PHU LUC 2: DANH SACH HO SO’ PE NGHI CONG BO CO' SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
BO SUNG GIAI TRINH

Pot 36

( Theo cong van s6 1395/QLD-CL ngay 01/02/2016 ctia Cuc Quan ly Dworc)

TEN CO’' SO’ SAN a GIAY CH. | NGAY ~ DN DPE NGHI A o A 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |SanofiS.P.A Viale europa, 11, 21040 IT/54- L2 |AIFA Italian Medicines CT TNHH Sanofi |Ban dich tiéng Viét duwgc BSQ Viét Nam xac nhan ban dich chinh
Origgio (VA), Italy 4/H/2015 8 Agency Aventis Viét xac phu hop v&i ban tiéng Italia dinh kém theo, tuy nhién, vin ban
g Nam dinh kém 13 ban tiéng Anh, khdng phai Ia ban tiéng Italy. D& nghi
3 Céng ty gidi trinh vé viéc nay.

2 |Pierre Fabre Site Progipharm, rue du  [HPF/FR/258/| w»  |French National Agency |VPDD Pierre Deé nghi cdng ty cung cap Bién ban kiém tra (phan hanh chinh, két
Medicament Lycée, GIEN, 45500, 2015 8 for Medicine and Health |Fabre S.A. luan), hodc Site Master File, hodc cung cap CPP va MA sdn pham
Production - Gien |France = |Products Safety (ANSM) dé 1am rd "Dang bao ché rdn khac" |a cic dang bao ché cy thé

E nao.
3 |Kopran Limited Village Savroli, Khalapur, UK GMP <« Medicines and Kopran Limited |D& nghi cdng ty cung cap Bién ban kiém tra (phan hanh chinh, két
Raigad, Maharashtra, IN- 14967 Insp § Healthcare Products luan), hodc Site Master File, hodc cung cap CPP va MA sdn pham
410202, India GMP & |Regulatory Agency dé 1am rd "Dang bao ché rin khac" |a cic dang bao ché cy thé
14967/5900- % (MHRA), United Kingdom nao.
0009 -

4 |Co sé san xuat State Road 933 Km 0.1, IT/GMP/E/8] « Italian Medicines VPDD Janssen Cac Gidy chirng nhdn GMP chuwa duoc chirng nhan va sao theo
Janssen Cilag Mamey Ward, Gurabo, 2014 § Agency Cilag Ltd quy dinh. Yéu cau b6 sung ban gbc/ ban sao cé tinh phap Iy phu
Manufacturing LLC|Portorico, 00778-9, United g hop

