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_., .. ...a-t1.;.. , A true thuoc Trung uang

~ jV/~: TriSn khai Thong tu lien tich s6 O1l2012fITLT-BYT-BTC ngay
. .: 19/01120.12 cti,alien BQ Y t~ - ~Q Tai chinh huang dfut d~u thdu mua thudc tron~

/ cac co so y te va Thong tu so 11120121TT-BYT ngay 28/6/2012 cua BQ Y te
huang dfut I~p hd sa moi thdu mua thuoc trong cac co so y t~;

Thuc hi~n Thong tu sd 36/2013ITTLT-BYT-BTC ngay 1111112013 cua
lien BQY t~-BQT~Uchinh sua d6i,b6 sung mQt sd diSu cua Thong tu lien tich sd
0112012ITTLT-BYT-BTC ngay 19/0112012 cua lien BQ Y tB-BQ Tili chinh
huang dfut d~u thdu mua thudc trong cac co so y tB va Thong tu sd 37/20131TT
BYT ngay 1111112013 cua BQ Y t~ huang dfut I~p HA sa moi thdu mua thudc
trong cac co so y tB.

Cue Quan Iy Dtroc thong bao:
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VIv cong b8 CC7 sa san xuAt thu8c
chufutPIC/S-GMP va EU-GMP

1. Cong bd Danh sach co so san xuAt thu6c d~t tieu chu§n PIC/S _ G!v1P
va EU - G!v1P(Dgt 33).

2. Rut ten ra khoi Danh sach co s6 san xuAt d~t tieu chu§n PIC/S-G~ va
EU-G~ ddi v6i cac ca so san xu~t co GiAy chUng nh~ G!v1Pda:hBt hi~u Igc
qua 03 thang (GiAy chUng nh~ Gl\.1P h8t hi~u hrc k8 tir ngay 05108/2015 tro vS
truoc, va cho t6i ngay 05/1112015 ca s6 san xuAt chua ti~n hanh nQP I~i gi~y
ch(mg nh~ m6i).

3. DiSu chinh nQi dung sau khi thfun djnh hd sa b6 sung cua cong ty:
- Cong ty B.Braun Melsungen AG (Cong bd dgt 29): DiSu chinh ph~ vi

ch(mg nh~ thanh "Dung djch, nhfi djch th8 tich nho" va "Dung djch, nhfi djch
th8 tich 100".

- Cong ty Doppel Farmaceutici S.r.! (Cong bd dgt 27): DiSu chinh ph~
vi ch(mg nh~ thanh "Thudc d~t d~g vien d~ Cbaogdm ca thudc chua hormon
corticosteroid); vien nen (bao gAmca chua hormon corticosteroid".

- Cong ty Mitim S.R.L (Cong bd dgt 24): DiSu chinh ph~ vi ch(mg nh~
thanb "vien nang cUng (bao gAm ca thudc chua penicillin), thudc bQt va thudc
cdm (bao gAm ca thudc chua penicilin); vien nen (bao gAm ca thudc chua
penicilin)" .

- Cong ty Bluepharma - Industria Farmaceutica, S.A (Cong bd dgt 12): B6
sung ph~ vi chUng nh~ them "Thudc vien nen bao phim Bluetin (paroxetin
20mg)".



_ Cong ty Baxter AG (Cong b6 dgt 30): B3 sung thong tin dia chi them
Industriestrabe 72, A-1221 Wien, Austria va 02 san pham Human Albumin
Baxter 200g/l va Human Albumin Baxter 250g/l.

_Cong ty Thymoorgan Pharmazie GmbH (Cong b6 dot 32): B3 sung Ten
hru hanh tai Vi~t Nam: Ifosfamide 1000 stada".

_Cong ty Fresenius Kabi Austria GmbH (Cong b6 dot 15):Dieu chinh dia
chi ca sa san xuAt "Hafnerstrabe"" thanh "Hafnerstrasse". B3 sung pham vi
clnrng nh~ them dang bao ch@"nhilnrong tiem truyen''.

_ Cong ty Labesfal - Laboratorios Almiro, S.A (Cong b6 dqt 28): Dieu
chinh dia chi ti:r "Lajedo" Thanh "Lagedo".

_ Cong ty Fresenius Kabi AB (Cong b6 dot 32): Dieu chinh pham vi
chirng nhan Thanh "dung dich, nhii nrong thS tich Ian".

_Cong ty Les Laboratories Servier Industrie (Cong b6 dqt 31): Dieu chinh
pham vi chimg nh~ thanh "vien nen (bao g6m ca thu6c chua chAtdQctinh d6i
voi kha nang sinh san)".

_ Cong ty Chiesi Farmaceutici S.P.A (Cong b6 dot 26): B3 sung cac nQi
dung cong b6 cho day chuyen san xuAtReparto Distaccato trong giAychirng
nh~GMP.

_Cong ty Kyongbo Pharmaceutical Co., Ltd (Cong b6 dqt 30): Dieu chinh
pham vi clnrng nh~ thanh "thuoc bQt pha tiem san xuAt vo trimg (chua
cephalosporin)" .

_Cong ty AlleMan Pharma GmbH (Cong b6 dqt 27): B3 sung dia chi ca
sa xuAtxucrng them "Baden-Wurttemberg". Dieu chinh ph~ vi chUng nh~
thrum"Lidocain hydrochloride 20mgllml".

Danh sach c~p nh~t ca sa san xuAt thu6c d~t tieu chufulPIC/S-GMP va
EU-GMP t3ng hQ'Pti:r dqt 1 d@ndqt 33 dugc dang tai tren trang thong tin di~n tU
cua C\1CQuan ly Dugc - Dia chi: http://www.dav.gov.vn - M\1c Quan ly gia
thu6cITT ve dAuth~u thu6c).

C\1CQuan 1yDugc cong b6 Danh sach ca sa san xuAtthu6c d~t tieu chuful
PIC/S-GMP, EU-GMP theo diM d~g Excel va PDF dScac ca sa xet th~u thu~
19itrong tra cUu.Trong do, danh sach dum d~g PDF dugc coi 1acan cu dSxem
xet cu6i cu.ng.

4. Trong truang hgp ca sa san xuAtco ten d8ng thm trong "Danh sach ca
so san xuAtthu6c d~t tieu chufulPIC/S-GMP, EU-GMP"; va "Danh sach h8 sa
de nghi cong b6 ca sa san xuAt thu6c d~t tieu chuful PIC/S-GMP, EU-GMP
khong d~t yeu c~u", "Danh sach h6 sa de nghi cong b6 co so san xuAtthu6c d~t
tieu chufulPIC/S-GMP, EU-GMP phai b3 sung giai trlnh" thi co sa san xuAtdap
Ungcac yeu c~u d~t tieu chub PIC/S-GMP, EU-GMP vOiph~ vi chUngnh~
dugc cong b6 t~ Danh sach c~p nh~tco sa san xuAtthu6c d~t tieu chufulPIC/S-
GMPva EU-GMP.



Sa Y te cac tinh, thanh phd tnrc thuec Trung irong chiu trach nhiem thong
bao thong tin tren voi cac co sa y te tren dia ban dS cac co sa thuc hi~n cong tac
dAuthdu thu8c theo dUng quy dinh.

C\lC Quan ly Diroc thong bao dS cac dan vi hiet va thuc hi~n.l.
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