DENOMINAZIONE

. DECISIONE N E
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco umer(_’ U_ PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
o . ) http://www.agenzia http://www.agenzia
Eli Lilly Regional Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
ABASRIA EMEA/H/C/2835 A10AE04 Insulin glargine Operations giu-14 09-set-14 31-ott-14 10-nov-14 Equivalente / 043658 1/8 1445 09/12/2014  |default/files/Determ|  03/01/2015 |default/files/Determ
GmbH. Biosimilare ina_1445_del_09.12 ina_2015_1445_GU.
.2014.PDF pdf
. . http://www.agenzia
Otsuka Prima ?at:ggﬁ\gwx?f;?;l:/ farmaco.gov.it/sites/
ABILIFY MAINTENA EMEA/H/C/2755 NO5AX12  |Aripiprazole Pharmaceutical set-13 15-nov-13 28-dic-13 13-gen-14 autorizazione 043143 01/04 86 29/01/2014 default/%ﬁes/'DETER 21/02/14 default/files/Determ
Europe Ltd. MINA_86NP.pdf |fna_2014_86_Gu.pd
http://www.agenzia http://www.agenzia
EMEA/H/C/2755/1A/ o Otsuka ) ) Nuove farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
ABILIFY MAINTENA 15/G NO5AX12 Aripiprazole Pharmaceutical gen-16 28-apr-16 27-mag-16 13-giu-16 L 043143 05/08 877 06/07/2016  |default/files/DETER 23/07/2016 |default/files/Determ
Europe Ltd. confezioni MINA_NC_CTS_GIU ina_2016_877_GU.p
GNO_877.pdf df
http://www.agenzia http://www.agenzia
Celeene Europe N farmaco.gov.it/sites/ farmaco.gov.it/sites/
ABRAXANE EMEA/H/C/778 L01CDO1  |paclitaxel ¥ & ) P set-13 03-dic-13 31-gen-14 10feb-14 | OV 039399 02 176 27/02/2014  |default/files/Determ|  17/03/14  |default/files/Determ
imite confezioni ina_n._176_2014.pd ina2014_176_GU.pd
f f
Medice http://www.agenzia http://www.agenzia
Arzneimittel Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ABSEAMED EMEA/H/C/727 BO3XA01 epoetin alfa . b NA 21-mar-14 25-apr-14 12-mag-14 L 038494 53/55 621 23/06/2014 |default/files/Determ 11/07/14 default/files/Determ
Putter GmbH & confezioni ina_621_del_2014.p ina_621_2014_GU.p
CoKG df df
http://www.agenzia http://www.agenzia
Accord Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ACCOFIL EMEA/H/C/3956 LO3AA02 Filgrastim Healthcare lug-14 18-set-14 31-ott-14 10-nov-14 . . 043615 1/4 1445 09/12/2014  |default/files/Determ 03/01/2015 default/files/Determ
Limited autorizzazione ina_1445_del_09.12 ina_2015_1445_GU.
.2014.PDF pdf
In attesa che il
FGK titolare adempia agli
Pri . -
ACIDO COLICO FGK EMEA/H/C/2081 AO5AA03 |cholic acid Representative gen-14 04-apr-14 29-mag-14 09-giu-14 nma- 043363 01/02 _ obblighi previst] _
e . autorizzazione — dalla Decisione -
Service GmbH Comunitaria (lettera
del 16/06/14)
. http://www.agenzia http://www.agenzia
ACIDO IBANDRONICO Accord Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2638 MO5BA06  |Acido ibandronico |Healthcare set-12 19-nov-12 28-dic-12 09-gen-13 Equivalente / 042505 01/04 290 14/03/2013 |default/files/determ 28/03/13 default/files/determ
ACCORD . N i i
A Limited Biosimilare ina2013_290_14032 ina_290_2013_GU.p
013.pdf df
Accord http://www.agenzia ?ttp://www.éger\zia
ACIDO IBANDRONICO o _ Nuove farmaco.gov.it/sites/ armaco.gov. t/sites/
EMEA/H/C/2638/X/6 MO5BAO06 Acido ibandronico |Healthcare gen-15 23-mar-15 05-mag-15 18-mag-15 L 042505 5/6 775 15/06/2015 ; 25/06/2015 default/files/Determ
ACCORD confezioni default/files/DETER X
—_— Limited MINA_775.pdf ina_2015_775_GU.p
- df
. . . http://www.agenzia
Accord Generico / http.//www.zfgerﬁua farmaco.gov.it/sites/
ACIDO ZOLEDRONICO . . i farmaco.gov.it/sites/
ACCORD EMEA/H/C/2667 MO5BA08  |Acido zoledronico |Healthcare nov-13 16-gen-14 28-feb-14 10-mar-14  |Equivalente / 043198 01/03 334 01/04/2014 default/files/determ 23/04/14 default/files/Determ
- Limited Biosimilare ina_334NG.pdf ina_2014_n._334_G
- U.pdf
. http://www.agenzia http://www.agenzia
ACIDO ZOLEDRONICO Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
HOSPIRA EMEA/H/C/2365 MO5BA08 |Acido zoledronico |Hospira UK Ltd set-12 19-nov-12 28-dic-12 12-mar-13 Equivalente / 042486 01/04 367 05/04/2013  |default/files/determ 06/05/13 default/files/Determ
—_— Biosimilare ina_367_05042013. ina_367-
pdf 2013_GU.pdf
medac . http://www.agenzia http://www.agenzia
ACIDO ZOLEDRONICO EMEA/H/C/PSUSA/3 ) ) G?S.EIISChaft far Nuove farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
MO5BA08  |zoledronic acid klinische apr-16 29 Jun 2016 29-lug-16 12-set-16 o 042333 7 1295 22/09/2016  |default/files/DETER 11/10/2016 |default/files/Determ
MEDAC 149/201508 confezioni ;
MEUAL Spezialpriparat MINA_1295- ina_2016_1295_GU.
2016.pdf pdf
e mbH
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002667/human_med_001722.jsp&mid=WC0b01ac058001d124
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002365/human_med_001601.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_367_05042013.pdf
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002359/human_med_001577.jsp&mid=WC0b01ac058001d124
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DENOMINAZIONE

) DECISIONE . . Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
http://www.zfgerﬁzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
ACIDO ZOLEDRONICO . . 07/04/2014 e |Nuove default/files/Determ e
MYLAN EMEA/H/C/2482 MO5BA08 |Acido zoledronico [Mylan S.A.S NA 20-feb-14 28-mar-14 12/05/2014 |confezioni 042342 04 567 09/06/2014 ina_567 09.06.2014 17/06/14 ?nifaslst;flleS/Determ
_acido_zole_myla.p -
df 2014_GU.pdf
http://www.agenzia http://www.agenzia
Teva Pharma Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ACIDO ZOLEDRONICO TEVA |EMEA/H/C/2439/X/8 MO5BA08  |Acido Zoledronico lug-14 01l-ott-14 28-nov-14 10-dic-14 L 042230 07/09 53 26/01/2015 |default/files/determ 19/02/2015  |default/files/Determ
B.vV. confezioni ina_53_ACIDO_ZOLE ina_2015_53_GU.pd
DRONICO_TEVA.pdf f
In attesa cheiil
G : titolare adempia agli
ACIDO ZOLEDRONICO TEVA EMEA/H/C/2805 MOSBAOS | Acid ledroni Teva Generics 1 27 14 25 14 12 14 Een.erllco/ 043338 01/05 obblighi previsti
GENERICS cido zoledronico BV gen- -mar- -apr- -mag- (.qm.va.ente / / o _ dalla Decisione _ _
Biosimilare Comunitaria (lettera
del 16/05/14)
In attesa cheiil
titolare adempia agli
ACIDO ZOLEDRONICO TEVA |EMEA/H/C/2437/IB Teva Pharma Nuove ighi isti
/HIC2837/18) | \10sA08 [ Acido zoledronico ND 20-nov-13 28-dic-13 13-gen-14 . 043144 05 . _ obblighi previst] _ _
PHARMA 6 B.V. confezioni dalla Decisione
Comunitaria (lettera
del 14/01/14)
/ http://www.agenzia http://www.agenzia
. . Generico farmaco.gov.it/sites/ ’ :
Telmisartan and Actavis Gro -gov. .gov.it/si
ACTELSAR HCT EMEA/H/C/2381 CO9DA07 diure'ﬁcs o :'h . up gen-13 13-mar-13 26-apr-13 14-mag-13  |Equivalente / 042714 01/41 579 17/06/2013  |default/files/Determ|  05/07/13 zae'fr;‘jlct‘;fﬁ‘e’: /';/e St':f;/
' Biosimilare ;”;12;025;579' ina_2013-579_0.pdf
e
EMEA/H/C/427/WS, Insulin human Novo Nordisk Nuove .gov.it/si o
ACTRAPHANE /HIC/A2TIWS] | 10ApO1 giu-14 23-mar-15 05-mag-15 18-mag-15 o 035936 36/37 777 15/06/2015 |/ rmaco-govtsites/| e 015 |default/files/Determ
454 (rDNA) A/S confezioni default/files/DETER ina 2015 777 GU
MINA_777.pdf PR P
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ADASUVE EMEA/H/C/2400 NO5AHO01 Loxapina Alexza UK Ltd dic-12 20-feb-13 28-mar-13 10-apr-13 . . 042696 01/02 456 20/04/2015 |default/files/DETER 06/05/15 default/files/Determ
autorizzazione MINA_456_NP_CTS3 ina_2015_456_GU.p
14.pdf df
http://www.agenzia http://www.agenzia
Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ADASUVE EMEA/H/C/2400 NO5AHO1 Loxapina Alexza UK Ltd NA 03-lug-14 25-lug-14 15-set-14 L 042696 03/04 456 20/04/2015  |default/files/DETER 06/05/15 default/files/Determ
confezioni MINA_456_NP_CTS3 ina_2015_456_GU.p
14.pdf df
Takeda Global
b Research and Non applicabile
Brentuxima Prima
ADCETRIS EMEA/H/C/2455 LOIXC12 o Development lug-12 25-0tt-12 30-nov-12 09-gen-13 ma- 042448 o1 o _ (precedente _ _
vedotin autorizzazione provvedimento
Centre (Europe) UP&R)
Ltd
http://www.agenzia http://www.agenzia
Bayer Pharma Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ADEMPAS EMEA/H/C/2737 CO2KX05 riociguat gen-14 27-mar-14 25-apr-14 12-mag-14 . . 043333 01/15 620 23/06/2014  [default/files/Determ 11/07/14 default/files/Determ
AG autorizzazione ina_620_del_2014.p ina_620_2014_GU.p
df df
http://www.aifa.gov http://www.aifa.gov
EMEA/H/C/2737/1B/ L Bayer Pharma R Nuove .it/sites/default/files .it/sites/default/files
ADEMPAS 3/G C02KX05 Riociguat AG ott-14 15-ott-15 27-nov-15 05-dic-16 confezioni 043333 16/20 1574 21/12/2016 /DETERMINA. 1574- 05/01/2017 /Determina_ 20161
2016.pdf 574_GU.pdf
http://www.agenzia http://www.agenzia
EMEA/H/C/520/1Ain/ Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ADVATE B02BD02 octocog alfa Baxter AG lug-14 15-gen-15 27-feb-15 23-mar-15 L 036160 11/20 459 20/04/2015  |default/files/DETER 05/05/2015  |default/files/Determ
I 63/G fi
contezioni MINA_459_NC_CTS ina_2015_459_GU.p
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000725/human_med_000675.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_621_2014_GU.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia http://www.agenzia
budesonide / Teva Pharma Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
BIRESP SPIROMAX EMEA/H/C/3890 RO3AKO7 feb-14 28-apr-14 29-mag-14 09-giu-14 R . 043365 01/06 729 17/07/2014 default/files/DETER 11/08/14 default/files/Determ
I formoterol B.V. autorizzazione MINA 729 del 17.0 ina 729-
7.2014.pdf 2014_GU.pdf
Al E Pri
BLINCYTO EMEA/H/C/3731 LOIXC19  |blinatumomab mgen turope ott-15 23-nov-15 30-dic-15 1lgen-16 | 0 044550 1 o o o o o
B.V. autorizzazione
. In attesa che il
Accord Generico / titolare adempia agli
BORTEZOMIB ACCORD EMEA/H/C/3984 LO1XX32 bortezomib Healthcare mag-15 20-lug-15 28-ago-15 15-set-15 Equivalente / 044378 1 - _ obblighi previsti - _
Limited Biosimilare dalla Decisione
Comunitaria
In attesa che il
Hospira UK Generico / titolare adempia agli
Bortezomib Hospira EMEA/H/C/4207 LO1XX32 bortezomib . mag-16 22 Jul 2016 26-ago-16 12-set-16 Equivalente / 044925 1 _ o obblighi previsti - -
Limited R -
Biosimilare dalla Decisione
Comunitaria
Sun . In attesa che il
Pharmaceutical Generico / titolare adempia agli
Bortezomib SUN EMEA/H/C/4076 LO1XX32 bortezomib ) mag-16 22 Jul 2016 26-ago-16 12-set-16 Equivalente / 044926 1 - - obblighi previsti _ o
Industries S dall -
Biosimilare alla Decisione
Europe BV Comunitaria
http://www.agenzia http://www.agenzia
L. . L . Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
BOSULIF EMEA/H/C/2373 LO1XE14 Bosutinib Pfizer Limited gen-13 27-mar-13 26-apr-13 06-giu-13 autorizzazione 042735 01/04 613 01/07/2013 default/files/Determ 12/07/13 default/files/Determ
ina_2013-613.pdf ina_2013_613.pdf
http://www.agenzia ?ttp://www.zfgerﬁzia
o armaco.gov.it/sites/
. . - . Nuove farmaco.gov.it/sites/ N
BOSULIF EMEA/H/C/2373/11/1 LO1XE14 Bosutinib Pfizer Limited NA 23-giu-14 25-lug-14 15-set-14 confezioni 042735 05 1019 26/09/2014 default/files/determ 14/10/14 default/files/Determ
. ina_n._1019-
ina_NC_1019.pdf 2014_GU.pdf
it/ agercia e gonirste
EMEA/H/C/1241/X Nuove f .gov.it/si o
BRILIQUE /R/C/1241/ BO1AC24 ticagrelor AstraZeneca AB|  17-dic-15 18-feb-16 01-apr-16 05-apr-16 wove 040546 7/11 612 29/04/2016 |/ MACCBOVISIES/| g 0e 15016 |default/files/Determ
/29 confezioni default/files/DETER ina_2016_612_GU.p
MINA_NC_612.pdf a0 ‘
http://www.agenzia http://www.agenzia
aclidinium bromide Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
Brimica Genuair EMEA/H/C/3969 RO3ALO5 / formoterol Almirall, S.A. set-14 19-nov-14 30-dic-14 19-gen-15 X . 043773 1/2 148 17/02/2015 |default/files/Determ|  02/03/2015 |default/files/Determ
fumarate dihydrate autorizzazione ina_148_del_17.02. ina_148_2015_GU.p
2015.pdf df
http://www.agenzia
EMEA/H/C/3969/1B/ aclidinium bromide Nuove zar;nalcc/)ﬁov/.g/:'li't;:/ ht;p’://\,\//;vv:.ailfa/.ff?,lov
. . . efault/files .it/sites/default/files
Brimica Genuair 09 RO3ALO5 /formoterél AstraZeneca AB giu-16 22 Aug 2016 30-set-16 10-ott-16 confezioni 043773 3 1472 30/11/2016 MINA_NC_CTS_OTT 21/12/2016 /Determina_2016_1
fumarate dihydrate OBRE_BRIM_DUAK_ 472_GU.pdf
1472.pdf
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
BRINTELLIX EMEA/H/C/2717 NO6AX26 vortioxetine H. Lundbeck A/S ott-13 18-dic-13 31-gen-14 10-feb-14 R . 043187 01/36 180 27/02/2014 |default/files/Determ 18/03/14 default/files/Determ
autorizzazione ina_n._180_2014.pd ina2014_180_GU.pd
f f
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2717/PS Nuove
BRINTELLIX uv/3 /H/c/ / NO6AX26 Vortioxetine H. Lundbeck A/S ott-14 16-dic-14 30-gen-15 16-feb-15 L 043187 37/40 249 05/03/2015 |default/files/Determ 27/03/2015 default/files/Determ
confezioni ina_249_del_05.03. ina_249_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
UCB Pharma Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
BRIVIACT EMEA/H/C/3898 NO3AX23 brivaracetam nov-15 14-gen-16 26-feb-16 07-mar-16 R . 044698 1/22 538 20/04/2016 [default/files/DETER 03/05/2016 |default/files/Determ
SA. autorizzazione MINA_NP_BRIVIACT ina_2016_538_GU.p
_538.pdf df



