac don vi ¢6 lién quan chiu trach nhiém thi hanh Quyét dinh

nay./.

Noi nhn: KT. CUC TRUONG
- Nhu Biéu 3; . PH TR

- B trudng Dao Hong Lan (dé b/c); — \@O CyC UONG
- Thi truong D6 Xuan Tuyén (dé b/c); Jn BHC AN

- Cuc trudng Vii Tudn Cuodng (dé b/c);

- Bao hiém x4 hoi Viét Nam;

- Cuc Quany - Bo Quéc phong;

-CucyY té - B6 Cong an;

- Cuc Y té giao thong van tai - Bo GTVT;

-BoY té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh tra
B9, Vu PC, Vu BHYT, Vu KHTC;

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

- Hiép hoi Doanh nghiép dugc Viét Nam;

- Trung tAm mua sam tap trung thuéc QG;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN; P.QLGT,
VPC;

- Website cua Cuc QLD;

- Luu: VT, BKT (02 ban).

\/\

Nguyén Thanh LAm



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC CO CHUNG MINH TUONG PUONG SINH HQC
BAN HANH KEM THEO CAC QUYET PINH CONG BO DANH MUC THUOC CO CHUNG MINH
TUONG PUONG SINH HQC CUA CUC QUAN LY DUQC
(Kém theo Quyét dinh s6408 /OD-QLD ngay 19 /06 /2024 ciia Cuc Qudn Iy Duwoc)

A . X . . Thong tin tai
ST Tén thudc H‘oat chat, ]‘)angA Ql,ly cac’l.l S6 diing ky Co so; san ];);avchl cg’ Danh muc da Thong tin Ghi chu
T ham lwgng | bao ché | dong goi xuat $O' san xuat 3 . 22
ban hanh stra doi
1 | Agirovastin | Rosuvastatin | Vién Hop3vi | VD-25122-16 | Chi nhanh | Buong Vi | - Hoat chat: - Hoat chat: - Cong van sO
20 (dudi dang nén bao | x 10 vién cong ty c6 | Trong Rosuvastatin Rosuvastatin 17248/QLD-CL  ngay
Rosuvastatin | phim pha}n dugc | Phung, calcium tuong | (dudi dang | 24/10/2017 vé viéc cap
calci) 20 mg pham Khom Thanh | qyong 20 mg | Rosuvastatin nhat mot s6 thong tin
Agimexpharm | An, . P. MY | Rosuvastatin calei) 20  mg | taicdc Quyétdinh cong
-Nha may san | Thai, TP. Té . - Tén co s& san | bo Danh muc thudc co
X . - Tén co s& san F : . , )
xuat dugc | Long Xuyén, L. A 2 | xuat: Chi nhanh | ching minh tuong
z . xuat: Cong ty cO | . 2 4 .

pham An Giang hin d ha cong ty cO phén | duong sinh hoc
Agimexpharm phan duoc pham duoc pham | - Quyét dinh 424/Qb-
Agimexpharm | Agimexpharm- | QLD ngy 05/09/2016
Nha mdy san xuét | v€ viéc ban hanh danh
duoc pham | muc 452 thuoc sén,xué:[
Agimexpharm trong nudc duoc cap s
dang ky luu hanh tai

Viét Nam - Dot 155

2 | Cardilopin | Amlodipine | Vién Hop3vix | 599110187823 | Egis 1165 Tén thuoc: Tén thuoc: - Quyet dinh so
(du6i dang | nén 10 vién Pharmaceutica | Budapest, Cardilopin 10 mg | Cardilopin 489/Qb-QLD  ngay
Amlodipine Is Private | Bokényfoldi 14/7/2023 cua Cuc
besylate Limited at 118-120., Quan ly Dugc vé viée
13,90mg) Company Hungary ban hanh danh muc
10mg 186 thuoc nudc ngoai

duogc cép, gia han gidy
dang ky luu hanh tai
Viét Nam - Dot 115

- Quyét dinh s
656/Qb-QLD  ngay
19/9/2023 cua Cuc

Quan ly Duoc vé viée
cong bd Danh muc
thuéc co chimg minh
twong duong sinh hoc
bot 4 - Nam 2023




