BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phc

S6'/~572  /QLD-CL
V/v dinh chi lvu hanh thudc
khong dat tiéu chuan chat lvgng

Kinh gui:
- SO'Y té cac tinh, thanh phd truc thudc Trung wong;
- Cong ty TNHH MTV Dugc Sai Gon (Sapharco).

Can clr vao cac qui ché dugc hién hanh cla Viét Nam.

Can clr Cong van s6 82/BC-KN ngay 13/8/2019 gli kem phiéu kiém
nghiém s6 052LT-088-19/KNVL ngay 13/8/2019 clia Trung tdm kiém nghiém
Vinh Long, Cuc Quan ly Duoc da ban hanh Céng van s6 15361/QLD-CL ngay
06/9/2019 vé viéc xt ly 16 thudc vién nén Young Il Captopril Tablet (Captopril
25mg), SPK: VN-20970-18, s6 16: 1801, NSX: 29/6/2018, HD: 28/6/2021 do
Cong ty Young IL Pharm. Co., Ltd. (Korea) san xuat, Cong ty TNHH MTV
Dwoc Sai Gon (Sapharco) nhap khdu. Mau thudc khong dat tiéu chudn chat
lwgng vé chi tiéu dinh lwgng Captopril, gi¢i han Captopril disulTid, d6 hoa tan.
Theo d6, Cuc Quan ly Duoc dad yéu cau Cong ty TNHH MTV Duoc Sai Gon
(Sapharco) ph6i hop véi co quan kiém tra chat lvong, co quan kiém nghiém
thuéc Nha nudc tién hanh 1dy 02 mau b6 sung va giri mau da 18y t6i Vien kiém
nghiém thuéc Trung uong hodc Vién kiém nghiém thudc Tp. H6 Chi Minh dé
ki€m tra chat lvgng ddi véi chi tiéu dinh lwgng Captopril, gigi han Captopril
disuliid, d6 hoa tan.

Ngay 21/11/2019, Cuc Quan ly Duoc nhan dugc Cong van s6 629/VKNT-
KTITH dé& ngay 19/11/2019 cua Vién kiém nghiém thudc Tp. HO Chi Minh gui
kém phiéu ki€ém nghiém s0 1778/VKN-YC2019 ngay 15/11/2019 béo céo két
qua ldy mau bé sung ddi voi 16 thude vién nén Young Il Captopril Tablet, s6 16:
1801, NSX: 29/6/2018, HD: 28/6/2021 néu trén la khong dat tiéu chuén chat
lvgng vé chi tiéu dinh lwgng Captopril, gigi han Captopril disuliid, do hoa tan.

Nhw vay 16 thuéc vién nén Young Il Captopril Tablet (Captopril 25mg),
SPK: VN-20970-18, s6 16: 1801, NSX: 29/6/2018, HD: 28/6/2021 néu trén
duwgc xac dinh la vi pham muic do 2.

Cuc Quan ly Duogc théng béo:

1. Thu hoi toan quéc thube vién nén Young Il Captopril Tablet (Captopril
25mg), SPK: VN-20970-18, s6 16: 1801, NSX: 29/6/2018, HD: 28/6/2021 do
Coéng ty Young 1L Pharm. Co., Ltd. (Korea) san xuat, Cong ty TNHH MTV
Duoc Sai Gon (Sapharco) nhap khau.



2. Cong ty TNHH MTV Duoc Sai Gon (Sapharco) phdi hop véi nha cung
cép va phan phdi thubc phai:

+ Trong thoi han 48h ké tlr ngay ky Cong van nay, g thdng bao thu hoi
tdi cac co s¢ ban budn, ban I, st dung vién nén Young Il Captopril Tablet
(Captopril 25mg), SPK: VN-20970-18, s6 16: 1801, NSX: 29/6/2018, HD:
28/6/2021 do Coéng ty Young IL Pharm. Co., Ltd. (Korea) san xuét va tién hanh
thu hoi toan bo 16 thudc khong dat tiéu chuan chat lvong néu trén.

+ GUi bao cao thu hoi vé Cuc Quan ly Duoc trong vong 18 ngay ké tir
ngay ky Cong van nay, ho so thu héi bao gdbm s6 lwgng nhap khau, ngay nhap
khau, s6 lwong thu hdi, cic bang ching vé viéc thuc hién thu hoi tai cac co s¢
ban bubn, ban I8, s dung da mua thubc theo quy dinh tai Thong tv s6
11/2018/TT-BYT ngay 04/05/2018 cta B6 Y t€ quy dinh vé chat luvgng thudc,
nguyén liéu lam thuéc.

3. S6 Y t€ cac tinh thanh phé truc thudc Trung wong, Y t€ cac nganh
thong bao cho cac co s& kinh doanh, str dung thudc thu hoi 16 thuéc khong dat
chét lwong néu trén, ki€ém tra va giam sat cac don vi thuc hién thong bao nay; x0r
ly nhitng don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Dugc
va cac co quan chirc nang cd lién quan.

4. SO Y té tinh Vinh Long, S& Y t€ Tp. H6 Chi Minh kiém tra va giam sat
Céng ty TNHH MTV Duoc Sai Gon (Sapharco) thuc hién viéc thu hoi va xtr ly
thubc bi thu hoi theo quy dinh.

Cuc Quan ly Duoc thong bao dé cac don vi biét va thwc hién /.

Noi nhan: KT. CUC TRUONG
- Nhewen, PHO CUC TRUONG
- Cuc trwang Vi Tudn Cuong (dé b/c);
- VKN thudc TU, VKN thu6c Tp. HCM,;
- Cuc Quan Y - B0 qudc phong ;
- Cuc Y té - B6 Cong an;
- Cuc Y té GTVT - B6 GTVT,;
- Céc phong BDKT, QLKDD, Phap ché-Thanh tra,
Website - Cuc QLD;
- Quay thudc Ngoc MY (sé 7/1A, khu 10, thi tran Tra
On, tinh Vinh Long) (dé thwc hién);
- Lwu: VT, CL(LH).