States >
(o]
Co s& déng gbi:  [4545 Assembly Drive UK GMP - Italian Medicines
Andersonbrecon [Rockford 61109, United 13509 Insp § Agency
Incorporated States GMP § (3)
13509/4002-| =
0011 e
Co s& xuat xudng: | HC 02 Box 19250, State IT/GMP/E/ 71 < |Medicines and
Janssen-Ortho LLC [Road 933 Km 0.1, Mamey 2014 § Healthcare products
Ward, Gurabo, 00778- © |Regulatory Agency, UK
9629, United States %
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TEN CO’ SO’ SAN o GIAY CH. | NGAY e DN PE NGHI 2 A v . L
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG NOI DUNG CAN BO SUNG GIAI TRINH
5 |Ay 6-8, Hachiman, Kawajima- 4297 v |Ministry of Health, Ajinomoto D& nghj cong ty bé sung gidy phép Iwvu hanh san pham hodc CPP
Pharmaceuticals |machi, Hiki-gun, Saitama, 8 Labour and Welfare Pharmaceuticals |cé dU théng tin vé hoat chat, ndng d6/ham lugng, dang bao ché.
Co., Ltd. Saitama [Japan N |government of Japan Co., Ltd.
Plant g
6 |Daiichi Sankyo 1-12-1, Shinomiya, 4149 i |Ministry of Health, VPDD Daiichi Dé nghj cong ty bé sung gidy phép Iwu hanh san pham hodc CPP
Propharma Co., Hirasuka, Kanagawa, § Labour and Welfare Sankyo cé a0 thdéng tin vé hoat chat, ndng dé/ham lugng, dang bao ché.
Ltd., Japan S |government of Japan (Thailand) Ltd.
% Hiratsuka Plant
o
7 |Merck KGaA Merck KGaA DE_HE_01_ Co quan thdm quyén Merck KGaA 1. Mét s6 dang bao ché duoc néu tai Gidy chirng nhan: " thudc
Frankfurter Strasse 250, |GMP_2013_ blc dong khd", "dang bao ché& ban ran", vién nang mém", "miéng dan"
A18, A31, A32, D3,D9, 0005 tai muc restriction chi chirng nhan cho hoat déng déng géi/ xuat
D11, D12, D15, D24, D25, xuwdng 16, khdng phai 13 toan bd cac cong doan san xuat san
D39, 111, N78, N79, N8O, pham. Cuc Quan ly Duoc khdng tién hanh céng bé.
N90, PH5, PH16, PH23, 2. P8i v&i pham vi chirtng nhan "dang thudc ran khac", "thudc
PH28, PH50, PH51, PH52, mién dich", "thudc cdng nghé sinh hoc" d3 duwoc néu tai muc
PH80, V40, V41, V42, V66, restriction vi vy Cuc Quan ly Duoc cdng bd theo dang bao ché cu
V67; 64293 Darmstadt, thé.
Germany M 3. D& vdi cac dang bao ché co s& dé nghi bd sung thanh "bao gdbm
8 hormon va cac chat cé hoat tinh hormon" dé nghj cong ty cung
§ cap hodc SMF, hodc bién ban kiém tra (phan hanh chinh va két
& luan) hodc CPP/MA clia cac san pham khac ngoai hormon.

4. P6i vai viéc dé nghi bé sung dang bao ché "vién nén bao phim":
Co s& cung cap CPP va MA cla san pham vién nén bao phim
Concor, tuy nhién, tai MA cta san pham lai cé ndi dung vé co s&
san xuat va co s& dong gaéi riéng. Dé nghj cong ty giai trinh vé sai
khac gitra CPP va MA san pham va chirng minh toan bé cac cong
doan san xuat sdn pham dat nguyén tic tiéu chuan Eu-GMP.
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Hospira Australia
Pty Ltd

1-5, 7-23, 25-39 Lexia
Place Mulgrave Vic 3170,
Australia

15/1759
15/1760

16/11/2015

Therapeutic Goods
Administration (TGA),
Australia

Cong ty TNHH
Dugc phdm va
Hoéa chat Nam
Linh

Tai liéu nép kém |13 CPP khéng ¢ thdi han hiéu luc. Cuc Quan ly
Duwoc tam cdng b6 tai danh sich co sé& san xuat thudc dat tiéu
chuin PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cong
b6, dé nghi cong ty cung cap cac tai liéu can c (Gidy chirng nhan
GMP/ Bién ban kiém tra (phan hanh chinh va két luan) dé thé hién
ngay kiém tra GMP tai co s& san xuat san pham dé nghi cong bé.
Né&u qua thoi han trén, Cuc Quan ly Duoc s& rut co s san xuat
khéi danh sach.

Eisai Co., Ltd.

4-6-10 Koishikawa, Bunkyo:
Ku, Tokyo, Japan

4488

11/12/2015

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Cong ty TNHH
DKSH Viét Nam

Gidy chirng nhan CPP khéng ghi thoi han ¢ hiéu lyc. Cuc Quan ly
Duwoc tam cdng b6 tai danh sich co sé& san xuat thudc dat tiéu
chuan PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay cdng
b6, dé nghj cong ty cung cap cdc tai liéu lam cdn c&r dé xac dinh
thoi han ¢é hiéu lue cda GCN nay (nhu Gidy chirng nhan GMP/
Bién ban kiém tra (phan hanh chinh va két luan) c6 thé hién ngay
kiém tra GMP tai co s& san xuat sdn pham dé nghi céng bd). Néu
qua thoi han trén, Cuc Quan ly Dugc sé rut co s& san xuat khéi
danh sach.
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