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

Dot 42

( Theo cong van s6 11608/QLD-CL ngay 23/06/2016 cia Cuc Quan ly Dwoc)

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 [MJ Biopharm Plot No. L7, MIDC MJ Biopharm Cac gidy chirng nhan ndp kém hd so do Cong ty cung cap déu do co quan quan Iy An

Private Limited Industrial Area, Taloja, Private Limited |D& cap phép, khéng phai 1a thanh vién cta PIC/s hodc EU.
Raigad 410208
Maharashtra State, India

2 |Sanofi Winthrop |1 rue de la Vierge, 06/15/8761 « |National Agency for the [Sanofi Aventis D3 cong bé Dot 40, STT 24.

Industrie Ambares et Lagrave, 9 § Safety of Medicine and |Singapore Pte., |Cdng ty ndp gidy chirng nhdn GMP clia co s& sdn xudt, tuy nhién gidy chirng nhan
33565 Carbon Blanc < |Health Products (ANSM), |Ltd khdng duoc sao theo quy dinh (tlr ban chinh) va khéng dugc hop phap héa lanh su.
Cedex, France % France Vi vay, khong ddp (rng yéu cau vé phap ly.

3 |Lusomedicamenta |Estrada Consiglieri F021/S1/MH «n |National Authority of Sanofi Aventis  [Cong ty da ndp MA tai Viét Nam dé nghij bé sung pham vi chirng nhan cho dang bao
Sociedade Técnica |Pedroso, no. 69-B, Queluz |/001/2015 § Medicines and Health Singapore Pte., |ché& vién nén bao phim phéng thich kéo dai.

Farmacéutica, S.A |de Baixo, 2730-055 S |Products (INFARMED), |Ltd Tuy nhién, vién nén bao phim phéng thich kéo dai d3 ndm trong dang bao ché vién
Barcarena, Portugal % Portugal nén bao phim, vi vay khéng cong bé.

4 |MSN Laboratories |Plot No 42, Anrich 014/2014/s State Administration of |Cong ty MSN Coéng ty dé nghj diéu chinh pham vi chirng nhén "vién nén" thanh "vién nén khong

Private Ltd. Industrial Estate, AUMP/GMP Ukraine on Medicinal Laboratories bao, vién nén bao phim, vién ngadm, vién nhai, vién phdng thich kéo dai".
Bollaram, Medak District - Products (SAUMP) Private Ltd. - Tuy nhién, co s& cé thé san xuat vién nén tran nhung khdng dam bao san xuat duoc
502 325, Andhra Pradesh, < vién bao phim, vién bao dudng. Trudng hop cdng ty mudn gidi trinh cac thudc ngoai
India § pham vi cdng b6, can cung cap bao cdo thanh tra GMP (thé hién pham vi kiém tra va
S dap (ng d6i vdi vién bao) hodc CPP va MA sdn pham luwu hanh tai cac nuéc 1a thanh
2 vién ctia PIC/s hoic EU.
~ - DGi véi cac dang bao ché vién ngam, vién nhai, vién phdng thich kéo dai d3 ndm
trong dang bao ché& vién nén hodc vién nén bao phim. Do vay khéng céng bd déi véi
cac dang bao ché nay.

5 |Laboratoire Leu-dit Chantecaille, HPF/FR/51/2| , |National Agency for the [VPDD Aguettant |Cong ty dé nghi diéu chinh tén nha san xuat tir Laboratoire Aguettant - Champagne
Aguettant - CHAMPAGNE, 07340, 016 § Safety of Medicine and |Asia Pacific thanh Laboratoire Aguettant. Khdng ddng y diéu chinh vi d3 dugc céng bé theo ding
Champagne France ~  [Health Products (ANSM), tén trén gidy chirng nhan (tén nay cling dwoc cdng bd trén Eudra); Céng ty khong

