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V/v xu ly thuoc Predniso1ongia

CONG HOA xA HOI CHi; NGHiA VIETNAM. . .
DQc l~p - Tl}:' do - H~nh phuc

Ha N¢Ji, ngay ()g thang 4 nam 2015

Kinh gui: - Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y t~ chuyen nganh GTVT.

Ngay 31/3/2015, C\lCQuan ly Duoc - B9 Y t~ co Cong van s6 57461QLD­
TTra v~ viec xu ly thuoc Prednisolon gia, Thong tin ghi tren nhan cua m~u
thuoc gia duoc cung c~p boi Vien KiSm nghiern thuoc Trung uong nhu sau:

+ Ten thuoc: Prednisolone Tablet
+ Ten nha san xuat: Cong ty Y.S.P Industries (M) SDN.BHD - Malaysia
+ Ten nha nhap kh~u: Cong ty c6 phan Duoc lieu Trung uong 2.
+ SDK: VN-11654-10, s6 10: PDT VK019, NSX: 02/1112011, HSD:

01/11/2016.
Thu6c do Vien KiSm nghiem thuoc Trung irong l~y m~u tai quay thuoc

Quang Thanh (s6 7, khu 1 duong Le LQ'i,thi tran Tra On, tinh Vinh Long); m~u
thir nghiem khong co hoat ch~t Prednisolon.

Nhir vay m~u thuoc co thong tin neu tren la thuoc gia,
DS dam bao an toan cho nguoi sir dung thu6c, C\lC Y t~ GTVT yeu c~u

cac dan vi:
1. Thong bao thong tin thu6c Prednisolon Tablet gia neu tren trong toan

dan vi (N(Ji dung Cl:lthi cua C6ng vem 5746IQLD-CL aU(Jc aang tdi tren
Website cua Cl:lc).

2. Ra soat, kiSm tra trong dan vi xem co luu hanh, su d\lng thu6c
Prednisolon Tablet gia noi tren, n~u co phai ngung ngay vi~c su d\lng, l~p bien
ban bao cao v~ C\lc.

D~ nghi cac dan vi kh~n truang thvc hi~n./.p-

NO'i nhijn:
- Nhu tren (Qua website el,le Y t~ GTVT);
- Luu: VT, NVYD & TTBYT.

Cl)CTRUONG
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Vii Van Tri~n



BO YTE
CVC QUA.N LY DU'QC

CONG HoA xA HOI CHiT NGHiA VIET NAM. . .
DQcI,p - TV do - H~nh phuc

iCU~:~~;~~:"~v,,~i{~fdr~~::ngia Hii NVi, ngay 31 thdng 3 ndm 2015
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II 0 8 -04- 2015 ~
Kmh giri: Sa Y t~ cac tinh, thanh ph6 tnrc thuoc Trung uong

I SCj' ",. G.f_.f,. . I
--- j----·Ngay 30/12/2014, C\lCQuan ly Duoc nhan dtroc cong van s6 1002NKNTTW-

/~ #1# KH, ke~ theo bien ba~ Ifrym~u; phieu kiem nghiem s_645G!11 ngay 26/12/2014 cua~V Vi~n kiem nghiem thuoc Trun~ irong, bao cao viec mau thuoc mang ten Prednisolone
Tablet, SDK VN-11654-1O, so 10 PDT VKOI9, NSX 0211112011, HD 0111112016,
thuoc do cong ty Y.S.P. Industries (M) SDN.BHD - Malaysia san xuat, cong ty c6
phdn Duoc lieu Trung uong 2 nhap khdu, m~u thuoc dircc Ifry tai quay thuoc Quang
Thanh (s6 7, khu 1 dirong Le LQ'i,thi trfrn Tra On, tinh Vinh Long) khong co hoat chfrt
Prednisolone.

