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UBND THANH PHO HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Pdc 1ap — Tw do — Hanh phic
" $6:3881/SYT-NVD -
V/v: thubc nghi ngos nhap khéw/ ru hanh Ha Noi, ngayd9 thang 6 ndm 2022
trai phép. '
Kinh gri:

- Thu truéng cac co sy té trén dia ban;
- Trudng phong Y t€ cac quén, huyén, thi xa.

Ngay 24/6/2022, S& Y té nhén duoc cong vin s6 5606/QLD-CL cua Cuc Quan
Iy Dugc v/v thube nghi ngd nhap khau/ luu hanh trai phép (co van ban kem theo), cu
thé:

Cac thudc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium 40mg
(Enterik Kaph Pellet Tablet) bao gom ca thude Nexium c6 dan tem “Thudc rhdp
khiu song song, sé GP: 2 765/QLD-KD ngay 27/02/2013, DNNK: Céng ty Cé phan
Armepharco” 13 thudce khong dwgc phép nhip khau, lvu hanh tai Viét Nam, mao
danh Doanh nghi€p nhap khau.

Pé dam bao stc khoe cling nhu quyén loi hop phap cia nguoi tiéu dung trén
dia ban Ha N6i, S6 Y te Ha Néi yéu ciu:

1. Céc co s& y té, cac co s& ban budn, ban 1& thube trén dia ban khoéng kinh
doanh, phan phdi, sir dung thubc véi théng tin ghi nhan theo cong van 5606/QLD-CL
dinh kém,; tudn thi viéc kinh doanh, mua ban thudc c6 ngudn gbc xuét Xt rd rang; ra
soat hoat dong cua co so, neu phéat hién thay thude c6 théng tin nhu d néu, khin
trvong thong bao vé S& Y té (Thanh tra S&) dé co bién phép xt ly.

2. Cac Phong y t& quan, huyén, thi xa: Théng bao dén cac co s& hanh nghé
trén dia ban quan ly khong kinh doanh, phén ph01 st dung 16 thubc véi thong tin
néu trén; tiép nhan thong tin tir co sG, tlen hanh klem tra, gidm sat viéc thyuc hién cia
CO SO (neu cd); bao cdo viéc thuc hién vé S& Y 4.

3. Trung tdm Kiém soat bénh tat Ha Nai: dang tai cong vin 5606/QLD-CL
cua Cuc Quan ly Duoc va ph01 hop véi cac co quan truyén thong, thong tin tGi cac
co s¢ kinh doanh, st dung thubc va nguoi dén biét dé khong budn bén, st dung.

4. Trung tam Kiém nghiém thuoc m$ phim, thyc pham Ha Noi: ra soat trong
qua trinh di lay mAu, béo cdo vé& S& Y té (Thanh tra S&) dé c6 bién phap xu ly.

SoY té Ha Noi théng bao dé céc co s, don vi biét, thuc hién va bo cio viéc
thuc hién Ve S& Y té. UQ’

Ng; nhén: KT. GIAM POC
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- Thanh tra Sé& (dé thanh, kiém tra);
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- BQL c4c DNLK: 01 Ng Huy Tudng,

168 Ngoc Khanh;
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Sé: 5606 /QLD-CL: Ha Ngi, ngay 24 thang06 nam 2022
- V/v thube nghi ngo
nhép kbau/ luu hanh trai phép

Kinh gui: S6'Y té céc tinh, thanh phé truc thudc Trung wong.

Cuc Quan ly Duoc nhén duoc Vén thu s& AZ05/22-119/Nexium-Illegally

ngay NL:O/O6/2022 ctia Cong ty TNHH Astrazeneca Viét Nam bao céo vé viéc phat

~ hién cac mAu thudc Nexium 20mg, Nexium 40mg nghi ngd 13 thudc nhap khaw/

lu'u hanh trai phép tai Viét Nam, kém theo céc tai li€u vé céc thudce nay, trong do

! * trén bao bi cia 01 mau thubc c6 ghi "Thudc nhdp khdu song song, sé GP:
2765/QLD-KD ngdy 27/02/2013, DNNK: Céng ty Cé phdan Armepharco”.

