PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
bot41
( Theo cong van s6 9376/QLD-CL ngay 10/06/2016 ctia Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Bluepharma - S. Martinho do Bispo, FO01/S1/H/0 National Authority of Harbin Céng ty da duoc cdng bd Dot 39, STT 11 véi pham vi chirng nhan "Thubc khdng vo
Industria Coimbra, 3045-016, 01/2016 o |Medicines and Health Pharmaceutical [trung: vién nang cirng; thudc bét; thudc cm; vién nén".
Farmaceutica, S.A |Portugal § Products (INFARMED), |Group Co., Ltd [Cdng ty d& nghi cdng b6 mot s6 tén san phadm Vién bao phim cu thé.
~  |Portugal General Pharm. |Vi vay, diéu chinh trén danh sach cong bd bé sung pham vi chirng nhan 'Vién nén
§ Factory (bao gbm ca vién nén bao phim".
e Céc sdn pham cu thé da thudc pham vi chirng nhan dwoc cong bd, khdng cong bd
theo tén san pham cu thé.
2 |Atlantic Pharma- |Rua da Tapada Grande, [F036/S1/MH © National Authority of Cong ty c6 phan [Cong ty d3 dwoc cong bd tai Dot 40, STT 27 theo cac dang bao ché.
Producoes no. 2, Abrunheira, Sintra, [/001/2016 S |Medicines and Health duwoc phdm Duy [Cong ty d@ nghi cdng bé cac san pham cu thé.
Farmaceuticas, 2710-089, Portugal g Products (INFARMED), |Tan Céc sdn pham d3 thudc dang bao ché vién nén, vién nén bao phim duoc cdng bé cla
S.A. 5 Portugal Coéng ty. Do vay, khong cdng b6 theo tén sdn pham cu thé.
3  |Bushu 950, Hiroki, Ohaza, Misato-{1418 Ministry of Health, Congty TNHH  [Cong ty cd ndp Gidy phép lwu hanh sdn pham Vién nén bao dudng Myonal 50mg do
Pharmaceuticals [machi, Kodama-gun, S Labour and Welfare DKSH Viét Nam [Cuc Quan ly Dugc cap dé xin diéu chinh pham vi chirng nhan thanh "vién nén bao
Ltd. Misato Saitama-ken, Japan 8 (MHLW), Japan duong".
Factory § Khéng tién hanh diéu chinh do Gidy phép lvu hanh thé hién san phdm duwoc déng goi
Q tai Thai Lan, khéng dép rng diéu kién dé céng b6 GMP EU hodc GMP PIC/S.
4 |Janssen Cilag Via C. Janssen (loc. Borgo [IT/267- i |AIFA Italian Medicines  |VPDD Janssen |CAng ty dé nghij b8 sung cac dang bao ché. Tuy nhén céng ty ndp lai GCN GMP cii d3
S.P.A. S. Michelle), 04100 Latina |1/H/2015 8 Agency Cilag Ltd duoc cdng bé, khdng cé tai liéu bé sung chirng minh thém cho céc dang bao ché xin
(LT), Italy b diéu chinh, vi vy khdng tién hanh diéu chinh.
5
5 |Les Laboratoires |905 route de Saran, Gidy, [HPF/FR/66/2 EMA European VPDD Cong ty dé nghi bs sung dang bao ché& vién nén giai phdng cé kiém soat, vién nén giai
Servier Industrie - 145520, France 016 Medicines Agency Laboratoires phéng kéo dai, vién nén bao phim giai phdng cé kiém soat, vién nén bao phim giai
Gidy © Servier phéng bién d6i, vién bao, vién bao phim phdng thich chadm, vién nén bao duwdng giai
§ phéng chdm (bao gdm cé thudc cé chira chat déc tinh véi kha ndng sinh san).
> Tuy nhién, cac dang bao ché trén ndm trong pham vi chitng nhan dwoc vién nén, vién
§ nén bao phim, vién nén bao dudng da duwoc cdng b8. Pham vi chirng nhan cong bd
- tai gidy GMP |a theo ddy chuyén san xuat, khéng néu vé dang bao ché kém co ché.
6 |Bushu 950, Hiroki, Ohaza, Misato{1437 < |Ministry of Health, Congty TNHH  [Cong ty cung cdp thong bao két qua ki€m tra cla Nhat d& lam rd hiéu lyc chirng
Pharmaceuticals [machi, Kodama-gun, 8 Labour and Welfare DKSH Viét Nam [nhan. Tuy nhién tai liéu la ban photo khéng dat tinh phép ly, khdng cé photo céng
Ltd. Misato Saitama-ken, Japan 8 [government of Japan chirng, hop phap héa lanh su.
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7 |Bushu 950, Hiroki, Ohaza, Misato-1438 s |Ministry of Health, Coéng ty TNHH  [Cdng ty cung cip thong bao két qua kiém tra cia Nhat dé lam r& hiéu lyc chirng
Pharmaceuticals [machi, Kodama-gun, 8 Labour and Welfare DKSH Viét Nam [nhan. Tuy nhién tai liéu la ban photo khéng dat tinh phap ly, khdng cé photo céng
Ltd. Misato Saitama-ken, Japan 8 [government of Japan chirng, hop phdp héa lanh su.

