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s6:35,9 /SYT-NVD 
V/v dinh chi luu hanh thucie chua 

dugc phdp luu hanh 

- Cac don vi y to trong tinh; 
- Ph6ng Y to cac huyen, thanh ph'8; 
- Trung tam KN thuoc, MP, thuc pham Thai Binh; 
- Cac doanh nghiep kinh doanh thuoc trong tinh. 

SO Y t6 Thai Binh nhlan dugc Ong van s8 9611/QLD TTra ngdy 
30/5/2018 cita Cuc Quan 13"/ Dugc - 138 Y to v'e viec dinh chi luu hanh thu8c 
chua dugc phep luu hanh doi 	thu8c mang ten Nexium 20mg va Nexium 
40mg ghi so GPNK 16738/QLD-KD ngay 19/12/2011 lid 2765/QLD-KD ngdy 
27/02/2013, moo dank doanh nghiep nh4p IchAu la Cong ty co phAn Armephaco. 

(S& Y to c a giri van ban tren qua mang van phong dien tic). 

De dam bao an town cho nguOi sir dung, So Y to yeu cau: 

- Phong Y to cac huyen, thanh pho phi hgp vOi cac phong, ban trong 
UBND huyen, thanh pito thong ban toi cac ca sa kinh doanh, six dung thuoc va 
ngtrei dan tren dia ban . khong kinh doanh va sir dung thuoc Nexium neu tren. 

- Cac ca sor kinh doanh va sir dung thu6c trong tinh kiem tra, doi chiL 
danh muc thuoc tai ca se( vai cac thong tin ve thuOc Nexium neu tren. Neu phat 
hien c6 rndu thuoc Nexium phai tach ri'eng Ichoi cac thuoc khac, bao quan rieng 
biet nham phong tranh viec nham lan dua ra tai luu thong phan phoi va bao cao 
vgi cac ca quan chile nang theo qui dinh. 

- Thanh tra Sa Y te, Trung tam kiem nghiem thuoc, my pham, thuc pham, 
Phong Y to cac huyen, thanh ph'8 kiem tra, giam sat va xir ly nhiing don vi vi 
pham theo qui dinh hien hanh. 

So Y to yeu c'au cac ca ser trien khai tiwc hien va bao cao k& qua ve SO Y 
to tux& ngay 1/7/2018(Phong Nghiep vz,IDupv nh4n de tong h9p).1 . 
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BO Y TE 
CUC QU *AN LY DU VC 

g 6,1A /QLD-TTra 
V/v dinh chi luu hanh thuffic chua 

dugc phep hru hanh 

ONG HOA XA HOI CHU NGHIA VIVI' NAM 
iNic 1ap - Tkr do - Hph ph& 

Ha NN, ngay 30 during S  nom 2018 

KHAN 

Kinh giri: Soy Y to cac tinh, thanh ph6 trvc thuOc Trung uang 

- Can cu vao cac qui cl- • dugc hien hanh cua Vi't Nam. 
- Can cir Cong van so Cong van s6 2089/SYT-NVD a ngay 21/5/2018 
Y to Tp. HA Ni boo cap v'e viec Khoa kie'm ngh*n — Trung tam y to du 

phong HA Ni da phat hi'en mau thu6c Nexium khong diing s6 gidy phep nhA‘p 
khdu: mau thuac Nexium 40mg, s6 to ZHNB, HD 04/2020 va ZHKN, HD 
03/2020, tern nhap khdu ghi s6 GPNK 2765/QLD-KD ngay 27/02/2013; ink 
thu6c Nexium 20mg, s6 lo ZAEP, HD 11.2018 va ZBDH, HD 05.2020, tem 
nh4p khAu ghi s6 GPNK 16738/QLD-KD ngay 19/12/2011, ten nhan cac mau 
thu6c ghi nhA san xudt la Cong ty AstraZeneca AB, Soldertalje — Thu)/ Di6n, 
nha nh4p khdu la Cong ty c6 phAn Armephaco (d/c: 118 WI Xuan Thi&u, Phirc 
Lai, quAn Long Bien, Ha NOO. Cac mau thu6c Nexium neu tren dugc ldy tai nha 
thu6c HOng Lien (d/c: s6 29 Nguy Nhu Kon Turn, qu4n Thanh Xuan, HA N8i), 
nha thu6c Hong An (d/c: s6 5 ngo 97 Nguygn Chi Thanh, qu4n D6rig Da, Ha 
N8i). 

