UBND TINH THANH HOA CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Poc 1ap- Tw do- Hanh phdc
Sé: 2570 /SYT-QLD Thanh Hoéa, ngay 28 thang 6 nam 2022
VIV thubc nghi ngo

nhap khau/luu hanh trai phép

Kinh gtri:
- C&c co so kinh doanh, sir dung thube trong tinh;
- Trung tam Kiém soat bénh tat tinh Thanh Hoa;

- Trung tdm Kiém nghiém Thanh Hoa.

Can ct cac quy dinh vé quan ly duoc hién hanh ctia Viét Nam;

Can cit Cong van s6 5606/QLD-CL ngay 24/6/2022 ciia Cuc Quan 1y Dugc
vé viéc thubc nghi ngd nhap khau/luu hanh trai phép, theo d6 cong ty TNHH
Astrazeneca Viét Nam bao cdo vé viéc phat hién cac mau thubc Nexium 20mg,
Nexium 40mg nghi ngo 13 thude nhap khau/ luu hanh trai phép tai Viét Nam, trong
d6 trén bao bi ciia 01 mau thude c¢6 ghi thong tin nhu sau: "Thudce nhdp khdu song
song, s6 GP: 2765/0LD-KD ngay 27/02/2013, DNNK: Céng ty C6 phan

»

Armepharco

Cac dic diém, dau hiéu phan biét gitra san pham nghi ngd 1a thudc nhap
khau/ luu hanh trai phép va thuéc do Cong ty AstraZeneca AB (Thuy Dién) san
xuat, Cong ty TNHH AstraZeneca Viét Nam nhap khau nhu sau:

Thuoc nhip khau chinh hing

Thudc nghi ngd nhip khau/ lvu hanh
trai phep

Tén thudc va ham luong:
Nexium mups 20mg
Nexium mups 40mg

Tén thudc va ham luong:
Nexium 20mg (Enterik Kaph Pellet Tablet)
Nexium 40mg (Enterik Kaph Pellet Tablet)

C6 thong tin vé doanh nghiép nhap
khau thudc:

DNNK: Cong ty TNHH AstraZeneca
Viét Nam. Tang 18, toa nha A&B, 76
Lé Lai, P. Bén Thanh, Q.1, TP. H Chi
Minh.

Khong c6 thong tin vé doanh nghiép nhap
khau thubc hodc thong tin doanh nghiép
nhap khau khong dung (Cong ty cd phan
Armepharco).

Co so gidy phép ding ky luu hanh:
Nexium mups 20mg: VN-19783-16
Nexium mups 40mg: VN-19782-16

Khéng c6 so gidy phép diing ky luu
hanh.

Thong tin trén nhan hop, trén vi va to
huéng dan st dung bang tiéng Anh,
tieng Viét.

Thong tin trén nhan hdp, trén vi va to
hudéng dan str dung bang tiéng Tho Nhi
Ky.




Pé dam bao quyén loi cho ngudi sir dung thude va ngan chin thude gia,
thudc khong dat tiéu chuan chat luong luu hanh trén thi trudng, S6' Y té yéu cau:

1. Cac co s¢ kinh doanh, sir dung thudc trén toan tinh:

1.1. Tuyét d6i khong duoc kinh doanh, phan phdi, st dung cac thudc
Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium 40mg (Enterik Kaph
Pellet Tablet) bao gém ca thudc Nexium c6 dan tem "Thudc nhdp khdu song
song, s6 GP: 2765/QLD-KD ngay 27/02/2013, DNNK: Céng ty C6 phan
Armepharco” 1a thube khong duogc phép nhap khAu, luu hanh tai Viét Nam, mao
danh doanh nghiép nhap khau.

1.2. Kip thoi cung cdp thong tin theo dudng diy nong cia So Y té
(0967291212) khi phat hién cadc mit hang thudc nghi ngd 13 thude nhap khau/
luu hanh trai phép tai Viét Nam néu trén.

2. Trung tdm Kiém soat bénh tat tinh Thanh Hoéa (Khoa truyén thong)
phdi hop véi cac co quan truyén thong, thong tin téi cac co sd kinh doanh, sir
dung thubc trong tinh va ngudi dan biét dé khong budn ban, sir dung thude nghi
ngd 1a thude nhap khau/ Ivu hanh trai phép trén nhan ghi Nexium 20mg (Enterik
Kaph Pellet Tablet), Nexium 40mg (Enterik Kaph Pellet Tablet) va cac dau hiéu
nhan biét néu trén.

3. Thanh tra S& phdi hop véi Trung tdm Kiém nghiém Thanh Hoa va cac
don vi lién quan tién hanh thanh tra, kiém tra cac co so kinh doanh dugc trén dia
ban, x4c minh thong tin va truy tim ngudn gdc vé cic san pham nghi ngo 1a
thudc nhap khau/ luu hanh trai phép c6 du hiéu néu trén (néu co) trén dia ban.
Béo c4do Ban chi dao 389 tinh va Cuc Quan 1y Dugc két qua thanh tra, kiém tra
va xtr 1y vi pham (néu c6)./.
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