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Kinh giri:

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

Ngay 16/9/2015, C\lC Quan ly Duoc - B9 Y tS co Cong van s6
17563/QLD-CL vS viec cong b6 co so san xufit thuoc dat tieu chuan PIC/S
GMP va EU-GMP (DQ't31).

DS phuc vu t6t cho cong tac dfiu th~u mua thuoc, C\lC yeu c~u cac dan vi
tham khao Danh sach c~p nhat co s6 san xufit thuoc dat tieu chuan PICS-GMP
va EU-GMP t6ng hQ'Ptil dot 1 dSn dot 31 tren trang thong tin dien nr cua C\lCY
tS GTVT http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va hu6ng d&n
nghiep vu y tS.

Trong qua trinh thirc hien nSu co kh6 khan, vuong mac lien h~ tnrc tiep
voi Phong Nghi~p Vl,l Y DuQ'c va trang thiSt bi y tS dS duQ'c hu6ng d&nva giai
quySt.l.,II!!

Nui nh~n:
- Nhutren;
- Luu: VT, NVYD&TTBYT.
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Vfv cong b6 co sa san xuAt thu6c dat tieu
chu~n PIefS-GMP va EU-GMP (D91 31) 2 Z -09- 2015

· j/v~ Kinh gt'ri:Sb Y t~ cac tinh, thanh pho tnrc thu. e:}b~f!,.uC1rlg~.I!tl]'.
~ /~ Trien khai Thong tu lien tich s6 0112012/TTLT-BYT-BTC ngay

Y!l/ 19/0112012 cU,alien BQY t8 - ~Q ruchinh hirong dfut dfru thdu mua thuoc tron~
(j/ cac co sa y te va Thong nr so 1112012/TT-BYT ngay 28/6/2012 cua BQ Y te

huong dftn l~p h6 so moi thdu mua thuoc trong cac co sa y t8;
Thuc hien Thong tu s6 36/2013/TTLT-BYT-BTC ngay 1111112013 cua

lien BQY t8-BQ Tai chinh sua d6i,b6 sung mQt s6 diSu cua Thong tu lien tich s6
01l2012/TTLT-BYT-BTC ngay 19/0112012 cua lien BQ Y t8-BQ Tai chinh
huong dfut dfru thdu mua thuoc trong cac co sa y t8 va Thong tu s6 37/20 131TT
BYT ngay 1111112013 cua BQ Y t8 huong dfut l~p H6 so moi thdu mua thu6c
trong cac co sa y t8.

C\lCQuan ly Dugc thong bao:
1. Cong b6 Danh sach co sa san xufrt thu6c d~t tieu chufu! PIC/S - GMP

va EU - GMP (Dgt 31).

2. Rut ten ra khoi Danh sach co sa san xufrt d~t tieu chufu! PIC/S-GMP va
EU-GMP d6i vui cac co sa san xufrt co Gifry chUng nh~ GMP da h8t hi~u 19c
qua 03 thang (Gifry chUng nh~ GMP h8t hi~u Igc ke tu ngay 14/06/2015 tra vS
truac, va cho tai ngay 14/09/2015 co sa san xufrt chua ti8n hanh nQp l~i gifry
chUng nh~ mai).

3. DiSu chinh nQi dung sau khi th~m dinh h6 so b6 sung cua cong ty:
- Cong ty Laboratorios Normon, S.A (cong b6 dgt 24) diSu chinh tren danh

sach c~p nh~t v8 ph~ vi chUng nh~: "* Thu6c vo trung: Thu6c san xufrt vo
bung: Thu6c dong kho; Dung dich the tich nho; Thu6c cfry ghep va thu6c d~g
r~n (bao g6m ca khang sinh nhom ~-Lactam); Thu6c ti~t trung cU6i: Dung dich
the tich 1611. Dung dich the tich nho; * Thu6c khong vo trung: Vien nang cUng
(bao g6m ca khang sinh nhom ~-Lactam); Thu6c dung ngoai d~g long; Thu6c
u6ng d~g long; vien nen (bao g6m ca khang sinh nhom ~-Lactam); Vien nen
chua chfrt dQc t8 bao, chua hormon ho~c chfrt co ho~t tinh hormon, chua chfrt uc
ch8 mi@ndich; vien nen, vien bao khang virut".

- Cong ty Biocodex (cong b6 dgt 29) di8u chinh tren danh sach c~p nh~t v8
ph~m vi chUng nh~: "*Thu6c khong vo trung: Vien nang cUng; thu6c u6ng
d~ng long; thu6c dung ngoai d~ng long; d~ng bao ch8 ban r~n, thu6c bQt sui
bQt" .

- Cong ty Bristol -Myers Squibb (cong b6 dgt 29) diSu chinh tren danh sach
c~p nh~t v8 ph~m vi chUng nh~n: "* Thu6c khong vo trung: Vien nen, thu6c bQt
sui bQt".



- Cong ty Medreich Limited - Unit 1 (cong b6 dot 27, STT 19) diSu chinh
tren danh sach c~p nhat pham vi chirng nhan thanh: "Thu6c khong vo trung chua
khang sinh nhom penicliin: Vien nang cimg, vien nen, xi ro khd dong tui",

- Cong ty Vifor SA (cone, b6 dot 29) diSu chinh tren danh sach C?Pnh?t vS
pham vi chimg nhan: "* Thu6c ban rful: kern; rna; gel; * Dang bao che long:
thu6c si ro; dung dich thuec; han dich thu6c * Dang bao che r~n: vien nang; vien
nen; vien nen bao phim; thuoc bQt; thuoc c6m".