Ngay 09/3/2015, C\lC Quan ly Duoc nhan duoc cong van s6 1451DL2-KHCN
ngay 13/0212015 cua cong ty c6 phdn Duoc li~u Trung uong 2, kern theo bien ban Ifry
m~u; phieu kiem nghiem s6 00031VKN-KT2015 ngay 09102/2015 cua Vien kiem
nghi~m thu6c Tp.H6 Chi Minh, bao cao k~t qua ki~m nghi~m 10 thu6c Prednisolone
tablet, SDK VN-11654-10, s6 10 PDT VKOI9, NSX 0211112011, HD 0111112016,
thu6c do cong ty Y.S.P. Industries (M) SDN.BHD - Malaysia san xUfrt, cong ty c6
phdn DuQ'c li~u Trung uong 2 nh~p khdu, m~u thu6c duQ'c Ifryt~i kho cong ty c6 phdn
DuQ'c li~u Trung uong 2 (s6 97 Quang Trung, phubng 8, qu~ Go Vfrp, Tp.H6 Chi
Minh), k~t qua 10 thu6c Prednisolone Tablet neu tren d~t yeu cdu chfrt luqng cac chi
tieu theo DDVN IV.

Nhu v~y, m~u thu6c co ten Prednisolone Tablet duQ'c Idy t~i qudy thu6c Quang
Thanh (s6 7, khu 1 dubng Le LQ'i,thi trdn Tra On, tinh Vinh Long) la thu6c gia.

1. D~ dam bao an toan cho nguai sir d\lng, C\lCQuan ly DuQ'c d€ nghi Sa Y t~ cac
tinh, thAnh ph6 tIVc thuQc Trung uong, Y t~ cac ngAnh:

- Thong bao cho cac cO'sa kinh doanh, sir d\lng thu6c khong duQ'cbuon ban, sir
d\lflg thu6c mang ten Prednisolone Tablet neu tren, co nhan thu6c tren 1<;>duQ'c phan
bi~t vai thu6c th~t t~i dong cu6i cimg cQt ben trai nhu sau:

Miu th~t Miu ghi
(m~u nhan do cong ty c6 phdn DuQ'c li~u (m~u nhan luu t~i Vi~n ki~m nghi~m

Trung uong 2 cung cdp) thu6c Trung uong)
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Miu th~t Miu gia

- Ph6i hop voi cac co quan truyen thong d~ thong tin toi cac co sa buon ban, sir
dung va ngiroi dan biet d~ khong buon ban, sir dung thuoc Prednisolone Tablet gia c6
cac dAuhieu neu tren.

2. Sa Y t€ tinh Vinh Long
- Ph6i hop voi cac co quan chirc nang lien quan ti€n hanh kiem tra quay thuoc

Quang Thanh (sf>7, khu 1 duong Le Loi, thi trAnTra On, tinh Vinh Long) d~ truy tim
nguon gf>c10 hang Prednisolone Tablet gill neu tren va xu ly vi pham theo quy dinh
cua phap lu~t.

- Bao cao ket qua kiem tra, xu ly vi pham 10hang tren v~ Cue Quan ly Diroc.
Cue Quan ly Diroc thong bao d~ cac dan vi biet va thuc hien.

Nui nh{in:
- Nhir tren;
- Be> tnrong Nguyen Thi Kim TiSn (d~ b/c);
- Thir tnrong Pham Le TufuI (d~ b/c);
- C\lC tnrong Truong Qu6c Cuemg (d~h/c);
- Thanh tra Be> Y t€;
- el,lCQuan y-Be> Qu6c phong;
- Cl,lCY t€ - Be> Cong an;
- Cvc Y tS Giao thong v~ Uti - Be> Giao thong v~ mi;
- Vi~n KN thu6c TW, VKN thu6c Tp. H6 Chi Minh;
- Cong ty c6 phfutDUQ"cli~u trung uang 2;
- Wehsite Cvc QLD, T~p chi Duqc&My phfun;
- Phong DKT, QLTTQC thu6c, QLCL thu6c, QLKD
duQ'c
- LUll VT, TTra.


