o\ Ky bdi: Cuc Qua
\ 1y Duoc
A | Coquan:ByY té

|\ b ;igz{gzoi‘ﬁ BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc 1ap — Tw do — Hanh phuc
S6: 279  /QP-QLD Ha Noi, ngay 26 thang 04 nam 2024
QUYET PINH

Vé viéc sira doi thong tin thude dwoc cip, gia han gidy ding ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cip, gia han gidy ding ky luu
hanh ctia Cuc Quéan 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 chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia B3 Y té;

Can cir Nghi dinh s6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mot so diéu va bién phap thi hanh Luat Duoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
sua doi, bo sung mot s6 quy dinh lién quan den diéu kién dau tw kinh doanh
thuéc pham vi quan ly nha nuoc cua Bo Y té;

Can cir Nghi dinh so 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu,

Can cit Quyét dinh sé 1 969/0D-BYT ngay 26/04/2023 cua B9 truong B9
Y té quy dinh chirc nang, nhiém vu, quyen han va co cdu té chire ciia Cuc Qudn
Iy Dugc thude Bo Y té;

~ Can cir Thong tu s 08/2022/TT-BYT ngay 05/09/2022 cua B¢ truong Bo
Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can cit hé so dang Ky lwew hanh thuoc heu tai Cuc Quan ly Duoe;
Theo dé nghi ciia Truwdng phong Dang ky thuéc.

QUYET PINH:

, Piéu 1. Sura d6i mot ,sc‘) thdng tin co s¢ dang ky, co s¢ san xut tai cac
Quyeét dinh cap, gia han giay dang ky luu hanh thuoc ctia Cuc Quan 1y Dugc
(Phu lyc 1).

Stra d6i mot s6 thong tin cia thude duge cap, gia han gidy dang ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding ky
luu hanh ctia Cuc Quan ly Duoc (Phu luc 2).

Cac thong tin khac tai cac pré't dinh cip, gia han gifiy dang ky luu hanh
cua Cuc Quan ly Dugc dugc stra doi thong tin khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.
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Piéu 3. Giam d6c So' Y té céac tinh, thanh phd truc thudc Trung vong va
Giam doc co so san xuat va co s¢ dang ky c6 thuoc tai Biéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

ngiil ng@:s KT. CUC TRUONG
- Nhu Diéu 3; DHC 0
- Bo truong Pao Hong Lan (dé b/c); HtQ\CUC TRUONG

- Thi trudng DS Xuan Tuyén (dé blc);
- Cuc truéng Vit Tuin Cudng (dé b/c);
- Cuc Quan y - Bo Quéc phong, Cuc Y té - Bo Cong An;
-Cuc Y t¢ GTVT - B6 Giao thdng van tai; Téng Cuc Hai
quan - B6 Tai chinh; AN A\
- Bdo hiém xa héi Viét Nam; N v A

-B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyén Thanh Lam
B§; Trung tam mua sam tap trung thuoc Quoc gia;

- Vién KN thuée TW, Vién KN thuée TP. HCM;

- Téng Cong ty Duoc Viét Nam — Cong ty CP; Cac cong

ty XNK dugc pham;

- Cac Bénh vién, Vién c0 givong bénh tryc thuéc BYT,;

- Cac phong thuoc Cuc QLD: QLGT, QLKDD, QLCLT,

PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (DM).



Phu lyc |
DANH MUC CAC THONG TIN SUA POI TAI CAC QUYET PINH CAP, GIA
HAN GIAY PANG KY LUU HANH THUOC CUA CUC QUAN LY DUQC
(Kém theo Quyét dinh sé 279 /OD-QLD ngay 26 /04 /2024 ciia Cuc Quan Iy Duoc)

1. Quyét dinh s6 776/QD-QLD ngay 16/10/2023:

Thoéng tin da ban hanh

Théng tin sira dbi

39.1. Co so san xuat: Cong ty co phan
Duoc pham Trung uong I - Pharbaco (Dia
chi: Thén Thach L&i, x4 Thanh Xuan,
huyén Séc Son, thanh phé Ha N9, Viét
Nami)

39.1. Co so san xuat: Cong ty co phan
Duoc pham Trung uong I - Pharbaco (Dia
chi: Thén Thach L&i, x4 Thanh Xuan,
huyén Soéc Son, thanh phd Ha Noi, Viét
Nam)

