
BO GIAO THONG vANTAl eQNG HoA xA HQI cau NGHiA VI¥T NAM
eve Y TE DQC l,p - Tv do - Hanh phiic
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VIv cong b6 co sa san xuc1tthu6c dat

tieu chuan PIC/S-GMP va
EU-GMP (DQi 41 va 42)

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

Cue Quan ly Duoc - BQ Y tS co Cong van s6 9735/QLD-CL ngay
10/6/2016 va Cong van s6 11609/QLD-CL ngay 23/6/2016 v@viec cong h6 co
sa san xu~t thuoc dat tieu chuan PIC/S-G:MP va EU-GMP (DQt 41 va 42).

DS phuc vu t6t cho cong tac d~u thAu mua thuoc, C\lCyeu cAu cac dan vi
tham khao Danh sach c~p nh~t co sa san xu~t thuoc dat tieu chuen PICS-G:MP
va EU-GMP tang hop illdot 1 dSn dQt 42 tren trang thong tin di~n tU cua C\lCY
tS GTVT http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang d~
nghiep vu y tS.

Trong qua trinh thuc hien nSu co kho khan, virong mac lien h~ tnrc tiep
voi Phong Nghi~p V\l Y Dugc va trang thiSt hi y tS dS dugc huang dan va giai
qUySt./.~

Nl1i nh{in:
- Nhutren;
- LUll:VT, NVYD&TTBYT.



BOYTE
CVC QUAN LV DUOC
S6: ~5 r-/QLD-CL

VIv cong b6 cc sa san xuAtthuoc
dat tieu chuan PIC/S-GMP va EU

GMP (DQt 41)

CONG HOA xA HOI CHU NGHiA VI~T NAM
.Doc la - TU' do - Hanh hue

26 -06- 2016
-

Kinh giri: Sa Y t~ cac tinh, thanh pho tnrc thuoc .

Tri~n khai Thong tu lien tich s6 01l2012/TTLT-BYT-BTC ngay
19/0112012 cfta lien B¢ Y t~ - B¢ Tai chinh huong d§n d~u th§.umua thuoc trong
cac co sa y te;

Tlnrc hien Thong tu s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cua
lien B¢ Y t~-B¢ Tai chinh sua d6i,b6 sung mot s6 diSu cua Thong tu lien tich s6
01l2012/TTLT-BYT-BTC ngay 19/0112012 cua lien B¢ Y t~-B¢ Tai chinh
huong d§n d~u th§.umua thuoc trong cac co sa y t~ va Thong tu s6 37/20 13/TT
BYT ngay 11/11/2013 cua B¢ Y t~ hirong d§n l~p H6 sa moi th§.u mua thuoc,
trong cac co sa y teo

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

va EU - Gl\1P (Dot 41).
2. Rut ten ra khoi Danh sach co sa san xu~t dat tieu chuan PIC/S-GMP va

EU-G:MP d6i voi cac ca sa san xu~t co Gi~y chUng nh~ Gl\1P da h~t hi~u l\!,c
qua 03 thang (Gi~y chUng nh~ GMP h~t hi~u l\!c k~ tu ngay 07/03/2016 tra vS
truac, va cho tai ngay 07/06/2016 ca sa san xu~t chua ti~n hanh n¢p l~i gi~y
chUng nh~ mai).

3. DiSu chinh n¢i dung sau khi thfun dinh h6 sa b6 sung cua cong ty:
- Cong ty Daihan pharm. Co., Ltd (Cong b6 Dqt 31 SIT 16): DiSu chinh

ph~ vi chUng nh~ thanh "thu6c b¢t pha tiem chua nhom Cephalosporin".
- Cong ty Pfizer Ireland Pharmaceuticals (Cong b6 Dqt 40 STT 22): DiSu

chinh ph~ vi chUng nh~ thanh "Thu6c khong vo trirng bao g6m ca thu6c chua
ch~t co ho~t tinh hoc mon: Vien nang cUng; vien nen".

- Cong ty Warsaw Pharmaceutical Works Polfa S.A. (Cong b6 Bgt 29
STT 43): Bi@uchinh ph~m vi chUng nh~ Thanh "Dung dich th~ tich nh6, h6n
dich thu6c nh6 m~t, thu6c tiem nh11tuang; Dung dich th~ tich 100".

- Cong ty Santen Pharmaceutical Co., Ltd (Cong b6 Dqt 38, STT 16):
BiSu chinh ten san ph~m thanh "Daigaku" ..

- Cong ty Santen Pharmaceutical Co., Ltd (Cong b6 Dqt 38, SIT 17):
Di@u chinh ten san ph~m thanh "Sanlein 0,3 (purified sodium hyaluronate 3
mg/ml)".

