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Wendlandstr. 1, 29439 Luchow, Germany; Ca sa dong g6i va xu~t xuang: 
Biokanol Pharma GmbH, dia chi: Kehler Str.7, 76437 Rastatt, Germany,. 

- Cong ty S.M.B. Technology SA (Cong b6 Bqt 34 SIT 28): Bi€u chinh 
dia chi thanh "Rue du Pare Industriel39- 6900 Marche-en-Famenne- Belgium". 

- Cong ty Hetero Labs Ltd., (C6ng b6 BQt 29 STT 97): Di€u chinh hi~u 
lt,J·c gi~y chung nh?n thanh 14/03/2017. 

- C6ng ty Sophartex (Cong b6 Bqt 20 STT 25): B6 sung d<;mg bao ch~ 
"thu6c c6m" va ''vien bao phim". 

- C6ng ty Recordati Industria Chimica E Farmaceutica S.P.A. (C6ng b6 
D9t 26 STT 64): B6 sung dc;mg bao ch~ nvien bao phim"; d<;mg thu6c u6ng, 
thu6c dung ngoai, thu6c ban r~n di€u chinh thanh "bao g6m d. thu6c chu·a 
corticosteroid". 

- Cong ty Pharmaceutical Works Polpharma S.A. (Cong b6 Dqt: 25, STT 
34 ): Di~u chinh ph?m. vi chling nh~n thanh: "Thu6c khong v6 trung: vi en nang 
cu·ng; vien nen; vien nen bao phim". 

- Cong ty Pharmaceutical Works Polpharma S.A (Cong b6 DQt 36, STT 
15): Di€u chinh d?ng baa ch~ "Thu6c vo trung: Thu6c san xu~t v6 trung: thu6c 
d(:lng r~n chu·a khang sinh nh6m cephalosporin" thanh "Thu6c vo trung: Thu6c 
san xu~t v6 trung: B{)t pha tiem chua khang sinh nh6m cephalosporin". 

Danh sach c?p nh?t ca sa san xu~t thu6c d?t tieu chu~n PIC/S-GMP va 
EU-GMP t6ng hqp ttr dqt. 1 d~n BQt 39 duqc dang tai tren trang thong tin di~n 
t(r cua C1,1c Quan ly Duqc - Bia chi: http://www.dav.gov.vn - Ml;lc Quan ly gia 
thu6c/TT v~ d~u th~u thu6c). 

C1,1c Quim ly Duqc cong b6 Danh sach co so san xu~t thu6c d?t tieu chu~n 
PIC/S-GMP, EU-GMP theo djnh d?ng Excel va PDF dS cac co sa xet th~u thu?n 
IQ·i tro~g tra cuu. Trang d6, danh sach du&i d?ng PDF duqc coi la ciin cudS xem 
xet cuoi cung. 

4. Trang truong hqp ca sa san xu~t c6 ten d6ng thai trong "Danh sach co -
scY san xu~t thu6c d?t tieu chu~n PIC/S-GMP, EU-GMP,; va "Danh sach h6 sa 
d~ nghi cong b6 co sa san xu~t thu6c d?t tieu chu~n PIC/S-GMP, EU-GMP 
khong d?t yeu c~u" , "Danh sach h6 sa d€ nghi c6ng b6 co sa san xu~t thu6c d?t 
ti cu chu~n 'PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi ca sO' san xu~t dap 
t:rng cac yeu c~u d?t tieu chu~n PIC/S-GMP, EU-GMP v&i ph?m vi cht:mg nh?n 
duc_yc cong b6 t?i Danh sach c?p nh?t ca sa san xu~t thu6c d?t tieu chu~n PIC/S
GMP va EU-GMP. 

So· Y t~ d.c tinh thanh ph6 tn,rc thu{)c Trung uang chiu trach nhi~m thong 
bao thong tin tren v&i cac ca sa y t~ tren d!a ban dS cac ca sa thvc hi~n cong tac 
d§u th~u thu6c thea dung quy dinh. 
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Cvc Quan ly Duqc thong bao dS cac dan vi bi~t va thvc hi~n./. 

No'i n!t~n: 
- Nlm tren; 
- CT. TnrO'ng Qu6c CU'cmg (d6 b/c); 
- C~tc Quan Y - B(> qu6c phOng; 
- C~tc Y t~ - B(> Cong an; 
- Cvc Y t€- B(> Giao thong v~n tf1i; 
- Cac b~nh vi~n ttvc thu(>c 89 Y t~; 
- Website Cvc Qwin ly DU'qc; 

. - Ltru: VT, CL (2b ). 

KT. Ct)C TRU'6NG 

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     




