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

Ngay 9/6/2017, C\lCQuan 1y Duoc - B<)Y t~ c6 Cong van s6 8028/QLD
CL v~ viec cong b6 co sa san xuat thuoc dat tieu chuan PIC/S-GMP va EU
GMP (DQt 50). Noi dung cu th~ cua Cong van tren ducc dang tai tren trang
thong tin di~n nr cua C\lCY t~ GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi
dao va huang d§.nnghiep vu y t~.

Cue Y t~ GTVT thong bao d~ cac dan vi bi~t va thuc hi~n./.#

NO'i nlt~n:
- Nhu tren (Qua website Cue Y tS GTVT);
- Luu: VT, NVYD&TIBYT.
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VIv cong b6 co sa san xuAt thuoc
dat tieu chuan PIC/S-GMP va EU-

} GMP (DQt 50) 1 4 -06- 2017
~ #Vf Kinh girl: Sa Y tS, cac tinh, thanh ph6 tnrc thuoc Trun ~~g !lo/Z-: .

!/ Th\lc, hi~~ Thon~ tu so 1112016/T~-BYT ngay 11105/2016 cua B<)Y te Quy
dinh viec dau thau thuoc tai cac co sa y te cong lap;

C\lCQuan ly Diroc thong bao:
1. Cong b6 Danh sach co sa san xu~t thu6c dat tieu chuan PIC/S-GMP va

EU-GMP (Dqt 50).
2. Rut ten ra khoi Danh sach co sa san xu~t dat tieu chuan PIC/S-GMP va

EU-GMP d6i v61 cac tnrong hop:
- CO'sa san xu~t co Giay chirng nhan GMP dff h@thieu I\lC qua 03 thang

(Giay chirng nhan GMP h@thieu lire kS ill ngay 05/03/2017 tro v@truce) va cho
toi ngay 05/06/2017 co sa san xu~t chua ti@nhanh nop l~i gi~y chUng nh~n maio

- CO'sa san xu~t duQ'c t~m cong b6 trong thCrigian 03 thang va cho tai thai
diSm hi~n t~i (05/06/2017) chua ti@nhanh n<)pb6 sung thong tin v@h~n hi~u l\lc
cua Gi~y chUng nh~.

3. Di@uchinh n<)idung sau khi thdm dinh h6 sa b6 sung cua cong ty:
- Cong ty Zaklad Farmaceutyczny Adamed Pharma S.A (cong b6 Dqt 29

STT 99): B6 sung ten Ti@ngAnh cua cO' sa san xu~t.
- Cong ty Temmler Pharma GmbH (cong b6 Dqt 43 STT 49): B6 sung d~ng

bao ch@"vien nen sui b<;>t"van ph~m vi chUng nh~'
- Cong ty PT. AVENTIS PHARMA (cong b6 Dqt 38 STT 06): Di@uchinh

dia chi cO'sa san xu~t.
- Cong ty Eli Lilly & Company (cong b6 Dqt 49 STT 79): Di@uchinh dia

chi cO' sa san xu~t.
- Cong ty Remedica Ltd (cong b6 Dqt 47 STT 14): B6 sung "Vien bao

phim" van ph~m vi cua Building 10.
- Cong ty Torrent Pharmaceuticals Ltd (cong b6 Dqt 48 STT 21): Di@u

chinh dia chi cO' sa san xu~t.
- Cong ty Torrent Pharmaceuticals Ltd (cong b6 Dqt 48 SIT 22): B6 sung

d~g "vien nen bao phim" van ph~m vi chUng nh~.
- Cong ty Merck Manufacturing Division - Cramlington (cong b6 Dqt 30

STT 13): B6 sung d~ng bao ch@"vien nhai, vien nen bao phim" van ph~m vi
chUngnh~.

, - Cong ty Sandoz Hac S~ayi Ve Ticaret A.S (cong b6 Dqt 49 STT 50):
Dieu chinh dia chi cO' sa san xuat: bo c\lm til Sandoz Hac Sanayi ve Ticaret A.S.

- Cong ty Mega Lifesciences Public Company Limited (cong b6 DQt 46



STT 76): Di@uchinh ngay cap GCN GMP thanh ngay "12/9/2016".
- Cong ty Novartis Pharma Produktions GmbH (cong b6 Dot 27 STT 60):

B6 sung dang bao chS "Vien nen bao phim" vao pham vi chirng nhan.
- C6ng ty Sun Pharmaceutical Industries Ltd (cong b6 Dot 37 STT 30): B6

sung ten cac san pham cu thS.
- Cong ty Patheon Inc. (cong b6 Dot 49 STT 47): Di@uchinh ten CO'sa san

xuat thanh "Patheon Inc."; dia chi CO' sa san xuat thanh "Toronto Region
Operations, 2100, Syntex Court, Mississauga, Ontario, L5N 7K9, Canada"; ten CO'
sa xuat xuong thanh "Actelion Pharmaceuticals Ltd".