- Cong ty Santen Pharmaceutical Co., Ltd (Cong b6 Dqt 38, STT18): Di@u
chinh ten s~mph~m th~mh"Oflovid (ofloxacin 3 mg/ml)".



- Cong ty Janssen Cilag S.P.A. (Cong b6 DQ1:40 STT 11): DiSu chlnh
pham vi cong b6 thanh "Vien nen",

- Cong ty F.Hoffmann - La Roche Ltd. (Cong b6 £)Q1:33, STT 57): DiSu
chinh ten cong ty thanh "F .Hoffmann - La Roche Ltd." .

- Cong ty Sanofi-Aventis Deutschland GmbH (Cong b6 Dot 35 SIT 25):
B6 sung pham vi chirng nhan cho 02 san pham Tavanic ham IUQ11g.250mg va
500mg.

- Cong ty Bushu Pharmaceuticals Ltd. Misato Factory (Cong b6 Dot 37
SIT 16, 17): DiSu chinh hieu hrc chimg nhan dSn ngay 25/4/2019.

- Cong ty Pharmaceutical Works Polphanna S.A (Cong b6 Dot 33 STT
27): £)iSu chinh pham vi chirng nhan thanh "Dung dich thuoc tiem thS tich Ion,
Dung dich thuoc tiem thS tich nho".

- Cong ty Sanofi-Aventis Deutschland GmbH (Cong b6 Dot 40, SIT 26):
DiSu chinh dia chi thanh "Industriepark Hochst, Bruningstrafle 50, D-65926
Frankfurt amMain, Germany."

- Cong ty Sanofi Winthrop Industrie - Compiegne (Cong b6 DQ1:39, STT
01): DiSu chinh pham vi chimg nhan thanh "+ Vien nen (bao g6m ca hoat chit
thuong va chit co hoat tinh honnon corticosteroid, khang sinh ~-lactam); +Vien
nen bao phim (bao g6m ca heat chit thuong va khang sinh beta lactam); + Vien
nhai; + Vien sui chua chit co hoat tinh hormon corticosteroid; + B9t pha dung
dich uong; +BQtpha h6n dich u6ng chua khang sinh ~-lactam."

- Cong ty Glaxo Well come S.A (Cong b6 DQ1:23 STT 15): DiSu chinh dia
chi co sa san xuit.

- Cong ty Xepa-Soul Pattinson (M) Sdn Bhd (Cong b6 DQ1:28 STr 56):
DiSu chinh ph~ vi cua vien nen, vien nang, thu6c bQt pha h6n dich thanh "bao
g6m ca khimg sinh nhom Penicillin, Cephalosporin".

- 'Cong ty Astellas Pharma tech Co., Ltd (Toyama Technology Center)
(Cong b6 Dgt 29 SIT 21,22): DiSu chinh ten co sa thanh "Astellas Phanna tech
Co., Ltd (Toyama Technology Center)", dia chi thanh "2-178 Kojin-machi,
Toyama City, Toyama 930-0809, Japan".

- Cong ty Les Laboratories Servier Industrie (Cong b6 DQt 40 SIT 17):
B6 sung ph~ vi chUng nh~ "Vien nen bao phim, vien nen bao duOng".

Danh sach c~p nh~t co sa san xuit thu6c d~t tieu chu§n PIC/S-GJ\1P va
EU-GMP t6ng hgp ill dQt 1 dSn DQt 41 duQ'c dang tai tren trang thong tin di~n
tu cua Cvc Quan ly DuQ'c - Dia chi: http://www.dav.gov.vn - M\lc Quim ly gia
thu6c/IT vS diu th~u thu6c).

C\lCQuan ly DuQ'c cong b6 Danh sach co sa san xuit thu6c d~t tieu chu§.n
PIC/S-GMP, EU-GMP theo dinh d~ng Excel va PDF dS cac co sa xet th~u thu?n
IQ'itrOl;g tra cUu. Trong do, danh sach du6i d~ng PDF duQ'ccoi la din ClldS xem
xet cuoi cling.

4. Trong truemg hgp co sa san xuit co ten d6ng thai trong "Danh sach co



sa san xuat thuoc dat tieu chuan PIC/S-GMP, EU-G:MP"; va "Danh sach h6 so
dS nghi cong b6 co 56 san xuAt thuoc d~t tieu chuan PIC/S-GMP, EU-G:MP
khong dat yeu c~u", "Danh sach h6 sa d~ nghi cong b6 co 56 san xuAt thuoc d~t
tieu chuan PIC/S-G:MP, EU-G:MP phai b6 sung giai trinh" thi co sa san xuAt dap
irng cac yeu c~u dat tieu chuan PIC/S-G:MP, EU-G:MP V01 pham vi chirng nhan
duoc.cong b6 tai Danh sach c~p nhat co sa san xu~t thu6c dat tieu chuan PIC/S
GMP va EU-G:MP.