Qua qua trinh xac minh bizac dAu, Cue Quan 1St Dugc xac dinh cac thu6c 
mang ten Nexium 20mg va Nexium 40mg ghi s6 GPNK 1673 8/QLD-KD ngay 
19/12/2011 va 2765/QLD-KD ngay 27/02/2013 ten cac hOp thu6c neu ten la 
thu6c nhap 14u, khong dugc phep luu hanh, moo danh doanh nghi.0 nh4p khAu 
la C8ng ty c6 phAn Armephaco (d/c: 118 va Xuan Thieu, Phirc Lgi, quan Long 
Bien, Ha NOi). 

De dam boo an town cho nguai su dung, Cuc Quan ly Dugc 6 nghi: 
1. Sa Y to cac tinh, thanh ph6 truc thuOc trung uang 
- Thong boo cho cac ca soy kinh doanh, sir dung thu6c khOng dugc buon 

ban, sir dung thu6c Nexium 20mg va 40mg ghi moo danh doanh nghip nh4p 
khAu la Cong ty c6 phAn Armephaco (d/c: 118 WI Xuan Thieu, Ph& Lai, qu;an 
Long Bien, HA N8i) có mgt s6 d4c diLn khac voi thu6c da dugc B8 Y t6 cap 
gidy phep luu hanh nhu sau: 



D4c di'e'm Thutic Nexium nhOp tau .( Thuoc Nexium dA &rye 
cap giAy phep hru hanh 

Ten thuec - Nexium 20mg 
-Nexium 40mg 

- Nexium mups 20mg 
- Nexium mups 40mg 

Se 	dung 	kY/se 
giAy 	pile') 	nhAp 
khAu. Ca se nhAp 
khAu 

THUOC NHA: P KHAU SONG SONG 
- GPNK 16738/QLD-KD ngay 19/12/2011 
hoc 2765/QLD-KD ngay 27/02/2013; 
hoAc so giAy phdp khac. Mao danh DNNK: 
Cong ty co pliiiii ARMEPHACO 

- Nexium mups 20mg: SDK 
VN-19783-16 
- Nexium mups 40mg: SDK 
VN-19782-16 
Conk ty Phytopharma 

Ngen ngit ten vo 
hep va to huerng 
an sir dung 

Tieng The NM KS,  

_ 

CO ngen nga tieng Viet tren 
ve hep va t6 turarng an sir 
dting 

- Thong tin tai cac ca sor buon ban, sir dung va ngueri dan bi6t d6 khong 
ban ban, sir dung thuek Nexium 20mg va 40mg nh4p 14u có cac dau hieu nhan 
biet neu ten. 

- 	chirc tip nE*1 thong tin hao cao cala cac ca so san xuAt, kinh doanh, 
nguOi su dung; ph6i hop voi cac ca quan chirc nang kikn tra xac minh, truy tim 
nguOn g6c xuat xir cua thuOc nhap lau neu ten; xir 15,  cac to chirc, ca nhan vi 
pham theo quy dinh hien hanh. 

- Bao cao k6t qua v&' Cuc Quan ly Duge va ca quan lien quan. 
2. SO Y t thanh ph6 Ha NOi 
- Phi hop vOi cac ca quan chirc nang lchac dive hien thanh tra, kikn tra 

nha thuOc H6rig Lien (d/c: s6 29 Ngliy Nhu Kon Turn, quan Thanh Xuan, HA 
NOi), nha thuOc Wing An (die: so 5 ng'6 97 Nguygn Chi Thanh, quan DOng Da, 
HA Ni)O '‘," chi:mg tir, hoa dan mua ban, xac dinh ngu6n goc xuAt xir cua thuOc 
Nexium neu teen, xir 15/ vi pham theo dung quy dinh cua phaplqt. 

- Bao cao kk qua thanh tra, kikn tra va mirc xir phat v&' Cue Quan 1)",  
Duoc, Bo Y t6. 

Cuc Quan ly Duoc thong bao de cac dan vi bik va thuc hien ./. 
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