
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
e y e  QUAn  LY DI/O C  Poe lap - Tir do - Hanh phuc

So: J 5 'l1] /QLD-CL Ha Noi, ngay thang j  nam 2019
V/v cong bo co so san xuat thuoc dat 
tieu chuln PIC/S-GMP va EU-GMP 

(Dot 63)

Kinh gui: Sa Y te cac tinh, thanh pho true thuoc Trung uong

Thirc hien Thong tu so 11/2016/TT-BYT ngay 11/05/2016 cua Bo Y te Quy 
dinh viec dau thau thuoc tai cac co so y te cong lap;

Cue Quan ly Dugc thong bao:
1. Cong bo Danh sach co so san xuat thuoc dat tieu chuan PIC/S-GMP va

EU-GMP (Dot 63).
2. Rut ten ra khoi Danh sach co so san xuat dat tieu chuan PIC/S-GMP va 

EU-GMP doi voi cac truong hop:
- Co so san xuat co Giay chung nhan GMP da het hieu lire qua 03 thang 

(Giay chung nhan GMP het hieu lire ke tir ngay 04/12/2018 tro ve truoc) va cho 
tai ngay 04/03/2019 co so san xuat chua tien hanh nop lai giay chung nhan mod.

r  r

- Co so san xuat dugc tam cong bo trong thai gian 03 thang va cho tai thai 
diem hien tai (04/03/2019) chua tien hanh nop bo sung thong tin ve han hieu lire 
cua Giay chung nhan.

3. Bieu chinh noi dung sau khi tham dinh ho sa bo sung cua cong ty:
- Cong ty Fresenius Kabi Austria GmbH (cong bo Dgt 58 STT 53): Bo sung
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cac each ghi khac cua dia chi co so san xuat tu “HafnerstraPe 36, 8055 Graz, 
Austria” thanh “Hafnerstrape (hoac: Hafnerstrasse) 36, 8055 (hoac A-8055 hoac 
AT-8055) Graz, Austria”.

- Cong ty Laboratories Merck Sharp & Dohme Chibret (cong bo Dgt 60 
STT 116): Bo sung each viet khac cua dia chi ca sa san xuat va san pham Thuoc
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bot pha tiem truyen tinh mach hoac tiem bap Invanz (Ertapenem (duai dang 
Ertapenem natri) lg) trong pham vi chung nhan.

- Cong ty Patheon Manufacturing Services, LLC (Ca sa san xuat) (cong bo 
Dgt 62 STT 34 va STT 52): Dieu chinh dia chi ca sa san xuat tu "5900 Martin 
Luther King Jr. Highway, Greenville, NC, NC (hoac North Carolina) 27834, 
USA" thanh "5900 Martin Luther King Jr. Highway, Greenville, NC (hoac North 
Carolina) 27834, USA".

- Cong ty Hetero Drugs Limited (cong bo Dgt 56, STT 82): Dieu chinh bo 
sung ten khac (“Maball”) cua san pham chua Rituximab.

- Cong ty Anfarm Hellas S.A. (cong bo Dgt 44 STT 19): Dieu chinh pham 
vi cong bo "Thuoc san xuat vo trung: Thuoc dang ran va cay ghep (khang sinh
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beta lactam)" thanh "(bao gom ca thuoc chua khang sinh beta lactam)"; Dieu chinh 
dia chi ca sa tu "Athens-Lama" thanh "Athens-Lamia".



- Cong ty Ahngook Pharmaceutical Co., Ltd. (cong bo Dot 60 STT 129): Bo
r

sung "vien nen bao phimn vao pham vi cong bo.
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- Cong ty Pierre Fabre Medicament Production (Co so san xuat va dong goi 
so cap) (cong bo Bat 60 STT 31): Bo sung thong tin ve giay chung nhan GMP, 
han hieu lire cua cong bo; Bo sung san pham ALOXI palonosetron 75mcg/1.5mL.

- Cong ty Cilag AG (cong bo Dot 60 stt 62): Bieu chinh nguyen tac GMP 
cho ca so san xuat tai Thuy si: PICs-GMP va EU-GMP
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- Cong ty Baxter Pharmaceutical Solutions LLC (Ca sa san xuat) (cong bo 
Bat 62 STT 35): Bieu chinh mot so thong tin: Ten ca sa san xuat la Baxter 
Pharmaceutical Solutions LLC thay vi Solution; Ca sa Cilag AG tir Ca sa dong 
goi thanh ca sa dong goi va xuat xuong; So Giay chung nhan GMP tir UK GMP 
19058 Insp GMP 18058/10367-0012 thanh UK GMP 18058 Insp GMP 
18058/10367-0012.
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- Cong ty Industria Quimica y Farmaceutica vir, S.A. (cong bo Bat 53 STT
o r

104): Bo sung dang bao che vien nen bao phim.
__ r r

- Cong ty Pierre Fabre Medicament Production (Co so san xuat) (cong bo 
Bat 62 STT 53): Bieu chinh so giay chung nhan va han hieu lire cua ca sa dong 
goi va xuat xuong 16 (Giay chung nhan so BE/GMP/2018/104, ngay cap
19/11/2018, han hieu lire 27/04/2021).

