UBND TINH BAC GIANG ~ CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap - Tw do - Hanh phic

$6:2019 )5y T-NVD Béc Giang, ngay 18 thang09 ndm 2023
VIV tiép tuc nhap khau, phan phdi,
lwu hanh va st dung cac thude do
co s& Arena Group S.A. (Romania)
san xuét

HOA TOC | Kinh gui:

- C4c don vi trong nganh;

- Phong Y té cac huyén, thanh phd;

- C4c co s¢ kham, chira bénh ngoai cong lap;
- Céc co so kinh doanh duogc trén dia ban tinh.

Ngay 22/3/2023 S Y té c6 cdng vin 646/SYT-NVD Ve Viéc tam ngimg
nhép khau, phan phoi, luu hanh va st dung cac thuée do co so Arena Group
S.A. (Romania) san xuat.

Céan cir Cong van so 9415/QLD-bK ngay 12/9/2023 cua Cuc Quan ly
Duoc - BO Y té vé viéce tiép tuc nhap khau, phan ph01 luu hanh va str dung cac
thudc do co s& Arena Group S.A. (Romania) san xuét (duwoc giti kém theo).

S¢'Y té thong béo:

Tiép tuc str dung, luu hanh cac thudc do Arena Group S.A. (Romania) san
xuat va dugc cap gidy dang ky luu hanh tai Viét Nam (Theo phu luc | dinh kém)
do khong bi xir Iy vi pham cac quy dinh vé san xuét thuéc va hién vin dang
dugc cap phép, luu hanh tai Romania theo quy dinh; 04 gidy ching nhan GMP
cua Arena Group S.A. trong thdng bao sé6 NCF/001/RO ngay 15/3/2023 cua
EMA (s6 054/2019/RO; 053/2019/RO; 010/2018/RO va 011/2018/RO) hién da
dugc cong b lai trén co s& dit liéu EUDRA ctia EMA.

Pé dam bao viéc cung tng sir dung thudc cho nhan dén trén dia ban tinh,
giai quyet hang hoa ton dong (né€u cd) tai cac don vi, S& Y t€ d€ nghi:

1. Cac don vi trong nganh, cac co s¢ KCB ngoai cong lap thong bao cho
cac khoa phong, don vi thugc pham vi quan 1y dugc ti€p tuc sir dung, kinh doanh
cac thuoc néu trén (néu co).

2. Phong Y té cac huyén, thanh phd thong bao cho cac co so hanh nghé
thudc pham vi quan ly; cac doanh nghiép kinh doanh thudc thong bao cho cac co
so ban budn, ban 1¢ thudc truc thude duoc tiép tuc kinh doanh va phan phéi cac
thudc néu trén (néu co).

3. Trung tdm kiém soat bénh tat tinh phdi hop voi cac co quan truyén
thong thong tin dén cac co s& kinh doanh, st dung thudc va nguoi dan dugce
biét.
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Vay, S¢' Y té dé nghi cac don vi khan truong trién khai thuc hién./.

Noi nhgn: KT. GIAM POC
- Nhu trén; 21O GIAM POC
- Lanh dao S¢; )

- Thanh tra S&' Y té;

- Phong Quan ly HNYD tu nhén;
- Website S¢' Y té;

- Luu: VT, NVD.



