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& Ln.CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic
86: 5606 /QLD-CL Ha Ngi, ngay 24 thang0e ndm 2022
V/v thuoc nghi ngo

nhap khau/ luu hanh trai phép
Kinh gtri: S0 Y té céc tinh, thanh phd truc thude Trung wong.

Cuc Quan 1y Duge nhan dugc Vian thu s6 AZ05/22-119/Nexium-Illegally
ngay 10/06/2022 ctua Cong ty TNHH Astrazeneca Viét Nam bo céo vé viéc phat
hién cac mau thudc Nexium 20mg, Nexium 40mg nghi ngd 1a thudc nhap khau/
lira hanh trai phép tai Viét Nam, kém theo cac tai liéu vé cac thudc nay, trong do
trén bao bi cta 01 mau thudc c¢6 ghi "Thudc nhdp khau song song, sé GP:
2765/QLD-KD ngay 27/02/2013, DNNK: Céng ty Co phian Armepharco”.

Sau khi xem xét, dé dam bao an toan cho nguoi st dung va dam bdo viéc
tuan thu nghiém cac quy dinh cua phap luit vé duoc, Cuc Quan 1y Dugc thong
bao:

1. Cac thudc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium 40mg
(Enterik Kaph Pellet Tablet) bao gém ca thuéc Nexium cé dan tem "Thudc nhdp
khdu song song, s6 GP: 2765/QLD-KD ngay 27/02/2013, DNNK: Céng ty Cé
phan Armepharco” 1a thube khong dugc phép nhap khau, luu hanh tai Viét Nam,
mao danh doanh nghiép nhdp khau.

2. Bé nghi S¢ Y té cac tinh, thanh phd truc thudc Trung uong:

a) Thong bao cho cac co s& kinh doanh, sir dung thuc khong dugc mua
ban, sir dung cac thudc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium
40mg (Enterik Kaph Pellet Tablet) khong & ngudn gbc, khong duge nhap khau,
luu hanh trai phép.

Céc dic diém, dau hiéu phan biét giita san pham nghi ngo 14 thudc nhap
khau/ luu hanh trai phép va thudc do Cong ty AstraZeneca AB (Thuy Pién) san
XUAt, Cong ty TNHH AstraZeneca Viét Nam nhap khau nhu sau:



Thuoc nhap khiu chinh hing

Thudc nghi ngé nhap khau/ lru hanh
trai phép

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

Tén thudc va ham lugng:

Nexium 20mg (Enterik Kaph Pellet
Tablet)

Nexium 40mg (Enterik Kaph Pellet
Tablet)

C6 thdng tin vé doanh nghiép nhap
khau thude:

DNNK: Céng ty TNHH
AstraZeneca Viét Nam.

Tang 18, toa nha A&B, 76 Lé Lai, P.
Bén Thanh, Q.1, TP. H6 Chi Minh.

Khéng c6 thdng tin vé doanh nghiép
nhap khau thudc hoic thong tin doanh
nghiép nhap khau khong ding (Cong ty
c6 phan Armepharco).

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

Khong c6 so giay phép dang ky luu
hanh.

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

Thong tin trén nhan hdp, trén vi va to
huéng dan sir dung bing tiéng Thé Nhi
Ky.

b) Phédi hop voi cac co quan truyén thong, thong tin t6i cac co s& budn ban,
sir dung thudc va ngudi dan biét dé khong budn ban, st dung san pham nghi ngo
1a thudc nhap khau/ luu 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.

) To chirc tip nhan thong tin bao cao cla cac co s san xuat, kinh doanh,

st dung thudc; phoi hop voi cac co quan chirc nang ki€m tra xac minh, truy tim

ngudn gdc xudt xtr cua san pham nghi ngd 13 thude nhap khau/ luu hanh trai phép

néu trén.
d) Xtr Iy cac to chirc, ca nhan vi p
Cuc Quan 1y Duoc.

ham theo quy dinh hién hanh, bao céo vé

Cuc Quan 1y Dugc thong bao dé cac don vi biét va thuc hién ./.

Noi nhdn:

- Nhu trén;

- Cuc trudng (dé b/c);

- Vién KN thuéc TW, VKN thude Tp. H6 Chi Minh;
- Thanh tra Bo Y té;

- Cuc Quén y - B6 Qudc phong;

-CucY té - Bo Cong an;

- Cuc Y té Giao thong van tai — B Giao thong van tai;

- Cuc QLD: BKT, PCTTr, QLKD, Website Cuc;
- Luu: VT, CL (DM).
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