- Cong ty Nichi-Iko Pharmaceutical Co., Ltd (Nichi-Iko Pharmaceutical
Co., Ltd. Toyama Plant 1) (cong b6 dot 29, STT 31, 32) diSu chinh tren danh
sach C?Pnh~t ten co sa san xuAt: thanh "Shinshin Pharmaceutical Co., Ltd. Main
Plant" va dia chi thanh "324, Imaichi, Toyama-shi, Toyama, Japan".

- Cong ty Nichi-Iko Pharmaceutical Co., Ltd (Nichi-Iko Pharmaceutical
Co., Ltd. Toyama Plant 1) (cong b6 dQt 29, STT 33) diSu chinh tren danh sach
C?P nh~t ten co sa san xuAt thanh " Nichi-Iko Pharmaceutical Co., Ltd." va dia
chi co sa san xuAt thanh "6-21, Sogawa l-chome, Toyama-shi, Toyama, Japan;
Co sa san xuAt ban thanh pham: Nichi-Iko Pharmaceutical Co., Ltd. Toyama
Plant 1, 205-1, Shimoumezama Namerikawa-shi, Toyama, Japan; Co sa dong
goi va xuAt xirong: Nichi-Iko Pharmaceutical Co., Ltd. Toyama Plant 2, 183-5
Yasuda, Namerikawa-shi, Toyama, Japan".

- Cong ty Lek farmacevtska druzba d.d (cong b6 dgt 21, STT 32) diSu
chinh tren danh sach c~p nh~t ph~ vi chUng nh~ thanh "* Thu6c khong vo
trimg: vien nang cUng (bao gAm ca chua chAtmiSn dich); vien nen (bao gAm ca
Homron ho~c chAt co ho~t tinh hormon, Prostaglandin! Cytokines, chAt dQc te
baol chAt kim te bao); thu6c c6m; vi nang; thu6c bQt."

- Cong ty Elpen Pharmaceutical Co., Inc, (cong b6 dgt 29, STT 19) diSu
chinh tren danh sach C?P nh~t vS ph~m vi chUng nh?n: ,,* Thu6c vo trung: +
Thu6c san xuAt vo trimg: thu6c dong kho; dung dich the tich nho. + Thu6c ti~t
trimg cu6i: dung dich the tich 100; dung dich the tich nho. * Thu6c khong vo
trimg: vien nang cUng (bao gAm ca khang sinh penicillin); thu6c u6ng d~g
long; d~g bao che rful khac (vien bao phim, thu6c bQt, thu6c c6m) (bao gAm ca
khang sinh penicillin); vien nen (bao gAm ca khang sinh penicillin)".

- Cong ty B.Braun Melsungen AG (da cong b6 dgt 29, STT 64, 65) diSu
chinh tren danh sach c~p nh~t vS ph~m vi chUng nh~ b6 sung d~g bao che:
thu6c tiem nhii dich.

Danh sach c~p nh~t co sa san xuAt thu3c d~t tieu chuftn PIC/S-GMP va
EU-GMP t6ng hQ'Ptir dgt 1 den dgt 31 duQ'cdang tai tren trang thong tin di~n tu
cua C\lC Quan ly DuQ'c - Dia chi: http://www.dav.gov.vn - M\lc Quan ly gia
thu3c/TT vS dAuthAu thu6c).

C\lC Quan ly DuQ'c cong b6 Danh sach co sa san xuAt thu6c d~t tieu chudn
PIC/S-GMP, EU-GMP theo dinh d~ng Excel va PDF de cac co sa xet thAu thu?n
lQ'itrong tra cUu. Trong do, danh sach du6i d~ng PDF duQ'c coi ,la ca~ cu dS xem
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xet CUOl cung.

4. Trong tnrong hop co sa san xu§.t co ten de,ng thoi trong "Danh sach co
sa san xu§.t thuoc dat tieu chuan PIC/S-GMP, EU-G:MP"; va "Danh sach he, so
d@nghi cong b6 co sa san xu§.t thu6c det tieu chu§n PIC/S-G:MP, EU-G:MP
khong dat yeu cau" ,."Danh sach he, so d@nghi cong b6 co sa san xu§.t thu6c dat
tieu chusn PIC/S-G:MP, EU-G:MP phai b6 sung giai trinh" thi co sa san xu§.tdap
irng cac yeu cau dat tieu chuan PIC/S-G:MP, EU-G:MP voi pham vi chimg nhan
ducc cong b6 tai Danh sach c~p nh~t co sa san xu§.t thuoc dat tieu chuAnPIC/S-
GMP va EU-G:MP.

Sa Y ts cac tinh thanh ph6 true thuoc Trung uong chiu trach nhiem thong
bao thong tin tren voi cac co sa y tS tren dia ban d8 cac co sa thirc hien cong tac
d§.uthau thu6c thea dung quy dinh.

Cue Quan ly DuQ'c thong bao d8 cac dan vi biSt va thgc hi~n./.

Noi nh{in:
- Nhutren;
- C\lCwOng Truong Qu6c CUOng(d~b/c);
- C\lCQuan Y - BQqu6c phong;
- C\lCY t~ - BQCong an;
- C\lCY t~ - BQGiao thong v~ Uti;.
- Oic b~nh vi~n tr\lc thuQcBQY t~;
- Website C\lCQuim ly DuQ'c;
- Luu: VT, CL (2b).
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