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Viv cong bd co s& san xuat thude dat
tiéu chuan PIC/S-GMP va EU-GMP

(Pot 65)

Kinh giri: S& Y té céc tinh, thanh phd truc thudc Trung uong

Thuc hién Théng tu s6 11/2016/TT-BYT ngay 11/05/2016 ciaBo Y té Quy
dinh viéc dau thau thudce tai cac co sy té cong 14ap;

Cuc Quan ly Dugc thong béo:

1. Cong bd Danh sach co s& san xudt thudc dat tidu chuan PIC/S-GMP va
EU-GMP (Dot 65).

2. Rut tén ra khoi Danh sach co s& san xuét dat tiéu chuan PIC/S-GMP va
EU-GMP déi véi cac truong hop:

- Co s& san xuét ¢6 Gidy chimg nhan GMP da hét hiéu luc qua 03 thang
(Gidy ching nhan GMP hét hiéu luc ké tir ngay 11/03/2019 tré vé trude) va cho
t&i ngay 11/06/2019 co s& san xuét chua tién hanh ndp lai gidy chimg nhan méi.

- Co sé san xuat dugc tam cong b trong thoi gian 03 thang va cho téi thoi
diém hién tai (1 1/06/2019) chua tién hanh ndp bd sung thong tin vé han hiéu luc
ctia Gidy chirng nhan.

3. Diéu chinh ndi dung sau khi thim dinh hd so bd sung ciia cong ty:

- Coéng ty Korea United Pharm Int'l JSC. (c6ng bd Pot 57 STT 45): Diéu
chinh ngay hét han Gidy chirng nhan.

- Cong ty KRKA, d.d, Novo mesto (cong b Dot 64 STT 43): Pidu chinh {
pham vi chitng nhan thanh "vién nén, vién nén bao phim (bao gdm ca hormon va
chét c6 hoat tinh hormon)".

- Cong ty SmithKline Beecham Ltd T\A SmithKline Beecham
Pharmaceuticals (céng b Pot 63 STT 79): B6 sung cach ghi khéc ciia tén co sé
san xudt: SmithKline Beecham Ltd hodic SmithKline Beecham PLC; Piéu chinh
dia chi co s& san xuit thanh "Clarendon Road, Worthing, (hodc: West Sussex),
BN14 8QH, United Kingdom".

- Cong ty Natur Produkt Pharma Sp. Z o.0. (c6ng bb Dot 57 STT 16): BS
sung dang bao ché vién nén sui trong pham vi ching nhan.

- Cong ty Pharmavision San. Ve Tic. A.S. (cong bd Dot 63 STT 96): Piéu
chinh dia chi co s& san xuét thanh "Davutpasa Caddesi No:145, Topkapi
Zeytinburnu / Istanbul, Turkey".

- Cong ty Novartis Pharma Stein AG (c6ng b Pot 60 STT 133): Diéu chinh
Tiéu chudn GMP ap dung thanh "PIC/S-GMP va EU-GMP".

- Cong ty BIOCODEX (cong b Dot 57 STT 13): Bé sung pham vi "bao
gom ca thudc nhé tai" dbi véi dang bao ché "thube ding ngoai dang 16ng".




- Céng ty Novo Nordisk A/S (cong bd Dot 56 STT 46): Diéu chinh dang
bao ché "Dung dich thé tich nho" trong pham vi cong bd thanh "Dang long thé tich
nhé (dung dich, hén dich)".

- Céng ty Glenmark Pharmaceuticals Limited (cong b Pot 59 STT 50): B6
sung cach ghi khéc cua dja chi co s¢.

- Cong ty Bharat Serum and Vaccines Limited (céng b Dot 53 STT 64):
Bb sung thudc "Endoprost liquid for injection 125mcg, 250mecg (Carboprost
Tromethamine 125mcg, 250mcg)" vao pham vi chimg nhén.

- Céng ty Novo Nordisk Production SAS (cong bé Dot 51 STT 64): biéu
chinh cach ghi "dung dich thé tich nho" thanh "dang léng thé tich nhé", va cach
ghi dia chi "28000" thanh "F-28000"

- Céng ty Troikaa Pharmaceuticals Limited (céng b Dot 54 STT 9): B
sung pham vi "nhi tuong tiém dang lo tiét trung cudi".

- Céng ty Stada-VN Joint Venture Co. Ltd., Binh Duong Branch (cong bd
Pot 63, STT 17): Piéu chinh tén Cong ty thanh "Stada-VN Joint Venture Co. Ltd.,
Binh Duong Branch".

- Céng ty Merck Sharp & Dohme Limited (cong bd Dot 63, STT 54 ): Diéu
chinh dia chi co s& san xudt thanh "Shotton Lane, Cramlington, NE23 3JU (hoic
Northumberland NE23 3JU), United Kingdom"; Diéu chinh sé gidy chiing nhan tir
thanh "UK MIA 25 Insp GMP/IMP 25/4061-0028".

- Céng ty IPR Pharmaceuticals INC. (Co s& san xuét) (cong b6 Dot 62,
STT 40): BS sung thoi han hidu luc ctia cong bb.

- Céng ty Remedina S.A. (cong bd Pot 62, STT 23): Bb sung dang bao ché:
"Thudc bdt, vién nén bao phim chita khang sinh Cephalosporin" trong pham vi
chirmg nhén.

- Céng ty Pfizer Pharmaceuticals LLC (cong bd Dot 63, STT 52): Diéu
chinh lai cach viét dia chi co s& thanh "K.M 1.9, Rd 689, Vega Baja, Puerto Rico
00693, USA" theo ding CPP.

Danh séch cdp nhét co s& san xuét thube dat tiéu chuan PIC/S-GMP va EU-
GMP tdng hop tir dot 1 dén Pot 65 dugc dang tai trén trang thong tin dién tir ctia
Cuc Quan ly Duoc - Dia chi: http:/ dav.gov.vn - Muc Théng tin d4u thau thude.

Cuc Quan Iy Duoc céng bb Danh séch co s& san xuit thudc dat tiéu chuin
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé céc co s& xét thau thuan
loi trong tra ctiru. Trong d6, danh sach dudi dang PDF dugc coi la cén cur dé xem
xét cudi cling.

4. Tr ong tr uong hop co s& san xudt ¢6 tén ddng thoi trong “Danh sich co s&
san xudt thubc dat tiéu chuin PIC/S-GMP, EU-GMP”; va “Danh sach ho so dé nghj
cong bd co s& san xuét thudc dat tiéu chuén PIC/S—GMP EU-GMP khong dat yéu
cau”, “Danh sach hd so dé& nghi cong bb co s& san xudt thuoc dat tiéu chuan PIC/S-
GMP, EU-GMP phai b sung giai trinh” thi co s& san xuét dap tng cac yéu ciu dat
tiéu chuan PIC/S-GMP, EU-GMP véi pham vi chimg nhan dugc céng bé tai Danh
sach cap nhét co s& san xuét thudc dat tiéu chuin PIC/S-GMP va EU-GMP.



S& Y té céc tinh thanh phé truc thudc Trung wong chiu trach nhiém thong
bao théng tin trén véi cac co s& y té trén dia ban dé céc co so thuc hién cong tac
dau thau thude theo ding quy dinh.

Cuc Quan Iy Dugc thong béo dé cac don vi biét va thuc hién./.
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