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N/\ cong b6 co s¢ san xuét thudc dat

tiéu chuan PIC/S-GMP va EU-GMP
(Dot 68)

Kinh glri: S& Y té céc tinh, thanh ph6 truc thudc Trung uong

Thuc hién Théng tw s6 11/2016/TT-BYT ngay 11/05/2016 cta B6 Y té Quy
dinh viéc dau thau thudc tai cac co s¢ y t€ cong lap;

Cuc Quén ly Dugc théng bao:

1. Cong bd Danh séch co s& san xudt thudc dat tiéu chuan PIC/S-GMP va
EU-GMP (Dot 68).

2. Rut tén ra khdi Danh sach co s& san xudt dat tiéu chuan PIC/S-GMP va
EU-GMP d6i voi cac truong hop:

- Co s& san xudt c6 Gidy chirng nhan GMP da hét hiéu lyc qua 03 thang
(Gidy chirng nhan GMP hét hiéu lvc ké tir ngay 08/07/2019 tré vé trudc) va cho
t¢i ngay 08/10/2019 co s& san xuéat chua tién hanh ndp lai gidy chiing nhan mai.

- Co s& san xudt dugc tam cong bo trong thoi gian 03 thang va cho t6i thoi
diém hién tai (08/10/2019) chuwa tién hanh ndp bd sung thdng tin vé han hiéu luc
cua Gidy chi*ng nhan.

3. Diéu chinh ndi dung sau khi tham dinh hd so b6 sung clia cong ty:

- Cong ty Yuhan Corporation (cong bd Bot 54 STT 76): Diéu chinh cach
viét pham vi chirng nhan.

- Cong ty Berlimed S.A (cong b6 Bot 67 STT 67): Biéu chinh dia chi co s&
san xudt thanh "C/Francisco Alonso nO 7, Poligono Industrial Santa Rosa, Alcala
de Henares, 28806 Madrid Espana, spain™.

- Cong ty Baxalta Manuiacturing Sarl (cong b6 Dot 67 STT 64): Diéu chinh
ngay hét han thanh ngay 9/11/2020.

- Cong ty Sun Pharmaceutical Industries Limited (cong b6 Dot 67 STT 36):
Diéu chinh pham vi chitng nhan cu thé doi véi cac nhém khang sinh beta-lactam.

- Cong ty Bayer AG (cong bd Dot 63 STT 86): Biéu chinh dia chi co s& san
xudt thanh "Midillerstrape (hodc: Mullerstrasse) 178, 13353 Berlin, Germany".

- Cong ty Lek farmacevtska druaba d.d.(céng b8 Dot 66 STT 103): Diéu
chinh s6 Gidy chiing nhan, ngay cép va hiéu lwc clia co s& san xuét.

- Cong ty Zaklady Farmaceutyczne Polpharma S.A (cong b6 Dot 47 STT
04): B0 sung cach viét khac dia chi co s& san xuat

- Cong ty upsa Sas (cong bd Dot 62 STT 47): BO sung pham vi chirng nhan
"vién nén sui bot".

- Cong ty Gedeon Richter Polska Sp. Zo.0. (cong bo Dot 66 STT 14): BO
sung san pham "Beatil 8mg/5mg", bd sung cach ghi khac cla dia chi co s& san
xudat, b6 sung cach ghi khac clia tén co s& xuat xuwéng.



- Cong ty Stada-Vietnam Joint Venture Co. Ltd. (cong b6 Dot 67 STT 28):
B0 sung cac dang bao ché "dung dich thudc; vién nén; vién nén sli bot".

- Cong ty Novartis Pharma Stein AG (cong b6 ot 63 STT 18): Biéu chinh
pham vi chirng nhan thanh "B6t hit chira trong nang ctng”.

- Cong ty Pymepharco Joint Stock Company (cong bé Dot 54 STT 35): B6
sung dang bao ché “Vién nén”.

- Cong ty Baxter SA (cong b Dot 63 STT 2): Bo sung pham vi chirng nhan
"dang nhii dich thé tich lon".

- Cong ty Griiols Biologicals Inc (cong b6 Dot 56 STT 50): B6 sung céach
ghi khac dia chi.

- Cong ty Fresenius Kabi Oncology Limited (céng bd Dot 64 STT 56): Diéu
chinh dia chi thanh "Village Kishanpura, Baddi, Tehsil Nalagarh, District Solan
(hoac District Solan, Himachal Pradesh), In-174101, India".

- Cong ty Merck Sharp & Dohme Corp (cong b6 Bot 60 STT 93): Diéu
chinh dia chi MSD (co s& san xuat) thanh “770 Sumneytown Pike, West Point, PA
19486, USA”; Dia chi Jubilant (CSSX dung moi) postcode thanh “99207”; s
GCN GMP cla Jubilant (CSSX dung moi) thanh “UK GMP 4737 Insp GMP
4737/15674-0011",

- Cong ty AstraZeneca AB (cong bd Dot 60 STT 18, Dot 64 STT 24, Dot 64
STT 29): Biéu chinh dia chi chung céac co s& san xuat ctia Cong ty.