Factory 5

8 |Astellas Ireland Killorglin, Co. Kerry, 10920 ©  |Health Products Congty TNHH  [Céng ty d@ nghi b8 sung pham vi vién nang cirng phdéng thich kéo dai. Tuy nhién, Vién

Co. Ltd Ireland 8 Regulatory Authority DKSH Viét Nam |nang clrng d3 nam trong pham vi chirng nhan dugc cong bd. Pham vi chirng nhan
S |(HPRA), Ireland cong bd tai gidy GMP |13 theo day chuyén san xuat, khdng néu vé dang bao ché kém
§ co ché.

9 [Mepro Unit Il, Q Road, Phase IV |UK GMP Medicines and Coéng ty TNHHy [Gidy chirng nhan géc 1a do Anh cp cho co s& san xuat tai thoi diém hién tai d3 hét
Pharmaceuticals [GIDC, Wadhwan City, 37264 Insp ™  [Healthcare Products té Canh clra Viét |hiéu lwc. Co quan quan ly Ukraine cap gidy chirng nhan s6 0356/2013/SAUMP/C xac
Private Limited Surendranagar, Gujarat, |GMP 8 Regulatory Agency nhan trén co s& gidy chirtng nhan GMP cla Anh. Co quan quan ly Ukraine gia han

IN 263 035, India 37264/2052 3 (MHRA), United hiéu lyc cho gidy chirng nhan 0356/2013/SAUMP/C trén ma khong c6 bang chirng vé
028-0001 S |Kingdom viéc co quan quan ly dugc Anh kiém tra danh gia nén khong dat.

10 [Chemical Works of|Gyomréi ut 19-21., 0OGYI1/40882- National Institute of VPDD Gedeon [Cong ty d3 dwoc cong b6 STT 31, Bot 36. Cong ty cung cap quy dinh cla EMA vé viéc
Gedeon Richter  |Budapest, 1103, Hungary [3/2015 Pharmacy and Nutrition [Richter Plc cap gidy chirng nhan dé gidi trinh "dang thudc 16ng thé tich I&n/ thé tich nhd"; "bao
Plc. (Gedeon (OGYEI), Hungary gbm ca thudc kim té& bao"; "vién nén (bao gdm ca vién nén bao phim)". Tuy nhién,
Richter Plc.) cac bang chirng cong ty chi ra tai quy dinh ctia EMA khong rd rang. V& méit GMP,

cong nghé san xuat dung dich thudc vo trung khdc véi san xuat hdn dich/ nhii dich vo
" trung, nha xudng san xuat thudc thudng phai cach biét vai nha xudng san xuiat thuéc
§ kim t& bao, thiét bj sdn xuat thudc vién nén chua di dé san xuat thudc vién nén bao
S phim. Vi vay, khi gidy chirng nhan dé cap t&i cac ndi dung trén, dwoc hiéu la chi san
g xuat dung dich thé tich |&n/ thé tich nhd v6 trung, thudc chi chira chat kim té bao,
“ thu8c vién nén tran.
Truwdng hop cdng ty mudn gidi trinh cdc thudc ngoai pham vi cdng b, can cung cap
Site Master File ddy dd theo mau ctia WHO/EU/PIC/S, hodc bién ban kiém tra (phan
hanh chinh va két luan), hodc CPP va MA clia san pham dé chirng minh cac dang bao
ché khic.

11 ([Bipso GmbH Bipso GmbH DE_BW_01_ i |Coquan thdm quyén Céngty TNHH  |Cdng ty cung cip ban Gidy chirng nhan chua dat tinh phép ly (chuwa cé hop phép hoa

Robert-Gerwig-Str.4, GMP_2015_ 8 birc DKSH Viét Nam |lanh sy, photo c6ng chirng). Trong trudng hop Gidy chirng nhan da dugc xac nhan
78224 Singen, Germany  |0129 | trén trang thong tin dién tlr Eudra, Cong ty can cung cap kém ban Gidy chirng nhan
§ ban clirng d3 dugc photo céng chirng.

12 |Merck Sante s.a.s |2 rue du Pressoir Vert, HPF/FR/23/2 o |National Agency for the |VPDD Merck Khéng tién hanh cong bd dang bao ché vién phdng thich kéo dai va vién nén bao

45400 Semoy, France 016 § Safety of Medicine and |KGaA phim bé dwoc do d3 thudéc pham vi chitng nhan vién nén, vién nén bao phim d3
g Health Products (ANSM), dugc cong bé.
n [|France
i
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