DOSARE PROCEDURA EUROPEANA DISCUTATE iN CAPP IN LUNA OCTOMBRIE 2019

Statut A/R Tipul
Nr Denumire Concentr Forma Detinétor Baza legala- Legea | Data intririi | Procedur DATA
Crt. comerciala atia farmaceutica bct APP 95/2006 cu ANMDM ii CAPP OBSERVATIL
modificari
e Capsule cu Tacrolimus SC Sandoz . NL/H/450
1 |Dailiport 0,5 mg 0,5 mg eliberare prelungita |monohidrat SRL, Romania (?)_ inbaza art. 708 18/3/2018 8/001/DC 107772019
e Capsule cu Tacrolimus SC Sandoz . NL/H/450
2 |Dailiport I mg I mg eliberare prelungita |monohidrat SRL, Romania (‘?)_ inbaza art. 708 |8/3/2018 8/002/DC 10/7/2019
e Capsule cu Tacrolimus SC Sandoz . NL/H/450
3 |Dailiport 2 mg 2 mg eliberare prelungita |monohidrat SRL, Romania (?)_ inbaza art. 708 18/3/2018 8/003/DC 107772019
e Capsule cu Tacrolimus SC Sandoz . NL/H/450
4 |Dailiport 3 mg 3mg eliberare prelungita |monohidrat SRL, Romania (?)_ inbaza art. 708 18/3/2018 8/004/DC 107772019
e Capsule cu Tacrolimus SC Sandoz . NL/H/450
5 |Dailiport 4 mg 4 mg eliberare prelungita |monohidrat SRL, Romania (‘?)_ inbaza art. 708 18/3/2018 8/005/DC 107772019
Rosuvastatina sub
forma de
rosuvastatina
Roxampex 10 me/5 calcica/Amlodipin |Krka d.d., HU/H/05
6 p & Comprimate filmate |a sub forma de Novo mesto, . 9/12/2018 98/001/D (10/7/2019
10 mg/5 mg/4 mg |mg/ 4 mg . . A - in baza art. 710
besilat de Slovenia C
amlodipina/Perind
opril tert-

butilamina




Roxampex
10 mg/5 mg/8 mg

10 mg/5
mg/ 4 mg

Comprimate filmate

Rosuvastatina sub
forma de
rosuvastatina
calcica/Amlodipin
a sub forma de
besilat de
amlodipina/Perind
opril tert-
butilamina

Krka d.d.,
Novo mesto,
Slovenia

A - inbaza art. 710

9/12/2018

HU/H/05
98/002/D
C

10/7/2019

Roxampex
10 mg/10 mg/8 mg

10 mg/10
mg/ 8 mg

Comprimate filmate

Rosuvastatina sub
forma de
rosuvastatina
calcica/Amlodipin
a sub forma de
besilat de
amlodipina/Perind
opril tert-
butilamina

Krka d.d.,
Novo mesto,
Slovenia

A - in baza art. 710

9/12/2018

HU/H/05
98/003/D
C

10/7/2019

Roxampex
20 mg/5 mg/4 mg

20 mg/5
mg/ 4 mg

Comprimate filmate

Rosuvastatina sub
forma de
rosuvastatina
calcica/Amlodipin
a sub forma de
besilat de
amlodipina/Perind
opril tert-
butilamina

Krka d.d.,
Novo mesto,
Slovenia

A - in baza art. 710

9/12/2018

HU/H/05
98/004/D
C

10/7/2019

10

Roxampex
20 mg/5 mg/8 mg

20 mg/5
mg/ 8 mg

Comprimate filmate

Rosuvastatina sub
forma de
rosuvastatina
calcica/Amlodipin
a sub forma de
besilat de
amlodipina/Perind
opril tert-
butilamina

