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Ha Nôi, ngay , thong f Willi 2019 

so Y TETiNH VINH PHUC 

BO Y TE 
CVC (,JUAN LY DUVC 

SS: A  73  c  4  /QLD-CL 
WI/ dinh chi hxu hanh thu6c 

Methylprednisolon 16mg khong 
dot tieu chan chit lugng 

Kinh 	
Lau 

Can dr vao cac qui the dugc hien hanh dm V* Nam. 

Can dr Cong van s6 156/BC-KN gfri kem phiL kiem nghiem so 524/KN-
KT 2019 ngay 18/7/2019 cua Trung tam ki&rt nghi*n tinh Gia Lai, Cue Quan 131,  
Dugc da ban hanh Cong van so 13108/QLD-CL ngay 06/08/2019 v&' 
16 thuoc Vien nen Methylprednisolone 16 mg, SDK: VD-19224-13, SO lo. 
804060 NSX: 20.04.2018, HD: 20.04.2021 do COng ty TNHH dugc ph"Lii USA-
NIC san xuAt. Mau thut)c khong dat tieu chuAn chat luting vs chi tieu DC?' hem 
tan. Theo do, Cuc Quan 1)'r Dugc da yeu cAu Cong ty TNHH dugc pham USA-
NIC ph6i Imp vei ca quan kiem tra chit lugng, ca quan kiem ngh*n,thu6c Nha 
nuac tin hanh lay 03 mau bo sung va gui 	da lay toi V*. kiem nghiem 
thuoc Trung trang hoc Vi`n kiem ngh*n thuoc Tp. HO Chi Minh de kiem tra 
chat lugng doi vii chi lieu DO Ilea tan. 

Ngay 07/10/2019, Cuc Quail 1ST Dugc nh;an dugc Cong van so 504/VKNT-
KHTH cua Vien ki6m nghim thu6c Tp. Ho Chi Minh tie ngay 03/10/2019 giri 
kern cac phi6u kiem nghirn so 1429/VKN-YC2019, 1430/VKN-YC2019, 
1431NKN-Y.C2019 ngay 02/10/2019 bao cao k& qua lay rnau b6 sung d6i voi 
to thu6c Vieri-nen Methylprednisolone 16mg so 10: 804060 NSX: 20.04.2018, 
HD: 20.04.2021 neu tren la khong dat tieu chan chAt lugng N4 chi lieu DO hea 
tan. 

Nhu 43,  lo thu6c Vier) nen Methylprednisolone 16 mg, SDK: VD-19224- 
13, S6' lo: 804060 NSX: 20.04.2018, HD: 20.04.2021 neu ten dugc xac dinh la 
vi pham mdc dO 3. 

Cuc Quan ly Dugc thong bao: 
1. Thu 11.'yi toan quo'c Vien nen Methylprednisolone 16 mg, SDK: VD-

19224-13, S6 ley 804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong ty TNHH 
dugc phAm USA-NIC san xuAt. 

- Soy Y to cac tinh, thanh ph6 truc t 
- COng ty TNHH duvc ph&'m USA-NIC (NIC Pharma). 

(Lei I ID, chrong C, khu ding nghip Tan Tao, phw&ng Tan Tao A, 
quek Binh Tan, Tp. HO Chi Minh). 
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2. Cong ty TNHH dugc phAm USA-NIC phi hgp vOi nha phan ph6i 
thuoc, phai: 

+ Trong theri Ilan 48h kle tir ngay ky Cong van nay, giri thong bao thu hoi 
Lori cac co.  sa ban buon, ban le, sir dung Vien nen Methylprednisolone 16 mg, 
SDK: VD-19224-13, S6 lo: 804060 NSX: 20.04.2018, HD: 20.04.2021 do COn2 
ty TNHH dugc phAm USA-NIC san xu& va tin hanh thu h6i toan b"1:5 to thu6c 
khong dat tieu chuan chat luting neu teen. 

+ Gui bao cao thu hoi Cuc 	Dugc trong yang 33 ngdy 
1( ngay 3",  Cang van nay, ho thu hoi bao 	s6 luting san xuat, so luting phan 

phoi, ngay san xuat, so lugng thu hoi, cac bang chirng ve viec thuc hi4ithu hoi 
tai cac co. so' ban buon, ban le, sir dung cIa mua thuoc theo quy dinh tai Thong ttr 
so 11/2018/TT-BYT ngay 04/05/2018 cila Bo Y to quy dinh ve chAt lugng 
thu6c, nguyen lieu lam thu6c. 

3. So Y to cac tinh thanh ph6 true thut)c Trung 'song, Y to cac nganh 
thong bao cho cac co sO kinh doanh, sir dung thuoc thu hoi to thuoc khong dat 
chit lugng neu teen, kie'rn tra va giam sat cac don vi thuc h* thong bao nay; xd 
ly nhfing don vi vi pl4m theo quy dinh hien hanh; bao cao ve Cuc Quan ly Ducc 
va cac co quan chirc nang co lien quan. 

4. Sor Y to Tp. HCM ki6'm tra va giam sat Cong ty TNHH dugc phAm 
USA-NIC thuc hien vi4‘c thu h6i NIA xir13'7thue;c bi thu hC)i theo quy dinh. 

Cue Quan l DEN/C thong bao d cac don vi biet va thirc 

Nal nhifn: 
- Ntur ten; 
- Cuc truong Vu TuAn Ctromg (del b/c); 
- VKN thuOc 	VKN thdic Tp. HCM; 
- Cuc Qua:n Y — Bq quo'c phong ; 
- Cuc Y to — BO Cong an; 
- Ckic Y to GTVT 	GTVT; 

Cac phong DKT, QLKDD, Phap ch&Thanh tra, 
Website —Cuc QLD; 

- Lau: VT, CL (XH). 
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