% France cung cap bang chirng phap ly chitng minh 2 tén nay la mot.
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TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN DE NGHI . . -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
6 |Eisai Co., Ltd 4-6-10 Koishikawa, 4488 .« |Pharmaceutical safety |Céngty TNHH  |Gidy chirng nhan CPP da duoc cong bé tai dot 36, STT 34, thoi han 3 thang. Yéu cau
Bunkyo-ku, Tokyo, Japan § and enviromental Health |DKSH Viét Nam |Cdng ty cung cdp Gidy chirng nhdn GMP/hodc ban Théng bdo GMP "GMP
N |Bureau, Ministry of Notification"/ Bién ban kiém tra (phan hanh chinh va két luan) cé thé hién ngay kiém
i ¢ ? o S e A A, . ~ A .
> [Health, Labour and tra GMP tai co s& san xuit san pham dé nghi cong bd) theo ding yéu cau tai dot 36.
" |welfare
7 |PT. Pertiwi Agung |JI. DDN No. 16, PN.01.05.31.| v [National Agency for Drug|Céng ty c6 phan [P3 cdng b6 Cong ty tai Dot 37, STT 44 véi cac dang bao ché. Vi vay, khdng cong bé lai
Sukadanau, Cikarang 313.02.15.1 8 and Food Control Dugc pham V@i tén thuéc cu thé thudc cac dang bao ché da cong bé.
Barat, Kabupaten Bekasi, |02 8 |(NADFC), Indonesia Vipharco
Indonesia §
8 |PT. Pertiwi Agung [JI. DDN No. 16, PN.01.05.31.| v [National Agency for Drug|Cong ty c6 phan |Da cong bG Cong ty tai Dot 37, STT 44 véi cdc dang bao ché. Vi vy, khdng cong bé lai
Sukadanau, Cikarang 313.02.15.1 8 and Food Control Dugc pham v&i tén thudc cu thé thudc cac dang bao ché da cong bé.
Barat, Kabupaten Bekasi, (01 8 [(NADFC), Indonesia Vipharco
Indonesia §
9 [Hospira Australia [1-5, 7-23 and 25-39 Lexia [15/1402 n Therapeutic Goods Pfizer (Thailand) |Gidy chirng nhan CPP d3 tam cong b& dot 33, STT 45 véi thoi han 3 thang dé cong ty
Pty Ltd Place, Mulgrave Vic 3170, 8 Administration (TGA), Ltd. b6 sung tai liéu. Hién tai d3 qua han 3 thang nén khong céng b6 lai CPP cii d3 cong
Australia %  |Australia bé.
5
i
10 [Hospira Australia [1-5, 7-23 and 25-39 Lexia |15/1401 v |Therapeutic Goods Pfizer (Thailand) |Gidy chirng nhan CPP d3 tam c6ng bd dot 33, STT 44 véi thdi han 3 thang dé cong ty
i
Pty Ltd Place, Mulgrave Vic 3170, 8 Administration (TGA), Ltd. b6 sung tai liéu. Hién tai d3 qua han 3 thang nén khéng céng b6 lai CPP cii da cong
Australia g |Australia bé.
5
i
11 [F.Hoffmann-Lla |Betriebsstandort 14-240 < |Swiss Agency for VPBD Hoffmann {Pham vi chirng nhan chi cho cdng doan déng gdi so cap va thir cap, khéng |a toan bo
Roche Ltd. Kaiseraugst (packaging), § Therapeutic Products La Roche Ltd. quy trinh san xuat.
4303 Kaiseraugst, N |(Swissmedic)
o
Switzerland §
12 |Santen 2-14, Shikinami, 187 o |Ministry of Health, Santen Gidy chirng nhan CPP d3 quéa 24 thang ké tlr ngay cip, khéng dap (rng yéu cau.
Pharmaceutical Hodatsushimizu-cho, 8 Labour and Welfare Pharmaceutical
Co., Ltd. Noto Hakui-gun, Ishikawa, S |(MHLW), Japan Co., Ltd
plant Japan §
13 [Santen 2-14, Shikinami, 3316 ™ |Ministry of Health, Santen Gidy chirfng nhan CPP d3 qud 24 thang k& tir ngay cap, khéng dép (rng yéu cau.
Pharmaceutical Hodatsushimizu-cho, 8 Labour and Welfare Pharmaceutical
Co., Ltd. Noto Hakui-gun, Ishikawa, N |(MHLW), Japan Co., Ltd
plant Japan g
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