Krka d.d.,
Novo mesto,
Slovenia

A - inbazaart. 710

9/12/2018

HU/H/05
98/005/D
C

10/7/2019




Rosuvastatina sub

forma de
rosuvastatina
Roxampex 20 me/10 calcica/Amlodipin |Krka d.d., HU/H/05
11 p & Comprimate filmate |a sub forma de Novo mesto, . 9/12/2018 98/006/D (10/7/2019
20 mg/10 mg/8 mg |mg/ 8 mg . . A - in baza art. 710
besilat de Slovenia C
amlodipina/Perind
opril tert-
butilamina
G.L. Pharma HU/H/05
12 |Tiavella 50 mg 50 mg Comprimate filmate | Benfotiamina GmbH, . 3/22/2018 71/001/D |10/7/2019
. A - in baza art. 709
Austria C
G.L. Pharma HU/H/05
13 [Tiavella 300 mg 300 mg |Comprimate filmate | Benfotiamina GmbH, A - in baza art. 709 3/22/2018 71/003/D |10/7/2019
Austria C
Dexmedetomidi ne |100 . DK/H/28
14 |Kalceks microgra |_oncentrat pentru - \Clorhidratde 1 AS Kaleeks, | 5 b oy 708 7712019 [91/001/E0]10/7/2019
. solutie perfuzabila |dexmedetomidina Letonia
100 micrograme/ml |me/ml (1) 01
L . Medac
. Solutie injectabila R - art.738 (4) SE/H/064
15 rgem]e"t PENT.S 15 5mg  |instilouinjector  |Metotrexat Slebsg““haft A- inbazaart. 708 |9/28/2017  |3/002/R0 |10/7/2019
(pen) preumplut Germania (1) 02
L . Medac
. Solutie injectabila R - art.738 (4) SE/H/064
16 Xgetoje“ PENT0 110 mg  in stilou injector  |Metotrexat EZSI_GI’HSChaﬂ A- inbazaart. 708 |9/28/2017  |3/003/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
17 rgem]e"t PEN 12,5 115 Smg  in stilou injector  |Metotrexat Slebsg““haft A- inbazaart. 708 |9/28/2017  |3/004/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
18 Xgetoje“ PENTS 115 mg  instilouinjector  |Metotrexat EZSI_GI’HSChaﬂ A- inbazaart. 708 |9/28/2017  |3/005/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
19 |Metoect PENI7.S 115 5 o lin stilou injector [ Metotrexat Gesellschaft |\ pazaart. 708 (9282017 [3/006/R0 |10/7/2019
mg mbH,
(pen) preumplut (1) 02

Germania




Medac

. Solutie injectabila R - art.738 (4) SE/H/064
20 Xgetoje“ PEN20" 1o0mg i stilouinjector  |Metotrexat EZSI_GI’HSChaﬂ A- inbazaart. 708 |9/28/2017  |3/007/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
21 rgem]e"t PEN22.5 152 5mg  in stilou injector  |Metotrexat Slebsg““haft A- inbazaart. 708 |9/28/2017  |3/008/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
7y) Xgetoje“ PEN25 1osmg  |instilouinjector  |Metotrexat EZSI_GI’HSChaﬂ A - inbazaart. 708 [9/28/2017  [3/009/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
23 rgem]e"t PEN27.5 157 5mg  in stilou injector  |Metotrexat Slebsg““haft A- inbazaart. 708 |9/28/2017  |3/010/R0 |10/7/2019
(pen) preumplut Germania (1) 02
Solutie injectabila Medac R - art.738 (4) SE/H/064
24 Xgetoje“ PEN30" 130 mg i stilouinjector  |Metotrexat EZSI_GI’HSChaﬂ A - inbazaart. 708 [9/28/2017  [3/011/RO |10/7/2019
(pen) preumplut Germania (1) 02
50
Pavtide Diskus 50 |microgra Xinafoat de GlaxoSmithkli R - art.738 (4) SE/H/017
25 |micrograme/ 100  |me/100  |Pulbere de inhalat [salmeterol/Propion |ne SRL, . 3/28/2019 0/001/RO |10/7/2019
. . . . A - in baza art. 706
micrograme microgra at de fluticazona |Romania 03
me
50
Pavtide Diskus 50 |microgra Xinafoat de GlaxoSmithkli R - art.738 (4) SE/H/017
26 |micrograme/250 me/250  |Pulbere de inhalat [salmeterol/propion |ne SRL, . 3/28/2019 0/002/R0O |10/7/2019
. . . . A - in baza art. 706
micrograme microgra at de fluticazona  |Romania 03
me
50
Pavtide Diskus 50 |microgra Xinafoat de GlaxoSmithkli R - art.738 (4) SE/H/017
27 |micrograme/500 me/ 500 [Pulbere de inhalat [salmeterol/propion |ne SRL, . 3/28/2019 0/003/R0O |10/7/2019
. . . . A - in baza art. 706
micrograme microgra at de fluticazona |Romania 03
me
Comprimate Escitalopram sub  |Krka d.d., R - art.738 (4) CZ/H/027
28 |Elicea Q-Tab 5 mg |5 mg P . forma de oxalat de [Novo mesto, | A - inbazaart. 708 |8/21/2019 7/004/R0 |10/7/2019
orodispersabile . .
excitalopram Slovenia (1) 01
Elicea Q-Tab Comprimate Escitalopram sub  |Krka d.d., R - art.738 (4) CZ/H/027
29 10 mg P . forma de oxalat de |Novo mesto, | A - in baza art. 708 |8/21/2019 7/005/R0O |10/7/2019
10 mg orodispersabile . .
excitalopram Slovenia (1) 01




