UBND TINH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Poc lap - Tu do - Hanh phuc
Sé: A4/ /SYT-QLD Thanh Hoa, ngay azf thang 6 nim 2018
V/v dinh chi luu hanh thude

khéng dat tiéu chudn chat luong,
thudc chua dugce phép luu hanh.

Kinh giti: Cac co s& kinh doanh, sir dung thudc trong tinh.
Can c cac quy dinh vé quan ly duoc hién hanh clia Viét Nam;

Can ctt Cong van sé 7371/QLD-CL ngay 26/4/2018, Cong van so
9611/QLD-Ttra ngay 30/5/2018 cua Cuc Quan ly Dugc - B§ Y té doi voi cac
thudc sau:

- Thudc vién nén phan tan Hesopak (Cefpodoxime proxetil dispersible
tablet 100mg), SPK: VN-17911-14, L6 SX: 7011, NSX: 29/6/2017, HD:
31/05/2019 do Céng ty M/S Stallion Laboratories Pvt. Ltd (India) san xuét.
Thubc khéng dat tiéu chuén chét luong vé chi tiéu do hoa tan, tinh chét, khéi
lugng 20 vién, khdi luong trung binh vién, do day.

- Mau thudc Nexium 40 mg, L6 SX: ZHNB, HD 04/2020 va Lo SX:
ZHKN, HD 03/2020, tem nhap khau ghi s& GPNK 2765/QLD-KD ngay
27/02/2013; mau thudc Nexium 20 mg, L6 SX: ZAEP, HD 11.2018 va Lo SX:
ZBDH, HD 05.2020, tem nhap khau ghi s6 GPNK 16738/QLD-KD ngay
19/12/2011. Trén nhan cic miu thudc nay ghi nha san xuat Ja Cong ty
AstraZeneca AB, Soldertaje- Thyy Pién, nha nhap khau la Céng ty cd phan
Armephaco (d/c: 118 Vii Xuan Thiéu, Phiic Loi, quén Long Bién, Ha No1). Qua
xac minh budc dau, Cuc Quan ly Dugc xac dinh cac thudc Nexium 40mg va
Nexium 20mg néu trén la thudc nhap lau, khong dugc phép luu hanh.

Can ctr Cong van s6 102/TTKN —KH ngay 28/5/2018, kém phiéu kiém
nghiém so 498/2018 cua Trung tam kiém nghiém Thanh Héa d6i véi mau thuoc:

Thuoe com Acigmentin 375, SDK: VD-21620-14, L& SX: 0060118,
NSX: 110418, HD: 110421 do Coéng ty ¢d phan Dugc Minh Hai san xuat, mau
thube lay tai khoa dugc bénh vién Nhi Thanh Hoéa. Thubc khong dat tiéu chuan
chat luong vé chi tiéu Tinh chat, chi tiéu ham luong Amoxicillin va Acid
clavulanic theo TCCS.

S¢ Y té thong bao:

1. Binh chi luu hanh va thu hoi 16 thube sau:

- Thubc vién nén phén tan Hesopak (Cefpodoxime proxetil dispersible
tablet 100mg), SPK: VN-17911-14, L6 SX: 7011, NSX: 29/6/2017, HD:

31/05/2019 do Cong ty M/S Stallion Laboratories Pvt. Ltd (India) san xuét, cong
ty TNHH xuat nhap khu Y té Delta nhap khau;
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- Thude com Acigmentin 375, SbK: VD-21620-14, L6 SX: 0060118,
NSX: 110418, HD: 110421 do Céng ty c6 phan Dugc Minh Hai san XUAt;

- Céc thudc mang tén Nexium 20mg va Nexium 40mg ghi s6 GPNK
16738/QLD-KD ngay 19/12/2011 va GPNK 2765/QLD-KD ngay 27/02/2013
c4c thudc néu trén la thude nhap 1au, khong dugc phép luu hanh, mao danh
doanh nghiép nhap khau 1a Cong ty 6 phan Armephaco;

Céc dic diém phan biét thude Nexium nhdp lau va thude Nexium di duge
cap phép luu hanh nhu sau:

Pic diém Thubc Nexium nhép lau Thude Nexium da duogc
cap phép luu hanh
Tén thubce Nexium 20mg, Nexium 40mg. Nexium mups 20mg;

Nexium mups 40mg.

SPK/s6 GPNK.
Co s¢ san xuat.

Thudc nhap khau song song.

-GPNK 16738/QLD-KD ngay
19/12/2011 va GPNK 2765/QLD-KD
ngay 27/02/2013; hoac so giay phép
khédc. Mao danh DNNK: Céng ty co
phan Armephaco.

Nexium mups 20mg: SPK:
VN-19783-16;

Nexitum mups 40mg: SPK:
VN-19782-16;

Cong ty Phytopharma.

Ngoén ngit trén

vo hop va to

huéng dan
dung.

su

Tiéng Tho Nhi Ky.

C6 ngdn ngir tiéng Viét trén
vo hop va to hudng dan su
dung.

2. Bénh vién Nhi Thanh Hoéa khan truong

thu hdi 16 Thudc cédm

Acigmentin bi dinh chi néu trén, bdo cdo két qua vé So Y té (phong Quéan ly
dugc) trude ngay 9/6/2018;

3. Céc co so kinh doanh, st dung thudc trén toan tinh khin truong thu hoi
16 thudce bi dinh chi luu hanh néu trén (néu c6) va tra lai cho co s& cung ung;

4. Phong Quan ly Duorc, cdc phong ban chirc nang cua S¢ Y té, phong Y
té huyén, thi, thanh phé c6 trach nhiém kiém tra, giam sat viéc thuc hién thong
bao nay; xu ly nhitng don vi, c4 nhéan vi pham theo quy dinh hién hanh. I

KT. GIAM POC
PHO GIAM POC

Noinhdn:
- Nhu trén;

- Luu: VT, QLD.
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