Statut A/R . M
Denumire Forma Baza legala- Legea Data intrarii Tipul Procedurii
Nr. Crt. R Concentratia X DCI etinator AF & 8 (Procedura de recunoastere mutuala si Situatie
comerciala farmaceutica 95/2006 cu ANMDM L.
. procedura descentralizata in baza art. 743)
modificari
Vivanta
Febuxostat MSN Comprimate Generics
1 80 mg . P Febuxostat s.r.o., A - in baza art. 5/3/2018 NL/H/4430/001/DC Trimis la aplicant 4.09.2019
80 mg filmate .
Republica 708 (1)
Ceha
Vivanta
Febuxostat MSN Comprimate Generics
2 120 mg . P Febuxostat s.r.o., A - in baza art. 5/3/2018 NL/H/4430/002/DC Trimis la aplicant 4.09.2019
120 mg filmate !
Republica 708 (1)
Ceha
ACCOTa
A Concentrat Healthcar
Clofarabina . . . - .
3 Accord 1 mg/ml 1 mg/ml pentru solutie Clofarabina e Polska A - in baza art. 4/3/2018 PT/H/2161/001/DC Solicitare traduceri
& perfuzabila Sp.z.0.0., 708 (1)
DAl
Atorvastatina sub Egis
) forma de Pharmace
Torvazin Plus . . . . .
4 10 mg/10 m 10 mg/10 mg Capsule atorvastatina uticals A - in baza art. 6/4/2018 HU/H/0593/001/DC Trimis la aplicant 30.08.2019
& J calcica trihidrat PLC, 706
/Ezetimib Ungaria
Atorvastatina sub Egis
Torvazin Plus forma de Pharmace
5 20 mg/10 m 20 mg/10 mg Capsule atorvastatina uticals A - in baza art. 6/4/2018 HU/H/0593/002/DC Trimis la aplicant 30.08.2019
€ g calcica trihidrat PLC, 706
/Ezetimib Ungaria
Atorvastatina sub Egis
Torvazin Plus forma de Pharmace
6 40 mg/10 m 40 mg/10 mg Capsule atorvastatina uticals A - in baza art. 6/4/2018 HU/H/0593/003/DC Trimis la aplicant 30.08.2019
€ g calcica trihidrat PLC, 706
/Ezetimib Ungaria
Stada
Atazanavir Stada Comprimate Atazanavir sub M&D
7 150 mg . P forma de sulfat de A - in baza art. 5/6/2019 DE/H/5992/002/E001 Trimis la aplicant 3.09.2019
150 mg filmate ) S.R.L.,
atazanavir | 708 (1)
Romania
Stad
Atazanavir Stada Comprimate Atazanavir sub Ma&[z;l
8 300 mg i} P forma de sulfat de A - in baza art. 5/6/2019 DE/H/5992/004/E001 Trimis la aplicant 3.09.2019
300 mg filmate ) S.R.L.,
atazanavir i 708 (1)
Romania
Mantomed Comprimate Clorhidrat de Medoche R-art.738 (4
9 10 mg ner arar ¢ i @) 12/14/2018 NL/H/3001/002/R001 In lucru
10 mg filmate memantina mie A - in baza art.




