PHU LUC 1: DANH SACH HO SO PE NGHI CONG BO CO SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
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XUAT : CAP ALt s :
CONG BO
Estrada  Dr. Lourival Tai thoi diém hién tai, Brasil chua la
1 Agila Especialidades|Martins Beda No. 1118,/11.643.096/0001- 10/11/2011 Co quan tham|GlaxoSmithKli |thanh vién cta PIC/S
Farmaceuticas Ltda |Bairro: Donana - Campos|22 quyén Brasil ne Pte Ltd
dos Goytacazes RJ, Brasil
. National Agency Gl?il?/ c\hung nhe;}n la bvan Irj mau kh?ng
S.C. Sindan - Pharma B-dul lon Mihalache nr. for Medicines and| Actavis phai la ban goc hoac ban sao cbng
2 e 11, sector 1, Bucuresti, cod|017/2013/RO 07/06/2013 . . . chung c6 hop phap hoa lanh sy.
SR.L . Medical Devices -|International
011171, Romania .
Romania
Lotus Pharmaceutical glfr)\j(r)] Ch\i?lgljgogg ﬁ;rigu Department  of|Céng ty TNHH|Tai thoi diém kiém tra va cip Gidy
3 nsing ge, 7580 02/10/2012 |Health ~ Taiwan,|DUgc  phdm|ching nhan, Pai Loan chua 14 thanh
Co., Lt City, Nantou County 540, A,
. R.O.C Quang Anh vién cua PIC/S
Talwan
CB;ilsi((;)Si(r:r;llghKll\llrlie derGIaxoSmithKIine
A Smithi“ne Beeacham Biologicals DE_SN_01_GM | -0, |Co guan tham|GlaxoSmithKli |Gidy ching nhan d3 hét han tai thoi
Pharma Zirkusstrabe 40, 01069|P_2011 0018 quyén Birc ne Pte Ltd diém Cuc Quén 1y duge nhan hd so.
GmbH&Co KG Dresden, Saxony, Germany
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San pham: Cletus
(Co so san xudt san pham chd dong
goi: Valpharma International S.P.A -
Via G. Morgagni, 2-61016 Pennabilli
. (RN), Italia.
5 Valpharma Via G. Morgagni, 2-61016 Italian Medicines gzg% ty TNhlgrl;ll Co s dong goi: Special Product's Line
International S.P.A  [Pennabilli (RN), Italia Agency AIFA P S.P.A - Via Campobello, 15 - 00040
Lién Hop . .
Pomezia (RM), Italia)
Co so san xuat Valpharma tai Gidy
chimg nhéan sé 1T/66-5/H/2011 da hét
hiéu lyc tai thoi diém Cuc Quan ly
duoc nhén ho so.
Swiss Agency for|B.Braun Cuc Quan ly dugc chi tién hanh cong
. Route de Sorge 9, 1023 Therapeutic Medical b tén va dia chi nha méy san xuét theo
6 B.Braun Medical AG Crissier, Switzerland 12-1540 06/08/2012 Products Industries  Sdn|Gidy chimg nhan, khéng cong b tén
(Swissmedic) Bhd va dia chi van phong.
Gidy chtmg nhan GMP do Australia
JI. Jend.A. Yani, Pulo mas, Therapeutic Cong ty TNHH cap da het. Pleu b, Congmty nQ;p t?im
. . MI-24082006- Goods . ._|gia han hiéu luc, tuy nhién so giay
7 PT Aventis Pharma |Jakarta Timur 13210, 08/09/2010 L Sanofi-Aventis |~ , N ea ik , Y
. CE-000787-12 Administration, on ching nhan trén Giay ching nhan hét
Indonesia . Viét Nam A N Y , -
Australia hiéu lyc va so cua gidy chirng nhén
duogc gia han khong trung nhau
. National Agency]| .
. JI. Jenderal Ahmad Yani,|qe o000 for Drug and| o9 TNHHI Lo hei diém cép Gidy chimg nhan,
8 PT Aventis Pharma |Pulomas, Jakarta 13210, 31/05/2010 Sanofi-Aventis : o A,
i /10 Food Control,|_ .. Indonesia chua la thanh vién ciaa PIC/S
Indonesia . Viét Nam
Indonesia
I 515/1 Soi 8 Pattana 3 Road Therapeutic Céc tai liéu nop khong la Giay chimg
Mega  Lifesciences i Mega . ]\ C oA 2
. Bangpoo Industrial Estate, Goods e nhan GMP, dé nghi nop ban GMP goc
9 Public Company L Lifesciences 2 N \
o Samutprakarn 10280, Administration, do co quan tham quyén cap cho co s&
Limited . . Ltd \ P
Thailand Australia san xuat.
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Plot No 876, NH No8§, Department  of
10 Marck  Biosciences|Village-Hariyala, Tal- Hegl th Executive Cong ty Marck|Tai liéu cung cap khong l1a Gidy chimg
Ltd. Matar, Dist-Kheda- Yuan ' Biosciences Ltd|nhan GMP hoac CPP.
387411, Gujarat, India
Oncotec Pharma A
1 Oncotec Pharma|Produktion GmbH DE_ST 01_GM 30/11/2012 Co quan tham (?523 ty TNhlgrl;ll Tai liéu chua c6 hop phap hoa lanh su
Produktion GmbH  |Am Pharmapark, 06861(P_2012_ 0029 quyén Puc s P va cong chung.
Viét Phép
Dessau-Roblau, Germany
. National Agency| - .
. B-dul lon Mihalache nr. - Cong ty TNHH|_... ... ] C ik
1p [>C Sindan-Pharmal,, "o ior 1, Bucuresti, cod|016/2013/RO |07/06/2013  |TOF Medicines and] ot | 1A liéu chua co hop phap hoa lanh sy
SR.L . Medical Devices -|_ .. ", va cong chung.
011171, Romania . Viét Phap
Romania
Carr # 933 Km 0.1, United States N £ A i ek ,
13 [Janssen Ortho LLC |Mamey Ward, Gurabo, PR Food and Drug E/:TEDL_ﬁgnssen I}?Iilglwt[:;r;? i:apcllifll)ong 1a Gidy chimg
00778, USA Administration J i odc LA
.. |State Road 933 Km. ).1, United States A £ A s ek ,
14 Janssen Cilag Mamey Ward, Gurabo, PR Food and Drug VVPDD Janssen|Tai liéu cung cap khong la Giay chiing

manufacturing LLC

00778, USA

Administration

Cilag LTD

nhan GMP hoac CPP.