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003890/human_med_001750.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003731/human_med_001921.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003984/human_med_001882.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004207/human_med_001995.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004076/human_med_001996.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002373/human_med_001613.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_613.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_613.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002373/human_med_001613.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001241/human_med_001398.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_612.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_612.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_612.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_612.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_612_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_612_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_612_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_612_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_612_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003969/human_med_001806.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003969/human_med_001806.jsp&mid=WC0b01ac058001d124
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002717/human_med_001714.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._180_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._180_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._180_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._180_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._180_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_180_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_180_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_180_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_180_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_180_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002717/human_med_001714.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_249_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003898/human_med_001945.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_BRIVIACT_538.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_BRIVIACT_538.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_BRIVIACT_538.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_BRIVIACT_538.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_BRIVIACT_538.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_538_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_538_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_538_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_538_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_538_GU.pdf

DENOMINAZIONE

. DECISIONE N E
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco umer(_’ U_ PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
/ http://www.agenzia http://www.agenzia
. Generico farmaco.gov.it/sites/ farmaco.gov.it/sites/
BUDESONIDE FORMOTEROL budesonide Teva Pharma BOv: BOv:
EMEA/H/C/3951 RO3AK07 . | / v set-14 19-nov-14 30-dic-14 19-gen-15 Equivalente / 043775 1/2 150 17/02/2015 |default/files/Determ|  03/03/2015 |default/files/Determ
TEVA ormotero B.V. Biosimilare ina_150_del_17.02. ina_150_2015_GU.p
2015.pdf df
. http://www.agenzia http://www.agenzia
BUDESONIDE FORMOTEROL budesonide / Teva Pharma _ Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/3953 RO3AKO7 set-14 19-nov-14 30-dic-14 19-gen-15 Equivalente / 043778 1/2 150 17/02/2015 |default/files/Determ 03/03/2015 default/files/Determ
TEVA PHARMAB.V. formoterol B.V. Biosimilare ina_150_del_17.02. ina_150_2015_GU.p
2015.pdf df
) http://www.agenzia http://www.agenzia
Fresenius Kabi Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
BUSULFAN FRESENIUS KABI [EMEA/H/C/2806 LO1ABO1 busulfan | | lug-14 22-set-14 31-ott-14 10-nov-14 Equivalente / 043616 1 1445 09/12/2014 |default/files/Determ|  03/01/2015 |default/files/Determ
Oncology Plc. Biosimilare ina_1445_del_09.12 ina_2015_1445_GU.
.2014.PDF pdf
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2020/T/2 N
BYDUREON /H/c/ a A10BX04 exenatide AstraZeneca AB lug-14 01-ott-14 28-nov-14 10-dic-14 uove_ . 041276 03/04 54 26/01/2015  |default/files/determ 19/02/2015 default/files/Determ
6 confezioni ina_54_BYDUREON. ina_2015_54_GU.pd
pdf f
http://www.agenzia . .
Prima farmaco.goufshes/ oentictate
CABOMETYX EMEA/H/C/4163 LO1XE26 cabozantinib Ipsen Pharma lug-16 9 Sep 2016 28-ott-16 07-nov-16 R . 045106 1/6 1475 30/11/2016  |default/files/DETER 21/12/2016 )
autorizzazione MINA NP CTS NOV /Determina_2016_1
— - 475_GU.pdf
EMBRE_1475.pdf
http://www.agenzia http://www.agenzia
Accord Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
CAPECITABINA ACCORD EMEA/H/C/2386 LO1BCO6 capecitabine Healthcare NA 20-feb-14 28-mar-14 12-mag-14 L 042640 19/27 621 23/06/2014  |default/files/Determ 11/07/14 default/files/Determ
Limited confezioni ina_621_del_2014.p ina_621_2014_GU.p
df df
Medac ) )
. ) http://www.agenzia http://www.agenzia
Gesellschaft fur Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
CAPECITABINA MEDAC EMEA/H/C/2568 LO1BCO6 Capecitabina klinische set-12 19-nov-12 28-dic-12 09-gen-13 Equivalente / 042501 01/42 290 14/03/2013  |default/files/determ 28/03/13 default/files/determ
H = incimi ina2013_290_14032 ina_290_2013_GU.p
Spezialpréaparat Biosimilare o P
013.p
e mbH
Sun Generico / http://www.agenzia http://www.éger\zia
Pharmaceutical farmaco.gov.it/sites/ farmaco.gov.it/sites/
CAPECITABINA SUN EMEA/H/C/002050 LO1BCO6 Capecitabine A apr-13 21-giu-13 30-ago-13 27-set-13 Equivalente / 042823 1/2 886 14/10/2013 default/files/DETER 02/11/13 default/files/Determ
Industries Biosimilare MINA_NG. 886.pdlf ina_2013_886_GU.p
Europe BV - df
. http://www.agenzia
. http://www.agenzia s
CASPOFUNGIN ACCORD . Accord . Gen.erlco / farmaco.gov.it/sites/ farmaco.gov.|t/5|tes/
Cancid EMEA/H/C/4134 J02AX04 caspofungin Healthcare 17-dic-15 11-feb-16 01-apr-16 05-apr-16 Equivalente / 044742 1/2 606 29/04/2016 default/files/DETER 17/05/2016 |default/files/Determ
_(M Limited Biosimilare MINA_NG_606.pdf ina_2016_606_GU.p
- df
Non applicabile
Genzyme Pri
CERDELGA EMEA/H/C/3724 AL6AX10 |eliglustat i nov-14 19-gen-15 27-feb-15 23mar-15 | e 043869 12 _ {precedente _ _
Europe B.V. autorizzazione - provvedimento
UP&R)
http://www.agenzia http://www.agenzia
Simvastatin and Abbott . Prima farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
CHOLIB EMEA/H/C/2559 C10BAO4 ) Healthcare giu-13 26-ago-13 27-set-13 08-ott-13 . . 042945 01/04 1049 20/11/2013  [default/files/DETER 06/12/13 default/files/Determ
fenofibrate Products Ltd autorizzazione MINA_1049_2013.p ina_2013_1049_GU.
df pdf
http://www.agenzia http://www.agenzia
Simvastatina e Abbott Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
CHOLIB EMEA/H/C/2559 C10BA04 fenofibrato Healthcare ND 15-gen-15 27-feb-15 23-mar-15 confezioni 042945 5/6 459 20/04/2015  |default/files/DETER 05/05/2015 default/files/Determ
Products Ltd MINA_459_NC_CTS ina_2015_459_GU.p
3-14.pdf df
http://www.agenzia http://www.agenzia
Eli Lilly Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
CIALIS EMEA/H/C/436 GO4BEO8 tadalafil NA 14-mar-14 25-apr-14 09-giu-14 L 035672 10 730 17/07/2014 default/files/DETER 09/08/14 default/files/Determ
- Nederland B.V. confezioni MINA_730_del_17.0 ina_730-
7.2014.pdf 2014_GU.pdf



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003951/human_med_001807.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003951/human_med_001807.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_150_del_17.02.2015.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1445_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003855/human_med_001967.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_COAGADEX_831.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_COAGADEX_831.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_831_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_831_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_831_GU.pdf
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002640/human_med_001726.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_del_2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_620_2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002490/human_med_001597.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_291_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_291_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_291_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_291_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_291_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_291_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_291_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_291_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_291_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_291_2013_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003729/human_med_001832.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
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. http://www.agenzia http://www.agenzia
Novartis Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
COSENTYX EMEA/H/C/3729/11/2 LO4AC10 secukinumab Europharm ott-15 19-nov-15 30-dic-15 11-gen-16 L 043873 6/7 157 26/01/2016 default/files/DETER 23/02/2016 default/files/Determ
Limited confezioni MINA_157_del_26.0 ina_2016_157_GU.p
1.2016.pdf df
Roche Prima
i
COTELLIC EMEA/H/C/3960 LO1XE38 cobimetinib Registration set-15 20-nov-15 30-dic-15 11-gen-16 R R 044551 1 - _ _ _ .
e autorizzazione
Limited
Non applicabile
Basilea Medical Prima
CRESEMBA EMEA/H/C/2734 JO2AC05  |isavuconazole set-15 15-0tt-15 27-nov-15 09-dic-15 - 044528 1/2 _ _ (precedente _ _
Ltd autorizzazione provvedimento
UP&R)
http://www.agenzia http://www.agenzia
Eli Lilly Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
CYRAMZA EMEA/H/C/2829 LO1XC ramucirumab nov-14 19-dic-14 30-gen-15 16-feb-15 R . 043797 1/3 252 05/03/2015 |default/files/Determ 27/03/2015  |default/files/Determ
Nederland B.V. autorizzazione ina_252_del_05.03. ina_252_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
EMEA/H/C/3768/X/1 Bristol-Myers Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
DAKLINZA 3 JO5AX14 daclatasvir Squibb Pharma apr-16 24 Jun 2016 29-lug-16 12-set-16 confezioni 043542 5/6 1288 22/09/2016  |default/files/DETER 10/10/2016 |default/files/Determ
EEIG MINA_1288- ina_2016_1288_GU.
2016.pdf pdf
Bristol-Myers brima Non applicabile
DAKLINZA EMEA/H/C/3768 JOSAX daclatasvir Squibb Pharma giu-14 22-ago-14 26-set-14 21-ott-14 o 043542 1/4 - o {precedente _ _
autorizzazione provvedimento
EEIG UP&R)
In attesa cheiil
Janssen-Cila Prima titolare adempia agli
DARZALEX EMEA/H/C/4077 LO1XC24 daratumumab . hag apr-16 20 May 2016 24-giu-16 11-lug-16 I . . 044885 01/02 - - obblighi previsti _ o
International NV autorizzazione dalla Decisione
Comunitaria
Non applicabile
Prima
DEFITELIO EMEA/H/C/2393 BO1AX01 |defibrotide Gentium S.p.A. lug-13 18-ott-13 29-nov-13 03-dic-13 'ma - 043066 01 o _ (precedente _ _
autorizzazione provvedimento
UP&R)
ol
Otsuka Novel Prima = f .gov.it/si
DELTYBA EMEA/H/C/2552 JO4AKO6  |delamanid dic-13 28-apr-14 29-mag-14 09-giu-14 L 043367 01/03 871 13/08/2014 |default/files/Determ|  29/08/14 armaco.gov.it/sites/
- Products GmbH autorizzazione ina 871 del 13.08. default/files/Determ
2014_0.pdf ina2014_871.pdf
http://www.agenzia http://www.agenzia
Otsuka Novel Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
DELTYBA EMEA/H/C/2552 JO4AKO6 Delamanid feb-15 24-apr-15 29-mag-15 22-giu-15 L 043367 4 976 17/07/2015 |default/files/DETER 01/08/2015  |default/files/Determ
Products GmbH confezioni MINA_976_del_17.0 ina_2015_976_GU.p
7.2015.pdf df
http://www.agenzia http://www.agenzia
emtricitabine / Gilead Sciences Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
DESCOVY EMEA/H/C/4094 JO5AR17 tenofovir International feb-16 21-apr-16 27-mag-16 13-giu-16 R . 044865 1/4 875 06/07/2016  |default/files/DETER 23/07/2016 |default/files/Determ
alafenamide Limited autorizzazione MINA_NP_CTS_GIU ina_2016_875_GU.p
GNO_875.pdf df
. http://www.agenzia
EMEA/H/C/2419/1B/ Nuove ? ttp'//Www'a?g/erma/ farmaco.gov.it/sites/
DESLORATADINA TEVA RO6AX27 |desloratadine Teva B.V. nd 12 May 2016 24-giu-16 11-lug-16 o 041621 14 1144 26/08/2016 |/amacosovtsites/l g /067016  |default/files/Determ
11 confezioni default/files/DETER ina 2016 1144 GU
MINA_1144_2016.p pdf— -
df
http://www.agenzia http://www.agenzia
i ’ o farmaco.gov.it/sites/
EMEA/H/C/2435/N Actavis Grou Nuove & .gov.
DESLORATADINE ACTAVIS /HIC/2835/N/ | pogaxa7  |desloratadine P NA 16-mar-15 05-mag-15 18-mag-15 o 042030 10/11 777 15/06/2015 |/2rmacoovt/sites/ o0 e 2015 |default/files/Determ
2 PTC ehf. confezioni default/files/DETER ina 2015 777 GU
MINA_777.pdf PR P
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002734/human_med_001907.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002829/human_med_001825.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_252_del_05.03.2015.PDF
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_871.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002552/human_med_001699.jsp&mid=WC0b01ac058001d124
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. COMMISSIONE Confezioni
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. http://www.agenzia http://www.agenzia
DOCETAXEL HOSPIRA UK Hospira UK . Gen.enco / farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
EMEA/H/C/3925 L01CD02 Docetaxel . giu-15 28-ago-15 25-set-15 12-ott-15 Equivalente / 044470 1/3 1392 02/11/2015  |default/files/DETER 16/11/2015  |default/files/Determ
LIMITED Limited Biosimilare MINA_1392_del_02. ina_1392-
11.2015.pdf 2015_GU.pdf
Non applicabile
Fresenius Kabi N
DOCETAXEL KABI EMEA/H/C/2325/1/2|  LO1CDO2  |Docetaxel us Rabl set-12 29-0tt-12 28-dic-12 13feb-13 | "o 042285 05 (precedente _ _
Oncology Plc. confezioni - - provvedimento
UP&R)
http://www.agenzia
EMEA/H/C/3745/18/ aclidinium bromide \ Zarfr’nacc;.gov/.it/sites/ ht;p://m//ww.aifa/.gov
. . . uove efault/files/DETER .it/sites/default/files
Duaklir Genuair 09 RO3ALO5 / formoterél AstraZeneca AB giu-16 22 Aug 2016 30-set-16 10-ott-16 confezioni 043777 3 1472 30/11/2016 MINA_NC_CTS_OTT 21/12/2016 /Determina_2016_1
fumarate dihydrate OBRE_BRIM_DUAK_ 472_GU.pdf
1472.pdf
o . http://www.agenzia http://www.agenzia
aclidinium bromide Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
DUAKLIR GENUAIR EMEA/H/C/3745 RO3ALO5 / formoterol Almirall, S.A. set-14 19-nov-14 30-dic-14 19-gen-15 R R 043777 1/2 148 17/02/2015 |default/files/Determ|  02/03/2015 |default/files/Determ
fumarate dihydrate autorizzazione ina_148_del_17.02. ina_148_2015_GU.p
2015.pdf df
http://www.agenzia http://www.agenzia
oestrogens Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
DUAVIVE EMEA/H/C/2314 pending conjugated / Pfizer Limited ott-14 16-dic-14 30-gen-15 16-feb-15 L 043792 1 251 05/03/2015  |default/files/Determ(  27/03/2015  |default/files/Determ
bazedoxifene autorizzazione ina_251_del_05.03. ina_251_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
Eli Lilly Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
DULOXETINA LILLY EMEA/H/C/4000 NO6AX21 duloxetine ott-14 08-dic-14 30-gen-15 16-feb-15 R X 043795 1/9 251 05/03/2015 |default/files/Determ 27/03/2015 default/files/Determ
Nederland B.V. autorizzazione ina_251_del_05.03. ina_251_2015_GU.p
2015.PDF df
. http://www.agenzia http://www.agenzia
Generics [UK] Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
DULOXETINE MYLAN EMEA/H/C/3981 NO6AX21 Duloxetine Limited apr-15 19-giu-15 31-lug-15 15-set-15 Equivalente / 044267 1/20 1237 24/09/2015  |default/files/DETER 13/10/2015 default/files/Determ
imite Biosimilare MINA_1237_del_24. ina_2015_1237_GU.
09.2015.pdf pdf
. http://www.agenzia http://www.agenzia
Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
DULOXETINE ZENTIVA EMEA/H/C/3935 NO6AX21 duloxetine Zentiva, k.s. giu-15 20-ago-15 25-set-15 12-ott-15 Equivalente / 044472 1/7 1392 02/11/2015 default/files/DETER 16/11/2015 default/files/Determ
Biosimilare MINA_1392_del_02. ina_1392-
11.2015.pdf 2015_GU.pdf
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
budesonide Teva Pharma Prima
DUORESP SPIROMAX A/H/C/2348 RO3AKO7 / feb-14 28-apr-14 29-mag-14 09-giu-14 . . 043366 01/06 729 17/07/2014 |default/files/DETER 11/08/14 default/files/Determ
- formoterol B.V. autorizzazione MINA 729 d )
_729_del_17.0 ina_729-
7.2014.pdf 2014_GU.pdf
Al http://www.agenzia http://www.agenzia
con farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/665/1B/3 Travoprost Nuove
DUOTRAV ; /HIC/BOS/1B/3 | qhiepsy |1V |p| / Laboratories NP NP Pending 2-giu-15 | VOVE 037104 04/06 1240 24/09/2015  |default/files/DETER |  13/10/2015  |default/files/Determ
Timolo (UK) Ltd confezioni MINA_1240_del_24. ina_2015_1240_GU.
09.2015.pdf pdf
. http://www.agenzia
http: .
lamivudine / Merck Sharp & Prima farxﬁ\::g/?f/iriz:/ farmaco.gov.it/sites/
DUTREBIS EMEA/H/C/3823 JO5AR16 . . gen-15 26-mar-15 05-mag-15 18-mag-15 . . 044012 1 774 15/06/2015 ) 25/06/2015 default/files/Determ
— raltegravir Dohme Limited autorizzazione default/files/DETER ina 2015 774 GU
MINA_774.pdf 'd”fa* -IIEEER
http://www.agenzia . .
. Generico / farmaco.gov.it/sites/ http://www.agenzia
. Actavis Group i i N farmaco.gov.it/sites/
EBILFUMIN EMEA/H/C/3717 JO5AHO02 Oseltamivir mar-14 22-mag-14 27-giu-14 01-lug-14 Equivalente / 043439 01/06 799 25/07/2014  |default/files/Determ 29/08/14 )
E— PTC ehf. T ina 799 del 25.07 default/files/Determ
Biosimilare ompdt ina2014_799.pdf



