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S6: 44433 /QLD-CL Ha N§i, ngay,yq thing s ndm 2019

V/v cong bd co & san xuit thude dat
tiéu chuan PIC/S-GMP va EU-GMP
(bot 67)

Kinh giri: S&' Y té c4c tinh, thanh phd truc thudc Trung wong

Thuc hién Théng tu s6 11/2016/TT-BYT ngay 11/05/2016 ctia Bo Y té Quy
dinh viéc ddu thiu thudc tai cac co sd'y té cong lap;

Cuc Quan ly Duogc thong béo:

1. Céng bd Danh sach co s¢ san xuit thudc dat tiéu chuin PIC/S-GMP va
EU-GMP (Dot 67).

2. Rut tén ra khoi Danh séch co s¢ san xuét dat tiéu chuin PIC/S-GMP va
EU-GMP dbi véi trudng hop:

- Co s san xuit c¢6 Gidy chimg nhdn GMP di hét hidu luc qua 03 thang
(Gidy chimg nhan GMP hét hiéu luc ké tir ngay 27/05/2019 trd vé trude) va cho
t61 ngay 27/08/2019 co sé san xuét chua tién hanh nép lai gidy chimg nhan méi.

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

- Céng ty Jin Yang Pharm. Co., Ltd. (céng bd Dot 57 STT 5): B6 sung
pham vi chung nhén "vién nén bao phim";

- Céng ty XL Laboratories Private Limited (cong bd Dot 64 STT 6): Diéu
chinh dia chi co s& san xuét thanh "E-1223, Phase I Extn. (Ghatal), RIICO
Industrial Area, Bhiwadi, Rajasthan, 301019, India";

- Cong ty Boehringer Ingelheim Espana, SA (cong bd Pot 66 STT 90): Piéu
chinh pham vi chimg nhén thanh "dung dich tiém thé tich nhé";

- Cong ty Medochemie (Far East) Ltd., (Oral Facility) (cong bd Pot 61 STT
62): B6 sung san phéim duoc xét nhém thiu 1 (dugc luu hanh tai Cyprus): "Vién
nén Hurmat 25mg (Captopril 25mg). Tén tai Cyprus: Rilcapton 25mg";

- Coéng ty Glenmark Pharmaceuticals Limited (c6ng bd Dot 66 STT 101):
B6 sung pham vi chiing nhan “vién nén bao phim”;

- Cong ty Laboratoires Galeniques Vernin (cong b Dot 66 STT 86): Bo
sung thoi han hiéu luc “22/03/2021” va cach ghi khac cta dia chi co s¢ Xuat
xuong;

- Cong ty Laboratorio Pablo Cassara S.R.L. (cdng bd Dot 65 STT 27): Piéu
chinh dia chi co s& thanh "Carhue N° 1096 (Zip code: C1408GBYV), Autonomous
city of Buenos Aires, Argentine Republic";

- Cong ty Italfarmaco S.A. (cong bb Dot 64 STT 38): Diéu chinh tén co s&
sin xuét thanh “Italfarmaco S.A.”; diéu chinh pham vi ching nhan thanh “Dung
dich ubng Ferlatum (sét protein succinylat) 800mg”;



- Cong ty Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc.)
(cong bd Pot 66 STT 13): BS sung pham vi chimg nhin “Hon dich tiém
Hydrocortison va dung dich tiém Oxytocin™;

- Cong ty Myungmoon Pharmaceutical Co., Ltd. (cong bb Pot 65 STT 12):
B6 sung pham vi chimg nhan "Vién nang mém, vién nang cimg";

- Cong ty Remedica Ltd (cong bé Dot 60 STT 1): B6 sung pham vi chiing
nhén "vién nén bao phim" vao pham vi céng b ctia Building 2;

- Cong ty Baxter SA (c6ng bd Dot 63 STT 2): BS sung pham vi chimg nhan
"dang nhii dich";

- Céng ty Glaxo Wellcome S.A (cong bd Pot 47, STT 71): B6 sung cach
ghi dia chi khac: "Avda. De Extremadura no 3, 09400 Aranda de Duero. (Burgos),
Spain; Avenida De Extremadura 3, Aranda de Duero, Burgos, E-09400, Spain"