Elicea Q-Tab Comprimate Escitalopram sub  |Krka d.d., R - art.738 (4) CZ/H/027
30 15 mg P . forma de oxalat de [Novo mesto, | A - inbazaart. 708 |8/21/2019 7/006/R0O |10/7/2019
15 mg orodispersabile . .
excitalopram Slovenia (1) 01
Elicea Q-Tab Comprimate Escitalopram sub  |Krka d.d., R - art.738 (4) CZ/H/027
31 20 mg P . forma de oxalat de [Novo mesto, | A - inbazaart. 708 |8/21/2019 7/007/R0O |10/7/2019
20 mg orodispersabile . .
excitalopram Slovenia (1) 01
Fumarat de
. bisoprolul/Amlodi |Krka d.d., HU/H/03
32 Sobycombi 5 mg/5 mg|Comprimate pina sub forma de |Novo mesto, R- aljt'738 “) 10/18/2018  [48/001/R [10/7/2019
5 mg/5 mg . . A - in baza art. 706
besilat de Slovenia 001
amlodipina
Fumarat de
. bisoprolul/Amlodi |Krka d.d., HU/H/03
33 |Sobycombi Smg/0 0 orimate pina sub forma de |Novo mesto, |~ 21738 (4) 10/18/2018  |48/002/R |10/7/2019
5 mg/10 mg mg . . A - in baza art. 706
besilat de Slovenia 001
amlodipina
Fumarat de
. bisoprolul/Amlodi |Krka d.d., HU/H/03
34 |Sobycombi 10me/S - primate pina sub forma de |Novo mesto, |~ 21738 (4) 10/18/2018  |48/003/R |10/7/2019
10 mg/5 mg mg . . A - in baza art. 706
besilat de Slovenia 001
amlodipina
Fumarat de
. bisoprolul/Amlodi |Krka d.d., HU/H/03
35 |Sobycombi 10me/10 | orimate pina sub forma de |Novo mesto, |~ 21738 (4) 10/18/2018  |48/004/R |10/7/2019
10 mg/10 mg mg . . A - in baza art. 706
besilat de Slovenia 001
amlodipina
Aurobindo
36 Abacavir Abacavir sub Pharma
Aurobindo 300 forma de sulfat de |Romania A - in baza art. 708 PT/H/195
mg 300 mg |Comprimate filmate [abacavir S.R.L. (1) 8/3/2018|1/001/DC [10/14/2019
Stada M&D
37 |Posaconazol Stada Comprimate SR.L., A - in baza art. 708 DE/H/557
100 mg 100 mg  |gastrorezistente Posaconazol Romania (1) 4/2/2018(3/001/DC {10/14/2019
Zentiva k.s.,
38 |Posaconazol Comprimate Republica A - in baza art. 708 DE/H/557
Zentiva 100 mg 100 mg  |gastrorezistente Posaconazol Cehia (1) 4/2/2018(4/001/DC {10/14/2019
39 |Posaconazol Mylan Comprimate Mylan S.A.S., | A - in baza art. 708 DE/H/557
100 mg 100 mg  |gastrorezistente Posaconazol Franta (1) 4/2/2018(5/001/DC {10/14/2019




