
BOYTE 
CUC QUAN LY DUVC 

So: )6 	/QLD-CL 
V/v dinh chi luu hanh thuiSc Desratel 

khong chat tieu chuin chit lugng 

Kinh 
- Sa Y to cac tinh, thanh pho true 
- Cong ty co phAn dugc ph6 Dat Vi Phu 
(LO M7A, throng D17, khu cong nghiO My Phuac 1, *rang 

Thai flea, thi xa Ben Cat, tinh Binh Duang). 

CQNG 116A XA HQI CHU NGHIA VIET NAM 
Dik lap - Tkr do - Hanh ph& 

Ha Are)i, ngay 
It SO lilt-INN V1NH PHUC 

DEN Ngay:.Q4UNZ.G.1., 
ChuOn. 	  

hi cisa' 	 

Can cu  vaq cac qui the dugc hien hanh cua Vi."-t Nam. 

Can cu Cong van so 470/VKNT-KHTH ngay 20/9/2019 gdi kem phieu 
kiem nghitp.,s4 0455NKN-KT2019 ngay 20/9/2019 Giza 	ngh*n 
thu6c Tha.nh pho H6` Chi Minh bao cao lo thu6c vien nen bao phim Desratel 
(Desloratadin 5mg), SDK: VD-28452-17, So lo: 190157; HD: 19/02/2022 do 
Cong ty co ph'An dugc phAm Dat Vi Phu san xuAt. Mau thuo'c do Vin Kim 
nghift thu6c Tp. HCM lay tai Cong ty co phAn duvc phAm Dat Vi Phu. Thu6c 
khOng chat tieu chuAn chat luting N4 chi tieu Dinh lugng (vi pham mire dO 2). 

Cuc QuanVi Dugc thOng bao: 

1. Thu hZii toan qu6c vien nen bao phim Desratel (Desloratadin 5mg), 
SDK: VD-28452-17, S6 lo: 190157; HD: 19/02/2022 do Cong ty co ph'An dugc 
phAm. Dat Vi Phu san xuAt. 

2. Cong ty c6 phAn dugc ph'Am Dat Vi Phu ph6i hgp vai nha phan phi 
thuoc c, phai: 

+ Trong th&i han 48h 1(6' tir ngay ky Cong van nay, giri thong bao thu h6i 
tai cac c' sa ban buOn, ban le, sfr dung vien nen bao phim Desratel 
(Desloratadin 5mg), SDK: VD-28452-17, So lo: 190157; HD: 19/02/2022 do 
COng ty phAn dugc phAm Dat Vi 	san xua't va tin hanh 	toan b0 10 
thui khong chat tieu chuan chat luting neu ten. 

+ Gui bao cdo thu hoi ve Cuc Quan ly Dugc trong vong 18 ngay ke tir 
ngay ky COng van nay, soy thu h6i bao g'om so' lugng san xuAt, lugng phan 

ngay san xuat, so lugng thu hoi, cac bang chirngv;  vic thuc hien thu hoi 
tai cac co s& ban buon, ban le, sir dung da mua thuoc theo quy dinh tai Thong to 
so 11/2018/TT-BYT ngay 04/05/2018 dm Bo Y to quy dinh ve chAt lugng 
thuo'c, nguyen lieu lam thu6c. 

3. So Y to cac tinh thanh ph6 truc thui5c Trung rang, Y to cac nganh 
thong bao cho cac ca s& kinh doanh, sir dung thuo'c thu hoi to thu6c khong dot 



chat luvng neu tren, kiem tra va giant sat cac dan vi thgc hien thong bap nay; xir 
13'7 nhang dan vi vi ph?In theo quy dinh hien hanh; bao cao ve Cijc Quan ly Duvc 
va cac ca quan chic nang có lien quan. 

4. SO' Y to tinh Binh [Xiang 	tra va giam sat Cong ty co phAn duac 
pham Dat Vi Phu thgc hi@-1 vi* thu hoi va xfr ly thu6c bi thu hoi theo quy dinh. 

Cvc Quan l3"7 Ducyc thong bao de cac dan vi bit va thgc hien ./. 

Arai i7lr(111: 
NInr trent 
Cvc trtrolig va Tuac ri Ctrong (de b/c); 
VKN thu6c TLI, VKN thu6c Tp. HCM; 

- Cvc Quin Y - Bo queic phong; 
Cvc Y 	BO Cong an; 
Cuc Y t6 GTVT - Bq GTVT; 
Cac phong DKT, QLKDD, Phap the-Thatth tra, 
Website Cue QLD; 
Liru: VT, CL (NL). 

 

KT. CVC TRIXONG 
PHO CVC TRUONG 
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