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003925/human_med_001883.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003925/human_med_001883.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002325/human_med_001561.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003745/human_med_001811.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_CTS_OTTOBRE_BRIM_DUAK_1472.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1472_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003745/human_med_001811.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_del_17.02.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_148_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002314/human_med_001824.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004000/human_med_001828.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003981/human_med_001871.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1237_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1237_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1237_del_24.09.2015.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1237_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1237_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1237_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1237_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1237_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1237_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003935/human_med_001894.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1392_del_02.11.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1392-2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002348/human_med_001749.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000665/human_med_000747.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1240_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1240_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1240_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1240_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1240_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1240_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1240_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1240_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1240_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1240_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003823/human_med_001850.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_774.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_774.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_774.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_774.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_774_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_774_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_774_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_774_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_774_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003717/human_med_001770.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_799_del_25.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_799_del_25.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_799_del_25.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_799_del_25.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_799_del_25.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_799.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_799.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_799.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_799.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia http://www.agenzia
dapagliflozin / Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
EBYMECT EMEA/H/C/4162 A10BD15 . AstraZeneca AB set-15 16-nov-15 30-dic-15 11-gen-16 K X 044556 1/12 161 26/01/2016 default/files/DETER 22/02/2016 default/files/Determ
metfomin autorizzazione MINA_161_del_26.0 ina_2016_161_GU.p
1.2016.pdf df
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
EDISTRIDE EMEA/H/C/4161 A10BX09 dapagliflozin AstraZeneca AB giu-15 09-nov-15 30-dic-15 11-gen-16 R . 044552 1/10 161 26/01/2016 |default/files/DETER 22/02/2016 |default/files/Determ
autorizzazione MINA_161_del_26.0 ina_2016_161_GU.p
1.2016.pdf df
e
EMEA/H/C/2352/IAi Teva Pharma Nuove f .gov.it/si g
EFAVIRENZ TEVA /HICI2352 | 0caGos  |Efavirenz v NA 04-lug-14 29-ago-14 15-set-14 wove 043172 11 1019 26/09/2014 da':’alct‘/’ff“/g/ i'tes/ 14/10/14  |default/files/Determ
n/10/G B.V. confezioni default/files/determ ina n. 1015-
ina_NC_1019.pdf -
2014_GU.pdf
. http://www.agenzia
http: .
EMEA/H/C/896/WS/ Metformina e Merck Sharp & Nuove farr:gé\:.vgv:),\:/?f/i?tzelj/ farmaco.gov.it/sites/
EFFICIB A10BDO7 L . NA 03-giu-14 25-lug-14 15-set-14 . 038773 17/22 1019 26/09/2014 ) 14/10/14 default/files/Determ
559 sitagliptin Dohme Limited confezioni default/files/determ ina n. 1019-
ina_NC_1019.pdf 2014_GU.pdf
http://www.agenzia . .
EMEA/H/C/2148/X/4 Bristol-Myers Nuove farmaco.gov.it/sites/ e/ o agereia
uov oov it/si
ELIQUIS BO1AFO2  |Apixaban Squibb/Pfizer set-12 19-nov-12 28-dic-12 13-feb-13 . 041225 06/12 292 14/03/2013  |default/files/determ | 28/03/13 | aco-gov-it/sites/
/G confezioni ina2013 292 14032 default/files/GU292-
EEIG 013 Opaf - 2013sm.pdf
http://www.agenzia http://www.agenzia
EMEA/H/C/2148/X/4 Bristol-Myers Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ELIQUIS /G BO1AF02 Apixaban Squibb/Pfizer set-12 19-nov-12 28-dic-12 12-mar-13 . 041225 13 368 05/04/2013  |default/files/determ 06/05/13 default/files/Determ
EEIG confezioni ina_368_05042013, ina_368-
pdf 2013_GU.pdf
EMIEA/H/C/2148/x/4 Bristol-Myers Nuove ?ttp://www.ag/enzia/ ?ttp://www.ag/enzia/
. . . . uov armaco.gov.it/sites armaco.gov.it/sites,
ELIQUIS /G BO1AF02 Apixaban Squibb/Pfizer set-12 19-nov-12 28-dic-12 14-mag-13 confezioni 041225 06/12 590 21/06/2013 default/files/determ 06/07/13 default/files/Determ
EEIG ina_590.pdf ina_2013-590_0.pdf
http://www.agenzia http://www.agenzia
Bristol-Myers farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2148/11/1 Nuove o e
ELIQUIS 4/G /H/c/ N/ BO1AF02 Apixaban 2,5 mg Squibb/Pfizer giu-14 28-lug-14 29-ago-14 15-set-14 o 041225 14/15 46 26/01/2015 [default/files/determ [ 18/02/2015  [default/files/Determ
EEIG confezioni ina_46_ELIQUIS.pdf ina_2015_46_GU.pd
f
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
. Biogen Idec . Prima ‘ :
ELOCTA Non presente Pending efmoroctocogalfa | . set-15 19-nov-15 30-dic-15 11-gen-16 R . 044563 1/7 161 26/01/2016 |default/files/DETER 22/02/2016 |default/files/Determ
Limited autorizzazione MINA_161_del_26.0 ina_2016_161_GU.p
1.2016.pdf df
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/527/X/49 Merck Sharp & Nuove
EMEND G /HIC/S27/X/ A04AD12 aprepitant . p ott-15 16-dic-15 29-gen-16 13-giu-16 oV L 036167 11 833 21/06/2016  |default/files/DETER 08/07/2016  |default/files/Determ
/ Dohme Limited confezioni MINA_NC_EMEND_ ina_2016_833_GU.p
833.pdf df
http://www.agenzia http://www.agenzia
Bristol-Myers Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1235_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1235_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1235_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1235_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1235_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1235_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1235_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1235_GU.pdf
http://www.ema.europa.eu/
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004042/human_med_001940.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002202/human_med_001433.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002280/human_med_001698.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1138.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1138.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1138.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1138.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1138_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1138_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1138_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1138_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1138_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002145/human_med_001480.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002709/human_med_001719.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002709/human_med_001719.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002709/human_med_001719.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_729_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_729-2014_GU.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco . PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
. http://www.agenzia http://www.agenzia
Generico / P .'g ) farmaco.gov.it/sites/
. . Apotex Europe . i farmaco.gov.it/sites/ N
GRASTOFIL EMEA/H/C/2150 LO3AA02 filgrastim lug-13 18-ott-13 29-nov-13 03-dic-13 Equivalente / 043068 01/04 1140 12/12/2013 default/files/DETER 28/12/2013  [default/files/Determ
BV Biosimilare MINA 1140.pdf ina_2013_1140_GU.
_ -p! pdf
http://www.agenzia http://www.agenzia
I farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2084/PS Eisai Europe Nuove
HALAVEN USA/1/25/4//20141/1 LO1XX41 eribulin . P feb-15 17-lug-15 28-ago-15 15-set-15 . 041021 3/4 1247 24/09/2015  |default/files/DETER 12/10/2015  |default/files/Determ
Limited confezioni MINA_1247_del_24. ina_2015_1247_GU.
07.2015.pdf pdf
o Gilead Sciences i Non applicabile
X ledipasvir/sofosbuv . . Prima (precedente
HARVONI EMEA/H/C/3850 Pending ) International set-14 17-nov-14 30-dic-14 19-gen-15 L 043731 1/2 _ _ ) _ _
ir L autorizzazione provvedimento
Limited UP&R)
Non applicabile
PIERRE FABRE X Prima (precedente
HEMANGIOL EMEA/H/C/2621 CO7AA05 ropranolol feb-14 23-apr-14 29-mag-14 09-giu-14 043368 01 . _
—_—— /RIC/ prop DERMATOLOGIE P g g autorizzazione - - provvedimento _
UP&R)
Roch http://www.agenzia http://www.agenzia
oche farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/278/X/00 Nuove
HERCEPTIN 60 /HIC/278/X/ LO1XC03 Trastuzumab Registration giu-13 26-ago-13 27-set-13 08-ott-13 1oV . 034949 02 1050 20/11/2013  [default/files/DETER 06/12/2013  |default/files/Determ
Limited confezioni MINA_1050_2013.p ina_2013_1050_GU.
df pdf
Roch http://www.agenzia http://www.zfgerﬁzia
EMEA/H/C/278/11/78 oche Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
HERCEPTIN /G LO1XC03 Trastuzumab Registration lug-14 06-feb-15 27-mar-15 20-apr-15 . 034949 3 547 08/05/2015 default/files/DETER 21/05/2015  |default/files/Determ
Limited confezioni MINA. 547.pdf ina_2015_547_GU.p
- df
http://www.agenzia http://www.agenzia
Vanda Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
HETLIOZ EMEA/H/C/3870 NO5CHO3 tasimelteon Pharmaceuticals apr-15 03-lug-15 28-ago-15 15-set-15 R . 044394 1 1248 24/09/2015 [default/files/DETER 12/10/2015  |default/files/Determ
- Limited autorizzazione MINA_1248_del_24. ina_2015_1248_GU.
09.2015.pdf pdf
Diphtheria-
hemOph”us Sanofi Pasteur http://www.agenzia http://www.agenzia
influenzae B- S.A. / Sanofi Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
HEXACIMA EMEA/H/C/2702 J07CA09 pertussis- Pasteur MSD, feb-13 17-apr-13 31-mag-13 04-lug-13 autorizzazione 042816 01/07 690 26/07/2013 default/files/determ 12/08/2013 default/files/determ
poliomyelitis- SNC ina_690.pdf ina_690_GU.pdf
tetanus-hepatitis B
Diphtheria-
hemophilus Sanofi Pasteur http://www.agenzia http://www.agenzia
influenzae B- S.A. / Sanofi Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
HEXYON EMEA/H/C/2796 JO7CA09 pertussis- pasteur MSD, feb-13 17-apr-13 31-mag-13 04-lug-13 autorizzazione 042817 01/07 690 26/07/2013 default/files/determ 12/08/2013 default/files/determ
poIiomyeIitis— SNC ina_690.pdf ina_690_GU.pdf
tetanus-hepatitis B
Diphtheria-
hemophilus Sanofi Pasteur http://www.agenzia http://www.agenzia
. ) farmaco.gov.it/sites/ farmaco.gov.it/sites/
nfluenzae B- S.A. / Sanof N
HEXYON EMEA/H/C/2796 jo7caog  |"MMUeEN? / Sanofi gen-15 24-feb-15 27-mar-15 2giu-15 | VOVE 042817 08/09 1243 24/09/2015  |default/files/DETER |  10/10/2015  |default/files/Determ
- pertussis- Pasteur MSD, confezioni MINA_1243_del 24. ina_2015_1243_GU.
poliomyelitis- SNC 09.2015.pdf pdf
tetanus-hepatitis B
ol
human normal CSL Behrin Nuove f; .gov.it/si s
HIZENTRA EMEA/H/C/2127 joeao1 | _ ng ott-13 18-dic-13 31-gen-14 10-mar-14 | 2OV 041157 13/14 337 01/04/2014 |rmaco-govitsites/| 300 014 |default/files/Determ
E— immunoglobulin GmbH confezioni default/files/determ ina 2014 n. 337 G
ina_337NC.pdf U.pdf
Ex vivo expanded o http://www.agenzia http://www.agenzia
autologous human |Chiesi Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
HOLOCLAR pending S01XA19 corneal epithelial  |Farmaceutici dic-14 19-feb-15 27-mar-15 20-apr-15 . . 043909 1 1567 10/12/2015 |default/files/DETER 15/02/2016  |default/files/Determ
cells containing SPA. autorizzazione MINA_1567_del_10. ina_2015_1567_GU.
stem cells 12.2015.pdf pdf



