Lista dei farmaci in corso di valutazione per I'inserimento in Classe C(nn) - aggiornamento al 08/02/2017

Mylan

DENOMINAZIONE FARMACO PROCEDURA ATC PRINCIPIO ATTIVO TITOLARE PARERE CHMP DECISIONE COMMISSIONE DATA GUUE data CTS AIC Confezione
Accofil EMEA/H/C/3956/IB/1/G LO3AA02 Filgrastim Accord Healthcare Limited 13-gen-16 12 Dec 2016 27-gen-17 15-feb-17 043615172 17
Accofil EMEA/H/C/3956/IB/1/G LO3AA02 Filgrastim Accord Healthcare Limited 13-gen-16 12 Dec 2016 27-gen-17 15-feb-17 043615184 18
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538133 13
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538145 14
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538158 15
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538160 16
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538172 17
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538184 18
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538196 19
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538208 20
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538210 21
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538222 22
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538234 23
Adenuric EMEA/H/C/777/1B/41/G MO4AA03 febuxostat Menarini International Operations Luxembourg S.A. 21-dic-15 8 Dec 2016 27-gen-17 15-feb-17 039538246 24
Aripiprazolo Accord EMEA/H/C/4021/IAin/1/G NO5AX12 aripiprazole Accord Healthcare Limited 17-dic-15 12 Dec 2016 27-gen-17 15-feb-17 044543231 23
Aripiprazolo Accord EMEA/H/C/4021/IAin/1/G NO5AX12 aripiprazole Accord Healthcare Limited 17-dic-15 12 Dec 2016 27-gen-17 15-feb-17 044543243 24
Aripiprazolo Accord EMEA/H/C/4021/IAin/1/G NO5AX12 aripiprazole Accord Healthcare Limited 17-dic-15 12 Dec 2016 27-gen-17 15-feb-17 044543256 25
Aripiprazolo Accord EMEA/H/C/4021/IAin/1/G NO5AX12 aripiprazole Accord Healthcare Limited 17-dic-15 12 Dec 2016 27-gen-17 15-feb-17 044543268 26
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267211 21
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267235 23
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267250 25
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267286 28
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267300 30
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267312 31
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267336 33
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267348 34
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267351 35
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267363 36
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267375 37
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267387 38
Duloxetina I\/Iylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267399 39
Duloxetina Mylan EMEA/H/C/3981/IAIN/07 NO6AX21 Duloxetine Generics [UK] Limited 24-ago-16 23 Dec 2016 27-gen-17 15-feb-17 044267401 40
Emtricitabina/Tenofovir disoproxil o ‘

Krk EMEA/H/C/4215 JOSAR03 emtricitabine / tenofovir disoproxil Krka, d. d., Novo Mesto 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045228018 1
rka

Emtricitabina/Tenofovir disoproxil

Krk EMEA/H/C/4215 JO5AR03 emtricitabine / tenofovir disoproxil Krka, d. d., Novo Mesto 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045228020 2
rka

Emtricitabina/Tenofovir disoproxil o ‘

Krk EMEA/H/C/4215 JOSAR03 emtricitabine / tenofovir disoproxil Krka, d. d., Novo Mesto 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045228032 3
rka

Emtricitabina/Tenofovir disoproxil

Krk EMEA/H/C/4215 JO5AR03 emtricitabine / tenofovir disoproxil Krka, d. d., Novo Mesto 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045228044 4
rka

Emtricitabina/Tenofovir disoproxil o ‘

Myl EMEA/H/C/004050/0000 JOSAR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229010 1

ylan
Emtricitabina/Tenofovir disoproxil
EMEA/H/C/004050/0000 JOSAR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229022 2
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Emtricitabina/Tenofovir disoproxil o o _

Mylan EMEA/H/C/004050/0000 JOSAR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229034 3
Emtricitabina/Tenofovir disoproxil o o .

Mylan EMEA/H/C/004050/0000 JO5AR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229046 4
Emtricitabina/Tenofovir disoproxil o o _

Mylan EMEA/H/C/004050/0000 JOSAR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229059 5
Emtricitabina/Tenofovir disoproxil o o .

