BO GIAO THONG VAN TAI CONG HOA XA HQI CHU NGHIAVIETNAM

CUCYTE Poc lap - Tw do - Hanh phiic

$6: 509 /CYT-NVYD&TTBYT Ha Noi, ngay 09 thang 4 nam 2015
V/v xu ly thudce Prednisolon gia

Kinh gii: - Céac Bénh vién, Phc‘gng kham da khoa GTVT;
- Céc Trung tdm Y té chuyén nganh GTVT.

Ngay 31/3/2015, Cuc Quan ly Dugc -Bo Y té c6 Cong van sb 5746/QLD-
TTra vé viéc.xur ly thuoc Prednisolon gia. Thong tin ghi trén nhdn cua mau
thudc gia duge cung cap béi Vién Kiém nghiém thudc Trung wong nhu sau:

+ Tén thudc: Prednisolone Tablet

+ Tén nha san xuét: Coéng ty Y.S.P Industries (M) SDN.BHD — Malaysia

+ Tén nha nhap khau: Céng ty ¢b phan Duoc liéu Trung wong 2.

+ SPK: VN-11654-10, S6 16: PDT VK019, NSX: 02/11/2011, HSD:
01/11/2016.

Thubc do Vién Kiém nghiém thudc Trung wong 14y mau tai quéy thuoc
Quang Thanh (s6 7, khu 1 duong Lé Lo, thi trén Tra On, tinh Vinh Long); miu
thir nghiém khong c6 hoat chit Prednisolon.

Nhu vay méu thubc c6 théng tin néu trén 1a thubc gia.
Pé dam bao an toan cho ngudi st dung thude, Cuc Y té GTVT yéu cau
cac don vi:

1. Thong bao théng tin thudc Prednisolon ‘I'ablet gia néu trén trong toan
don vi (NGi dung cu thé ciia Cong vian 5746/QLD-CL dwoc déing tdi trén
Website cua Cuc).

2. Ra soat, kiém tra trong don vi xem cé luu hanh, st dung thude
Prednisolon Tablet gia néi trén, néu c¢6 phai nging ngay viéc sir dung, 14p bién
ban béo cdo vé Cuc.

Pé nghi cac don vi khan truong thuc hién./. i
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

Klinh giri: SO Y té cac tinh, thanh ph truc thude Trung uvong
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Z"” ‘Ngay 30/12/2014, Cuc Quan Iy Dugc nhan duge céng van sb 1002/VKNTTW-
KH, kém theo bién ban 14y mau; phiéu kidm nghiém s 45GT11 ngay 26/12/2014 cia
Vién kiém nghiém thuéc Trung uong, bao co viéc mau thuéc mang tén Prednisolone
Tablet, SDK VN-11654-10, s6 16 PDT VK019, NSX 02/11/2011, HD 01/11/2016,
thudc do cong ty Y.S.P. Industries (M) SDN.BHD — Malaysia san xuét, cong ty cb
phén Dugc liéu Trung wong 2 nhap khiu, miu thudc dugc 14y tai qudy thubc Quang
Thanh (sé 7, khu 1 dudng Lé Loi, thi trén Tra On, tinh Vinh Long) khong c6 hoat chét
Prednisolone.

Ngay 09/3/2015, Cuc Quén ly Dugc nhén dugc cong vin sb 145/DL2-KHCN
ngay 13/02/2015 cta cong ty c¢b phan Duogc lidu Trung wong 2, kém theo bién ban ldy
mAu; phiéu kiém nghiém s6 0003/VKN-KT2015 ngay 09/02/2015 cia Vién kiém
nghiém thuéc Tp.Hb Chi Minh, b4o céo két qua kiém nghiém 16 thudc Prednisolone
tablet, SDK VN-11654-10, s§ 16 PDT VK019, NSX 02/11/2011, HD 01/11/2016,
thube do cong ty Y.S.P. Industries (M) SDN.BHD — Malaysia san xuét, cong ty cb
phin Dugc liéu Trung vong 2 nhép khau, mau thudc dugc 14y tai kho cong ty cb phén
Dugc liéu Trung wong 2 (s6 97 Quang Trung, phuong 8, quan Go Vip, Tp.Hb Chi
Minh), két qua 16 thubc Prednisolone Tablet néu trén dat yéu ciu chit lugng cac chi
tiéu theo DDVN1V.

Nhur vy, mAu thubc c6 tén Prednisolone Tablet dugc 14y tai quiy thudc Quang
Thanh (s 7, khu 1 dudng Lé Loi, thi tran Tra On, tinh Vinh Long) 14 thudc gia.

1. Bé dam béo an toan cho nguoi sir dung, Cuc Quan ly Duge d& nghi S&' Y té cac
tinh, thanh phé truc thude Trung wvong, Y té céc nganh:

- Thong bdo cho céc co s& kinh doanh, sir dung thube khoéng dugc budn ban, sir
dung thubc mang tén Prednisolone Tablet néu trén, c6 nhan thudc trén lo dugc phéan
biét vé6i thudc that tai dong cudi cliing cot bén trai nhu sau:

CUC QUAN LY DUQC DPjc lip - Tw do - Hanh phiic
/QLD TTra Ha Noi, ngay 34 thang 3 ndm 2015
i{cw{ : )’;1 Y‘ ‘\‘ Viy x&\@ huoc prednisolon gia
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Maiu thit Miu gia
(m&u nhin do cong ty cb phén Duoc liéu (mAu nhan luu tai Vién kiém nghiém
Trung uong 2 cung cip) thubc Trung wong)
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Maiu thit

Maiu gia

- Phdi hop véi cac co quan truyén thong dé thong tin tdi cac co s& budn bén, st
dung va ngudi dan biét dé khong bubn ban, sir dung thudc Prednisolone Tablet gia c6

cac diu hiéu néu trén.
2. S& Y té tinh Vinh Long

- Phéi hop véi cac co quan chirc ning lién quan tién hanh kiém tra quiy thudc
Quang Thanh (sb 7, khu 1 duong Lé Loi, thi trin Tra On, tinh Vinh Long) dé truy tim
ngudn gbc 16 hang Prednisolone Tablet gi4 néu trén va xu ly vi pham theo quy dinh

cua phép luit.

- B4o c4o két qua kiém tra, xir Iy vi pham 16 hang trén v& Cyc Quan ly Duoc.
Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién.

Noi nhin:

- Nhu trén;

- B§ trudmg Nguyén Thi Kim Tién (dé b/c);

- Thir trréng Pham Lé Tuén ( dé b/c)

- Cuc truéng Truong Qudc Cudng (dé blc);

- Thanh tra Bd Y té;

- Cuc Quéan y-Bj Quéc phong;

-CucY té - B6 Cong an;

- Cuc Y té Giao théng vén tai — BQ Giao thong vén tai;
- Vién KN thuoc TW, VKN thudc Tp. Hb Chi Minh;
- Cong ty c6 phan Dugc lidu trung uong 2;

- Website Cuc QLD, Tap chi Duorc&My pham

- Phong PKT, QLTTQC thudc, QLCL thude, QLKD
dugc

-Lwu VT, TTra.

Nguyen Viet Hiing



