Tipul Procedurii
(Procedura de
recunoastere mutuala si

Denumire comerciala |Concentratia Forma farmaceutica DCI Detinator APP Data intrarii ANMDM Situatie
Statut A/R procedura
Baza legala- Legea descentralizata in baza
Nr. Crt. 95/2006 cu modificari art. 743)
1 Monopost 50 (50 Picaturi oftalmice, solutie in |Latanoprost Laboratoires Thea, |R - art.738 (4) 11/3/2016 FR/H/0499/001/R001 In lucru
micrograme/ml micrograme/ml |recipient unidoza Franta A - in baza art. 708
(3)
2 Bendamustina Actavis 2,5 mg/ml Pulbere pentru concentrat Clorhidrat de bendamustina |Actavis Group PTC  |R - art.738 (4) 4/4/2019 DK/H/2378/001/R001 In lucru
2,5 mg/ml pentru solutie perfuzabila ehf, Islanda A - in baza art. 708
(1)
3 Escitalopram Actavis 10mg/comprima [comprimate filmate Escitalopram sub forma de  |Actavis Group R - art.738 (4) 7/4/2018 DK/H/1450/002/R002 In lucru
10mg t oxalat de escitalopram Islanda A - in baza art. 708
(1)
4 Escitalopram Actavis 20mg/comprima [comprimate filmate Escitalopram sub forma de |Actavis Group R - art.738 (4) 7/4/2018 DK/H/1450/ 004/R002 |In lucru
20mg t oxalat de escitalopram Islanda A - in baza art. 708
(1)
5 Suxametonium clorura (10 mg/ml Solutie injectabila in seringa |Clorura de suxametoniu Laboratoire A - in baza art. 709 43007 DE/H/5311/001/DC In lucru - Solicitare modificare Anexa 5.19
Aguettant 10 preumpluta Aguettant, Franta
mg/ml
6 Itulazax 12 SQ-Bet Liofilizat oral, 12 SQ-Bet Extract alergenic ALK-Abello A/S, A - in baza art. 706 43311 DE/H/4908/001/DC In lucru
standardizat din polen de Danemarca
mesteacan
7 Caramlo 8 |8 mg/5mg Comprimate Candensartan cilexetil/ Zentiva k.s., A - in baza art. 710 43272 DE/H/3677/001/R001 In lucru
mg/5 mg Amlodipina sub forma de Republica Ceha
besilat de amlodipina
8 Caramlo 16|16 mg/10 mg Comprimate Candensartan cilexetil/ Zentiva k.s., A - in baza art. 710 43272 DE/H/3677/003/R001 In lucru
mg/10 mg Amlodipina sub forma de Republica Ceha
besilat de amlodipina
° Cinacalcet Aristo 30 mg |30 mg Comprimate filmate Cinacalcetsub formade |AristoPharma |\ G\ .4 708 (1) |5/16/2018 NL/H/4345/001/DC In lucru
clorhidrat de cinacalcet GmbH, Germania
10 Cinacalcet Aristo 60 mg |60 mg Comprimate filmate Cinacalcet sub formade |AristoPharma |\ G\ .o 708 (1) |5/16/2018 NL/H/4345/002/DC In lucru
clorhidrat de cinacalcet GmbH, Germania
u Cinacalcet Aristo 90 mg |90 mg Comprimate filmate Cinacalcet sub formade |AristoPharma |\ G\ .o 708 (1) |5/16/2018 NL/H/4345/003/DC In lucru
clorhidrat de cinacalcet GmbH, Germania
12 Deferasirox MSN Vivanta Generics
Laboratories 90 |90 mg Comprimate filmate Deferasirox s.r.o., Republica A - in baza art. 708 (1) [2/1/2018 NL/H/4317/001/DC In lucru
mg Ceha
13 Deferasirox MSN Vivanta Generics
Laboratories 180 mg Comprimate filmate Deferasirox s.r.o., Republica A - in baza art. 708 (1) [2/1/2018 NL/H/4317/002/DC In lucru
180 mg Ceha
14 Deferasirox MSN Vivanta Generics
Laboratories 360 mg Comprimate filmate Deferasirox s.r.o., Republica A - in baza art. 708 (1) [2/1/2018 NL/H/4317/003/DC In lucru
360 mg Ceha
15 Gestoden . R - art.738 (4)
OM'gzrz’)";;ka 0,075meg/ g:g:z’:‘ni/ Comprimate micronizat/Etinilestradiol :?::t:xs;::,:a A- inbazaart. 708 |3/4/2019 NL/H/2962/001/R001  |In lucru
micronizat (1)
16 . . . Fresenius Kabi R-art.738 (4)
Etopozida Kabi 20 20 mg/ml Concentrat pentru solutie |, 4 oncology Plc., A- inbazaart. 708 |6/13/2018 NL/H/2469/001/R001  |In lucru

mg/ml

perfuzabila

Romania

(1)