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002150/human_med_001688.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1140.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1140.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1140.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1140.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1140_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1140_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1140_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1140_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1140_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002084/human_med_001427.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1247_del_24.07.2015.pdf
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003850/human_med_001813.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002621/human_med_001752.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000278/human_med_000818.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1050_2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1050_2013.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1050_2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1050_2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1050_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1050_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1050_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1050_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013_1050_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000278/human_med_000818.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_547.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_547.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_547.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_547.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_547_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_547_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_547_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_547_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_547_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003870/human_med_001873.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002702/human_med_001640.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002796/human_med_001641.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_690_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002796/human_med_001641.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1243_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1243_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1243_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1243_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1243_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1243_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1243_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1243_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1243_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1243_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002127/human_med_001440.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002450/human_med_001844.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1567_del_10.12.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1567_del_10.12.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1567_del_10.12.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1567_del_10.12.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1567_del_10.12.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1567_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1567_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1567_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1567_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1567_GU.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia http://www.agenzia
Eli Lilly Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
HUMALOG EMEA/H/C/88/X/125 A10AB0O4 Insulin lispro lug-14 30-set-14 31-ott-14 10-nov-14 L 033637 39/42 250 05/03/2015 |default/files/Determ 27/03/2015 |default/files/Determ
Nederland B.V. confezioni ina_250_del_05.03. ina_250_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/481/11/13 Nuove
HUMIRA 7 /n/c/ag1/i/ LO4AB0O4 Adalimumab AbbVie Ltd giu-15 28-lug-15 28-ago-15 15-set-15 L 035946 11/15 1271 08/10/2015  |default/files/DETER 20/10/2015 default/files/Determ
confezioni MINA_1271_del_08. ina_2015_1271_GU.
10.2015.pdf pdf
http://www.agenzia http://www.agenzia
Immunoglobulins Baxter Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
HYQVIA EMEA/H/C/2491 JO6BA ’|Innovations mar-13 16-mag-13 28-giu-13 04-lug-13 . . 042804 01/05 775 30/08/2013 [default/files/determ 23/09/2013  |default/files/determ
- normal human GmbH autorizzazione ina_HYQVIA_N.775. ina_2013_775_gu.p
pdf df
http://www.agenzia http://www.zfgerﬁzia
Bayer Pharma Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
IBLIAS EMEA/H/C/4147 B02BD02 octocog alfa AG 17-dic-15 18-feb-16 01-apr-16 05-apr-16 aUtorizzazione 044725 1/5 607 29/04/2016 default/files/DETER 17/05/2016 |default/files/Determ
MINA_NP_607.pdf !f*zomjou;u'p
Non applicabile
ARIAD Pharma Prima d
ICLUSIG EMEA/H/C/2695 LO1XE24  |Ponatinib apr-13 01-lug-13 30-ago-13 27-set-13 o 042853 01/04 _ _ (precedsnte _ _
Ltd autorizzazione provvedimento
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- sitagliptin Dohme Limited confezioni default/files/determ ina n. 1015-
ina_NC_1019.pdf 2014_GU.pdf
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/722/WS, Merck Sharp & Nuove
JANUVIA 534 /H/C/722/ WS/ A10BHO1 sitagliptin h . p d mag-14 30-set-14 31-ott-14 10-nov-14 L 037793 19/24 1444 09/12/2014  |default/files/Determ 02/01/2015 default/files/Determ
Dohme Limite confezioni ina_1444_del_09.12 ina_2015_1444_GU.
.2014.PDF pdf
Boehringer http://www.agenzia http://www.agenzia
X . Ingelheim i Prima farmaco.fgov.lt/mtes/ farmaco.gov.it/sites/
JARDIANCE EMEA/H/C/2677 A10BX12 Empagliflozin . mar-14 22-mag-14 27-giu-14 01-lug-14 . . 043443 01/18 881 18/08/2014 |default/files/Determ 29/08/2014 )
- International autorizzazione ina 881 del 18.07. default/files/Determ
GmbH 201_4.pd¥ - ina2014_881.pdf
Boehringer http://www.agenzia http://www.agenzia
. R farmaco.gov.it/sites/ ) o
EMEA/H/C/2279/1B Metformin and Ingelheim Nuove
JENTADUETO JHICI2TSIB] | pgogpry  [MetiorT semet N/A 25-0tt-12 30-nov-12 13-feb-13 . 042203 29/34 292 14/03/2013  |defoul/files/determ | 28/03/2013 | 2rmacoBOvit/sites/
2/G linagliptin International confezioni ina2013 292 14032 default/files/GU292-
GmbH OlS_O.pgf - 2013sm.pdf
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ ) o
ThromboGenics Prima 8
JETREA EMEA/H/C/2381 pending  |OCRIPLASMIN ! gen-13 13-mar-13 26-apr-13 14-mag-13 fma - 042736 01 581 17/06/2013  |default/files/Determ| ~ 05/07/2013 | 2rmaco-govt/sites/
utorizzazi .
E— NV autorizzazione inazione 581- default/files/Determ
20137&;(” ina_2013-581_0.pdf
Non applicabile
EMEA/H/C/2381/X/1 ThromboGenics Nuove
JETREA HIC/23BYXIL] oh1xa2a  |ocriplasmin feb-15 24-apr-15 29-mag-15 22-giu-15 o 042736 2 . {precedente _ _
3 NV confezioni _— provvedimento
UP&R)
In attesa cheiil
Otsuka Prima titolare adempia agli
JINARC EMEA/H/C/2788 Pending tolvaptan Pharmaceutical feb-15 27-mag-15 26-giu-15 20-lug-15 R . 044202 1/13 o _ obblighi previsti - _
Europe Ltd. autorizzazione dalla Decisione
Comunitaria
http://www.agenzia http://www.agenzia
Trastuzumab Roche ) . Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
KADCYLA EMEA/H/C/2389 LO1XC14 X Registration set-13 15-nov-13 28-dic-13 13-gen-14 . . 043092 01/02 170 27/02/2014  |default/files/Determ 18/03/2014 default/files/Determ
E— emtansine Limited autorizzazione ina_n._170_2014.pd ina2014_170_GU.pd
f f
Vertex http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ farmaco.gov.it/sites/
Pharmaceutical 8
KALYDECO i'/v'GEA/ HIC/2494/X/3|  po7ax02  |ivacaftor utealst et 16-nov-15 30-dic-15 11-gen-16  |NUOve 043519 3/4 157 26/01/2016  |default/files/DETER |  23/02/2016  |default/files/Determ
(Europe) confezioni MINA_157_del_26.0 ina_2016_157_GU.p
Limited 1.2016.pdf df
Vertex http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ ) o
EMEA/H/C/2494/X/3 Pharmaceuticals Nuove
KALYDECO /H/C/2494/%/ RO7AX02 |ivacaftor set-15 16-nov-15 30-dic-15 11-gen-16 o 043519 3/4 326 07/03/2016  |default/files/DETER |  23/03/2016 | =rmaco-gov.it/sites/
4/G (Europe) confezioni MINA RETTIFICA K default/files/Determ
Limited ALYDEco_sze.PD} ina_2016_326.pdf
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DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco . PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
In attesa cheiil
. titolare adempia agli
Synageva Prima
KANUMA EMEA/H/C/4004 Pending sebelipase alfa y gev giu-15 28-ago-15 25-set-15 12-ott-15 ! . . 044493 1 - _ obblighi previsti - _
- BioPharma Ltd autorizzazione dalla Decisione
Comunitaria
http://www.agenzia http://www.agenzia
ici i ’ o farmaco.gov.it/sites/
The Medicines Prima f .gov.
KENGREXAL EMEA/H/C/3773 BO1AC25 |cangrelor gen-15 23-mar-15 05-mag-15 18-mag-15 L 044016 1 778 15/06/2015  |/2rmacoov-t/sites/ oo 0012015 |default/files/Determ
E— Company UK Ltd autorizzazione default/files/DETER )
pany ina_2015_778_GU.p
MINA_778.pdf P :
http: . i
. . e
EMEA/H/C/532/IB/3 cobran ove o f .gov.it/si
KENTERA /HIC/S32/18/3 | Goappoa  |oxybutynin 1O NA 16-dic-15 29-gen-16 10feb-16 | "OV¢ 038812 4/5 301 26/02/2016  |default/files/DETER | 19/03/2016 | ormacogov-it/sites/
8 Limited confezioni default/files/Determ
MINA_NC_KENTERA ina. 2016, 301.pdf
_301.pdf -
o
EMEA/H/C/277/WS, Nuove o f .gov.it/si
KEPPRA /RICIZTTIWS] | \o3ax14  |Levetiracetam UCB Pharma SA set-12 18-dic-12 22-feb-13 13-feb-13 . 035039 33/37 292 14/03/2013  |default/files/determ |~ 28/03/2013 | rmaco-80v-it/sites/
242/G confezioni ina2013 297 14032 default/files/GU292-
=, - 2013sm.pdf
013_0.pdf
http://www.agenzia http://www.agenzia
Laboratoire HRA Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
KETOCONAZOLE HRA EMEA/H/C/3906 Pending ketoconazole set-14 19-nov-14 30-dic-14 19-gen-15 . . 043781 ? 203 25/02/2015 [default/files/Determ 16/03/2015  |default/files/Determ
Pharma autorizzazione ina_203_del_25.02. ina_203_2015_GU.p
2015.PDF df
http://www.agenzia
farmaco.gov.it/sites/ http://www.aifa.gov
EMEA/H/C/3820/X/0 . Merck Sharp & . Nuove default/files/DETER .it/sites/default/files
KEYTRUDA 1/6 LO1XC18 pembrolizumab Dohme Limited giu-16 18 Aug 2016 30-set-16 10-ott-16 confezioni 044386 2 1473 30/11/2016 MINA_NC_CTS_OTT 21/12/2016 /Determina_2016_1
OBRE_KEYTRUDA_1 473_GU.pdf
473.pdf
http://www.agenzia http://www.agenzia
Merck Sharp & Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
KEYTRUDA EMEA/H/C/3820 LO1XC18 pembrolizumab L mag-15 17-lug-15 28-ago-15 15-set-15 R . 044386 1 1321 14/10/2015 |default/files/DETER 29/10/2015 |default/files/Determ
Dohme Limited autorizzazione MINA_1321_del_14. ina_2015_1321_GU.
10.2015.pdf pdf
http://www.agenzia . .
Swedish Orphan N farmaco.gov.it/sites/ http.//www.zfgerﬁua
) L i uove N farmaco.gov.it/sites/
KINERET EMEA/H/C/363/X/42 LO4AC03 Anakinra Biovitrum AB set-13 15-nov-13 28-dic-13 13-gen-14 confezioni 035607 05/07 795 24/07/2014  |default/files/Determ|  29/08/2014 default/files/Determ
(publ) ina_795_del_24.07. ina2014_795.pdf
2014.pdf -
http://www.agenzia http://www.aifa.gov
o X farmaco.gov.it/sites/ o e
Eisai Europe Prima . default/fil
Kisplyx EMEA/H/C/4224/00 | LOIXE29  |lenvatinib isal Europ lug-16 25 Aug 2016 30-set-16 10-0tt-16 ma - 045060 1/2 1468 30/11/2016  |default/files/DETER | 20/12/2016  |/sites/default/files
Limited autorizzazione MINA NP CTS OTT /Determina_2016_1
- o= 468_GU.pdf
OBRE_KIS1468.pdf -
In attesa cheiil
KOLBAM (PREVIOUSLY o Retrophin _ Prima titolare adempia agli
EMEA/H/C/2081 AO5AA03  |cholic acid . ott-15 20-nov-15 30-dic-15 11-gen-16 o 043363 1/2 o _ obblighi previsti . .
CHOLIC ACID) Europe Limited autorizzazione dalla Decisione
Comunitaria
http://www.agenzia http://www.agenzia
i ) o farmaco.gov.it/sites/
Bayer Pharma Prima f; .gov.
KOVALTRY EMEA/H/C/3825 B02BD02 octocog alfa y 17-dic-15 18-feb-16 01-apr-16 05-apr-16 'ma 044726 1/10 607 29/04/2016 | MACCBOVISIES/| 0 00 15016 |default/files/Determ
AG autorizzazione default/files/DETER )
ina_2016_607_GU.p
MINA_NP_607.pdf g
http://www.agenzia . .
Savient Pharma Prima farmaco.gov.it/sites/ ?:::{Z::x?f/iin:;:/
KRYSTEXXA EMEA/H/C/2208 MO4AX02 |Pegloticase ott-12 08-gen-13 22-feb-13 10-apr-13 ) ) 042670 01 583 17/06/2013  |default/files/Determ|  06/07/2013 o
I Ireland Ltd autorizzazione - default/files/Determ
inazione_583-
2013 0 ;df ina_2013-583_0.pdf
Amgen Europe Prima
KYPROLIS EMEA/H/C/3790 LO1XX45 carfilzomib g urop ott-15 19-nov-15 30-dic-15 11-gen-16 I . . 044553 1 - _ _ _ _
- B.V. autorizzazione
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Aegerion Pri
LOJUXTA EMEA/H/C/2578 Cl0AX12 |Lomitapide & , mag-13 31-lug-13 30-ago-13 08ott-13 | @ 042920 01/03 (precedente _ _
Pharmaceuticals autorizzazione - - provvedimento
UP&R)
A . http://www.agenzia http://www.agenzia
egerion farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2578/X N
LOJUXTA /R/C/ / C10AX12 Lomitapide Pharmaceuticals 17-dic-15 18-feb-16 0l-apr-16 05-apr-16 uove. . 042920 4/6 700 24/05/2016  |default/files/DETER 17/06/2016  |default/files/Determ
/16 Limited confezioni MINA_700_2016.pd ina_2016_700_GU_
f 0.pdf
http://www.agenzia http://www.agenzia
Teva Pharma Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
LONQUEX EMEA/H/C/2556 LO3AA14 Lipegfilgrastim v mag-13 25-lug-13 30-ago-13 08-ott-13 . . 042919 01/02 993 13/11/2013  |default/files/DETER 28/11/2013 default/files/Determ
B.V. autorizzazione MINA_993_2013.pd ina_2013_993_GU.p
f df
http://www.agenzia http://www.agenzia
trifluridine Les Laboratoires Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
LONSURF EMEA/H/C/3897 LO1BC59 . / . ! feb-16 25-apr-16 27-mag-16 13-giu-16 I R R 044856 1/6 875 06/07/2016 default/files/DETER 23/07/2016 default/files/Determ
- tipiracil Servier autorizzazione MINA_NP_CTS_GIU ina_2016_875_GU.p
GNO_875.pdf df
. http://www.agenzia
: http://www.agenzia o
LOPINAVIR/RITONAVIR o Generico/ farmaco.gov.it/sites/ farmaco.gov.t/sites/
MYLAN EMEA/H/C/4025 JO5AR10 lopinavir / ritonavir [Mylan S.A.S nov-15 14-gen-16 26-feb-16 07-mar-16  |Equivalente / 044696 1/8 438 21/03/2016 default/files/DETER 09/04/2016  |default/files/Determ
I Biosimilare MINA_NG_438.pdf ina_2016_438_GU.p
- - df
http://www.agenzia http://www.agenzia
EMEA/H/C/715/11/40 Novartis Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
LUCENTIS /G S01LAO4 ranibizumab Europharm mag-13 04-lug-13 - 10-mar-14 . 037608 03/04 569 09/06/2014 |default/files/Determ 17/06/2014  |default/files/Determ
Limited confezioni ina_569_09.06.2014 ina_569-
_lucentis.pdf 2014_GU.pdf
EMEA/H/C/715/ A5 Novartis N http://www.aifa.gov
. . . ove Lit/si i
Lucentis SO01LA04 ranibizumab Europharm dic-14 20-lug-15 28-ago-15 07-nov-16 uov L 037608 4 1625 23/12/2016 it/sites/default/files - .
2 . confezioni /DETERMINA_1625-
Limited 2016.pdf
http://www.agenzia http://www.agenzia
) lutetium, isotope of |DB. ) Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
LUMARK EMEA/H/C/2749/ Pending 1 Radiopharmacy apr-15 19-giu-15 31-lug-15 15-set-15 . . 044290 1 1235 24/09/2015  |default/files/DETER 14/10/2015  |default/files/Determ
mass 177 B.V. autorizzazione MINA_1235_del_24. ina_2015_1235_GU.
09.2015.pdf pdf
http://www.agenzia .
EMEA/H/C/391/11/36 Allergan Nuove farmaco.gov.it/sites/| http://www.égeﬁZIa
LUMIGAN SO1EE03  |Bimatoprost Pharmaceuticals ott-12 19-nov-12 28-dic-12 13-feb-13 wove 035447 05/06 292 14/03/2013  |default/files/determ | 28/03/2013 |20 B0vY/sites/
/G confezioni ina2013 292 14032 default/files/GU292-
Ireland 013 Opaf - 2013sm.pdf
http://www.agenzia http://www.agenzia
Lantheus MI UK . Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
LUMINITY EMEA/H/C/654/11/18 VO8DAO4 perflutren imited mag-14 13-mag-15 26-giu-15 20-lug-15 L 037379 2 1245 24/09/2015  |default/files/DETER 10/10/2015 default/files/Determ
Limite confezioni MINA_1245_del_24. ina_2015_1245_GU.
09.2015.pdf pdf
. http://www.agenzia http://www.agenzia
Navidea Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
LYMPHOSEEK EMEA/H/C/2085 V09IA09 tilmanocept Biopharmaceuti set-14 19-nov-14 30-dic-14 19-gen-15 R . 043784 1 148 17/02/2015 |default/files/Determ|  02/03/2015 |default/files/Determ
cals Limited autorizzazione ina_148_del_17.02. ina_148_2015_GU.p
2015.pdf df
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
LYNPARZA EMEA/H/C/3726 Pending Olaparib AstraZeneca AB nov-14 16-dic-14 30-gen-15 16-feb-15 . . 043794 1 251 05/03/2015 |default/files/Determ|  27/03/2015 |default/files/Determ
autorizzazione ina_251_del_05.03. ina_251_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
EMEA/H/C/546/WS/ Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
LYRICA 628 NO3AX16 pregabalin Pfizer Limited gen-14 22-gen-15 27-feb-15 23-mar-15 L. 036476 45 459 20/04/2015 [default/files/DETER 05/05/2015  |default/files/Determ
confezioni MINA_459_NC_CTS ina_2015_459_GU.p
3-14.pdf df
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LYXUMIA EMEA/H/C/2445 pending Lixisenatide nov-12 01-feb-13 28-mar-13 10-apr-13 ) . 042657 01/05 518 27/05/2013 |default/files/Determ|  14/06/2013 oV
- groupe autorizzazione inazione 518- default/files/Determ
- ina_2013-518.pdf
2013.pdf
Roche Non applicabile
N
MABTHERA EMEA/H/C/165/%/83|  L01XC02  [Rituximab Registration gen-14 23-apr-14 25-apr-14 Ol-lug-14 | 1OV 033315 03 (precedente _ _
— L confezioni — e provvedimento
Limited UP&R)
Roche
EMEA/H/C/165/X/10 Nuove
MABTHERA 1/6 /HIC/165/X/ LO1XC02 Rituximab Registration apr-16 26 May 2016 24-giu-16 11-lug-16 confezioni 033315 04 - . - . o
Limited
SOspeso a norma
dell'articolo 20 del
Chondrocytes, Genzyme Prima .
MACI EMEA/H/C/002522 | MO9AX02 v Zy apr-13 27-giu-13 30-ago-13 27-set-13 ma - 042886 01 o o regolamento (CE) n _ _
autologous Europe B.V. autorizzazione 726/2004 -
decisione del
19/11/2014
MARIXINO (in precedenza Krka, d. d., Novo Generico / it g e et gt
. ,a.d., \ . . armaco.gov.it/sites, armaco.gov.it/sites
Maruxa EMEA/H/C/2658 NO6DX01 Memantine mesto gen-13 29-apr-13 31-mag-13 06-giu-13 E(IJU|.va!ente / 042757 01/26 612 01/07/2013 default/files/Determ 11/07/2013 default/files/Determ
Biosimilare ina_2013-612.pdf ina_2013_612.pdf
http://www.agenzia http://www.zfgerﬁzia
= Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
MEKINIST EMEA/H/C/2643 LO1XE25 Trametinib Glaxo Group Ltd apr-14 30-giu-14 25-lug-14 15-set-14 ) . 043524 01/06 1012 24/09/2014 ) 14/10/2014  |default/files/Determ
autorizzazione default/files/determ X 1012
ina_NP_1012.pdf '2”;1*:'8 Up p
Generico / http://www.agenzia http://www.agenzia
. . . farmaco.gov.it/sites/ farmaco.gov.it/sites/
MEMANTINA LEK EMEA/H/C/2630 NO6DX01 Memantina Pharmathen S.A. feb-13 22-apr-13 31-mag-13 06-giu-13 Egm'va!ente / 042759 1/11 612 01/07/2013 default/files/Determ 11/07/2013 default/files/Determ
Biosimilare ina_2013-612.pdf ina_2013_612.pdf
http://www.agenzia http://www.agenzia
Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
MEMANTINA LEK EMEA/H/C/2630 NO6DX01 Memantina Pharmathen S.A. NA 03-giu-14 25-lug-14 15-set-14 L 042759 12/15 1339 11/11/2014  |default/files/Determ 24/11/2014  |default/files/Determ
confezioni ina_1339_del_11.11 ina_2014_1339_GU.
.2014_0.pdf pdf
. http://www.agenzia http://www.agenzia
Accord Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
MEMANTINA ACCORD EMEA/H/C/2766 N0O6DX01 memantina Healthcare set-13 04-dic-13 31-gen-14 10-feb-14 Equivalente / 043171 01/13 178 27/02/2014 |default/files/Determ|  17/03/2014 |default/files/Determ
Limited Biosimilare ina_n._178_2014.pd ina2014_178_GU.pd
f f
. http://www.agenzia
EMEA/H/C/2766/1Ai Accord Nuove htp://wwwagenzia farmaco.gov.it/sites/
MEMANTINA ACCORD 12/ "I NOeDX01 |Memantina Healthcare ND 19-feb-15 27-mar-15 20-apr-15 uove 043171 14/15 547 08/05/2015 zae'fr;‘jlct‘/’fﬁzz/g/;t;:/ 21/05/2015  |default/files/Determ
" Limited confezioni MINA 547 ina_2015_547_GU.p
_547.pdf df
. http://www.agenzia http://www.agenzia
Merz Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
MEMANTINA MERZ EMEA/H/C/2711 NO6DX01 Memantina Pharmaceuticals set-12 22-nov-12 28-dic-12 13-feb-13 Equivalente / 042506 01/29 290 14/03/2013 |default/files/determ 28/03/2013  |default/files/determ
GmbH Biosimilare ina2013_290_14032 ina_290_2013_GU.p
013.pdf df
Generico / http://www.agenzia http://www.agenzia
MEMANTINA MYLAN EMEA/H/C/2660 NO6DXO1  |Memanti Generics (UK) feb-13 22-apr-13 31-mag-13 06-giu-13  |Equivalente / 042776 01/36 612 01/07/2013 |frmacoBOVISItes/) g 7 13 [farmaco.gov.it/sites/
- emantina Limited € -apr- -mag- “giu- quivalente default/files/Determ default/files/Determ
Biosimilare ina_2013-612.pdf ina_2013_612.pdf
. . . http://www.agenzia
ratiopharm Generico / ?;:r:;iﬁ\;vwxaitg/?tz;:/ farmaco.gov.it/sites/
MEMANTINA RATIOPHARM |EMEA/H/C/2671 NO6DX01 Memantina GmbH mar-13 13-giu-13 30-ago-13 04-lug-13 Equivalente / 042819 01/23 784 12/09/2013 default/l;ﬁes/.determ 24/09/2013  [default/files/determ
" Biosimilare ina_784_2013.pdf ina_2013_784_gu.p
- df
http://www.agenzia http://www.agenzia
METILTIONINIO CLORURO  |EMEA/H/C/PSUSA/ methylthioninium | Provepharm _ Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
V03AB17 ) 17-dic-15 18-feb-16 30-gen-15 05-apr-16 . 042761 2/3 874 06/07/2016  |default/files/DETER 22/07/2016  |default/files/Determ
PROVEBLUE 2029/201505 chloride S.AS. confezioni MINA_874_METILTI ina_2016_874_GU.p
ONINO.pdf df