Mylan EMEA/H/C/004050/0000 JO5AR03 emtricitabine / tenofovir disoproxil Mylan S.A.S 13-ott-16 16 Dec 2016 27-gen-17 15-feb-17 045229061 6
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230012 1
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230024 2
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230036 3
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230048 4
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230051 5
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230063 6
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230075 7
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230087 8
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230099 9
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230101 10
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230113 11
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230125 12
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230137 13
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230149 14
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230152 15
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230164 16
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230176 17
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230188 18
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230190 19
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230202 20
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230214 21
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230226 22
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230238 23
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230240 24
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230253 25
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230265 26
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230277 27
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230289 28
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230291 29
Ivabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230303 30
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230315 31
Ivabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230327 32
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230339 33
lvabradina JensonR EMEA/H/C/4217 CO1EB17 ivabradine JensonR+ Limited 15-set-16 11-nov-16 30-dic-16 15-feb-17 045230341 34
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232016 1
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232028 2
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232030 3
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232042 4
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232055 5
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232067 6
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232079 7
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232081 8
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232093 9
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Ivabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232105 10
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232117 11
Ivabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232129 12
lvabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232131 13
Ivabradina Zentiva EMEA/H/C/4117/00 CO1EB17 ivabradine Zentiva, k.s. 15-set-16 11-nov-16 30-dic-16 15-feb-17 045232143 14
Kyprolis EMEA/H/C/003790/11/6 LO1XX45 carfilzomib Amgen Europe B.V. 04-ago-16 12 Dec 2016 27-gen-17 15-feb-17 044553028 2

yp
Kyprolis EMEA/H/C/003790/11/6 LO1XX45 carfilzomib Amgen Europe B.V. 04-ago-16 12 Dec 2016 27-gen-17 15-feb-17 044553030 3
yp

OCALIVA EMEA/H/C/004093 AO5AA04 obeticholic acid Intercept Pharma Ltd 13-ott-16 12 Dec 2016 27-gen-17 15-feb-17 045222015 1
OCALIVA EMEA/H/C/004093 AO5AA04 obeticholic acid Intercept Pharma Ltd 13-ott-16 12 Dec 2016 27-gen-17 15-feb-17 045222027 2
Orkambi EMEA/H/C/3954/I1B/10 RO7AX30 Lumacaftor/Ivacaftor Vertex Pharmaceuticals (Europe) Limited 10-giu-16 23 Dec 2016 27-gen-17 15-feb-17 044560023 2
Orkambi EMEA/H/C/3954/I1B/10 RO7AX30 Lumacaftor/Ivacaftor Vertex Pharmaceuticals (Europe) Limited 10-giu-16 23 Dec 2016 27-gen-17 15-feb-17 044560035 3
Rekovelle EMEA/H/C/3994 GO03GA10 follitropin delta Ferring Pharmaceuticals A/S 13-ott-16 12 Dec 2016 27-gen-17 15-feb-17 045226014 1

P g g
Rekovelle EMEA/H/C/3994 GO03GA10 follitropin delta Ferring Pharmaceuticals A/S 13-ott-16 12 Dec 2016 27-gen-17 15-feb-17 045226026 2
Rekovelle EMEA/H/C/3994 GO03GA10 follitropin delta Ferring Pharmaceuticals A/S 13-ott-16 12 Dec 2016 27-gen-17 15-feb-17 045226038 3

P g g
SomaKit TOC EMEA/H/C/4140 VO09IX09 edotreotide Advanced Accelerator Applications 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045231014 1
Spedra EMEA/H/C/2581/11/19 GO4BE10 avanafil Menarini International Operations Luxembourg S.A. 25-feb-16 5 Dec 2016 27-gen-17 15-feb-17 042876110 11
Tenofovir disoproxil Mylan EMEA/H/C/004049/0000 JO5AF07 Tenofovir disoproxil MYLAN S.A.S 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 045219019 1

p y p g
Venclyxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-0tt-16 5 Dec 2016 27-gen-17 15-feb-17 045198013 1
Venc|yxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198025 2
Venclyxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198037 3
Venc|yxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198049 4
Venclyxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198052 5
Venc|yxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198064 6
Venclyxto EMEA/H/C/4106 Pending venetoclax AbbVie Ltd 13-ott-16 5 Dec 2016 27-gen-17 15-feb-17 045198076 7
Zebinix EMEA/H/C/988/X/0050/G NO3AF04 eslicarbazepine acetate Bial - Portela & C2, SA 13-ott-16 8 Dec 2016 27-gen-17 15-feb-17 039910245 24

La responsabilita di qualsiasi onere e/o attivita che I’ Azienda affronti utilizzando i codici AIC attribuiti alle confezioni (e inseriti nella Banca Dati del Farmaco-AIFA) precedentemente alla pubblicazione sulla Gazzetta Ufficiale della
autorizzazione AIFA all’ immissione in commercio del medicinale, & totalmente a carico dell” Azienda stessa. L’ ufficialita dei codici AIC & subordinata alla pubblicazione degli stessi sulla Gazzetta Ufficiale, fino ad allora sono
possibili, seppure improbabili, sue variazioni.



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003790/human_med_001932.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003790/human_med_001932.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003954/human_med_001935.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003954/human_med_001935.jsp&mid=WC0b01ac058001d124
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