Mant d C imat Clorhidrat d Medoch R-art.738 (4
10 antome 20mg omprimate orhidrat de edoche art.738 (4) 12/14/2018 NL/H/3001/004/R001 In lucru
20 mg filmate memantina mie A - in baza art.
Memantina Comprimate Clorhidrat de AuToRITd Tt 1
11 . 10 mg . . oPharma| A- inbazaart. 11/7/2017 PT/H/0887/001/R001 inlucru
Aurobindo 10 mg filmate memantina o R IR
. Extract uscat (3- | Bionorica R-art.738 (4)
Sinupret acute | 160 mg (3- L. ) ) A
12 L Drajeuri 6:1) BNO-1011 din SE, A - in baza art. 12/20/2018 DE/H/3813/001/R001 in lucru
drajeuri 160 mg 6:1) R i
1 parte radacina | Germania 709
Zentiva
Dutazen 0,5m 0,4 Dutasterida/Clorhi k.s., )
13 e/ Capsule / . i A - in baza art. 4/18/2018 CZ/H/0815/001/DC
0,5 mg/0,4 mg mg drat de tamsulosin | Republica
708 (1)
Ceha In lucru
Dr. Max
Pharma
Spray nazal, Clorhidrat de
14 | Orinox 1 mg/ml 1 mg/ml pray naz -orhidrat ¢ sro., | A-inbazaart. 8/22/2018 LV/H/0177/001/DC
solutie xilometazolina !
Republica 709
Ceha In lucru
Aurobind
Valproat de sodiu Comprimate cu Valproat de o llj’:;rlr:a
15 Aurobindo 300 mg eliberare sodiu/Acid Romania A - in baza art. 6/26/2018 PT/H/1942/001/DC
300 mg prelungita valproic SRL 708 (1)
Trimis la aplicant 04.09.2019
Valproat de sodiu Comprimate cu Valproat de :llj’:;brlr:\:
16 P K 500 mg eliberare sodiu/Acid X A - in baza art. 6/26/2018 PT/H/1942/002/DC
Aurobindo 500 mg ) . Romania
prelungita valproic SRL 708 (1)
Trimis la aplicant 03.09.2019
. S.MED.
Gluconat de calciu
Pharmave
S.MED. . .
) Solutie : rtriebs )
17 Pharmavertriebsg 95 mg/ml . i Gluconat de calciu A - in baza art. 3/2/2018 CZ/H/0791/001/DC
injectabila gesellscha
esellschaft it 709
95 mg/ml -
Germania
In lucru
S.C.
Pulb R h
Hidrocortizon ulbere ;.)enru Hidrocortizon sub omphar
solutie A m A
18 Rompharm 100 100 mg . . forma de succinat A - in baza art. 7/19/2018 HU/H/0604/001/DC
injectabila/ i X Company
mg X de hidrocortizon 708 (1)
perfuzabila S.R.L.,
Romania In lucru




Infectoph

arm
Fomicvt Pulbere pentru| Fosfomicina sub |Arzneimit
19 40m /‘r,'nl 40 mg/ml solutie forma de tel und A - in baza art. 3/1/2019 NL/H/4627/001/E002
e perfuzabila |fosfomicina sodica | Consilium 708 (1)
GmbH,
Gemania
In lucru
Merck
Pulbere si Sharp &
Ivent pent Doh
20 Varivax solvent pentru Vaccin ONME 1 A- inbazaart. 3/1/2019 IT/H/0114/001/E002
suspensie Romania
. . 706
injectabila SRL,
Romania Trimis la aplicant 04.09.2019
Mifegyne ';‘:::'c R-art.738(4)
21 o Ogr:: 600 mg Comprimate | Mifepristona g P | A-inbazaart. 9/11/2018 NL/H/2937/001/R004
& v 706
Olanda In lucru
Medoch R-art.738 (4
Converide 150 mg/ 12,5 | Comprimate [Irbesartan/Hidrocl G,! oche ?r )
22 . . mie Ltd., A - in baza art. 7/13/2018 NL/H/2910/001/R001
150 mg/12,5 mg mg filmate orotiazida R
Cipru 708 (1) .. .
Solicitare traduceri
Medoche R-art.738 (4)
C id 300 125 | C imat: Irbesartan/Hidrocl
23 onverice me/ omprimate | Irbesartan/Hidrocl | 'L\ 01 0 bazaart, 7/13/2018 NL/H/2910/002/R001
300 mg/12,5 mg mg filmate orotiazida R
Cipru 708 (1) - .
Solicitare traduceri
Medoch R-art.738 (4
Converide 300( 300 mg/ 25 | Comprimate |Irbesartan/Hidrocl G,! oche ?r )
24 . . mie Ltd., A - in baza art. 7/13/2018 NL/H/2910/003/R001
mg/25 mg mg filmate orotiazida R
Cipru 708 (1) .. .
Solicitare traduceri
A Monrol
Fludeoxiglucoza Solutie Europe R-art.738 (4)
25 (18 F) Monrol 200-(200-2200 MBqg/ml |, . Fludeoxiglucoza P L 10/23/2018 RO/H/0139/001/R001
2200 MBag/ml injetabila S.R.L, A - in baza art. 709
q Romania Trimis catre SAPE 05.09.2019
Candesartan )
. . Zentiva
Caramlo cilexetil/ ks
26 16 mg/5 mg Comprimate |Amlodipina sub | A- in baza art. 7/23/2018 DE/H/3677/004/DC
16 mg/5 mg . Republica
forma de besilat Ceha 710
de amlodipina Trimis catre SAPE 05.09.2019
Zenti
Zetovar Ezetimib/Atorvast esn va
27 10 mg/10 mg Comprimate |atinasubformade| ' .. |A- inbazaart. 4/2/2018 NL/H/4149/001/DC
10 mg/10 mg X Republica
atorvastatina Ceha 710

