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Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t8 chuyen nganh GTVT.

Ngay 22/4/2016, Cue Quan ly Duoc - BQY t8 co Cong van s6 63611QLD
CL vS viec cong b6 co sa san xu~t thuoc dat tieu chuan PIC/S-Gtv1P va EU
GMP (Dqt 39).

D@phuc vu t6t cho cong tac d~u thau mua thuoc, Cue yeu c§.ucac dan vi
tham khao Danh sach c~p nhat CO' sa san xu~t thuoc dat tieu chuan PICS-GMP
va EU-GMP t6ng hop til dot 1 d8n dot 39 tren trang thong tin di~n nr cua Cue Y
tS GTVT htt~:llcucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang ddn
nghiep vu y teo

,. :rong qu.~trinh thirc hien ,nSu co kh? khan, ,vu?"ng mac lien h~ tnrc ti8p
Val rhong NghHfP V\l Y Duqc va trang thiet bi y te de duqc huang d§ll va giai
quySt./.1I~-
NO'inhljn:
- Nhu tren;
- LUll: VT, NVYD&TTBYT.



BOYTE
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sf>: 6361 /QLD-CL
VIv c6ng b5 co sa san xuAt thuoc
oat tieu chuan PIC/S-GMP va EU-
. GMP (D9t 39)

, Kinh giri: Sa Y tS cac tinh, thanh ph6 true thucc

CC:r' jl/v~ Tri~n khai Thong ,tu lien. tich s6 _01/2~12/TrL'~-BYT-BT~ ngay

,~

h'" I 19/01/2012 cua lien BQY te - BQTal chinh huang dan dau thau mua thuoc trong

(j/ cac co so y t~;
Thvc hien Thong tu s6 36/2013/TTLT-BYT-BTC ngay 1111112013 cua

lien BQY tS-B9 Tai chinh sua d6i,b6 sung mot s6 di~u cua Thong tu lien tich s6
01/2012/TTLT-BYT-BTC ngay 19/01/2012 cua lien BQ Y t~-Bi) Tai chinh
huang d~n d~u thau mua thuoc trong cac co sa y t~ va Thong tir s6 37/20 13/TT
BYT ngay 11/1112013 cua Bi) Y tS huang d~n I~p lIE>so moi th~u mua thuoc
trong cac co so y tS.

CONG HOA xA H(H CHU NGHiA Vl~T NAM
. DQC l~p - Tl}' do - H~~_~~uc ,

U' N" ~. ""J,J thang 'C,W!llnT~2f)t1iB~h6,~JG vAN TAlria oi, ngayec (:Ol'lf~ '7 \ ,1 r)EN

o ~ -OS: 2016

Cue Quan 1;' Diroc thong bao:

, 1. Cong b6 Danh sach co sa san xu~t thuoc dat tieu ehu~n PIelS - CMP
va EU - GMP (Dot 39). J

EU_G~pR~~:en,:a ~oi D~.sach fa sa s~ xuat d~t tieu ehu~n PIC/S-GMP va
~ 01 Val cae ca sa san xuat co Giay chu h~ GMP - '
qua 03 thang (Gi~y chung nhan Gl\Jfnh;'t h'" 1 ng;.n, ~n ,J da het hi~u I~rc
t"" . lVl.r e leu ue ke tu ngay 15/01r016 '. :..
ruac, va cho tm ngay 15/04/2016 .• . . ;. . :. - tra ve
chUng nh~n mai). ca sa san xuat chua tlen hanh nc)p I~i gi§y

3. £)i~u chinh nQi dung sau khi th~m dinh h6 sa b;' " ~
_ Cong ty Zaklad F . 0 sung cua cong ty:

W
armaceutyczny Adamed Ph S

orks Adamed Pharma S.A ) (C" b;' f) anna :A. (Pharmaceutical
".~ , ' ong 0 at 29 SIT 99) b~VIennen bao phim" . .: 0 sung d~ng bao ch~

- Cong ty Merck KGaA & Co, Wk' ,
sung d~ng bao che "vi en nen". . er SpIttal (Cong b6 D\)'{27 STT 93): be)

.;. - Cong ty Pierre Fabre Medic .
f)leu chi~ thiri h<mhi~u l\lc thimh 17:;~to~~Oductlon(COngb6 Dgt 25 SIT 28):

- Cong ty Lab . . ." oratOrIOSLesvI, SL (C" :.
p~~rn v,l.chung nh~n thanh' "*Th:' " ,ong bo Dqt 23 STT 12)' D'~ .
d!ch the tich nh6 + ;.' .~ ~oc vo ,trung: + Thu6e S' :.: , ,leu chtnh
tich 1611.* ThU6c'kh!huo~ tI~,ttrung cuoi: dung dich the:'t~~hxua~vo trung: dung
h" ong vo trun '" . IC nho dt uoc uong dang 16" g: VIennang CLrng'vien ' . ,,' ,ungdich th~. ng . ' nen, Vlcn ncn IJao rJ],C" l t 11m'
.' - ong ty Artesan Phar '

