
BO GIAO THONG VAN TAl CONG HOA xA HOI CHiT NGHiA VI~T NAM
CVCY TE DQc l~p - TV do - H~nh plnic

se 8it& ICYT-NVYD&TTBYT HaN9i, ngay./1 thang 10 ndm 2017
V Iv cong b5 co so' san xu~t thuoc dat
tieu chuan PIC/S-GMP va EU-GMP

(D9t 52)

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

Ngay 12/10/2017, C\lC Quan ly Duoc - BQ Y t~ c6 Cong van s6
16256/QLD-CL v€ viec cong b6 co sa san xu~t thuoc dat tieu chuan PIC/S
GMP va EU-GMP (Dot 52). NQi dung cu th€ cua Cong van tren diroc dang tai
tren trang thong tin dien ill cua C\lC Y t~ GTVT - Dia chi: http://ha.mt.gov.vn -
Muc: Thong tin thuoc.

Noi nhiin:
- Nhir tren (Qua website C\lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.
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Thuc hien Thong tu sB 1112016/TT-BYT ngay 11105/2016 cua BQY tS Quy
dinh viec dftuthftuthuoc tai cac co sa y tS cong l~p;

Cue Quan ly Dircc thong bao:
1.Cong bB Danh sach co sa san xuftt thuoc dat tieu chuan PIC/S-GMP va

EU-GMP (Dot 52).
2. Rut ten ra khoi Danh sach co sa san xuftt dat tieu chuan PIC/S-GMP va

EU-Grill>d6i voi cac tnrong hop:
- Co sa san xuftt co Gifty clnrng nhan GMP da hSt hieu hrc qua 03 thang

(Gifty chirng nhan GMP hSt hieu luc kS tir ngay 28/06/2017 tro vS truce) va cho
toi ngay 28/09/2017 ca sa san xu~t chua tiSnhanh nQPl~i gi~y chUngnh~ mai.

- Ca sa san xuftt dugc t~m cong b6 trong thai gian 03 thang va cho tm thm
diSm hi~n t~i (28/09/2017) chua ti@nhanh nQpb6 sung thong tin vS h~ hi~u l\lc
cua GiftychUngnh~.

- Ca sa "Dr. Reddy's Laboratories Limited FTO - Unit 2", dia chi "Sl1rv~y
No. 42, 45 & 46, Bachupally Village, Qutubullapur MandaI, Ranga Reddy
District, Telangana, IN-500 090, India" (Cong b6 Dgt 50 STT 25) do co thong bao
cua ca quan th~m quySnDuc vSvi~ckhong dap ung tlnh tqmg GMP cua cO's6.

3. DiSu chinh nQidung sau khi th~m dinh h6 sa b6 sung cua cong ty:
- Cong ty Bluepharma - Industria Farmaceutica, S.A (cong b6 Dgt 39 STT

11):DiSu chinh ten ca sa thanh "Bluepharma - Industria Farmaceutica, S.A".
- Cong ty Merck Sharp & Dohme Corp. (cong bBDgt 51 STT 19):B6 sung

ph~mvi "Ten dang kY thuang m~i quBctS: Tienam".
- Cong ty LABORATORIO REIG JOFRE, SA (cong bB Dgt 45 STT 12):

B6 sung ph~mvi "vien nen bao phim, bQtpha han dich u6ng".
- Cong ty West Pharma-Producoes de Especialidades Farmaceuticas, S.A

(cong bBDgt 49 SIT 38): B6 sung ph~mvi "vien nen bao phim".
- Cong ty GlaxoSmithKline manufacturing S.P.A. (cong b6 Dgt 50 STT

91): DiSu chinh sB Gi~y chUngnh~, ngay c~p va hi~u l\lc cua CO'sa Laboratoire
Renaudin (Ca sa san xuftt, xufttxu&ngmi dungmoi).

- Cong ty Laboratorios Normon, S.A (cong b6 Dgt 51 STT 27): DiSu chinh
dia chi ca sa san xu~t thanh "Spain", diSu chinh ph~m vi chUng nh~ thanh
"ThuBc vo trimg bao g6m ca thu6c gay nghi~n, chua chat huang thAn","Thu6c
d.y ghep va thu6c d~ng rfuIbao g6m ca thu6c bQtpha tiem chua khang sinh nhom
~-Lactam".



- Coug ty Janssen Phanuaceutica NV (coug lJ0 DVl51 STT 47): DiSu chlnh
ten cac cong doan san xu&tthirc hien tai cac co sa.

- Cong ty Stada - VN Joint Venture Co., Ltd. (cong b6 DQ1:41 STT 24): B6
sung san pham "Vien nen giai phong thay d6i Felodipin Stada 5mg retard
(Felodipine 5mg)" cong b6 nhom 1.

- Cong ty B.Braun Medical, S.A. (cong b6 DQ1:44 STT 20): B6 sung pham
vi thanh "thu6c cay ghep va dang rAn ( bao g6m ca hormon va chat co hoat tinh
hormon)".

- Cong ty Nipro Pharma Corporation Ise Plant (cong b6 DQ1:49 STT 87):
DiSu chinh ngay het han thanh "19/02/2021".

- Cong ty MSD International GmbH T/A MSD Ireland (Ballydine) (cong b6
DQ1:46 STT 38): DiSu chinh pham vi thanh "vi en nen bao phim Zepatier" .

- Cong ty Lek Pharmaceuticals d.d (cong b6 DQ1:33 STT 13): 1. B6 sung
each viet dia chi khac va ten viet t~t cong ty, diSu chinh pham vi thanh "Vien nang
cirng (bao g6m ca cac san pham chua ch&tmiSn dich) ".