CAC GIAY PANG KY LUU HANH THUOC DO CO SO ARENA GROUP S.A. (ROMANIA) SAN XUAT

PHU LUC |

(Kém theo céng vain so /SYT-NVD ngdy  thing  ndm 2023 ciia S¢' Y té)
STT | Tén thude Hoat chit Bio ché Poéng Tiéu Tudi S6 ding ky Ngay hét Cong ty dang Ghi cha
goi chuan tho hi¢u luc ky
1 | Apratam Piracetam 400mg Vién Hop 3 NSX | 36 thang | VN-15827-12 | 31/12/2024 | Euro Healthcare | Co trong lgét qua
nang vix 10 Pte. Ltd trang thau tai
cung vién Quyet dinh so
1320/QD-SYT
ngay 12/8/2021
cua Gidm doc S¢
Y té
2 | Calmadon Riseridone 2mg Viénnén | Hop 2 NSX | 36thang | VN-22972-21 | 29/11/2026 | Euro Healthcare
bao phim | vix 10 Pte. Ltd
vién
3 | Carbaro Carbamazepin 200mg | Viénnén | Hop 2 NSX | 36thang | VN-19895-16 | 05/09/2021 | Euro Healthcare
200mg vix 10 Pte. Ltd
tablets Vvién
4 | Etrix 10mg | Enalapril maleat 10mg | Viénnén | Hop 3 NSX | 36thang | VN-19109-15 | 31/12/2024 | Euro Healthcare
vix 10 Pte. Ltd
vién
5 | Euronida Cyproheptadine Viénnén | Hop 3 NSX | 36 thang | VN-18646-15 | 09/02/2020 | Euro Healthcare
4mg hydrochloride 4mg vix 10 Pte. Ltd
vién
6 | Europlin Amitriptylin HCI 25mg | Viénnén | Hop 5 NSX | 36 thang | VN-20472-17 | 08/06/2022 | Euro Healthcare
25mg bao phim | vix 10 Pte. Ltd
vién




STT | Tén thude Hoat chit Bio ché Poéng Tiéu Tudi S6 ding ky Ngay hét Cong ty dang Ghi cha
goi chuin tho hi¢u luc ky
7 Eurovir Aciclovir vi tinh thé Vién Hop 2 NSX | 36thang | VN-19896-16 | 05/09/2021 | Euro Healthcare
200mg 200mg nang vix 10 Pte. Ltd
cung vién
8 Itrozol Itraconazol (dud6i dang | Vién Hop 3 NSX | 24thang | VN-22913-21 | 10/09/2026 | Euro Healthcare
100mg Itraconazole pellets nang vix5 Pte. Ltd
capsules 22%) 100mg cing vién
9 | Mildocap Captopril Viénnén | Hop 2 NSX | 36 thdng | VN-15828-12 | 31/12/2024 | Euro Healthcare
vix 10 Pte. Ltd
vién
10 | Nadecin Isosorbid dinitrat (dudi | Viénnén | Hop 3 NSX | 36thang | VN-17014-13 | 31/12/2024 | Euro Healthcare | C6 trong két qua
10mg dang Isosorbid dinitrat vix 10 Pte. Ltd trang thau tai
25% trong lactose) vién Quyét dinh s6
10mg 1320/Qb-SYT
ngay 12/8/2021
ctia Giam dbc S&
Y té
11 | Pasapil Enalapril maleat Viénnén | Hop 3 NSX | 36 thang | VN-15829-12 | 31/03/2022 | Euro Healthcare
vix 10 Pte. Ltd
vién
12 | Pimoint Piroxicam 20mg Viénnén | Hop 2 NSX | 36thang | VN-16214-13 | 11/05/2027 | Euro Healthcare | C6 trong két qua
vix 10 Pte. Ltd trang thau tai
vién Quyét dinh s6
1320/QD-SYT
ngay 12/8/2021

cua Giam doc S&
Y te




STT | Tén thude Hoat chit Bio ché Poéng Tiéu Tudi S6 ding ky Ngay hét Cong ty dang Ghi cha
goi chuan tho hi¢u luc ky
13 | Cammoxi | Tenoxicam 20mg Viénnén | Hop 10 | NSX | 36 thang | 594110008823 | 01/03/2028 | Cong ty ¢ phan
20mg vix 10 Viét Nga
vién
14 | SITARA Sertraline (dudi dang Viénnén | Hop 3 NSX 36 thang | 594110013323 | 01/03/2028 | Euro Healthcare
50mg Sertraline bao phim | vix 10 Pte. Ltd
hydrochloride) 50mg vién
15 | Eurozitum | Diltiazem Viénnén | Hop 5 NSX | 36 thang | VN-16697-13 | 02/03/2028 | Euro Healthcare
60mg hydrochloride 60mg z;é); 10 SDK méi: Pte. Ltd

954110027423
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