
BQYTE 
CIJC QUAN LY DUVC 

s6:A66 6 /QLD-CL 	Ha Noi, ngay g thang ? nam 2018 

V lv xir 1ST thwic Utrazo 20 Ichong 
dat fiat char' chit lacing 

- Sa Y to tinh Thai Binh 
- Soy Y t6' Tp. Ha N6i; 
- Vien Kiem nghiem thuoc Trung ID:mg; 

- Vien Kie'm nghiem thu6c Tp. Ho Chi Minh; 
- Cong ty CP tap clown Dugc phAm & Thuong mai Sohaco. 

Can cu vao cac qui ch6 dugc hien hanh cita Viet Nam. 
Can cir C6ng van s6 375/2018/BC-TTKN ngay 9/8/2018 dm TTKN 

thu6c, my pham, dux pham tinh Thai Binh giri kern phiL kie'm nghiem so 290L 
ngay 09/8/2018 ve thuoc vien nen bao tan trong runt Utrazo 20 (Rabeprazole 
Sodium 20mg), SDK: VN-20353-17, S6 16: UTZ1707001 NSX: 17/07/2017 
HD:16/07/2019 do Cong ty Acme Formulation Pvt, Ltd. (India) san xuat, Cong 
ty c6 phan tap clown Dugc pham & Thuong mai Sohaco nhap khau. Mau thu6c 
lay tai C6ng ty CPDP Thai San S-H (s6 494 Pho Ly BOn, *Tong Quang Trung, 
Tp. Thai Binh, tinh Thai Binh. Thu6c 'thong dat tieu chuan chat lugng ve chi 
tieu dO him tan, dinh lugng. 

Cue Quan1)% Dugc thong bao: 
1. Dinh chi luu hanh tren dia ban tinh Thai Binh thu6c vien nen bao tan 

trong runt Utrazo 20 (Rabeprazole Sodium 20mg), SDK: VN-20353-17, so 16: 
UTZ1707001 NSX: 17/07/2017 HD:16/07/2019 do Cong ty Acme Formulation 
Pvt, Ltd. (India) san xuat, COng ty Co phan tap down Dugc pham & Thuong mai 
Sohaco nhap khau. 

2. Cong ty c6 phAn tap clown Dugc pham & Thuong mai Sohaco ph& hop 
voi nha cung cap va co se phan phi thuoc: 

a) Trong thai Ilan 02 ngay k" tir ngay ky cong van nay, giri thong bao thu 
hoi 	cac co set ban ban, ban le, sir dung thuoc vien nen bao tan trong runt 
Utrazo 20, SDK: VN-20353-17, so 16: UTZ1707001 NSX: 17/07/2017 
HD:16/07/2019 va tien hanh thu h6i 16 thu6c khong dat tieu chuan chat lugng 
neu tren tren dia ban tinh Thai Binh. 

- Gui bao cao thu h6i ‘cis Cue Quan ly Dugc, Soy Y to tinh Thai Binh trong 
theri han 18 ngay ke tir ngay ky cong van nay, bao gom so lugng nhlap khau, so 
lugng phan phoi, s6 lugng thu hoi teen dia ban tinh Thai Binh, cac bang chit-rig 
ve viec thuc hien thu hoi tai cac co so ban buon, ban le, sir dung cid mua thuoc 
theo quy dinh hien hanh. 
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b) Bao cao tinh hinh nhap khau (thOi gian, se; lugng nhap Ichau) va phan 
phoi (ten, dia chi dm cac ca sa kinh doanh da mua thu6c, s6 lugng cung cap) lo 
thu6c vien nen bao tan trong runt Utrazo 20, S6 18: UTZ1707001 NSX: 
17/07/2017 HD:16/07/2019 ye Cpc Quan 1S,  Dugc, Vien Kiem nghiem thu6c 
TW, Vien Kiem nghiem thu6c Tp. Ho Chi Minh tn.rac ngay 25/8/2018. 

c) Phi hap vOi ca quan kiem tra chat lugng, ca quan kiem nghiem thu6c 
Nha nu& tier' hanh 14 mau bo sung it nhat 02 mau thu6c tai ca sa ban buon 
khac, trong do c6 ca so,  ,ban buon cid cung cap thuoc cho COng ty CPDP Thai 
San S-H. 	mau da 14 tad Vien Kiem nghiem thu6c TW hoac Vien Kiem 
nghiem thuoc Tp. H6 Chi Minh de kiem tra chat lugng doi voi chi tieu dO flea 
tan, dinh lugng. 

3. De nghi Vien Kiem nghiem thu6c TW/Vien Kiem nghiem thu6c Tp. 
H6 Chi Minh 

- Liu lien tien hanh kiem tra chat lugng doc i vol chi tieu dO hoa tan, dinh 
luting mau thu6c Utrazo 20, S6 18: UTZ1707001 NSX: 17/07/2017 
HD:16/07/2019 dugc lay b6 sung; 

- Thong bao ket qua kiem tra chat luting ve Civic Quail 1S7 Dugc truOc ngay 
20/9/2018 de c6 can dr xir 1/ ti6p theo. 

4. De nghi Sa Y to tinh Thai Binh 

- COng 1346 thong tin viec thu hoi thu6c Utrazo 20, s6 18: UTZ1707001 
NSX: 17/07/2017 HD:16/07/2019 neu ten ten Trang th8ng tin din tir cua SO; 

- Kiem tra va giam sat Cong ty Co phan tap down Dugc pham & Thuang 
mai Sohaco \Ta dun vi CO lien quan thkrc hien viec thu h6i thu6c Utrazo 20, S6 lo: 
UTZ1707001 NSX: 17/07/2017 HD:16/07/2019, xir 1S,  cac don vi vi pham theo 
quy dinh. 

5. De nghi Sa Y to thanh ph6 Ha NOi 

Giam sat Cong ty Co phan tap doan Dugc pham & Thuang mai Sohaco 
thkrc hien viec 14 mau 136 sung de kiem tra chat lugng thu6c Utrazo 20, S6 lo: 
UTZ1707001 NSX: 17/07/2017 HD:16/07/2019 theo quy dinh. 

Cpc Quan ly Dugc thong bao de cac dan vi biet va thkrc hien ./. 

Ncri rthOn: 
- Nhu tren; 
- Cue truong Vu Tuan Cutyng (de b/c); 
- Cac phong DKT, QLKDD, Thanh tra Dugc-MP, 

QLTT-QCT — Cpc QLD; 
- C6ng ty CPDP Thai Son S-H (de thuc hien); 
- Luu: VT, CL (XH). 
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