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002445/human_med_001615.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000165/human_med_000897.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000165/human_med_000897.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002522/human_med_001660.jsp&mid=WC0b01ac058001d124
http://ec.europa.eu/health/documents/community-register/2014/20141119129951/dec_129951_it.pdf
http://ec.europa.eu/health/documents/community-register/2014/20141119129951/dec_129951_it.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_547.pdf
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FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco umer(.) U_ PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
e
Galderma Pri it/si S
MIRVASO EMEA/H/C/2642  |PENDING brimonidine ! dic-13 21-feb-14 28-mar-14 07-apr-14 | o 043302 1/3 392 16/04/2014 |[*MACOBSIES)  2,00/2014  |default/files/Determ
International autorizzazione default/files/Determ ina 2014 392 GU
ina_392.pdf ph P
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMA/H/C/002642/1B Galderma N
MIRVASO /ooog/é / / D11AX21 Brimonidine ional ND ND ND 10-dic-14 uove. ) 043302 4/6 151 17/02/2015 |default/files/Determ|  02/03/2015 |default/files/Determ
Internationa confezioni ina_151_del_17.02. ina_151_2015_GU.p
2015.PDF df
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
MOVENTIG EMEA/H/C/2810 AO6AHO3 naloxegol AstraZeneca AB set-14 08-dic-14 30-gen-15 16-feb-15 . . 043793 1/7 251 05/03/2015 |default/files/Determ 27/03/2015 |default/files/Determ
autorizzazione ina_251_del_05.03. ina_251_2015_GU.p
2015.PDF df
http://www.agenzia .
Generico / farmaco.gov.it/sites/ http»://www.alfa.gov
Mysildecard EMEA/H/C/4186/00 |  GO4BEO3 [sildenafil Mylan S.A.S lug-16 155ep2016 |  28-ott-16 07-nov-16  |Equivalente / 045112 1/3 1475 30/11/2016  [defult/files/DETER | 21/12/2016 [/ deteu/Mies
/Determina_2016_1
Biosimilare EM'\'/I’;’;*ENSZQSP}’:OV 475_GU.pdf
o . In attesa cheiil
rexigen ; ia agli
naltrexone / gen . Prima titolare adempia agli
MYSIMBA EMEA/H/C/3687 AO8AAG62 . Therapeutics dic-14 26-mar-15 05-mag-15 18-mag-15 . . 044014 1 - . obblighi previsti - .
bupropion reland Limited autorizzazione dalla Decisione
Comunitaria
Actavis Group Generico / ?ttp://www.ag/enzia/ ?ttp://www.ag/enzia/
. . . armaco.gov.it/sites armaco.gov.it/sites,
NEMDATINE EMEA/H/C/2680 NO6DX01 Memantina PTC ehf feb-13 22-apr-13 31-mag-13 06-giu-13 E(IJU|.va!ente / 042783 01/20 612 01/07/2013 default/files/Determ 11/07/2013 default/files/Determ
Biosimilare ina_2013-612.pdf ina_2013_612.pdf
http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2680/1B, Actavis Grou N
NEMDATINE ; /HICI2680/1B/ | No6Dx01  |Memantine "y P ND 13-apr-16 27-mag-16 13gu-16 | OV 042783 21 877 06/07/2016  |default/files/DETER |  23/07/2016  |default/files/Determ
PTC ehf. confezioni MINA_NC_CTS_GIU ina_2016_877_GU.p
GNO_877.pdf df
http://www.agenzia http://www.agenzia
Laboratoires Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
NEOFORDEX EMEA/H/C/4071 HO02AB02 dexamethasone dic-15 16-mar-16 29-apr-16 04-mag-16 K X 044832 1 867 28/06/2016 [default/files/DETER 20/07/2016 default/files/Determ
CTRS autorizzazione MINA_867_del_28.0 ina_2016_867_GU.p
6.2016.pdf df
. http://www.agenzia http://www.agenzia
sacubitril / Novartis Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
NEPARVIS EMEA/H/C/4343 C09DX04 | Europharm apr-16 26 May 2016 24-giu-16 11-lug-16 ) . 044889 01/07 1008 22/07/2016 |default/files/DETER 22/08/2016 |default/files/Determ
valsartan Limited autorizzazione MINA_1008_IDELVI ina_2016_1008_GU
ON-NEPARVIS.PDF _0.pdf
http://www.agenzia .
http: .
Piramal Imaging Prima farmaco.gov.it/sites/ farrigﬁ\;v:::/.aitg/es?tz:/
NEURACEQ EMEA/H/C/2553 V09AX06 Florbetaben (*r) dic-13 20-feb-14 28-mar-14 07-apr-14 . . 043301 1 882 18/08/2014 |default/files/Determ|  29/08/2014 )
- GmbH autorizzazione ina 882 del 18.08 default/files/Determ
201‘4 Oz)df_ o ina2014_882.pdf
. . http://www.agenzia
Alcon Nuove ?at:r’:'{:{:\gwc\:/v.?f/i?tzelj/ farmaco.gov.it/sites/
NEVANAC EMEA/H/C/818 S01BC10 Nepafenac Laboratories feb-13 03-mag-13 28-giu-13 27-set-13 confezioni 038813 02 887 14/10/2013 default/%ﬁes/'DETER 29/10/2013  [default/files/Determ
(UK) Ltd. MINA_NC_887.pdf ;1372013788776U.p
http://www.agenzia . .
Alcon farmaco.gov.it/sites/ ?ttp.//www.a'tg/eﬁtua/
. Nuove default/files/DETER armaco.gov.lt/sites
NEVANAC EMEA/H/C/818 S01BC10 Nepafenac Laboratories ND ND ND 23-mar-15 . 038813 03 455 20/04/2015 20/05/2015  |default/files/Determ
confezioni MINA_455- ina_2015_455_GU
(UK) Ltd. 2015_del_20.04.201 PR P
5.pdf
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_160_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_160_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002719/human_med_001701.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_425_NOVOEIGHT.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_425_NOVOEIGHT.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_425_NOVOEIGHT.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_425_NOVOEIGHT.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_425_NOVOEIGHT.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_425_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_425_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_425_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_425_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_425_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000258/human_med_000935.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_337NC.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._337_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000258/human_med_000935.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_441.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_441.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_441.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NC_441.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_441_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_441_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_441_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_441_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_441_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000074/human_med_000936.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000610/human_med_000937.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000610/human_med_000937.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003860/human_med_001933.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_NUCALA_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_NUCALA_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_NUCALA_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_NUCALA_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_NP_NUCALA_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_303.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_303.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
In attesa cheiil
Jenson titolare adempia agli
Dextromethorphan Prima bblighi previsti
NUEDEXTA EMEA/H/C/002560 NO7XX XIrometnorPan | pharmaceutical apr-13 24-giu-13 30-ago-13 27-set-13 me 042824 01/3 _ _ oopIEn previst _ _
/ quinidine ) autorizzazione dalla Decisione
Services Ltd Comunitaria (lettera
del 18/10/13)
Impax http://www.a?gerﬁzia http://www.a?gerﬁzia
Ievodopa/carbidop Laboratories . Prima farmaco.gov.n/snes/ farmaco.gov.n/snes/
NUMIENT EMEA/H/C/2611 NO4BA02 set-15 19-nov-15 30-dic-15 11-gen-16 R . 044569 1/12 158 26/01/2016 |default/files/DETER 23/02/2016 |default/files/Determ
- a (Netherlands) autorizzazione MINA_158_del_26.0 ina_2016_158_GU.p
BV 1.2016.pdf df
http://www.agenzia http://www.a'ger]zia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
NUWIQ EMEA/H/C/2813 B02BD02 Simoctocog alfa Octapharma AB mag-14 22-lug-14 29-ago-14 15-set-14 autorizazione 043534 01/04 1012 24/09/2014 default/files/determ 14/10/2014  |default/files/Determ
utorizzazi ) )
ina_NP_1012.pdf ina_n._1012
2014_GU.pdf
In attesa cheiil
Baxalta Prima titolare adempia agli
OBIZUR EMEA/H/C/2792 B02BD14 susoctocog alfa Innovations ott-15 11-nov-15 30-dic-15 11-gen-16 . . 044557 1/3 o o obblighi previsti . o
autorizzazione dalla Decisi
GmbH alla Decisione
Comunitaria
emtricitabine / . . http://www.agenzia http://www.agenzia
rilpivirine / Gilead Sciences Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ODEFSEY EMEA/H/C/4156 JO5AR19 ) International apr-16 21Jun 2016 29-lug-16 12-set-16 N 044930 1/2 1289 22/09/2016  [default/files/DETER [ 10/10/2016 |default/files/Determ
tenofovir o autorizzazione MINA 1289- ina 2016 1289 GU
Limited _ ina_2016_1289_GU.
alafenamide 2016.pdf pdf
In attesa cheiil
Novartis Prima titolare adempia agli
0OboOMZ0 EMEA/H/C/2839 LO1XX48 sonidegib Europharm giu-15 14-ago-15 25-set-15 12-ott-15 ) . 044480 1/2 o o obblighi previsti . o
- o autorizzazione dalla Decisi
lelted alla Decisione
Comunitaria
Boehringer
Ingelheim Prima
OFEV EMEA/H/C/3821 LO1XE31 Nintedanib g I_ nov-14 15-gen-15 27-feb-15 16-feb-15 . . 043827 1/4 _ . _ _ _
International autorizzazione
GmbH
http://www.agenzia http://www.agenzia
EMEA/H/C/1085/R/1 Glenmark Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
OLANZAPINA GELNMARK 9 NO5AHO03 Olanzapine Pharmaceuticals giu-14 19-ago-14 26-set-14 21-ott-14 . 043547 18/19 1337 11/11/2014  |default/files/Determ 24/11/2014  |default/files/Determ
Europe Limited confezioni ina_1337_del_11.11 ina_2014_1337-
.2014_0.pdf GU.pdf
http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/961/1B/3 Generics [UK Nuove
OLANZAPINA MYLAN 4/G /H/C/961/18/ NO5AHO03 Olanzapina . (UK NA 19-ago-14 26-set-14 12-set-16 L 039034 61/63 1292 22/09/2016  |default/files/DETER 11/10/2016 |default/files/Determ
Limited confezioni MINA_1292- ina_2016_1292_GU.
2016.pdf pdf
http://www.aifa.gov http://www.aifa.gov
EMEA/H/C/810/1A/6 i ) Nuove .it/sites/default/files .it/sites/default/files
OLANZAPINA TEVA 2/G NO5AHO03 Olanzapina Teva B.V. nov-15 21 Oct 2016 25-nov-16 05-dic-16 confezioni 040470 58/90 1573 21/12/2016 /DETERMINA_ 1573- 05/01/2017 JDetermina 20161
2016.pdf 573_GU.pdf
Non applicabile
Janssen-Cila Prima
OLYSIO EMEA/H/C/2777 JOSAE14  |Simeprevir . mar-14 14-mag-14 27-giu-14 01-lug-14 L 043441 01/02 - _ (precedente _ _
International NV autorizzazione provvedimento
UP&R)
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
henylephrine Omeros London Prima
OMIDRIA EMEA/H/C/3702 pending |PhenYlephrine/ |Ome mag-15 28-lug-15 28-ago-15 15-set-15 ma - 044393 1 1248 24/09/2015  |default/files/DETER |  12/10/2015  |default/files/Determ
- ketorolac Limited autorizzazione MINA_1248_del_24. ina_2015_1248_GU.
09.2015.pdf pdf
B.
axalta. Prima '
ONCASPAR EMEA/H/C/3789 LO1XX24 pegaspargase Innovations nov-15 14-gen-16 26-feb-16 07-mar-16 autorizzazione 044702 1 _ . Farmaco in 648 . _
GmbH



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002560/human_med_001652.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002611/human_med_001934.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_158_del_26.01.2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_158_del_26.01.2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_158_del_26.01.2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_158_del_26.01.2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_158_del_26.01.2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_158_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_158_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_158_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_158_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_158_GU.pdf
http://www.ema.europa.eu/
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NP_1012.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1012-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002792/human_med_001918.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004156/human_med_001991.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1289-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1289-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1289-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1289-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1289-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1289_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1289_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1289_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1289_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1289_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002839/human_med_001897.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003821/human_med_001834.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001085/human_med_001302.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1337_del_11.11.2014_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1337_del_11.11.2014_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1337_del_11.11.2014_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1337_del_11.11.2014_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1337_del_11.11.2014_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_1337-GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_1337-GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_1337-GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_1337-GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_1337-GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000961/human_med_000943.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1292-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1292-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1292-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1292-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1292-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1292_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1292_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1292_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1292_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1292_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000810/human_med_000945.jsp&mid=WC0b01ac058001d124
http://www.aifa.gov.it/sites/default/files/DETERMINA_1573-2016.pdf
http://www.aifa.gov.it/sites/default/files/DETERMINA_1573-2016.pdf
http://www.aifa.gov.it/sites/default/files/DETERMINA_1573-2016.pdf
http://www.aifa.gov.it/sites/default/files/DETERMINA_1573-2016.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1573_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1573_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1573_GU.pdf
http://www.aifa.gov.it/sites/default/files/Determina_2016_1573_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002777/human_med_001766.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003702/human_med_001888.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1248_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1248_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003789/human_med_001949.jsp&mid=WC0b01ac058001d124

