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V/v dinh chi luu hanh

Methylprednisolon 16mg khong dat
TCCL

Noi nhan:

- Bénh vién da khoa tinh;

- PhongY té céc huyén, thi xa;

- TTYT céc huyén, thi xa:

- Khoa TTGDSK - CDC (ding website SO Y t&);
- Luwu: VT, NVYD.
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VIET NAM

S4: /35 /Cl /QLD-CL
V/v dinh chi lwu hanh thubc

Methylprednisolon 16mg khong
dat tiéu chufn chit lugng

Ha Néi, ngay A thang ;o ndm

Kinh gui:
- S&Y té cace tinh, thanh pho tryc thudée Trung u
- Cong ty TNHH duge phdm USA-NIC (NIC Ph:
(Lo 11D, duong C, khu cong nghiép Tdn Tao, phwong Tan T
quan Binh Tan, Tp. H6 Chi Minh).

Cin cit vao cac qui ché duge hién hanh caa Viét Nam.
Can et Céng vin s§ 156/BC-KN giri kém phiéu kiém nghiém
KT 2019 ngay 18/7/2019 ciia Trung tdm kiém nghiém tinh Gia Lai,
Dugc di ban hanh Céng van s6 13108/QLD-CL ngay 06/08/2019 <

2019

ong;
arma).
ao A,

sb 524/KN-
Cuc Quan ly
/& vige xir ly

16 thudc Vién nén Methylprednisolone 16 mg, SPK: VD-19224-13, S6 16

804060 NSX: 20.04.2018, HD: 20.04.2021 do Céng ty TNHH dugc
NIC san xuét. Mau thube khong dat tiéu chuin chét lugng vé chi
tan. Theo dé, Cuc Quan 1y Dugc d yéu cdu Cong ty TNHH duge
NIC phéi hop véi co quan kiém tra chit lugng, co quan kiém nghiéi

phim USA-
tiéu Do hoa
phim USA-
m thube Nha

nuée tién hanh 14y 03 mau bd sung va giri miu da 14y téi Vién
thuc Trung wong hodic Vién kiém nghiém thudc Tp. H6 Chi Mi
chét luong d6i véi chi tiéu Pé hoa tan.

Ngay 07/10/2019, Cuc Quén 1y Dugc nhan duge Cong vin sb
KHTH cta Vién kiém nghiém thubc Tp. H6 Chi Minh dé ngay 03
kém céc phiéu kiém nghiém s6 1429/VKN-YC2019, 1430
143 1/VKN—YC2019 ngay 02/10/2019 béo céo ket qua ldy mau bd
16 thubc Vién nén Methylprednisolone 16mg s 16: 804060 NSX
HD: 20.04.2021 néu trén 1a khong dat tiéu chuén chét lugng vé chi
tan.

Nhu véy 16 thudc Vién nén Methylprednisolone 16 mg, SPK!

13, 86 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 néu trén dug:
vi pham muc do 3.
Cuc Quan ly Dugc théng béo:

1. Thu hdi toan qudc Vién nén Methylprednisolone 16 mg,

iem nghiém
A 4 R
dé kiém tra

504/VKNT-
10/2019 giri

N-YC2019,
sung d6i vé6i
20.04.2018,
tiéu Po hoa

VD-19224-
¢ xac dinh la

SPK: VD-

19224-13, Sé 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong ty TNHH

" duge phdm USA-NIC san xuat.




2. Céng ty TNHH duoc phdm USA-NIC phdi hop véi nha phan phéi
thubc, phai:

+ Trong thdi han 48h ké tir ngay ky Céng vin nay, gi théng bao thu hoi
tdi cdc co s& ban budn, ban 1&, sir dung Vién nén Methylprednisolone 16 mg,
SPK: VD-19224-13, S6 16: 804060 NSX: 20.04.2018, HD: 20.04.2021 do Cong
ty TNHH dugce pham USA-NIC sén xuét va tién hanh thu hdi toan bo 16 thube
khong dat tiéu chuén chét Iu'gmg néu trén.

+ Giri bdo cdo thu hdi vé Cuc Quan ly Dm;rc trong vong 33 ngay ké tir
ngéy ky Coéng van nay, ho so thu hdi bao gom s6 Iugng san xuit, sb luong phan
phéi, ngay san xuét, sé luong thu héi, cac bang chu'ng vé viéc thue hién thu hoi
tax céc co s& ban budn, ban 18, sir dung ¢4 mua thube theo quy dmh tai Thong tur
s6 11/2018/TT-BYT ngay 04/05/2018 ciia B§ Y té quy dinh vé chit luong
thube, nguyén heu 1am thudc.

3.8& Y té céc tinh thanh phé true thude Trung wong, Y t€ cdc nganh
thong bdo cho céc co s6 kinh doanh, sir dung thude thu héi 16 thude khong dat
chét luong néu trén, kiém tra va gidm sat cdc don vi thuc hxen thong bao nay; xu
ly nhiing don vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quén 1y Duoe
va cac co quan chuc ning c6 lién quan.

4.86 Y té Tp. HCM kiém tra va gmm sat Cong ty TNHH duoc pham
USA-NIC thuc hién viéc thu hdi va xir 1y thubc bi thu hdi theo quy dinh.

Cuc Quan 1y Dugc thong béo dé cée don vi biét va thue hién ./.

Noi nhén: KT. CUC TRUONG
- Nhur trén; 3 CT 8
- Cye truéng Vii Tuhn Curomg (dé blc); FRLYL TRUONG

- VKN thube TU, VKN thude Tp. HCM;

- CucQuan Y -Bo quéc phong ;

- Cyc Y té — B Cong an;

- Cuc Y € GTVT -~ Bé GTVT:

- Céc phong PKT, QLKDD, Phép ché-Thanh tra,
Website ~Cuc QLD;

- Lwu: VT, CL (XH).
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