
KT. GIAM DOC 

U. '<i" BAN NHAN DAN 
TiNH THANH HOA 

_SO Y TE 

Sti: 1497 /SYT-QLD 
V/v dinh chi inn hanh thu6c khong 

da.t tieu chuan chat lugng 

CONG HOA XA HOI CHU NGHIA VItT NAM 
Hoc  lap - Ttr do - 114nh pinic 

Thanh Hoa, ngayca thai'g 5 nam 2020 

Kinh 	Cac ca s6 kinh doanh, sir dung thu6c trong tinh. 

Can cir cac quy dinh \/•' quan 1y dugc hien hanh cda Vie-. Nam. 

Can cir Cong van s6 6526/QLD-CL ngdy 25/5/2020 cUa Cue Quan 1y 

Duge - B6 Y to ve viec dinh chi luu hanh thu6c khong dat tieu chuan chat ltrgng, 

cu the nhu sau: 

ThuOc vien nen Captopril (Captopril 25mg), SDK: VD-20545-14, so 16: 

0119; ngdy san xuat: 22/02/2019; Han dung: 22/02/2022 do Cong ty co phan duqc 

pham va sinh hoc y to san xuat. Thu6c khong dat tieu chuan chat lugng ve chi 

tieu tap chat Captopril disulfid. 

De dam bao quyen lgi cho ngued sir dung thu6c, S6 Y to thong bao: 

1. Dinh chi luu hanh va thu h6i tren toan tinh thu6c vien nen Captopril 

(Captopril 25mg), SDK: VD-20545-14, so 16: 0119; ngay san xuat: 22/02/2019; 

Han diing: 22/02/2022 do Cong ty c6 phan dtrgc pham va sinh hoc y to san xuat. 
2. Cac co s6 kinh doanh, sir dung thu6c tren toan tinh khan truing thu 

h6i 16 thu6c bi dinh chi luu hanh neu tren (neu co) va tra lai cho ca set cung tmg, 

bao cao k'et qua ve So Y to (ph6ng Quan 1y Dugc) truck ngdy 10/6/2020. 
3. Giao Trung tam kiem nghiem Thanh Hoa true tiep kiem tra, giam sat 

viec thu h6i thu6c neu tren, bao cao ket qua ve SO Y to (ph6ng Quan 1Y Dugc) 
truce ngay 20/6/2020. 

4. Ph6ng Quan 1Y Dugc, cac ph6ng ban chirc nang cua SO Y t6, phong Y 

to cac huyen, thi, thanh phi c6 trach nhiem kiem tra, giam sat viec thgc hien 

theo thong bao nay; sau dgt thu h6i tren, xir 1y nhang don vi, ca nhan con vi 
pham theo quy dinh hien hanh./. 

Nui nhem: 
- Nhir tren (thirc hin); 
- Lau: VT,QLD.4  



SO: 65:26 /QLD-CL 
V/v ttinh chi lau hanh thdR: 

khong dot tieu chuan chat luvng 

Ha ATOi, ngay, thong thang nain 2020 

CQNG HOA XA HOT CHU N e HIA VitT NAM 
floc lap - Ter do - 	nh phtle 

BOY TL 
CI)C QUAN 1.j 7  DOC 

Kinh 

- SC! Y to cac tinh, thanh ph6 true thuOc Tr 
- COI-1g ty co phan ducyc pham va sinh hoc y 

(Lo Ill - 18, clueing so 13, khu cong 
phwong Tay Thonh, quail Tan Phil, Tp. H 

ng trong; 
to 
hip Tan Binh, 
Chi Minh). 

Can cif veto cac quy the cltroc hien hanh cu.a. Viet Nam. 

Can cd cong van so 23/BC-KN ngay 26/12/2019 gdi 
nghiem s6 20L054/KNT-MP-TP ngay 26/12/2019 cna Trung t 
thuoc, my pham, throe pham tinh Bac Lieu, Cuc Quan 1Y Duoc 
van so 837/QLD-CL ngay 22/01/2020 ye vien xu ly 16 Ulu& v 
(Captopril 25mg), SDK: VD-20545-14, s6 10: 0119; ngay SX: 
22/02/2022 do COng ty c6 phan duvc pharn va sinh hoc y to san 
khOng dot tieu chuan chat itigng ye chi tieu tap chat Captopril 
Cue Quart Dlige da.  yeu cau COng ty CO phan throe pham va s 
hop voi co quan kiem tra chat luting, co quan kiem nghiem thu 
hanh lay mau bo sung va gilri mau &I lay tai Vien kiem ngh 

em phieu kiem 
m kiem nghiem 
a ban hanh cong 
en nen Captopril 
2/02/2019; HD: 
xuat. MAu thu6c 
isulfid. Theo do, 
nh hoc y to phoi 
c Nha nix& tien 
em thuoc Trung 

uang hoac Vien kiem nghiem thuOc Tp. HO Chi Minh de kiem t -a chat hiving doi 
vai chi tieu tap chat Captopril disulfid. 

Cuc Quan lY Duvc nhan throe cong van so 143NKNT KHTH de ngay 
23/4/2020 cua Vien kiem nahiem thuoc Tp. H6 Chi Minh gdi kern phieu kiem 
nghiem s6 0422/VKN-YC2020 va so 0423/VKN-YC2020 nga 22/4/2020 hao 
coo ket qua lay mau b6 sung cl6i vari thu6c via nen Captopril, 	16: 0119; ngay 
SX: 22/02/2019; HD: 22/02/2022 neu tren, trong do mau th tic &roc lay tai 
COng ty TNHH throe pham Phan Rang khong dot tieu chuan ciat luting ve chi 
tieu tap chAt Captopril disulfid. 

Nhu vay 10 thuec vien nen Captopril (Captopril 25mg), S K: VD-20545-
14, s6 10: 0119; ngay SX: 22/02/2019; HD: 22/02/2022 lieu tre duvc xac dinh 
la vi phain mdc d6 

Cue Quan lY Duvc thong bao: 

1. Thu hOi toan quOc thu6c vien nen Captopril (Captopril 25mg), SDK: 
VD-20545-14, s6 10: 0119; ngay SX: 22/02/2019; HD: 22/02/ 022 do Cong ty 
co phan duoc pham va sinh hoc y to san xuat. 
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