- Cong ty ACS Dobfar S.P.A (cong bd Pot 65, STT 43): B6 sung pham vi
chimg nhén "thudc bét pha tiém chira khang sinh nhém cepha, penem";

- Céng ty ACS Dobfar S.P.A. (céng bd Dot 65, STT 18): B6 sung tén cii
"Facta Farmaceutici S.P.Al."ctia Co s& san xuét; B6 sung cach ghi dia chi cil
"V.Le Addetta 4/12-20067 Tribiano (MI), Italy)" ctia Co s& san xuét san pham
trung gian;

- Cong ty AstraZeneca AB (cong bd Dot 64, STT 24): B6 sung 1am rd pham
vi chtmg nhan: "Ghi cha: Thudc san xuat dong bng nhura theo cong nghé Blow Fill
Seal";

- Cong ty AstraZeneca Dunkerque Production (cong bb Dot 64 STT 74):
Diéu chinh céch ghi pham vi chtng nhén thanh "bao gém ca hdn dich nén dudi 4p
sudt ding dé hit";

- Cong ty RAFARM SA (cong b Dot 65 STT 25): B6 sung pham vi chiing
nhan "vién nén bao phim";

- Céng ty Gland Pharma Limited (cong b Pot 59 STT 08): B6 sung céch
ghi dia chi mai "Sy. No. 143-148, 150 & 151, Near Gandimaisamma Cross Roads,
D.P.Pally, Dundigal Post, Dundigal-Gandimaisamma Mandal, Medchal-
Malkajgiri District, Hyderabad-500043, Telangana, India".

- Céng ty CJSC Biocad (cong bd Pot 64 STT63): B6 sung céch ghi khéc
clia dia chi, b sung pham vi chiing nhéan céc san phim cu thé;

- Cong ty Imexpharm Corporation Branch III (IMP3) (cong bd Pot 66 STT
16): Piéu chinh pham vi ching nhéan thanh "Thubc khong vé tring chira khang
sinh nhém beta-lactam: Vién nang ctmg; vién nén, vién nén bao phim; thude bot,
thuéc cdm.", sb Gidy chung nhan thanh "ES/106HV/19", Ngay cip thanh
"24/07/2019";

- Cong ty Laboratoires Merck Sharp& Dohme-Chibret (Cong bd Dot 59
STT 31): Bé sung pham vi chimg nhén "San phim: Bt pha dung dich dam dic
tiém truyén Candidas (caspofungin 50mg, 70mg)".



- Céng ty Reliance life sciences private limited (Cong b6 Pot 61 STT 47):
B sung cach ghi khac cia dia chi co s& san xuét.

Danh sach cép nhét co sé san xuét thube dat tiéu chuin PIC/S-GMP va EU-
GMP tong hop tir dot 1 dén Pot 67 dugc dang tai trén trang thong tin dién tir cua
Cuc Quan ly Duogc - Dia chi: http:// dav.gov.vn - Muc Thong tin dAu thau thudc.

Cuc Quan ly Duogc cong bd Danh séch co s& san xuat thude dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé céc co s& xét thau thuan
loi trong tra ctru. Trong d6, danh sach dudi dang PDF duoc coi 14 cin ctr dé xem
xét cudi clng.

4. Trong trudong hop co s& san xudt ¢ tén dong thoi trong “Danh séch co s¢
san xuat thube dat tiéu chuén PIC/S-GMP, EU-GMP”, va “Danh sich hd so dé
nghi cong b co sé san xuét thude dat tiéu chudn PIC/S-GMP, EU-GMP khong dat
yéu cau”, “Danh séch hd so dé nghi céng bd co s& san xuét thude dat tiéu chuén
PIC/S-GMP, EU-GMP phai b6 sung giai trinh” thi co s& san xuét dap mg cac yéu
cdu dat tidu chuan PIC/S-GMP, EU-GMP véi pham vi chimg nhan duoc cong bd
tai Danh sach cdp nhét co s& san xuét thudc dat tiéu chuin PIC/S-GMP va EU-
GMP.

S Y té cac tinh thanh phd tryc thude Trung wong chiu trach nhiém théng
b4o thong tin trén véi cac co sd' y té trén dia ban dé cac co s& thuc hién cong tac
d4u thau thudc theo ding quy dinh.

Cuc Quan 1y Dugc thong bao dé cac don vi biét va thuc hién./.
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