* Sau khi xem xét, d& dam bao an toan cho ngudi st dung va dam bao viéc
tudn tht nghiém céc quy dinh ciia phép luét vé dugc, Cuc Quan 1y Dugc thong
béo: '

1. Céc thubc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium 40mg
(Enterik Kaph Pellet Tablet) bao gdm 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 thudc khong dugc phép nhap khiu, luu hanh tai Viét Nam,
mao danh doanh nghiép nhap khau.

2. P& nghi S Y té cac tinh, thanh phd trye thude Trung wong:

~ a) Thong bao cho cac co so kinh doanh, sir dung thubc khong dugc mua
bén, st dung cac thudc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium
40mg (Enterik Kaph Pellet Tablet) khong 1o nguén gbc, khong dugce nhap khéu,
luu hanh tréi phép.
Céc dac diém, ddu hiéu phan biét gifta san phdm nghi ngd 13 thube nhép
khau/ luu hanh trai phép va thudc do Coéng ty AstraZeneca AB (Thuy Pién) san
xuét, Cong ty TNHH AstraZeneca Viét Nam nhép khau nhu sau:



Thudc nhip khiu chinh hing

Thudc nghi ngd nhap khiu/ lwu hanh
trai phép

Tén thubc va ham luqng:
Nexium mups 20mg
Nexium mups 40mg

Tén thubc va ham lugng:
Nexium 20mg (Enterik Kaph Pellet
Tablet)

Nexium 40mg (Enterlk Kaph Pellet
Tablet)

C6 thong tin vé doanh nghiép nhap
khau thube:

DNNK: Céng ty TNHH
Astra_Z’éneca Viét Nam.

Bén Thanh, Q.1, TP. HO Chi Minh.

Ting 18, toa nha A&B, 76 L& Lai, P.

Khéng c6 thong tin vé doanh nghiép
nhép khau thudc hoic théng tin doanh
nghiép nhap khau khéng ding (Céng ty
6 phan Armepharco).

Wk:a}'wC(’) s6 gidy phép dang ky luu hanh:
| Nexium mups 20mg: VN-19783-16
Nexium mups 40mg: VN-19782-16

Khéng c6 s6 gidy phép dang ky luu
hanh.

Thong tin trén nhan hdp, trén vi va
t& huéng dan sir dung biang tiéng
Anbh, tieng Viét.

Thoéng tin trén nhan hdp, trén vi va to
huéng dan str dung bang tiéng Thé Nhi
Ky.

b) Phéi hop véi cac co quan truyén thong, thong tin t6i céc co s& budn bén,
st dung thudc va ngudi dan biét d& khong budn ban, st dung san phdm nghi ngds
14 thudc nhép khau/ luu hanh trai phép trén nhin ghi Nexium 20mg (Enterik Kaph
Pellet Tablet), Nexium 40mg (Enterik Kaph Pellet Tablet) va cic du hiéu nhan

biét néu trén.

¢) T4 chire tiép nhén thong tin bao céo cia cac co s& san xudt, kinh doanh,
su dung thuoc phéi hop vdi cac co quan chirc nang kiém tra x4c minh, truy tim
ngudn gdc xudt xir clia san phim nghi ngd 1a thude nhap khaw/ lvu hanh trai phép

néu trén.

d) Xir Iy cac t chire, c4 nhéan vi pham theo quy dinh hién hanh, bao céo vé

Cuc Quan ly Duoc.

Cuc Quan ly Dugc thong béo dé cac don vi biét va thuc hién ./.

Noi nhin:
- Nhur trén; - .
- Cuc trudng (dé b/c);

- Vién KN thuée TW, VKN thube Tp. Hd Chi Minh;

- Thanh tra B Y té; )
- Cuc Qu?}n y - B Quéc phong;
-Cuc Y té - B6 Céng an;

-CucY té Giao théng van tai — B6 Giao thong van tai;

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

KT CUC TRUONG
PHO CUC TRUONG
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