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S6' :3-71 /SYT-QLD 	Thanh 116a, ngay Dzik. awing 6 nam 2018 

V/v dinh chi lu-u hanh thu(;)c 
khong dat tieu chuan chat lugng, 
thuoc chua dugc phep luu hanh. 

Kinh 	Cac 	so' kinh doanh, sir dung thuOc trong tinh. 

Can cir cac quy dinh ve quan lY dirge hien hanh cua Viet Nam; 

Can cu' COng van so 7371/QLD-CL ngdy 26/4/2018, Cong van so 
9611/QLD-Ttra ngdy 30/5/2018 cna Cizic Quail lY Dugc - Bo Y to doi vdi cac 
thuOc sau: 

- Thu& vien nen phan tan Hesopak (Cefpodoxime proxetil dispersible 
tablet 100mg), SDK: VN-17911-14, LO SX: 7011, NSX: 29/6/2017, HD: 
31/05/2019 do Cong ty M/S Stallion Laboratories Pvt. Ltd (India) san xuat. 
Thu& khong dat tieu chuan chat lugng ye chi tieu dO hem tan, tinh chat, khOi 
lugng 20 vien, khoi luting trung binh vien, dO day. 

- Mau thuOc Nexium 40 mg, Lo SX: ZHNB, HD 04/2020 va LO SX: 
ZHKN, HD 03/2020, tern nhap khau ghi so GPNK 2765/QLD-KD ngdy 
27/02/2013; inau thuOc Nexium 20 mg, LC) SX: ZAEP, HD 11.2018 va Lo SX: 
ZBDH, HD 05.2020, tern nhap khau,  ghi so GPNK 16738/QLD-KD ngdy 
19/12/2011. Tren nhan cac mau thuoc nay ghi nha,  san xuat la Cong ty 
AstraZeneca AB, Soldertaje- Thvy Dien, nha nhap khau la Cong ty co phan 
Armephaco (die: 118 Vu Xuan Thieu, Phiic Lgi, quan Long Bien, Ha NOi). Qua 
xac minh buck dau, Cue Quan lY Duvc xac dinh cac thuoc Nexium 40mg va 
Nexium 20mg neu tren la thuoc nhap lau, khong dugc phep lu'u hanh. 

Can cu' Cong van so 102/TTKN —KH ngdy 28/5/2018, kern phieu kiem 
nghiem so 498/2018 dm Trung tam kiem nghiem Thanh Hoa doi voi mau thuoc: 

ThuOc corn Acigmentin 375, SDK: VD-21620-14, Lo SX: 0060118, 
NSX: 110418, HD: 110421 do Cong ty co phan Dugc Minh Hai san xuat, m'au 
thuOc lay tai khoa duvc benh vien Nhi Thanh HOa. Thu& khOng dat tieu chuan 
chat lugng ye chi tieu Tinh chat, chi tieu ham lugng Amoxicillin va Acid 
clavulanic theo TCCS. 

So Y to thong bac.: 

1. Dinh chi luu hanh va thu hOi lo thuOc sau: 

- Thu& vien nen phan tan Hesopak (Cefpodoxime proxetil dispersible 
tablet 100mg), SDK: VN-17911-14, La SX: 7011, NSX: 29/6/2017, HD: 
31/05/2019 do Cong ty M/S Stallion Laboratories Pvt. Ltd (India) san xuat, cong 
ty TNHH xuat nhap khau Y to Delta nhap khan; 
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- ThuOc cOm Acigmentin 375, SDK: VD-21620-14, Lo SX: 0060118, 
NSX: 110418, HD: 110421 do Cong ty co phan Dugc Minh Hai sari xuat; 

- Cac thuOc mang ten Nexium 20mg va Nexium 40mg ghi so GPNK 
16738/QLD-KD ngdy 19/12/2011 va GPNK 2765/QLD-KD ngay 27/02/2013 
cac thuoc neu tren la ,  thuOc nhap Fan, khong dugc phep luu hanh, mac) danh 
doanh nghiep nhap khan la Cong ty co phan Armephaco; 

Cac dac diem phan biet thu8c Nexium nhap lau va thuoc Nexium da dugc 
cap phep luu hanh nhu sau: 

Dac diem ThuOc Nexium nhap lau ThuOc Nexium da dugc 
cap phep luu hanh 

Ten thu6c Nexium 20mg, Nexium 40mg. Nexium mups 20mg; 

Nexium mups 40mg. 

SDK/s6 GPNK. 
Ca s6 san xuat. 

Thu6c nhap khau song song. 

-GPNK 	16738/QLD-KD 	ngay-19783-16;  
19/12/2011 va GPNK 2765/QLD-KD 
ngdy 27/02/2013; ho4c so giay phep 
khac. Mao danh DNNK: Cong ty co 
phan Armephaco. 

Nexium mups 20mg: SDK: 
VN  

Nexium mups 40mg: SDK: 
VN-19782-16; 

Cong ty Phytopharma. 

Ng& ngir tren 
v6 	hOp 	va 	t6 
huang 	an 	sir 
dung. 

Tieng Th6 Nhi Ky. Co ngon ngir tieng V* tren 
v6 114 va ter htrang an sir 
citing. 

2. Benh vien Nhi Thanh HOa khan truong thu hoi 18 ThuOc cOm 
Acigmentin bi dinh chi neu tren, bao cao ket qua ye 	Y to (ph6ng Quan lY 
dugc) truov ngay 9/6/2018; 

3. Cac ca so.  kinh doanh, sir dung thuOc tren toan tinh khan truang thu hOi 
18 thuOc bi dinh chi luu hanh neu tren (neu co) lid tra lai cho co so' cung irng; 

, 	4. Phong Quan 1)"7 Dugc, cac phong ban chirc nang dm 	Y te, phong Y 
to huyen, thi, thanh phO co trach nhiem kiem tra, giam sat viec thtrc hien thOng 
bao nay; xirl)"7nhitng don vi, ca nhan vi pham theo quy dinh hien hanh./. 

Nol 	 KT. GIAM DOC 
- Nhu' tren; 	 PHO GIAM DOC 
- Liru: VT, QLD. 
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