S6 y t~ cac tinh thanh ph6 tnrc thuoc Trung irong chiu trach nhiem thong
bao thong tin tren voi cac co sa y t~ tren dia ban d@cac co 56 thirc hien cong tic
d~u th~u thuoc thea dung quy dinh. .

C\lC Quan ly Diroc thong bao d@cac dan vi bi~t va thgc hi~n./.

Nui nhQ-n:
- Nhutren;
- CT. Truang Qu6c Cuemg (de b/c);
- C\1CQuart Y - Be;>quac pMng;
- C\1CY tS - B¢ Cong an;
- C\1CY tS - Be;>Giao thOng v~n till;
- Cac b~nh vi~n trvc thuQc Be;>Y t8;
- Website C\1c Quan ly DUQ"c;
- Luu: VT, CL (2b).
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V/v.:ong b? co sa san xufrt thudc
d?t tleu chuan PIeIS-GMP va EU

GMP (Dot 42)

Kinh giri: SaY tS cac tinh, thanh ph6 tnrc thuoc Tru
. . . ng uang.

Trien khai Thong tu r" ti h ;.
19/0112012 cua lien Bd Y t~ _BOl~~. ~nh ~ ,01/2~121'JTLT-BYT-BT9 ngay
cac co sa y t~; . . 1 C uong dan dau thau mua thuoc trong

Thvc hi~n Thong nr s6 36/2013ITTLT BYT B '
lien B9 Y t~-Bo Tai chinh sua d6i b.t ,,- ;. .; T~ ngay 11/11/2013 cua
0112012/TTLT 'BYT " 0 sung mot so dieu cua Thong tu lien tich s6
huon ~ ;. - A -BTC n?ay 19/0112012 cua lien B9 Y t~-Bo Tai chinh

g d:m dau thau mua thuoc trong cac co sa y t~ va Thong tu s6 37/20131TT_
BYT ngay 1111l/~013 cua B9 Y t~ huang dfuJ lap H6 sa m" thA h ;.
trong cac co sa y teo .. 0'1 au mua t uoc

Cue Quan ly Dtroc thong bao:

, 1. Cong b6 Danh sach co sa san xu~t thuoc dat tieu chufrn PIC/S _ Gl\.1P
va ED - Gl\.1P(Dqt 42).

2. Ru~ ten ra khoi Danh sach cO'sa san xu~t d~t tieu chufrn PIC/S-GMP va
ED-Gl\1P doi vo-i,cac cO'sa san xu~t co Gi~y chUng nh~ GMP da h~t hieu hre
qua 03 thang (Giay chUng nh~ GMP h~t hi~u lve kS tir ngay 22/03/2016 tra ~s
truo-c, va eho too ngay 22/06/2016 cO'sa san xu~t chua ti~n hanb n9P l~i gi~y
chUng nh~ mai).

3. DiSu ehinh n9i dung sau khi thfun dinh h6 sa b6 sung eua cong ty:
- Cong ty Eli Lilly and Company (eong b6 Dqt 37 SIT 6): DiSu chinh

ph~ vi chUng nh~ thanb "dung dich tiem".
- Cong ty F.Hoffmann - La Roche Ltd. (cong b6 Dqt 33 SIT 57): DiSu

chinh ten cO'sa san xu§.tthanh "F.Hoffmann - La Roche Ltd.".
- Cong ty Sanofi-Aventis Deutschland GmbH (cong b6 Dqt 40 SrT 25,

26): DiSu chinh thai h~ hi~u lvc cua cong b6 d~n ngay 26108/2017.
- Cong ty Biomedica spol. S r.o (cong b6 Dqt 40 SIT 20): DiSu chinh

ph~ vi chUng nh~ thanh "vien nen, vien nen baa phim".
- Cong ty Pabianickie Zaklady Farmaceutyczne POLFA S.A. (cong b6

Dqt 26 SIT 35: DiSu chinh ph~ vi chUng nh~ thanh "vien nen, vien nen baa
phim".

- Cong ty Hetero Labs Ltd., (cong b6 Dqt 29 SIT 97): B6 sung d~g baa
chS "vien nen baa phim". ,

- Cong ty Chemical Works of Gedeon Richter ~lc. (cong bo 1?qt 36 Sr:
31): B6 sung d~g bao ch@"h6n dich thS tich nho"; Dieu ehinh "Thuoc dong kho

CONG HOA xA HOI CHU NGHiA VIET NAM
DQc I~p - TV do - H~nh phuc'
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(bao g6m ca thuoc chua chAtkim t@bao)"; B6 sung "Vien bao va vien bao phim
(bao g6m ca thu6c chua ch~t co heat tinh hormon)".

