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VIV tiép tuc nhap khau, phan phoi, lru
hanh va str dung céac thuoc do co s& Arena
Group S.A. (Romania) san xuat

Kinh gui:

S¢ Y té cac tinh, thanh phé truc thugc Trung wong;

Céc Bénh vién, Vién c6 givong bénh truc thuoc Bo Y té;
Cac co s nhap khau, kinh doanh thuéc tai Viét Nam

Ngay 21/3/2023, Cuc Quan Iy Duoc di c6 cong vin sé 2730/QLD-DK vé viéc tam
ngirng nhap khau, phan phdi, Iuu hanh va st dung céc thudc do Céng ty Arena Group S. A.
(Romania) san xuat trong thoi gian chd xac minh, xur ly thong tin tai théng bao sb
NCF/001/RO ngay 15/3/2023 ciia Co quan quan 1y dugc pham Chau Au (EMA) lién quan
dén viéc thu hoi gidy chung nhan GMP cua Cong ty.

Can ctr két qua xac minh, lam viéc véi Cong ty Arena Group S.A., céc co s¢ dang ky
thudc do Arena Group S.A. san Xuat va noi dung tra loi cua Co quan quan ly y té Romania
xé4c nhan cac thudc do Arena Group S.A. san xuat va dugc cap gidy dang ky luu hanh tal Vlet
Nam (tai Phy luc kém theo cong vin nay) khdng bi xt Iy vi pham céc quy dinh vé san xudt
thudc va hién van dang duoc cip phép, luu hanh tai Romania theo quy dinh; 04 gidy chiing
nhan GMP ciia Arena Group S.A. trong thong bao sé NCF/001/RO ngay 15/3/2023 cia EMA
(s6 054/2019/RO; 053/2019/R0O; 010/2018/RO va 011/2018/RO) hién di dugc cong bd lai
trén co so dir liéu EUDRA cua EMA, Cuc Quan 1y Duoc théng bao tdi cac Pon vi nhu sau:

1. Cac co sé nhap khau, kinh doanh thubc duoc tiép tuc nhap khau, phan phdi, luu
hanh va st dung cac thudc do Arena Group S.A. san xuat tai Phu luc kém theo cong van nay.

2. Cac Bénh vién, Vién c6 giudng bénh truc thuoc Bo Y té, co sé kham chira bénh
duoc tiép tuc sir dung cac thudc do Arena Group S.A. san xuat tai Phu luc kém theo céng vin
nay.

3. Pé nghi So' Y té cac tinh thanh phé truc thuoe Trung wong thong bao cho cac co s&
kham bénh, chita bénh, cac co so kinh doanh dwgc pham trén dia ban dugc tiép tuc nhap
khau, phan phéi, luu hanh va sir dung céc thuéc do Arena Group S.A. (Romania) san xuat tai
Phu luc kém theo cong van nay.

4. Cong ty Arena Group S.A. (Romania) c6 trach nhiém phdi hop Véi cac co sé dang
ky, nhap khau, phan ph0| thudc tiép tuc theo doi, giam sat va bao dam chat luong, an toan,
hiéu qua cua cac thudc do Cong ty san xudt, luu hanh trén thi trudng va tuan tha ding cac
quy dinh cta phap luat vé san xuat, dang ky va luu hanh thudc tai Viét Nam.

Cuc Quan Iy Duoc thong bao dé cac don vi biét va thuc hién./.
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Phu luc

DANH SACH 15 THUOC DO ARENA GROUP S.A. SAN XUAT PUQC TIEP TUC NHAP KHAU, PHAN PHOL, LUU
HANH VA SU DUNG TAI VIET NAM
(Kem theo Cong van so 9415 |QLD-DK ngay 12 /09 / 2023 cua Cuc Quan ly Duwoc)

Hoat chét, ham

Tiéu

STT | Tén thuoc lwong Dang bao che Dong goi chuin Tuoi tho So bK Cong ty dang ky

1 | Apratam Piracetam 400mg Vién nang cimg | Hop 3 vix 10 vién | NSX | 36 thang VN-15827-12 | Euro Healthcare Pte. Ltd.

2 | Calmadon Risperidone 2mg ;\)/r:lerrr]] nén bao Hop 2 vix 10 viéen | NSX | 36 thang VN-22972-21 | Euro Healthcare Pte. Ltd.

3 t‘;%rlzgo 200Mg, | carhamazepin 200mg | Vién nén Hop 2 vix 10 vien | NSX |36thang | VN-19895-16 | Euro Healthcare Pte. Ltd.

4 | Etrix 10mg Enalapril maleat 10mg | Vién nén Hop 3 vix10vién | NSX |36thdng | VN-19109-15 | Euro Healthcare Pte. Ltd.

. Cyproheptadine e R , A ) i i . o

5 | Euronida 4mg hydrochloride 4mg Vién nén Hop3vix 10vién | NSX |36thang | VN-18646-15 | Congty CPDP An Dong

6 | Europlin 25mg ﬁsrmg'pty“” HCI ;/r:?r?] nénbao | s svix 10vien |NSX | 36thang | VN-20472-17 | Cong ty TNHH Kién Viét

7 | Eurovir 200mg ?;5‘#}%” vitinh the | yia ) ang ctmg | Hop 2 vix10vien | NSX | 36thang | VN-19896-16 | Cong ty TNHH Kién Viét
Itraconazol (dudi dang A , .

8 grozol 100 mg Itraconazole pellets Vién nang clirng H.?p chira 3 X > NSX | 24 thang VN-22913-21 | Euro Healthcare Pte. Ltd.

apsules 229%) 100 mg vién nang cung

9 | Mildocap Captopril 25mg Vién nén Hop 2 vix 10 viéen | NSX | 36 thang VN-15828-12 | Euro Healthcare Pte. Ltd.
Isosorbid dinitrat

10 | Nadecin 10mg (duti dang Isosorbid Vién nén Hop 3 vix10vién | NSX | 36 thang VN-17014-13 | Euro Healthcare Pte. Ltd.

dinitrat 25% trong
lactose) 10mg
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STT | Tén thuoc lrong Dang bao che Dong goi chuin Tuoi tho So bK Cong ty dang ky
11 | Pasapil Enalapril maleat 5mg | Vién nén Hop 3 vix 10 vien | NSX | 36 thang VN-15829-12 | Euro Healthcare Pte. Ltd.
12 | Pimoint Piroxicam 20mg Vién nén Hop 2 vix 10 vien | NSX | 36 thang VN-16214-13 | Euro Healthcare Pte. Ltd.
Diltiazem VN-16697-13
13 | Eurozitum 60mg hvdrochloride 60m Vién nén Hop 5 x 10 vién NSX | 36 thang SPK méi: Euro Healthcare Pte Ltd
y g 594110027423
14 | Camnoxi 20mg | Tenoxicam 20mg Vién nén Hop 10 vix 10 NSX |36thang | 594110008823 | COngty co phan dugc
Vién pham Viét Nga
Sertraline (dudi dang Vian nén bao
15 | SITARA 50mg Sertraline phim Hop3vix 10vién | NSX |36thang | 594110013323 | Euro Healthcare Pte Ltd

hydrochloride) 50mg
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