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

S6:ynA”™  /QLD-CL Ha Noi, ngay . , thangp o nam 2019
Nhi dinh chi lvu hanh thuéc
Methylprednisolon 16mg khéng
dat tiéu chuan chét lugng

Kinh gti:
- S&'Y té cac tinh, thanh phd trwc thudc Trung uong;
- Cong ty TNHH dugc pham U'SA-NIC (NIC Pharnia).
(L6 11D, dwong c, khu cdng nghiép Tan Tao, phwong Tan Tao A,
quan Binh Tan, Tp. H6 Chi Minh).

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

Can ctr Cong van s0 156/BC-KN gtri kém phiéu kiém nghiém s6 524/KN-
KT 2019 ngay 18/7/2019 cla Trung tdm ki€ém nghiém tinh Gia Lai, Cuc Quan ly
Duoc da ban hanh Cong van s6 13108/QLD-CL ngay 06/08/2019 vé viéc xu ly
16 thubc Vién nén Methylprednisolone 16 mg, SPK: VD-19224-13, s6 I6:
804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong ty TNHH duwoc pham USA-
NIC san xudt. Mau thuéc khong dat tiéu chuan chét lwvong vé chi tiéu Do hoa
tan. Theo dd, Cuc Quan ly Dugc da yéu cau Cong ty TNHH dugc pham USA-
NIC phoi hop véi co quan kiém tra chét lwong, co quan kiém nghiém thuéc Nha
nuwdc tién hanh 18y 03 mau bd sung va giti mau da ldy t6i Vién kiém nghiém
thudc Trung wong hodc Vién kiém nghiém thudc Tp. HO Chi Minh dé kiém tra
chat lvgng doi véi chi tiéu Do hoa tan.

Ngay 07/10/2019, Cuc Quan ly Dwgc nhan dugc Cong van s6 504/VKNT-
KHTH cla Vién kiém nghiém thu6c Tp. H6 Chi Minh dé& ngay 03/10/2019 gi
kem cac phiéu kiém nghiém s 1429/VKN-YC2019, 1430/VKN-YC2019,
1431/VKN-YC2019 ngay 02/10/2019 béo céo két qua 1dy mau bd sung ddi vai
16 thudc Vién nén Methylprednisolone 16mg s6 16: 804060 NSX: 20.04.2018,
HD: 20.04.2021 néu trén la khong dat tiéu chuan chat lvgng vé chi tiéu D6 hoa
tan.

Nhuw vay 16 thu6c Vién nén Methylprednisolone 16 mg, SBK: VD-19224-
13, SO 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 néu trén duoc xac dinh la
vi pham murc do 3.

Cuc Quén ly Duoc théng béo:

1. Thu hdi toan quéc Vién nén Methylprednisolone 16 mg, SBPK: VD-

19224-13, SO 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong ty TNHH
dwoc pham USA-NIC san xuat.



2. Cong ty TNHH dugc pham USA-NIC phoi hop véi nha phan phdi
thudc, phai:

+ Trong thoi han 48h ké tlr ngay ky Cong van nay, gti thong bao thu hoi
tdi cac co s@ ban bubn, ban Ié, st dung Vién nén Methylprednisolone 16 mg,
SBK: VD-19224-13, s6 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong
ty TNHH dugc phdm USA-NIC san xuat va tién hanh thu hoi toan bd 10 thudc
khong dat tiéu chuan chat lvong néu trén.

+ GUi bdo céo thu hoi vé Cuc Quan ly Duoc trong vong 33 ngay ké tir
ngay ky Cong van nay, hé so thu hdi bao gém sé lvong san xudt, s6 lvgng phan
phdi, ngay san xudt, s6 lugng thu hoi, cac bang chitng vé viéc thuc hién thu hoi
tai cac co s& ban budn, ban I, st dung da mua thudc theo quy dinh tai Thong tuw
s6 11/2018/TT-BYT ngay 04/05/2018 clia B6 Y té quy dinh vé chat lugng
thudc, nguyén liéu lam thudc.

3. S& Y t€ cac tinh thanh phd truc thudc Trung wong, Y té€ cac nganh
thong bao cho cac co s¢ kinh doanh, st dung thudc thu hoi 16 thubc khong dat
chat lwong néu trén, ki€ém tra va giam sat cac don vi thuc hién théng bao nay; xir
ly nhiing don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Dugc
va cac co quan chire nang cé lién quan.

4. S& Y t€ Tp. HCM kiém tra va giam sat Cong ty TNHH duwoc pham
U'SA-NIC thuc hién viéc thu hoi va xt ly thudce bi thu héi theo quy dinh.

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