A . - . . Thong tin tai
ST Ten thuge | Hoatehat, | Dang | Quyeach | g4, o | Cososan | Dia chico Danhgmuc da Théng tin Ghi chi
T ham lwgng | bao ché | dong goi xuat $0' san xuat 3 . a2,
ban hanh stra doi
3 | Cardilopin | Amlodipine | Vién Hop3vi | 599110187923 | Egis 1165 Tén thudc: Tén thudc: - Quyét dinh s
(dudi dang nén x 10 vién Pharmaceutica | Budapest, Cardilopin 5 mg Cardilopin 489/Qb-QLD  ngay
Amlodipine Is Private | Bokényfoldi 14/7/2023 cia Cuc
besylate Limited ut 118-120., Quan 1y Duoc vé viée
6,95mg) 5mg Company Hungary ban hanh danh muc
186 thudc nudc ngoai
duogc cap, gia han gidy
dang ky luu hanh tai
Viét Nam - Dot 115
- Quyét dinh sb
656/Qb-QLD  ngay
19/9/2023 cta Cuc
Quan 1y Duoc vé viée
cong bd Danh muc
thudc c¢6 chimg minh
tuong duong sinh hoc
Pot 4 - Nam 2023
4 | Mibeplen Felodipin Vién Hop 3 vi | 893110094224 | Cong ty | Lo B, duong | Quy cach dong | Quy cach dong | - Quyét dinh s
Smg Smg nénbao | x 10vién; | (VD-25036- | TNHH Lién [ s6 2, khu g6i: Hop 3 vix 10 | goi: Hop 3 vix 10 | 123/QD-QLD  ngay
phim Hop 05 vi 16) doanh Hasan - | cong nghiép | vién vién; Hop 05 vi x | 26/02/2024 cta Cuc
tac dung | x 10 vién; Dermapharm Déng An, 10 vién; Hop 10 vi | Quan ly Dugc vé viée
kéo dai | Hop 10 vi phuong Binh x 10 vién cong bd Danh muc
x 10 vién Hoa, thanh thudc c¢6 chimg minh
phé  Thuin tuong duong sinh hoc

An, tinh Binh
Duong, Viét
Nam

c6 thay ddi bo sung
thong tin thude dot 2-
nam 2024

- Quyét dinh s6 90/QD-
QLD ngay 31/01/2024
cua Cuc Quan ly Duoc
vé viéc ban hanh Danh
muc 608 thudc san xuét
trong nudc dugc gia
han gidy ding ky luu
hanh tai Viét Nam -
Dot 192.




A . - . . Thong tin tai
ST Ten thuge | Hoatehat, | Dang | Quyeach | g4, o | Cososan | Dia chico Danhgmuc da Théng tin Ghi chi
T ham lwgng | bao ché | dong goi xuat $0' san xuat 3 . a2,
ban hanh stra doi
5 | Pyme Fluconazol | Vién Hop 1vi | VD-19118-13 | Cong ty cb | 166-170 - Pia chi CSSX: | - Pia chi CSSX: | Quyét dinh s6 740/QP-
Fucan 150mg nang x 1 vién phan Nguyén Hué, | 166-170 Nguyén | 166-170 Nguyén | QLD ngay 14/11/2022
cung Pymepharco Tuy Hoa, | Hu¢, Tuy Hoa Hué, Tuy Hoa, | cua Cuc QLD vé viéc
Phu Yén, | - Nudc san xuat: | Phu Yén cong bd Danh muc
Viét Nam Phu Yén - Nudc san xuat: | thude cé tai liéu chiung
Viét Nam minh TPSH dot 30;
Gidy phép luu hanh
Pyme Fucan
6 | Quinacar | Quinapril Vién Hop7vix | VD-22612-15 | Cong ty cb | 166-170 Hoat chat: Hoat chat: - Quyét dinh s6
20 (du6i dang | nén bao | 14 vién phan Nguyén Hug, Quinapril  (du6i | Quinapril  (dudi | 656/QD-QLD  ngay
Quinapril phim Pymepharco Phuong 7, | dang Qinapril | dang  Quinapril | 19/09/2023 cua Cuc
HCI) 20mg thanh  pho | HCI) HCI) QLD ve viéc cong bo
Tuy Hoa, Danh muc thudc c6 tai
tinh Phu liéu chirng minh TBDSH
Yén, Viét dot 4 Nam 2023;
Nam - Gidy phép luu hanh
san phdm Quinacar 20
Ghi chu:

- 86 dang ky 12 ky tw la s6 dang ky dwege cap méi hodc gia han theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bé
triweng Bo Y té quy dinh viéc ding ky luu hanh thude, nguyén lidu lam thuoc.
- §6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thude dwoc gia han.
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