DH~Uchinh thimh' "C ' . rna ,GmbH & Co., KG (C" ~. a sa san xuat· Art ong bo Dat 37 STT
. esan Pharrna GmbH & C' " '. -+):

0., K(J, dla chi:



Wendlandstr. 1 29439 L •
Biokanol Phar ' ~chow, Germany; Co sa d' ",' ;;

C~ ma GmbH, dja chi: Kehler Str 7 76437 ong gOl va xuat xuang:
.' .- ~ng ty S.M.B. Technolo ~", Rastatt, Germany".
dia eh~th,~nh"Rue du Pare rndustri~ ~~ _c;;~~~~~:_34 SIT 28): DiSu chinh
I .' (ang ty Hetero Labs Ltd (C-' en-Famenne - Belgium"
I;I'Cglay chirng nhan thanh 14/03/2'017ong bo DQt 29 STT 97): Di~u chinh hie~

- Cong ty Sophart (C ~ , . .
"th ~ ,~ " '''' " ex ong bo Dot 20 S .:tuoc com va vien bao phim". . TT 25). Bo sung dang bao ch€

- Cong ty Recordati Indu tri C . .
Dgl, 26 ,SH 64): B6 sung d;m~~:a ~~~l~a.~ Farmaceutica S,P.A. (Cong b6
thuoc dung ngoai th ~ ba t. .' e vien bao phim" dang thud ~. ' uoc an ran dieu chi h th inh '. . c uong,
corucosteroid", In a "bao gom ca. thuoc chira

- ,Cong ty Pharmaceutical Works Pol h . ~ t.
34): Dieu chinh pharn vi chirng nhan th 'nh~ ,,~r:~S.A·A(Con~ b? Dqt 25, STT
cirng; vien nen; vien nen bao phim". a. uoc khong vo trung: vien nang

- ,Cang ty Pharmaceutical Works Polpharma SA (CA bt. D '
15): D~eu chinh dang baa che "ThuBe vo trimg: ThuB'e slm::1t :0 ::n~~'t;1,T
d?ng ran chua khang sinh nhom cephalosporin" thanh "Th t. A , . u~c, ~ ~, A . UOC vo trung: Thuoc
san xuat vo trung: B9t pha tlem chua khang sinh nhom cephalosporin".

Dan~, sach C?P nh?t ca ,sa san xu§.t thu6c d?t tieu chu§.n PIC/S-GMP va
EU-GMP tong hqp tu dqt 1 den D<;>t39 duQ'c dang tai tren trang thong tin dien
ttl' c,ua CI,lC,Q~an l~ DUQ~- Dia chi: http://www.dav.gov.vn - Ml,lc Quan ly g'ia
thuoc/TT ve dflUthau thuoc).

CI,lCQuim ly DUQcc6ng b6 Danh sach ca sa san xu§.t thu6c d?t tieu chu§.n
PIC/S-GMI\ EU-GMP theo dinh d?ng Excel va PDF d~ cac ca sa xet th~u thu~n
Iqi trong tra Clru. Trong do, danh sach du6i d?ng PDF dUQccoi la can Cll d~ xem

,
xel cu6i cling.

4. Trong truemg hqp co sa san xu§.t co ten dfmg thai trong "Danh sach ca .
SO' san xu~t thu6c d?t tieu chu§.n PIC/S-GMP, EU-GMP"; va "Danh sach h6 sa
d~ nghi c6ng b6 co sa san xu§.t ~hu6c ,d?t tieu chu~ PIC/S-GMP,' EU-,GMP
kh6ng dC;ltyeu c~u", "Danh sach h6 so de nghi c6ng b6 co sa s~mxuat thu~c d<;lt
tieu chu~n\PIC/S-GMP, EU-GMP phai b6 sung giai trlnh" thl ca sa san xuat dap
lrng cae yeu du d~t tieu chulm PIC/S-GMP, EU-C!MP ~ai ph~l~ vi ch~ng nhij.n
du';C cong b8 l~i Danh sach cij.pnhij.tCCI sa slm xuiit thUDCd~t heu chuan PIClS-

GMP va EU-GMP.
so- Y t@cac tinh thanh ph6 tn,rc thuQc Trung.uang chiu trach ~i~n: tho~g

bilO thOng tin tren vai d.c ccr sa y t~ tren dja bim de c:l.eecr sa tl:l1,lehl~n cang tac

d~u th~u thu6c theo dung quy dinh.



.r
C\lC Qulin ly Diroc thong bao dS cac don vi biet-va thuc hi~n./.

NO'i nh~ll:
- Nhu tren;
- CT. Truong Quoc Cuong (d~ b/c);
- CI,lC Quan Y - Bi) qu6c phong;
- C\IC Y t€ - 8i) Cong an;
- CI,lC Y t€ - Bi) Giao thongv~n tai;
- Cac benh vien true thuoc 8i) Y t€;
- Website CI,lC QU{1.l11YDuoc;
- Ltru: VT, CL (2b).