- Cong ty Solupharm Pharmazeutische Erzeugnisse GmbH (céng bd Dot 60
STT 110): Biéu chinh cach ghi dia chi nha san xuéat thanh "Industriestrase".

- Cong ty Dragenopharm Apotheker Plischl GmbH (cong b6 Dot 56 STT 2):
B6 sung cach ghi khac cua dia chi co s¢ san xuat.

- Cong ty Aurobindo Pharma Ltd - Unit VII (cong b6 Dot 66 STT 102):
Diéu chinh dia chi thanh "41 I/p, 425/P, 434/P, 435/P and 458/P".

- Cong ty Sun Pharmaceutical Industries Ltd (cong bd Dot 62 STT 21):
DBiéu chinh pham vi chirng nhan thanh "Vién nén bao tan trong rudt Encorate
(Sodium valproate 200mg, 300mg)".

- Cbng ty Nipro Pharma Corporation, Odate Plant (cong b6 Dot 67 STT
2,3): B0 sung hiéu luc do Cong ty bo sung tai liéu cap nhat GCN.

- Cong ty Sanoii Winthrop Industrie - Tours (cong bé Dot 59 STT 30): Bo
sung cach ghi tén co s& san xudt thanh "Sanoii Winthrop Industrie - Tours (* cach
ghi khac: SanoiT Winthrop Industrie)"

- Cong ty Hanlim Pharm. Co., Ltd. (cong bd Dot 50 STT 36): Biéu chinh
pham vi ching nhan thanh: "*Vién nén; vién nang; * Thudc tiém; bdt dong kho
pha tiém; * Dung dich nhd mat; * Dung dich thuc uéng; siro; elixir; dung dich
thudc xit mdi; hon dich thudc xit mdi. * Thu6c m& tra mat; gel. * Dung dich nho
tai."

- Cong ty GlaxoSmithKline Biologicals S.A (c6ng b6 Dot 66 STT 39): Bo
sung hiéu luc "21/09/2021".



- Cong ty Famar Orleans (c6ng b0 Dot 57 STT 10): B6 sung dang bao ché
"vién nén sui bot".

- Cong ty TAKATA Pharmaceutical Co., Ltd. Kitasaitama Plant (cong b6
Pot 66 STT 15): B6 sung hiéu luc "07/06/2024".

- Cong ty Reliance Life Sciences Private Limited Plant 6 (cong bd Dot 63
STT 101): B6 sung dang bao ché "vién nén bao phim".

- Cong ty Reliance life sciences private limited (cong bé Dot 61 STT 47):
B6 sung céach ghi dia chi “Dhirubhai Ambani Life Sciences Center Plant 2, Plot
No R-282, TTC Area of MIDC, Thane Belapur Road, Rabale Navi Mumbai,
400701, Maharashtra State, India”.

Danh sach cap nhéat co s& san xuéat thudc dat tiéu chuan PIC/S-GMP va Eu-
GMP tong hop tir dot | dén Dot 68 dwoc dang tai trén trang thong tin dién ti cla
Cuc Quan ly Duoc - Dia chi: http:// dav.gov.vn - Muc Thong tin dau thau thudc.

Cuc Quan ly Duoc cong bd Danh sach co s& san xudt thubc dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cac co s xét thau thuan
loi trong tra clru. Trong do6, danh sach du¢i dang PDF duoc coi la can clr dé xem
xét cudi cung.

4. Trong truong hop co s& san xuat c6 tén dong thdi trong “Danh sach co so
san xuat thuoc dat tiéu chuan PIC/S-GMP, EU-GMP™: va “Danh sach ho so dé
nghi cong bd co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP khéng dat
yéu cau”, “Danh sach hd so dé nghi cong bd co s& san xudt thudc dat tiéu chuan
PIC/S-GMP, EU-GMP phai bd sung gidi trinh” thi co s& san xuat dap ing cac yéu
cau dat tiéu chuan PIC/S-GMP, EU-GMP véi pham vi ching nhan dwoc cong bo
tai Danh sach cdp nhat co s& san xuat thudc dat tiéu chuan PIC/S-GMP va Eu-
GMP.

S6 Y t€ cac tinh thanh pho trwc thudc Trung wong chiu trach nhiém théng
bao thong tin trén voi cac co so y té trén dia ban dé cac co s& thuc hién cong tac
dau thau thudc theo ding quy dinh.

Cuc Quan ly Duoc thong bao dé cac don vi biét va thuc hién./.
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