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- S a Y to c-ac tinh, thanh pho trkrc  i  '41.1h  i  vc5':  • tPatigi 	 
- Cong ty TNHH MTV DIrgc Sai Gen (Sapharco). 

Can c* vao cac qui the dtrot hien hanh dm V* Nam. 

Can cir Cong van ski 82/BC-KN ngay 13/8/2019 gui kern phieu ki&ri 
nghiem so052LT-088-19/KNVL ngay 13/8/2019 cila Trung tam ki&ri 
Vinh Long, Cpc Quan 15/ Dirge da ban hanh Cong van s6 15361/QLD-CL ngay 
06/9/2019 ve vie;c xir V/ 18 thuoc vien nen Young II Captopril Tablet (Captopril 
25mg), SDK: VN-20970-18, So lo: 1801, NSX: 29/6/2018, HD: 28/6/2021 do 
Ong ty Young IL Pharm. Co., Ltd. (Korea) san xuAt, Cong ty TNHH MTV 
Dtrgc Sai Gen (Sapharco) nh4p khAu. Mau thu6c khong dat tieu chuAn chdt 
luting ve chi tieu dinh luting Captopril, giai han Captopril disulfid, d(15 hoa tan. 
Theo do, Ccic Quail Vi Duce da yeu cAu Cong ty TNHH MTV Dugc Sai Gen 
(Sapharco) ph6i hap WAcor quan 	tra chAt 	co quan ki&n nghiem 
thuoc Nha mrac tien hanh lay 02 mau be) sung va giri mau da lay tai Vien kiem 
nghim thu6c Trung uung hoc Vien kiem nghi4rn thuo'c Tp. Ht) Chi Minh de 
ki&n tra chAt lacing doi vai chi tieu dinh luomg Captopril, giai han Captopril 
disulfid, do hea tan. 

NO)/ 21/11/2019, Cuc Quan 15,  Ducjc riNn ducic Cong van so 629/VKNT-
KHTH d ngay 19/11/2019 dm Vin kieAm nghirn thuik Tp. H'6 Chi Minh giri 
kern phi&I ki&ri nghi*Ti so 1778NKN-YC2019 ngay 15/11/2019 bao cao ket 
qua lay mau bo sung d6i yeti 18 thuo'c vien nen Young Il Captopril Tablet, S6 18: 
1801, NSX: 29/6/2018, HD: 28/6/2021 neu ten la khOng dat lieu chuAn chAt 
luting ‘4` chi tieu dinh luting Captopril, gith han Captopril disulfid, d flea tan. 

Nhix v4y to thu6c vien nen Young Il Captopril Tablet (Captopril 25mg), 
SDK: VN-20970-18, St; 18: 1801, NSX: 29/6/2018, HD: 28/6/2021 neu ten 
dirge xac dinh la vi pham mac dO 2. 

Cue Quan1S7Ducic thOng bao: 
1. Thu 11.6'i town qut)c thuo'c via. nen Young Il Captopril Tablet (Captopril 

25mg), SDK: VN-20970-18, So 18: 1801, NSX: 29/6/2018, HD: 28/6/2021 do 
Cong ty Young IL Pharm. Co., Ltd. (Korea) san xuAt, Cong ty TNHH MTV 
Duvc Sai Gen (Sapharco) nh4p khAu. 



2. Cong ty TNHH MTV DINC Sai Gen (Sapharco) ph6i hap nha cung 
cap va phan phi thu& phai: 

+ Trong thai han 48h Ve tir ngay .1(3"/ Cong van nay, giri thong bao thu h6i 
tai cac ca so.  ban buOn, ban le, six dung vien nen. Young II Captopril. Tablet 
(Captopril 25mg), SDK: VN-20970-18, S('') lo: 1801, NSX: 29/6/2018, HD: 
28/6/2021 do Cong ty Young IL Pharm. Co., Ltd. (Korea) san xudt va 	hanh ♦
thu h6i town b",9` 1(3 thut)c khong chat tieu chuAn chAt luting neu tren. 

+ Giri bao cdo thu hoi ve Cuc Quan IST Dirge trong \Tong 18 ngay ke tir 
ngdy k)'T COng van nay, lib' sa thu hoi baog6'm lucyng nhap khAu, ngay nhlap ,  
khau, luting thu 	cac bang chimg ve 	thgc 	thu h6i tai cac ca sO 
ban buon, ban le, s dung da mua thuac theo quy dinh tai Thong to st' ix 	 ) 
11/2018/TT-BYT ngay 04/05/2018 dm Bo Y to quy dinh ve chAt luting thu6c, 
nguyen lieu lam thu6c. 

1 	Y to
r 

cac tinh thanh ph6 truc thui)c Trung tiong, Y cac nganh 
thong bao cho cac ca soy kinh doanh, six dung thui thu h6i 16 thuoc khong dat 
cha

r
t luting neu tren, kiem tra va giam sat cac dan vi the hin thong bao nay; xir 

1..inhang c tm vi vi pham theo quy dinh hi4n hanh; bao cao N4 Cue Quan ly DUVC 
va cac co quan chiic nang co lien quan. 

4. SO Y to tinh Vinh Long, SO Y to Tp. 1-14S' Chi Minh ki6m tra va giam sat 
COng ty TNHH MTV Dix9.c Sai Gen. (Sapharco) thuc hi4'n vi& thu ht)i va xir ly 
thu6c bi thu hoi theo quy dinh.. 

Cuc Quan Duvc thong bao de' cac dan vi bie't va 

Noi niOn: 
Nhu ten; 

- Cuc twang Vu Tuan Cueing (de b/c); 
VKN thu6c 	VKN thu6c Tp. HCM; 

- Cue Quan Y — qu6c phang ; 
Cuc Y to — Be) Cong an; 
Cuc Y to GTVT — Bo GTVT; 
Cac pheng DKT, QLKDD, Phap the-Thank tra, 
Website — Cuc QLD; 
Quay thu6c Ngoc W(36 7/1A, khu 10, thi thin Ira 
On, tinh Vinh Long) (de thkrc hien); 

- Luu: VT, CL(LH). 
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