2. Quyét dinh s6 90/QD-QLD ngay 31/01/2023:

Théng tin da ban hanh

Théng tin sira doi

65.1. Co s¢ ding ky: Cong ty Co phan
Sanofi Viét Nam (Pia chi: Lo I-8-2, Buong
D8, Khu cong ngh¢ cao, P. Long Thanh
My, TP. Thu Buc, TP HCM, Viét Nam)

65.1. Co s san xuat: Cong ty CO phan
Sanofi Viét Nam (Pia chi: Lo I-8-2, BPuong
D8, Khu cong ngh¢ cao, P. Long Thanh
My, TP. Thu Buc, TP HCM, Viét Nam)




Phu luc 11

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET
NAM BAN HANH KEM THEO CAC QUYET DINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC
(Kém theo Quyét dinh s6 279 /OP-QLD ngay 26 /04 /2024 ciia Cuc Qudn Iy Duoc)

STT Tén thudc Co sé dang ky S6 ding ky Ngi dung Théng tin tai danh muc da Théng tin sira d6i
stra doi ban hanh

1. Quyét dinh s 618/QD-QLD ngay 24/08/2023:

1 | Ecotaline Cong ty co phan duge | 893110232223 S6 dang ky | 893110232223 893115232223
2,5 mg pham An Thién
2. Quyét dinh s6 737/QD-QLD ngay 09/10/2023:

2 | Caavirel Cong ty Co phan 893115312423 S6 dang ky | 893115312423 893114312423
Pymepharco

3 | Atersin Cong ty co phan dwge | 893110277123 S6 dang ky | 893110277123 893115277123
pham An Thién

4 | Frantel Cong ty ¢6 phan lién 89310312223 S6 dang ky | 89310312223 893100312223
doanh dugc pham (VD-24494-16)

Eloge France Viét Nam

3. Quyét dinh s6 759/QD-QLD ngay 16/10/2023:

5 | Otrera 0,05% Cong ty co phan duge | 893110353823 S6 dang ky | 893110353823 893100353823
pham An Thién
6 | Otrera0,1% Cong ty co phan duge | 893110353923 S6 dang ky | 893110353923 893100353923
pham An Thién
4. Quyét dinh s6 781/QD-QLD ngay 23/10/2023:
7 | Eutyrate Cong ty co phan dwge | 893110418723 S6 dang ky | 893110418723 893100418723
pham An Thién
5. Quyét dinh s6 90/QD-QLD ngay 31/01/2024:
8 |BVIT1250mg | Congty CophanDugc | 893100102324 S6 dang ky | 893100102324 893110102324

pham Imexpharm

6. Quyét dinh s6 166/QD-QLD ngay 12/03/2024:




9 Calmibe Congty TNHH Hasan - | VD-32390-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
500mg/4001U Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
xuat
10 | Hasanbest Congty TNHH Hasan - | VD-32391-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
500/2.5 Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
xuat
11 | Hasanbest 500/5 | Congty TNHH Hasan - | VD-32392-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
xuat
12 Irbehasan 150 Congty TNHH Hasan - | VD-32393-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
xuat
13 | Lisidigal 10mg | Congty TNHH Hasan - | VD-32394-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
(CSNQ: Congty | Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
Mibe GmbH xuat
Arzneimittel;
bia chi: So 15,
DPuong
Minchener, D-
06796 Brehna,
CHLB Dric)
14 | Risperidon 2 Congty TNHH Hasan - | VD-32395-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
Dermapharm ky, Cos¢san | Hasan - Dermapharm Dermapharm
xuat
15 | Tilhasan 60 Congty TNHH Hasan - | VD-32396-19 Co so dang Cong ty TNHH Lién doanh Cong ty TNHH Hasan -
Dermapharm ky,’ Cosdsan | Hasan - Dermapharm Dermapharm
xuat
7. Quyét dinh sb 182/QD-QLD ngay 21/03/2024:
16 | Vinmagel plus | Congty C6 phan Dugc | 893110232824 S6 dang ky | 893110232824 893100232824
pham Vinh Phuc
17 | Vin-Enema Congty C6 phan Duoc | 893100232624 S6 dang ky | 893100232624 893110232624

pham Vinh Phiic
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