_Cong ty Baxter SA (cong b6 BQt 40 STT 5): BiSu chinh pham vi chirng

nhan thanh "nhii dich/nhu nrong''.
_ Cong ty B.Braun Melsungen AG (cong b6 BQt 29 SIT 64): BiSu chinh

dia chi co sa thanh "Strasse 1,34212 Melsungen, Germany".
_Cong ty TNHH Lien doanh Stada Vi~t Nam (cong b6 dot 41 STT 24):

B6 sung 13 san pham cu thS thuoc nhom 1, diroc cApphep luu hanh tai cac mroc

ICH:
+ Vien bao phim Bisoprolol Stada Smg (Bisoprolol fumarat Smg);
+ Vien bao phim Bisoplus Stada 5mgl 12.Smg (Bisoprolol furamat

5mg, Hydroclorothiazid 12.5mg);
+ Vien bao phim Bisoplus Stada 10mgl2Smg (Bisoprolol furamat

10mg, Hydroclorothiazid 25mg;
+ Vien bao phim Lisinopril Stada lOmg (Lisinopril 10mg);
+ Vien bao phim Lisiplus Stada 10mgl12.Smg (Lisinopril 10mg,

Hydroc1orothiazid 12.5mg)
+ Vien bao phim Lisiplus Stada 20mg/12.Smg (Lisinopril 20mg,

Hydroc1orothiazid 12.Smg);
+ Vien bao phim Losartan Stada SOmg(Losartan Kali SOmg);
+ Vien bao phim Metformin Stada SOOmg (Metformin hydroclorid

SOOmg);
+ Vien bao phim Metformin Stada 8S0mg (Metformin hydroclorid

850mg); .
+ Vien bao phim Pantoprazol Stada 40mg (Ten tai Vi~t Nam: Pantosad

40);
+ V'" blen ao phim Paracetamol Stada SOOmg (Ten tai Viet N .

Partamol Tab); . . am.

800); + Vien bao phim Piracetam Stada 800mg (Ten tai Vi~t Nam: Pracetam

+ V'" blen ao phim Piracetam Stada 1200mg (Ten taoi VI·e".tNam.·
Pracetam 1200).

Danh sach cap nhat co .. A A •EU-Gl\1P (t h ". . Asa san xuat thuoc dat tieu chuan PIC/S-GMP vi
ong 9'P illdot 1 den Bat 42 duoc d~ . . " a

tu ~ua Cue Quan ly Duoc _ Dia cW' htt .f;' ang tal tren trang thong tin di~n
thuocfTT vS ddu th~u th~dc).· . p. www.dav.gov.vn - M\lc Quan ly gia

C\lCQuan Iy Duac cong bd Danh ' h .. ' ,
PI~fS-Gl\1P, EU-G:MP thee dinh dan sac c~ sa san fu~t thuo~ d~t ti~u chuAn
19'1 trong tra Clm.Trong do danh' " hgdE~~edlva PDF de cac ca sa xet thau thu~

, A' ,sac urn ang PDF d . l' ~ .xet CUOlcling. . UQ'C COl a can cu de xem



4. Trong tnrong hop co sa san xuat co ten d6ng thai trong "Danh sach co
sa san xuat thuoc dat tieu chuan PIC/S-GI\1P, EU-GMP"; va "Danh sach h6 sa
dS nghi cong b6 ca sa san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP
khong dat yeu cau", "Danh sach h6 sa dS nghi cong b6 co sa san xuat thuoc dat
tieu chuan PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi ca sa san xuat dap
irng cac yeu c~u dat tieu chuan PIC/S-GlYIP, EU-GMP voi pham vi clnrng nhan
diroc cong b6 tai Danh sach c~p nhdt ca sa san xuat thu6c dat tieu chuan PIC/S
GMP va EU-GMP.

Sa Y ts cac tinh thanh phd tnrc thuoc Trung irong chiu trach nhiem thong
bao thong tin tren voi cac ca sa y tS tren dia ban dS cac ca sa thirc hien cong tac
dau thau thuoc thea dung quy dinh,

Cue Quan ly DuQ'c thong bao dS cac dan vi biSt va thvc hi~n./.

NO'iIth{in:
- Nhutren;
- CT. Truong Qu6c Cubng (d~ b/c);
- C\lCQuan Y - BQ qu6c phong;
- C\lCY t~ - BQCong an;
- C\lCY t~ - BQGiao thong v~n tai;
- Cac b~nh vi~n tr\)'c thuQc BQY t~;
- Website C\lCQulin ly DuQ'c;
- Luu: VT, CL (2b).
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