Egis

40 Pharmaceutica
Comprimate Is PLC, A - in baza art. 708 DE/H/559
Socont 100 mg 100 mg  |gastrorezistente Posaconazol Ungaria (1) 4/2/2018(9/001/DC [10/14/2019
Alvogen Malta
41 .
Operations
Posaconazol Comprimate (ROW) A - in baza art. 708 DE/H/613
Alvogen 100 mg 100 mg  |gastrorezistente Posaconazol Limited, Malta [(1) 12/21/2018|5/001/DC |10/14/2019
£ Strepsils Intensiv Spray Reckitt
cirese si menta 8,75 | 8,75 mg/ |bucofaringian, Benckiser NL/H/450
mg/doza doza solutie Flurbiprofen Romania SRL | A - in baza art. 706 8/13/2018|6/001/DC |10/14/2019
Sintetica DE/H/440
43 |Biorphen Clorhidrat de GmbH, A - in baza art. 708 7/001/E00
0,1 mg/ml 0,1 mg/ml |Solutie perfuzabila |fenilefrina Germania 3) 5/7/2019]1 10/14/2019
Sintetica DE/H/440
44 |Biorphen Clorhidrat de GmbH, A - in baza art. 708 7/002/E00
10 mg/ml 10 mg/ml |Solutie injectabila |fenilefrina Germania 3) 5/7/2019|1 10/14/2019
.. . . Accord
Daptomicina .I’qlbere si solutie N Healthcare . PT/H/217
Accordpharma 350 |350 mg |injectabila/ Daptomicina A - in baza art. 708 |5/8/2018 10/21/2019
. Polska Sp. 3/001/DC
mg perfuzabila (1)
Z.0.0., Polonia
45
. . . Accord
Daptomicina Pglbere si solutie N Healthcare . PT/H1T
Accordpharma 500 (500 mg |injectabila/ Daptomicina A - in baza art. 708 |5/8/2018 10/21/2019
. Polska Sp. 3/002/DC
mg perfuzabila (1)
Z.0.0., Polonia
46
. S.C.
Lornoxicam Pulbere si solvent Rompharm HU/H/06
8 mg pentru solutie Lornoxicam p A - in baza art. 708 |9/27/2018 09/001/D |10/21/2019
Rompharm 8 mg . . Company
injectabila . (1) C
SRL, Romania
47
Acarizax 12.5Q- andandiare | ALICAbello DE/H/195
Liofilizat oral S A/S, A - inbazaart. 708 |7/1/2019 0/001/E00|10/21/2019
HDM acarieni din praf de
Danemarca 3) 1
48 casa
. ) R - art.738 (4) HU/H/04
Ibalgin Express 2001, 1o |Capsule moi Ibuprofen Sanofi A- inbazaart. 708 |10/3/2018  |51/001/R |10/21/2019
49 |m8 Romania SRL 1) 001




Ibalgin Express 400 Sanofi R -art.738 (4) HU/H/04
£ p 400 mg [Capsule moi Ibuprofen . A - in baza art. 708 |10/3/2018 51/002/R |10/21/2019
mg Romania SRL
50 @) 001
. R - art.738 (4) NL/H/417
Bortezomib Mylan 1, Pulbere pentru g o omib Mylan S.AS 1A inbazaart. 708 [8/13/2019  |4/001/R0 |10/21/2019
1 mg solutie injectabila Franta
51 @) 01
. R - art.738 (4) NL/H/417
Bortezomib Mylan 15 ¢\~ |Pulbere pentru 1y, o omib Mylan S.AS 1A inbazaart. 708 [8/13/2019  |4/002/R0 |10/21/2019
3,5mg solutie injectabila Franta
52 @) 01
PharmaSwiss
Ceska
Spray . . R - art.738 (4) PL/H/021
Garganta 1,5 mg/ml |bucofaringian, Clorhidrat de republika A - inbazaart. 708 |5/9/2019 1/001/R0 |10/21/2019
1,5 mg/ml . benzidamina S.I.0.,
solutie . 3) 01
Republica
53 Ceha
Implant in serinea Leuprorelina sub  [S.C. Sandoz |R - art.738 (4) DE/H/387
Leptoprol 5 mg 5 mg p 82 |forma de acetat de S.R.L., A - in baza art. 708 |1/11/2019 3/001/R0O |10/21/2019
preumpluta . .
54 leuprorelina Romania 3) 01
Darunavir MSN Xglaeﬁis Sro R - art.738 (4) NL/H/452 Procedura respinsa
55 |Laboratories 400 mg |Comprimate filmate [Darunavir . 7777l A- inbazaart. 708 |8/3/2018 10/21/2019 conform deciziei
Republica 3/001/DC .
400 mg Ceha (@)) consensuale SMR si
SMI
. Vivanta .
Darunavir MSN Generics s.1.0 R - art.738 (4) NL/H/452 Procedura respinsa
56 |Laboratories 600 mg |Comprimate filmate | Darunavir . 77| A- inbazaart. 708 |8/3/2018 10/21/2019 conform deciziei
Republica 3/002/DC .
600 mg Ceha (1) consensuale SMR si
SMI
Darunavir MSN Xglaeﬁis Sro R - art.738 (4) NL/H/452 Procedura respinsa
57 |Laboratories 800 mg |Comprimate filmate | Darunavir . 7777l A- inbazaart. 708 |8/3/2018 10/21/2019 conform deciziei
Republica 3/003/DC .
800 mg Ceha (€)) consensuale SMR si
SMI
Talidomida Accord Accord MT/H/03
50 m 50 mg Capsule Talidomida Healthcare A - inbaza art. 708 [8/3/2018 12/001/D |10/28/2019
58 & Ltd., Polonia |(1) C
Rosuvastatina sub |Vivanta
Rosuvastatina MSN . forma de Generics s.r.0., . NL/H/458
Laboratories 5 mg Smg Comprimate filmate rosuvastatina Republica (?)- in baza art. 708 (8/24/2018 2/001/DC 10/28/2019
calcica Ceha

