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V/v cong bo O s sin xuat thude
dat tiéu chu an PIC/S-GMP va EU-
GMP (Dot 45)

Kinh guri: S&' Y té cac tinh, thanh phd truc thuée Trung wong

Thuc h’ién Th(‘)ng tu s6 11/2016/TT-BYT ngay 11/05/2016 ctiia Bd Y t& Quy

dinh viéc dau thau thude tai céc co sd y té cong lap;
Cuc Quan ly Duogc thdng bio:

1. Cong bd Danh sich co s& san xuét thude dat tiéu chuan PIC/S - GMP va
EU - GMP (D¢t 45).

2. Rt tén ra khoi Danh séch co s¢ san xudt dat tiéu chuan PIC/S-GMP va
EU-GMP doi vdi cac trudng hop:

- Co s¢ san xudt ¢6 Gidy chimg nhan GMP dé hét hiéu luc qua 03 thdng
(Gidy chimg nhan GMP hét hiéu luc ké tir ngay 25/07/2016 trd vé trude, va cho
t6i ngay 25/10/2016 co s& san xudt chua tién hanh nop lai gidy chimg nhan moi)

- Cong ty Zeiss Pharmaceuticals Pvt Ltd (cong bd STT 26 Dot 37): Do ¢o
x4c nhén cua Pai sir quan Ukraine vé viéc Cong ty gia mao gidy chung nhan.

- Cong ty Haupt Pharma Wolfratshausen GmbH (cong bd STT 03 Dot 31):
Do Céng ty di dugc cap Gidy chimg nhan méi thay thé gidy chimg nhan cii

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

- Cong ty Fresenius Kabi Deutschland GmbH (cong bd Pot 29 STT 48): Bo
sung cach viét dia chi co s& san xudt "FreseniusstraBe 1, 61169 Friedberg,
Germany".

- Céng ty Medreich Limited - Unit I (cong bd Dot 27 STT 19): Piéu chinh
pham vi chimg nhén thanh "Thude khéng vo trung chira khang sinh nhém
penicliin: Vién nang ctng, vién nén, vién nén bao phim, Sir6é khé dong tai".

- Cong ty Sanofi S.P.A (cong bd Dot 30 STT 38): Bb sung tén san phém
"Thubc bot va dung moi pha tiém Targosid".

- Cong ty ZETA FARMACEUTICI S.P.A (cong bd Dgt 35 STT 5) biéu
chinh pham vi chimg nhén thanh "Thubc dung ngoai dang léng (bao gom ca
thudc chira hormones corticosteroid)".

- Cong ty Ferring International Center SA (cong bd Pot 27 STT 13): Diéu
chinh ngay hét han Gidy chimg nhén thanh 19/9/2017.

- Cong ty Glaxo Operations UK Ltd Trading as Glaxo Wellcome
Operations (cong bd Pot 43 STT 6) B6 sung pham vi chung nhan thanh "Thubc
dung ngoai dang long; thudc udng dang long, thuéc béan rin; thudc chia
Cephalosporin: vién nén vién nén bao phim; cdm pha huyén dich uong".

- Cong ty Sanofi Winthrop Industrie - Compiegne (cong bd Dot 39 STT 1):



diéu chinh tén cong ty bo cum tir Compiegne.

- Cong ty Sanofi Winthrop Industrie - Tours (cong bo Dot 39 STT 9): diéu
chinh tén céng ty boé cum tir Tours.

- Cong ty Hospira Australia Pty Ltd (cong bé Dot 37 ST'I 33): Diéu chinh
pham vi chung thanh "* Thubc v trung: thude tiém (bao gom c4 céc chat doc té
bao/chat kim té bao); thude hit"

- Cong ty Pfizer (Perth) Pty Ltd (cong bd Dot 42 STT 30): piéu chinh
pham vi chimg nhén thanh “Thudc vo triung: thude tiém (bao gém ca céc chat
doc té bao/chét kim té bao)".

- Céng ty Sanofi S.P.A (cong bd bot 30, STT 38): Diéu chinh pham vi
ching nhén thanh “thuéc dong kho (bao gom ca thuée chtta véc xin bét hoat,
hormon corticosteroid, protein téi t6 hop)”.

- Cong ty Bushu Pharmaceuticals Ltd. Misato Factory (cong bd STT 17 Dot
37): B6 sung pham vi chiig nhén “vién nén bao duong”.

- Cong ty Fresenius Kabi Austria GmbH (cong b Pot 36, STT 4): Diéu
chinh dia chi thanh "HafnerstraBe 36, 8055 Graz, Austria".