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia http://www.agenzia
Bial - Portela & Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ONGENTYS EMEA/H/C/2790 Pending opicapone " apr-16 24 Jun 2016 29-lug-16 12-set-16 R . 044932 1/10 1289 22/09/2016  |default/files/DETER 10/10/2016 |default/files/Determ
e, 5A autorizzazione MINA_1289- ina_2016_1289_GU.
2016.pdf pdf
Baxalta
Prima
ONIVYDE EMEA/H/C/4125 LO1XX19 irinotecan Innovations lug-16 14 Oct 2016 25-nov-16 05-dic-16 . . 045168 1 _ _ _ _ _
- autorizzazione
GmbH
. http://www.agenzia http://www.agenzia
Bristol-Myers Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
OPDIVO EMEA/H/C/3985 LO1XC17 nivolumab Squibb Pharma apr-15 19-giu-15 31-lug-15 15-set-15 . . 044291 1/2 1236 24/09/2015 [default/files/DETER 14/10/2015  |default/files/Determ
EEIG autorizzazione MINA_1236_del_24. ina_2015_1236_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
’ e farmaco.gov.it/sites/
Krka, d. d., Novo . Nuove f .gov.
OPRYMEA EMEA/H/C/941/%/14|  NO4BCO5  |pramipexole set-13 11-nov-13 28-dic-13 13-gen-14 . 041010 26/45 88 29/01/2014 daerf’;‘jl‘;‘/’fﬁ‘e’:/gg;‘f:/ 21/02/2014  |default/files/Determ
mesto confezioni A st ina_2014_88_GU.pd
- ’ f
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/941/1B/1 Krka, d. d., Novo . Nuove
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DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
o s
EMEA/H/C/4070/1B Nuove o .it/sites/default/fil
Pregabalin Sandoz GmbH /HIC/A070/18/ | \o3axi6 pregabalin Sandoz GmbH ott-15 22 Sep 2016 28-0tt-16 07-nov-16 uove 044289 84/85 1477 30/11/2016  |default/files/DETER | 21/12/2016  |/sites/default/files
ve confezioni /Determina_2016_1
MINA_NG_CTS_NOV 477 GU.pdf
EMBRE_1477.pdf -
. http://www.agenzia http://www.agenzia
PREGABALIN SANDOZ . . Gen.e”co/ farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/4070 NO3AX16 |pregabalin Sandoz GmbH mag-15 19-giu-15 31-lug-15 15-set-15 Equivalente / 044289 1/83 1237 24/09/2015  |default/files/DETER 13/10/2015  |default/files/Determ
GMBH Biosimilare MINA_1237_del_24. ina_2015_1237_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
PREGABALIN SANDOZ . ) . Gen.enco / farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
EMEA/H/C/4070 NO3AX16 pregabalin Sandoz GmbH mag-15 19-giu-15 31-lug-15 09-dic-15 Equivalente / 044289 1/83 1685 21/12/2015 |default/files/DETER 18/01/2016  |default/files/Determ
GMBH Biosimilare MINA_1685_del_21. ina_2015_1685_GU.
12.2015.pdf pdf
. http://www.agenzia http://www.agenzia
Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
PREGABALIN ZENTIVA EMEA/H/C/3900 NO3AX16 pregabalin Zentiva, k.s. mag-15 17-lug-15 28-ago-15 15-set-15 Equivalente / 044384 1/28 1249 24/09/2015  |default/files/DETER 12/10/2015 default/files/Determ
Biosimilare MINA_1249_del_24. ina_2015_1249_GU.
09.2015.pdf pdf
Pneumococcus, http://www.agenzia http://www.zfgerﬁzia
purified . L Nuove farmaco.gov.it/sites/ farmaco.gov.n/snes/
PREVENAR 13 EMEA/H/C/1104 JO7AL02 . Pfizer Limited mar-13 09-lug-13 30-ago-13 27-set-13 L 039550 7/11 887 14/10/2013 ) 29/10/2013  |default/files/Determ
- polysaccharides confezioni default/files/DETER ina_2013.887 GU.p
antigen conjugated MINA_NC_887.pdf df
Vaccino
EMEA/H/C/1104/11/1 peumococcico Nuove ht;p://vxwfv'aira/'fgf ; ht;p://vxwfv'aira/'fgf ;
. . . .. . uov .it/sites/default/files .it/sites/default/files
PREVENAR 13 30/G JO7ALO2 pO|I§aCC3rIdICO Pfizer Limited apr-16 21 Oct 2016 25-nov-16 05-dic-16 confezioni 039550 12/16 1573 21/12/2016 /DETERMINA_1573- 05/01/2017 /Determina 2016_1
coniugato (13 2016.pdf 573_GU.pdf
valente adsorbito)
http://www.agenzia . .
EMEA/H/C/707/X/41 . farmaco.gov.it/sites/ http://www.agenzia
. Janssen-Cilag Nuove N farmaco.gov.it/sites/
PREZISTA /G, JO5AE10 Darunavir . lug-12 24-ott-12 30-nov-12 13-feb-13 L 037634 06 292 14/03/2013 |default/files/determ 28/03/2013 )
e International NV confezioni ) default/files/GU292-
EMEA/H/C/707/11/49 ina2013_292_14032 2013sm.pdf
013_0.pdf )
http://www.agenzia http://www.agenzia
EMEA/H/C/707/1B/5 ) Janssen-Cilag Nuove farmaco.fgov.it/sites/ farmaco.gov.it/sites/
PREZISTA 0, JOSAE10 Darunavir . ott-12 14-gen-13 22-feb-13 10-apr-13 L 037634 07 517 27/05/2013 [default/files/Determ 14/06/2013 )
EE— EMEA/H/C/707/X/46 International NV confezioni inazione 517- default/files/Determ
2013 pdf_ ina_2013-517.pdf
http://www.agenzia http://www.agenzia
i ’ Nl farmaco.gov.it/sites/
EMEA/H/C/707/WS, Janssen-Cila Nuove f .gov.
PREZISTA /HICITOTIWS/ | 1osaE10  |Darunavir ~!1e8 mag-13 01-lug-13 30-ago-13 27-set-13 L 037634 08 887 14/10/2013  |fermacosov-t/sites/l o0 1602013 |default/files/Determ
396 International NV confezioni default/files/DETER )
MINA_NC_887.pdf ina_2013_887_GU.p
- df
http://www.agenzia http://www.agenzia
Human normal farmaco.gov.it/sites/ farmlaco "t/ ites/
EMEA/H/C/831/N/8 CSL Behrin Nuove default/files/d BOV.IT/SItes
PRIVIGEN 3 /HIC/B31/N/ JO6BA02  |immunoglobulin "8 apr-14 22-ott-14 28-nov-14 10-dic-14 uove 039712 7 56 26/01/2015 ineaa;‘;/ P'Relfl/l Gitf‘r"; 20/02/2015  |default/files/Determ
(Vig) GmbH confezioni e -p ina_2015_56_GU.pd
f
In attesa cheiil
mercaptamine Raptor Generico / titolare adempia agli
PROCYSBI EMEA/H/C/2465 A16AA04 (cysteamine Pharmaceuticals giu-13 06-set-13 25-ott-13 06-nov-13 Equivalente / 043041 01/02 o o obblighi previsti - _
bitartrate) Europe BV Biosimilare dalla Decisione
Comunitaria
In attesa cheiil
titolare adempia agli
Novartis Nuove bblighi isti
PROMETAX EMEA/H/C/255 NO6DAO3  |Rivastigmine nov-12 14-gen-13 pending 06-giu-13 - 034318 27/30 - . obbligh previst _ _
— Europharm Ltd confezioni dalla Decisione
Comunitaria (lettera
del 12/06/13)
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DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco . PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
Autologous
peripheral blood revoca a richiesta
Dendreon UK Prima del ti dell'AlC
PROVENGE EMEA/H/C/2513 L03Ax17  |mononuclear cells [°€" giu-13 06-set-13 25-0tt-13 06-nov-13 | e 043040 01 _ _ e! ttorare dellAl _ _
activated with PAP- |Limited autorizzazione decisione
06/05/2015
GM-CSF (Sipuleucel-
http://www.agenzia http://www.agenzia
saxagliptin / Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
QTERN EMEA/H/C/4057 A10BD21 o AstraZeneca AB mag-16 15 jul 2016 26-ago-16 12-set-16 . . 044924 1/4 1291 22/09/2016  |default/files/DETER 11/10/2016 |default/files/Determ
- dapagliflozin autorizzazione MINA_1291- ina_2016_1291_GU.
2016.pdf pdf
http://www.agenzia http://www.agenzia
i i ’ o farmaco.gov.it/sites/
Aptalis Pharma Prima f .gov.
QUINSAIR EMEA/H/C/2789 JOIMA12  levofloxacin P dic-14 26-mar-15 05-mag-15 18-mag-15 . 044034 1 776 15/06/2015  |/MOBIS/ o6 0612015 |default/files/Determ
SAS autorizzazione default/files/DETER ina2015.776_GU.p
MINA_776.pdf o
In attesa cheiil
human fibrinogen Prima titolare adempia agli
RAPLIXA EMEA/H/C/2807/ Bozpczo  |uman fibrinogen /o L By gen-15 19-mar-15 05-mag-15 18-mag15 | o 044021 13 L L obblighi previsti o o
human thrombin autorizzazione dalla Decisione
Comunitaria
. http://www.agenzia http://www.agenzia
Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
RASAGILINA RATIOPHARM |EMEA/H/C/3957 N04BDO02 rasagiline Teva B.V. nov-14 12-gen-15 27-feb-15 23-mar-15 Equivalente / 043874 1/7 452 20/04/2015  |default/files/DETER 05/05/2015  |default/files/Determ
Biosimilare MINA_452_NG_CTS ina_2015_452_GU.p
3-14.pdf df
http://www.agenzia
farmaco.gov.it/sites/ http://www.aifa.gov
- . EMEA/H/C/3957/IAi . Nuove default/files/DETER .it/sites/default/files
Rasagilina ratiopharm n/4/G N04BD02 rasagiline Teva B.V. ago-15 1 Aug 2016 30-set-16 10-ott-16 confezioni 043874 8/10 1474 30/11/2016 MINA_NC_CTS_OTT 21/12/2016 /Determina_ 20161
OBRE_RASA_TAS_14 474_GU.pdf
74.pdf
. http://www.agenzia http://www.agenzia
Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
RASAGILINE MYLAN EMEA/H/C/4064 N04BD02 rasagiline Mylan S.A.S gen-16 04-apr-16 27-mag-16 13-giu-16 Equivalente / 044841 1/12 876 06/07/2016  |default/files/DETER 23/07/2016 |default/files/Determ
Biosimilare MINA_NG_CTS_GIU ina_2016_876_GU.p
GNO_876.pdf df
http://www.agenzia http://www.agenzia
Glycerol Horizon Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
RAVICTI EMEA/H/C/3822 A16AX09 Therapeutics ott-15 27-nov-15 30-dic-15 11-gen-16 K X 044568 1/4 158 26/01/2016 default/files/DETER 23/02/2016 default/files/Determ
- phenylbutyrate Limited autorizzazione MINA_158_del_26.0 ina_2016_158_GU.p
1.2016.pdf df
Santhera http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
X . Pharmaceuticals Prima ¢ ‘
RAXONE EMEA/H/C/3834 Pending idebenone lug-15 08-set-15 30-ott-15 16-nov-15 K X 044505 1 1706 28/12/2015 default/files/DETER 19/01/2016 default/files/Determ
(Deutschland) autorizzazione MINA_1706_del_28. ina_2015_1706_GU.
GmbH 12.2015.pdf pdf
Fattore VIl della Non applicabile
EMEA/H/C/232/11/10 lazi Nuove i
REFACTO AF /Hici232/\/ BO2BDO2 | cO%BU'@zione Pfizer Limited set-12 24-0tt-12 30-nov-12 13-feb-13 | VOV€ 034421 09 o o (concomitante _ _
9 ricombinante — confezioni provvedimento
Moroctocog alfa UPER)
. . http://www.agenzia
fluticasone . http.//www.zfgerﬁua farmaco.gov.it/sites/
i Glaxo Group X Prima farmaco.gov.it/sites/ N
RELVAR ELLIPTA EMEA/H/C/2673 RO3AK10 furoate/vilanterol Limited set-13 13-nov-13 28-dic-13 13-gen-14 tori . 043154 01/06 86 29/01/2014 default/files/DETER 21/02/2014  |default/files/Determ
- trifenatate imite autorizzazione A senn ot ifna720147867(su.pd
Celltrion Generico / Non appl'icabile
REMSIMA EMEA/H/C/2576 L04AB02 [Infliximab Healthcare giu-13 12-set-13 25-0tt-13 08-ott-13  [Equivalente / 042942 01 _ - :;’fvzr;':e”rffo _ _
Hungary Kft. Biosimilare UP&R)
. http://www.agenzia http://www.agenzia
Celltrion Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
REMSIMA EMEA/H/C/2576 LO4AB02 Infliximab Healthcare ND 16-dic-14 30-gen-15 23-mar-15 L 042942 2/5 454 20/04/2015 |default/files/DETER 05/05/2015  |default/files/Determ
Hungary Kft. confezioni MINA_454_NC_CTS ina_2015_454_GU.p
3-14.pdf df
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DENOMINAZIONE