- Cong ty Lamp San Prospero SPA (cong b6 Dot 49 STT 76): Di@uchinh
pham vi cong b6 thanh "Thu6c khong vo trung",

- Cong ty Valpharina international S.P.A (cong b6 Dot 49 STT 77): Di@u
chinh pham vi cong b6 thanh "Thu6c khong vo bung".

- Cong ty Biocon Limited (cong b6 Dot 47 STT 42): Di@uchinh dia chi co
sa thanh " Plot No. 2-4, Phase IV, Bommasandra Jigani Link Road, Bommasandra
Post, Bangalore - 560099, India".

- Cong ty Thymoorgan Pharmazie GmbH (CO'sa san xuat) (cong b6 Dot 49
STT 55 ): Di@uchinh dia chi cua CO'sa san xuat: bo cum nr "Lower Saxony".

- Cong ty Micro Labs Limited (Facility ML03) (cong b6 Dot 32 STT 9): B6
sung dang bao chS "vien nen bao phim" vao pham vi chirng nhan.

- Cong ty Pymepharco Joint Stock Company (cong b6 Dot 46, STT 40): -
Di@uchinh ten san ph~m thanh "Vien nang c(mg Cefaclor Stada 500mg Capsules
(Cefaclor (duai d~ng Cefaclor monohydrat) 500mg)"; b6 sung san ph~m: "Vien
nen bao phim Cepoxitil 200 (Cefpodoxime 200mg) (Ten xuat kh~u: Cefdopoxim
Stada 200mg, film-coated tablets)".

- Cong ty SC ZENTIVA SA (cong b6 Dqt 49, STT 13): Di@uchinh s6 giay
chUng nh?n thanh "PPI0138408, PPI0138412".

Danh sach C?pnh?t CO'sa san xuat thu6c d~t tieu chu§.n PIC/S-GMP va EU
GMP t6ng hgp tir dgt 1 dSn Dqt 50 duQ'cdang Uti tren trang thong tin di~n til cua
C\lCQuan ly Dugc - Dia chi: http://www.dav.gov.vn - M\lc Quan ly gia thu6c/TT
v@dau th~u thu6c).

C\lC Quan ly Dugc cong b6 Danh sach CO'sa san xufit thu6c d~t tieu chu§.n
PIC/S-GMP, EU-GMP thea dinh d~ng Excel va PDF dS cac CO'sa xet th~u thu?n
19i trong tra Clm. Trong do, danh sach dum dl;lIlgPDF dugc coi la can Cll dS xem
xet cu6i cling.

4. Trong twang hgp CO'sa san xufit co ten d6ng thm trong "Danh sach CO'sa
san xufit thu6c d?t tieu chuftn PIC/S-GMP, EU-GMP"; va "Danh sach h6 SO'd@
nghi cong b6 CO'sa san xufit thu6c d~t tieu chu~n PIC/S-GMP, EU-GMP khong d?t
yeu c~u", "Danh sach h6 SO'd@nghi cong b6 CO'sa san xuat thu6c d~t tieu chu~n
PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi CO'sa san xufit dap (mg cac ye~
c~u d?t tieu chu§.n PIC/S-GMP, EU-GMP vai ph?ill vi ch(mg nh?n dugc cong b6



tai Danh sach c~p nhat co sa san xuat thuoc dat tieu chuAn PIC/S-GMP va EU
GMP.

Say t8 cac tinh thanh ph6 tnrc thuoc Trung uong chiu trach nhiem thong
bao thong tin tren voi cac co sa y t8 tren dia ban dS cac co sa thuc hien cong tac
dfiu th§.uthuoc thea dung quy dinh.

C\lC QUlin ly Diroc thong bao dS cac dan vi biet va thuc hien.'.

NlIi nh~n:
- Nhir tren;
- IT Truong Quoc Cirong (d€ b/c);
- Cue Quan Y - BQ quoc phong;
- Cue Y t€ - BQ Cong an;
- Cue Y t€ - BQ Giao thong v~n Uti; ./
- Cac benh vi~n true thuoc B9 Y t€;
- Website Cue Qulin ly Duoc;
- Liru: VT, CL (2b).
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