- Cong ty Alcon-Couvreur NV (cong bd Pot 43, STT 36): Diéu chinh tén
co sO thanh "SA Alcon-Couvreur NV", dia chi thanh "2870", pham vi ching
nhan thanh "thuéc nhé mét (dung dich, hon dich) (bao gom ca Prostaglandin).

- Cong ty Laboratoire Aguettant (cong bd Dot 40 STT 08): Piéu chinh dia
chi co s san xuét thanh "Lieu-dit".

- Cong ty Meditop Gyogyszeripari Kft. / Meditop Pharmaceutical Ltd.
(cong bb Dot 27 STT 25): Bb sung pham vi chimg nhan “vién nén bao phim”.

- Coéng ty Servier (Ireland) Industries Ltd (cong b Dot 31 STT 36): Bo
sung dia chi "Gorey Road, Arklow, Co. Wicklow, Ireland"

- Cong ty Merck Sharp & Dohme Limited (cong bd Pot 42 STT 33): Bo
sung pham vi san phdm "Thudc vién nén bao phim Cozaar 100mg (Losartan
potassium 100mg)".

- Cong ty Pharmaniaga Manufacturing Berhad (cong bb Dot 43 STT 8): B6
sung pham vi chiing nhan "Vién nén"

_ Céng ty BCWORLD PHARMACEUTICAL CO., LTD (c6ng b6 Pot 33
STT 2): B6 sung pham vi ching nhén “vién nang cing (nhém Cephalosporin)”.

- Cong ty Abbott Biologicals B.V (cong b6 Dot 37 STT 25): B sung pham
vi ching nhan "Vién nén bao phim".

- Cong ty Productos Roche, S.A. de C.V. (cong bd Dot 43 STT 26): Bo
sung pham vi ching nhan “Vién nén bao phim Bondronat”.

- Cong ty Sandoz Private Limited (cong bé Dot 24 STT 26): B6 sung pham
vi chitng nhén "Vién nén bao phim".

- Cong ty AstraZeneca AB (cong bd Dot 25 STT 64), (cong bd Dot 31 STT



00), (cong bd Dot 31 STT 62), (cong bo Dot 39 STT 21): B6 sung dia chi chung
“SE-15185 Sodertalje, Sweden”.

- Cong ty Fournier Laboratories Ireland Limited (cong bd Pot 27 STT 26):
Bo sung pham vi chirng nhén "Vién nén bao phim".

- Cong ty Xepa-Soul Pattinson (M) Sdn Bhd (cong bé Dot 28 STT 56): B6
sung pham vi ching nhan “Thudc vién nén bao phim Vastinxepa 40mg
(Simvastatin 40mg/vién)”.

- Cong ty Pharmaceutical Works Polpharma S.A (cong bd Pot 44 STT 9):
diéu chinh dia chi thanh "28/30 Ozarowska Street, Duchnice, 05-850 Ozarow
Mazowiecki, Poland".

- Cong ty Actavis ehf. (cong bd Dot 26 STT 60); Cong ty Curida AS (cong
b6 Dot 37 STT14) Cong ty Fresenius Kabi Norge AS (cong bd Dot 35 STT 10):
B6 sung chi tiét vé phan nhom thude theo quy dinh tai didu khoan chuyén tiép
Thong tu 11/2016/TT-BYT.

Danh séch cdp nhét co s& san xuat thudc dat tidu chuan PIC/S-GMP va EU-
GMP téng hop tir dot 1 dén Dot 45 duoc ding tai trén trang thong tin dién tu
cua Cuc Quan Iy Dugc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia
thude/TT vé dau thau thude).

Cuc Quan ly Dugc cong bé Danh sach co s& san xuét thude dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cic co s¢ xét thau thuén
loi trong tra ctru. Trong d6, danh sach dudi dang PDF duoc coi la can clr dé xem

xét cudi cung.
4. Trong truong hop co so san xuit c6 tén dong thoi trong “Danh sach co so
sin xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP”; va “Danh sach ho so dé
nghi cong bé co s& san xuét thude dat tiéu chuan PIC/S-GMP, EU-GMP khong
dat yéu cau”, “Danh sach ho so dé nghi cong bd co s& san xudt thuoc dat tiéu
chuén PIC/S GMP, EU-GMP phai bo sung giai trinh” thi co s san xudt dép tng
céc yéu cau dat tiéu chudn PIC/S-GMP, EU-GMP véi pham vi chimg nhén dugce
cong bo tai Danh séch cap nhét co so san xuét thube dat tiéu chuan PIC/S-GMP

va EU-GMP.
S& Y té cdc tinh thanh pho truc thudc Trung uong chiu trach nhiém thong
béo thong tin trén véi cac co s¢ y té trén dia ban dé céc co s¢ thue hién cong téc

déu thau thudc theo dung quy dinh.
Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.
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