- Cong ty AstraZeneca AB (Ca sa san xuat) (cong bo Bat 62 STT 83): Bo 
sung dia chi chung MSE-15185 Sodertalje, Sweden" doi vai ca sa san xuat va xuat 
xuong.

- Cong ty Baxter AG (cong bo Bat 56 STT 38): Bo sung each ghi dia chi 
A- 1221 Wien hoac 1221 Vienna hoac A-1221 Vienna.

- Cong ty Kern Pharma, SL (cong bo Bat 57 STT 40): Bo sung dang bao 
che vien nen bao phim.

- Cong ty Korea United Pharm. Inc. (cong bo Bat 61 STT 35): Bo sung 
dang vien nen bao phim.

- Cong ty Korea United Pharm. Inc. (cong bo Bat 60 STT 74): Bo sung 
dang vien nen bao phim.

- Cong ty Berlin-Chemie AG (cong bo Bat 58 STT 40 va STT 41): Bieu 
chinh thai han hieu lire den 15/02/2019.

- Cong ty Labesfal - Laboratorios Almiro, S.A (cong bo Bat 53, STT 12): 
Bieu chinh tu "Thuoc bot" thanh "Thuoc bot pha tiem hoac tiem truyen".

- Cong ty Santen Pharmaceutical Co., Ltd. Noto plant (cong bo Bot 42, STT 
46): Bieu chinh pham vi chung nhan tir "Dung dich nho mat Kary Uni (Pirenoxine 
0.05mg/mL)" thanh "Hon dich nho mat Kary Uni (Pirenoxine 0.05mg/mL)".

- Cong ty Eli Lilly and Company (Ca sa san xuat) (cong bo Dot 57, STT 
17): Bieu chinh ten thuoc tir "Dung dich tiem Humilina NPH 100 Ul/ml" thanh 
"Hon dich tiem Humulina NPH 100 Ul/ml"; tir "Dung dich tiem Humilina 30:70 
100 Ul/ml" thanh "Hon dich tiem Humulina 30:70 100 Ul/ml".



- Cong ty Lilly France (Co so san xuat ong thuoc) (cong bo Dot 62, STT 
77): Dieu chinh ten thuoc tir "Hon dich tiem Humalog KwikPen" thanh "Dung 
dich tiem Humalog KwikPen".

- Cong ty Famar Lyon (cong bo Dot 62 STT 58): Dieu chinh ten Nha san
r

xuat tu "Farma Lyon" thanh "Famar Lyon".
Danh sach cap nhat co so san xuat thuoc dat tieu chuan PIC/S-GMP va EU- 

GMP tong hop tu* dot 1 den Dot 63 dugc dang tai tren trang thong tin dien tu cua 
Cue Quan ly Dugc - Dia chi: http:// dav.gov.vn - Muc Thong tin dau thau thuoc.

Cue Quan ly Dugc cong bo Danh sach co so san xuat thuoc dat tieu chuan 
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF de cac co so xet thau thuan 
lgi trong tra cuu. Trong do, danh sach dudi dang PDF dugc coi la can cu de xem 
xet cuoi cung.
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4. Trong trudng hgp co sd san xuat co ten dong thdi trong “Danh sach co sd 
san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP”; va “Danh sach ho so de 
nghi cong bo co sd san xuat thuoc dat tieu chuan PIC/S-GMP, EU-GMP khong dat
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yeu cau”, “Danh sach ho so de nghi cong bo co sd san xuat thuoc dat tieu chuan 
PIC/S-GMP, EU-GMP phai bo sung giai trinh” thi co sd san xuat dap ung cac yeu 
cau dat tieu chuan PIC/S-GMP, EU-GMP vdi pham vi chung nhan dugc cong bo 
tai Danh sach cap nhat ca sd san xuat thuoc dat tieu chuan PIC/S-GMP va EU-
GMP.

Sd Y te cac tinh thanh pho true thuoc Trung uong chiu trach n m '  t 
bao thong tin tren vdi cac co sd y te tren dia ban de cac co sd thuc h i^  dotlg'Tac 
dau thau thuoc theo dung quy dinh. ‘ , j

Cue Quan ly Dugc thong bao de cac don vi biet va thirc hien./.
y*-

No'i nhan:
-  Nhutren;
- Cue truong Vu Tuan Cuong (de b/c);
- Cue Quan Y - Bo quoc phong;
- Cue Y te - Bo Cong an;
- Cue Y te - Bo Giao thong van tai;
- Cac benh vien true thuoc Bo Y te;
- Website Cue Quan ly Dugc;
- Luu: VT, CL.

KT. CUC TRlTdNG 
TRlTdNG

n Tat Dat

http://_dav.gov.vn