. DECISIONE N E
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco umer? U. PROVVEDIMENTO AIFA DATA GURI
, COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia .
Accord farmaco.gov.it/sites/ http://www.aifa.gov
- EMEA/H/C/2318/IAi L Nuo! -gov. it/si i
Repaglinide Accord /HIC/2318/A | )\ 108x02  |Repaglinide Healthcare lug-16 19 Sep 2016 28-0tt-16 07-nov-16 | “OV¢ 041890 16/18 1477 30/11/2016  |default/files/DETER | 21/12/2016  |/sites/default/files
n/afG Limited confezioni MINA NG CTS NOV /Determina_2016_1
EMBRE_1477.pdf 477_GU.pdf
http://www.agenzia http://www.agenzia
Amgen Europe Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
REPATHA EMEA/H/C/3766 C10AX13 evolocumab v mag-15 17-lug-15 28-ago-15 15-set-15 . . 044317 1/5 1248 24/09/2015  |default/files/DETER 12/10/2015  |default/files/Determ
B.V. autorizzazione MINA_1248_del_24. ina_2015_1248_GU.
09.2015.pdf pdf
e
. o farmaco.gov.it/sites/
Amgen Europe Prima
REPATHA EMEA/H/C/3766 C10AX13 |evolocumab g P mag-15 17-lug-15 28-ago-15 15-set-15 ma - 044317 1/5 1681 21/12/2015  |Ceful/files/DETER | o0 15016 |default/files/Determ
B.V. autorizzazione MINA_1681_del_21. ¢
e ina_2015_1681_GU.
12.2015_rettifica.pd pdf
f
http://www.agenzia http://www.agenzia
human alphal- CSL Behrin Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
RESPREEZA EMEA/H/C/2739 B02AB02 . P inhibi GmbH g giu-15 28-ago-15 25-set-15 12-ott-15 . . 044479 1 1394 02/11/2015  |default/files/DETER 16/11/2015  |default/files/Determ
proteinase inhibitor [Gm autorizzazione MINA_1394_del 02. ina_1394-
11.2015.pdf 2015_GU.pdf
http://www.agenzia http://www.agenzia
Hospira UK Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
RETACRIT IB58G BO3XA01 epoetin zeta . NA 12-ago-15 25-set-15 11-gen-16 L. 038381 51/53 160 26/01/2016 default/files/DETER 22/02/2016 default/files/Determ
Limited confezioni MINA_160_del_26.0 ina_2016_160_GU.p
1.2016.pdf df
http://www.agenzia http://www.agenzia
EMEA/H/C/638/IAIN Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
REVATIO /71 GO4BEO3 sildenafil Pfizer Limited NA 31-mar-16 29-apr-16 04-mag-16 - 036982 4 1143 26/08/2016  |default/files/DETER 09/09/2016  |default/files/Determ
confezioni MINA_1143_2016.p ina_2016_1143_GU.
df pdf
http://www.agenzia .
fluticasone furoate . f P http://www.agenzia
. Prima armaco.gov.t/sites/ farmaco.gov.it/sites/
REVINTY ELLIPTA EMEA/H/C/2745 RO3AK10 / vilanterol Glaxo Group Ltd mar-14 02-mag-14 27-giu-14 01-lug-14 R . 043446 01/06 881 18/08/2014 |default/files/Determ 29/08/2014 default/l;iles/.Determ
trifenatate autorizzazione ina_881_del_18.07. ha2014, 851.pt
2014.pdf -
Non applicabile
Celgene Europe N i
REVLIMID EMEA/H/C/717/1l/56|  L0AAX04  |Lenalidomide elgene turop apr-13 13-giu-13 30-ago-13 04-lug-13 | 1oV 038016 07/08 {concomitante _ _
- Limited confezioni - - provvedimento
UP&R)
http://www.agenzia http://www.agenzia
EMEA/H/C/717/X/73 Celeene Europe N farmaco.gov.it/sites/ farmaco.gov.it/sites/
REVLIMID P /HICITLTI LO4AX04  |Lenalidomide ¥ & ) P feb-15 19-feb-15 27-mar-15 20-apr-15 | SoVe 038016 9 1234 24/06/2015  |default/files/DETER |  14/10/2015  |default/files/Determ
imite confezioni MINA_1234_del_24. ina_2015_1234_GU.
09.2015.pdf pdf
) ) http://www.agenzia http://www.agenzia
EMEA/H/C/1110/X/2 GIach)SmlthK.Ime ) Nuove farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
REVOLADE 2/G B02BX05 Eltrombopag Trading Services gen-16 04-apr-16 27-mag-16 13-giu-16 L. 039827 10/13 1388 07/10/2016  |default/files/DETER 24/10/2016 |default/files/Determ
Limited confezioni MINA_1388- ina_1388_2016_GU.
2016.pdf pdf
http://www.agenzia .
EMEA/H/C/1110/X/1 GlaxoSmithKline Nuove farmaco.gov.t/sites/ e
REVOLADE BO2BX05  |Eltrombopag Trading Services lug-13 19-set-13 25-0tt-13 06-nov-13 . 039827 07/09 883 18/08/2014 |default/files/Determ|  29/08/2014 |/ TTACOBOV-IV/sites/
2/G Limited confezioni ina 883 del 18.08. default/files/Determ
2014_0.pdf ina2014_883.pdf
. http://www.agenzia http://www.agenzia
EMEA/H/C/494/X/94 ) BrlsjcoI-Myers Nuove farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
REYATAZ /G JOSAE08 atazanavir sulphate |Squibb Pharma apr-16 21 Jun 2016 29-lug-16 12-set-16 L. 036196 11/12 1288 22/09/2016 |default/files/DETER 10/10/2016 |default/files/Determ
EEIG confezioni MINA_1288- ina_2016_1288_GU.
2016.pdf pdf
http://www.agenzia http://www.agenzia
DARUNAVIR Janssen-Cila Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
REZOLSTA EMEA/H/C/2819 JO5AR14 COBICISTA / . gl set-14 19-nov-14 30-dic-14 19-gen-15 . . 043776 1 147 17/02/2015 |default/files/Determ 02/03/2015  |default/files/Determ
- BICISTAT International NV autorizzazione ina_147_del_17.02. ina_147_2015_GU.p
2015.pdf df
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_del_05.03.2015.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_251_2015_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000955/human_med_001042.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1418_2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1418_2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1418_2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1418_2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1418_2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016-1418_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016-1418_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016-1418_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016-1418_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016-1418_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000955/human_med_001042.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002499/human_med_001608.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_518-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002499/human_med_001608.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_730_del_17.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_730-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002510/human_med_001556.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
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FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco . PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
e
Novo Nordisk Prima .gov.it/si s
SAXENDA EMEA/H/C/3780 A10BX07 |liraglutide N ! feb-15 23-mar-15 05-mag-15 18-mag15 | o 044018 1/3 776 15/06/2015 |/ 2macoe0v/stes/l o0 ne 5015 |default/files/Determ
A/S autorizzazione default/files/DETER ina_2015_776_GU.p
MINA_776.pdf g
http://www.agenzia . .
farmaco.gov.it/sites/ ?at:g{:ﬁ\::x?f/i?:;:/
Novo Nordisk Prima i e
SAXENDA EMEA/H/C/3780 A10BX07 |liraglutide feb-15 23-mar-15 05-mag-15 18-mag-15 - 044018 1/3 1521 20/11/2015  |deTul/files/DETER | /15 15015 |default/files/Determ
EE— A/S autorizzazione MINA_1521_del_20. ina 1521-
11.2015_DI_RETTIFI =
Chpdf 2015_GU.pdf
Non applicabile
Clinuvel UK Prima
SCENESSE EMEA/H/C/2548 D02BB02  |afamelanotide o nov-14 22-dic-14 30-gen-15 16-feb-15 o 043798 1 o o (precedente _ _
Limited autorizzazione provvedimento
UP&R)
http://www.agenzia http://www.agenzia
. Novartis farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/002430 lycopyrronium Nuove
SEEBRI BREEZHALER /H/C/ RO3BBO6 glycopyrroniu Europharm 19-mag-16 ND ND 05-apr-16 | "oV 042306 7/8 614 29/04/2016  |default/files/DETER | 18/05/2016 |default/files/Determ
/1/0010/G bromide Limited confezioni MINA_NC_SEEBRI_6 ina_2016_614_GU.p
14.pdf df
http://www.zfgerﬁzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
SELINCRO EMEA/H/C/2583 NO7BB Nalmefene H.Lundbeck A/S dic-12 13-dic-12 28-mar-13 10-apr-13 autorizzazione 042683 01/05 518 27/05/2013  |default/files/Determ|  14/06/2013 default/files/Determ
'2”;;'30?)9;;18' ina_2013-518.pdf
http://www.zfgerﬁzia http://www.agenzia
Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
SELINCRO EMEA/H/C/2583 NO7BB Nalmefene H. Lundbeck A/S NA 22-mag-14 27-giu-14 01-lug-14 confezioni 042683 06 828 31/07/2014  |default/files/Determ|  29/08/2014 default/files/Determ
'Zn(f;ff)z?de'jlm' ina2014_828.pdf
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/PSUSA/1 Nuove
SELINCRO 0120/201438 / NO7BB Nalmefene H. Lundbeck A/S mar-15 27-mag-15 26-giu-15 20-lug-15 . 042683 7/8 1245 24/09/2015  |default/files/DETER 10/10/2015  |default/files/Determ
confezioni MINA_1245_del_24. ina_2015_1245_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
SENSHIO EMEA/H/C/2780 GO03XC05 ospemifene Shionogi Limited nov-14 15-gen-15 27-feb-15 23-mar-15 . . 043868 1/2 453 20/04/2015 [default/files/DETER 06/05/15 default/files/Determ
autorizzazione MINA_453_NP_CTS3 ina_2015_453_GU.p
14.pdf df
Generico / Non applicabile
SEVELAMER CARBONATE Sevelamer Genzyme
EMEA/H/C/3971 VO3AE02 v 2y nov-14 15-gen-15 27-feb-15 23-mar-15  |Equivalente / 043872 1/3 o o (precedente _ _
ZENTIVA carbonate Europe B.V. S provvedimento
Biosimilare UP&R)
http://www.aifa.gov
SEVELAMER CARBONATE EMEA/H/C/3971, Sevelamer Genzyme Nuove it/si i
MMIC3STI) |\ oane0n v 2 01-0tt-15 11-feb-16 01-apr-16 05-apr-16 | "oV 043872 4 4 18/01/2017 | M/sites/default/files _ _
ZENTIVA WS/867 carbonate Europe B.V. confezioni /DETERMINA_41-
2017.pdf
In attesa cheiil
. glycopyrronium . Prima mo'?re'ade'n‘pi? agli
Sialanar EMEA/H/C/3883 AO03AB02 ) Proveca Limited lug-16 15 Sep 2016 28-ott-16 07-nov-16 . . 045092 1 o o obblighi previsti . o
- bromide autorizzazione dalla Decisione
Comunitaria
http://www.agenzia http://www.agenzia
ratiopharm Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
SILDENAFIL RATIOPHARM EMEA/H/C/1080 GO04BEO3 Sildenafil N/A 09-dic-13 31-gen-14 10-feb-14 L 042092 16/17 175 27/02/2014 |default/files/Determ 17/03/2014 default/files/Determ
GmbH confezioni ina_n._175_2014.pd ina2014_175_GU.pd
f f
http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/1080/R/3 ratiopharm Nuove
SILDENAFIL RATIOPHARM s /h/c/ IR/ GO4BEO3 Sildenafil P lug-14 09-set-14 31-ott-14 10-nov-14 . 042092 18 1444 09/12/2014 |default/files/Determ|  02/01/2015 |default/files/Determ
GmbH confezioni ina_1444_del_09.12 ina_2015_1444_GU.
.2014.PDF pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-518.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002583/human_med_001620.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_828_del_31.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_828_del_31.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_828_del_31.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_828_del_31.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_828_del_31.07.2014.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_828.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_828.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_828.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina2014_828.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002583/human_med_001620.jsp&mid=WC0b01ac058001d124
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_453_NP_CTS3-14.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_453_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003971/human_med_001818.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003971/human_med_001818.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003971/human_med_001818.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003971/human_med_001818.jsp&mid=WC0b01ac058001d124
http://www.aifa.gov.it/sites/default/files/DETERMINA_41-2017.pdf
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001080/human_med_001231.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._175_2014.pdf
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http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_1444_del_09.12.2014.PDF
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1444_GU.pdf
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DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia
http://www.agenzia farmaco.gov.it/sites/
. . Teva Pharma Nuove farmaco.gov.it/sites/ default/files/Determ
SILDENAFIL TEVA EMEA/H/C/1073 GO4BEO3 sildenafil BV N/A 31-gen-14 28-feb-14 07-apr-14 confezioni 042088 19/20 391 16/04/2014 default/files/Determ 29/04/2014 ina_2014.391 GU.p
ina_391.pdf df
Alcon http://www.agenzia ?ttp://www.é;g/ehtzia/
i Brinzolamide e : Prima farmaco.gov.it/sites/ armaco.gov.l sites,
SIMBRINZA EMEA/H/C/3698 Pending . L Laboratories mag-14 18-lug-14 29-ago-14 15-set-14 . . 043532 01/02 1012 24/09/2014 ) 14/10/2014  |default/files/Determ
EE— Brimonidine (UK) Ltd autorizzazione default/files/determ ina n. 1012-
. ina_NP_1012.pdf 2014_GU.pdf
http://www.agenzia ?ttp://www.a'tg/eﬁtzia/
; Janssen ’ Nuove farmaco.gov.it/sites/ armaco.gov.It/sites,
SIMPONI EMEA/H/C/992 LO4ABO6 Golimumab K K giu-13 03-set-13 25-ott-13 06-nov-13 L 039541 05/08 47 26/01/2015 ) 18/02/2015 default/files/Determ
— Biologics B.V. confezioni default/files/determ )
. ina_2015_47_GU.pd
ina_47_SIMPONI.pdf| f
http://www.agenzia http://www.agenzia
B Janssen—CiIag ) Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
SIRTURO EMEA/H/C/2614 JO4A bedaquiline . dic-13 05-mar-14 25-apr-14 12-mag-14 . . 043332 01 620 23/06/2014  |default/files/Determ 11/07/2014  |default/files/Determ
. International NV autorizzazione ina_620_del_2014.p ina_620_2014_GU.p
df df
http://www.agenzia
http://www.agenzia farmaco.gov.it/sites/
EMEA/H/C/2614/R/1 . Janssen-Cilag Nuove farmaco.gov.it/sites/ default/files/Determ
SIRTURO o JO4AKOS5 bedaquiline International NV nov-15 07-gen-16 26-feb-16 07-mar-16 confezioni 043332 2 441 21/03/2016 default/files/DETER 11/04/2016 ina_ 2016441 GU.p
MINA_NC_441.pdf df
http://www.agenzia ?ttp://www.a'tg/eﬁtzia/
f oAl : Prima farmaco.gov.it/sites/ armaco.fgow Sites
SIVEXTRO EMEA/H/C/2846/ Pending tedizolid phosphate |Cubist (UK) Ltd gen-15 23-mar-15 05-mag-15 18-mag-15 ) . 044020 1/3 776 15/06/2015 ) 26/06/2015  [default/files/Determ
—_— autorizzazione default/files/DETER ina_2015_776_GU.p
MINA_776.pdf =T
df
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
) BioPartners Prima S S
SOMATROPIN BIOPARTNERS|EMEA/H/C/2196 HO1ACO1 Somatropin mag-13 05-ago-13 27-set-13 08-ott-13 . . 042943 01/07 1049 20/11/2013  |default/files/DETER 06/12/2013 default/files/Determ
GmbH autorizzazione MINA_1049_2013.p ina_2013_1049_GU.
df pdf
http://www.agenzia http://www.agenzia
Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
SOMAVERT EMEA/H/C/409/X/72 HO1AX01 Pegvisomant Pfizer Limited mag-15 17-lug-15 28-ago-15 15-set-15 L 035726 5/12 1247 24/09/2015 [default/files/DETER 12/10/2015  |default/files/Determ
confezioni MINA_1247_del_24. ina_2015_1247 GU.
07.2015.pdf pdf
Gilead Sciences Prima Non a‘;p'icab”e
I
SOVALDI EMEA/H/C/2798 pending  |sofosbuvir International nov-13 16-gen-14 28-feb-14 10-mar-14 L 043196 01/02 - o {precedente _ _
= o autorizzazione provvedimento
Limited UP&R)
medac ) . http://www.agenzia
Gesellschaft fur Prima ?ttp.//www.ég/ehua/ farmaco.gov.it/sites/
SPECTRILA EMEA/H/C/2661 LO1XX02 |asparaginase klinische nov-15 14-gen-16 26-feb-16 07-mar-16 | S 044700 1/2 439 21/03/2016 daerf’;‘jl‘;‘/’fﬁ‘e’:/gEsT't;: 11/04/2016 |default/files/Determ
Spezialpraparat ina_2016_439_GU.p
epmbH prap MINA_NP_439.pdf df
http://www.agenzia http://www.zfgerﬁzia
=2 ==20 Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
SPEDRA EMEA/H/C/002581 PENDING Avanafil VIVUS BV apr-13 13-giu-13 30-ago-13 27-set-13 . . 042876 1/10 885 14/10/2013 default/files/DETER 30/10/2013 default/files/Determ
autorizzazione MINA_NP_885.pd ina_2013_885_GU.p
- df
In attesa che il
titolare adempia agli
Marklas Prima bblighi previsti
STAYVEER EMEA/H/C/2644 CO2KX01  |Bosentan mar-13 24-giu-13 30-ago-13 08-ott-13 fma - 042926 01/02 o o obplighi previsti _ _
EE— Nederland B.V. autorizzazione dalla Decisione
Comunitaria (lettera
del 18/10/13)
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DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco . PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
In attesa cheiil
EMEA/H/C/2644/11/1 Marklas Nuove titolare adempia agli
stayveer /HIC/2644/W/L1 - orix01  |bosentan giu-15 28-lug-15 28-ago-15 15-set-15 | OV€ 042926 3/4 L o obblighi previsti o o
1 Nederland B.V. confezioni dalla Decisione
Comunitaria
http://www.agenzia http://www.agenzia
B . farmaco.gov.it/sites/ farmaco.gov.it/sites/
. ayer Pharma . Prima ¢ ‘
STIVARGA EMEA/H/C/2573 LO1XE21 Regorafenib giu-13 26-ago-13 27-set-13 08-ott-13 ) ) 042925 01/02 1049 20/11/2013  |default/files/DETER 06/12/2013  |default/files/Determ
AG autorizzazione MINA_1049_2013.p ina_2013_1049_GU.
df pdf
Alexion Europe Prima
STRENSIQ EMEA/H/C/3794 Pending |asfotase alfa xion turop giu-15 28-ago-15 25-set-15 12-0tt-15 fma - 044478 1/10 _ _ o _ _
- SAS autorizzazione
elvitegravir /
cobicistat / Gilead Sciences brima ?ttp://www'?g/ef‘Zia/ ?ttp://www'?g/ef‘Zia/
.. . . . armaco.gov.it/sites armaco.gov.it/sites,
STRIBILD EMEA/H/C/2574 PENDING [emtricitabine / International mar-13 24-mag-13 28-giu-13 04-lug-13 autorizzazione 042815 01/02 690 26/07/2013 default/files/determ 12/08/2013 default/files/determ
tenofovir disoproxil |Ltd. ina_690.pdf ina_690_GU.pdf
(as fumarate)
Frazione cellulare
arricchita di cellule
autologhe CD34+ che GlaxoSmithKline Non applicabile
. contiene cellule CD34+ . . . Prima (precedente
STRIMVELIS EMEA/H/C/3854 Pending Trading Services apr-16 26 May 2016 24-giu-16 04-mag-16 . . 044830 01 _ . ) . _
—_— trasdotte con un vettore | " autorizzazione provvedimento
retrovirale contenente la | Limited UP&R)
sequenza di cDNA che
codifica per I'ADA umana
http://www.agenzia http://www.agenzia
. L farmaco.gov.it/sites/ ) o
buprenorphine Indivior UK Nuove f .gov.
SUBOXONE Emen/H/c/ea7/x/20|  NoBcs1  |PuPrenerphine/indi set-15 16-nov-15 30-dic-15 10-feb-16 . 037604 5/6 300 26/02/2016  [defaultfiles/DETER | 19/03/2016  [[o oo S0V t/es/
naloxone Limited confezioni default/files/Determ
MINA_NC_SUBOXO ina 2016 300.pdf
NE_300.pdf tna_cutb sbtp
http://www.agenzia http://www.agenzia
. . farmaco.gov.it/sites/ ’ e
Janssen-Cila Prima f; .gov.
SYLVANT EMEA/H/C/3708 pending  [Siltuximab ~hag mar-14 22-mag-14 27-giu-14 01-lug-14 fma - 043447 01/02 881 18/08/2014  |default/files/Determ|  29/08/2014  |[2TaCOBOvIUsies/
International NV autorizzazione ina 881 del 18.07 default/files/Determ
- ina2014_881.pdf
2014.pdf
http://www.agenzia http://www.agenzia
Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
SYNAGIS EMEA/H/C/257/X/95 JO6BB16 palivizumab AbbVie Ltd giu-14 22-ago-14 26-set-14 21-ott-14 L 034529 3/4 1337 11/11/2014 |default/files/Determ 24/11/2014  |default/files/Determ
confezioni ina_1337_del_11.11 ina_2014_1337-
.2014_0.pdf GU.pdf
Boehringer http://www.agenzia http://www.agenzia
' empagliflozin / Ingelheim . Prima farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
SYNJARDI Pending A10BD20 ) ) mar-15 27-mag-15 26-giu-15 20-lug-15 ) ) 044229 1/36 977 17/07/2015 |default/files/DETER 28/07/2015  [default/files/Determ
- metformin International autorizzazione MINA_977_del 17.0 ina_2015_977 GU.p
GmbH 7.2015.pdf df
Boehringer http://www.agenzia http://www.agenzia
. . . farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/A- empagliflozin Ingelheim Nuove
SYNJARDY 2071 419;6 'm0 A10BD20 pagliflozin / geihelr feb-16 28-apr-16 27-mag-16 13giu-16 | OV€ 044229 37/40 877 06/07/2016  |default/files/DETER |  23/07/2016  |default/files/Determ
metformin International confezioni MINA_NC_CTS_GIU ina_2016_877_GU.p
GmbH GNO_877.pdf df
http://www.agenzia http://www.agenzia
Human Fibrinogen/ Takeda Austria Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
TACHOSIL EMEA/H/C/505/11/52 B02BC30 . ND ND ND 19-gen-15 . 036557 5 149 17/02/2015 |default/files/Determ|  02/03/2015 |default/files/Determ
- Human Thrombin |GmbH confezioni ina_149_del_17.02. ina_149_2015_GU.p
2015.PDF df
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002511/human_med_001501.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/GU292-2013sm.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002511/human_med_001501.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002511/human_med_001501.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
http://www.agenzia http://www.agenzia
Accord Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
TEMOZOLOMIDE ACCORD  |EMEA/H/C/1125 LO1AX03 temozolomide Healthcare apr-15 27-mag-15 26-giu-15 15-set-15 L 039761 25/36 1239 24/09/2015  [default/files/DETER 13/10/2015  |default/files/Determ
Limited confezioni MINA_1239_del_24. ina_2015_1239_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/955/IB/4 Nuove
TEMOZOLOMIDE HEXAL /H/C/955/18/ LO1AX03 temozolomide Hexal AG NA 19-nov-14 30-dic-14 12-set-16 vov L 044933 37/42 1296 22/09/2016 default/files/DETER 11/10/2016 |default/files/Determ
0 confezioni MINA_1296- ina_2016_1296_GU.
2016.pdf pdf
EMEA/H/C/2198/1B/ Sun Non applicabile
1, . Pharmaceuticals Nuove (precedente
TEMOZOLOMIDE SUN EMEA/H/C/2198/1B/ LO1AX03 Temozolomide Industries N/A 25-ott-12 30-nov-12 13-feb-13 confezioni 041333 13/24 - _ prowedimento _ _
2/G Europe B.V. UP&R)
. In attesa cheiil
Generico / titolare adempia agli
Tenofovir disoproxil Zentiva [EMEA/H/C/4120 JO5AF07 tenofovir disoproxil |Zentiva, k.s. lug-16 15 Sep 2016 28-ott-16 07-nov-16 Equivalente / 045111 1/2 - _ obblighi previsti - _
Biosimilare dalla Decisione
Comunitaria
S
EMEA/H/C/910/WS, Merck Sharp & Nuove f .gov.it/si o
TESAVEL /HIC/OI0/WS/ | 1 0BHO1 Sitagliptin e mag-14 18-lug-14 29-ago-14 15-set-14 o 038448 19/24 1019 26/09/2014  |/2rmaco-govsites/l )y 5014 |default/files/Determ
558 Dohme Limited confezioni default/files/determ ina n. 1019-
ina_NC_1019.pdf 2014_GU.pdf
Tegafur, http://www.agenzia http://www.agenzia
. . . farmaco.gov.it/sites/ farmaco.gov.it/sites/
combinations Nordic Gro Nuove
TEYSUNO EMEA/H/C/1242 LO1BC53 inatior _ e broup N/A 29-0tt-12 30-nov-12 13feb13 | ov€ 042291 05 292 14/03/2013  |default/files/determ |  28/03/2013  |default/files/determ
(Tegafur / gimeracil | BV confezioni ina2013_292_ 14032 ina_292_2013_GU.p
/ oteracil) 013.pdf df
Generico /
EMEA/H/C/003795/0
Thorinane 000 /H/c/ / BO1ABO5 enoxaparin sodium |Pharmathen S.A. lug-16 15 Sep 2016 28-ott-16 07-nov-16 Equivalente / 045105 1/10 - _ _ _ _
Biosimilare
http/ v ageniia g e
ViiV Healthcare Prima f; .gov.it/si s
TIVICAY EMEA/H/C/2753 JO5AX12  |dolutegravir v ne: nov-13 16-gen-14 28-feb-14 10-mar-14 fma - 043195 01/02 339 01/04/2014 |rmaco-govitsites/| 300 014 |defaut/files/Determ
— UK Limited autorizzazione default/files/determ ina 2014 n. 339 G
ina_339NP.pdf = -
- U.pdf
http://www.agenzia .
i Generico / farmaco.gov.it/sites/ http://www.agenzia
Telmisartan and Krka, d. d., Novo . ; farmaco.gov.it/sites/
TOLUCOMBI EMEA/H/C/2549 CO9DA07 diuretics mesto gen-13 13-mar-13 26-apr-13 14-mag-13  |Equivalente / 042715 01/30 579 17/06/2013  |default/files/Determ|  05/07/2013 default/files/Determ
Biosimilare ';;12;0:;—579' ina_2013-579_0.pdf
http://www.agenzia http://www.agenzia
. farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/2549/1B Telmisartan e Krka, d. d., Novo ) Nuove
TOLUCOMBI o010 é [CI2589018] | ogpag7  |TEIMIS v N/A 27-mag-15 26-giu-15 20ug-15 | 1OVE 042715 31/33 1245 24/09/2015  |default/files/DETER |  10/10/2015  |default/files/Determ
/ diuretico mesto confezioni MINA_1245_del_24. ina_2015_1245_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/1196/I1B Krka, d. d., Novo Nuove
TOLURA 24 /h/c/ /18/ CO09CAO07 telmisartan NA 04 sep 2014 31-ott-14 12-set-16 L 042284 22/24 1287 22/09/2016 default/files/DETER 10/10/2016 |default/files/Determ
Mesto confezioni MINA_1287- ina_2016_1287_GU.
2016.pdf pdf
s A " http://www.agenzia http://www.agenzia
anofti-Aventis farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/309/X/79 Nuove
TOUJEO /G /HIC/30/X/ A10AEO04 insulin glargine Deutschland feb-15 24-apr-15 29-mag-15 22-giu-15 L 043192 33/35 980 17/07/2015  |default/files/DETER 01/08/2015  |default/files/Determ
GmbH confezioni MINA_980_del_17.0 ina_2015_980_GU.p
7.2015.pdf df