59




. Rosuvastatina sub |Vivanta
Rosuvastatina MSN forma de Generics s.1.0 NL/H/458
Laboratories 10 mg Comprimate filmate . . 777”1 A - inbazaart. 708 |(8/24/2018 10/28/2019
rosuvastatina Republica 2/001/DC
10 mg . (1)
calcica Ceha
60
Rosuvastating MSN Fosuva:istatma sub zlvanFa NL4SS
Laboratories 20mg  |Comprimate filmate| o @ ©€ CNCTES SL051 A _ inbaza art. 708 |8/24/2018 10/28/2019
rosuvastatina Republica 2/001/DC
20 mg . (1)
calcica Ceha
61
Rosunastating MSN o de - |Generies s NL/458
Laboratories 40 mg Comprimate filmate . . 777”1 A - inbazaart. 708 |(8/24/2018 10/28/2019
rosuvastatina Republica 2/001/DC
40 mg . (1)
calcica Ceha
62
. Aurobindo \p 4 738 (4) PT/H/130
Aripiprazol . .. Pharma .
. 10 mg Comprimate Aripiprazol A - in baza art. 708 |7/22/2019 4/002/R0O |10/28/2019
Aurobindo 10 mg (Malta)
o @)) 01
Limited, Malta
63
. Aurobindo p 4 93¢ (4 PT/H/130
Aripiprazol . .. Pharma .
. 15 mg Comprimate Aripiprazol A - in baza art. 708 |7/22/2019 4/003/R0O |10/28/2019
Aurobindo 15 mg (Malta)
. (1) 01
Limited, Malta
64
L. . Teva
Solutie injectabila . DE/H/528
Copaxone 40 mg/ml |in seringa Acetat de Pharmaceutica R - art.738 (4) 312019 [3/004/R0 |10/28/2019
40 mg/ml glatiramer IsS.R.L., A - in baza art. 706
preumpluta . 01
65 Romania
Accord
Levetiracetam 100 Healthcare R - art.738 (4) PT/H/120
Accord Solutie orala Levetiracetam Polska A - in baza art. 708 |3/19/2019 6/001/R0O |10/28/2019
mg/ml
100 mg/ml Sp.z.0.0., (1) 01
66 Polonia
Eﬁ:iﬁat‘m sub Suvesi AG, | |R At 738 @) CZ/H/048
Rosi 10 mg 10 mg Comprimate filmate . WSS AL, A - in baza art. 708 |3/22/2019 3/002/R0O |10/28/2019
rosuvastatina Germania
. (1) 01
67 calcica
Eﬁ:gauna sub Somesi AG. [R-AT38(4) CZ/H/048
Rosi 20 mg 20 mg Comprimate filmate . WY . A - inbazaart. 708 |[3/22/2019 3/003/R0O |10/28/2019
rosuvastatina Germania (1) 01
68 calcica




69

Rosi 40 mg

40 mg

Comprimate filmate

Rosuvastatina sub
forma de
rosuvastatina
calcica

Swyssi AG,
Germania

R - art.738 (4)
A - in baza art. 708
ey

3/22/2019

CZ/H/048
3/004/R0
01

10/28/2019




