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 DPAT YEU CAU
POT 29
( Theo cong van s6 11676/QLD-CL ngay 01/07/2015 cua Cuc Quan ly Dugc)
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XUAT CAP ALt :
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Cong ty dé nghi b6 sung thanh "bao
gdm ca". Tuy nhién, tai SMF cua cong
Salutas Pharma GmbH o con Y bao gom ci 2 nha méy sin xuat,
| [salutas Pharma|Otto-von-Guericke-Allee |DE_ST_01_GM & Co quan thim Novgrtis Yidanh sach san phim khong thé hién
GmbH 1, 39179  Barleben,|P_2013 0005 S quyén Dt (Singapore) san xudt tai nha may nao va co hoat
Germany Q gap chat 14 gi nén chua du can cu dé diéu
chinh pham vi thanh "bao gdm ca".
Avinguda Cami Reial, 51- . Cong ty 4 cong b i sih o 23
. S S - . :
. Uriach  y|>7 Poligon Industrial Riera)\ ey 4o5/005/c | S Ministry of Health) Cong Y|NCF/1405/001/CAT; cic néi dung
2 . de Caldes, 08184 - Palau - PN of Government of|Hyphens R z.
Compania, SA . . AT o . . khong thay doi.
Solita i Plegamans & Catalonia - Spain |Pharma Pte Ltd R - Lo ) R .
(Barcelona), Spain s Khéng céng bo lai do cac thong tin
9P khong co su thay doi.
Gidy chung nhan la ban in tir Eudra,
cbng chiang khdng ching nhan cho
HC 02 Box 19250, State tinh chinh xé4c ciia Gidy ching nhan
Road 933 Km 0.1, Mamey|IT/GMP/E/7- Italian Medicines|Cong ty[(cbng ching l& ban cua cong ty),
3 Janssen - Ortho LLC Ward, Gurabo, 00778-|2014 23/06/2014 Agency Janssen - Cilag |khong phai bai sao tir ban chinh,
9629, United States khong phu hop véi quy dinh vé chimg
thuc, sao gidy to phap ly cua Viét
Nam.
Nichi-lko 6-21, Sogawa 1-chome, G;lay ﬂCPP\A thl? Y At.rang. e nghi cung
. . cap ban day du noi dung.
Pharmaceutical Co.,|Toyama-shi, Toyama, - R 2
Ltd Japan Japan Ministry of Co‘ng ty c¢b
4 . . 5013 10/02/2015 |Health, Labour|phan duoc
(Nichi-lko (205-1,  Shimoumezama and Welfare him Ha Noi
Pharmaceutical Co.,|Namerikawa-shi, Toyama, pham Ha ot

Ltd. Toyama Plant 1)

Japan)
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Argentina Giay ching nhin khong c6 néi dung
Valentin Torra 4880 (Zip 20132014 ) National Cong ty TNHH vé pham vi chimg nhan.
5 Lafedar S.A Code 3100), of the City of 14/01/2015 |Administration of|dugc pham
i 000048 -15
Prana, Argentina Drugs, Food and|{DoHa
Medical Divices.
3256/CPOB/A/I Thoi diém kiém tra trude thoi diém
JI. Raya Serang km. 17(X/10 Indonesia Cong ty TNHH Indonesia la thanh vién caa PIC/S. No6i
. . |Desa Bojong, Kecamatan|3258/CPOB/A/I National Agency . |dung Gidy ching nhan khong dé cap
6 |PT. Sunthi Sepuri Cikupa, Kabupaten|X/10 08/09/2010 ¢ Drug and glg(':a pham|, nguyén tic tiéu chuin GMP theo
Tangerang, Indonesia 3254/CPOB/A/I Food Control PIC/S.
X/10
Elverum Plant Norwegian gaI;%gZIﬁgE}'u cong b0 sin pham
7 Takeda Nycomed AS [Solbaervegen 5 NO-2409,(12/14422-2 26/11/2012 |Medicines Abb Vie Inc. S . ,
Elverum. Norwa Agency- Norwa Tai thoi diém hién tai, Giay chung
' y gency y nhén hét han.
Co s& dé nghi cong bd san pham
Vetter Pharma- Vetter Pharma-Fertigung Eh%wlig;térlfiéunhr:? It’ro::go fé(})lﬁrslﬁ
\ Schutzenstr. 87 und 99-|DE_BW 01 GM Co quan thim . 1oNg €0 fal ficu phap 1y nab chung
8 Fertigung GmbH & 28/06/2012 A Abb Vie Inc. |minh san pham dugc san xuat tai co
101 88212 Ravensburg,|P_2012_0054 quyén Puc \ - R Iy 2 s oA
Co. KG s0. Khdng cdng bo san pham ma cong
Germany S N A
bo cac day chuyén nhu pham vi ghi
trong GCN.
1 rue Comte de Sinard, HPE/ER/281/201 Cong ty TNHH I}?;ntigtlhifm hién tai, Gidy chimg
9 Haupt Pharma Livron |26250 Livron Sur Drome, 4 29/12/2014 |ANSM Sanofi-Aventis : o
France Viét Nam
Tai thoi diém hién tai, Iran chwa phai
Ronak Rargar Blvd. Azadegan 2 Ministry of Health| _. thanh vién cia PIC/S, EU.
10 [Biopharmaceutical Ave.  Azadegan - Blvd. and Medical Cong ty TNHH
P Kaveh Industrial City, DP Viét Lam

Co.

Saveh - IRAN

Education - IRAN
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Co so san xuat thudc & Canada nay
dugc co quan c6 tham quyén ching
Canada  Health nhan dat tiéu chuin GMP-WHO, ngi
. 59 Welland Vale RD St. . dung Giay chimg nhan khdng c6 théng
pq  |Blolyse o Pharmal e rines, Ontario, 58762 22/0/2014 |Products - andCong ty TNHHG 0766 duoe Tuu hanh tai nude so
Corporation Food Branch|(DP Viét Lam . .
Canada L2S 3Y2 Inspectorate tai hay khong.
P Gidy chimg nhan khong dung quy
dinh.
. C-1, Sara Industrial Estate, Ministry of Health| Troikaa TaIA ficu ke.m tr)eo Ifhong phal; Chu.rig
Troikaa . . |nhan GMP; Yé&u cau cung cap giay
12 Pharmaceuticals Ltd Selaqui, Dehradun- and Welfare,|Pharmaceutical hime nhan GMP th dinh
248197, Uttarakhand, India Taipei s Ltd chumg nhan €0 quy ¢inh.
Cerkezkoy Organize Turkish . 2 Tai tho (.,i.lem\ hlen.fal’ Tho NiT NKy
Sanayi Bolgesi, Karaagac Medicines  and Cong ty colkhbng phai thanh vién ctia EU, ciing
13  |Deva Holding Mah. Ataturk Cad. No: 32 09476 Medical Devices pﬁgiln . Eifl;gc khong phai thanh vién cua PIC/S.
Kapakli/Tekirda, Turkey Agency P Y