- Cong ty RottendorfPharma GmbH (cong b6 DQ1:51 STT 4): B6 sung each
ghi dia chi khac: "Ostenfelder Str. 51-61, D-59320 Ennigerloh, Germany".

- Cong ty JW Pharmaceutical Corporation (cong b6 DQ1:33 STT 14): DiSu
chinh pham vi thanh "thuoc bQt pha tiem/tiem truySn Carbapenem".

- Cong ty Cadila Pharmaceuticals Limited (cong b6 Dgt 29 STT 60): B6
sung ph~m vi "vien nen bao phim".

- Cong ty Innothera Chouzy (cong b6 Dgt 45 STT 30): B6 sung 2 cach ghi
dia chi ca sa san xu&t.

- Cong ty Oncotec Pharma Produktion GmbH (cong b6 DQ1:33 STT 23):
DiSu chinh dia chi ca sa thanh "Dessau-RoBlau".

- Cong ty Myungmoon Pharm Co., Ltd. (cong b6 DQ1:47 SIT 30): DiSu
chinh ten .nha may thanh "Myungmoon Pharmaceutical Co., Ltd.".

- Cong ty Corealis Pharma Inc.! Pharma Corealis Inc. (cong b6 DQ1:51 STT
75): DiSu chinh ph~m vi thanh"vien nen bao phim"

- Cong ty A. Menarini Manufacturing Logistics and Services S.r.l (cong b6
DQ1:40 STT 12): DiSu chlnh ngay c&pthanh "12/05/2015" va ngay het h~ thanh
"07/1112017" .

- Cong ty Tolmar INC (cong b6 DQ1:49 STT 61): DiSu chinh ph~m vi thanh
"Thu6c dong kho (bao g6m ca thu6c bQt dong kho pha tiem) ".

- Cong ty Lindopharm GmbH (cong b6 DQ1:51, STT 6): B6 sung dia chi
"Cach viet khac: Neustrasse 82, 40721 Hilden, Germany"; DiSu chinh ten cong
do~n san xu&tthanh "Ca sa xuftt xuang".

- Cong ty Lek Pharmaceuticals d.d (cong b6 D¢ 51, STT 8): B6 sung ph~m
vi: "Ten t~i Vi~t Nam: Vien nen Periloz Plus 4mg/l,25mg"; B6 sung dia chi ca sa
san xuftt: : "Cach viet khac: Verovskova 57, 1526 Ljubljana, Slovenia"; B6 sung
dia chi ca sa xu&txuang: "Cach viet khac: Trimlini 2D, 9220 Lendava, Slovenia"



- Cong ty Oncotec Pharma Produktion GmbH (cong be, Dot 51, STT 9): Be,
sung dia chi CO' sa san xuftt va dong goi sa cftp:: "Cach viSt khac: Am
Pharmapark, 06861 Dessau -Rosslau, Germany", Be, sung ten CO'sa dong goi thir
cftp va xu&txuong: "Cach viSt khac: Ebewe Pharma GmbH Nfg. KG".

Danh sach c~p nh~t co sa san xu&tthue,c dat tieu chuan PTe/S-GMP va EU
GMP t6ng hop tir dot 1 d~n Dot 52 diroc dang tai tren trang thong tin di~n til' cua
C\lCQuan ly Duoc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia thu6c/TT
vS d&uth~u thuoc),

C\lC Quan ly Duoc cong be, Danh sach co sa san xu&t thuoc dat tieu chuan
PIC/S-GMP, EU-GMP then dinh dang Excel va PDF dS cac co sa xet th~u thuan
Ioi trong tra ciru, Trong do, danh sach diroi dang PDF duoc coi la can cu dS xem,
xet cuoi cung.

4. Trong tnrong hop co s6 san xu~t co ten d8ng thai trong "Danh sach co sa
san xu&t thuoc dat tieu chuftn PIC/S-GMP, EU-GMP"; va "Danh sach h3 sa dS
nghi cong be, cO'sa san xu&tthue,c d~t tieu chuftn PIC/S-GMP, EU-GMP khong ~t
yeu c~u", "Danh sach h3 sa dS nghi cong be, cO'sa san xu&t thue,c d~t tieu chuftn
PIC/S-GMP~ EU-GMP phai b6 sung giai trinh" thi cO'sa san xuat dap Ung c·ac·yeu
c~u d~t tieu chuAn PIC/S-GMP, EU-GMP v6i ph~ vi chUng nh~ duQ'Ccong be,
t~i Danh sach c~p nh~t cO'sa san xu&t thue,c d~t tieu chuAn PIC/S-GMP va EU
GMP.

Sa Y tS cac tinh thanh phe, tf\l'c thuQc Trung uang chiu trach nhi~m thong
bao thong tin tren v6i cac cO'sa y t6 trcn dia ban d~ cac cO'sa th1lc hi~n cong tae
dftu thAuthue,c then dung quy dinh.

C\lCQuan ly DuQ'c thong bao dS cac dan vi biSt va th\fc hi~n./.

NO'inh~n:
- Nhu tren;
- IT Truong Qu6c Cubng (d~ b/c);
- C\lCQu§n Y - BQ qu6c phong;
- C\lCY t€ - BQ Cong an;
- C\lCY t€ - BQGiao thOng v~ tai; ,/
- Cae b~nh vi~n tr\lc thuQc BQY t€;
- Website C\lCQulin ly Dugc;
- Luu: VT, CL (2b).
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