calcica trihidrat

Trimis catre SAPE 05.09.2019




Ezetimib/Atorvast

Zentiva

Zetovar .S., )
28 v 10 mg/20 mg Comprimate [atina sub forma de . | A- inbazaart. 4/2/2018 NL/H/4149/002/DC
10 mg/20 mg X Republica
atorvastatina Ceha 710
calcica trihidrat Trimis catre SAPE 05.09.2019
Zenti
Zetovar Ezetimib/Atorvast e: va
29 10 mg/40 mg Comprimate |atinasubformade| ' .. |A- inbazaart. 4/2/2018 NL/H/4149/003/DC
10 mg/40 mg X Republica
atorvastatina Ceha 710
calcica trihidrat Trimis catre SAPE 05.09.2019
Zenti
Zetovar Ezetimib/Atorvast ke: va
30 10 mg/80 mg Comprimate |atinasubformade| ' .. |A- inbazaart. 4/2/2018 NL/H/4149/004/DC
10 mg/80 mg X Republica
atorvastatina Ceha 710
calcica trihidrat Trimis catre SAPE 05.09.2019
Dutasterida ) Accord
Tamsulosin Dutasterida Healthcar A - in baza art. 708
31 Accord 0,5 mg/0,4 mg Capsule /Clorhidrat de e Polska, ) ’ 5/8/2018 MT/H/0321/001/DC
tamsulosin Polonia
0,5 mg/0,4 mg
Trimis catre SAPE 05.09.2019
Clorhidrat de Waymade
Sevelamer Comprimate |Clorhidrat de B.V., A - in baza art. 708
32 400 8/23/2018 DK/H/2938/001/DC
Waymade meé filmate sevelamer Olanda (3) 123/ /H/ /001/
400 mg Trimis catre SAPE 05.09.2019
Clorhidrat de Waymade
Sevelamer Comprimate |Clorhidrat de B.V., A - in baza art. 708
33 800 8/23/2018 DK/H/2938/002/DC
Waymade me filmate Sevelamer Olanda |(3) 123/ /H/ /002/
800 mg Trimis catre SAPE 05.09.2019
Phytopha
Hedussi Extract t di Klek
34 edussin 8,25 mg/ml Sirop xtractuscatdin —rm KIEKa |\ inbazaart.  |5/8/2019 AT/H/0570/001/E001
8,25 mg/ml frunze de iedera  (S.A., 209
Polonia Trimis catre SAPE 05.09.2019
Emtricitabind/
Emtricitabini/ Tenofovir Stada
Tenofovi 200 C imat di il sub M&D
35 | onorowr me/ -omprimate —disoproxiisub A- inbazaart.  |5/21/2019 NL/H/3635/001/E001
disoproxil Stada |245 mg filmate forma de tenofovir [S.R.L., 708 (1)
200 mg/245 mg disoproxil succinat [Romania

Trimis catre SAPE 05.09.2019




S.C.

o Fresenius
Gemcitabina sub .
o A Concentrat Kabi R-art.738 (4)
Gemcitabina Kabi . |formade . .
36 38 mg/ml pentru solutie i Romania |A- in baza art. 708 |1/16/2019 NL/H/2447/002/R001
38 mg/ml . clorhidrat de
perfuzabila . S.R.L (1)
gemcitabina
Trimis catre SAPE 05.09.2019
Dimenhidrinat sub |Galenica
X Comprimate [forma S.A., R-art.738 (4)
37 (o] 50 50 3/11/2019 DK/H/2310/001/R001
riens st mg me sublinguale difenhidramina si 8|Grecia A - in baza art. 709 /1 /H/ /001/
cloroteofilina Trimis catre SAPE 05.09.2019
Duloxetina sub Distriqui
Capsule fol::";e d:'a su n::c:g:'\' R - art.738 (4)
38 Dutilox 30 mg 30 mg gastrorezistent . 7 |A- in baza art. 708 |6/20/2019 DE/H/4174/001/R001
. clorhidrat de Spania )
duloxetind Trimis catre SAPE 05.09.2019
Duloxetina sub Distriqui
Capsule fol::";e d:'a su n::c:g:'\' R - art.738 (4)
39 Dutilox 60 mg 60 mg gastrorezistent . 7 |A- in baza art. 708 |6/20/2019 DE/H/4174/002/R001
. clorhidrat de Spania )
duloxetina

Trimis catre SAPE 05.09.2019