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001125/human_med_001228.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1239_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1239_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1239_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1239_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1239_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1239_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1239_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1239_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1239_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1239_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001127/human_med_001223.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1296-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1296-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1296-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1296-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1296-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1296_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1296_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1296_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1296_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1296_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002198/human_med_001470.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000910/human_med_001087.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_NC_1019.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_n._1019-2014_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001242/human_med_001422.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina2013_292_14032013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_292_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_292_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_292_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_292_2013_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_292_2013_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003795/human_med_002024.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002753/human_med_001720.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/determina_339NP.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_339NP.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_339NP.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/determina_339NP.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._339_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._339_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._339_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._339_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2014_n._339_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002549/human_med_001634.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_579-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_579-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_579-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_579-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determinazione_579-2013.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-579_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-579_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-579_0.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2013-579_0.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002549/human_med_001634.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1245_del_24.09.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_1245_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001196/human_med_001347.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1287-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1287-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1287-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1287-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1287-2016.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1287_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1287_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1287_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1287_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2016_1287_GU.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000309/human_med_000955.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_980_del_17.07.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_980_del_17.07.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_980_del_17.07.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_980_del_17.07.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_980_del_17.07.2015.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_980_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_980_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_980_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_980_GU.pdf
http://www.agenziafarmaco.gov.it/sites/default/files/Determina_2015_980_GU.pdf

DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
. . http://www.agenzia http://www.agenzia
EMEA/H/C/309/1B/9 . ) ) Sanofi-Aventis Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
TOUJEO 3/G A10AEO04 insulin glargine Deutschland NA 30Jun 2016 29-lug-16 12-set-16 . 043192 36 1393 14/10/2016 |default/files/DETER 04/11/2016  |default/files/Determ
GmbH confezioni MINA_1393- ina_2016-
2016.pdf 1393_GU.pdf
http://www.agenzia http://www.agenzia
EMEA/H/C/2690/I glycopyrronium Novartis Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
TOVANOR BREEZHALER RO3BB06 . Europharm 19-mag-15 ND ND 05-apr-16 L 042313 7/8 605 29/04/2016  |default/files/DETER 17/05/2016 |default/files/Determ
B/12/G bromide Limited confezioni MINA_NC_TOVANO ina_2016_605_GU.p
R_605.pdf df
http://www.agenzia http://www.agenzia
EMEA/H/C/723/1Ain/ Nuove farmaco.gou.it/sites/ farmmaco.gow tsites
TOVIAZ G04BD11 Fesoterodine Pfizer Limited N/A 25-ott-12 30-nov-12 13-feb-13 o 038699 19/20 292 14/03/2013 |default/files/determ 28/03/2013 oV
—_— 39/G confezioni ina2013 292 14032 default/files/GU292-
013_0.pdf 2013sm.pdf
pTC Prima
TRANSLARNA EMEA/H/C/2720 Pending Ataluren Therapeutics, mag-14 31-lug-14 29-ago-14 15-set-14 ) . 043535 01/03 o o Farmaco in 648 . o
Limited autorizzazione
http://www.agenzia http://www.agenzia
Alcon farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/390/11/49 Nuove M M
TRAVATAN /G /H/C/390/1/ SO1EE04 Travoprost Laboratories NP NP Pending 22-giu-15 L 035409 03/04 1244 24/09/2015  |default/files/DETER 10/10/2015  |default/files/Determ
(UK) Ltd confezioni MINA_1244_del_24. ina_2015_1244_GU.
09.2015.pdf pdf
http://www.agenzia http://www.agenzia
i i Novo Nordisk Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
TRESIBA EMEA/H/C/2498 pending Insulin degludec A/S ott-12 21-gen-13 22-feb-13 10-apr-13 autorizzazione 042658 01/09 688 26/07/2013 default/files/determ 13/08/2013 default/files/determ
ina_688.pdf ina_688_GU.pdf
ol
TREVICTA iousl EMEA/H/C/4066/X/7 Janssen-Cila Nuove f: .gov.it/si o
=VICTA [previously /HICIA066/X/7]  \osax13  |paliperidone 1138 apr-16 26 May 2016 24-giu-16 11ug-16 | OV 043799 07/10 1144 26/08/2016 | MACCBOVSIES/| g 1005016 |default/files/Determ
Paliperidone Janssen) /G International NV confezioni default/files/DETER ina 2016 1144 GU
MINA_1144_2016.p =TT
df pdf
http://www.agenzia http://www.agenzia
d0|UtegraV|r / ViiV Healthcare . Prima farmaco.fgov.it/sites/ farmaco.fgov.it/sites/
TRIUMEQ. EMEA/H/C/2754 JO5AR13 abacavir / e giu-14 01-set-14 31-ott-14 10-nov-14 K X 043618 01/02 48 26/01/2015 [default/files/determ 18/02/2015 default/files/Determ
lamivudine UK Limited autorizzazione ina_48_TRIUMEQ.pd ina_2015_48_GU.pd
f f
http://www.agenzia http://www.agenzia
farmaco.gov.it/sites/ farmaco.gov.it/sites/
EMEA/H/C/1245/1B Nuove
TROBALT 34/G /h/c/ /18/ NO3AX21 retigabine Glaxo Group Ltd nov-14 24-apr-15 29-mag-15 22-giu-15 L 041141 14 1391 02/11/2015  |default/files/DETER 16/11/2015  |default/files/Determ
confezioni MINA_1391_del_02. ina_1391-
11.2015.pdf 2015_GU.pdf
http://www.agenzia
farmaco.gov.it/sites/ http://www.aifa.gov
. X . Aptalis Pharma Prima default/files/DETER .it/sites/default/files
Truberzi EMEA/H/C/4098 Pending eluxadoline SAS lug-16 19 Sep 2016 28-ott-16 07-nov-16 autorizzazione 045077 1/4 1476 30/11/2016 MINA_NP_CTS_NOV 20/12/2016 /Determina_2016_1
EMBRE_trubN_1476 476_GU.pdf
.pdf
http://www.agenzia http://www.agenzia
FE—. . farmaco.gov.it/sites/ farmaco.gov.it/sites/
X . Eli Lilly . Prima ‘ ‘
TRULICITY EMEA/H/C/2825 Pending dulaglutide set-14 21-nov-14 30-dic-14 19-gen-15 R . 043783 1/10 147 17/02/2015 |default/files/Determ|  02/03/2015  |default/files/Determ
Nederland B.V. autorizzazione ina_147_del_17.02. ina_147_2015_GU.p
2015.pdf df
. . http://www.agenzia
Gilead Sciences Prima ?::rz{gﬁ\;v:xaitg/?tz;:/ farmaco.gov.it/sites/
TYBOST EMEA/H/C/2572 VO3AX03 Cobicistat International lug-13 19-set-13 25-ott-13 06-nov-13 R R 043032 01/02 1138 12/12/2013 default/l;iles/.DETER 27/12/2013  |default/files/Determ
- Limited autorizzazione ina_2013_1138_GU.
imite MINA_1138.PDF odf



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000309/human_med_000955.jsp&mid=WC0b01ac058001d124
http://www.agenziafarmaco.gov.it/sites/default/files/DETERMINA_1393-2016.pdf
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DENOMINAZIONE

DECISIONE Numero UE
FARMACO (con link PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DATA GUUE data CTS Tipologia AIC Farmaco L. PROVVEDIMENTO AIFA DATA GURI
. COMMISSIONE Confezioni
all'EPAR)
EMEA/H/C/1213/1B/ ’
http://www.agenzia .
6/G, o http://www.agenzia
Nomegestrol and Nuove farmaco.gov.it/sites/ farmaco.gov.it/sites/
ZOELY EMEA/H/C/1213/1B/ | Go3ap14 Theramex S.r.l. N/A 29-0tt-12 28-dic-12 13-feb-13 . 041400 03/04 292 14/03/2013  |default/files/determ |  28/03/2013 gV,
7/G, estrogen confezioni ina2013 292 14032 default/files/GU292-
EMEA/H/C/1213/N/ 013_0.pdf 2013sm.pdf
2
. http://www.agenzia http://www.agenzia
Generico / farmaco.gov.it/sites/ farmaco.gov.it/sites/
ZONISAMIDE MYLAN EMEA/H/C/4127 NO3AX15 Zonisamide Mylan S.A.S gen-16 31-mar-16 29-apr-16 04-mag-16 Equivalente / 044836 1/13 777 06/06/2016 |default/files/Determ 21/06/2016 default/files/Determ
Biosimilare ina_777_del_06.06. ina_2016_777GU.pd
2016.pdf f
http://www.agenzia http://www.agenzia
Merck Sharp & Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ZONTIVITY EMEA/H/C/2814/ Pending vorapaxar L nov-14 19-gen-15 27-feb-15 23-mar-15 . . 043871 1/6 453 20/04/2015 |default/files/DETER 06/05/15 default/files/Determ
D Dohme Limited autorizzazione MINA_453_NP_CTS3 ina_2015_453_GU.p
14.pdf df
http://www.agenzia http://www.agenzia
Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ZURAMPIC EMEA/H/C/3932 MO4ABO5 lesinurad AstraZeneca AB 17-dic-15 18-feb-16 01-apr-16 05-apr-16 . . 044727 1/5 613 29/04/2016  |default/files/DETER 18/05/2016 |default/files/Determ
autorizzazione MINA_NP_TAVAZU_ ina_2016_613_GU.p
613.pdf df
. . http://www.agenzia http://www.agenzia
Gilead Sciences Prima farmaco.gov.it/sites/ farmaco.gov.it/sites/
ZYDELIG EMEA/H/C/3843 LO1XX47 idelalisib International lug-14 18-set-14 31-ott-14 10-nov-14 . . 043620 1/2 1446 09/12/2014 |default/files/Determ|  02/01/2015 |default/files/Determ
Limited autorizzazione ina_1446_del_09.12 ina_2015_1446_GU.
.2014.PDF pdf
Novartis .
s . Prima
ZYKADIA EMEA/H/C/3819 LO1XE ceritinib Europharm feb-15 06-mag-15 26-giu-15 20-lug-15 . . 044233 1 _ . . . _
D o autorizzazione
Limited
Novartis Nuove
ZYKADIA EMEA/H/C/3819 LO1XE ceritinib Europharm lug-15 25-ago-15 25-set-15 12-ott-15 confezioni 044233 2 - _ _ - .
Limited
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